EBPA3UMNCKAS SKOHOMUYECKAS KOMUCCHUS
COBET

PEINMEHMUE

«03» Hos1Opst 2016 T. Ne 88 r. AcraHa

06 yTrBepxkIeHHH TPeOGOBAHMI K HHCTPYKIUH M0 MeIUIHHCKOMY
NPHUMeHEHMIO JIeKAPCTBEHHBIX NpenapaToB H o01Ieil XapaKkTepucTHKe
JIEKAPCTBEHHBIX NMPENapaToB AJs MeHIHHCKOT0 IPUMeHEHHUs

B coorBercTBUM co cTathsiMu 4 u 8 CormnaiieHus o eJUHBIX IPHHIIMITAX
U IpaBuiax oOpallleHHs JIeKapCTBEHHBIX CPeACTB B pamkax Eppazuiickoro
HKOHOMHMYECKOro cor3a oT 23 gekabps 2014 roga, nyHkToM 98
npunoxenuss Ne 1 k Pernmamenty pabotel EBpasmiickoil sKOHOMHUECKOMH
KOMUCCHH,  yTBepxaenHomy  Pemennem  Beicmero — EBpasutickoro
SKOHOMHYECKOro coera oT 23  gekabps 2014 1. Ne 98,
u Pemennem Briciiero  EBpa3suiickoro  3KOHOMHYECKOI'0  COBETa
oT 23 nexabpst 2014 r. Ne 108 «O peanuzanuu CoriameHuss 0 €IHHBIX
NPUHLKIIAX M IpaBUaX OOpallleHUs JIEKApCTBEHHBIX CPEJACTB B paMKax
EBpazuiickoro SKOHOMHYECKOTO COHO3a» Coger EBpasutickoit
HSKOHOMUYECKOH KOMUCCHH P € LI M JI:

1. YTBepauthb npuiiaraeMele TpeboBaHus K MHCTPYKIINHU
M0 MEJUUMHCKOMY HIPUMEHEHUIO JIEKAPCTBEHHBIX IMpernapatoB U oOIeH
XapaKTEPUCTUKE  JIEKAPCTBEHHBIX  IIpemapaToB Ui MEIULMHCKOIO

IIPUMCHCHHUA.
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2. Hacrosimiee Pemenue BecTymaer B CHIy 1O UCTEYEHUH
10 KkaneHgapHBIX HOHeW ¢ JaTel BeTyruleHuss B cuity  IIportokona,
noanucangoro 2 gexabps 2015 roma, o mnpucoenuHeHuu PecnyOmuku
Apmenus k CornameHuio O €IMHBIX NPUHLMIIEAX M IIpaBUiIax oOpalleHHs
JIEKApPCTBEHHBIX CPEJICTB B pamMkax EBpasuilckoro 3KOHOMHYECKOIO COI03a
ot 23 nexabps 2014 roga, HO He paHee 4yeM 110 UcTeueHuH 10 KajeHIapHBIX

JHel ¢ 1aThl 0(UIIMAIBEHOTO ONyOIMKOBaHUS HacTosero Pemenus.

Unennl CoBera EBpa3uiickoi 3KOHOMHYECKOH KOMHCCHH:




YTBEPXJIEHBI

Pemennem CoBera

EBpa3zuickor 53KOHOMUYECKOW KOMUCCUH
ot 3 Hos10pst 2016 1. Ne 88

TPEBOBAHNUA

K HHCTPYKI[UM MO MeAUIMHCKOMY MPUMEHEHHUIO JIEKAPCTBEHHOT 0
npenapara u o01Ield XxapakTepucTHKe JIeKAPCTBEHHOT0 Npenapara JJisi
MeIUIMHCKOT0 MPUMEeHEeHH s

|. O01Ire monoKeHus

OO6m1as xapakTepuCTHKa JIEKAPCTBEHHOTO Mpernapara s MEIUIMHCKOTO
npuMmeneHus (nanee — OXIJI) comepxut oduuuaibHyr0 HHGOPMALHMIO O
JIEKapCTBEHHOM npenapare InIE: MEIUIIUHCKOTO MIPUMEHCHMUS,
peAHa3HAYEHHYIO JUIsl MEAMIIMHCKUX PAOOTHUKOB B I1EJISAX MPAaBUIBHOTO
Ha3HAYEHUs JIEKAPCTBEHHOI'O Mpemnapara M KOHTPOJIA 3a €ro MPUMEHEHUEM.
Nudopmarus B  OXJIII mOgIEKUT COTJIACOBAHUIO  YIIOJIHOMOYEHHBIMU
OpraHaMu rocyaapcTB — WieHOB EBpa3uiickoro SKOHOMUYECKOI0 COr03a (J1anee
COOTBETCTBEHHO — rocyaapctBa-wieHbsl, Corw3) B cdepe oOpaiieHus
JIEKapCTBEHHBIX CPEACTB B XOJ€ PErHCTPAlMM U TOCJEAyIolero oOpaiieHus
3apETUCTPUPOBAHHOTO JIEKAPCTBEHHOTO Tpenapara Ha teppuropun Coroza.
Conepxxkanne OXIJIII MoxeT OBITh H3MEHEHO TOJBKO C  OJI0OpEeHHUs
YIOJIHOMOUYEHHBIX OPraHOB rOCyAapCTB-WICHOB B cepe 3ApaBOOXPAHEHUS WIIH
IIPY HANPABJICHUU UM YBEJOMIICHUS B COOTBETCTBUH C IMPABWIIAMU PETUCTPALIUU
U DKCHEPTU3bI JIEKAPCTBEHHBIX CPEACTB I MEAUIMHCKOTO IPUMEHEHHS,
yTBEp)KIaeMbIMM  EBpa3uiickoli SKOHOMHUYECKOM KOMHUCCHEHW (nmanmee —
Komuccus).

OXIJIIT siBnsieTCsl OCHOBHBIM HCTOYHUKOM UH(MOPMAITUH JJIsI METUITUHCKHUX

paOOTHUKOB 0 Oe30macHOM U 3((PEKTHUBHOM HCIOJIb30BAHUHU JICKAPCTBEHHOIO
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npenapara. MHCTpyKIMsl MO0 MEIUIIMHCKOMY MPUMEHEHUIO (JIMCTOK-BKJIIAJIBIII)
(manee — JIB) mekapCTBEHHOTO IMperapara COCTABISETCS B COOTBETCTBUM C
OXJIIL.

OXJIIT He mpenHa3HaueHa JJIl YCTAHOBIICHUS OOIIMX PEKOMEHIAIUM T10
JICYCHUIO OTJIENbHBIX 3a00JI€BaHM, OAHAKO B HEH JODKHBI OBITh yKa3aHbI
KOHKPETHBIE aCHEKThl JIEUEHUS W TMOCIEACTBUS NPHUMEHEHHS JIEKAPCTBEHHOIO
npenapara. OXJIIT ne nqomxHa coaepkarh 00IIUX PEKOMEHAAIIMM O MPOIIeTypam
BEJICHUA TEX WM WHBIX I[ANWEHTOB, HO B HEW JOJDKHBI NPHUCYTCTBOBATH
cend(UyuHbIe acleKThl JJIsi Ha3HAYEHUS COOTBETCTBYIOIIETO JIEKAPCTBEHHOTO
npernapara.

Hacrositmue  TpeboBaHusi ~ coiep:kaT  yKa3aHMsl ~ OTHOCHUTEIIBHO
npeactapienuss uHopmarmu B OXJIIL. HNudopmanus, mnpencraBieHHas B
kaxaoMm paszzaene OXJIIL, momkHa OBITH COOTBETCTBOBATh KaK JOKYMEHTY B
LEJIOM, TAK M C 3aroJIOBKy paszena, K KOTOpoMy OHa oTHocutcs. Hekoropsie
BOIIPOCHI MOTYT OBITH paccMOTpeHbl Oojiee yeM B oaHo yactu OXJIII,
Y B TaKUX CIIy4asX JOMYCKAaeTcs cCchulika Ha apyrue pasnensl OXJIII, B koTopbix
MpEJICTaBIIEHa COOTBETCTBYIONIAs JOMOJIHUTEIbHAS HH(OpMAIIHS.

Hacrosiiue TpeOoBaHusi ciemyeT paccMarpuBaTb B COYETAHUU  CO
cnenuuueckumu TpedoBanusmMu k OXJIII oTnenbHBIX Tpymi JeKapCTBEHHBIX
npernaparoB (HapuMep, BaKIUHBI, MATUIMPOBAHHBIE OCITKU WU JIEKAPCTBEHHBIC
Ipenaparsl, MOJYYEHHbIE W3 IUIa3Mbl KPOBH, TOMEOMATUYECKHUE JIEKAPCTBEHHBIC
npenaparbl), yKazaHHBIMM B mpwiokeHusx Ne 2, 3 w 13 k HacToAImm
TpebGoBaHUsIM.

Kaxk mpaBmito, tpedyercs otnenbHas OXJIII qis kaxon JeKapCTBEHHOU
dbopMBI, a B HEKOTOPBIX CiIydasx v Jis 103upoBkU. [loaroroska exqunoit OXJII
JUIS. HECKOJIBKHX JICKAPCTBEHHBIX (popM U (WITH) TO3UPOBOK OCYIIECTBIISICTCS B

TeX CIydasx, KOrja cXema I[pueMa JIEKapCTBEHHOro  Mmpemnapara
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npeaycMaTpUBAET U3MEHEHUE PEKUMA JJOZUPOBAHUS WU CIIOCO0a MPUMEHEHHS,
UCIIOJIB3YEeMOi1 JIEKapCTBEHHOM (DOPMBI B MPOIIECCE JICUCHMUSI.

OXJIIT nmomxHa OBITH pa3MellleHa Ha CalTe YMOJHOMOYEHHOrO OpraHa
rocyagapcTtBa-uiieHa B chepe  oOpalleHus  JIEKAPCTBEHHBIX  CPEJICTB
UH(}OPMAIIMOHHO-TEICKOMMYHUKAIMOHHON ceTu «HTepHeT», a Takke Ha
odumansHoM caiite Coro3a B UHPOPMAIIMOHHO-TEIEKOMMYHUKAITMOHHOU CETH

«HTEpHETY.

I1. TIpuHIMIIBI TpEACTaBICHUSI MHPOPMAIIMU O JIEKAPCTBEHHOM Ipenapare,
a TaKk)Ke BOIIPOCHI, KACAIOLIUECs COCTABIICHUS (M3MEHEHU), SKCIIEPTHU3HI U
o100peHust nHpopMaIUH O JIEKApCTBEHHOM TIpernapare
1. Uudopmarusa, coxpepxkamasics B OXJIII u JIB nomkHa OBITH
npeAcTaBiieHa B 4eTkod u jakoHu4dHOM dopme. OXJIIT u JIB Bkiatouyarorcs B
MOmysdb 1 perucrpanmmoHHOTO Joche. [lpu HEBbIMOMHEHMH TpeOOBaHUM,
npeabsBisieMbix K coctaBiiennto OXJIII u (wnm) JIB, yka3aHHBIX B TyHKTax 7—9
— JUI1 OPUTHHAJILHOTO JIEKAPCTBEHHOTO TMpernapara, B NyHKTax 7 u 8,
noanynkrax 10.1.1-10.1.3 - 11g BOCHpPOW3BEIEHHOTO, THOPHUIHOTO,
OM0aHaJIOTUYHOTO (6romno106H0TO) JIEKapCTBEHHBIX pernaparos,
PETUCTPALIMOHHOE JOChE TAKOI'0 JIEKAPCTBEHHOI'O Iperapara WM JO0Che Ha
BHECEHUE M3MEHEHUN B PETHCTPAIMOHHOE JOChE JIEKAPCTBEHHOrO Iperapara
IpU3HAETCS HEKOMILIEKTHBIM, U 3asIBUTEITIO PEI0CTABIISIETCS
IPEAYCMOTPEHHBIN MpaBUIaMU PETUCTPALUU U DKCIEPTHU3bI JIEKAPCTBEHHBIX
CPEIICTB JJIi MEIUIIMHCKOTO MPUMEHEHHUs], yTBepxkaaeMbiMu Komuccueil, cpok
Ha TPEJCTABICHUE HEJOCTAIOIINX MATEPUATIOB PETUCTPAIMOHHOIO JOChE B
COOTBETCTBUM C 3aMEUAHHMSIMHU YyIOJHOMOYEHHOTO Opraa (IKCIepTHOU
opraHu3zaiuu) peepeHTHOro rocy1apcTaa.
2. Kaxxnp1it pazgen OKeH HauMHAThesl ¢ MHGOpMAaIuU, OTHOCAIIEHCS K

OCHOBHOM II€JIeBOM rpymmc manucHTOB, JIXI KOTOPBIX IIPCAHA3HAYACTCA
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JIEKApCTBEHHBIA Tpenapar, W MpU HEOOXOJUMOCTH JOJDKEH JOMOJHSTHCS
KOHKpETHOM MH(opMaIel no oTAeIbHbIM IpyIinaMm (HampuMmep, 1eTH WA JUla
MOXKUJIOTO Bo3pacTa). B ciaydae ecnu npenmapar nOpeaHa3HA4YeH IS
€IMHCTBEHHOMN 1I€JIEBON TPYIIbI «B3pOCIbIE MAIMEHTHD», TO YKa3bIBaTh 3TO B
Ka)KJIOM pazjiesie He 0053aTeNIbHO.

3. B OXJIII moipkHA MCMOJIBb30BATHhCS COOTBETCTBYIOIIAS MEIUIIMHCKAS
TEPMUHOJIOTUSI.

4. OXJII coaepxut uUHPOPMALIMIO O KOHKPETHOM JIEKapCTBEHHOM
mpemnapare, Mo3TOMY OHa HE JIOJDKHA BKIIFOYATh B CEOSCCHUIKM Ha JpYyrue
JIEKapCTBEHHBIC MpENapaThl, 3a MCKIIOYECHUEM CIy4aeB, KOTJA 3TO SBIISIETCA
MPEIOCTEPEKEHUEM, PEKOMEHIYyEMBIM YIIOJTHOMOYE€HHBIM OpraHoM
rocyJlapcTBa-4JieHa, a TAKXKe B clly4yae, €CIu Ipenapat Heo0X0AMMO NPUHUMATD
[0 CXEME HCKJIIOUUTEIBHO B COBOKYIHOCTHM C JIPYTMMH JIEKAPCTBEHHBIMU
npenapaTaMu.

5. IlpuHITHUTIHI, YCTaHOBJICHHBIE HACTOSIIIUMHU TpeboBanusmu,
MPUMEHUMBI KO BCEM JIEKAPCTBEHHBIM IipenaparaM. Mcmonap30BaHME HTHUX
MPUHIIMIIOB JIJI1 KOHKPETHOIO JIEKAPCTBEHHOIO Mpemnapara OyAeT 3aBUCETh OT
HAay4YHBIX JaHHBIX O HEM U TMPABOBBIX OCOOCHHOCTEH €ro pPEerucTpalui.
OTKJIOHEHHE OT HacTosmmuX TpeboBaHUM JODKHO OBITh OOOCHOBaHO B
COOTBETCTBYIOIIEM 0030p€ UJIU PE3IOME PETUCTPAIIMOHHOTO JOChE.

6. B OXIJII nmomkHa coaepkaTbCs CChbUIKa (B COOTBETCTBUM C
npwiokerareM Ne 10 k HacrosmuM TpeOoBaHUSAM) Ha CAWT yIOJTHOMOYEHHOTO
OpraHa rocyJapcTBa-ujieHa B MH(POPMAIMOHHO-TEIEKOMMYHUKAIIMOHHOW CETU
«MHTEpHET», HA KOTOPOM OHA pa3MeEIlCHa.

7. s npoBenenus sxcrieptussl mpoektsl OXJII u JIB npencrapistoTcs,
B umcie npodero, B popmare MS Word ¢ Bo3aMOXKXHOCTBIO peakTHpoBaHus. B

X0J€ JBKCICPTHU3bI C LCJIbIO HanOoJiee ITOJIHOTO H IIPAaBUJIBHOI'O OTPAaKCHUA
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3aMEUYaHUM SKCIIEPTHI BIPaBe BHOCUTH UCTIPABJICHUS B PEXKUME PEIIEH3UPOBAHUS
(pyukmus MS Word) B npencrasiennslie 3asButeiieM npoektsl OXJIIT u JIB.

8. B ciayuae Buecenuss mamenenut B OXJIII u (wnmm) JIB HEoOxommmo
MPEJCTABUTh MOJIHBIE MPOEKTHI AercTByronux peaakiui OXJIII u (unn) JIB, a
taxke nojubie nmpoektsl OXJII u (unm) JIB ¢ u3MeHeHnsIMU, BHECCHHBIMU B
pexume peueHsupoBanusa. [lomusie npoexktsl OXJII u (wmm) JIB ¢
W3MEHCHHSIMU, BHECEHHBIMU B PEXXUME PEIICH3UPOBAHUS, MPEIHA3HAYCHBI IS
OTCJIC)KMBAHUSI BCEX BHOCHUMBIX W3MEHEHUM, YTBEPKICHUIO MOJJIEkKAT
VCKJIFOYUTEIBHO COTJIACOBAHHBIE MO PE3YJIbTaTaM BHECEHUSI U3MEHEHU M TIOJIHBIE
npoektbl OXJIIT u (unu) JIB. Bee BHOcumbie B OXJII u (unun) JIB uzmeHenus
JOJKHBI OBITh HAyYHO OOOCHOBAHBI, 32 UCKIIOYEHUEM MTPABOK PEAAKIIMOHHOTO
Xapakrepa.

O.Ilpu BHecenun wu3meHenmii B Teketr OXJII m JIB gepxkarens
PETUCTPAlMOHHOTO  YOOCTOBEPEHHS]  OPUTHMHAJIBHOIO  JIEKAPCTBEHHOIO
npenapara JIOJDKEH BKJIIOYWTh B MOAYJIb | PErucTpallMOHHOTO JOChE, B
COOTBETCTBUM C TpPeOOBAHUSIMU TMpPaBUI PETUCTPALUM U  DKCHEPTHU3BI
JIEKAPCTBEHHBIX CPEJACTB JJISI MEAUIIMHCKOTO TPUMEHEHUS, YTBEPKICHHBIX
Komuccueit, OXJIIT u JIB, yTBepKIeHHbIC B CTpaHE—TIPOU3BOAUTENC, U (M)
CTpaHe—JeprKaTelic peruCTPAllMOHHOTO YAOCTOBEepeH s, U (MJIN) APYToi CTpaHe
ICH, roe 3apeructpupoBaH JekapCTBEHHBIN Mpenapat (Mpu HATHYKH).

10. B oTHolIeHUH BOCHPOU3BEIAEHHBIX, THOPUIHBIX U OMOAHATOTUYHBIX
(6nomo100HBIX ) JIEKAPCTBEHHBIX IIPEIApaTOB IMPU BHECCHUHM N3MCHEHHH B TEKCT
OXJIIT u JIB aeicTBYIOT ChAeayIOIKE IONOTHUTENbHbIE TPEOOBAHMUS.

10.1. [lepxatenb perucTpallMOHHOTO YIAOCTOBEPEHHMs JIEKAPCTBEHHOTO
npernapara JOJKEH NPEACTAaBUTh:

10.1.1. Konuun geiictByromux B pamkax Coroza OXJIII u JIB

OPUTHHAILHOTO  (pedepeHTHOr0)  JIGKApCTBEHHOTO  mpemnapaTta.  Ecmwm
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OPUTHHAIIbHBIN (pedepeHTHBIN) JekapcTBeHHBIH mpenapaT B Coro3e He
3aperucTpupoBaH, HeoOxoauMo mpeactaButh OXJIII u JIB opuruHaabHOTO
(pedepeHTHOTO) JEKApCTBEHHOTO TperapaTa (Mpyu HAJUYHH), JCHCTBYIOIIHNE B
CTpaHe—TIPOU3BOJIUTENE, W (WJIM) CTpaHe—Jep)Karele PpPEerucTparmoHHOro
ynocroBepenus, u (win) crpane |CH Ha s3pike yTBEpAUBIIEH UX CTPAHBI.

10.1.2. dexmapammto o ToM, uto B mnpoektax OXJII wu JIB
BOCIIPOM3BEJICHHOTO WJIM OMOaHATIOrMYHOTO (OMOMOI00HOTO) JIEKapCTBEHHOTO
mpemnapara OTCYTCTBYKOT oTinuua oT aeuctByrommx OXJIIII u  JIB
OPUTHHAIBHOTO (pe()epeHTHOTr0) JICKaPCTBEHHOTO Mpenapara, 3a UCKIFOUCHUEM
OTJINYUM, BBIJICIEHHBIX U OOOCHOBAHHBIX B COOTBETCTBUU C TPEeOOBAHUSIMH,
npuBenaeHHbIMH B moanyHkTe 10.1.3.10.1.3. IToctpounoe (pacmoioKeHHOE
napajyieIbHO Ha OJHOM JIMCTE) cpaBHeHwe pAerctByronmux OXIJIIIT u JIB
OPUTHHAIBHOTO (pedepeHTHOr0) JICKAPCTBEHHOTO IIperapara W IMPOSKTOB
OXJIII u JIB BOCHpOM3BEAECHHOTO, THOPHUIHOIO WJIM OHOAHAIOTHUYHOTO
(6bmomo00HOT0) JIEKAPCTBEHHOI'O IMpernapaTa C BhIACICHUEM M 000CHOBAaHHEM
Bcex orauuuil. K TUNMYHBIM  pa3nuuusiM  OTHOCATCA  pa3jiuuusi B
POU3BOJUTENSIX, CPOKE TOJHOCTH, COCTAaBE BCIIOMOTaTEbHBIX BEIIECTB,
HE3HAUMMbIE PA3IU4Ms B OMOJOCTYIMHOCTH WUIU (papMaKOKMHETHKE, a TaKXKe
pa3yinuMs B CBSI3U C OTPAaHUYEHUSIMU, PETYCMOTPEHHBIMU 3aKOHOIaTETLCTBOM
roCyJIapCTB-WICHOB 00 OXpaHE aBTOPCKUX M CMEXKHBIX IpaB. Bo3MOXHBI U
Ipyrue HayyHO OOOCHOBaHHBIE paznuuus. Pa3znuuuss B HaIWYUU PUCKH,
MO3BOJISIIOILEH PAa3AENITh JEIUMYIO JIEKApCTBEHHYIO OPMY Ha paBHBIE JOJIU, HE
Bcerja OylyT He3HAYMMbIMH, TOCKOJIbKY OHM MOTYT 3HAUUTEIHHO MOBIUSAThH Ha
BO3MOKHOCTH JIOCTHKEHHS pEXUMa A03upoBaHusi, npuseacHHoro B OXIJIII
pedepeHTHOrOo TeKapCTBEHHOTO Tpernapara.

10.2. Ecniu mociie perucTpard BOCHPOM3BEACHHOTO, THOPUIHOTO WIIH
ouoanamornyHoro (6uomnogo0HOro) maekapcTtBeHHoro mpenapara B OXJIII

u  (wm) JIB  COOTBETCTBYIONIETO  OPUTHHAIBHOTO  (pedepeHTHOro)



JEKApCTBEHHOTO  MpemnapaTta  BHOCITCS  M3MEHEHMS, TO  JIep>KaTellb
PErUCTPALIMOHHOTO YAOCTOBEPEHUSI BOCHPOU3BEIEHHOTO, TUOPUIHOTO WU
OMOaHAOTMYHOTO (OMOMOI00HOT0) JIEKAPCTBEHHOTO IIpernapara JOJKEH B
teueHue 180 kaleHOapHBIX HDHEW CO IHs, ykKazaHHoro B pazzene 10 OXJIII
u (mm) pasjaene «JlaHHbIi TUCTOK-BKIIAIBIII IepecMoTpen» JIB pedepentHoro
JIEKAPCTBEHHOIO Tpenapara, BHECTU cOOTBETCTBYyrome n3menenust B OXJIIT u
(wnu) JIB Takoro BOCHPOM3BEACHHOTO, TMOPUIHOTO WM OHOAHAJIOTHYHOTO
(O1omoA00HOTO) JIEKAPCTBEHHOTO Mpenapara ¢ y4eToM JOMYCTUMBIX OTIUYHM,
yka3aHHbIX B nognyHkre 10.1.3. [Ipu HeBbINOMHEHNH TPeOOBAHHUI HACTOSIIETO
NOANYHKTAa B OTHOIIEHWU TAaKOTrO BOCIPOU3BEICHHOTO, TUOPUIHOTO WIH
OMOaHATOTUYHOTO (OMOMOI00HOT0) JIEKAPCTBEHHOTO Mpenapara NpUMEHSIOTCS
COOTBETCTBYIOIIME  TIOJIOKEHUS MpPaBUJl  PETUCTPAlMM M DKCHEPTHU3BI
JIEKAPCTBEHHBIX CPEJICTB I MEIUIIMHCKOTO TPUMEHEHHUS, YTBEPKIAEMBbIX
Komuccueir, o0 MNpHOCTAaHOBKE, OT3bIBE (OTMEHE) PErucTParuOHHOTO
YAOCTOBEPEHUS, WM OTPAHUYCHUU NMPUMEHEHUSI, WM BHECEHUH U3MEHEHHI B
yCIIOBHsI peructpanronHoro ynocroBepeHus.10.3. Eciu B xojae 3KcnepTu3bl
OXJIIT u (unm) JIB BoCmipou3Be€HHOT0, THOPUIHOTO WM OMOAHAJIOTUYHOTO
(OromoI00HOTO0) JIEKAPCTBEHHOTO TIpenapara (B paMKax MNOATBEPKACHUS
peructpanuu (mepeperucTpanuu), TPUBEACHUS JOCh€ B COOTBETCTBHUE,
BHECEHUS U3MEHEHUI B PETUCTPALIMOHHOE JIOCHE) BBISIBIEHO, UTO JEHCTBYIOIIAS
B pamkax Coro3a uinu B ogHOM u3 rocyaapctB-wieHoB OXJII u (wnm) JIB
OPUTHHAIBHOTO (peepEHTHOTr0) JICKapCTBEHHOTO MpernapaTa He COOTBETCTBYET
COBPEMEHHBIM JTAHHBIM 10 3((HEKTUBHOCTU U OE30MACHOCTH JIEKAPCTBEHHOTO
npenapara  (BKJIIOYash ~ 3aKJIIOYEHHUST  OKCIEPTHU3 U PEKOMEHJAIUU
YIOJIHOMOYEHHBIX OpraHoB B cdepe oOpalleHusl JIeKapCTBEHHBIX CPEACTB
TpeThbux cTpaH) win He coorBercTByeT OXJIII m (mmm) JIB, omoOpeHHBIM B
CTpaHE—TIPOU3BOIUTEIE W CTpaHe—AepKaTee PETUCTPALIUOHHOTO

YIAOCTOBEPEHUSI HA JICKAPCTBCHHBIM NIPENApaT, MPUMEHSIOTCA CIEIYIOIUe



nonoxkenns.10.3.1. YnomHoMOueHHBI  opraH  (3KCIEpTHAs OpTaHU3aIvs)
rocygapctBa-ujieHa (QopMUpYET 3ampoc AEp:KaTeN0  PETrUCTPAIMOHHOTO
YyIOCTOBEPCHHUST ~ COOTBETCTBYIOIIETO  OPUTHHAIBHOTO  (pedepeHTHOTO)
JIEKapCTBEHHOIO Mpemnapara o Heooxoaumoctu uctpasieHus OXJIII u (wim) JIB
TAKOTO OPHTHHAIBHOTO (peepPeHTHOr0) JICKApCTBEHHOTO Tperapara M|
HampaBjsieT €ro YMNOJHOMOYEHHOMY OpraHy pedepeHTHOTO ToCy1apCcTBa,
3aperucTPUPOBABIIETO JAHHBIN JIEKAPCTBEHHBIN Mpemnapar.

10.3.2. DkcnepTu3a J0Ch€ COOTBETCTBYIOIIETO BOCIPOW3BEICHHOTO,
THOpUJIHOTO WM  OHMOaHAJOTMYHOTO  (OMOmOA0OHOTO)  JIEKApCTBEHHOTO
nmpenapara mpuoCTaHABINBACTCS.

10.3.3. YIOTHOMOYEHHBI  OpraH TOCyJapcTBa-ujieHa B  TEUYCHHUE
5 pabounx jgHEH HaIMpaBIsSeT MOTYYEHHBINH OT YKCIIEPTHON OpraHU3AINH 3aIPOC
JEPKATE0  PETHCTPAIMOHHOTO  YJIOCTOBEPEHUS  COOTBETCTBYIOIIETO
pedepeHTHOrO JIEKapCTBEHHOTO pemnapara.

10.3.4. Iepxatenb PErUuCTPaIlMOHHOTO YIAO0CTOBEPEHUSI
COOTBETCTBYIOIIIETO  OPUTHHAIBLHOTO  (peepeHTHOr0)  JIGKAPCTBECHHOTO
nmpenapara JoJKeH B TedeHue 60 kareHIapHbIX JHEH o JHS MOTyYeHHUs 3ampoca
MoJaTh B YIOJHOMOYEHHBIH OpraH TOCyAapCTBa-ujieHa, HAIPaBUBIIETO
yKa3aHHBIN 3ampoc, 3asBICHHE O BHECCHUH W3MEHECHHM B PETHCTPAIIMOHHOE
J0ChE TAaKOTO OPHTHHAIBLHOTO (pedepeHTHOro0) JIEKApCTBEHHOTO IMpernapara ¢
y4eTOM TpeOOBaHUN U PEKOMEHAAIINH, CoJIepKaIIUXC B TOJYYEHHOM 3arpoce,
aM00 TPEeACTaBUTh NMHUCBMEHHOEC OOOCHOBAaHWE OTCYTCTBUS HEOOXOIMMOCTU
BHECCHHS TaKUX N3MCHEHUH.

Ha ocHoBaHMM THCHPMEHHOTO  OOOCHOBaHHUSA, MPEACTABICHHOTO
Jep>KaTesieM PEerucTPallMOHHOTO YJIOCTOBEPEHUS, YIOJHOMOYEHHBIM Oprax
noikeH B TeueHre 30 KaleHAapHbBIX JHEH CHATh WK MOATBEPAUTH TpeOOBaHUE
o BHeceHun n3MeneHui B OXJIII u (unm) JIB. Eciu yrnmoaHOMOYEHHBIM OpraHoM

MOATBEPKIAIOTCS TpeOOBaHUs, YKa3aHHbIE B MEPBUYHOM 3ampoce, JIMOO OHU



KOPPEKTUPYIOTCS ¢ yU4E€TOM MPEICTABICHHBIX JEpKaTelieM PEeTrUCTPaIiOHHOTO
yIOCTOBEPEHUS Pa3bsICHEHN, BHECEHUE U3MEHEHUN B PETUCTPAIIMOHHOE JI0CHE
3apPETHUCTPUPOBAHHOTO  OPHTHHANBHOTO  (peepeHTHOr0) JIEKapCTBEHHOIO
mpernapara OCYIIECTBIISIETCS B COOTBETCTBHU C IMPAaBUJIAMH PETUCTPAllUM U
OKCHEPTU3bl JICKAPCTBEHHBIX CPEACTB ISl MEAUIIMHCKOTO TMPUMEHEHUS,
yTBeEp)KIacMbiMu Komuccuen.

10.3.5. Ilocie cormacoBanust OXJIII wn (umm) JIB opurmHampHOTO
(pedepeHTHOTO) JIEKApCTBEHHOTO Ipenapara B COOTBETCTBHM C YKa3aHHOU
MPOIEAYPOH, SKCIEPTU3a PETUCTPALIMOHHOTO JI0Ch€ BOCIIPOU3BEIECHHOTO,
TUOpUIHOTO WKW  OHWOAHAJTIOTUYHOTO  (OMOMOAOOHOr0)  JIGKAPCTBEHHOTO
npemnapara Bo3oOHoBsieTcs. [Ipu aToMm 3anpoc, ykaszanHbid B noanyHkre 10.3.1,
HE paccMaTpHUBaeTCS B KadeCTBE 3ampoca JeprKaTels PETHCTPAIiOHHOIO
YAOCTOBEPEHUSI BOCIPOU3BEJAECHHOI0, THUOPUIHOTO WM OMOAHAJOTHYHOTO
(6romno106HOTO) JIEKApCTBEHHOIO Mpenapara,

10.3.6. B cBs131 ¢ BO3MOKHOCTBIO HHUITMAIIUHA YTIOJITHOMOUYECHHBIM OPTaHOM
rocyJlapcTBa-ujieHa YKa3aHHOM B HACTOSAIIEM IOJIITYHKTE MIPOIEyPhl, BHECEHUE
u3mMeHennit B geictByromyo OXJIT wu (wim) JIII BocmpousBeaeHHOTO,
THOPUJIHOTO WM  OHMOaHAJOTMYHOTO  (OMOmOA0OHOTO)  JIEKAPCTBEHHOTO
npernapara He peKOMEHIyeTCs TPyIIUpOBaTh C IPYTrUMU BUIaMU U3MEHEHUH.

10.4. Ecnu nepxKaTeshb PErUCTPaAIlMOHHOTO YAOCTOBEPEHUS
OpUTHHAIILHOTO (pedepeHTHOr0) JIEKapCTBEHHOTO IpernapaTra B TCUCHHE
60 xaneHmapHBIX AHEH CO JHS TMOIYYEHHUS 3ampoca, YKa3aHHOTO B TOJITYHKTE
10.3.4 mnactosmmx TpeboBaHuii, HE TOMAET B YIOJHOMOYCHHBIA OpraH
3asBJICHUE O BHECEHWM W3MEHEHUW B PETrUCTPALIMOHHOE JIOChE€ TaKOTO
opuruHaibHOrO  (pedepeHTHOr0) JEKApCTBEHHOrO Ipenapara WiIH  HE
MpEACTaBIsSeT MUCbMEHHOE OOOCHOBaHUE OTCYTCTBUS HEOOXOIUMOCTU

BHCCCHUS TaKHUX I/IBMeHeHI/If/'I, IMPUMCHAKOTCA COOTBCTCTBYIOINUC ITOJIOKCHHA



10

IpaBUJ  PETUCTpPAIMM W DKCIEPTU3Bl  JICKAPCTBEHHBIX  CPEICTB  JIs
MEIUITMHCKOTO TPUMEHEHHS, yTBepkaaeMbix Komuccuei, o TMpPHOCTaHOBKE,
OT3bIBE€ (OTMEHE) PETUCTPAIIMOHHOTO YAOCTOBEPCHHUS, WM OTPAHHUYCHHUH
NPUMEHEHHUs, WIM BHECEHHMM HW3MEHEHUW B YCJIOBHUS PETUCTPAIMOHHOTO
yA0CTOBepeHusa. B 3ToM ciyyae »sKchepTusza J0Ch€ BOCIPOU3BEIECHHOTO,
TUOpUIHOTO WKW OWOAHAJOTUYHOTO  (OMOMOAOOHOr0)  JIEKAPCTBEHHOTO
npemnapara ocyuiectisiercst 0e3 ydera HeaktyalbHbix OXJIIT u (wm) JIB
OPUTHHAIILHOTO (peepeHTHOTr0) JICKapCTBEHHOTO Mpernapara.

10.5. Ecnin  curyauwms, ykazaHHas B mnoanyHkre 10.3 HacTosmmx
TpeOoBanuii, BO3HUKAET MPHU PETUCTPALMU BOCIPOU3BEACHHOTO, THOPUIHOTO
Wi OMOaHaNOTUYHOTro (OMOMOJ0OHOr0) JEKApCTBEHHOrO IIpemnapara, To
AKCHEPTU3A PETUCTPAIMOHHOIO JOChE€ BOCIHPOU3BEIAECHHOIO, THOPUIHOTO WIIU
OmoaHaloruyHOro  (OMOIOJOOHOI0)  JIEKAPCTBEHHOTO  Mpemapara  He
IPUOCTAHABINBAETCA, M IPUMEHSIIOTCA TpeboBaHus nmoanyHkTa 10.1 HacTogmumx
TpeOoBanuii. DkcrnepTHass OpraHu3alus HUHUIUMUPYET MNPOUEAYPY BHECEHHUS
U3MEHEHUN B PErUCTPAIMOHHOE JI0ChE€ COOTBETCTBYIOIIETO OPUTHMHAIBHOTO
(pedepeHTHOTO) JEKAPCTBEHHOTO Tperapara B COOTBETCTBHU C IMPOICAYPOH,
ykazanHo# B myHKTe 10.3 HacTosmmx TpeboBaHUi.

11. Tlpu BeIsiBIeHUM HecooTBeTcTBUSA neictBytomer OXJII u (unu) JIB
JEKapCTBEHHOrO0  TperapaTta,  3aperucCTPUPOBAHHOIO B OJHOM W3
roCyJAapCTB-UJIEHOB, COBPEMEHHBIM  JaHHbBIM 10 3((PEKTUBHOCTH U
0€30IMacCHOCTH JIEKAPCTBEHHOIO Tpernapara (BKJII0Yas 3aKI0YECHUS SKCIIEPTU3 U
PEKOMEHIalNK YIIOJTHOMOUYEHHBIX OPTraHOB B cdepe oOpalieHust 1eKapCTBEHHbBIX
CpeacTB TpeThux cTpaH), B ToM uncie OXJIII u (unu) JIB, yTBep)aeHHBIM B
CTpaHe—TIPOU3BOIUTENE WIH CTpaHe—JiepKaTese  PErucTPallMOHHOIO
yJAOCTOBEPEHUs Ha JIEKAPCTBEHHBIM Mpemnapar, 3KCIEpPTHbIE OpraHu3aluy,

YHOOJIHOMOYCHHBIC OpraHbl T'OCYAApCTB-YWJICHOB HWJIM JOPYIUC JIMIA BIIPaBC
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o0OpaTUThCA K YNOJHOMOYEHHOMY OpraHy TOCyIapCTBa-4jeHa, B KOTOPOM
3apEerUCTPUPOBAH TAaKOW JIEKAPCTBEHHOW IIpenapar, ¢ WHUIMATUBOH O
HAMpPaBJICHUU JIEPKATEII0 PETUCTPAIIMOHHOTO YyAOCTOBEPEHHUS 3ampoca o
HEeoOXonIuMoCcTH TipuBeneHus: gerctBytomer OXJIII wu (wm) JIB B
COOTBETCTBHE.

12. Tlpu mnosyuyeHun 3ampoca, ykazaHHOTO B TyHKTe 11 HacTosmmx
TpebOoBanwmii, HaunHAETCA TIpoIeaypa, ykazanHas B moanynkrax 10.3.4. u 10.4
Hactosux TpedoBaHUM.

13.Ilpu HEBBIIOTHEHUH TPEOOBAHMUM, YyKa3aHHBIX B IyHKTe 12,
PUMEHSIOTCS TTos1okeHus moAnyHkTa 10.4 HacTosmux TpeboBaHMiA.

14. TpeboBanus nynktoB 12 w13  Hactosmux  TpebGoBaHMiA
PaCIpOCTPAHSIOTCS Ha JepiKaTelie perucTPAIlMOHHBIX YJAOCTOBEPEHUN BCEX
JICKapCTBEHHBIX IPENapaToB, 3apeTHUCTPUPOBAHHBIX B COOTBETCTBHU C
IpaBUjaMU PETUCTPAllMA W JKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB  JUIS
MEIUIIMHCKOTO IPUMEHEHUS, yTBEpK1aeMbiMu Komuccuei.

15. Ha opuHATBHOM caiite YIOJTHOMOYEHHOTO opraHa
rocyJapcTBa-wieHa B  HWH(POPMAIMOHHO-TEICKOMMYHUKAITMOHHOW  CETH
«lHTEpHET» W B E€IWHOM pEeCcTpe 3aperHCTPUPOBAHHBIX JIEKAPCTBEHHBIX
cpenctBs Coro3a myOauKYIOTCS OJOOpPEHHBIE YIOJIHOMOYEHHBIMU OpraHaMu
rocynapctB-wieHoB OXJIII u JIB (B popmare PDF ¢ pacro3HaHHBIM TEKCTOM).

16. JInst JexapCTBEHHBIX IpenapaToB, TPeOYIOUIUX JOMOIHUTEIHHOTO
MOHMTOpHHIra Oe3omacHocTH, mnepen pasaenaom 1 OXIJII pasmemiaercs
cnenranbHbli cuMBOJT (), COMPOBOXKIAEMBIN cleayromeld (HopMyIUpOBKOM:
«/laHHBI ~ JIEKaQpCTBEHHBIM  Mpenapar  MOJUICKUT  JOMOJHUTEIHLHOMY
MOHUTOPUHTY. ITO TO3BOJUT OBICTPO BBIIBUTH HOBYIO HWH(OpMAIUIO
no 6e3zonacHocTu. MbI oOpaiaeMcst K paOOTHUKAM CUCTEMBI 3/IpaBOOXPAHEHUS

C IPOCHOOI COOOIIATh O JIFOOBIX MO03PEBAEMbBIX HEXKEIATECIBHBIX PEAKITHIX.
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1. Paznensr OXJIII
1. HaumeHoBaHue JeKapCTBEHHOTO Mpenapara

B nmamHOM  paspmene  yKas3bIBalOTCS ~ TOPrOBOE€  HAMMEHOBAaHUE
JIEKapCTBEHHOI'0 Mperapara, CBEICHHUs O JO3UPOBKE U JIEKApCTBEHHOU opMe.
Hanee o Tekcty OXJIIT cBemeHust 0 JTIO3UPOBKE M JIEKapCTBEHHOU (opMe B
HaVMEHOBAaHWM JIEKAPCTBEHHOI'O IIperapara JOIyCKaeTcs He yKas3bpiBarh. llpu
ONMCAHUU JEHUCTBYIOIIETO BENIECTBA CIEAYET MOJIB30BATHCSA MEKIYHAPOIHBIM
HEMATEeHTOBAaHHBIM HauMeHoBaHueM (naiee — MHH), pexkomeHg0BaHHBIM
BcemupHoit opranusanueii 3paBooxpanenus (naiee — BO3), a npu oTcyTcTBUN
MHH - o6uienpuHsaThIM, XUMUYECKUM WK TPYNIUPOBOYHBIM HAUMEHOBAHHEM
nercTytoiero Bemiectsa. [Ipu HEOOX0AUMOCTH PEKOMEHAYETCS UCIIOJIb30BaTh

MECTOMMEHHUS (HAIIPUMED, KOH»).
1.1. JIo3upoBka

Jlo3upoBKa JOKHA COOTBETCTBOBATh KOJIMYECTBEHHO OIPEACIIEMOMY
COJICP’)KAaHUI0O UM TIPUMEHEHHUIO TIpernapara M COBMNaJaTh C KOJIUYECTBOM,
YKa3aHHBIM B KOJIWYECTBEHHOM COCTABE U PEXKHUME J03UpoBaHUs. PaszHbie
JIO3UPOBKU OJHOTO U TOTO K€ JIGKAPCTBEHHOTO Iperapara clielyeT yKa3bIBaTh
onuHakoBo, Hampumep, 250 wmr, 500 wmr, 750 wmr. Craemgyer wuszberath
WCIIOJIb30BAHUS JIECITUYHBIX pa3lieNuTeNIel, eciau npuMeHuMo (Hampumep, 250
MKT, a He 0,25 mr). O1HaKo eciu JeKkapcTBEeHHas (popMa MpeJcTaBieHa AByMS U
0oJiee J1I03UPOBKAMU, BBIPAXKEHHBIMH HECKOJIBKHUMHU €IUHUIIAMU H3MEPECHUS
(mampumep, 250 Mkr, 1 Mr u 6 Mr), To B HEKOTOPBIX ClIydasx IiejecoodpasHee
yKa3bIBaTh JO3UPOBKY B OJHUX U TEX K€ €IUHMIIAX B IEJISIX COMOCTAaBUMOCTH
(manmpumep, 0,25 mr, 1 Mr m 6 wmr). B nemsix 0e30MacHOCTH MUJIJIHOHBI
(HampuMep, €AUHUII) BCEria CIeayeT MUcaTh MOJHOCThIO, @ HE cokpamaTh. He

CJIeIyeT yKa3blBaTh He3HAUMMBbIE HYU (Hanpumep, 3,0 wiu 2,500).
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JIs1 nekapCTBEHHBIX MpenapaToB, Y KOTOPBIX BBIPAXKEHUE COACPKAHUS
JNEUCTBYIOIIMX BEIIECTB B EIMHUIIAX MACChl HE€ MOXKET B TMOJHOM Mepe
XapaKkTepu30BaTh  OMOJIOTUYECKYH)  aKTUBHOCTh (B YaCTHOCTH,  JUIA
OMOJIOTHYECKMX ¥ HMMYHOOHOJIOTHYCCKUX JICKQPCTBCHHBIX IIPEIapaToB),
JIO3UPOBKA MOKET OBITh BBIpayKEHA!

B €JIMHUIIAX, UCTIOJI3YEMBIX B (papmakornesx:

ME — mexayHapoaHasi €quHHIa OMOJIOTHYECKON aKTUBHOCTH;

Lf — equHmMIIa OMOIOTMYECKOM aKTHBHOCTH TOKCHHA (aHATOKCHHA);

PFU — GasmiikooOpa3yroniye e quHuUIIb;

Ph. Eur. U. — enuanna EBpornetickoii (hapmakorien;

U IpyTUX €AUHUIAX, HAIPUMED:

EJl — enquHMIIBI JeMCTBUS OMOJIOTMYECKON aKTUBHOCTH,

PNU — equauner 0e1KOBOroO a3ora.

Ecnmu wmexayHaposiHas eauHHUIIA OWOJOTMYECKOW AaKTUBHOCTH OblLiIa

onpenenena BO3, To pekoMeHayeTCs NPUMEHSTh JaHHYIO €UHUILY.
1.2. JIekapcTBeHHas ¢popma

JlekapcTBeHHYI0 (OpMy JIEKapCTBEHHOTO Ipenapara HEO0O0XO0JIUMO
YKa3bIBaTh B COOTBETCTBUU C MOJIHBIM CTaHAAPTHBIM TepMuHOM Dapmakorneu
Coro3a, BO MHOKECTBEHHOM YHCJIE, €CJIU MPUMEHUMO (HanmpuMmep, TadneTku) (B
COOTBETCTBHM C TIYHKTOM 3 HACTOSIIEro pasziena). Ilpm orcyrcTBuUM
NOAXOASIIET0 TMOJHOTO CTaHAApPTHOrO TEPMHHA, NyTeM KOMOWHUPOBAHUS
CTaHJAPTHBIX TEPMUHOB B COOTBETCTBUU C HOMEHKJIATYypOU JIEKAPCTBEHHBIX
dbopm, yrBepxaaeMoni Komuccueil, MOXeT ObITh COCTaBJIECH HOBBIM TEPMUH.

Eciu 3T0  HEBO3MOXKHO, ClelyeT HampaBUTh oOOpalleHue B
YIOJHOMOYEHHBIN OpraH ToCyJapcTBa-wieHa O HEOOXOJMMOCTH HOBOTO

cTaHmapTHOro TepmuHa y @apmakonernnoro komurera Coro3a. IlyTe BBeieHUA 1
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nepBUYHas (BHYTPEHHsIs1) yHakOBKa B OOpAIllEHWM HE YKa3bIBAlOTCS, 3a
UCKJIIOYEHUE CITy4aeB, KOTJa 3TH JIEMEHTHI SIBISIFOTCS YacCThIO CTaHJAPTHOIO
TEpMHUHA, WM HEOOXOJUMMBI B IMENSIX OE30MACHOCTH, WM NPU HAIUYUU
UJCHTUYHBIX JICKAPCTBEHHBIX IMpENnapaToB, KOTOPHIE BO3MOXKHO Pa3IUYUTh
TOJIbKO TIOCPEJICTBOM yKa3aHUs MyTH BBEACHUS WIM MEPBUYHONU (BHYTpEHHEN)
YIaKOBKH.

HanmMeHnoBaHue U J103UPOBKA PACTUTENLHBIX JIEKAPCTBEHHBIX MPENapaToOB
JIOJKHBI COOTBETCTBOBATh TPEOOBAHUSIM MMPABWJI PETUCTPALIMU U SKCIEPTU3BI
JIEKAPCTBEHHBIX CPEJICTB I MEIUIIMHCKOTO MPUMEHEHHUS, YTBEPKIAEMBbIX

Komuccueii.
2. KaueCcTBEHHBIU U KOJIMYECTBEHHBIN COCTAB

B nannowm paznene OXJIII npuBogUTCS MOTHOE ONMCAHUE KAaY€CTBEHHOTO
Y KOJIMYECTBEHHOT'O COCTaBa JICHCTBYIONIETO BEILIECTBA, a TP HEOOXOJUMOCTH B
paznenmax 4.3 wu 4.4 OXJII npuBoaAuTCS ONMCAaHUE KAYECTBEHHOIO H
KOJIMYECTBEHHOIO  COCTaBa  BCIOMOTAaTENbHBIX  BemiecTB.  Hampumep,
KAa4eCTBEHHbIM M KOJWYECTBEHHBIM COCTAaB BCIOMOTAaTEJIbHBIX BEIIECTB,
yka3aHHbIX B npwiiokeHnd Ne 10 k Hacrosmum TpeOGoBaHMSAM, NOJKEH OBITH
ykazan B gaHHoM pasgene OXJIII mox oOTmenbHBIM — ITOA3aroJI0BKOM
«BcnoMmorarenbHbie BemiecTBay. B koHiie pazaena OXJIIT neobxoquMo yka3aTh
CIEAYIOIIYIO CTaHJAPTHYIO bOpMYyIUPOBKY: «ITomHbIM MepeYCHb
BCIIOMOTaTeJIbHBIX BEIIECTB MPUBEICH B pazzaeie 6.1.».

Ecmu pactBopuTens ABISETCS YACThKO JIEKAPCTBEHHOrO MIPErapara,
CBEJICHHUS O HEM HEOOXOJAMMO BKIIFOUUTH B COOTBETCTBYIOIIHE pasnenbl OXJII

(kak mpaBUIIO, pa3aeisl 3, 6.1, 6.5 u 6.6).
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2.1. KauecTBEHHBII COCTAB

HaunMenoBanue AEHUCTBYIOIIErO BEMIECTBA IMPUBOIAUTCS  COTJIACHO
pekomengoBanHomy BO3 MHH u npu HeoOXOOUMOCTH JIOMOJHSAETCS
yKa3zaHHeM cojieBoW uiau rugpatHor dopmel. Ilpu orcyrcrBun MHH crenpyer
UCIIOJB30BaTh HaWMMEHOBaHUE, ykazaHHoe B ®apmakonee Coro3a, a eciu
JENUCTBYIOIIEE BEIIECTBO HE BKIIOUEHO B (hapMakorner — OOIIEIPUHSITOE,
XMMHUYECKOE WJIM TPYNIHPOBOYHOE HANMEHOBAHHE JCHCTBYIOIIETO BEIIECTBA.
[Ipu oOTCyTCTBHM OOUIECNIPUHSITOrO, XHUMHUYECKOTO WJIM TPYHIUPOBOYHOIO
HAMMEHOBAaHMS HEOOXOJMMO YyKa3aTh TOYHOE HayuyHoe oOo3Hauenue. [ns
JNEUCTBYIOIIMX BEIIECTB, HE HMMEIOIIUX TOYHOTO HAYYHOTO O0O3HAYEHUS,
yKa3bIBaeTCsl, KaK M U3 4Yero OHM M3roToBiIeHBl. He nomyckaercs BKIrO4aTh
CCBUIKH Ha (papMaKOIelHOE KaueCTBO.

Ecnu nekapcTBEHHBIN Mpenapar sSBJISECTCS PACTUTEIIbHBIM JIEKapPCTBEHHBIM
IIperapaToM, YyKa3aHWe KayeCTBEHHOI'O COCTaBa JOJDKHO COOTBETCTBOBATH
MpaBUjaM PETUCTPAMM SKCIEPTU3bl M JICKAPCTBEHHBIX CPEICTB IS
MEIULMHCKOr0 IPUMEHEHUS, YTBEPKAaeMbIM Komuccuen.

IIpr yKa3aHMM KayeCTBEHHOI'O COCTaBa JIEKAPCTBEHHOI'O IIpEIapara,
IPEACTABIISIIONIEr0 cO00M pagnodapmalieBTuuecKuii Habop, HEOOXOIUMO YETKO

0003HAYNTh, YTO PATUOU3OTOI HE SBIISICTCS YacThIO Habopa.
2.2. KonnuecTBEHHBIN COCTaB

KosnuecTBO JAEHCTBYIOIIEro BEHIECTBA HEOOXOJMMO BBIpaXKaTh Ha
€AUHUILY JO3UPOBaHUs (JO3UPOBAHHBIE WHTAISIMOHHBIC Mpenaparbl — Ha
JOCTaBIIIEMYIO 1103y U (WJIM) OTMEPEHHYIO 703y), Ha €IWHUIy OObeMa WIH

CANHNIY MACCbl, U OHO OOJIDKHO COOTHOCHUTBLCIA C ,Z[OBPIpOBKOﬁ, YKaBaHHOI\/'I B

pazaene 1 OXJIIL.
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KonuyecTBo eHCTBYIONIETO BEllECTBA HEOOXOUMO BhIPAXKATh C TOMOIIbIO
MEXIYHAPOJHOTO MPU3HAHHOTO  CTAHJIAPTHOTO TEPMHUHA, KOTOPBIM MpH
HEOOXOJJUMOCTH JIOTIOJIHSAIOT JIPYTMM TEPMUHOM, €CIM OH OoJiee TOHSTEH
MEIULMHCKAM PaOOTHUKAM.

2.2.1. Conu v THIPATHI.

Ecnu nelictBylolliee BEIIECTBO SIBJISIETCS COJIBIO  WJIA  THUJIPATOM,
KOJIMYECTBEHHBIM COCTaB CIIEAyEeT BbIpaXaTb B €IWHUIAX MAacchl (HJIH
OMOJIOTUYECKOW aKTUBHOCTH B MEXKIYHAPOJHBIX (WJIM WUHBIX) €AMHUIAX, €CIH
IPUMEHUMO) JEHCTBYIONIEr0 Hadayia (OCHOBAaHMS, KHUCIOTHI WM O€3BOJHOMN
coyin), HanpuMep, «60 Mr topumedeHa (B BUJIe IIUTpaATa)» WU «TOpUMedeHa
UTpAT, SKBUBAJICHTHBIN 60 MI TopuMedeHa».

Ecnu B x0/1€ MpUroTOBIEHHUSI TOTOBOTO Mpenapara B PEaKI[MOHHONW CMeCH
(in situ) obOpa3syercs cosib (HampuMmep, NpPH CMENIUBAHUW PACTBOPUTEIS W
MOPOIIKa), HEOOXOAMMO OTpPa3uTh KOJUYECTBO AKTUBHOW YacCTH MOJIEKYJIbI

JCHCTBYIOIIErO BEIECTBA C YKa3aHWeM Ha oOpa3oBaHue COJH in Situ.

B oTHOIIIEHUH MHUPOKO MPUMEHSIEMBIX JICHCTBYIOIIUX BEIIECTB B COCTABE
JICKapCTBEHHOTO TIperapara, I03MpPOBKa KOTOPBIX TPAJUIIMOHHO BBIPAKACTCS B
COJIEBOM WM THOPATHOH (opMe, KOIMYSCTBEHHBI COCTaB JIOIYCKaeTCs
BbIpaXaTh B BHUJAE COJIM HIM THApaTa, Hampumep, «60 Mr guiaTHaseMa
THAPOXJIOpHUAAY. ITO MPABUIIO MPUMEHUMO, €CITH COJIb 0Opa3yercs in Situ.

2.2.2. Ddupsl 1 IpoJIeKapCTBa.

Ecnu nmeficTByrolee BemecTBO SIBJISCTCS 3()UPOM WM MPOJIEKAPCTBOM,
KOJIMYECTBEHHBIN COCTAB HEOOXOIMMO BhIPAXKATh B BHJIE KOJIMUYSCTBA d(UPA HIIN
IpOJICKapCTRa.

JI71st IeKapCTBEHHOTO Mperiapara — MpoJieKapCTBa, aKTUBHAS YaCTh MOJICKYJIbI
JICUCTBYFOIIIETO BEIIECTBA KOTOPOTO 3apErHCTPUPOBAHA B BHJIE CAMOCTOSTEIILHOTO

JICKApCTBCHHOI'O IIpCIIapdra, YKa3bIBACTCA TAKIKC 3KBHBAJICHTHOC KOJIMYCCTBO
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AKTUBHOM 4YacTHM MOJIEKYJbl JIEUCTBYIOIIETO BeHIeCTBA (Hampumep, «75 wr
dochennTonHa SKkBUBaIeHTHBI S0 MI (peHUTOMHAY).

2.2.3. [lopomtok 11t TPUTOTOBIICHUS PAaCTBOpA WU CYCHEH3UH IS
nprueMa BHYTPb.

KonuyecTBO JneHcTBYIOIIETr0 BellecTBa HEOOXOJUMO BBIPa3UTh Ha
CAVHUITy J03bI, ©CIU TMpermapaTr SBISETCS OJHOIO030BBIM, WJIM HA CIUHHILY
00BEMHOM JT03BI TIOCITIE BOCCTAHOBJICHUS. B HEKOTOPHIX CiTydas IeIeco00pa3Ho

YKa3aTb MOJEIPHYIO KOHLOCHTPALHTO.

2.2.4. [lapenTepaibHbIC npenaparsl, 3a UCKJTIOUYEHUEM

BOCCTAHABJ/INBACMBIX IIOPOIIKOB.

Ecim oOmee comepxuMoe TEpBHYHON  (BHYTPEHHEH) YIIaKOBKU
OJTHOZI030BBIX TApPEHTEPATbHBIX TMPEMapaToB BBOIAUTCS B BHUJIIE OJHON O3B
(«TOJTHOE MCITOJIB30BAHHUE COICPKMUMOTO TIEPBUYHON (BHYTPCHHEH) YITAKOBKUY),
KOJIMYECTBO JICHCTBYIOIIETO BEIECTBA CIEAYET BhIpaxkaTh Ha (JOPMY BBIITYCKa
(manmpumep, 20 Mr u T. 1.) 6€3 yKa3aHHsS W3JIMIIKOB U M30bITKa. Heobxomumo

TAKXKC YKa3aTb KOJIMYCCTBO Ha 1 Mmam O6IJ.IPII>1 3asBJICHHBIN 00BEM.

Ecin  KOMMYecTBO  OAHOMO30BBIX  MAPEHTEPAIbHBIX  JIEKAPCTBEHHBIX
IperaparoB, PaCCUUTHIBAETCS HA OCHOBAHUHM MacChl TeJa, TUIOMIA U TOBEPXHOCTH
TeJla UM MHOW MepeMEHHOM MalyeHTa («4aCTUHYHOE UCTIONIb30BaHUE COJEPKUMOTO
TICPBUYHOM YITAaKOBKI), KOJIMYECTBO JICHCTBYIOIIETO BEIIECTBA CIICAYET BhIpaKaTh
B mwumwmrpax. HeoOxomumo Takke ykazaTh OOIIMIA 3asBIECHHBIN OO0bEM.

M3muimky ¥ n30BITOK He YKa3bIBaArOTCs.

KonmuyecTBO NEUCTBYIOMIErO BEHIECTBA MHOT'OJIO30BBIX IMAPEHTEPATBLHBIX
JIEKapCTBEHHBIX IIperapaToB M IMapeHTepalIbHBIX JICKAPCTBEHHBIX MpeErnapaTroB B
OonpIMx obbeMax cieayer Belpakarh Ha 1 M, Ha 100 M, Ha 1000 Mt 1 T. 1.
COOOpa3HO OOCTOSATENhCTBAM, 3a WCKJIIOUEHHEM MHOTOJO030BBIX  BaKIIMH,
cofiepKalux «Ny» OJWHAKOBBIX J103. B 3TOM citydae J03UpOBKY CleIyeT BhIpakaThb

Ha 00BEMHYIO J103y. V3IUIITKY 1 N30BITOK HE YKa3bIBAIOTCA.
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Ecmu npuMeHuMo, Hanmpumep, B OTHONICHUH PEHTTEHOKOHTPACTHBIX
MpenaparoB U MapeHTEPATIbHBIX MIPENApaTOB, COAEPKAIIMX HEOPTraHUYECKUE COJIH,
KOJIMYECTBO JCHCTBYIOIIETO BEIIECTBA CIENYET TAKKE YKA3bIBaTh B MUJUIMUMOJISIX.
JInsi pEeHTTeHOKOHTPACTHBIX MPENAPATOB € HOACOACPHKAIMMU AECHCTBYIOIIUMH
BEILIECTBAMU MOMHUMO KOJMYECTBA JCMCTBYIOIIETO BEIIECTBA CIIEAYET YKa3bIBATh

KOJINYECTBO Moaa Ha 1 mit.

2.2.5. Ilopo1ok, moasiexkantuii BOCCTAHOBIICHUIO TIEPE]T MapeHTePATbHBIM

BBEICHHUEM.

Eciu nexapcTBeHHBIM Ipenapar SBISETCS MOPOIIKOM, IOJJIEKAIUM
BOCCTAaHOBJICHUIO MEpe]] MapeHTEepaJbHbIM BBEICHHEM, HEOOXOJINMO YKa3aTh
o0lIee KOJIMYECTBO JECUCTBYIOIIETO BEIIECTBA, COAEpPIKAIIEECs B MEPBUYHOU
(BHYTpEHHEW) YMAakOBKe, 0€3 yKa3aHMs U3JMIIKOB M H30bITKA, a TaKXke
KOJIMYECTBO Ha 1 MiI mocjae BOCCTAaHOBIEHUS MpPH YCIOBUU OTCYTCTBUSA
HECKOJIbKUX BapHAHTOB BOCCTAHOBJIEHHMS M PAa3JIMYHBIX HCIOJIb3YEMBbIX
KOJIMYECTB, KOTOpPBIE NPUBOAAT K OOpPAa30BAaHUIO paA3JIMYHBIX KOHEYHBIX
KOHIICHTpAIU.

2.2.6. KoHIIEHTpATHI.

KomnuectBO HE0OXOAMMO BBIpa3uTh Kak cojiepxkaHue Ha 1 wi
KOHIIEHTpaTa U oOllee cojepkaHue IeHcTBYyrolero BemectBa. Heobxomumo
TaK)Ke BKJIIIOYUTH cojJiepkKaHue Ha 1 Mil ITociie peKOMEHTyeMOT0 pa3BeIeHUs IIPU
YCIOBUU OTCYTCTBHUSI Pa3BEJCHUSI KOHIIEHTpaTa 10 pPa3IuYHbIX KOHEUYHBIX
KOHIICHTpAIU.

2.2.7. TpancaepMalbHbBIE TIACTBIPH.

HeobxomumMo  ykaszaTh  Cl€yIOIME€  KOJIMYECTBEHHbIC  JIAHHBIE:
COJIep>KaHUE JIEHCTBYIOIIETO BEIIECTBA B IUIACTHIPE, CPEIAHIOID JOCTABIISIEMYIO
3a ©IUHMILy BpPEMEHHU J103y, IUIONIA/Ib BBICBOOOXKIAIOMIEH TMOBEPXHOCTH,

Harpumep:
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«Kaxaplii macTeIpb miomaaso 10 cm’ conepkutT 750 MKT scTpaguona,

BBICBOOOXK1ast 32 24 yaca HOMUHAJIBHO 25 MKT 3CTPaInoJIa».
2.2.8. MHOT0/1030BbI€ TBEPABIC U MATKHE JICKAPCTBEHHBIE ()OPMBI.

KonuuecTBo HGﬁCTBYWMCFO BCIICCTBA HCO6XOI[I/IMO I1I0 BO3MOXKHOCTH
YKa3bIBaTh HA CAMHUIY JO3UPOBAHUS, B OCTAJIBHBIX CIIY4YasaX — Ha 1 I'y Ha 100 r

WJIU B MPOIIEHTaX COOOPa3HO 0OCTOSTEIHCTBAM.

2.2.9. buonorndeckue JeKapCTBEHHBIC MpenapaThl.
2.2.9.1. Yxazanue 103UPOBKH.

KosmnuecTBO OMOJIOTHYECKUX JIEKAPCTBEHHBIX MPENapaToB CIlEayeT
BBIpQXaTh B €IWHHUIIAX MACCHl, €IUHUIIAX OMOJIOTMYECKON AKTUBHOCTH WM
MEXKYHAPOJAHBIX €IMHUIAX B 3aBUCHUMOCTHM OT KOHKPETHOTO IMpernapara u
OTpa)kasi B COOTBETCTBYIOIIUX CIydasiX MOPSJIOK, NpUHATHIN B Dapmakoriee
Coro3a. B oTHOIIEHNU MNATUIUPOBAHHBIX OEJIKOB CIEAYET TaKKE YUYHUTHIBATH
npwioxenne Ne 2 k HacrosmM TpeOOBaHUSM B YacTH OIMKCAHHUS COCTaBa
MIATUIMPOBAHHBIX (KOHBIOTUPOBaHHBIX) OenkoB B OXJIII.

2.2.9.2. JleiicTByIOIINE BEMIECTBA OMOJIOTHIECKOTO MTPOUCXOKICHUSI.

Heo6xoauMo kpaTKo onucath NPOUCXOKIACHUE IEUCTBYIOIIETO BEUIECTRA,
yKa3aTh CBOMCTBA BCEX UCIOJIb30BAHHBIX B TPOU3BOJICTBE KJIETOYHBIX CUCTEM H,
€CJIM MPUMEHUMO, UCIIOJIb30BaHUE TeXHOJOTHH pekomOnHanTHou JIHK. dpa3za
U3JIaraercs B clienyromei peaakuuu: «[loaydeHo ¢ MCIoNIb30BaHUEM KIIETOK
XXX [mo TexHonoruu pekomOunantHoi JJTHK].».

Huxe npuBeieHb TPUMEPHI, WILTIOCTPUPYIOIIYE UCTIOJIb30BAHUE JaHHOTO
MPUHIINNA!

«ITOJTYYCHO C MCIIOIh30BaHUEM TUIIOMIHBIX KIIeTOK ueiaoBeka (MRC-5)»;

«IOJIYYEHO C HCIoNb3oBaHUeM kiteTok Escherichia coli mo Ttexnomorun

pexoMOuHanTHOM JIHK»;
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«TOJIYYEHO C UCIOIB30BAHUEM KJIETOK KYPUHBIX SMOPHOHOBY;
«MOJIYYE€HO U3 JIOHOPCKOU IIa3Mbl YEIIOBEKAY;

«TIOJIYYEHO U3 MOYH YEJIOBEKAY;

«ITOJTYYCHO U3 KPOBHU [’KMBOTHBIX |»;

«TOJYYEHO U3 TKAHU MOKEIIYIOUYHOM KeJIE3bl CBUHEW;

«TIOJYYEHO U3 CIU3UCTON 000JIOUKN KUIIEYHUKA CBUHEW.

2.2.9.3. OcoOble TpeOoBaHMS K HOPMAJIbHBIM UMMYHOTJIOOYTMHAM.

Heobxomumo ykasath pacnpeneneHue HOPMaIbHBIX UMMYHOTJIOOYJTHHOB
mo cyOkmaccam IgG B mpomeHTax ot obOmero coxepxanus 1gG. 3arem
YKa3bIBACTCsl BEPXHSIs TpaHuIia coaepxanus IgA.

2.2.9.4. OcoOple TpeOOBaHMS K BaKIIMHAM.

HeobxonuMo yka3aTh conepkaHue JEHCTBYOIIETO BEIIECTBA HA €AMHUILY
no3upoBanus (Hampumep, Ha 0,5 mi). [Ipu HaMMUUK axBIOBAaHTOB HEOOXOIUMO
yKa3aTh UX KAYECTBEHHBIN U KOJIMYECTBEHHBIN COCTaB.

HeoOxomuMo  mepeduciuTh MPUMECH, NPEICTABISIONIME  OCOOYIO
3HaYUMOCTh (HampuMep, OBaJbOYMHUH B BaKIIMHAX, MOJYYEHHBIX U3 KYPHHBIX
STHII).

B npumoxennn Ne 3 k HactosimuMm TpeOGoBaHUSIM  conepIKaTcs
JOTIOTHUTENFHBIE ~ pPeKOMEHJauu 10 (apMareBTUYECKUM  aclleKTaM
peacTaBiIeHUS HHOOPMAITUK O BAaKIIMHAX JJISI MEAUITUHCKOTO MPUMEHEHUSI.

2.2.10. PacTuTenbHble JJEKapCTBEHHBIC MPEMapaThl.

VYkazaHue KOJTUYECTBEHHOIO COCTaBa JOJIKHO COOTBETCTBOBATH MPaBHIIaM
PETUCTpAalil M DKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB IS MEIUIIMHCKOTO

pUMEHEHUs, yTBepxkaaeMbiM Komuccuen.
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3. JlekapcTBenHas popma

HanMeHnoBanue nexkapcTBEHHOM (DOpMBI YKa3bIBA€TCSI B COOTBETCTBUHU C
HOMEHKJIaTypO# JIeKapCTBEHHBIX (hopM, yTBepkaaeMoit Komuccueit. 3Tot TepMuH
JOJKEH COBIAAaTh C TEPMUHOM, yKa3aHHBIM B paznene 1 OXJIII. Oxnako, eciau Ha
MEPBUYHOMN (BHYTPEHHEHN) YIIAKOBKE HCIIOIB3YETCS COKPAIIECHHBIN CTaHAapTHBIN
TepMuH, B gaHHoM paszaene OXJIII cokpallleHHbIM TEPMHUH OMOJHUTEIBHO
MPUBOJUTCS B CKOOKaX.

B oTaenpHOM OT cTaHAapTHOTO TepMHHA ad3ale HEoOXOIUMO MPUBECTU
OTMCaHue BHEITHETO BUa Ipemnaparta (IIBET, 3HaKH U T.J.), BKJII0Yas CBEJICHUS O
(dakTUUeCKuX pa3Mepax TBEPAOU JIEKapCTBEHHON (DOpMBI JJIsi MpUeMa BHYTpb,
HanpuMmep:

«TabneTkn

benble, kpyribie TaOIETKH C TIJIOCKUMH CKOIIEHHBIMH KPasMH JUaMETPOM
5 MM co 3HakoM «100» Ha ogHOM CTOpOHE»

Ecnu Ha TabneTkax mnpeaycMOTpeHa pHUCKa, HEOOXOJMMO YyKa3aThb,
MOATBEPIKICHO JIU BOCIIPOU3BOAMMOE pazjeieHue tabnerok. Hanpumep, «Pucka
npeHa3HaYeHa JIUIIb JJIs Pa3iaMbIBaHUS C IIEIbI0 00JIETUYCHUS MPOTIaThIBAaHUS,
a He JUISI pa3JieJICHHs Ha paBHBIE 103bI», «Ta0JIETKY MOXKHO pa3/Ie/INTh Ha PaBHbBIC
ITIOJIOBUHED.

Cnemyer TmpencTaBUTh CBeIeHHMS O PH W OCMOJNSIPHOCTH  TIpU
HEOOXOIMMOCTH.

Ecnu nexkapcTBeHHBIN TmpemnapaT MOJICKUT BOCCTAHOBJIICHUIO IE€PE
npuMeHeHueM, B JaHHoM pazjaene OXJIIT HeoOxoauMo onucaTh BHEITHUN BU]T
nepe BOCCTAaHOBJICHWEM. BHENIHWI BUJ JIGKAPCTBEHHOTO TMIpernapara Iocie

BOCCTAHOBJIEHUS HEOOXOUMO yKa3aTh B pazaenax 4.2 u 6.6 OXJIIL.
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4, KnuHudueckue JaHHbIE
4.1. ITokazaHus K TPUMEHEHUIO

[Toka3zaHusi K MPUMEHEHUIO YKA3bIBAIOTCS YETKO U JJAKOHUYHO, U JJOJDKHBI
OTPaXKaTh 11€JIEBOE 3a00JIEBaHME WM COCTOSHUE C YKAa3aHUEM HAMPaBICHHOCTU
Tepanuu (CUMITOMATHYECKas, dTUOTPOIHAS WJIM OKa3bIBAIOIIas BIUSHUE Ha
TEUEHUE WIM TMporpeccupoBaHue 3abojeBaHus), Uil NPOQUIAKTHKA
(MepBUYHON WM BTOPUYHOMN) U JUArHOCTUKHU. ECIiM mpUMEHHUMO, yYKa3bIBaeTCs
uH(popmaIus o 1eJIeBON MOMYISAIUHA, OCOOEHHO TPU HATMYUU OTPAHUYCHUHN J1JIs
OT/ICJIbHBIX KATErOpUM MaIMEeHTOB.

NudopManiisi 0 KOHEUYHBIX TOYKAX MCCIEIOBaHUS, KaK MPaBUIIO, HE
MPUBOJIATCS.

[TokazaHusi K MPUMEHEHUIO C EIbI0 NMPOGUIAKTUKA U UH(GOPMAIUIO O

1IEJIEBOMU MONIyJAOUU JOITYCKACTCA YKA3bIBATH B 06IJ_II/IX gcpTax.

Pe3ynbTaThl NOCIEAYIONIUX UCCIAEAOBAHUM, YTOUHSIOMUX (DOPMYTUPOBKY
3apPETUCTPUPOBAHHBIX MMOKA3aHUM WJIM CBEACHUM O HUX, MOKHO BKIIFOYUTH B

pa3acia 5.1 OXHH, CCJIM OHHU HC MPCAIIOJIAraroT BKIIFOYCHHUEC HOBOT'O ITOKA3aHHA.

HeobOxonumo ykazate wuHbopManuio 00 00sA3aTEIbHBIX YCIOBUSAX
NPUMEHEHUsS Tpenapara, €ClId OHU JOJDKHBIM 00pa3oM HE YIOMHHAIOTCS B
apyrux pazaenax OXIJIII, HO ABAAOTCA 3HAYUMBIMHM, HampuMep, O
COIMYTCTBYIOIIMUX JAUETHYECKAX Mepax, H3MEHEHHSIX 00pa3a JKU3HU WIH
CONyTCTBYIOIIEH TEPaIHHU.

Heo0xoaumo yka3zath BO3pacTHBIE TPYIIBI, KOTOPBIM MTOKa3aH Ipernapar,

C YKA3aHHUCM BO3PACTHLIX I'PAHULL, HAITPUMCECD:

«X T1OKa3aH [B3pOCIBIM, HOBOPOXICHHBIM, MJIQJICHIIAM, JCTSM,
HOJIPOCTKaM] B Bo3pacTe oT X 1o Y [ner, mecsues].». st 1enelt HacTOSIIMX
TpeOoBanuii geTrckas MOMyJSIUS pa3lieieHa Ha BO3PACTHBIC TOTPYIIIHL:

HCIOHOIICHHBIC HOBOPOK/ICHHBIC (C YKa3aHUCM CpOKa I‘eCTaI_[I/II/I), JOHOIIICHHBIC
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HOBOpOXIeHHbIE (0—27 1HEeil), 1eTh rpyAHOTO BO3pacTa U MJajeHIbl (28 nHe—
23 mecsna); netu (2—11 ner), moapoctku (ot 12—18 ner).

Ecnu nmokazanue K MpHMEHEHHIO IperapaTa 3aBUCUT OT OIPEICICHHOIO
T€HOTHIIA, WJIM JKCIPECCHUU TeHa, WM OmpeeleHHOTo (EeHOTHUIa, JaHHOE

00CTOSITEILCTBO HEOOXOIUMO OTPA3UTh B TIOKA3aHUU.
4.2. PexxuM 103UpOBaHUS U CIIOCOO TPUMEHEHUS

B cnydae Hanu4us 0COOBIX MEIUIIMHCKUX MPEANMUCAHUNA TI0 TPUMEHEHHIO
JIEKApCTBEHHOI'0 Mperapara, B TOM YHCIE OTPAHUYECHHOTO OTITYCKa, JTAHHBIM

paznen OXJIII cneqyer HayaTh ¢ ONMCAHUSA TAKUX YCIOBHUM.

[Ipy Hamuuuu OCOOBIX OMACEHU B OTHOIIEHWU O€30MaCHOCTU CIIEyEeT
TAKXK€ OTPa3UTh PEKOMEHJYEMbIE OrPAaHUYECHUS OTHOCHUTEIBHO YCIOBUMU
NpUMEHEHUs1 (HAmpuUMep, «TOJbKO [l CTallMOHAPHOTO MPUMEHEHUS
Ui «HEeoOXOoIMMO  pacrmojiaraTh  HOAXOASIIMM  pEeaHUMAaIlMOHHBIM

000pyTIOBaHHEMY).
4.2.1. Pexxum 103UpOBaHUSI.

CrnemyeT 4eTKO yKa3aTh PEXKUM JIO3UPOBAHMS JTSl KaKI0TO criocoda (myTh
BBEJICHHMS) H JIJIS Ka)KJIOTO ITOKa3aHUs K IPUMEHCHHIO.

Ecan mpuMeHnMO, IPUBOIATCS CCHUIKH Ha O(HUITHaIbHBIC PEKOMEHIAITUN
(HampuMep, TO TICPBUYHOM BaKIMHAIIMM MW aHTHOWOTHKAM, a TaKkKe
pEBaKIMHAIINN).

Ecnm mpuMeHHMMO, IS KaXJIOH KaTeropuu (BBIACISIOTCS TIOATPYIIITHI
HOMyJISIMK M0 Bo3pacTy (Macce Tena, IUIOMAAM ITOBEPXHOCTH Teja)
COOTBETCTBEHHO) YKa3bIBAIOTCSI PEKOMEHTyeMbIe 103bI (HAIPUMED, B MT, MI/KT,
MF/MZ) U MHTEpBaia J03upoBaHMs. KpaTHOCTH TpPUMEHEHUS CIEAyeT

BBIp@XKaTh B €IMHUIIAX BpeMeHHU (Harmpumep, 1 niaum 2 pasza B 1eHb (CYTKH) WM
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Kaxaple 6 4YacoB), BO MH30€XKaHUE IyTAHUIIBI HE CIEAYET IMOJIb30BaThCS
COKpalleHusiMu, Hanpumep, «1 p/a, 2 p/n, 1 pasz/cyt, 2 paza/cyT».
Ecnu mpumeHnMo, yKa3bIBatOTCS:

MakcUMalbHasi pEeKOMEHAyemas pa3oBas, CyTouHas W (Wid) oOmas
(KypcoBas) 1103a;

HEOOXOIUMOCTH MMOI00pa 036

CTaHJapTHAasl UIMTEIbHOCTh NPUMEHEHUS M BCE OrPAHUYECHUS IO €€
IPOJIOJDKUTENIBHOCTH, a  Takke, €eClId MPUMEHHUMO, HEO0OXOIUMOCTh
MIOCTENEHHOTO CHUYKEHUS J03bl WM PEKOMEHAAIMHU 10 OTMEHE PUMEHEHHS,

NpEANPUHUMAEMbIE MEpPbl IIPU MPOMYCKE OJHON WM 0OoJiee 103, WIIH,
HaIlpuMep, MPU PBOTE MOCIJIE MIpUeMa npenapara (PEKOMEHIAIUU JTOJKHBI ObITh
KaK MOXXHO OoJiee TOYHBIMH, YUYHUTHIBAIOUIUMHU PEKOMEHIYEMYIO0 KPaTHOCTb
NPUMEHEHHUS U COOTBETCTBYIOIIME (DapMaKOKUHETUUECKHUE TaHHBIE);

NPEBEHTUBHBIE  MEPbl  BO  M30€XKaHWE  Pa3BUTHUA  HEKOTOPBIX
HEXENATENbHbIX  peakluuil  (Hampumep, NOPUMEHEHHE MNPOTHUBOPBOTHBIX
npenapaToB) co cChUIKOM Ha pazaen 4.4 OXJIIT;

CBSI3b MpPHEMA Ipemnapara ¢ MPUEMOM KUJIKOCTA W THUIIA BMECTE CO
ccbutkoi Ha paznen 4.5 OXJIII, eciau uMeeT MecTo B3auMOJICMCTBUE, HAIIPUMED,
C aJIKOToJIeM, rpeindpyToM UM MOJIOKOM,;

PEKOMEHJJAIIUK MO MOBTOPHOMY NMPUMEHEHUIO BMECTE ¢ UHPOPMAIIUE O
HEOOXOIMMBIX UHTEPBAIaX MEXIY KypcaMu JICYEHUs, €CJIM IPUMEHUMO);

B3aMMO/JICUCTBUS, TPEOYyIOIME CHEeUHAIbHON KOPPEKUUH JO3bI, CO
CChUIKaMH Ha Jpyrue npuMenumbie pazaensl OXJII (nanpumep, pazaenst 4.4,
45,4.8,5.1,5.2);

MpU HEOOXOJAUMOCTH — PEKOMEHJAIMUA O HEJIOMYCTUMOCTH JOCPOYHOIO
MPEKpaAlICHUsI TEpanuu NPU BO3HUKHOBEHHM HECEPHE3HOM HEXKEIATEIbHON

pEAKLNY, ABISIOIICICS YaCTOM, HO MPEXOASIIEN WM YCTPAHSIEMOW C MOMOIIBIO
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mo00pa J036l.
JIns KOHKPETHOTO TMpemnapara, €Cld AaHHasg HWHQOpMaIus SBISICTCS

3HAYUMOM, CIEAYET yKa3aTh CIEAYIOIIEE:

«AKTHUBHOCTb JICKAPCTBEHHOTO Ipenapara [lToproBoe HaWMMEHOBAHHUE
JIEKapCTBEHHOTO MPEnapara] BEIPakaeTcs B [ yKa3aTb HANMEHOBAHUE | €IMHULIAX.
OTW eIWHUIBl HE B3aMMO3AMEHSIEMbl C €IWHUIIAMHU, HCIOJIb3YEeMbIMU JJIs
BBIPAKCHUS aKTUBHOCTH JIPYTUX IPENapaToB ¢ [HaMMEHOBaHHUE JACHCTBYIOIIETO

BEIeCTBA].».

4.2.2. Oco0ble TPyIIIbI TAIIUEHTOB.

[TpuBomaTCcs CBEACHUS O KOPPEKIMU JI0O3bI WM WHBIC CBEICHUS,
KaCaroIINeCs] peKUMa JIO3UPOBAHKS Y OCOOBIX TPYIII MAIIMEHTOB B CHEIIUATBHO
BBIJICTICHHBIX TIOJIpa3/iesiax. Y Ka3aHHbIE CBEACHHS PaCIlOIaraloTCs MO CTETICHU
BaXHOCTHU, HAIIPUMEP, B OTHOIIICHHH:

JIUIT TTOKHIIOTO Bo3pacTa. YeTKo yka3bIBaeTcsi HEOOXOAMMOCTh KOPPEKIIUU
70361 Y JIOOBIX MOATPYTI JIAI[ TOXKHUJIOTO BO3pacTa CO CCHUIKAMU Ha JIPYTHUe
paznensl OXJIII, conmepxkamme yka3zaHHblE CBeleHUsA, Hanpumep, 4.4, 4.5, 4.8
nnu 5.2;

NAaIlMeHTOB C TIOYEYHOW HEJIOCTATOYHOCTHhIO. PekomeHmanuu 1o
JI03UPOBAHUIO JIOJDKHBI KaK MOYKHO 00Jiee TOUHO COOTHOCHUTHCS C JUara3oHaMH
3HaYECHUH  OMOXUMHUYECKUX  MApKEpOB  IOYCYHOW  HEJOCTaTOYHOCTH,
UCIIOJIb30BAHHBIMU B KIMHUYECKUX MCCICIOBAHUAX, W PE3yJIbTaTaMU JSTHX
HACCIEI0OBaHHM;

NAIMEHTOB C IEYEHOYHON HEJJOCTATOYHOCTHIO B COOTBETCTBUY C JITAHHBIMU
O TAIMEeHTaX, BKJIIOYCHHBIX B UCCIIECIOBaHUS (HAIPUMEpP, «ATKOTOJbHBIN
IIUPPO3») M ONPEACICHUSIMHU, HCIOJB30BAaHHBIMA B 3THX HCCIICIOBAHUSAX,
Hanpumep, 6amr (kiacc) mo mkane Yainma-I1sio;

MMaguECHTOB C OIIPCACIICHHBIM I'CHOTHIIOM CO CChbUUIKAMU Ha APYTIUC Pa3acCiibl
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OXIJIII, conepxarue 6oJiee MOAPOOHBIE CBEICHUS, €CITH MTPUMEHUMO;

MPOYMX 3HAYUMBIX OCOOBIX TPYII MAIMEHTOB (HAMpPUMEp, MAIUEHTHI C
JPYTUM COMYTCTBYIOIIUM 3a00JIEBAHUEM WJIU MAIIUEHTHI ¢ U30BITOYHON Maccoi
Tela).

B HekoTOphIX ciydasx NPUBOAATCS PEKOMEHJAIMU MO KOPPEKIIUU J03HI,
HalpuMep, Ha OCHOBaHWU HAOMIOACHUN 3a KIMHUYECKMMU CHUMIITOMaMU U
npu3HakaMu U (Wid) Ja00paTOpPHBIX JaHHBIX, BKJIOYas KOHIIEHTPALIMIO
JIEKapCTBEHHOTO IpErnapara B KpOBH, CO CChUIKaMu Ha apyrue pasaensr OXJIII,
€CIId MPUMEHUMO.

4.2.3. lletn.

B OXJIIT nomxeH OBITH MPETyCMOTPEH OTACIBbHBIM TMojapazaen «Jletwy.
[IpuBOoaMMBIE CBEAEHUS JTOJKHBI OXBAThIBaTh BCE MOATPYMIBI IETEH, CIEayeT
CO00pa3HO O0OCTOATENLCTBAM HCIIOJIH30BaTh KOMOHWHAIIMIO MOTEHIIMAIbHBIX
CUTYyalliid, OTTUCAHHBIX HUXKE.

Ecnu npenapar nokasaH JIeTsiM, pEKOMEHJAIUN 10 PEXXKUMY JTO3UPOBAHUS
CleNyeT yKaszaTh MJId KaXJO0W 3HAauMMOW NoArpynmel. Bo3pacTHeie paMku
JIOJDKHBL OTpaXkaTh OIEHKY TMOJIb3bl U PHUCKOB, MPOBEIACHHYIO I KaXJIOou
MOJICPYTIIIHI.

Ecnu pexxuM 103upoBaHus y B3POCHBIX U JETEW COBMAAAET, IOCTATOYHO

9TO YKa3aTb, OOIIOJIHUTCIIBHO ITIOBTOPATH PCKHUM JO3UPOBAHUS HC Tp€6y€TC$I.

Heob6xomuMo yka3zaTh peKOMEHIyeMble J103bl (HampuMep, B MT, MI/KT,
MT/MZ) Il MHTEpBaja JO3UPOBAHUS B OTHOLIEHHUM BO3PACTHBIX IOATPYIIIL,
KOTOPBIM MOKa3aH Ipernapar. B OTHOIIEHWM pa3iuYHbIX MOATPYII MOXKET
nOTPeOOBAThCS yKa3aHUWE Pa3IMYHBIX CBEJACHUW O Jo3upoBaHuu. llpu
HEOOXOJIUMOCTH  CJIlyeT  NPUBECTH  PEKOMEHJAIUM  OTHOCUTEIIBHO
HEJIOHOILIEHHBIX HOBOPOXKJICHHBIX C yKa3aHUEM 0oJiee MOAXOMISIIEro BO3pacTa,

HaIlrpuMcep, reCTalMOHHBIN UJIN HOCTMGHCpraHBHBII\/'I.
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B 3aBucUMOCTHM OT MOATPYMNIbl, KIWHUYECKUX AAHHBIX U JOCTYMHBIX
JEKapCTBEHHBIX (HOPM J03a BBIPAXKAETCS MCXOJSI U3 MacChl WJU IUIONIAJH
MOBEPXHOCTH TeJa, HAIPUMEP, «IETsIM B Bo3pacte OT 2 110 4 jeT mo 1 Mr/kr
Macchl Tena 2 pas3a B JCHbY.

Ecnu npumenumo, cBelleHHST O BPEMEHM IpuUeMa IMpernapara JOJKHbI
YUUTBIBATH PACTIOPSAIOK AHS peOCHKA, HATPUMED, IIKOJIA WK COH.

Ecnu npenapat nokasaH JIeTIM U HEBO3MOKHO pa3padoTaTh MOIXOISILY IO
JETCKYI0 JIeKapCTBEHHYIO dopMmy, B pazaen 6.6 OXJIII co cchuikoi Ha pas3zien
4.2 OXJIIT HeoOXOomAMMO BKJIIOUUTH MMOJAPOOHBIE WHCTPYKIIMU IO CIOCO0Y
[IOJIy4EHHUS IIpenapara ex tempore.

JIo3pl U c1moco0 MPUMEHEHMsS] Y Pa3IMYHBIX MOATPYII JOIYCKaeTCs
MIPEJICTaBIATh B (popMe TaOJIUIIBI.

Ecnu mpenapat He nmoka3aH HEKOTOPHIM WJIM BCEM BO3PACTHBIM Ipymniam
JeTel, TpU HEBO3MOKHOCTHU JIaTh PEKOMEHJIAIMU MO PEXKUMY JT03UPOBAHMUS,
UMEIOIIMECS] CBEACHUS clielyeT OOOOUIUTh C HUCIOJIb30BAHUEM CIIECYIOIINX
CTaHAAPTHBIX (POPMYITUPOBOK (OJHON MM KOMOMHAIIMU U3 HECKOJIBKUX UCXOJS

U3 00CTOATENIbCTB):

«[be3omacHocTs 1 3¢ dexkruBHOCTE] X y nmerell B Bo3pacTe OT X A0 Y
[MecsieB, net] [mnu y dr00BIX APYrMX 3HAYMMBIX MOATPYII, HAmpuUMep, I10
Macce TeJia, MOJI0BOH 3pEeI0CTH, TI0y| Ha JTaHHBIH MOMEHT HE YCTAaHOBJICHBI».

Heo0xoaumo 100aBUTh OHY U3 CAEAYIOMUX (POPMYITUPOBOK:

«JlaHHBIE OTCYTCTBYIOTY.

«MMeronmuecs Ha CEroAHAIIHUN JCHb JaHHbBIC IPUBEACHBI B paszeie [4.8;
5.1; 5.2], omHako HEBO3MOXKHO JIaTh PEKOMECH/IAIUHN 110 PEXKUMY TO3UPOBAHUS.

«X HE clemyeT MPUMEHSATH Yy JIeTel B BO3pacTe OT X JI0 Y [MecsIes, JjeT]
[vnm y moOBIX IPYTUX 3HAYMMBIX TIOATPYIIIT, HATPUMED, TT0 MAacCe TeJIa, MTOJIOBOM

3pENOCTH, TONy] B CBSI3W C OMACEHHMSIMH OTHOCHTEIBHO [0e30macHOCTH,



28

3G (}EKTUBHOCTH| [MEepeUUCISIIOTCS OmaceHus| MHOAPOOHO H3JI0KCHHBIMH B
pasmenax [ykaspIBalOTCS pas3ielibl, CoAep)Kamue MOAPOOHBIE CBEICHUS,
Hanpumep, 4.8 nam 5.1]».

«[To moka3anusM [yka3aTh oka3anus| X y [mereit, nereii B Bo3pacrte oT X
10 y [Mecses, net], win y JIF0OBIX IPYTUX 3HAYUMBIX TOATPYIII, HATPUMED, 110
Macce Tella, MOJ0BOM 3pEIOCTH, MOIy| He IPUMEHSIETCS».

«X MPOTHBOIIOKA3aH Yy JIeTell B BO3pacTe OT X JI0 y [MecsIeB, JeT], uiu y
THOOBIX JPYTHX 3HAUYMMBIX IOATPYIII, HAMpPUMEp, MO Macce Teja, IMOJIOBOKH
3penocTy, mony], [mpu mokasaHum [ykaszaTh Ha3BaHHE INOKa3aHHUs| (CChLIKA Ha
pasaen 4.3)]».

[Tpu Hamuyuum OoJiee MOIXOMSAIISH NI MPUMEHECHHS JO3UPOBKH W (WUIIH)
JIEKapCTBEHHBIX (HOPM ISl HEKOTOPBIX WIJIM BCEX MOATPYII AeTel (Hampumep,
pacTBOp JJis MpreMa BHYTPb JJIS IeTe ), 3T0 Aomyckaercs ykazaTb B OXJIII Ha
IPEICTAaBACHHYIO (MEHEE MOIXOAIIYI0) JO3UPOBKY M (MJIH) JIEKApCTBEHHYIO
dbopmy.

Hampumep: «apyrue JekapcTBeHHbIE (GOPMBI M (WIH) JO3UPOBKH MOTYT

Jydlie yJIOBJIETBOPATh NOTPEOHOCTH AAaHHOM TPYTIIbI».

4.2.4. Cnocob npuMeHeHus.

[Ton oTaenbHBIM  1OA3aroyioBKOM  («Mepbl  MIPeaOCTOPOIKHOCTH,
NpUHUMAaeMbIe TIepe]l TPUMEHCHHEM Ipernapara WiIH MpU padoTe ¢ HUM») CO
cchulkOM Ha pazgen 6.6 (unmum 12) OXJIIT ykasbiBatoTcsi Bce 0COObIE MEPBI
IIPETOCTOPOKHOCTH TIpU  paboOTe C TpemaparoM WiIW €ro MNPUMEHEHUH
(HampuMep, I MMUTOTOKCHYECKHUX IIPENapaToB) MEAUITMHCKIMU paOOTHUKAMMU
(Bkmrouass  OEpeMEHHBIX  MEIUIIMHCKUX  pPaOOTHHUKOB), IMAalMCHTOM M|

YXaA)KUBAOOIUMU JIMIAMH.

VYka3biBaeTcs IIyTb  BBCICHUII, N IIPUBOAATCA  HCUHCPIIBIBAIOIINC

HHCTPYKOUHN 110 IIPAaBHUIIBHOMY BBCACHHIO WM IIPUMCHCHUIO. I/IHCTPYKI_II/II/I 10
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MPUTOTOBJICHUIO UM BOCCTAHOBIICHUIO CJIEAYET MPUBECTU B pazjeie 6.6 uiu B
pazaene 12 OXJIII (mpu HEOOXOAUMOCTH) M JIaTh CCHUIKY Ha JAHHBIA pa3ien
OXJIII.

IIpy HanMM4YuU TOATBEPKIAIONIUX JAaHHBIX HEOOXOJUMO MAaKCHUMaJIbHO
MOHATHO MPEACTABUTH CBEACHUS 00 albTEPHATUBHBIX CIIOCO0AX, YIIyUIIAIOIINX
NPUMEHEHUE WIM TMPUEMIIEMOCTh TPUMEHEHHS JIEKapCTBEHHOIO IIperapara
(HampuMep, BO3MOXKHOCTh pasjiaMbIBaHUS TAOJIETKH, pa3pe3aHusi TaOJETKH WU
TPAHCJIEPMAJIBHOTO TUIACTHIPS, pa3Meb4eHUsi TAaOJNETKU, BCKPBITHS Karcyil,
CMEIIMBAHUA UX COAEPKUMOTO C MUIIEH, PACTBOPEHHUSI B HAITUTKAX C YKa3aHUEM
Ha BO3MOXXHOCTb IPUMEHEHHUS YacTU [103bI), OCOOCHHO TIpH BBEJICHUU
MOCPEACTBOM 30HIOB JJIsI HCKYCCTBEHHOTO BCKapMJIMBAHUSI.

HeoOxomumMo  OOBACHUTHL BCE  CHEIUAbHBICE PEKOMEHIAIUM  T10

PUMEHEHHIO, 00YCIIOBIIEHHBIE JIEKapCTBEHHOHN (hOPMOii, HarpuMmep:

«B CBSI3U C HETIPUATHBIM BKYCOM K€BaTh TaOJIETKH, TOKPHITHIE 000JIOYKOH,
HE CJIeIyeT»;

«HE CIIEJyeT pa3liaMblBaTh TaOJETKH, MOKPHIThIE KUIIEYHO-PACTBOPUMOM
000JIOUKOH, TIOCKOJIBKY OHa mpensaTcTByeT [pH-3aBucumomy pacmany,
pa3IpaKeHUIO KUIIICYHUKA]»;

«HE CIEAYEeT pasiiaMblBaTh TAOJETKY, MOKPHITYIO 000JIOYKOM, TOCKOJIBbKY
o0oyouka  mOpeaHa3HaueHa Uil OOECHEUeHHs]  MPOJOHTUPOBAHHOIO
BBICBOOOXKICHUS (CM. pasnen 5.2)».

HeoOxoguMo  mipeACTaBUTH  CBEACHUS O  CKOPOCTH  BBEICHUS
mapeHTEPATbHBIX TPEapaToB.

IlenecooOpa3HO MPUBECTH CBEACHUS O MaKCHMaJIbHOW KOHIIEHTpALMH
MapeHTEPATBHBIX TPENnapaToB, KOTOPYID MOXXHO O€30MMacHO BBOJUTH JETIM

(CCJ'II/I HpI/IMCHI/IMO), 0COOEHHO HOBOPOKIACHHBIM, Y KOTOPBLIX AOCTATOYHO Y4aCTO
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UMEIOTCS OTPAaHWYEHMS Ha BBEJICHHE KUIKOCTH (Hampumep, «He Oosiee uem X

mr/Y MIT pacTBopa).
4.3. [IpoTrBonOKa3aHus

B nannom pasnpene OXJIII yka3piBatoTCsl 00CTOSITENBCTBA, TPU KOTOPBIX
JIEKApCTBEHHBIA TMpenapar He JOJKEH MPUMEHSATHCS U3 COOOpaxeHUi
0€30MMacHOCTH, TO €CTh MPOTUBONOKa3zaHus. K TakuM 0OCTOSITEThCTBAM
OTHOCSITCA ~ ONPEACIICHHBIE  KIMHUYECKHE  COCTOSIHHS, COIYTCTBYIOIIWE
3a0oseBanus, naemorpaduyeckue (akTopbl (HarpuMep, IOJ, BO3PACT) WU
IPEAPACIIONOKEHHOCTh (HAapuMep, MeTabOJUYeCKUe U HMMYHOJOTUYECKHE
(bakTOpbl, ONPEACICHHBIN T€HOTHUI U JIEKAPCTBEHHBIE PEAKIIUK HA Mpenapar uiu
KJIacC MpenapaToB B aHaMHe3€). OTH OOCTOSTENIbCTBA HEOOXOAUMO YyKa3aTh

HCABYCMBICIICHHO, HCUCPIIBIBAIOIIC 1 YETKO.

HeobOxonumo wucxoas w3  (PaKTHYECKUX JAHHBIX HJIM  CTPOTHX
TEOPETUYECKUX NPEANIOCHUIOK MEPEYUCIUTh APYTHE Mpenaparbl WIA KIACChI
[penaparoB, KOTOPbIE HE CIEAYEeT TMPUMEHATh OJHOBPEMEHHO WU
nocienoBaTeabHo. Ecnyu npumMeHnMoO, NPUBOJIMTCSA CChbUIKa Ha pasaen 4.5

OXJIII.

[Tonynsiiun  TalMEHTOB, HE UW3YYEGHHBbIE B paMKaxXx MPOrpaMMbl
KIIMHUYECKUX MCCIIEAOBAaHUM, ClienyeT onmuchkiBaTh B pazjaene 4.4 OXJIII, a ve B
JAHHOM pa3zjelie, 3a HCKIIYEHUEM CIydaeB HeOJarompusTHOrO MPOTHO3a B
OTHOIIIEHUU 0€30MacHOCTH (Hampumep, NPUMEHEHUE BEIIECTB C Yy3KUM
TEpPANeBTUYECKUM JIMAMa30HOM, BBIBOJUMMBIX [MOYKAMHU, VY MAIIMEHTOB C
MOYEYHOM HEIOCTATOYHOCTHI0). OpHAKO, €ClIM KaKue-Tu0o TMOMyJISIUun
MalMEeHTOB UCKITFOYAIUCh U3 UCCIICIOBAHUS U3 COOOpaKeHHUM 0€30MacHOCTH, UX
ClIeyeT MEPEeUYMCINTh B JaHHOM pasnaene. Eciu mpumeHuMo, MpUBOAUTCS

ccblika Ha pazaen 4.4 OXJIIL.
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bepemeHHOCTh W TpyAHOE BCKapMJIMBAHUE YKa3bIBAIOTCS B JIaHHOM
paszene, TOJBKO €CJIM OHHU SBJSIOTCS TMPOTUBOINOKa3aHusMU. [Ipu sTOM
HEOOXOAMMO YyKa3aTh CChUIKYy Ha pasnen 4.6 OXIJIII, B xoTopom ciemyet

MIPeJICTaBUTh O0JIee MOJIPOOHBIE CBEACHHUS.

CBeneHusT O THUNEPUYYBCTBUTEIBHOCTH K JIEUCTBYIOIIEMY BEIIECTBY
(rpynre CX0XuX MO0 XMMHYECKOMY CTPOCHHIO BEIIECTB, €CIIM MPUMEHHUMO) U
J000My  BCHOMOTATEIIbHOMY  BEIIECTBY, IPOU3BOJCTBEHHON MPUMECH,
a TaKkK€ O MIPOTUBOIOKA3aHUHU, OOYCIIOBICHHOM HAJUYMEM OMPEICIICHHBIX
BCIIOMOTATEJIbHBIX BEIIECTB, HEOOXOIUMO BKJIIOUNUTH B JaHHBIN pazaen OXJIII
(B coorBeTcTBHH ¢ npuinoxeHruem Ne 1 k Hactosum TpeboBaHuUsIM).

JI1s pacTUTENBHBIX JICKAPCTBEHHBIX IMpenapaToB IMPOTUBOIIOKA3aHUEM
TaKXKe SBJISIETCA THUIEPUYBCTBUTEIBHOCTh K JPYTMM PACTEHUSM TOTO KE
CEMEMCTBA U JPYTUM YaCTSIM TOTO K€ pacTeHUs (€CIu MPUMEHUMO ).

HenocrarouHocTh AaHHBIX camMa 10 ceOe He JOKHA SBISATHCS
npoTuBoOIOKazanueM. Eciau u3 cooOpaxkeHnii 0€30MacHOCTH Ipenapar J0JKEeH
OBITHh TMPOTHUBOTIOKA3aH Yy OCO0OM MOMyJAIMH, HAmpuMep, y JeTed Wiu
MOATPYIIIBI J€Tel, 3T0 He0OX0IUMO OTpa3uTh B JaHHOM pazzene OXJIII u natsb
cceuiky Ha paznaen OXJIII, B kKoTopoM OpUBOASATCS MOJPOOHBIE CBEACHUS 00

stoM. [IpoTuBOIIOKAa3aHue y IeTel caeayeT yKa3plBaTh 0€3 MM0A3aroJIoBKa.

4.4, OcoOble yKa3zaHUs U MEPhI MPET0CTOPOKHOCTH
pU IPUMEHEHUU
[Ipu BbIOOpPE mMOpsAKA W3JIOXKEHUST OCOOBIX yKa3aHUW U Mep
MPEJOCTOPOKHOCTA  CHEAYET TMpPeXkJIe BCEro MCXOJUTh W3 BaXKHOCTH
MPUBOAUMBIX CBEJICHUM O O€30MaCHOCTH.
KonkperHoe conepxanue ganHoro paszaena OXJII Oyaer oTiaudaThes B

3aBUCUMOCTHU OT IIpCriapara U OT ITOKA3aHUA. O,I[HaKO mpecamnojaaracTtcsa, 4T1o B
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10T paznaen OXJII momkHBI OBITH BKJIIOYEHBI CBEJICHUS, 3HAYUMBIC IS

KOHKPETHOT'O Mpernapara.

CBeneHust 00 OTIEIBHOM PHUCKE CIIEIyEeT BKJIIOYaTh B JAHHBIN paznen
OXJIIT numb TOM choy4yae, €CIM pPUCK TpeOyeT COOMIOJIEHUsT Mep
NpPEJOCTOPOKHOCTA  MPU  NPUMEHEHUHM, WIH TNpU  HEOOXOJUMOCTH
OpEeayNpexACHUST MEAUIIMHCKOro paboTHHKa 00 »3ToM pucke. ['pynmel
NAalMEHTOB, Yy  KOTOPBIX MPUMEHEHHE  JIEKAPCTBEHHOI'O  Ipernapara
IIPOTUBOIIOKA3aHO, CIIEAyEeT MEepeunuciauTh ToJbko B paszmene 4.3 OXIJIII, ne

TyOJIUpys B TaHHOM pa3Jielie.
HeobxoquMo ykazath ciegyroniee:

YCIIOBHSL, TP KOTOPHIX MPUMEHEHHUE JIEKAPCTBEHHOTO MIperapara MOXeT ObITh
NpUEeMJIEMbIM, B YaCTHOCTH, CJEAyeT ONHUcCaTh CHElIUaIbHbIE MEpPHI IO
MUHUMU3AIUU PUCKOB, HEOOXOIMMBIE KaK 4YacTh IUIAHA YIPABICHUS PUCKAMU B
Hesix  odecrieueHuss 0e30macHoro M A(GQPEKTUBHOTO TPUMEHEHUs (Harmpumep,
«[lepen HauanoMm Tepanuu U Jajiee eKEeMECSYHO HEOOXOAMMO KOHTPOJIUPOBAThH
bynkuuo  neyeHw», «[lanMeHTOB  ciemyeT  MPOUHCTPYKTUPOBAThb O
HEOOXOJIUMOCTH HEMEIJICHHOTO COOOIIEHUS O JIFDOBIX CUMIITOMAX JICIPECCUU U
(W) CyWIUAANBHBIX MBICISIX», <«JKEHIMUHBI C JETOPOIHBIM IOTEHIIUATIOM
JIOJDKHBI MCTIOIB30BaTh KOHTPAIICTIIIUIO» U T. I1.);

0coOble TpyMNIbl NAIMEHTOB, MOJIBEP>KEHHbIEC MOBBIIIEHHOMY PUCKY WIU
SBJIIONINECS €AUHCTBEHHBIMU TPYIIIaMH, MOJABEPKEHHBIMU PUCKY Pa3BUTHUS
HEXEeJaTeNbHbIX PEeAaKIUi Ha mpenapaT WM Kiacc MpenaparoB (Kak MpaBuio,
CEPBhE3HBIC UJIU YACTHIC), HATPUMED, MOKUJIIbIE, IETU, HAIUEHTHI C TOYECYHOUN UK
NEYECHOUYHOM HEJOCTAaTOYHOCThIO (BKJIIOYAs CTENEHb HEIOCTAaTOYHOCTH,
HampuMep, JIETKyl0, CPEAHIOI M TsDKENyI0), NalMeHThI, TOJIBepraeMble
aHECTE3UM, U MALUEHTHI C CEPCUYHON HEAOCTAaTOYHOCTHIO (BKIIIOYAsl B JAHHOM

ciyyae kiaccuukamnuio, Hampumep, no kinaccudukanuu Hpro-Uopkckoi
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akazieMuu 1o nu3ydeHuto 3aboneBanmii cepamna (NYHA)). IlpuBoauTcs ccpiika
Ha pazjaen 4.8 OXJIII ¢ uensto nuddepenumnanuu 3¢pPEKTOB C MOZUIUNA YACTOTHI
U TSDKECTH ONPEICICHHON HEeXeNaTeIbHON PEaKIuu;

CEpbE3HbIE  HEXKeNaTeIbHbIE pEaKlMH, O KOTOPhIX HEOOXOIUMO
OTOBECTUTh MEIUIMHCKUX PaOOTHUKOB, CUTyallMd, MPU KOTOPHIX OHU MOTYT
BO3HHKATh, U TpeOyeMbIe MEPHI, HAIPUMEP, HEOTIIOKHAS peaHUMAIH;

MIPY HAJTMYMU KOHKPETHBIX PUCKOB B Hauasie (Harpumep, 3¢ PpexTsl nepBoi
J03bl) WJIU TIpU MpEKpalieHuu (Hampumep, «PUKOIIET», PEaKIUh CUHIApOMA
«OTMEHBI») IPUMEHECHHUS JICKAPCTBEHHOTO TIpenapara ux Heo0X0IMMO IPUBECTH
B JJAHHOM pa3iesie BMECTE ¢ HEOOXOAUMBIMU MEPAMH JIJIsl X TIPEAYIIPEKIACHHUS,

MEphl, KOTOpbIE MOKHO TPHUHATH JJIS BBIABJICHUS MAI[UEHTOB,
MOJABEPKEHHBIX PUCKY, U MPEAOTBPAIICHUS WJIM PAHHErO BBHISBICHUS Haudalia
WIN ycyryOJeHus OmacHbIX cocTossHuM. Ecnm TpeOyercss omoBemeHue o
CUMIITOMaX M TpPU3HAKaX, SBJSIOMIUXCA MPEIBECTHUKAMU CEpPbE3HOM
HEXEJAaTeIbHOW Peakiu, X He0OXOIUMO ONUCATD;

B cllydae HEOOXOIMMOCTH MPOBEIACHUSI KaKOro-mbo crenuduueckoro
KIMHUYECKOr0 WKW JIabOpaTOpHOTO  MOHUTOPUHTA  PEKOMEHJAIUU
OTHOCUTEIHHO TaKOI0O MOHHMTOPUHIA JOJDKHBI COJEPKATh MPUUYMHY, BpEMs U
CHOCO0 €ro OCyIECTBIEHUS B paMKaX KIMHUYECKON mpakTuku. Ecinu npu Takux
00CTOATENHCTBAX WJIM COCTOSIHUSIX TPeOyeTCs CHHXKEHUE JT03bI MJIM MHOM PEeKUM
JO3UPOBaHUs, CBeeHHUs 00 3TOM crieayeT BKIouuTh B pasaen 4.2 OXJII u
yKa3arh CChUIKY Ha JIAaHHBINA pa3Jien;

HEOOXOJMMBbIE YKa3aHUsi B OTHOIIEHUU BCIOMOTATENbHBIX BEIIECTB U
OCTaTOYHBIX IIPOU3BOACTBEHHBIX MPUMECEH;

CBEICHMSI O COJEpPKaHUM HTaHOJA B JIGKAPCTBEHHBIX IIpernaparax,
COZepKaIINX AJIKOTOJb, MPUBOISATCS B COOTBETCTBUU C MpuiiokeHnem Ne 1 k

HacTosM TpeboBaHUIM;
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ykazanus o0 TpaHcmuccuBHbIX areHtax B OXJII u JIB nexapcTBeHHBIX
MpenaparoB, MOJYYEHHBIX U3 MJIA3MBbl;

CYObEKThl U TAIUEHTHI C OMNPEACIICHHbIM T€HOTUIIOM WIH (PEHOTUIIOM
MOTyT 10O HE OTBe4YaTb Ha JIEYEeHUE, JUOO OBITh MOJABEPHKEHBI PHUCKY
Ype3MepHOTo (papmMakogMHAMUUECKOTO 3(PpdeKxTa Ui HexeIareIbHOU peakiuy,
YTO MOXKET OBITh OOYCIIOBJICHO aJUIeNIIMH HE(DYHKIMOHUPYIOUMX (EPMEHTOB,
aNbTePHATUBHBIMU METa00JINYECKUMHU My TsIMU (omocpenyeMbIMU
ONPEJCICHHBIMU  AJIENSAMU) Wik Jeduiutom TpaHcnoptepoB. I[logoOHbIe
CUTYyaIlH, €CJId O HUX U3BECTHO, HEOOXOAMMO YETKO OMKCATH;

YKa3bIBAIOTCS BCE PUCKHU, O0YCIOBIEHHBIE HEMTPaBUIbLHBIM ITyTEM BBEJICHUS
(HarpuMep, PpUCK HEKpo3a MpPH BHECOCYAMCTOM BBEICHUU BHYTPHUBEHHOTO
npenapara Wid HEBPOJOTMYECKUX MOCJECTBHUI MPU BHYTPUBEHHOM BBEJICHUU
BMECTO BHYTPUMBIIIEYHOTO), C PEKOMEHAAIMSIMUA 1O BO3MOXXHOCTU HX
YCTpPaHEHUS.

B uckirounTenbHBIX CIy4asix 0co00 Ba)KHbBIE CBEIACHHS MO OE30MacCHOCTH
JIOITYCKAETCs BBIACIUTD MOMYKUPHBIM IIPUGPTOM, 3aKIIIOYMB UX B PAMKY.

Bce HexemarenpHbIE peaklMM, YKAa3aHHbIE B JAaHHOM pas3delie WIn
00yCJIOBJIEHHBIE COCTOSIHUSIMU, IPETyCMOTPEHHBIMHU JIAHHBIM Pa3JI€JI0OM, CIEAYET

TaK>ke BKJIFOYUTH B pazaei 4.8 OXJIII.

Ecnu mpuMeHHMMO, yKa3bIBa€TCS BO3MOXKHOCTh HCKAXKEHHUSI PE3YJIbTaroB
1a00paTOPHBIX TECTOB, HAampUMeEp, Npu mpoBeaeHun mpoObl KymbOca Ha ¢one
npuMeHeHust OeTa-iakTamoB. WX HEOOXOAMMO 4YETKO OINHCcaTh, HCIONb3YS

moA3aroJIOBOK, HAIIPUMCED, «Hckaxenue CEPOJIOTHUICCKUX TCCTOBY.

Omnucanne 0coOBIX YKa3aHHﬁ H MCp HIpPCcAOCTOPOKHOCTH B OTHOLICHHUH
6€p€MCHHOCTI/I N KOPMIJICHHA TPYyAbrO, BIIMSHHA Ha CITOCOOHOCTH YIIPaBIATb
TPAaHCIIOPTHBIMU CPEACTBAMH H pa6OTaTB C MCXdHHU3MaMHU H IMPOYHX ACIICKTOB

B3aMMOJICUCTBUM, B II€JIOM, CI€AyeT NpUBOAUTH B pazaenax 4.5-4.7 OXJIII



35

COOTBETCTBEHHO. B ciiydasix 0co00i KIMHUYECKON 3HAYUMOCTU OIPE/ICIICHHbIE
MEpbl TPEIOCTOPOKHOCTH LiefiecooOpa3Hee OmHcarh B JaHHOM pasiele,
HapuMep, Mepbl KOHTPALEIIIUA WM MPU HEKENATETbHOCTA COMYTCTBYIOIIETO
IPUMEHEHHUS APYTOro Mpernapara ¢ HpUBEACHUEM CCBUIKA Ha pa3aensl 4.5, 4.6 win

4.7 OXJIII.
4.4.1. Jletn.

Ecnu nexapcTBeHHBIN Mpenapar Mmoka3aH OAHOW WM 0oJjiee BO3PacTHBIM
rpyInmaM JeTel U UMEIOTCSI 0COObIE YKa3aHUS U MEPBI MPEAOCTOPOKHOCTH T10 €T0
MPUMEHEHUIO, SIBIIAIONIMECS CHEU(UUHBIMUA Il JIeTed WM Kakou-n0o
BO3PACTHOM Tpynmbl JeTed, HX HEeOOXOAUMO TMPUBECTH TOJ| JTAHHBIM
noj3arojoBkoM. Cliieayer onucarb BCe HEOOXOAUMBIE OCOOBIE YKa3aHUs U MEpPHI
PETOCTOPOKHOCTH OTHOCHUTENILHO JIOJITOCPOYHOM Oe30macHOCTH (Hampumep,
JUIsL pOCTa, HEBPOJOTMYECKOIO, IIOBEACHUYECKOTO PpPAa3BUTUS U  TOJOBOTO
CO3PEBaHUsI) U CHEIUAIbHBIA MOHUTOPHUHT (Hampumep, pocta) aered. [lpu
OTCYTCTBUM HEOOXOJIUMBIX JOJITOCPOYHBIX JIaHHBIX 1O 0O€30MacHOCTH 3TO
yKa3bIBaeTCs B JAHHOM paznede. [Ipu Hanmmuuu noTeHMaaIbHOTO CYIIeCTBEHHOTO
WIA JITTUTENIBHOTO BJIMSTHUSL HA TTOBCEAHEBHYIO aKTMBHOCTBIO JieTel (Hampumep,
CIIOCOOHOCTH K OOYYECHHIO WM (PH3UYECKYI0 aKTHBHOCTD), WM MPH BIMSIHUHA HA

AlllICTUT UJIN COH IIPUBOIATCA COOTBCTCTBYIOIINC YKa3aHU .

[lepeuncnsarorcs Mephl, crnenuUUHbIE i1 JIeTed, KOTOPBhIM TOKa3aH

npenapar (Hanmpumep, Kak 4acTh TUIaHa YIPaBICHUS PUCKAMM).

4.5. BzaumopeicTBUE C APYruMHU JIEKAPCTBEHHBIMU TIpErapaTaMmu
U ApYTYE BUAbI B3aUMOICHCTBHS

B nanHom pasziene HeOOXOIMMO MPECTABUTh CBEICHUS O MOTEHIIMAIBHO
KJIMHUYECKHU 3HAYUMBbIX B3aMMOJECHCTBUSIX, OCHOBaHHBIX Ha
(dbapMakoAMHAMUYECKUX CBOMCTBaX M pe3ynbrarax (HapMaKOKHHETHYECKHUX

UCCIICIOBAaHMK IN VIVO JICKapCTBEHHOTO Ipernapara ¢ OTACIbHBIM yKa3aHHEeM
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B3aUMOJICMCTBUM, KOTOpbIE MPHUBOAAT K H3MEHEHHIO PEKOMEHJAIMN 10
MPUMEHEHHUIO JIAaHHOTO JIeKapcTBeHHOro mpemapara. K HHUM oOTHOcATCSA
pe3yabTaThl B3aMMOACHCTBHSA 1IN VIVO, HEO0OXOMUMBIC IS SKCTPANOJSAIIUN
abdexTa Ha MapKepHOE (KKOHTPOJILHOEY) BEIIECTBO Ha JIPYTUe JIEKApCTBEHHBIC
mpenaparbl, oOJaJarolue OJWHAKOBHIM C MapKepoM (HapMaKOKMHETHYECKUM

CBOMCTBOM.

CHauvana cieyeT onmcarb B3aWMOACWCTBUS, BIUAIOIINE HA NMPUMEHEHUE
JAHHOTO JIGKAPCTBEHHOIO IIperapara, 3areM YyKa3arb B3auMOJCHCTBUA,
IPUBOIAIINE K KIMHWYECKA 3HAYMMBIM W3MEHECHHMSIM IPUMEHEHHS APYTUX
JIEKapCTBEHHBIX MPENAPATOB.

B nanHOM pasnene He0OXOIMMO ONMUCaTh B3aUMOJCHCTBUS, YKa3aHHBIE B
npyrux pasznenax OXJIII 1 B KOTOPBIX COIEPKATCs CCBUIKK HA JaHHBIN pa3zell.

CHauana TPUBOIATCA CBEIEHUS O NPOTUBONOKA3aHHBIX KOMOMHALIMSX,
3aT€M O KOMOMHAIUsAX, OJHOBPEMEHHOE IPUMEHEHHE KOTOPBIX HE
PEKOMEHYEeTCs, 3aTEM — BCE OCTaJIbHBIE.

[lo kaxIoMy KIMHUYECKH 3HAYMMOMY B3aWMOJACWCTBUIO  CIIEAYET
IIPEICTABUTH CIIETYIOLINE CBEICHUS:

PexomeH1anmm, KOTOpbIE MOTYT 3aKJIFOYaThCsI B:

NPOTUBOIOKa3aHUH OJTHOBPEMEHHOIO MMPUMEHEHHUS (CO CCHUIKOM Ha pa3zien

4.3 OXJII);

HCKCJIATCIIbHOCTH OJHOBPCMCHHOTO ITPUMCHCHUA (CO CCBIJIKOM Ha pa3acii

4.4 OXJII);
NPUMEHEHUE Mep TMPENOCTOPOKHOCTH, BKIIOYAST KOPPEKIHUIO 03Bl
(co ccouikori Ha pazmen 4.2 wam 4.4 OXJIIl ucxoms u3 OOCTOSATEIIBCTB) C
MIEPEYNCIICHEM KOHKPETHBIX OOCTOSATEIBCTB, TPEOYIOIINX TAKOH KOPPEKITUH,
Jr00ble  KIMHUYECKUE TIPOSBIICHUS W BIMSHUE Ha IJIA3MEHHYIO

KOHIICHTPAITUIO U TUIOIIA b 110]T (hapMaKOKHHETUYECKOM KPUBOM «KOHILICHTpaIHsi—
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Bpems» (AUC) HCXOOHBIX COCIMHEHWH M aKTHBHBIX METa0OJUTOB U (HJIN)
1ab0paToOpHbIE MapaMeETPhI;

MEXaHHU3M B3aMMOJICMCTBHUS, €ClIM M3BECTeH. Hampumep, B3auMoiecTBre
BCJICICTBUEC WHTHOWPOBaHUS WM WHAyKIuA 1mToxpoma P450 crmemyer
MPEACTaBUTh B JIAHHOM paszaelie co CChUikoM Ha pasaen 5.2 OXJIII,
B KOTOPOM cCleayeT 0000ImuTh IN VItro pe3yiasraTbl MHTHOMPYIOLIETO WIIH

WHTYIIUPYIOIIETO MOTEHIHAa.

HeoOxomumo omucarh B3aMMOICHCTBHS, HE HW3ydeHHBIE INVIVO, HO
NPOTHO3MPYEMbIE HAa OCHOBAaHHM HCCIEIOBaHWH IN VIO Wix Ha OCHOBaHWUU
JIpPYTUX CHUTyalldid W WCCIEOBAaHUM, €CIM OHU MPHUBOAIT K HU3MEHEHUIO
MIPUMEHEHU JICKAPCTBEHHOTO MPEIapara, co CChUIKOM Ha pasaen 4.2 wim 4.4
OXJIIL.

B nganHOM pa3mene  HEOOXOAMMO — yKa3arb  MPOJOJDKUTEIbHOCTH
B3aMMOJCUCTBUSI TIOCJIE OTMEHBI JIEKAPCTBEHHOTO Mpernapara ¢ KIMHHUYECKU
3HaYUMbIM B3aUMOJICHCTBUEM (HAllpUMEp, HWHTHOUTOpa WIM HHIYKTOpa
dbepmentoB). Kak cienctBue, MOXET MOTPeOOBATbCS KOPPEKIUs pexuMa
no3upoBaHusi. ClenyeT Takke yKa3arb Ha HEOOXOAUMOCTh OTMBIBOYHOIO MIEpHUOA

IIpH IMOCJICAOBATCIIBHOM IIPUMCHCHUHU JICKAPCTBCHHOIO 1IpClIapara.

HeoOxonumo Takke TMpENCTaBUTh CBEASHUS O TMPOYMX 3HAYUMBIX
B3aMMOJICHCTBUSAX,  HAlpUMEP, C  PACTUTEIBHBIMH  JICKAPCTBEHHBIMHU
npenaparamu, MUIIEeH, aaKorojeM, KypeHHEM U (papMaKoJOTHYECKH aKTHBHBIMU
BEIIIECTBAMH, HE MCIOJIb3YeMbIMU B MEIMIIMHCKUX HeisiX. HeoOxonumo onucarhb
dbapmakoquHamMmuueckue 3((PEKThI, KOTOPhIE MOTYT MPUBECTU K KIMHUYECKHU
3HAYUMOMY MOTEHIIMPOBAHUIO WIIK HEOIArONPUATHOMY aJIUTUBHOMY 3P EKTY.

PesynbTarel, momydeHHsle iN VIVO, CBUACTEILCTBYIONUE 00 OTCYTCTBUU
B3aUMO/JICUCTBUSA, CIEAyeT MPUBOJUTH TOJBKO NPU HUX 3HAYUMOCTH IS

MEIMIIMHCKOTr0  paOOTHHKA, Ha3HAYaKIIEro JIGKApCTBEHHBIM  mpemnapar
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(HampuMep, B KJIMHUYECKOW 00J1acTH, B KOTOpPOM paHee OOHapy>KUBAIUCH
MOTCHIMAJIBHO  OIMACHBIE  B3aUMOJICUCTBUS, HANpumep, B ClIydae C
aHTUPETPOBUPYCHBIMU TpemapaTamu).

Ecim  wuccnegoBanusi B3aMMOJICHMCTBHUSL HE MPOBOJAWIMCH, Ha 3TO

HEO0OXOAMMO YETKO yKa3aTh.

4.5.1. JlonoysHUTENBbHBIE CBEICHUS 00 OCOOBIX IPYyIIaXx.

Ecnu  BbIsIBIIEHBI  TpYNNbl  MAIlMEHTOB, HA  KOTOPBIX  BIIMSHUE
B3aMMOJICUCTBUSL 0Oo0Jiee BBIPAXEHO, WM OXUJAeTCs OOoJblIas CTENeHb
B3aMMOJICUCTBUS, HAIPUMEP, MALMEHTHI CO CHUKEHHOMN (QyHKIMEHN modek (eciu
OTHUM U3 TMyTE€d OKCKPEUMH SIBIAETCS TMOYEUHbINA), JETH, MOXUIbIC
U T. 1., 3TU CBEJCHUS CJIEIyET NMPEJICTABUTH B JTAHHOM TOJpa3iere.

HeobxomuMo omnucaTh B3aUMOAECUCTBUS C JIPYTUMH JIEKAPCTBEHHBIMU
npenaparamMu,  OOYCIOBJEHHBIE  MOJIUMOP(PHU3MOM  METaOOIUZUPYIOIIUX
(dbepMEeHTOB WM ONPEETICHHBIX TEHOTUIIOB, €CITU TAKOBBIE UMEIOTCSI.

4.5.1.1. letn.

[Ipu HanuunM noka3zaHus K MPUMEHECHUIO ISl ONPENECIEHHON BO3PACTHOM
TpyHnbl  JeTed B JAaHHOM paslielie CIeAyeT MpeCTaBUTh CBEICHUS,
crenuUYIHbIE I HEe.

Pesynprupytomass  9KCHoO3uLUs M KIMHUYECKUE  TOCJIEICTBUS
(bapMaKOKMHETHYECKOTO B3aMMOICUCTBUS Y B3POCIIBIX U JETEH, a TAKkKe Yy IeTel
Pa3IMYHBIX BO3PACTHBIX TPYII MOTYT pa3indarbcs. BeneacTBue yero:

HE0OXOAMMO ONHMCaTh BCE YCTAHOBJIEHHBIE PEKOMEHJAIMU 10 JICUCHHUIO,
CBSI3aHHBIC C OJTHOBPEMEHHBIM MPUMEHEHHUEM B MOJrpynnax Jaereu (Hampumep,
KOPPEKIUsL J103bl, JOMOJHUTENbHBII MOHUTOPUHT MapKepa KIMHUYECKHUX
a(dexToB M (WIM) HEXeIaTeNbHBIX peakihii, MOHUTOPHUHI KOHIICHTpAIUU
npemnapara);

€CIIU  MCCJICIOBAHUS  B3aMMOJICHCTBUS IMpOBCACHLI Yy  B3POCJbIX,
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HEO00XO0JIMMO BKJIIOUUTH yYKa3zaHue «lccienoBanus B3aUMOI€UCTBUSI POBEICHBI
TOJIBKO Y B3POCIIBIX»;

HEOOXO0/IMMO yKa3aTh, YTO CTENEHb B3aUMOJICHCTBUS y JIETEH aHAJIOTUYHA
TaKOBOM Y B3POCJIBIX, €CJIA 3TO UMEET MECTO;

€CJIM TIOJI0OHBIE JJAaHHBIE OTCYTCTBYIOT, Ha 3TO TaKXKe CIIEIyeT YKa3arh.

Te sxe mpaBuiia MPUMEHSIOTCS K (hapMaKOJMHAMUYECKUM JICKAPCTBEHHBIM
B3aUMOJCHUCTBUSIM.

Ecnu B3aumojeiicTBue ¢ mUIIEH BJ€YET 3a COOOM PEKOMEHAAIUU MO
OJHOBPEMEHHOMY IPHUMEHCHUIO C MUILECH WA ONPEACICHHBIMUA MPOAYKTAMU
NUTAaHUSI, HEOOXOJUMO YyKazaTh, NPUMEHHMO JIM 3TO K JeTsM (0COOEHHO
HOBOPOKJICHHBIM W MJAQJEHI[aM), palMOH  KOTOPBIX  OTJWYAETCS

(100 mporieHTHAs MOJIOYHAS TUETA Y HOBOPOXKICHHBIX ).

Paznen 4.5 cienyet npeAcTaBuTh B HaOOJIee MPOCTOM BUE C YKA3aHUEM
B3aUMOJECUCTBUN, BJIEKYIIUX MPAKTUYECKUE PEKOMEHIALMU 110 NPUMEHEHUIO
JeKapcTBEHHOro npenapara. [Ipu Hanuuum GONBIIOT0 KOJWYECTBA Pa3TUUYHBIX
B3aUMOJCUCTBUM, KakK, HampuMep, B ClIy4ae C MPOTUBOBHPYCHBIMU

nmpenaparamu, TOMyCKaeTCs NCII0Ib30BaTh TAOTUIHBIA (pOopMaT IPEACTABICHHUS.
4.6. ®epTUIBHOCTh, 0EPEMEHHOCTD U JIAKTaIHS

4.6.1. OGmre NPUHIIUIIBI.

3asBUTENH PETUCTPAIMHA U JIEPIKaTellb PETUCTPAITMOHHOTO YIOCTOBEPEHUS
JTOJKHBI TI0 BO3MOXXHOCTH IIPEJICTaBUTh OCHOBAHHS 11 PEKOMCHIAIUHA II0
NPUMEHEHUIO TIpernapara y OepeMEeHHBIX, JKCHIIUH B TIEPUOI TPYIHOTO
BCKapMJIUBAHUS M JKEHIIWH C JCTOPOIHBIM ITOTCHIIMAJIOM. OTH CBEICHUS

HEOOXOUMBI METUIIMHCKUM paOOTHUKAM JIJIS IOBEACHHS UX J0 TAIlMEeHTOB.

HpOBOI[}I COBOKYITHYIO OIICHKY, HCO6XOI[I/IMO HCII0JIB30BaTh BCC NOCTYIIHBIC

JaHHBIC, BKJIrFO4ast PE3yJabTarbl KIIMHUYCCKHUX HCCJIeIOBaHUI 151
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MOCTPETUCTPALIMOHHOTO  HaOMIoneHus,  (PapMakoJOTUYECKYI0  aKTHUBHOCTb,
pe3yAbTaThl JOKIMHUYECKUX HCCIEIOBAHUN W 3HAHUS O COCAUHEHUSIX TOTO XKe

KJacca.

[lo Mepe HakoruieHHsI OMbITa O OEPEMEHHBIX >KEHIIUHAX, MOABEPTIINXCS
BO3/ICHCTBUIO JIEKAPCTBEHHOTO MTpenapara, KOTOPbIi MePEKPHIBACT JOKIMHUYECKUE
JAHHBIE Y KUBOTHBIX, CJIEIYET MO BO3MOXKHOCTH OOHOBHUTH PEKOMEHIAIMU TIO
NPUMEHEHUIO JIEKapCTBEHHOIO TMpernapara mnpu OepeMEHHOCTH U B TIEPUOI
TPYAHOTO BCKAPMJITMBAHUSI.

Ecnu  yka3zaHHble COCTOSIHUSI SIBJIIIOTCS IPOTHBONOKA3aHMEM, HX

HEO00XO0MMO BKIIOUNTH B pazaen 4.3 OXJIIL.
Heo0xoaumo npeACcTaBUTh CIEAYIOIINE CBEICHUS.

4.6.2. YKeHIIMHBI ¢ ACTOPOIHBIM IMOTCHIINATIOM (KOHTPALICTIIUS Y MYKUNH
Y JKCHIIUH).

[IpuBOASITCS pEKOMEHAAIMY 110 TPUMEHEHUIO JIEKAPCTBEHHOTO Ipernapara
y JKEHIIHH C J€TOPOJIHBIM MTOTEHIINATIOM, BKJIIOUast HEOOXOAUMOCTb TPOBEICHUS
TecTa Ha OEpEeMEHHOCTh W KOHTpaleniuu. Eciau manueHTkaMm WiM MOJIOBBIM
napTHepuaM NalueHTOB B XOJI€ TEPANMU WM B ONPEIEICHHBIN MPOMEKYTOK
BPEMEHHU JI0 Hauaja WM MOoCJe 3aBeplUICHUs JieueHus Tpedyercs 3¢ dhekTuBHas
KOHTpAIIENI1sl, OCHOBAHUS IPUHATHUS 3TOW MEPHI CIEAYET BKIIOYUTDH B JIAHHBIN
pazzaen. Eciam pexkoMeH1yeTcsl KOHTpalenius, HO UMEETCsl B3auMOJIEHCTBUE C
NEepopaIbHBIMU WK JAPYTMMHU KOHTpALIEITHBAMHU, HEOOXOAMMO TaKXKe AaTh
CCBUIKY Ha pazjen 4.5 (u npu HeoOxoauMocTH Ha paszaen 4.4) OXJIIL.

4.6.3. bepeMeHHOCTb.

CHauasa, Kak MNpaBUJIO, MPUBOAITCA KIMHUYECKHE WM JTOKIMHUYECKHUE

JaHHBIC, 3aTCM — PCKOMCHIAllH.
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B oOTHOWmIEHMM JOKIMHAYECKHX JAHHBIX B JAHHBIM pa3lesl CIEAYeT
BKJIFOUMTH JIIIb BBIBOJIBI HCCIEAOBAHUIN PEIPOTYKTUBHON TOKCUYHOCTH. boee

noApoOHbIE CBECHUS CIEyEeT MpeACTaBUTh B pazaene 5.3 OXJIIL.
B oTHOIIIEHUHN KIIMHUYECKUX JTAHHBIX:

B pa3fen CIEAyeT BKIIOYUTHh HCUYEPIBIBAIOIINE CBEACHUS O 3HAUYMMBIX
HEXEJATEeNbHbIX SIBIICHUSX, BOZHUKIIUX Yy SMOpPUOHA, T1J10/1a, HOBOPOXKJECHHBIX,
OepeMeHHBIX YKEHIIUH (ecim MIPUMEHUMO).
[To BO3MOXHOCTU clienyeT O003HAaYMTh YaCTOTY BO3HUKHOBEHHS I10JI0OHBIX
ABJICHUN (HampuMeEp, YacTOTy BO3HUKHOBEHHUSI BPOXKICHHBIX aHOMAJIWN)
coryiiacHo kputepusim BO3;

€CIM HeXeJaTelbHbIe SIBJICHUS MNpU OEpEeMEHHOCTH HE BO3HUKAJH,
B pazjiesie He0OXO0UMO ONHMCATh OOBEM OIBITa MEIUITUHCKOTO MTPUMEHEHUS.

B oTHOmIEHNN pEKOMEH TAIUA:

IMPUBOAATCA PCKOMCHAAINHA 110 IPUMCHCHUIO JICKAPCTBCHHOTO IIpCIIapara

B pa3NUYHbIC MEPUObI FTECTAIlMH, BKIIIOYAs TPUUYUHY(bI) TAKUX PEKOMEHAAINH;

IpU MPUMEHEHHUH JIEKApCTBEHHOTO MpenapaTa Bo BpeMsi 06peMEHHOCTH B
COOTBETCTBYIOIIMX  CIy4yasgX MOPUBOIATCA PEKOMEHIAUUM II0 BEICHUIO
OCpEeMEHHOCTH, BKJIOYas HEOOXOJUMBIM CHEHUAIbHBIA MOHHUTOPHUHT, K
pUMeEpYy, YIBTPA3BYKOBOE HCCIIEIOBAaHUE Ioza, OIIPEIECIICHHOE

OMOJIOTHYECKOE WJIM KIUHUYECKOE O6CJ'I€I[OB21HI/I€ IUI0Ja NI HOBOPOXKACHHOI'O.

B 3aBucumocTtu ot O6CTO$IT€J'IBCTB, AOITYCKACTCA BKIIKOYHUTL CCBUIKHM B

paznenst 4.3, 4.4 u 4.8 OXJIIL.

[Tpumepst HopMyIUPOBOK, MPUBOAUMBIX B JAHHOM pasjelie, CoIepKaTcs
B npustoxkeHuu Ne 16 x Hactosiium TpeboBaHUsIM.

4.6.4. JlakTanus.

[Ipy Hamuuuu TPUBOAATCS  KIMHUYECKHWE JaHHbIE (MJIAICHIIB,

HaXOIUBHIUCCA Ha TI'PYAHOM BCKApMIIMBAHWH, ITOABCPIIINCCA BO3JICHCTBUIO
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JIEKapCTBEHHOTO MperapaTa) B BUJIE 3aKII0OUECHNN KHHETHIECKUX UCCIIEAOBaHUN
(TutasmMeHHass KOHIIGHTpAaIMs Yy JIeTed, HaXOJWBIIUXCS Ha TPYJAHOM
BCKapMJIMBaHUW, NPOHUKHOBEHUE JEUCTBYIOIIETO BenecTBa W (WJK) €ro
METa0O0JIMTOB B TPYIHOE MOJIOKO). [Ipy HATMYMU TPEICTABISIOTCS CBEICHUS O
HEXKEJIATEIbHBIX PEAKIUAX Y JETeH, HaXOSIINXCS Ha TPYTHOM BCKapMIIMBaHUH,
BO3MOXXHO yKa3aHHE IEePEKPECTHOW CChUIKM Ha pasnen «HexemarenbHbie

PEaKIINm.

3aKioueHUue  JIOKJIMHUYECKUX  HCCJIEJOBAaHUW O  MPOHHUKHOBEHUU
JEUCTBYIOLIETO BEIIeCTBA U (MJIM) €ro META0OJUTOB B MOJIOKO MPEICTABISETCS
TOJBKO MPU OTCYTCTBUU JAHHBIX Y YEIOBEKA.

[IpuBogsTCS TPUYMHBI W PEKOMEHIAMM 110 TPEKPAIICHUIO WU
IPOJIOJDKEHUIO TPYJIHOTO BCKapMmiluBaHUsi H  (WJIM) TPEKPaAlICHUIO WM
IIPOJIOJKEHUIO TEPANUU C YUYE€TOM MPEANOYTUTENHHOCTH MTPEKPALIEHUS TEPATUU
WM TPYIHOTO BCKapMJIMBAHUSI.

[Tpumeps! HopMyIUPOBOK, MPUBOJAUMBIX B JAHHOM pasjielie, CoJlepkKaTcs
B npustoxxeHnu Ne 16 x Hactosiium TpebGoBaHUsIM.

4.6.5. ®epTUIBLHOCTD.

B pazgen 4.6 OXJIII HeoOX0AMMO BKJIIOUYMTH OCHOBHBIC CBEJICHHUS O
BO3MOJKHBIX HEXelaTeldbHBIX d(PdeKTax JeKapCTBEHHOTO Ipernapara s
MYKCKOU U )KEHCKOU (PEepTUIHLHOCTH:

KIIMHUYCCKUE TaHHBIE (MPU HAIWYUH);

COOTBCTCTBYHOIIUEC 3aKIHOYCHUSA HOKIIMHHYCCKUX TOKCHUKOJIOIMYCCKUX

uccienoBanui (mpu Hamuuu). bosnee moapoOHbIe CBEICHUS CIIETyET BKIFOYHTh
B pazaen 5.3 OXJIII,

pEeKOMEHJAIUM TI0 TPUMEHEHMIO JIEKApCTBEHHOTO TMpernapara Mpu
IJJAHUPOBAHUM OEPEeMEHHOCTH U TOTCHIMAJbHOM BIIMSHUM TEpalud Ha

(bepTUILHOCTb.
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Ecmu mpumenumo, B paszpen 4.3 OXJIII MOXHO BKIIOUUTH CCBUIKM HA
npyrue pazaenst OXJIIL.

Ecnu naHHble MO (EPTUIBHOCTH OTCYTCTBYIOT, Ha 3TO CIEAYET YETKO

yKa3aTh.

4.7. Bnusinue Ha cHOCOOHOCTH YNPABISATH TPAHCTIOPTHBIMU CPEJICTBAMHU
U paboTaTh C MEXaHU3MaMH
Ha ocHoBanuu ¢apMakoguHaMHYECKOT0 M (HapMaKOKHHETHUYECKOTO
npodusis, BBISIBICHHBIX HEXENATENbHBIX peakiuii u (WiIu) MNPOBEACHHBIX
CHEIUAIIBHBIX UCCIEIOBAHUI B COOTBETCTBYIOIIECH MOMYJISIIMU, HATPABICHHBIX
Ha YCTAHOBJICHHE BIUAHMUS JIEKQPCTBEHHOTO IIpernapara Ha CIOCOOHOCTH
YIPaBJIATh TPAHCIIOPTHBIMH CpPEJICTBaMU, O€30MaCHOCTh JTOPOKHOTO JIBUKEHUS

1 paboTy ¢ MEXaHU3MaMH, CIEAYeT yKa3aTh, YTO JICKAPCTBEHHBIN Mperapar:
HE OKa3bIBACT WJIM OKa3bIBACT HECYIIECTBEHHOE BIIUSIHUC,
OKa3bIBACT CJ1a00€ BIIMSIHHUE;
OKa3bIBaCT YMEPEHHOE BIUSHUE;
OKa3bIBACT BRIPAKCHHOEC BIIUSHHE.

HeobOxonumo  paccMOTpeTh  Jpyrue€  Ba)KHbIE ACMEKThl  BIUSHUSA
JIEKApCTBEHHOr0 TIpenapaTta Ha CHOCOOHOCTh YINPABIATh TPAHCIOPTHBIMU
CpeACTBaMH W pabOTy C MEXaHU3MaMH, €CIIM UMEIOTCS CBEJEHUSI O TAKOBBIX,
HampuMep, MPOJOJDKUTETLHOCTh HAPYIIAIOUIETO BIMSHUS U Pa3BUTHE
TOJIPAHTHOCTU WJIM HEXeNaTeJIbHBIX peaKkui MpH JJIUTEIbHOM NMPUMEHEHUU
JIEKapCTBEHHOIO Mpernapara.

B ciyyasix ecnu JieKapCTBEHHBIN MpenapaTr OKas3blBA€T YMEPEHHOE WU
BBIPAXKEHHOE BJIUSHUE CIEIYET MPEICTaBUTh OCOObIe yYKa3aHUs U (W) MEPHI
MPEJOCTOPOKHOCTU MpU NpuMeHeHuu (a takxke B pasuaene 4.4 OXIJII, ecnu

JICKapCTBEHHBIN IIperapaT OKa3bIBaeT BEIPAXKCHHOE BIIMSHUE).
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4.8. HexenatenbHBIC PEAKIINH

B nmanHBIl  pa3nmen  BKIIOYAIOTCS BCE  HEXENATENbHBbIE PEaKIUH,
BBISIBJICHHBIE B XOJI€ KJIMHUYECKUX HCCIEJOBAHUM, MOCTPETUCTPAIIMOHHBIX
uccleIoBaHUN 0€30MacHOCTH M IO pe3yJibTaTaM CIOHTAaHHBIX COOOIIECHUH,
B OTHOILLIEHUH KOTOPBIX IPUYUHHAS CBSI3b MEXKAY JIEKAPCTBEHHBIM IIPENAPATOM H
HEXKEJIATENbHBIM SIBJIEHUEM IIOCJE MNPOBEACHUS TINATEIbHOW OLEHKA WMEET
O00OOCHOBaHHYIO BEpPOSTHOCTb, W  TMOJTBEPXKIACTCS, K MPUMEpPY, HX
CPaBHUTEJILHON YaCTOTOM BO3HUKHOBEHUS B KIMHUYECKUX UCCIIEIOBAHUSAX WUIIU
pe3yiabTaTaMu SMUAEMUOIOTMYECKUX UCCIIEIOBAHUN U (MJIH) OLIEHKOW TPUYHHBI
Pa3BUTHUS HA OCHOBAHUM COOOIIECHUH IO OT/AENbHBIM ciiydasim. HexenarenbHbie
SBJICHUS, HE UMEIOIIUE MO0 MEHBIIEN MEpE MOJ03PEBAEMYI0 IPUUMHHYIO CBS3b,
ykasbiBath B OXJIII He cnenyer.

ConepxaHue MaHHOTO pazjena cieayer OOOCHOBATh B KIMHUYECKOM
0030p€ PpErucTpPallMOHHOTO JOCh€, OCHOBBIBASICh Ha OLIEHKE HauboJiee
yOeAUTEIbHBIX TaHHBIX B OTHOIIIEHUU BBISIBICHHBIX HEXEIATEIbHBIX SIBJICHUN U
(GakToB, 3HAYMMBIX JUISI OLEHKH MPUYMHHO-CIICICTBEHHON CBSI3H, TSAXKECTH U
yacTOThl. JlaHHBIA pa3gen cleayeT pPEryasipHO NepecMaTpuBaTh W MPH
HEOOXOJIMMOCTH OOHOBIISITH C 1EJbI0  HAJIEXKANIero WH(MOPMUPOBAHUS
MEIUIIMHCKUX PAa0OOTHUKOB B OTHOIICHHUM MPOduis O€30MacHOCTH IMpernapara.
Kpome TOro, BeCh pasziesl MOXKET OBITh MEPECMOTPEH MNPU MOATBEPKICHUU
perucTpanuu (mepeperucTpannn), Koraa npoduis 60e30macHOCTH OOJIBITMHCTBA
pernaparoB, CKOpee BCero, OyJIeT XOpollo H3y4YeH, W Jajee IpH Mojaye

KaXK0T0 IMePUOUIECKOro oTyeTa 1mo oe3omacuoct (IIOOB).

Nudopmanuio criemyer u3iaraTb KpaTko, HCHOJB3Ys CHEIUATbHYIO
TEPMUHOJIOTHIO, OHA HE JOJKHA COJIEpPKATh TaKHE CBEICHMS, KaK yKa3aHUE Ha
OTCYTCTBHUE  OIpPEJECICHHBIX  HEXEJNATeNbHBIX  pEeakluid, JlaHHblIE O

CpaBHHTeHBHOﬁ qaCTOoTC, 3a UCKIIFIOUCHHUECM YKA3dHHBIX HUKC, d TAKIKC YKa3aHUA
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Ha OOy XOpOIIYId NEPEHOCMMOCTh JIEKAPCTBEHHOTO IIperapara, Kak
«XOPOIIO MEPEHOCUTCS», «HEXKENIATeIbHbIC PEaKIIMU, KaK MPaBUIIO, PEAKU» U T.
1. YKazaHus Ha OTCYTCTBHE MOATBEPXKJICHUSI MPUUUHHON CBSI3M BKIIOYATH HE
JOTTyCKaeTCHl.

B nensx mpeacraBiaeHus 4€TKOW M MOHATHOM HMHbopMamnuu paszaen 4.8

OXJIIT nomKeH UMETH CIIEAYIOUIYIO CTPYKTYpPY:
pe3toMe npoduis 6€30MacHOCTH,
pe3itome B opMe TaOIHUIIbl HeXKeNaTeIbHBIX PEaKIINH;
OTMMCAHUE OTJICNIbHBIX HEXKENATeIbHbIX PEAKIUN;
NETH;
npoure 0coOble MOMYJISIIUH.

4.8.1. Pe3rome nipoduis 6€301macHOCTH.
Pestome mpoduiisi 0G€30MacHOCTH  JOKHO COJEep)KaTh CBEACHUS O

HanOoJiee CEPhe3HBIX U (UJIM) YaCTO BO3ZHUKAIOIIUX HEKEJIATEIbHBIX PEaKIIUsIX.

IIpy HamMuMM yKa3aHHBIX CBEACHUN MPUBOIATCS CPOKH BO3HUKHOBEHHUS
HEXENaTeNbHbIX peaknui. Hanpumep, B HensaxX NpeaoTBpaIlleHUsT PaHHETO
MpeKpalieHus: Tepalmuu MOXKET IOTpeOOBaThCS ONMMCAHME HECEePbE3HBIX
HEXKEJIATEIbHBIX PEaKIMi, KOTOPhIE YaCTO BO3HUKAIOT B Haydalie Tepaluu, HO
MOTYT pa3pelIuThbcsd 10 Mepe NPOJOJDKEHUS] JICUCHUS, WM OIHMCAHUE
HEXEJIATeILHOM pEakIUM, XapaKTEpHOW ISl JUIUTEIBHOTO MPUMECHEHUA.
YacTtoTy NpUBOJIMMBIX HEKEIATEIbHBIX PEAKIIUU CIEAYET yKa3aTh KaK MOKHO
oosiee TouyHO. Pesrome mnpoduiss 0e30mMacHOCTH JOJDKHO COOTHOCHUTBHCS C
BOXHBIMM BBISBJICHHBIMU pPHCKaMH, ONUCAHHBIMM B CHEHU(PUKAIUKA IO
0€30MMacHOCTH TuTaHa ymopaBiaeHus puckamu. CBefeHUs] HE  JOJDKHBI
MPOTUBOPEUYUTh pe3toMe B (opMe TaOJMIIBI HEXeIaTeIbHbIX PEaKIIUH.
Ecin B paszpene 4.4 OXJIII npuBeneHbl 3HAYUMbIE MEPHI MO MUHUMHU3AIINU

PHUCKOB, CJIEAYET MPUBECTH CCHUIKY HA TAHHBIN pa3ied.
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Huxe npejicraBieH mpuMep BO3MOXKHOTO YKa3aHUS:

«B Havasie je4eHUs MOXKET BO3HMKATh SIUTacTpajbHas 00Jb, TOUIHOTA,
nuapes, TOJIOBHasi OOJib WJIM TOJOBOKPYKEHHUE;, 3TH PEAKIHUH, KaK MPaBUIIO,
MPOXOJAT B TEUCHUE HECKOJBKUX JHEW, JAake MpU MpojaoKeHuu Tepanuu. K
HauOoJee 4YacTO BO3HUKABIIMM HEXEJATEIbHBIM PEAKIUsIM NpPU JCYECHUU
OTHOCSITCS TOJIOBOKPY>KEHHE U TOJIOBHAsI 00JIb, KaXKJ1asi U3 KOTOPHIX BO3HUKAJIA
NpUOIM3UTENbHO y 6 % mamueHToB. Peako MoXeT BO3HUKATh OCTpas
MEYEHOYHAsA HEJIOCTAaTOYHOCTh U arpaHyyionuTo3 (pexe yem 1 ciyuyaii Ha 1000
MalUEeHTOB).»

4.8.2. Pe3tome B (hopMe TaOIHIIBI HEXKEITATSIBHBIX PEaKITHH.

HexenarenpHble peakunu ¢ COOTBETCTBYIOIIECH UM KAaTErOPUEH 4aCTOTHI
CIeyeT 3aHeCTH B OJHY TaOmuIyy (WiIM CTPYKTYPHPOBAHHBIM CIHUCOK). B
HEKOTOPBIX CIIy4yasX B OTHOIIEHUW YaCThIX W OYEHb YACTHIX PEAKIUN U TpHU
HEOOXOIMMOCTH 0OoJiee SICHOW mojaaun WHQOpMaruu B TaOIHUIE JIOMYCTUMO

IPUBCCTU KOHKPCTHLIC 3HAYCHUS YaCTOTHI.

[Ipu BbIpaXXEHHOM pa3Iuuuud NpoduiIei HEXKeNaTeNbHbIX pPeaKIun
B 3aBHCUMOCTHU OT NMPUMEHEHHUs Mpernapara, Hanpumep, B cliydae MPUMEHEHUS
mpenapara MO pa3HbIM TOKa3aHWsM (HampuMep, B OHKOJIOTMM U MO
HEOHKOJIOTUYECKOMY MOKAa3aHUI0) WUITK MPU PA3IUYHBIX PEKUMAX JTO3UPOBAHUS

B HCKIIFOUHUTCIIBHBIX CIIYyHadAX AOITYCTHUMBI OTACIIbHBIC Ta6J'II/ILU>I.

[Tepen Tabnuieit HEOOXOIUMO TIPEACTABUTH CBEICHUS 00 UICTOYHUKE 0a3bl
JTAHHBIX (HapuMmep, U3 KIMHUYECKUX HCCIEAOBAHUM, MOCTPETHCTPAIIMOHHBIX

UCCIIEIOBAHUI O€30MMaCHOCTH WM MO pe3yJibTaTaM CIIOHTAHHBIX COOOIIECHHUI).

Tabnuiy cieayeT COCTaBsATh B COOTBETCTBUU C CHUCTEMHO-OPTaHHOMN
KiIaccuuKkanueit, MNpeacTaBlIeHHOW B mpwiokeHUHn Ne 4 K HACTOSAIIMM
TpeboBanusim. [locinenoBaTEeIbHOCTh MPEACTABICHUS CUCTEMHO-OPTaHHBIX

KJIACCOB JIOJ)KHA COOTBETCTBOBATH MOPAJIKY, TPUBEICHHOMY B TpuiioxkeHnu Ne 4
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K HactoamuMm TpeboBanusiM. OH, Kak MPaBWIO, COOTBETCTBYET YPOBHIO
IPEANOYTUTEIBLHOTO TEPMHUHA, OAHAKO B HEKOTOPBIX CIydasx IEIeCO00pa3HO
yKa3aTh TEPMUH HU3IIETO YPOBHS WM B UCKIIOUUTENIBHBIX CIIy4asiX TPYIIOBBIE
Takhe TEPMHUHBI, KaK TEPMUHBI BhICIIEro ypoBHs. [lo ob0memy mnpaBuity Bce
HEXeJaTelIbHble PEaKIMM CJEIyeT OTHECTM K HauOoyiee MOIXO0ASIIEMY
CUCTEMHO-OPraHHOMY  KJIacCy,  COOTBETCTBYIOIIEMY  OpraHy-MHUUIICHHU.
Hanpumep, npeAnouTUTENbHBIN TEPMUH «HAPYIIEHUE (PYHKIIMOHATIBHBIX P00
MIEYCHU» CJIEyeT OTHECTH K CHUCTEMHO-OPTraHHOMY KJIACCY «HApPyUIECHHS CO
CTOPOHBI TEYEHU W YKEITYEBBIBOIAIIMX MYTE», a HE K CHCTEMHO-OPTaHHOMY

KJIaCcCy «J'Ia60paT0pHBIC N MHCTPYMCHTAJIbHBIC TAHHBIC)).

HexenarenpHble peakiiui BHYTPU Ka)I0I0 CUCTEMHO-OPTaHHOIO Kjacca
CIIElyeT PAcCMHOJIOKHUTh B TMOPSAKE YOBIBAaHUS WX CEPHE3HOCTU C YKa3aHUEM
YaCcTOThl KX BO3HMKHOBEHUA (B paMKax OJIHOM Tpajallid YacTOThl).
HaunMeHoBaHMS, MCHONB3YEMBIE ISl KaXJOW KATETOPUU YaCTOThI, JTOJKHBI
COOTBETCTBOBATh CTAHAAPTHBIM TEPMHUHAM B COOTBETCTBHH CO CIEAYIOLINM

IpaBUIIOM: O4eHb yacTo (>1/10), vacto (>1/100, Ho <1/10), Heuacto (>1/1 000,

Ho <1/100), peaxo (>1/10 000, vo <1/1 000), ouens peako (<1/10 000).

B uckirouuTenpHBIX Clydasx, €CJIM Ha OCHOBAHUM MUMEIOIIUXCS TAaHHBIX
4acTOTY OTIPEACITUTh HEBO3MOKHO, JOTTyCKaeTCs VICII0JIb30BaTh
JOTIOJIHUTEIBHYIO KAaTETOPUI0 YaCTOThl — «4acToTa Heu3BecTHa». Ecuu
UCIIOJB3YETCSl BBIPAKEHUE «YACTOTa HEU3BECTHA», B MEPEUYEHb OOBSICHEHUS
KaTeropuid 4acTOThl  clieyeT J00aBUTh TEKCT «4YacToTa HEU3BECTHA
(Ha OCHOBaHMW HMMEIOIINXCS JTaHHBIX OIICHUTH HEBO3MOXHO)». He ciemyer

HCITI0JIB30BATDb BBIPAKCHHUA U3 OTACIIBHbBIX COO6LLICHI/II>’I (GI[I/IHI/ILIHBIX cnyqaeB).

Ecin B ommcaHuM OTICIBHOM HEXKEJIaTEIbHOU peaknuu IIPHUBOIATCA

JOIIOJIHUTCIIBHBIC  CBCACHHA, TAKYIO PCAKIHIO HCO6XOI[I/IMO BBIJCINUTD,
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HalpuMep, C TMOMOIIBI0 3BE3JI0YKM, a B CHOCKE YKa3aTh CCBUIKY Ha

COOTBETCTBYIOLINN pa3JIeil.

PeKOMeHI[aI_[I/II/I [I0 OLICHKE 4YaCTOThl BO3HUMKHOBCHUA HECKCEIATCIbHbBIX

peakiuii MpUBOAATCA B MOJAMyHKTE 4.8.6. HacTosAmux TpedboBaHMil.

4.8.3. Onmcanue OTACIbHBIX HEXEIATSIbHBIX PEAKIIHH.

B maHHBIN mozpasmen ciaeayeT BKIIOYHTH CBEIACHHS, XapaKTePU3YIOIIUe
0COOYI0 HEXKENATSIbHYI0 PEaKIMI0, KOTOPbIE MOTYT OBITH TOJE3HBI IS
IPEIOTBPAILCHUsS, OICHKH WJIM KYINMHPOBAaHUSA BO3HHUKIICH HEXEIaTeIbHOM

pPCaKInU B KJIMHUYECKOU IMPAKTHKCE.

VYKa3bIBalOTCSl CBEJCHUS, XapaKTEPU3YIOIIUE OT/EIIbHBIE CEPbE3HbIC U
(w1M) dYacTo BO3HHUKAIOIIME HEXKeJNATeJbHbIE pEaKIuu WIM Te W3 HHX,
B OTHOIIIEHUH KOTOPBIX MOCTYIAJIN COOOIIeHUs 00 UX 0co00M TeueHuu. Cienyer
IPEICTaBUTh CBEACHHS O dacTtoTe (IpH HEOOXOAUMOCTH C ONKMCAHHEM
00paTUMOCTH), BpEMEHH Hauajla, TSHKECTH, MPOIOJDKUTEILHOCTH, MEXaHU3ME
pa3BuTUa (€CIM OH KJIMHUYECKM 3HAYUMM), 3aBUCHUMOCTH OT JIO3BlI,
MPOJOJKUTEIILHOCTH BO3JICUCTBUSA JIEKAPCTBEHHOTO IIpernapara u (akTopax
pucka. Meppl, HalpaBJieHHbIC HA HEJOMYICHUE PAa3BUTUS WU MPUHUMAEMBIC
IpU Pa3BUTUU OMPEACICHHBIX HEXKENATENbHbIX PEAKIU, CIeAYET ONMUCHIBATH B
paznene 4.4 OXJIII ¢ yka3aHueM CChUIKM Ha JAHHBIN pa3le.

CenieHrst 0 BOSHUKHOBEHHMH PEaKIUi CHHAPOMAa «OTMEHBI» JOMYCKaeTCs
MPEJCTaBUTh B JAHHOM I0JIpa3jiesie BMECTe CO CChUIKOM Ha pazaen 4.2 OXJIII
(mpy HEOOXOAMMOCTH IOCTEIEHHOI'O CHIDKEHUS J03bl MW PEKOMEHIAIUU 10
OTMEHE JICKapCTBEHHOTO Ipernapara).

Crnemyer omucaTh BCE pa3iudus B Mpoduiie HEXKeNaTeNbHBIX PEaKIui
MEXKTy pa3IuYHbIMU JIEKAPCTBEHHBIMU (hOPMaMH.

CrnemyeTr Takke BKJIIOUUTH CBEJCHUS O KOMOMHMPOBAHHBIX Iperaparax,
XapaKTepHU3YIOINe HEXeNaTeIbHbIE peaKIMi, 00yCIOBICHHbBIE TOM WJIM WHOU

(dbapMalleBTUUECKON KOMOMHAIIUEN NEMCTBYIOMINX BENIECTB (MPU HATUYKHN).
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Bcee HEKeJIaTeIIbHBIC peaKiuu, HaIpsAMyo 00yCIIOBIICHHBIE
B3aUMO/ICHCTBUEM, CIIETyET MPEICTaBUTh B JAHHOM TOpa3/iesie CO CChUIKON Ha
paznen 4.5 OXJIIL.

HeobOxoaumo Takke MpeacTaBUTh CBEACHHS O HEXKEIaTEIbHBIX PEaKIIUIX
C OYCHb HU3KOW YaCTOTOM BOHUKHOBEHHUS WJIM C 3aIo3/1ajiod MaHudecrauen
CUMIITOMOB, CBEJICHHUSI O CBSI3U KOTOPBIX C MPEMapaTtoM MOTYT OTCYTCTBOBATb,
HO KOTOpbIe XapaKTepHBI I JIEKApCTBEHHBIX IIpermapaToB TOIr0 Ke
TEpaneBTUYECKOTO, XHMMHYECKOTO WM  (papMaKOJOTHYECKOro  Kjacca.
Heo6xoaumo ykasaTh, 4TO 3TO XapaKTepUCTHKA Kjlacca.

HeoOxonumo omnmucaTh BCE HEXKeENATENbHbIE PEAKIMU, OOYCIOBICHHbBIC
BCIIOMOTaTeJIbHBIMHU BEIIECTBAMH U MPOU3BOJICTBEHHBIMH ITPUMECSIMH.

4.8.4. Jletn.

HeoOxoaumo BO Bcex ciyyasx MpeaycMaTpuBaTh MOApA3AEa MO JACTAM

(ecyiu TOJIKO OH HE SIBJIIETCSI HE3HAYUMBIM ).

HeobxomumMo ommcaTth 00beM W BO3PACTHBIE XapaKTEPUCTUKU 0azbl
JAaHHBIX 10 Oe€30macHOCTH y JeTel (Hampumep, ITaHHBIE KIMHUYECKUX
UCCIEIOBAaHUI WM JaHHBIX (papmakoHaa3opa). HeoOxoaumo yka3aTh Ha
HEONPEIeIEHHOCTh UMEIOIIUXCA JAHHBIX BCJIEICTBUE UX OIPAHUUYEHHOCTH.

Ecnu BbisiBIeHHBIM mOpoduiab 0€30MacHOCTH Yy JIeTe U B3POCHBIX
COBIAJAET, JOMYCKAeTCs MPHUBECTH TeKCT: «YacTtoTa, BHUI U TSIKECTb
HEXKEJIATeIbHBIX PEaKIMi y JeTeld M B3POCIBIX [OJMHAKOBBI, OXKUIACTCS, YTO
OyIyT OJTMHAKOBBI|». AHAJIOTMYHO HAJIC)KHUT YKA3aTh, UMCIOTCS JIN PA3 MY B

npouiax 0€30MaCHOCTH B PA3JIMUHBIX BO3PACTHBIX IpyNHnax JAeTeH.

Bce knumHuMyecku 3HauMMble pasznuuus (T. €. MO XapakTepy, 4acToTe,
CEPhE3HOCTH U OOPATUMOCTHM HEXKeNaTeNbHBIX peakiuil) B mnpoduiie
0€30IMaCHOCTH Y B3POCIIBIX U JETEH, a TAKXKE MEXKIY Pa3TMIHBIMU BO3PACTHBIMU

rpymnmamMu JieTen HCO6XOI[I/IMO O CaThb U MPCACTABUTH IIO KaXXJ101 B03paCTHOI>’I
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rpynne. Ilpy HeoOXOAUMOCTH CHENUaTbHOTO MOHUTOPUHTA CIEAYET JaTh
ccouiky Ha pazgen 4.4 OXJIIL. [Ins KIMHUYECKU 3HAYUMBIX Pa3Iuduid MOYXKHO
MPEJICTaBUTh OTJENbHOE pe3toMe B (hopMe TaOJUIlbl HEXKeNaTeIbHBIX peaKIui
0 YacTOT€ MO COOTBETCTBYIOIIMM BO3PACTHBIM TPYyIIaM COOOpa3HO
oOctosiTenbcTBaM. Eciaum  HEKOTOpble HEXKeNaTelbHbIE pPEakiuu y JeTel
aBJsttoTCs 9acThiMu (>1/100, HO <1/10) nnu ouenpb yacteiMu (>1/10), B ckoOkax
HEOOXO0/IMMO yKa3aTh 4acToTy. [Ipu Hanmuuuu OonbIIuX paziuuuii B mpoduiie
0€30MMacHOCTH MO0 CPaBHEHUIO CO B3pPOCIBIMU C IEIbI0 YJI000YMTAEMOCTHU
uH(poOpMaIuy JT0MyCKaeTCs MPUBECTH pe3toMe Mpodus 6€30MacHOCTH Y JETEH.
Heo6xonumo Takke 0000IUTh MMEIOIINECS CBEACHUS M3 BCEX JOCTOBEPHBIX
HAay4YHBIX HUCTOYHHUKOB O JIOJTOCPOYHON O€30IMacHOCTH y jAeTed (Harpumep, B
OTHOIIIEHUU pPOCTa, YMCTBEHHOTO Ppa3BUTHUSI M IIOJOBOTO CO3PEBAHUS) CO
ccbutkor Ha pazaen 5.1 OXJII, ecniu npuMmenumo. Heo0xoauMo oroBopuTh BCe
dbakTopel pHCKa (HampuMep, MPOJAODKUTEIBHOCTh TEpaluu WIW TEePHO]

HACTYIUICHUS PUCKA).

CuMOTOMBI CUHApPOMA «OTMCHLI» Y HOBOPOXKICHHBIX (CCJ'II/I 3Ha‘II/IMO)

CJIeyeT MEPEUNCIUTh B OTJEILHOM ad3alle co CChUTKOM Ha pazjaen 4.6 OXJIII.

4.8.5. [Ipoumne ocoObie OIS,

JlaHHBIN pa3/en MOXKET COACPKATh CBEJACHUS O KaKUX-IMOO KIMHUYECKU
3HAYMMBIX PA3NHUMsIX (HalpuMep, MO XapakTepy, 4acTOTe, CEePhe3HOCTH U
HEOOpaTUMOCTH HEKENATeIbHBIX peakiuii, a Takke O He0OXOIUMOCTH
MOHUTOPWHTA), BBISBICHHBIX B JPYTUX OCOOBIX rpynmax (Hampumep, Kak
TIOKUJIbIC, TIAIIMEHTHI C TOYEYHON HEJIOCTaTOYHOCTHIO, TIAITUEHTHI C TEYCHOUHOM
HEJOCTATOYHOCTHIO, TMAIMEHTHl C JIPYrUMH  3a00JEBaHUSMU WIH  C
OTIpEeACIICHHBIM TEeHOTUIIOM). Ilpr HEO0OXOIUMOCTH JOIyCKaeTCs IPUBECTH

ccbuikd Ha apyrue pasaensl OXJI, nanpumep, 4.3, 4.4 v 4.5.
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[IprurHOW BOZHUKHOBEHUS HEXENATEIbHBIX PEAKIIUN MOXKET ObITh TaK¥Ke
TEHETUYECKH OOYCIOBJIEHHBIM MeTa0oau3M Impemnapata. Y CyObEKTOB U
NalMEHTOB € JIePUIIUTOM OMNPEACIICHHOTO (PepMeHTa YacToTa W TSIKECTh
HEXEJaTeNIbHBIX Peaklnii MokeT ObITh Apyroil. Ha 3To HE0OXo1MMO yKas3aTh H,

CCJIM 3HAYUMO, COOTHECTHU C JaHHBIMHU KIIMHHYCCKUX HCCIIeTOBaHMH.

4.8.6. JlonosHUTENbHBIE  PEKOMEHJAIMM MO  OIEHKE  YacTOThI
BO3HUKHOBEHHMS HEXEIATEIbHBIX PEaKIIHi.

OreHKka 4acCTOThl BOBHUKHOBEHUS HEXKEJATEIbHBIX PEaKIUi 3aBUCHUT OT
MCTOYHHKA JTAaHHBIX (Harpumep, KIMHUYECKOE HCcCJIeJOBaHME,
MOCTPETUCTPAIIMOHHOE  HCCIIEOBaHUE  O€30MacCHOCTH WJM  CIIOHTaHHOE
COOOIIIeHNE), KauecTBa cOOpa JaHHBIX W OIEHKHW MPUYUHHO-CIICICTBEHHON
cBs3u. Ecnu BBIOOP KaTeropuu 4acTOThl OCHOBBIBAECTCSI HA Pa3HBIX HCTOYHUKAX,
ClielyeT BbIOpaTh KAaTETOPHUI0, OTPAXKAIONIYI0 HaWOOJBIIYI0  YacTOTY
BO3HUKHOBEHHS, €CJIM TOJIBKO HE MCIOJIB30BaJICA 0ojiee cielinUIHbIN METO/I, B
CBSI3U C YEM MOJIyYEHHasl OlIeHKa 00J1aJjaeT IBHO 00Jiee BRICOKOW BAJIMIHOCTBIO,
Harpumep, 00bETMHEHHBIN aHATN3 MOIXOASAIIUX UCCICIOBAHUM.

HNcTtouyHnkoM JaHHBIX JIOJDKHA CIYXKUTh MOMYJSUSA, OJABEPriiascs
BO3/ICHCTBUIO JICKAPCTBEHHOTO TIpernapara B J03aX U C IMPOJOHKUTEILHOCTHIO

nedenusi, pekomengoBaHHbIX OXJIIT.

Peakiiiu, koTOpbIe B COOOIIEHUSX 0003HAYAIMCH Pa3IMYHBIMU TEPMUHAMHY,
HO TpEeACTaBIsifolIME COOOM OMHO W TO K€ SBICHUE (HAampuUMep, BSJIOCTb,
COHJIUBOCTh, JIDEMOTA), CIEAYeT, Kak NpaBWIO, OObBEIUHUTH B  OAHY
HEXKEJIATENIbHYIO0 PEakinio, YToObl n30exkarb r(deKra «pa3mMbIBaHU UCTUHHOTO
CMbICTIa  SBJICHUS.  AHAJIOTMYHO  PEaKUuH, MPEICTaBISIIoNMEe  COoOOM
CHUHJIPOMO-KOMIUJIEKC, ~ CJEQyeT, Kak  MpaBWIO,  TPyNIHUpOBaTh  TIOA
COOTBETCTBYIOIIUM 3arojlOBKOM, YTOOBI M30€kKaTh «pa3MbIBAaHUS» €ro CMbICIA

BCJICACTBUC MHOFOO6paBI/DI COCTaBJAOIIHUX €0 CUMIITOMOB.
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4.8.7. HexxenaTenbHBIE  PCaKIMM,  BBIABICHHBIE B KIMHHYECKHX
HCCIICTOBAHUSX.

B 1memsx TOBBINIEHWS TOYHOCTH TPH  yCTAHOBJICHWW  YacCTOTHI
BO3HHUKHOBEHHMSI HEXEJIATEIbHBIX PEAKIMi HE0OXOMUMO OOBEAMHUTH JAaHHBIC TI0
0€30MMaCHOCTH HECKOJBLKMX HCCIICOBAHUM 0€3 NMPUBHECEHUS CHUCTEMaTHMYeCKHX
OIIMOOK (HAmpuUMep, CYIIECTBEHHBIC pa3Id4YUsl MEXAY XapaKTepUCTUKaMU
TIOTTYJISIITAI WJTH SKCIIO3UITHH).

YacTtoTy BO3HUKHOBEHHSI HEXKENATCTBHBIX PEAKIUN CIEMyeT OMPENeysTh,
OObCIVHNB JaHHBIC TUIAIE00-KOHTPOIUPYEMBIX HCCIEHOBAHUM (TIpU HATAIUH
TaKuX JaHHBIX), IPH 3TOM 0a3bl IAHHBIX JIOJDKHBI OBITH IOCTATOYHO OOBbEMHBIMH,
qToO0Bl OBITh HWH(OpPMATUBHBIMU. [Ipy OTCYTCTBMUM STHUX JaHHBIX WM
HEIOCTaTOYHOM WX HMH(POPMATUBHOCTH JUIS  OICHKM YacTOTBl  MOXKHO
BOCTIOJIB30BaThCSl  0a3aMM  JaHHBIX  AKTUBHO-KOHTPOJIUPYEMBIX, WM  HE
CPaBHUTEJIBHBIX WJIH JOIOJHUTEIIbHBIX (add-0Nn) rccaenoBaHHMi.

Yacrora m1omKHA OTpaykaTh OOIIY0 YaCTOTY BOSHHUKHOBEHUS (2 HE Pa3HUILY
WJIA OTHOCHUTEIILHBIC PUCKH 1O OTHOIICHHIO K IIIArie00 Wik IPYroMy KOHTPOITIO).

Ecnmm dacras, o4yeHb dYacTas WIM CEpbe3Has HEXKeIaTelabHas pPeaKIys
(HarpuMep, CyMIUI) TaKKe BOSHUKAET B TPYMIIE MIaledo co 3HAYMMOU YaCTOTOM,
JOMyCKaeTCsl  yKazaTb 00€  YacTOThl  BO3HUKHOBEHHUS, 4YTOOBI  JIydIlle
OXapaKTepu30BaTh PUCK (Hampumep, B MOApaseie ¢ OMHCAaHHUEM OTAEJIbHBIX
HEKEJIATEIbHBIX PEaKIIUiA).

4.8.8. HexxenatenbHble  peaKIMM,  BBISIBJICHHbIE TIPU  IPOBEJCHUU
HCCJICIOBAHMM MO OE30ITaCHOCTH.

Brei6op kareropum 4acTOTHl BO3HHMKHOBEHUS, KOTOpasi OymeT MPHCBOCHA
K0 HEXKeNareJIbHOM peakiliy, OCHOBBIBAETCS HA TOUECYHOW OIIEHKE OOIIei
4acTOThl BO3HMKHOBEHUS, PACCUMTAHHOM TO pe3yjbTaraM HCCIICIOBaHMS,

CINIAHUPOBAHHOI'O TAKUM O6p2130M, YTOOBI OTACJIBHBIC HCKCIIATCIIBHBIC ABJICHM:,
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BO3HUKAIOIINE Y TMAIMEHTOB B 3aJaHHBIA TEPHOJ HaOJIOACHUSI, MOIVIM OBITh
BBISIBJICHBI M OTHECEHBl K MPUMEHEHUIO JIEKAPCTBEHHOTO Mpenapara. B stoii
CUTyalluu JIOMYCKAETCSI pPAacCUMTarb TOYEYHYIO OIIEHKY OOIIEH YacTOTHhI
BO3HUKHOBEHHS C UCTIOIB30BAHUEM CTAaHAAPTHBIX CTATUCTUYECKUX METOAO0B. Ecin
ucxonaHass mHGOpMaIMs BhIpaKEHA B BHUJIE TJIOTHOCTH YaCTOTHl BO3HUKHOBEHMUSI
(3HamMeHaTeNlb BBIpAKEH B EIUHUIAX «YEJIOBEK — BpeMs», HaIlpuMmep,
«HAIMEHTO-JIET»,  «IMAIACHTO-IHEW»), I BbIOOpa Kareropud  YacTOTHI
BO3HMKHOBEHMSI HEOOXOIMMO TIPOBECTH HAJIeXKalllee NpeoOpa3oBaHHE B
OTHOIIEHNE (MMPOMOPIIMIO) YaCTOTHl BOBHUKHOBEHUS. B HOpMe i onpeneneHust
KaTE€ropuu 4acTOThl BOBHUKHOBEHHUS CIIEAYET MCIIOIb30BaTh OTHOLICHUS YaCTOThI
BO3HUKHOBEHMsI ~ Haubojee  pEerpe3eHTaTUBHOTO  TEpHoAa  BO3JIEHUCTBHUS
JIEKapCTBEHHOIO Tipenapara (Hanpumep, 1 Hexens, 3 Mmecsua, 1 rox). OgHako 31O
HEBO3MOXKHO, €CJIM BPEJHOCTh MPHUMEHEHMsI JIEKAPCTBEHHOIO Mperapara
YBEJIMYMBAETCS CO BpeMEHEM. B 3TOoM ciydae HEXKeNaTeabHYI0 pPEakluio H
XapaKTep 4acTOThl €€ BOBHUKHOBEHHUSI, €CJIM OHU KIIMHUYECKU 3HAYUMBI, CIICTYET
JOJKHBIM 00pa30M OMHKCATh B pa3zielie ¢ OMMCAHUEM OTICIIbHBIX HEXEJIaTeIIbHBIX
pEaKIUHu.

Kareropust ~ 4yacTtoThl ~ BO3HUKHOBEHHUS,  NpUCBaMBacMasi  Kaxaou
HEXKeJIaTeIbHON peaKIMK JOJKHA OCHOBBIBAThCS HA pa3HUIlE ¢ KoHTposeM. Eciu
JAHHBIC TOJYYEHbI U3 MCCIIECAOBAHMSI C Y4YaCTHEM TPYIIbl, HE MOABEPTIICIiCS
BO3JICHCTBUIO JIEKAPCTBEHHOIO TIpernapara, a pa3Huila B 4aCTOTE BOBHUKHOBEHUSI,
OTHECEHHAs K MPUMEHEHHUIO JICKQPCTBEHHOTO Mpenapara, MEHbIIIE UCXOAHOW WU
(OHOBOM 4acTOThl BOBHUKHOBEHMS, IIPU ITOM HEXeJaTrelibHas PeaKiys SBIISCTCS
BaXHOM, JTIOMyCKaeTcsl yKa3aTh (DOHOBYIO 4acTOTY BO3HUKHOBEHUs (Hampumep, B

pasjiesic ¢ OIMMCAaHUEM OTACIbHBIX HEXKEIATCIIbHBIX PEAKIIHH).
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4.8.9. HexxenarensHbIe peakiiuy 1Mo pe3yabTaTaM CIIOHTAaHHBIX COOOIIICHHUH.

Yucmo CIOHTAHHBIX COOOIIEHHWH yKa3blBaTh HE CIIEAYET, MOCKOJIBKY ITH
JaHHBIE MOTYT OBICTPO ycTapeBaTh. YacToTy BO3HHKHOBEHHS, OCHOBAaHHYIO Ha
KOJIMUECTBE COOOIICHHA, W3BICYCHHBIX M3 CHCTEMBI COOpa CIOHTaHHBIX
COOOIIEHUH, /TS OTPEICICHIS KaTerOpruy 9acTOThl BOSHUKHOBEHUS MCITOJIb30BaTh
He crnenyeT. Ecim ¢ ToOMOIIIbIO CIOHTaHHBIX COOOIICHUH BBISBIICHA HEOXKHUTaHHAS
HEXKENaTeIbHAas  PEaKIus, B IEIIX ONpeAcleHUsS KaTerOPUH  YacCTOTHI
BO3HUKHOBEHHSI HEOOXOAMMO MPOaHAIM3UPOBATh KAKI0E HaISKAIIIM 00pa3oM
CIUTAHUPOBAHHOE WCCIICOBAaHUE, B KOTOPOM MOIJIa OBITh BBISBIICHA JIaHHAS
peakius. Eciin HekenareapbHas peakiys B KJIMHHYECKUX UCCIICAOBAHUIX HUKOT/IA
HE BO3HHUKaJIa, TOT/Ia BEPXHSS rPaHrIia 95-MpoIeHTHOTO HHTEPBaJIa HE TIPEBhIIIacT
3/X, tme X — oOumii pasMep BBIOOPKM BO BCEX B3HAYMMBIX KIMHHYECKHX
UCCIICIOBaHUSX  (HampuMep, C JJIUTEIbHBIM  TEPHUOAOM  IOCIIEAYIOIIETO
HaOJIFONIEHUS, TOCTATOYHBIM JIII OOHAPY)KEHHUS 3TOM HEXENIaTeIIbHOW PEaKIThH ).
Hanpumep, ecim ompeneiienHas HexenareabHas peakius y 3600 cyObeKTOB,
TIOJIBEPIIIINXCS  BO3JICHCTBUIO JIEKAPCTBEHHOTO TIperapara B KIMHHYECKHX
UCCIICIOBAHUAX, HE BBIIBISUIACH, TO BEPXHSAA TpaHUIa 95-TIPOIEHTHOTO
JOBEPUTEIILHOTO UHTEpBasia Iy ToueuHor oneHku <1/1 200, 94T0 COOTBETCTBYET
KaTeTOPUH «PEAKO» — TP TPHHITHHA XYAIIETO 3HAYCHUS TOYCYHOH OICHKU.
OcHoBaHUsl BBIOOpa KaTeTOPHHM YacTOThI TaKOH PEaKIMd MOXKHO TIPUBECTH B

pazzene ¢ ONMCaHUEeM OTISIIbHBIX HEKENATeIbHBIX PEAKIIUA.
4.9. Tlepeno3upoBka

B nanHoM paznene cienyer omucarb OCTpPhIE CHUMITOMBI U TPU3HAKH,
a TakkKe IOTCHIUAJbHbIC TMOCIEACTBUS TMPUMEHEHHUS Pa3IMYHBIX  J103
JICKapCTBEHHOTO TIpenapara Ha OCHOBE HWMEIOIIMXCS CBEACHUM (BKIIIOYAs

CITy4YaliHBIN ITPHEM, OIUOKU ¥ CYUIHIATBHBIC MTOTBITKY ITAIUCHTOB).
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HeobOxomuMo ¢ ydeTroM BCEX 3HAYUMBIX OIUCATh TAKTUKY YCTPaHEHUS
CUMIITOMOB TEPEIO3UPOBKA Y UEJIOBEKAa, HApUMEpP, MOHUTOPUHI WU
NpUMEHCHHE CTICIM(PHUSCKUX arOHUCTOB (AHTArOHUCTOB), aHTHIOTOB U METOJIOB,
TIOBBIIIAONINX JIMMHUHAIIIIO JICKAPCTBEHHOTO Mperapara (HarmpuMep, ITUaiu3).
OnHako HE CcleAyeT NPUBOAUTh PEKOMEHAALMH 10 JO3UPOBAHUIO JIPYTHX
JIeKapCTBEHHBIX MIPENaparoB (HalpuMep, aHTUI0TOB), ITOCKOJILKY MOTYT BO3HUKATh
npotuBopeunsi ¢ OXJII 3Tux nekapcTBeHHBIX npenaparoB. HeoOxonumMo onucarhb

IPCBCHTHUBHBLIC MCPbI, OCHOBAHHBIC HA TCHCTHYCCKUX (baKTOan, CCJIK IIPUMCHHUMO.

4.9.1. JlomomHATENBHBIE CBEIIEHUS 00 0COOBIX TPYIIaxX MaIMeHTOB.
[IpuBonsTcs cBeneHuss 00 OCOOBIX TpyMIax MAIMEHTOB (HAIpUMeED,
MOXKUJIbIC, TAIMEHTHI C TTOYEYHOM HEIOCTAaTOUYHOCTHIO, MAIIMEHTHl ¢ MEYEHOYHOM

HCAOCTATOYHOCTBIO, ITPOYHNMH COITYTCTBYIOIIUMH 3a00JIEBAHUSAMU U T. ,I[.).

4.9.2. Jletn.

Ecim mMerorcst ocoOble yKa3aHWsI B OTHOIICHUM JCTeH, X HEOOXOIUMO
IIPEJICTAaBUTh B JJAHHOM ITOIpa3zieiie.

HeoOxogpMo  oTAenmsHO  yKa3aTh T€  JIGKAPCTBEHHBIE  IMpenaparhl
(mo3upoBKHM), MPHUEM IETbMU KOTOPBIX JIMIIL B OJHOW EIWHHIIE IO3HPOBAHHS

MOKET MPUBECTH K JIETATBHOM UCXOY.
5. dapMaKoJIOTHYECKHUE CBOMCTBA

B paznenax 5.1-5.3 OXJIII ciemyer npuBOAUTH CBENCHUS, 3HAYUMBIC JIJIs
Bpaua, HA3HAYAIOUIErO JIEKAPCTBEHHBIA IMpernapar, U APYruX MEIUIMHCKUX
paOOTHUKOB,  NpUHMMAass  BO  BHHUMAaHHME  YTBEPXKJCHHbIC  IOKAa3aHUS
K MPUMEHCHUIO U MOTEHIIMAIbHBIC HEXKeJaTeabHble peakiu. CBEICHUS TOKHbI
OBITH KPAaTKUMHU ¥ TOUHBIMHU.

ITo Mepe mMosBIIeHHS] HOBBIX CBEICHHM, OCOOEHHO B OTHOIICHUHU JETEH,

9TH PA3ACIIbI ITOJICKAT PCTYILIPHOMY OOHOBJICHHIO.
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5.1. ®apmakonMHAMUYECKUE CBOWCTBRA

HeoOxoqumo ykasars:

kog ATX wu QapmakoTepaneBTHUECKYI0 TpyHIly C HCIOIb30BAHUEM
TeparneBTUIecKor oArpymisl (2-i yposenb AT X-kmaccudukanuu BO3) BMecTe ¢
3-M (dapmakosorudeckas TOATPYINa) WId 4-M (XUMUYECKas MOATPYIIa)
YPOBHEM.

Ecmn xoq ATX moka He NpUCBOEH, yKa3bIBaeTCsl (POPMYIMPOBKA «IIOKA HE
MIPUCBOCH.

Eciu  nekapcTBeHHBIN — mpemapar  3aperucTpupoBaH B KauyecTBE
onoanajornyHoro (OMOMOMOOHOT0) JIEKAPCTBEHHOTO IIperapara, YKa3bIBacTCs
dbopMyIMpOBKa!

«[Vkazarp  (TOproBoe)  HaMMEHOBaHWE|  sBISETCI  OMOAHAIOTOM
(6rOTIOTOOHBIM TTPETIapaToOM)»;

MEXaHU3M JIEUCTBHUSI (€CITU U3BECTEH);

(bapmakonuHaMuueckue 3PPeKTs;

KIIMHUYECKYI0 A((HEKTUBHOCTH U O€30MIaCHOCTb.

[lenecooOpa3Ho MpenCTaBUTh OTpaHUYEHHBIC CBEICHMS, 3HAYMMBbIC IS
Bpaua, HA3HAYAIOIIETO JICKApPCTBEHHBIM TIIpenapar (HalpuMep, OCHOBHBIC
pe3yabTarhl (CTATUCTUYECKU JOCTOBEPHBIC U KIMHUYECKU 3HAYUMBIE) TI0 3apaHee
BHIODAHHBIM KOHEYHBIM TOYKAM WJIH KIMHAYECKHUM HCXOJAaM B OCHOBHBIX
UCCJICZIOBAHUAX), C YKA3aHUEM OCHOBHBIX XapaKTCPUCTUK TPYIIIbI MAIMEHTOB.
[lonoOHbIE NaHHBIE O KIMHUYECKUX HCCIEIOBAHUAX JOJDKHBI OBITH KPATKHUMHU,
YETKUMH, 3HAYUMBIMU W B3BEUIEHHBIMM U JIOJDKHBI 00O0OIATh PE3yIbTaTh
OCHOBHBIX HCCJE/IOBaHUM, OOOCHOBBIBAIOIIMX IIOKA3aHUE K MPUMEHEHHUIO.
Benmuuuny > ¢dekToB ciemnyeT onuchiBaTh ¢ MOMOIIbIO A0COJIOTHBIX 3HAYCHUM
(OTHOCUTENBbHBIE PUCKU WJIM OTHOIIEHHE IIAHCOB 0O€3 aOCOMIOTHBIX 3HAYEHHIA

MpCaACTaBIATh HC CJ'IC,I[YCT).
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B UCKIIOUUTENBHBIX CIydasx MPU NPEICTABICHUN KIMHUYECKHA 3HAYUMBIX
CBEJICHUI MO pe3yJibTaraM aHaliu3a MOJArPYHN WM PETPOCHEKTUBHOIO aHAIIW3a,
3TO YKa3bIBa€TC HAa OCHOBE COAJIAHCUPOBAHHOIO MOAXOAA, YTOOBI OTPa3UTh
OrPaHUYEHHYIO JOCTOBEPHOCTh KaK IOJIOKUTENBHBIX, TaK U OTPULATEIBHBIX

BTOPUYHBIX HAOTIOICHUH.

I[OHYCK&CTCSI IMPCACTABIICHUC 3HAYNMBIX q)apMaKOFCHCTI/I‘ICCKI/IX CBC,Z[CHI/Iﬁ,
IMOJIYUYCHHBIX II0 pPE3yjabTaTaM KIHMHUYCCKHX I/ICCJ'ICI[OBaHI/II\/’I. Onu JOJIKHBI
BKJIFO4YaTb BCC JAHHBIC, CBUACTCIILCTBYIOMIUC O PA3JIMYMAX B I10JIB3C UJIM PUCKAX B

3aBUCUMOCTH OT OIIPCACICHHOI'O I'CHOTHIIA UJIN (beHOTI/IHa.

5.1.1. letn.
HeoOxoguMo TipeACcTaBUTh pe3ynbTarbl  BceX (hapMaKOTIUHAMHYECKHIX
(KIMHAYECKH 3HAYMMBIX) MCCIIENOBAaHUN M HCClaenoBaHui 3()(PEeKTHBHOCTH,

MIPOBEJICHHBIX Y JETEH.

[lo Mepe TmoOsBIEHUSI HOBBIX CBeACHUW UHGOpMAIUS  MOIJICKUT
OOHOBIIEHUIO. Pe3ynbrarsl cieyeT MpeacTapisaTh M0 BO3pacTaM MM 3HAYMMBIM
HOATPYIIIaM.

[Ipy ONHOBPEMEHHOM HAJIMYMM JIAHHBIX U OTCYTCTBUM YTBEPKICHHBIX
MOKa3aHWW K TPUMEHEHWIO Y JIeTel, WX BCErja CJIEAyeT MPEACTaBIsATh CO
ccbitkaMu Ha paznen 4.2 OXJIII u, eciu TpeOyercs, Ha pazaen 4.3 OXJIIL.

[Ipu pencrasiieHUU pe3yIbTaTOB UCCIEI0BAaHUN 0CO00€ BHUMAHUE CIETYET
VACNIATh BKJIIOUEHUIO 3HAYUMBIX JaHHBIX MO 0O€30MacHOCTU. Pe3ynbrarsl
MOMCKOBBIX MCCIJICOBAHUN JIOJKHBI COAEPXaTh OCHOBHBIC KOHEUHBIE TOUKHU C
OCHOBHBIMH XapaKTEPUCTUKAMHU HCCIIEIOBAHHON MOIMYMSIUN U UCCIEIOBAHHBIMU
JIO3aMH.

Ecnu cBefeHus u pe3ynbTarbl HOATBEPKAAIOIINX UCCIEIOBAHUM IOCTYITHBI,
OHHU JOJDKHBI Kak MPaBUJIO MEPEKPhIBATh U 3aMECTUTH CBEICHUS U PE3YJIbTaThI

TTOUCKOBBIX HACCJIENOBAHUMN. HeoOxomnnmo MPEJICTABUTD e,
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MPOAOIKUTENLHOCT, M3YUYEHHBIE JI03bI (2 TaK)Ke MCIIOJIb30BAHHBIA COCTaB, €CIH
OH OTIMYAETCSd OT HAXOMSIIETocsi B OOOpPOTE), OCHOBHBIE XapaKTEPUCTUKU
UCCJICIOBAHHOM MOMYJISIIUU MAIMEHTOB (BKJIFOUAsi BO3PACT M YKCIIO MAIlUEHTOB), a
TaK’KE OCHOBHBIE XapaKTEPUCTUKH 3apaHee BBIOPAHHBIX KOHEYHBIX TOYEK
HE3aBUCUMO OT MX IOJIOKUTEIBHOW WMJIM OTPULATENLHON HarpaBieHHOCTH. Ecin
JAHHBIE MTPEICTABIISIFOTCSI COMHUTENBHBIMHA, 3TO YKA3bIBAETCS IOMOJTHUTENBHO.
HeoOxoaumo Taxke NpeACTaBUTH 1I€JIb, OCHOBHBIE PE3yJbTaThl U BBIBOJ

KaXXJ10Io KIIMHUYC€CKOI'o UCCIICAOBAaHUA 0C30MacHOCTH.

Ecmu  ynmomHoMOYeHHBIE  OpraHbl  TOCYJapCTB-YICHOB  OCBOOOAMIN
JIEKapCTBEHHBIM IIpenapar OT HEOOXOAUMOCTH KIMHMYECKHUX HCCIIEIOBaHUM B
NeANATPUIECKON MOMYJISAIUNA WIH OTIOXKUIHA UX, HEOOXOIUMO YKa3aTh CIIETYIOIINE
(bOpMYyITUPOBKHU:

B OTHOIIECHWH OCBOOOXKICHHMS OT HEOOXOMMMOCTH  KIMHHYECKHX
WCCIIeIOBAaHUI BO BCEX MOATPYIIIAX:

«[HammMeHOBaHHME  yIIOJIHOMOYEHHOTO  OpraHa  TOCYyJIapCTBa-ujicHa]
OCBOOOIMJIO OT OOS3aHHOCTH TIPEACTABISATh PE3yJabTaThl HMCCIEAOBAHUN
[HanMeHOBaHME JIEeKapCTBEHHOIO IMperapara] Bo BcexX IMOArpyIIax ACTEH IMpH
[cocTosiHME, COOTBETCTBYIOIIEE PEIICHHIO 110 TUIAHY MCCIIEAOBAHUS Y JACTCH 110
yTBEPKIIEHHOMY TOKa3aHWio K mnpuMmeneHnto]. Cm. pasmen 4.2 OXJII mo
MIPUMEHECHUIO Y JIETEN»;

B OTHOIICHUHM OTJIOKEHHBIX 00s3aTeIbCTB, PACIPOCTPAHSIIONINXCS, TIO

MeHblIlen Mepe, Ha 1 monrpymiy:

«YTOTHOMOYEHHBIE OpPTraHbl TOCYAAPCTB-UICHOB OTIIOKUIM 00S3aTENbCTBO
NPENICTABIATh PE3YJILTaThl WCCICIOBAaHWI [HAMMEHOBaHHWE JICKAPCTBEHHOTO
npermaparal] B ONHOW WM Ooliee TOATPyNIax JAeTed Tpu [COCTosHUE,
COOTBETCTBYIOIIIEE PEIICHHUIO 10 IJIaHY MCCIIEIOBaHMS y IETEH M0 YTBEPKICHHOMY

TIOKa3aHUIO K MpUMeHEHHI0]. CM. pa3zien 4.2 1Mo NPUMEHEHHIO Y IETCH»;
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B OTHOIIICHWU JIEKAPCTBEHHBIX MPENaparoB, 3aperuCTPUPOBAHHBIX TIO
NPOLIEAYPE «PETUCTpAIMsl Ha YCJIOBHUSX» HEOOXONMMO YKa3aTh CIEIYIOIIee

YTBEPKJICHUE!

«JlaHHBI JIEKAPCTBEHHBIM Mpenapar 3aperucTpUpoBaH MO MPOLEAYpe
pPETUCTpaldsg Ha YCIOBHSX» W IO HEMY OXHIACTCS TPEACTaBICHUE
JOTIONTHUTENILHBIX ~ JaHHBIX. [HammeHOBaHHME  yMOJIHOMOUYEHHOTO  OpraHa
pedepeHTHOrO rocymapcTBal OyneT MPOBOAUTH E€XKETOJHO SKCIEPTU3Y HOBBIX
ceneHnii o mpenapare, a jgaHHas OXJII Oyager OOHOBISTBCS MO Mepe
HEOOXOINUMOCTH.»

WA

«JlaHHbI JICKapCTBEHHBIN npemnapar 3aperuCTpUPOBaH 1o
«UCKJIFOYUTEIBHBIM OOCTOSTEIILCTBAM» B CBS3M C [pelKuM 3a00jieBaHHEM,
HAyYHBIMH COOOPKCHUSAMH, STHUSCKUMHU COOOpPaXCHUSMHU] BCE HEOOXOIMMBIC
CBEICHUSI O JAaHHOM JICKQPCTBEHHOM TMpernapare TMOMyYUTh HEBO3MOXKHO.
[HarmMeHoBaHUE YIIOJTHOMOUEHHOTO OpraHa rocyaapcTBa-4jieHa] OymeT mpoBOIUTh
AKCIEPTH3Y HOBBIX CBEJICHUMN, KOTOPHIE MOTYT TOSBIATHCS €KETroHO, a JaHHAs

OXJIIT 6ynet 0OHOBIIATHCA IO MEpe HEOOXOTUMOCTH.»
5.2. ®apMaKOKMHETHYECKUE CBONCTBA

OnuceiBatoT (HhapMaKOKMHETHUECKUE CBOMCTBA JICMCTBYIOIIEIO BEIIECTB,
3HAYUMBIE JUISI PEKOMEHJYeMOM JI03bl 3apEerMCTPUPOBAHHON JIO3UPOBKU U
JeKapCTBeHHOM (opMbl. Eciu Takue JaHHBIE OTCYTCTBYIOT, B KaueCTBE
aJBTEPHATUBBl MOXKHO TMPEACTABUTH PE3YNbTaThl, IMOJYYCHHBICE B OTHOIICHHUH
JPYTHUX MyTeW BBEJICHUS, JICKAPCTBEHHBIX (POPM HIIH J03.

HeobOxomnmo IPEJICTaBUTh CpenHue 3HAYEHUS OCHOBHBIX
(hapMakOKMHETUYECKUX IapaMeTpOB M HMX BapuaOebHOCTh, HampuUMep,

6I/IOI[OCTYHHOCTI/I, KIIMPCHCA U IICPUOAA ITOJTYBBIBCICHUA.
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dapMaKOKHHETHUYECKHUE AaCHeKThl, KOTOpbIE MOXKHO OMNHCaTh B JaHHOM
pasziene, el OHU 3HaYUMBbl, BKITFOYAIOT B €051 CIIETyIOIIEE:

oO111ee BBEACHHUE, CBEACHUS O TOM, SIBIISICTCS JIU JICKAPCTBEHHBIN IMperapar
MPOJICKAPCTBOM WM €CTh JIM Yy HEro AakTUBHBIE METa0OJIUTHI, XUPATHHOCTD,
pPacTBOPUMOCTb, CBEJCHUSI O TMOMYJSIIUM, Y KOTOPOW TMOJTY4YEHbl OCHOBHBIE
(bhapMaKOKMHETUYECKHUE JIaHHBIE U T. 11.;

oOIe XapakTEPUCTUKH JIEHCTBYIOIIETO BEIECTBA IIOCIE IMPUMEHEHUS

JICKApCTBCHHOI'O IIperiapara ¢ COCTaBOM, 3asBJIICHHOI'O Ha pErucTpanuio.

abcopOrmsi: mojHoTa adbcopOmuu, adcomoTHas U (WJIM) OTHOCHUTEbHAs
OUOIOCTYIMHOCTh, J()(HEKT «IEPBUYHOTO TPOXOXKICHUS», BPEMsS JIOCTHIKCHHUS
MaKCUMaJIbHOHM TuTta3MeHHOW KOHIEHTpAuuu (T max), BIMSHUC THIINH, a TaKKe
B OTHOIICHWM JIEKAPCTBEHHOTO TIperapara Juisi MECTHOTO TIPHUMEHEHUS —
CHCTeMHasi OMOIOCTYITHOCTh, BOBJICUEHUE TPAHCIIOPTHBIX OenkoB. [Ipn Hammumm
JTAHHBIX HEOOXOIUMO OTPA3UTh MECTO a0COPOIIMHU B KETYTOUHO-KUIIIETHOM TPAKTE
(MTOCKOJIBKY 3TO MOXET HWMETh 3HAYCHHWE IIPH BBEICHUM Yepe3 30HI IS

OHTCPAJIBHOIO HI/ITaHI/ISI) ;

pacripefielieHle. CBsi3b ¢ OeJdKaMHM  TUIa3Mbl, KaXyIIUHCsS  00beM
pacnpenenieHUs] Ha KWIOrpaMM Macchl Tela (Harpumep, JI/KT), KOHILIEHTpalus B
TKaHSIX U (WJIM) TIa3Me, CBEJICHUSI 0 MHOTOKaMEPHOM PACIpeAeSICHUH, BOBJICUCHUN
TPAHCHOPTHBIX OEJIKOB, IMMPOHUKHOBEHUE Yepe3 TreMaro’HIehaIndyecKuil oapbep,
POHUKHOBEHHE Yepe3 IUIAIICHTY U B MOJIOKO;

OouoTpaHcopMalMsa: CTENEHb MeTa0oM3Ma, META0OMUTHI, AKTUBHOCTH
METa0OJIUTOB W HMX BKIAJA B A(O(PEKTUBHOCTh M TOKCHYHOCTH, (DEPMEHTHI,
YUYacTBYIOIIME B META0OIM3ME, OpraHbl, B KOTOPHIX MPOUCXOAUT METaOONIU3M,
PE3yIILTaThl KCCIICOBAHUIN B3aUMOJICHCTBHS IN VItro, KOTOpBIE CBUACTEIBCTBYIOT O
CIIOCOOHOCTH COCAWHEHUS WHIYIIMPOBaTh (MHTHOMPOBATH) METAOOIMYCCKHE

bepMeHTHI;
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AIIMMUHALINS. TIEPUOABI MOTYBBIBEJCHUS, OOIIMNA KIMPEHC, MEX- U (UJIM)
BHYTPUMH/IUBUIyaJIbHAsI BapUa0OEIbHOCTh OOINEr0 KIMPEHCA, IMyTH BBHIBEICHUS
HEU3MEHEHHOI'O BEIIECTBA M META0OJIMTOB, BKIIIOYAs OTHOCHUTENIbHBIA BKJIAJ
MIEYEHOYHOM M IMOYEYHOM AIMMMUHAIIMY, BOBICUEHHE TPAHCIIOPTHBIX OEJIKOB,;

JMHEHHOCTD (HEeTMHEHHOCTh) (DapMaKOKMHETHKY JICHCTBYIOIIIETO BEIICCTBA
110 OTHOIIEHUIO K J03€ U (1iau) BpeMeHu. Ecin gpapMakokrHeTHKa HEJTMHEWHA 110
OTHOILIEHUIO K JI03¢ W (WJIM) BpPEMEHHU, HEOOXOIMMO OTPa3UTh NPUUYHHBI

HEJIMHEWMHOCTH.

B stom xe pasaciic CICaAyCeT IPUBCCTH CIACAYIOIIHUC JTOIIOJTHUTCIIBHBIC

3HAYMUMBbIC CBCACHHA.

XapaKTEepUCTUKU  OTHCNBHBIX TPYyNI  CYObEKTOB WJIA  IalMEHTOB:
W3MEHYUBOCTh B 3aBUCUMOCTH OT TakuX ()aKTOpOB, KaKk BO3pACT, Macca Tena, Mo,
KypeHHue, mnoauMopdusM TE€HOB, KOAMPYIOIMX (EPMEHTOB MeTabonIn3Ma,
U COIYTCTBYIOIIMX MATOJOTMYECKUX COCTOSHUM, TakuX Kak [Oo4YeyHas
HEJI0CTaTOYHOCTD, TEUYCHOYHAS HEJIOCTATOYHOCTD (BKITIOUAs CTEIICHb HAPYIIICHNU).
Ecimn BiusiHMe Ha (QapMakoKMHETUKY pacCMarpuBaeTCsl Kak KIMHUYECKU
3HAYMMOE, €r0 HEOOXOUMO OXapaKTEPU30BaTh KOJMYECTBEHHO CO CChUIKAMH Ha
paznen 4.2 OXJIII (ecnu npuMeHUMO);

(dbapmakoknHeTUYECKasI-(PapMaKkoJMHAMUYECKAsl 3aBUCUMOCTD;

3aBUCUMOCTh MEKAY 1030 (KOHICHTparmeHr, (papMaKOKUHETHICCKIMHU
napamerpamMu) M S(GGeKToM (MCTHHHAS KOHEYHAs TOYKa, BaJIMIUPOBAaHHAS
CypporarHasi KOHEYHas TOUKa UM HeXKellaTelIbHasl peaKins);

ONMCAHME UCCIIENOBAHHOM MOITYJISALNN.

5.2.1. Jlern.

HeobxonrMo 00001muTh pe3yasrarhl (hapMaKOKMHETHUECKUX UCCIIEI0BaHUN
B Pa3JIMYHBIX BO3PACTHBIX Ipymnmnax jaereil. MoKHO OTpa3uTh 03bl, TPUBOASILIUE K

9KCIIO3UINHU ITPCIIapara, CXOXKeH €O B3POCJIbIMHY, CCJINU 3TO 3HAYHUMO. H€O6XOI[I/IMO



62

yKa3aTh JIEKAPCTBEHHYIO (DOpPMY HCIIOIB30BAHHYIO B (DApMaKOKMHETUYECKUX
uccienoBanusx y aereid. Heooxoanmo ykazarh Ha HEONPEEICHHOCTh UMEIOIIUXCS

JAHHBIX B CITy9ae HEAOCTATOYHOCTH OTBITA.
5.3. JlaHHBIC JOKIMHUYSCKONU 0€30aCHOCTH

HeoOxoaumo mnpeAcTaBUTh BCE PE3YNIbTaThl JTOKIMHUYECKUX HCTIBITAaHUM,
KOTOpbIE MOTYT OBbITh 3HAYUMBI JUIsI Bpada, Ha3HAYAIOUIEro IMpernapar Mpu
YCTAHOBJICHWU TMpoduisi 0e30MacHOCTH JIEKApCTBEHHOIO Ipernapara, IMpu
MPUMEHEHUH 110 YTBEP>KICHHBIM MOKa3aHUSM K MIPUMEHEHUIO, KOTOpPbIE HE ObUIH

BKJIFOUEHBI B JIpyrue 3HadnMble pazaenst OXJIII.

Eciu  pesynbrarbl  JOKIMHUYECKUX  HCCIAENOBAaHMW  HE  JIalOT
JIOTIOJTHUTENILHBIX CBEJICHUM Bpady, Ha3HAYaIOUIEMY JIEKAPCTBEHHBIN Ipernapar, To
Takue pe3yibrarhl (Kak MOJI0KHUTEIbHbIC, TAK U OTPULIATENIbHbBIE) T1yOIMpOBaTh HE
TpeOyeTcsl.

HeoOxoaumo kpaTko omucarb pe3yabrarhl JTOKIMHUYECKUX HWCIBITAaHUN C
YKa3aHUEM KOJMYECTBEHHBIX XapaKTEPUCTUK B COOTBETCTBHH CO CIICAYIOIIMMU
IPUMEPAMH:

B JIOKJIMHUYECKUX JAHHBIX, MOJIYYEHHBIX IO pe3yJbTaraM CTaHJapTHBIX
HCCENOBaHUM  (hapMaKOJOTUUECKOM  O€30MaCHOCTH, TOKCHUYHOCTH  MpHU
MHOTOKPaTHOM BBEJCHUM, T€HOTOKCMYHOCTH, KAaHIIEPOTCHHOTO MOTEHIMANa U
PENPOTYKTUBHOM M OHTOI€HETHUECKON TOKCHYHOCTH, OCOOBIN Bpell JUIsl YeIoBeKa
HE BBISIBJICH;

B JIOKJIMHUYECKUX HCCIIEIOBAaHUSAX HAOMIONAIUCh 3(PQPEKThl ITUllh MpU
BO3/ICMCTBUM JICKAPCTBEHHOI'O Mpenapara B J103aX, CYIIECTBEHHO MPEBOCXOSIINX
MaKCUMAaJIbHYIO, YTO SIBJISIETCSA KIMHUYECKH HE3HAYUMBIM,

UMEIOTCSl HEXeJarebHble Peakiuy, He OOHapy>KEHHbIE B KIMHUYECKHUX

HCCIICAOBAHHUAX, HO BBIABJICHHBIC Y )KUBOTHBIX ITPHU BO3JICHICTBUH JICKAapCTBCHHOI'O
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mperapara B 033X, CXOXKHX C J03aMH, TPUMEHEHHBIMA B KIMHHYECKHX
WCCIICIOBAHUSX, YTO MOXKET MMETh KIIMHUYECKYIO 3HAYNMOCTb.

Cnemyer mpu HEOOXOAMMOCTH TIPEIACTABUTHh 3HAYMMBIC IS JIeTeH
pe3ylbTaThl  JOKIMHUYECKHX  MCCIICIOBAHWA,  BKJIIOYAs  WCCIIEIOBAHUA,
TIPOBEICHHBIE Y MOJIOJIBIX )KUBOTHBIX M TIEPU- WJTH IMOCTHATAIBHBIX HCCIIEIOBAHUM
C aHAJIM30M UX KJIMHUYECKON 3HAYUMOCTH, TTOJT OT/ICIBHBIM O3aT0JIOBKOM.

5.3.1. Onenka puckoB ajist okpysxatoreit cpeast (OPOC)

Crnemyer mpeacTaBUTh BHIBOIBI OIICHKH PUCKOB JIEKAPCTBEHHOTO Tperiapara
UL OKPYXAIIeW  Cpeldpl, €ClIM  3T0  3HAYUMO, CO  CCBUIKOU

Ha pazzen 6.6 OXJIII.
6. ®apmarieBTUUECKHUE CBOMCTBA
6.1. [lepeueHp BcrioMoraTeIbHbBIX BEIIESCTB

[IpuBoaUTCS TIEpeYeHb BCEX BCHOMOTATEIbHBIX BEHIECTB (KaueCTBEHHBIN
COCTaB), JaXe €eClIM OHM COIepXkarcs B JIGKAPCTBEHHOM Ipenapare B
HE3HAYUTEIIbHBIX KOJIMYECTBAX, HapuMep, yepHuia. bonee nmoapoOHbIe cBeIeHUS
O BCIOMOTAaTeIbHBIX BEIIECTBAX, MOMJICKAIINX YKA3aHUIO, TPUBEICHBI B
npunoxennd Ne 1 k Hactosumm TpeboBanusiMm. HeoOxomumo ykaszath Bce
UHTPEAUEHTHl TPAHCIEPMAIBHBIX IUIACTHIPEN (BKJIIOYAsl aJre3UBHYIO OCHOBY,
BBICBOOOKIAFOIITYFO ITOTOKKY U HAPYKHYIO TUICHKY).

He cnemyer Bkito4arh ACMCTBYIOIIEE BEIIECTBO, OCTATOYHBIC MPUMECU
BEIIECTB, KCIOIb30BAaHHBIX B IMPOU3BOJICTBE TOTOBOIO IMpemnapara (Harmpumep,
pacTBOPUTENH, Ta3 B CBOOOIHOM HaJ MpEnapaTtoM NpOCTPAHCTBE U aHTHOUOTHKH,
UCMOJIb30BAHHBIE B TMPOM3BOJACTBE BAKIMH), JYOPUKAHTBHI MPEIBAPUTEITHHO
3allOJTHEHHBIX IMPULIEB U KOMIIOHEHTHI OOOJIOYEK KAarcya TIOPOIIKOB IS

HHI‘EU'ISH.IHIZ, HC IPCAHAZHAYCHHBIX JISI IIPUEMaA BHYTPb.
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OnHako OMNpeNeNeHHbIE OCTAaTOYHbIE MpUMEcH (Hampumep, MpUMECH
AHTUOUOTUKOB WM MPOYMX MPOTUBOMHUKPOOHBIX AareHTOB, HCHOJIb30BaHHBIX
B IIPOIIECCE MPOMU3BOJCTBA), U3BECTHBIC CBOMM aJUIEPTCHHBIM TOTEHIMAJIOM H
CIOCOOHBIE BBI3BIBATh HEXKEIATENbHBIE PEaKIMU, CIEeAyeT yKa3arh B paszeine 4.3

i 4.4 OXJIIT cooTBETCTBEHHO.

JIst BcroMorarenbHbIX BEMIECTB CIEAYET YKa3bIBaTh pekomeHryemoe MHH,
IIPU €r0 OTCYTCTBUMY — HAMMEHOBaHKe, ykazaHHoe B @apmaxoriee Coro3a, Ipu €ro
OTCYTCTBUM — HAMMEHOBAHUE, YKa3aHHOE B (hapMaKoIesx rocy1apCTB-YWICHOB, IPU
€ro OTCYTCTBMM — HauMMEHOBaHME commacHO EBporerickorn dapmakonee, mpu €ro
OTCYTCTBUM — OOILEMPUHATOE TPyNIUPOBOUHOE HauMeHoBaHue. He fomyckaercs
WCIIOJIb30BaTh ~ MAT€HTOBAaHHbIE  HAWNMEHOBAHUSA.  KOMIIOHEHTBI  CMeECH
BCIIOMOTaTEIbHBIX BEIIECTB CIEAYET YKA3bIBATh IMO-OTAEIBHOCTU. ECIM TOYHBIN
COCTaB BKYCOBOW JTOOABKM WJIM apOMaTH3aropa 3asiBUTENI0 HEM3BECTEH WJIM OH
JIOCTaTOYHO CJIOKHBINA, €ro JOMyCKaeTcsl yKa3aTb B OOIIMX uepTax (Hampumep,
«areJbCUHOBAsT BKYyCOBasl I0OABKay», «IIUTPycoBas OTAylIKa»). OgHako ciemyer
BKJIFOUUTH BCE KOMITIOHEHThI, U3BECTHBIC CBOMM JICUCTBHEM WIH 3P HEKTOM.

[Tocne uHrpeAMEHTOB, KOTOPBIE MOTYT JO0OABIATHCS [ Koppekiuu pH, B
CKOOKax CjeayeT yKa3bIBaTh «(i1s Koppekiuu pH)».

ToproBple HaMMEHOBAaHHMS WM OOIIEONHUCcATEIbHbIE HAUMEHOBAHMS
(HampuMep, «4epHUiIa») He ClIeAyeT HCIO0JIb30BaTh BMECTO OOMICIIPHHSITOrO
HAUMECHOBAHHUS WHIPEAUEHTA WM CMECH HHIPEAUECHTOB, HO JIONMYCKAaETCs
WCIIOJIb30BaTh BMECTE C HAWMEHOBAHUAMHU WHIPEAUCHTOB, €CIA TOYHO
W3BECTHO, KAKW€ HWHIPEIAUCHTHI OIKUCHIBAKOTCA C MOMOUIBID  CBOETO
HAUMEHOBAHUSL.

XUMUYECKH MOJIU(PUIIMPOBAHHBIE BCIIOMOTraTEIbHBIE BEIIECTBA CIEAYET
OMHUCHIBATh TaK, YTOOBI HE JOMYCTUTH IyTAHMIBI C HEMOAUGUIIMPOBAHHBIMU

aHalJlIoramMmu, HalIlpuMcep, ((HpC)I(CJ'IaTI/IHI/IE;I/IpOBaHHBIﬁ Kpaxmalp».
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Ecmu nekapcTBeHHBIM TpemapaT B LENSAX KOHTPOJISL  JIBUYKCHUS,
OTCJIC)KMBAHUS U AYTEHTU(PUKAIMU COJECPKUT CKPBITYIO METKY, B IEpEUYEHb
BCIIOMOTATEJIbHBIX BEIIECTB CJEAYET BKJIIOUUTH O0OIIee yKazaHue «(PaKTop
ayTeHTU(PUKALMNY), a HE HAMMEHOBAHHME BCIIOMOTaTEIbHOTO BEIIECTBA, €CIIH

TOJBbKO OHO HE U3BECTHO CBOUM JCMCTBUEM MU 3(1)(1)CKTOM.

Kaxxmoe BcmoMoraTenbHOE BEHIECTBO  PEKOMEHIYETCS  YKa3bIBaTh
oTIenbHOM cTpokol. LlenecooOpa3Ho nmepeuncisiTh BCIOMOraTeabHbIE BEIIECTB
B COOTBETCTBHHM C PAa3IMYHBIMH YaCTSIMH TIpernapara, Hampumep, <Sapo —
o0osouKa» TaOJIETKH, «COAEPKUMOE — O000JI0OYKa» Kamncyiabl U T. .
BcmomoratenpHbIe BelmiecTBa MpenaparoB, NPEACTABICHHBIX Oojee dem 1
NEePBUYHON (BHYTPEHHEW) yMaKOBKOW WIIM coAeprKaluecs B JIByXKaMEPHBIX
NEPBUYHBIX (BHYTPEHHMX) YIMAKOBKax, CIEAYET NEPEUUCIiaTh Ha MEPBUYHYIO
(BHYTPEHHIOIO) YIIAKOBKY WJIM Ha KaMepy.

AOGOpeBuaTypbl BCIIOMOTATEIbHBIX BEIIECTB MEPEUUCISATh HE CIEAYyeET.
OpnHako U3 cOOOpakeHU PKOHOMHUHU MeCTa abOpeBUATYyphl BCLIOMOTATEIIbHBIX
BEII[ECTB MOTYT MPUCYTCTBOBATh B MAPKUPOBKE MPH YCIOBHU TOTO, YTO OHU

pacmmmdpoanbl B pazaeine 6.1 OXJIIL.
6.2. HecoBmecTUMOCTH

HeoOxoaumo mpeAcTaBUTh CBEACHUS O (PU3MUECKONW WM XUMHYECKOU
HECOBMECTUMOCTH JIEKAPCTBEHHOI'O Mpenapara ¢ JAPYTMMH JIEKapCTBEHHBIMU
npemnapaTaMM, ¢  KOTOPBIMHM  €CTh  BEpPOSTHOCTh  CMCIIMBAaHUSA WU
OJTHOBPEMEHHOTO BBEJICHUSA. ITO OCOOCHHO BaXXHO IS JEKApCTBEHHOI'O
mpernapara, IMOJJIeKallero BOCCTAHOBJICHUIO M (WJIM) pa3BEICHUIO Iepe]l
napeHTepajbHbIM BBeJeHUEM. HeoOX0oauMo TMepeurciuTh CYIIeCTBEHHBIC
IOCIICICTBHSL  B3aMMOJCHUCTBUS  (Hampumep, copOLMs  JIEKapCTBEHHOTO

Inpcerapara ujinu KOMIIOHCHTOB IIPCIIapaTOB B HIIIPHUILAX, IICPBUYHBIX YIIAKOBKaX
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NapeHTepaJbHbIX MpenapaToB OOJBIIUX OOBEMOB, 30HJAX, BCTPOCHHBIX
buapTpax, Habopax Il BBEICHUS U T. 1.).

VYka3aHusi O COBMECTUMOCTH Ipernapara ¢ APYTUMHU JIEKAPCTBEHHBIMH
npenapaTaMy Wik U3JEIUSMHU B JAaHHOM DPas/iesie NPUBOJIUTH HE CIEIYET, UX
BKJItOYaroT B pazaen 6.6 OXJIII. Ykazanus oTHOCUTEIbHO (hapMaKOJIOTrHYeCKOn
Y XUMHUYECKOH ((hrU3ndecKoit) HECOBMECTHMOCTH C THIIEH CIeTyeT IPUBOINTD B
pazaene 4.5 OXJIII. Ecnu He mpuMeHHMO, yKa3biBaeTcs (popmynupoBka: «He
NPUMEHUMO.

B oTHomeHuu omnpeneNeHHbIX JIEKapCTBEHHBIX (OpM, HampUMeEp,
NapeHTepalbHbIX, CIEAYET yKa3zaTh 1 u3 cneayromux GopMyIupoBOK:

«B cBfi3M C OTCYTCTBHEM HCCIIEIOBAHUM COBMECTUMOCTH, JaHHBIN
JIEKAPCTBEHHBIN MPEINAPAT HE CIECIYET CMEIINBATH C JPYTUMH JICKAPCTBECHHBIMHU
npenapaTaMmm».

«/laHHBIN JEKAPCTBEHHBIA MpenapaT HE CIEAYET CMEIINBATh C IPYTHUMU

JICKapCTBEHHBIMU TpenapaTaMu, 3a UCKIIOYCHHEM YITOMSHYTHIX B pasjeie [6.6

u 12] OXJIIT».
6.3. Cpok ToHOCTH (CPOK XpaHEHUS)

Cpok romHOCTH (CPOK XpaHEHHs])) HEOOXOIUMO YKa3blBaTh JUIs
JICKapCTBECHHOr0 Ipernapara BO BTOPHYHOH (MOTPEOHMTEIbCKOM) YIIaKOBKE, a
TaKXe, €CJIM 3HaYUMO, TT0CTIe Pa3BeACHUs, BOCCTAHOBJICHUSI, UJIU TTOCTIE TIEPBOTO
BCKPBITHSL.

Cpok romHOCTH (CpOK XpaHEHMs)) HEOOXOIMMO yKa3aTh YETKO C
HCII0JIb30BaHUEM HaJlIeKaIel eIMHUIIbI BpEMEHHU.

[Tognexarue BKIIOUEHUIO YyKa3aHUS OTHOCHTEIBHO CpOKa TOIHOCTHU
(cpoka XpaHeHHMs) TOTOBBIX K TPUMEHEHHIO CTEPUJIBHBIX IIperapaToB

npuBeneHbl B npuioxkeHun Ne 6 k Hacrosimum TpeboBanusm. Eciu B npu
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MPOBEJICHUU UCCIIEIOBAHUS IO pa3pabOTKE BhISIBIIEHA HEOOXOAMMOCTb YKa3aHUs
CpOKa TOJHOCTU (CpOKa XpaHEHUs) APYTUX JIEKAPCTBEHHBIX IMPENapaToB,

T'OTOBBIX K IPUMCHCHNIO, CPOK 'OAHOCTHU YKA3bIBAIOT U JJISA HUX.

Kpowme Toro, ecnu TpedyeTcs NpUroTOBJICHHE PA3IMYHbBIX KOHIICHTPAIUM,
Harpumep, Ui TPUMEHEHUus y JeTed, HeoOXOoAuMO yKa3aThb Ha
(U3UKO-XUMUYECKYIO0 CTaOMJIBHOCTh JUIsl BCEro JMana3oHa KOHIEHTpAalui,
HanpuMmep: «CTabMIbHOCTh MOTBEPIKIACHA I KOHIICHTPALMI B AMana3oHe X —

y MI/MJ B TeueHue t yacoB (aHei) mpu remrepatype 25 °C u 2—8 °Co.

Ecnu npenapat mokasaH JeTsM, HO OTCYTCTBYIOT MOJIXOMASIINE IETCKOMY
BO3pacTy JiekapcTBeHHas (opma u (WiM) J03UPOBKA, OJIHAKO MOXHO
NPUTOTOBUTH TMpenapar €X tempore w3 UMEIIErocsi JIEKapCTBEHHOIO
mpernapara, COOTBETCTBYIOIINE (PHU3UKO-XUMHYECKUE JTaHHBIE IO XPAHCHHUIO U
CTAaOMJILHOCTH HEOOXOJIWMO MPHUBECTH B JIAHHOM pa3jielie CO CChUIKaMH Ha

pazaensl 6.4 u 6.6 OXIJIIL.

Eciu niis MeAuImHCKUX paOOTHUKOB WITH TTAITMEHTOB TPEOyeTCs yKazaHue
0COOBIX BPEMEHHBIX YCIIOBUH XpaHEHHS, HAlpUMEp, B IENIIX amMOyIaTopHOTro
IPUMEHEHUS (Hampumep, CpOK TOJTHOCTH COCTaBJISICT
24 mecsma npu 2-8 °C, u3 KOTOpHIX 3 MecsIa JOIMYyCKaeTCs XPaHUTh IPHU
temneparype Huwke 25°C), HeoOXOOMMO  J1aTh  COOTBETCTBYIOIIHE
JIOTIONTHUTENIbHBIE peKoMeHaanuu. [lomoOHbIe CBeACHHWS BCerJa JIOJDKHEI
OCHOBBIBAaThCSl Ha JIaHHBIX 1O cTa0mwibHOCTH. HeoOxomuMo ykasaTh
PEKOMEHTyeMBbIi TeMITepaTypHBIN TMaTna3oH u MaKCHUMaJbHYIO
IIPOJIOJDKUTEIILHOCTh BPEMEHHOTO XpaHeHus. [1o100HbIe peKOMEeH 1Al MOTYT
Tak)Ke BKIIIOYATh B CeOS CBEJCHHSI O MEpax, MPUMEHSEMBIX IOCIEe XPAaHCHHS
JIEKapCTBEHHOT'O TIperapaTa BO BPEMEHHBIX YCIOBHUSAX XpaHEHUS (Hampumep,

HEMCAJICHHOC YHI/I‘ITO)KCHI/IC).
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He crnepyer mnpencraBisTh Takue ykKa3aHUs, Kak. «JTH JaHHBIC HE
SIBJISIFOTCA PEKOMEHIALMUSAMU [0 XPAHCHUIOY.

Ecnu B OTHOIIEHNH pa3HBIX MEPBUYHBIX YITAKOBOK CPOKH TOJTHOCTH (CPOKHU
XpaHEHUsI) HE pa3InyaroTCs, yIOMUHATh 3TU YIAKOBKU HE cieayeT. [[puBoauth
YCJIOBHSI XPAHEHUSI HE CIIENYET, 3a MCKIIOYECHHEM YCJIOBHUM XPaHEHUS ITOCIE
BCKPBITHSI B COOTBETCTBHUM C TIpuiokeHueM Ne 7 k HacTosmuM TpeboBaHUAM.
He cnenyer npeacTaBisiTh Takue yka3zaHusd, kKak «He mpuMeHsITh 110 UCTEUECHUHN
CpOKa FOJHOCTHU».

Ecnu BMecTe ¢ JIEeKapCTBEHHBIM MPENApaToM IIOCTABISACTCS H3JICIIHE,
HEO0OXO0JIMMO yKa3aTh CPOK FOJTHOCTH (CPOK XPaHEHHS ) TOTOBOTO K TPUMEHEHUIO

uzaenus (ecim IPpUMEHHUMO).
6.4. OcoOblie MepBI MPETOCTOPOKHOCTH IIPU XPAHEHUU

[Ipr ykazaHuum wMep NOPEAOCTOPONKHOCTU TMPU XPAHEHHUH CIIEIYET
UCIOJIb30BaTh OJIHY WJIM HECKOJbKO CTaHAApTHBIX (pa3, MPUBEICHHBIX B
npuioxkeHun Ne 6 k HacrosmuMm TpeOoBaHUSIM, KOTOpPbIE HEOOXOJIUMO
JOTIOJTHUTH MOSICHEHUEM OTHOCUTEIIBHO YyBCTBUTEIHLHOCTH MpenapaTa K CBETY U
(unm) Bare.

B oTHOIIIEHNM XpaHEHUS! BCKPBITHIX, Pa3BEACHHBIX WJIM BOCCTAHOBIICHHBIX
CTEPWJIBHBIX MpEeNapaToB CIEAYET CAENATh CChUIKY Ha pazaen 6.3 OXJIIL.

Ecnu Tpebytorcst ocoOble Mepbl MPEOCTOPOKHOCTH MPU XPAHEHUU, OHU
nomkHa cooTHocuThes Mexay OXJII, mapkupoBkoi u JIB.

B OXJIIT He cnemyeT BKIOYATH MPEAyNpEeXKACHUE O HEOOXOAUMOCTHU
XpaHEHHUs! JIEKAPCTBEHHOTO Mpernapara B HEAOCTYITHOM IS JIETEM MECTE Tak,

yTOOBI OHH HE MOTJIH €ro BUACTD.
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6.5. XapakTep u coaepkaHue MEPBUIHON YIIAKOBKU

Heo0xoquMo yka3aTh NMEepBUYHYIO (BHYTPEHHIOIO) YIAKOBKY, UCIOJIb3YS
cranmaptHeii  TepmuH @apmakonen Coro3a, wmarepuan, U3 KOTOPOro
W3rOTOBJICHA TEPBUYHAS (BHYTPCHHss) yIaKoBKa (HampUMep, «CTEKISTHHBIC
bnakonsl», «I[IBX wu (wiam) amoMUHHEBbIE OJUCTEPHI», «OYTBUIKH U3
MOJINATUJIEHA BBICOKOW IUIOTHOCTH»), a TakKe IMEepPEeYUCIUTh BCE MPOYHE
KOMITOHCHTBI ~Ipenapara (HampuMmep, Wrjia, IIOMa30K, MepHas JIOXKKa,
PaCHbLINTENb WU3ICTUN NI MHTAISAIUN, ocyuTe ). HeoOXoaumMo MOsSICHUTH
IpaJyupoOBKYy Ha MEPHBIX H3JIEIUSAX, a TaKXKE ONHUCATh MEPBUYHYIO YIAKOBKY
J1000TO PACTBOPUTES], TOCTABIISIEMOTO BMECTE C JIEKAPCTBEHHBIM MTPENapaTOM.
M30bITOUHYO JeTann3anuio (HapuMep, IBET MPOOKH, CBOWCTBA TEPMOJIAKA)
YKa3bIBaTh KaK MpaBuiio He cienyer. [Ipu ucnonap30BaHUU pa3eauTeIbHOrO
1BeTa JUIsl pa3inueHusi (popM BBITyCKa MapeHTEpaIbHbBIX MPEnapaToB 00 3TOM
CJIeTyeT YKa3aTh B JAHHOM pa3Jielie.

Ecniu mnpumeHuMo, HEOOXOAMMO YyKaszaTh, OOJIalaeT JIM YKyHOpKa
NEPBUYHOMN YIaKOBKM (PYHKIMEN 3aIUTHI OT BCKPBITHUS AETHMHU.

[Tpumepsl POpMYyTUPOBOK, YKA3bIBAEMBIX B JAHHOM pa3jielie:

«CycrieH3ust o0beMoM [00beM] MJT B TNpeABapHUTEIHLHO 3aIlOJIHCHHOM
mnpuile (CTEKISTHHOM) C YIUIOTHUTENEM (XJIOpOyTHIIKAYydyK) ¢ UTJI0M win 0e3
HEe B yIakoBKe 1o 5 win 10»;

«ByTBhUIKM M3 TMOJWATUJIEHA BBICOKOM IUIOTHOCTH C YKYHOPKOM C
GbyHKIMEW 3alUThl OT BCKPBITUS JE€TbMH W CHJIMKAareJleM B KauecTBe
ocymurens. B ynmakoBkax no 30, 60 wiu 90 TabneTok, HOKPHITHIX IIEHOYHOU
000JI0YKOW».

HeoOxoaumo mepeducinTh BCe pa3sMephbl YIMAKOBOK C YKa3aHUEM YHUCIIa
€UHUII, Yuclia J103 (HampuMmep, I MHOTOJI030BBIX BaKIIMH, MHTAISTOPOB U

T.J.), 00IIEeil Macchl WM 00beMa NEPBUYHON (BHYTPEHHEH) YIIAKOBKH, & TAKXKE
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YHUCJIO MEPBUYHBIX (BHYTPEHHUX) YIIAKOBOK BO BTOPUYHOU (MOTPEOUTENHCKON)
KapTOHHOW ymakoBke. Eciau mpuMeHuMo, HE0OXO0IUMO MPUBECTU CTAHAAPTHOE
ykazanue. «He Bce pa3Mepbl yMakoBOK MOTYT OBITh JIOCTYIHBI IS
peanuzanumn», 4To0bl MPeayNpeIuTh MEIUIIMHCKUX pa0OTHUKOB O TOM, YTO HE
BCE MIEPEUHCIICHHBIE pa3MeEPhI YITAKOBOK MOTYT OBITh IOCTYIHBI JJ11 HA3HAUCHHUS
WM OTITyCKaA.

VYnakoBKkH, MpeAHa3HAYEHHbIE UCKIIOUUTENBHO IS JTUCTPUOBIOTOPCKHUX
1eel, He SBJISIOTCS HOBOM YHNAKOBKOW JUIsl peaau3alliy JIEKapCTBEHHOTO

npemnapara, mo3ToOMy BKJIFOYATh UX B JIAHHBIN pa3jien He TpedyeTcs.

6.6. OcoObie MePBI IPEAOCTOPOKHOCTH TTPU YHUUTOKEHUHN UCTIOIH30BAHHOTO
JICKapCTBEHHOTO Mpernapara Uik OTXO/I0B, MOJTYYCHHBIX MOC/IC MPUMEHEHUS
JICKapCTBEHHOIO Mpernapara, ¥ Ipyrue MaHUIYJIAIUN C IpernapaToM

H€O6XOI[I/IMO NpeaACTaBUThL MHCTPYKIOUU 110 YHHUYTOKCHHIO IIpCIiapara,

€CJI PUMEHHUMO.

Ecnu umerorcs ocoObie Mepbl TPEAOCTOPOKHOCTH TpU paboTe Wiu
YHUUYTOXCHHH TIPErapaToB (IIMTOTOKCHYECKHUE WM HEKOTOPBIC OMOJIOTHYECKHUE
npenaparbl MIIM UX OTXOJbI), a TaKKe €CIU IpernapaThl COACPIKAT >KUBBIC
OpraHu3Mbl, UX HEOOXOJIWMO BKJIOYHUTH B JIAHHBIM pa3liell, a TakXke, €CIu
3HAYMMO, TIPU YHUYTOXKEHUU TMPEIMETOB, BCTYNaBIIUX B KOHTaKT C
JIEKapCTBEHHBIM IIperapaToM (Harpumep, MeJeHKH I JI0KKH, UCTIOTIb3YEMbIC
JUIS BBEJICHWS BaKIMH JUIsl NIpUeMa BHYTPh). Eciim 3HaumMo, HE0OX0JIUMO
MPEJCTABUTh CCHUIKY Ha 3aKJIIOUEHHUE IO OIIEHKE PHUCKOB HAa OKPYXKAIOUIYIO
cpeny, onucanHou B pazaene 5.3 OXJIIL

Ecnin npumenmmo (Hampumep, B OTHOIICHHH ITUTOTOKCHYCCKHX
JEKApCTBCHHBIX  IIPElmapaToB)  HEOOXOAUMO  BKIIOYUTH  CJIEIYIOIIYIO

CTaHAapTHYIO0 GOpMYITUPOBKY: «Bech ocTaBIIuiics JeKapCTBEHHBIN Ipenapar u



71

OTXO0Jbl CICAYCT YHHUUYTOXUTbL B  COOTBCTCTBHU C  YCTAHOBJICHHBIMH

HaIlMOHAJIbHBIM 3aKOHOAATCJIbCTBOM Tpe6OBaHI/IHMI/I».

[Ipu oTCyTCTBHMU OCOOBIX MEp MO MPUMEHEHHWIO WJIM WHCTPYKIIUH TI0
pabote miis pabOTHUKA aNTeKHd W APYTHX MEAUIIMHCKUX PAOOTHUKOB, CIEAYET
MPUBECTHU CTAHJAPTHYIO POPMYIUPOBKY: «OcoObie TpeOOBaHUS OTCYTCTBYIOT».

[IpuBogsT BCE pEKOMEHIANWH, HEOOXOAWMBIC [JII TPaBUILHOTO
IIPUTOTOBJICHUST OTPEEICHHBIX MpenaparoB (HapuMep, IUTOTOKCHYECKHE
JCKapCTBCHHBIC TMpernaparbl W HEKOTOpble OHOJOTHYECKUE Ipenaparsl,
U (WIK) HEOOXOUMBIE JIJIS 3aIUTHI JIUII, BKIIOYask pOAUTENICH U yXaKHUBAOIUX

JIUIL, 3aHUMarOMMXCA IIPUTOTOBJICHHUCM IIpCliapaTra Nin pa6OTaI-OH_[I/IX C HUM.

B paznen 4.2 OXJIII HeoOXoauMO BKJIIOUUTH MHCTPYKIIMU ISl Bpaya,
MPOYUX MEIUIIMHCKUX PAOOTHMKOB M MAIlMEHTOB IO paboTe ¢ IpemnaparoM,
a Tak)ke oOIMe CBEJSHMS O BBEACHUM Mpernapara (Mpu BBEASHUHM MallMEHTaMU
WM MEAUIMHCKUMHM paboTHUKamMu). Ecnu TpeOyroTcs WHCTPYKIMU 10
npuMeHeHHio (paboTe) ¢ Ieabl0 MPUTOTOBJICHHUS JIEKAPCTBEHHOrO IIperapara
nepes BBEJICHUEM, HaIIpUMep, MPU HEOOXOAUMOCTH €TI0 CyCIIEHIUPOBAHUS WIIH
pa3Be/IcHUs, 3TH CBEJCHUS HEOOXOIMMO IPEJICTaBUTh B JaHHOM paszjnene. Jlis
obecrnieyeHus Jsyuimiero noHumanus pazgen 4.2 OXJII moxer coaepxarb
MEePEKPECTHYIO CCHUJIKY Ha COOTBETCTBYIOIIYI0 HMHGOpMalHi0 B pasziene 6.6
OXIJIII, HanpuMep, «KMHCTPYKIIMU MO Pa3BEACHUIO Mpernapara nepei BBEACHUEM
npeacraBieHsl B pazaeie 6.6 OXJIID».

B nmanHOoM pa3zgene pEeKOMEHAYETCS MNPUBOJAWUTH JIMIIL CBEACHUS,
HEO00XO0/IUMbIE PAaOOTHUKY alTeKU W JAPYTUM MEAUIMHCKUM pPaOOTHHKAM IS
MIPUTOTOBIICHUS Mpenapara nepes BBEICHUEM NallUCHTY.

CBelleHUsT O TPUTOTOBJICHHWU JIEKAPCTBEHHOI'O IIperapara (HampuMmep,
CYCHEH3UU MOPOUIKA ISl UHBEKIINI WK TPUTOTOBJIICHUU PA3BEJICHUS) CIIETyET

BKJIFOUUTH B paznaen 6.6 OXJIII He3aBUCHMO OT TOro, KTO TOTOBUT MHpernapar
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(HampuMep, paOOTHUK amnTeKH, Bpay, JPYrUe MEAUIMHCKUE pPaOOTHUKH,
NalUEeHT, POJUTENM WU yXaXuBawlnme auna). Eciu npenapaT HOMJIECKUT
BOCCTAHOBJICHUIO, HEOOXOJMMO ONUCAaTh €ro BHEIIHUW BHJ  TOCIE

BOCCTAHOBIJICHUAI.

B ngaHHOM pasgene MOXKHO NPUBECTH YKa3aHUS OTHOCUTEIIBHO
COBMECTUMOCTH TIpernapara ¢ JAPYTUMHU JICKAPCTBEHHBIMU IIpernapartaMu U
W3ACIUAMU MPU YCJIOBUU HAJMYUS B PETUCTPALMOHHOM JI0ChE JIEKAPCTBEHHOTO
mpernapara COOTBETCTBYIOIINX JTAHHBIX.

B UCKIIOUMTENBHBIX CiIy4dasX, €CIU Mpenapar IoKa3aH JeTsIM H
HEBO3MOXHO pa3paboTaTh JEKaApCTBEHHYIO (OpMY, MOAXOJAILYIO0 JETSIM (4TO
MOATBEPKJIECHO COOTBETCTBYIOIIMMHU HAYYHBIMU OOOCHOBAHUSMU), CBEICHUS O
MPUTrOTOBIICHUM  TIpemapara €X  tempore  cieayer  NPUBECTH MO
oJ3arojioBkoMm «lIpuMmeHenue y aerei» co ccbuikoil Ha paznen 4.2 OXIIIL.
Heob6xonumo mpencTaBuTh MOAPOOHBIE HMHCTPYKIMH [0 IPUTOTOBJICHUIO
npemnapara €X tempore w3 MmoaxXOoAsIen «B3POCION» WU JIPYronl «IETCKOU
dbopMBbI ISl IeTeil cTapiiell BO3pACTHOM TPYIIbD) JEKAPCTBEHHOW (POpMbI, a
TAKXK€ JOIOJHUTENBHBIEC CBEAECHHUS O Mpenaparax eX tempore ajisi n(puMeHeHus y
MaJICHBKUX JIETEW W, €CIIU MPUMEHNMO, MAKCUMAaJIbHOE BpEMs XPAaHEHUS TaKUX
IpernapaToB, KOTJIa OHU COOTBETCTBYIOT CBOMM CITeIIM(UKAIIHASIM.

Oco0Obie Mepbl TPEIOCTOPOKHOCTH MpHU paboTe C mpemapaToM cleayeT
yka3aTh B pazzaene 4.4 OXIIII.

CBeneHus O pHUCKax BCIEICTBHE BO3JEHCTBUS Ha paboueM MecTe
HEOOXO0MMO TIPUBOJAUTH B JJAHHOM pasjieie CO CChbUIKOM Ha paszaen 4.4 unu 4.8

OXJIII, ecrin B 3TUX pa3fenax UMEIOTCS COOTBETCTBYIOIINE CBEICHHS.
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7. lepxaTtenb perucTpalliOHHOTO y10CTOBEPEHUS

B nanHoM pazjene yka3bpIBalOTCS HAMMEHOBAHUE U TOCTOSIHHBIM aJipec
WM  33apETUCTPUPOBAHHOE MECTO BEJEHHS  JICSTEIBbHOCTH  JIepKaTens
PErUCTPAlIMOHHOTO yAocTOBepeHus. JlomyckaeTcsi ykazatb HoMep TenedoHa,
dbakca wiIM  agpec  DJIEKTPOHHOM  mouThl (HO  He  cailTa B
UH()OPMaAIIMOHHO-TEIEKOMMYHHUKAIIMOHHON CeTH «utepuer» WIH
DJICKTPOHHOM ITOYTHI, CBSI3BIBAIOIICHCS C YKa3aHHBIM CaliTOM).

7.1. IlpencraBurenp Aeprkareiss PErdCTPAMOHHOTO YJIOCTOBEPEHHUS Ha
teppuropun Coro3sa.

HeobOxonumo yka3aTh HaMMEHOBAHHME W HOPUIUYECKUN ((pakTHUEeCcKuii)
aapec, TenedoOH M aApec AIEKTPOHHOW MOYTHI MPEACTABUTENS JeprKaTells
PEruCTPaIIMOHHOTO YAOCTOBEPEHUS (HO HE caifta B
UH()OPMAIIMOHHO-TEIEKOMMYHHUKAIIUOHHON CeTH «utepuer» WIH
AJICKTPOHHOW TIOYTHI, CBS3BIBAIONICHCS C YyKa3aHHBIM cailToM). Bo3MOXHO
JTOMOJIHUTE yKazaHueM, «lIpereHszun motpeOurteneil cieayeT HAMPaBISITh IO

anpecy [ykaspiBaercs aapec], TenedoH [yka3piBaeTcs TeaehOH]».
8. Homep perucTpaiidOHHOTO yI0CTOBEPCHHUS

PaBI[eJ'I, 3aM0JIHSIEMbBIN YIIOJTHOMOYCHHBIM OPIraHOM TIOCyIapCTBA-YJICHA
WK OCPKATCIICM PCTUCTPAIUMOHHOTO YAOCTOBCPCHUA ITIOCIIC PCIrucCTpaliiu B
COOTBCTCTBHMM C IIpaBHIIAMHU PETUCTPAllMM M OKCIICPTHU3bl JICKAPCTBCHHBIX

CPEACTB AJIsl MEIUIIMHCKOTO IMTPUMEHEHUS, yTBEPKTaeMbiMu KoMuccuei.

9. JlaTa mepBUYHOM PETUCTPAITHH
(moaTBEPIKICHUS PETUCTPALINH, TIEPEPETUCTPALIVIH )

PaBI[eJI, 3aM0JIHSIEMbBIN YIIOJTHOMOYCHHBIM OPraHOM TOCyIapCTBA-YJICHA

HJIX ACPIKATCIICM PEIUCTPALMOHHOIO YAOCTOBCPCHUA ITOCIIC PCTUCTPALIMH WIIN
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MOJATBEPXKJACHUS ~ perucTpanuu  (rmepepeructpanuu). JlaTy  MepBHYHOM
perucTpani, W JaTy TOJITBEPXKACHUS peructpanuu (mepeperucTparin)
CIIeyeT YKa3bIBaTh B CleAyIomeM Gopmare:

«JlaTra mepBuuHO# peructparuu: 3 anpens 1985 r.

Jlara TmociemHero IMOATBEPKIACHUS pPETUCTpanuu (MepeperucTpalnn):

3 anpens 2000 r.»
10. JlaTa mepecMoTpa TEKCTa

[Ipyu nepBUYHOM PETUCTPALIMU HE 3AMIOJTHSIETCS.

B oTHomieHMM ~ JEKapCTBEHHBIX  MpenapaToB, MO  KOTOPBIM
YIOJIHOMOYEHHBIMU ~ OpraHaMH TOCYJApCTB-WICHOB ObUIM  YTBEPKJICHBI
U3MEHEHHS PErUCTPAllUOHHOTO JIOChE, YyKa3bIBaeTCs Jara OJI00peHus
MOCIEAHETO H3MEHEHUS, HANpUMEp, TOCIEIHEE PEIIEHUE O BHECEHUU
m3MeHennt B OXIJIII, wnu nara peanu3aldd CPOYHOTO OrPAaHUYECHUSA I10
0€30MacHOCTH, WJIM JlaTa yBEJOMJICHUSI O BHECEHMHM H3MeHeHuil Tuna |B B
PETUCTPAIMOHHOE JI0ChE JIEKAPCTBEHHOTO ITpeIapara.

Pa3znen 3anosHseTCs yIIoTHOMOYEHHBIM OPTaHOM TOCYAapCTBA-YJIEHA MIPU
BHECCHUM CBEICHUM O JIEKAPCTBEHHOM IIpemapare B €IUHBIM PEECTp
3apErHCTPUPOBAHHBIX JIEKAPCTBEHHBIX cpenacTB Coro3a m (WiIH) JepiKaTeeM

PETUCTPAIIMOHHOTO yI0CTOBepeHHst B MoMeHT reqatu OXJIII.
11. To3umeTpus (€Cau MPUMEHUMO)

B ortHomenuun paanodapmalieBTHYECKUX MPENnapaToB B IaHHOM pasjielie
HEOOXOJIMMO yKa3aTh TIOJIHbIE JaHHbIE O BHYTPEHHEW pagualluOHHOU
IO3UMETpUU. B OTHOHIEHMM BCEX OCTaJbHBIX MPENAapaToB JAaHHBIM pa3leln

CIICAYCT UCKITIOYUTD.
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12. MHCTpYyKILMS 110 TPUTOTOBICHUIO paano(apMaleBTHYECKHX IIPernaparos
(3aIoIHsIEeTCsl TPU HEe0OXOAUMOCTH)

B orHOlIeHHH panuodapManeBTHYECKUX IIPenapaToB COCTABIISIIOTCS
JOIOJIHATENIBHBIE TIOJPOOHBIE MHCTPYKLUUHU [0 IIPUTOTOBIIEHUIO €X tempore U
KOHTPOJIKO KayecTBa TIPUTOTOBJIEHHOrO Ipenapara ¢ yKasaHWeM IIpH
HEOOXOJMMOCTH MaKCHUMaJIbHOTO BpPEMEHM XPAaHEHHUs, B TEYCHHE KOTOPOro
mo00M TMPOMEKYTOUHBIM Ipernapar (HampuMep, 3JI0aT WM TOTOBBIM K
IpUMEHEHUIO panuodapManeBTUYecKUil Ipemapar) OyJeT COOTBETCTBOBATH
CBOMM CIELU(PHUKALUSM.

Heo6xoouMo  Takke  MPEACTaBUTh  ClIEUUAIbHBIE  HHCTPYKLUU
10 YHUYTOXKCHHIO T[EPBUYHBIX YMAKOBOK M OCTaBLIErocs Ipernapara.
JlomyckaeTcsi — WCIOJIb30BaHWe — ciefqyromed  gopmynupoBku:  «O0mas
XapaKTepUCTUKA JIeKApCTBEHHOTO IIpenapara [ToproBoe HaMMEHOBaHUE |
JAOCTYyNHa  Ha  O(QUIMaTbHOM  caiiTée  yYNOJHOMOYEHHOIO  Oprasa
rocyfapcTBa-uieHa B~ HMH(POPMALMOHHO-TEIIEKOMMYHHUKAIMOHHONH  CETH
«Murepuer» [caiT oprasaj,

u (nmu) Corosa [caiiT Coroza]».




ITEPEYEHD

[TPUJIOXKEHUE Ne 1

kK TpeOoBaHUSIM K HHCTPYKIIUU

0 MEIUIIUHCKOMY IPUMEHEHHIO JICKAPCTBEHHOTO Mpenapara
U o011el XapaKTEePUCTUKE JIEKAPCTBEHHOTO IIpenapara Jjis

MEIUIMHCKOTO IIPUMEHECHUS

BCIIOMOTaTe/IbHBIX BellleCTB M CBeleHUi, YKa3bIBaeMbIX B 00111eil XapaKTepHCTHKe JIEKAPCTBEHHOT0 NMpenapara,
WHCTPYKIIHM M0 MeTUIIMHCKOMY NTPUMEHEHHIO JIEKAPCTBEHHOr0 Mpenapara (JINCTKe-BKJIAAbIIIE)

2) xenTsii 3akar (FCF) E110;
3) a3opyoOuH, kapmyasuH E122;
4) moHco 4R (mynmoBeIi 4R),
KoLlIeHWb KpacHast A E124,;

5) 6pmnanTOBBIN YepHBId BN,
yepHblii PN E151

No HaumenoBanue [Tyt BBEIEHUA [IpenenbHOE CBeneHus1, KOTOPBIE TOJKHBI KommenTapuu
COZIEpIKaHue 6bITh yKazans! B JIB' i
BCIIOMOTaTEILHOTO OXJIIT
BEIIECTBA
1. ABOKpacuTenu: NepOpaIbHbII * MOJKET BBI3BIBATh E102, E110, E122
1) Taprpazun E102; AJUIEPrUYECKUE pEaKuU 3alpeIleHbl K TPUMEHEHUIO

B JIEKAPCTBEHHBIX
rnpenaparax Juist 1eTen
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Ilepen npumeHeHNEM
CHUMWTE KOHTAKTHBIE JTMH3BI
Y HE paHee, yeM yepes 15
MHHYT HaJIeHbTE UX 00paTHO.

No HaumenoBanue [Tyt BBEEHUA [IpenenbHoE CBeneHus1, KOTOPBIE TOJKHBI KommenTapuun
COZIEpIKaHUe 6bITh yKazans! B JIB' i
BCIIOMOI'aTeIbHOrO OXJIIT2
BEIIECTBA

2. ATIpOTHHUH MECTHBIN * MOXET BBI3bIBaTh 0]l MECTHBIM ITyTEM
TUIEPYyBCTBUTENLHOCTD WIIN BBE/ICHUS TIOHUMAETCS
TSDKEJIbIE aJUIePTUYecKHe HaHECEeHUE Ha YYacTKH,
peaxum CBSI3aHHBIE C

KpOBOOOpaIieHuEM
(HanmpuMep, paHbl, OJIOCTH
OpraHM3Ma U T. II.)

3. ApaxucoBoe Macio BCE * JIEKapCTBEHHBIN Mpenapar OYMILIEHHOE apax1CcOBOE
(Yka3zarh Ha3BaHUE) CONEPXKUT  MAaclI0 MOXKET COJCPIKaTh
apaxucoBoe macio. Ecim y Oenok apaxuca. Ctarbs
BaC ajuIeprusi Ha apaxuc Uiu ®apmaxornien Coro3a He
COI0, HE IPUMEHSITE ATOT COJICPKUT MCIILITAHUS HA
JIEKapCTBEHHBIN IIpenapar OCTaTOYHBIN OEJIOK.

B OXJIII BHOCHUTCS
MIPOTUBOIOKA3aHUE

4. Acnapram E951 NIEPOPAJILHBII * COLEPKUT UCTOYHUK
dbennnananuHa. Moxer
0Ka3aThCsl BPEIHBIM IS
Joniel ¢ PeHMIKETOHYpHEH

S. bensankonus xaopun o¢ranbmo- * MOJKET pa3fpaxxarb Ivasa.

JIOTUYECKHUE N36eraiiTe kOHTaKTa C
JIeKapCTBEHHBIE MSITKMMH KOHTaKTHBIMU
dbopmbl JIMH3aMHU.
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No HaumenoBanue [Tyt BBEEHUA [IpenenbHoE CBeneHus1, KOTOPBIE TOJKHBI KommenTapuun
COZIEpIKaHUe 6bITh yKazans! B JIB' i
BCIIOMOTaTeJILHOTO OXJIIT
BEIECTBA
MoskeT U3MEHATE 1IBET
MSTKUX KOHTAKTHBIX JIMH3
MECTHBII * pa3apaKUTENb, MOXKET
BBI3BIBATh KOXKHBIE PEAKITUN
MHTAJISIIMOHHEIN 10 Mxr B 1 mo3e MOJKET BBI3LIBATH
OpoHxXOCHa3M
6. ben3unoBslii ciupT MapeHTEPATbHBIN MIpH 103€ MEHEE MPOTUBOIIOKA3aH B JIB u OXJIIT HeoOxoaumo

90 mr/kr/cyT HEJIOHOIIEHHBIM U yKa3aTb KOJIMYECTBO
HOBOPOXICHHBIM. OCH3WJIOBOTO CITUPTA B MT'
Mo3eT BBI3BIBATh Ha <00BeM>
TOKCUYECKHE U
aHa(UIAKTOUIHBIE PEAKINH Y
MJIAJICHIIEB U IeTeH
o 3 net

IpH J103€ MIPOTUBOIIOKA3aH B JIB 1 OXJIIT HeoOxoqumo
90 mr/kr/cyT HEJIOHOIIEHHBIM 1 yKa3aTb KOJIMYECTBO
u 6onee HOBOPOXICHHBIM. OCH3MJIOBOTO CITUPTA B MI" Ha

N3-3a pucka cMeprenbHbIX
TOKCUYECKHUX PEAKINI MpU
BBE/ICHUU OESH3UIIOBOTO
CIMpTa B J03€,
npeBbiaromiet 90 Mr/kr/cyr,
JlaHHBIN IIperapar HeNb3s
IIPUMEHATH Y MJIQJICHIIEB U
nerei maame 3 et

00BEM 10361
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HaumenoBanue

[Tyt BBEEHUA

[IpenenbHoE
cofiepaHue
BCIIOMOTaTEILHOIO
BEIIECTBA

CBeneHus1, KOTOPbIC JOJKHBI

6bITh yKazans! B JIB' i
OXJIIT?

KommenTapuun

10.

bpononon

Byrunruapoxcuanuzon E320

Bbyrunrugpoxcurtonyon E321

T'a;maxro3a

MECTHBIN

MECTHBIN

MECTHBIN

MapeHTEpPaJIbHbIN

NIEPOPAJIbHBII

*

MOJKET BBI3BIBATH MECTHBIC
KOKHBIE peakIuu (Harpumep,
KOHTaKTHBIN JIEpPMaTHUT)

MOXKET BBI3BIBATH MECTHBIE
KOXKHBIC PeaKIuu (HarpuMep,
KOHTAKTHBIN IEPMATUT) WIH
paspakeHue T1a3 WiH
CIM3HUCTHIX 000I04UeK

MOJKET BBI3BIBATh MECTHBIC
KOKHBIE peakIuu (Harpumep,
KOHTAKTHBIN IEPMaTuT), WA
pasnpaxkeHue I1a3 uim
CIIM3UCTBIX 000JI0YEK

€CJIA y BaC HEMEPEHOCUMOCTh
HEKOTOPBIX Caxapos,
o0paTuTech K JiedalemMy
Bpady rnepej mpueMoM
JTAHHOTO JIEKAPCTBEHHOTO
npernapara

€CJIM y BaC HEMEPEHOCUMOCTh
HEKOTOPBIX Caxapos,
o0paTuTech K JiedalemMy
Bpady rnepej mpueMoM
JTAHHOTO JIEKAPCTBEHHOTO
npernapara

st OXJIIT: maruenTaM ¢
pEeaKo BCTpevaroniencs
HacJICICTBEHHOM
HEMEePEHOCUMOCTHIO
raJIakTO3bl, HAIPUMED,
raJaKTO3eMUEH, HE CIIEyeT
MPUHUMATH 3TOT Mpenapar

st OXJIIT: maruenTaM ¢
pEeaKo BCTpevaroniencs
HacJICICTBEHHOM
HEMEePEHOCUMOCTHIO
raJIakTO3bl, HAIPUMED,
rajJakTo3eMHei Ui
TTIOKO30-TaJIaKTO3HOM
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HaumenoBanue

[Tyt BBEEHUA

[IpenenbHoE
cofiepaHue
BCIIOMOTaTEILHOIO
BEIIECTBA

CBeneHus1, KOTOPbIC JOJKHBI

6bITh yKazans! B JIB' i
OXJIIT?

KommenTapuun

11.

12.

13.

I'enapun (B kauecTBe
BCIIOMOTaT€IbHOTO BELIECTBA)

I'munepun

I'mroko3a

NIEPOPAIILHBIN U
MapeHTEPATbHBIN

MapeHTepaJIbHbIN

IIEPOPAJILHBII

PEKTaIbHBIN

NIEPOPAJILHBII

5r

10 mr B 1 mo3e

1r

MababcopOImen, He
cne;[yeT HpI/IHI/IMaTI: 9TOT
npemnapar

COZICPIKHT «X» T TAJIAKTO3bI HA
JI03Y, YTO HEOOXOIMMO
y‘-II/ITBIBaTI: IIalfMCHTaM C
caxapHbIM JuabeToM

MOJKET BBI3LIBATH
aJUIEpruYecKre peakiuu u
YMEHBIIATh YACIIO KPOBSIHBIX
KJICTOK, UTO MOKET CKa3aThCs
Ha CUCTEME CBEPTHIBAaHUS
KpPOBH.

ITarmmenTaMm ¢
MEPEHECEHHBIMU
AJUIEPrUYECKUMU PEAKLIUAMU
Ha TenapyH CleayeT n3berarb
MIPUMEHEHUS MIPENaparoB,
coliepKalux renapuH

MOYKET BbI3bIBATh TOJIOBHYIO
00J1b, paCCTPONCTBO KETMynKa
1 uapero (TIoHOC)

MOYKET OKa3bIBaTh cliaboe
CIIAOUTEINLHOE JIENICTBUE

st OXJIIT: maruenTaM ¢
pEeaKo BCTpevaroniencs

€CJIM Bpay COOOILNII, YTO y Bac
HETIePEHOCUMOCTb HEKOTOPBIX
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No HaumenoBanue [Tyt BBEEHUA [IpenenbHoE CBeneHus1, KOTOPBIE TOJKHBI KommenTapuun
COZIEpIKaHUe 6bITh yKazans! B JIB' i
BCIIOMOTaTeJILHOTO OXJIIT
BEIIECTBA
caxapoB, 00paTuTech K IIOKO30-TAJIAaKTO3HON
JeqalemMy Bpady nepes ManbabcopOrueit He
MIPHEMOM JIaHHOTO CJIeyeT MPUHUMATH 3TOT
JIEKapCTBEHHOTO Ipenapara npenapar
MepOpaIbHbIIA U 5Tt CONIEPIKUT «X» T TIIFOKO3bI Ha
MapeHTepaibHbIN JI03Y, 9YTO HEOOXOAUMO
YUUTHIBATh MAIUEHTaM C
caxapHbIM quabeToM
PacTBOPHI JIs * MOYKET TTOBPEIUTH 3yOBI CBEJICHUS CJICTYET
npreMa BHYTpPb BKJIFOYaTh, TOJILKO €CIIH
cocaTelbHbIe JIEKapCTBEHHBIN Mpenapar
JKeBaTeIbHBIE MpeIHa3HauYeH s
TaOJNETKH JUTUTEITHLHOTO TIPUMEHEHUS,
Harpumep, 2 HeJeu U
oosee
14.  Tumeruncynb(oKCua MECTHBIN * MOXKET Pa3aApakarb KOKY
15.  Kamuit MapeHTEPATbHBIN KaJlusg MEHee JTAHHBIN TIpenapar COAEPIKUT CBEJICHUS OTHOCSTCS K

1 MMoJITb B pa3oBoi
no3e

Kanuii, MeHee 1 MMOJIb

(39 mr) Ha ... (yKa3arb 103Y),
TO €CTh 110 CYTU «HE COICPKUT
KaJTHsD»

MOPOTY, PACCYUTAHHOMY TI0
00IIIeMy COIEp>KaHUTO
KaJIusl B JICKAPCTBEHHOM
mpemnapare.

Oco0EHHO Ba)KHO
OCBEJOMHTH Ha3HAYAIOIIUX
Tpenapar JUIl ¥ YBEPHUTD
pOIUTENEN B HUZKOM
COZICpYKaHUM KaJIUS B
mpernaparax, MPUMEHIEMbIX
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HaumenoBanue

[Tyt BBEEHUA

[IpenenbHoE
cofiepaHue
BCIIOMOTaTEILHOIO
BEIIECTBA

CBeneHus1, KOTOPbIC JOJKHBI

6bITh yKazans! B JIB' i
OXJIIT?

KommenTapuun

16.

17.

18.

Kuciora 6en3oiinas v OeH30aThL;

1) xucnora 6enzoiinas E210
2) Harpus 6enzoar E211
3) xanwust 6enzoar E212

Kucnora copbunoBas u ee coiu

Kcumuron

[IapEeHTEPaAJIbHBIN,
NepopaIbHbII

BHYTPHBEHHBIN

MECTHBIN

NapeHTepaIbHbIN

MECTHBIN

MepopaIbHbII

Kanusg 1 MMOab 1
0oJiee B pa3oBoOi
JI03¢

30 Mmoo/

10r

B JIETCKUX J103aX

JAaHHBIN IIperapar COAEPKUT
«X» MOJIb (WJTH «Y» MT) KaJTHs
Ha ... (ykazarb 103Y).
HeoOxommmo yauThIBaTh
HalyeHTaM CO CHIDKESHHOM
(byHKIHEH TToUeK u
MaIMeHTaM, HaXOSIIUMCS Ha
JIeTe C OrpaHUYCHUEM
MOCTYTIJICHHST KaJIHsI

MOYKET BBI3BIBATH
OO0JIE3HEHHOCTb B MECTE
BBEICHUS

c1abo pasapaxaeT Koxy, Iiaza
U CIIU3UCTBIE 000JIOUKH.

c11abo pasapaxaeT Koxy, Iiasa
U CIIU3UCTBIE 0O0JIOUKH.
Mo3KeT NOBBIIIATL PUCK
Pa3BUTHS KENTYXH Y
HOBOPOKICHHBIX

MOXET BBI3bIBaTh MECTHbIE
KO)KHBIE peaKIuu (Harpumep,
KOHTAKTHBIN 1€PMaTUT)

MOYKET OKa3bIBAThH
clIa0UTENBHOE JIEHCTBHE.
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No HaumenoBanue [Tyt BBEEHUA [IpenenbHoE CBeneHus1, KOTOPBIE TOJKHBI KommenTapuun
COZIEpIKaHUe 6bITh yKazans! B JIB' i
BCIIOMOT'aTeIILHOTO OXJIIT?
BEIIICCTBA
Kcunuron conepxut
2,4 xka/r mpemnapara
19.  Jlaktur E966 NepOpaIbHbII * eciu y Bac HeriepeHocuMocTs it OXJII: manpentam ¢
HEKOTOPBIX Caxapos, PENKO BCTpevaroencs
oOparuTech K JeyariemMy HACJIEICTBCHHOU
Bpauy nepes NpueMom HEMEPEHOCUMOCTBIO
JTAHHOTO JICKAPCTBEHHOTO (bPYKTO3BI,
npernapara HEMEPEHOCUMOCTBIO
rajIakTO3bl, TaJITAKTO3EMHCH
WU TIIFOKO30-TaJIaKTO3HOM
ManbabcopOrueit He
ClielyeT NPUHUMATh 3TOT
npenapar
10T MOXKET OKa3bIBaTh C1aboe
CJIa0UTENRHOE JIEHCTBHE.
JlakTut conepxKuT
2,1 kkan/r mpemapara
20.  Jlakrto3a NIEPOPAJIbHBII * ecnu y Bac HenepeHocuMocTb  Juisg OXJIII: manuenTam ¢

HEKOTOPBIX Caxapos,
o0OpaTuTech K JieqalemMy
Bpady mepes mpueMomM
JTAHHOTO JICKAPCTBEHHOTO
npernapara

peaKo BCTpevaroniencs
HacJIeICTBEHHOM
HEMEPEHOCUMOCTBIO
TaJIaKTO3bI, JeHUITATOM
JIaKTa3bl JIONIApEN WIH
JIFOKO30-TAJIAaKTO3HOU
MainbabcopOrueit He
clelyeT MPUHUMATh 3TOT
npenapar




9

HaumenoBanue

[Tyt BBEEHUA

[IpenenbHoE
cofiepaHue
BCIIOMOTaTEILHOIO
BEIIECTBA

CBeneHus1, KOTOPbIC JOJKHBI

6bITh yKazans! B JIB' i
OXJIIT?

KommenTapuun

21.

22.

23.

24.

JlanonvH (IEPCTSHOM JKUP)

Jlatekc,
HaTypaJbHbIN KaydyK

Mamstut E965,

n3omMansTUTOI E953,

MAaJIBTUT KUJKUN (CHpon
THAPOTEHU3UPOBAHHOM TITIOKO3bI)

Mannuton (ManHuT) E421

MECTHBIN

BCC

NIEPOPAJIbHBII

NIEPOPAJILHBII

5T

10T

10T

COJZICPIKUT X T JIAKTO3HI (X/2 T
IJTFOKO3BI M X/2 T TaJIaKTO3bI)
Ha JI03Y, 9YTO HEOOXOIUMO
YUUTBIBATH MAIIUCHTAM C
caxapHbIM JuabeToM

MOXET BBI3bIBaTh MECTHbIE
KO)KHBIE peaKIuu (Harpumep,
KOHTAKTHBIN 1€PMaTUT)

KOHTEIHEP TAaHHOTO
JIEKapCTBEHHOTO Ipenapara

COZICPKUT JIATEKCHBIN KaydyK.

Mo:xeT BBI3BIBATh TSKEIBIC
aJJIepruyecKue peakiuu

€CJIA y BaC HEMEPEHOCUMOCTh
HEKOTOPBIX Caxapos,
o0paTuTech K JiedalemMy
Bpady rnepej mpueMoM
JTAHHOTO JIEKAPCTBEHHOTO
npernapara

MOJKET OKa3bIBaTh c1adoe
cnabuTenbHOE ACHCTBIE.
ManbTuT (M30MaIBETUTON)
COEPKHUT 2,3 KKaJ/T
npernapara

MOYKET OKa3bIBaTh cliaboe
CIIAOUTENLHOE JIENCTBUE

BCIIOMOTaTeJIbHOE
BEIIECTBO BCTPEYACTCS
HEYacTo, HO TpeOyeTcs
MIPEIYIpexICHUE

st OXJIIT: maruenTaM ¢
pEeaKo BCTpevaroniencs
HacJICICTBEHHOM
HEMEPEHOCUMOCTHIO
(bpyKTO3bI HE CIEIyeT
MIPUHUMATH 3TOT Mpernapar.
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No HaumenoBanue [Tyt BBEEHUA [IpenenbHoE CBeneHus1, KOTOPBIE TOJKHBI KommenTapuun
COZIEpIKaHUe 6bITh yKazans! B JIB' i
BCIIOMOI'aTeIbHOrO OXJIIT2
BEILIECTBA
25.  Macno 6epramora, MECTHBII * MOYKET TTOBBIIIATH HEMPUMEHHUMO, €CJIH
OepramnTeH YYBCTBUTEIBHOCTD K YD MIOKa3aHo, YTO OepranTeH B
JTy4yam (€CTeCTBEHHBIN U MacJlie He COAEePIKUTCS
MCKYCCTBEHHBIN COJIHEYHBII
CBET)
26.  Macno kacTopoBoe IapeHTEePaJIbHBIN * MOXET BBI3bIBaTh TSKEIBIE
MOJIM3TOKCUIIUPOBAHHOE, aJJIeprudecKue peakiuuu
Maclio Kacroposoe NEpOPaJIbHBIN * MOJKET BBI3bIBATh
MOJM3TOKCUIIUPOBAHHOE PACCTPONCTBO KEIYIKA 1
THJIPOr€HU3UPOBAaHHOE Mapero (oHOC)
MECTHBIN * MOXET BBI3bIBAaTh KOXKHbBIE
peaxkuu
27.  Macno xkyHxyTHOe (JIbHSHOE) BCE MOYKET M3PE/IKa BHI3BIBATH
TSDKEJIbIE AJUIEPTUYECKHE
peaxiuu
28.  Macmno coeBoe, BCE * JIEKapCTBEHHBIN Mpernapar aHAJOTUYHO KOMMEHTAapHIO
MacJio COeBOe (Yka3aTb Ha3BaHHE) COAEPKUT IS apaXxHCOBOOTO Maca.
TUAPOre€HU3UPOBAHHOE apaxucosoe macio. Ecim y B OXJIII:
BaC aJUIeprusl Ha apaxuc Win MIPOTUBOINOKA3aHUE
COI0, HE IPUMEHSUTE 3TOT
JIEKapCTBEHHBI ITpernapar
29.  Harpwii MapeHTEPATbHBIN Hatpusi meHee | JTAHHBIN TIpenapar COAEPIKUT CBEJICHUS OTHOCSTCS K

MMOJIb B Pa30BOH
7103€ Ipernapara

meHee 1 MmoJIb (23 mr)
HaTpus Ha ... (YKasarh J103Y),

IIOPOT'Y, PaCCYUTAHHOMY I10
o0I1IeMy COIEpKaHUTO
HAaTpUs B JIEKAPCTBEHHOM
mpernapare.
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HaumenoBanue

[Tyt BBEEHUA

[IpenenbHoE
cofiepaHue
BCIIOMOTaTEILHOIO
BEIIECTBA

CBeneHus1, KOTOPBIE TOJKHBI KommenTapuun

6bITh yKazans! B JIB' i
OXJIIT?

30.

Oprannyeckue CoeqMHEHUS
pTyTH:

1) Tnomepcaur;

2) eHUIIPTYTH HUTPAT,

3) beHmIpTYTH arerar,

4) penunprytu 60par

MapeHTepaIbHbIN
NepopaIbHbII

odTasbMO-
JIOTHYECKUE

bopMBI

MECTHBIN

MapeHTEPATbHBIN

Harpus 1 MMoIb B
pa3oBoi 03¢

TO €CTb IO CyTU He cofepkUT  OcoOEeHHO BaKHO

HaTpUst OCBEJOMHUTH HA3HAYAIOIIUX
rpenapar Jul 1 yBEPUTH
pOIUTENEN B HUZKOM
COZIEpYKaHUM HATPHSI B
rpenaparax, IpuMEHsIEMbIX
B JIETCKHUX J103aX

JaHHBIN IIperapar COAEPKUT
«X» MOJTb (MJTH «Y» MT) HaTpHS
Ha ... (Ykazarb 103Y).
HeoOxomumo yauThIBaTh
MaIMeHTaM, HaXOSIIUMCS Ha
JIMeTe C OrpaHUYCHUEM
MOCTYIIJICHUS HATPUS

MOXKET BbI3bIBaTh
AJJIEPrUUYECKUE peaKuu

MOJKET BBI3BIBATH MECTHEIE
KOYKHBIC PEAKITUU (HaIpumep,
KOHTAKTHBIN JIEPMATUT) U
W3MEHEHME 1IBETA KOKHU

JTAaHHBIN JIEKapCTBEHHBIN
npernapar B KauecTBe
KOHCEPBAHTa COACPIKUT
(TMOMepcal), ecTh
BEPOSTHOCTh BOSHUKHOBEHUS
y Bac (Bamero pedeHKa)
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No HaumenoBanue [Tyt BBEEHUA [IpenenbHoE CBeneHus1, KOTOPBIE TOJKHBI KommenTapuun
COZIEpIKaHUe 6bITh yKazans! B JIB' i
BCIIOMOI'aTeIbHOrO OXJIIT2
BEILIECTBA
ajuieprudeckont peakuuu. [Ipu
HaJIM4Ky y Bac (Balero
pebeHKa) Kakoi-1100
aJuieprum coolmmTe 00 3ToM
JeqanieMy Bpaqay
€CIIU TIOCIIE MPEABIIYILETO TpebyeTcst yka3arh
BBEJICHHS BaKIIMHBI y Bac JOTIOTHUTEIBHBIC CBEACHUS
(Bamrero peOeHKa) BOSHUKAJIM O BaKI[MHAX
HapyIIeHUs, COOOImuUTe 00
ATOM JIeHalleMy Bpady
31.  IlaparuapoxcuOeH30aThI U UX [TepopanbHeii, * MOJKET BBI3BIBATh
3UpHL: odrampmo- aJUIeprUYecKre peakuu (B
1) stunrunpokcudenzoar E214; JIOTUYECKHUE TOM YHCJIE, OTCPOUYCHHBIC)
2) npormruapokcudensoar E216; dopml,
3) Harpus MECTHBII
nporuruapoxcubensoar E217; MapeHTePaTbHBINA * MOXET BBI3BIBATh
4) metunruapokcudensoar E218; .
WHTJIAIIHOHHBIH QIIEPTUYECKUE PEAKIINU
5) HaTpus METUITHIPOKCUOEH30aT
(B TOM 4mCIIe, OTCPOYCHHBIE)
E219 ¥, B HCKJTFOYMTEIILHBIX
clty4asix, OpoHXOCIIa3m
32.  Tlepyanckwii 6anmb3am MECTHBI * MOJKET BBI3bIBATh KOJKHBIE
peaknuu
33.  IIponuieHIMKONIb U ero 3pupbl MECTHBIN * MOXET pa3paxKarb KOXY
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No HaumenoBanue [Tyt BBEEHUA [IpenenbHoE CBeneHus1, KOTOPBIE TOJKHBI KommenTapuun
COZIEpIKaHUe 6bITh yKazans! B JIB' i
BCIIOMOI'aTeIbHOrO OXJIIT2
BEIIECTBA
MepopaIbHbII 400 mr/kr — mis MOJKET BBI3bIBATH CUMITTOMBI,
NapeHTepatbHbIN B3pPOCIBIX CXOKHE C MPUEMOM AJTKOTOJIsA
200 mr/kr — ms
Jeren
34.  IlmeHWYHBIN Kpaxma NepopaIbHbII * MOXKHO ITPUMEHSATD JIFOISIM C MIIEHAYHBIN Kpaxma
uenuakueil. [Tanpentam ¢ MOXET CONEPKATh IIIFOTEH,
ajyiepruel Ha MIIeHUIy HO TOJIBKO B CJIEIOBBIX
(OTIMYHOM OT IETTMAKUH) HE KOJIMYECTBAX, [IOATOMY
CllelyeT MPUHUMATh 3TOT CUUTAETCS, YTO OH
npemnapar Oe3omaceH 1S JIUIL C
HenraKuei (TII0TeH B
MIIIEHUYHOM Kpaxmalie
HOPMHPYETCS UCIIBITAHUEM
Ha o011ee coepKaHmne
0eJKa, OIMCAaHHBIM
B crarbe Papmaxonen
Coroza)
35.  Caxap uHBEepTHBII MIEpOpaIbHbII ecyu Bpad cooOmmi, 9ro y Bac st OXJIIT: manmenTam ¢

HETIePEHOCUMOCTb HEKOTOPBIX
caxapoB, 00paTuTech K
JeqaiieMy Bpady nepen
IPUEMOM JaHHOTO
JIEKapCTBEHHOTO TIperapara

pEeaKo BCTpevaroniencs
HacJIeICTBEHHOM
HEMEPEHOCUMOCTBIO
(GPYKTO3BI WITH
TITIOKO30-TaJIaKTO3HOM
MababcopOrueit He
clieyeT MPUHUMATh 3TOT
npenapar
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No HaumenoBanue [Tyt BBEEHUA [IpenenbHoE CBeneHus1, KOTOPBIE TOJKHBI KommenTapuun
COZIEpIKaHUe 6bITh yKazans! B JIB' i
BCIIOMOT'aTeIILHOTO OXJIIT?
BEIIECTBA
5T CONIEPIKUT «X» I CMECH
(pYyKTO3bI U IIIFOKO3BI HA JI03Y,
YTO HEOOXOAMMO yUUTHIBATh
MAIMEHTaM C CaXapHbIM
nadeToM
PacTBOPHI TSI * MOXET TIOBPETUTH 3YObI CBEJICHHUSI CIIeyeT
nprieMa BHYTpb, BKJIIOYATh, TOJBKO €CJIH
cocaTellbHbIE, JICKapCTBEHHBIN MIperapar
’KeBaTeJIbHbIE TpeIHa3HavYeH IS
Ta0IeTKU JUTATENTLHOTO TIPUMEHEHUS,
Hampumep 2 HeAeTu 1
0omee
36.  Caxaposza NepOpaIbHbII * ecnu y Bac HeriepeHocuMocTs st OXJII: manpentam ¢
HEKOTOPBIX Caxapos, pEeIKo BCTpeyaromiecs
oOparuTech K JeyariemMy HACJIEICTBCHHOU
Bpady mepes mpueMom HETNePEHOCUMOCTBIO
JTAHHOTO JICKAPCTBEHHOTO (bPYKTO3BI,
npernapara [TIOKO30-TaJIaKTO3HOM
MababcopOIuen wim
IePUITOM
caxapasbl-U30MalibTa3bl HE
CJIeyeT MPUHUMATh 3TOT
npemnapar
S5t COJZICPIKUT «X» T caxapo3bl Ha

JI03Y, 9YTO HEOOXOAUMO
YUUTBIBATH MAI[UCHTAM C
caxapHbIM quabeToM
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No HaumenoBanue [Tyt BBEEHUA [IpenenbHoE CBeneHus1, KOTOPBIE TOJKHBI KommenTapuun
COZIEpIKaHUe 6bITh yKazans! B JIB' i
BCIIOMOI'aTeIbHOrO OXJIIT2
BEIIECTBA
pacTBOPHI IS * MOXET TIOBPEIUTDH 3yObI CBEJICHHUSI CIIEeyeT
npremMa BHYTPb, BKJTIOYATh, TOIBKO €CIH
cocarenbHbIE, JIeKapCTBEHHBIH Mpernapar
KeBaTeIbHbIC MpeaHa3HaYeH s
TabNIeTKN JUTUTENILHOTO IIPUMEHEHUS,
HarpuMep JIBe HeJeNn 1
Ooree
37.  Copburon E420 MEpOpaIbHbIN * ecnu y Bac HeriepeHocuMocTs i OXJIIT: Tlanmentam ¢
MapeHTePATbHBIN HEKOTOPBIX CaxapoB, pEeaKo BCTpevaroniencs
o0paTuTech K JiedaiemMy HACIIEICTBEHHON
Bpady rnepes NpueMom HENEePEHOCUMOCTHIO
JTAHHOTO JIEKAPCTBEHHOTO (GPYKTO3bI HE CIIeAyeT
npernapara MIPUHUMATH 3TOT Ipenapar
NepopaIbHbII 10r MOYKET OKa3bIBaTh ciaboe
cllabHuTeNbHOE JICHCTBIE.
COpPOUTOI CONEPIKUT
2,6 KKa/T Kajtopui
38.  Cromprt creapuiioBbIit MECTHBII * MOYKET BBI3BIBATh MECTHBIE
KOKHBIE peakIuu (Harpumep,
KOHTAKTHBIN I€PMATUT)
39.  Compr 1nerocTeapuIoBbIH, MECTHBIN * MOJKET BBI3BIBATh MECTHBIC
CrupT eTUIIOBBIA KOKHBIE peaKIiu (Harpumep,
KOHTaKTHBIN 1€PMaTHUT)
40.  Cynb¢uTsl, BKIHOYAs NEPOPaNbHBIH, * MOXET U3PEKa BbI3bIBATH
MeTaOUCYIb(UTHI: MapeHTepaIbHbIH, TSDKEJbIE peaKuu
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No HaumenoBanue [Tyt BBEEHUA [IpenenbHoE CBeneHus1, KOTOPBIE TOJKHBI KommenTapuun
COZIEpIKaHUe 6bITh yKazans! B JIB' i
BCIIOMOI'aTeIbHOrO OXJIIT2
BEIIECTBA

1) cepor nuokcua E220; WHTAJSIIIMOHHBIN TUTIEPUYYBCTBUTEIILHOCTH U
2) Harpus cynsdur E221; OpoHxocmasm
3) marpus oucynshut E222;
4) narpus metabucynbdur E223;
5) xanust metabucynbdur E224;
6) kanus oucynsdur E228;

41.  denunanaHvuH MECTHBII * JAHHBIN TIpeTapar COACP>KUT

nepopaIbHbII denmnananus. Moxer
MapeHTepaIbHbIHi 0Ka3aTbCsl BPEAHBIM IS
mrofei ¢ peHUIIKETOHypHei

42. dopmabaeru MECTHBIHI * MOJKET BBI3BIBATH MECTHBIE
KOKHBIE peaKIuu (Harpumep,

KOHTaKTHBIN 1€PMaTHUT)
MIEPOPATBHBIHA * MOXET BBI3BIBATh
paccTpOMCTBO KETyaKa U
Jauapero (IoHOC)

43.  ®pykrosza NepOpaIbHbII * eciu Bpad coobmm, uro y Bac s OXJII: manuentam ¢
HETIEPEHOCUMOCTh HEKOTOPBIX  PEIKO BCTPEUAIOIIeics
caxapoB, 00paTuTech K HACJIeICTBEHHOMN
JeqaiieMy Bpady mnepes HETNePEHOCUMOCTBIO
PUEMOM JIaHHOTO (GpPYKTO3bI HE CIIeAyeT
JIEKapCTBEHHOTO penapara MIPUHUMATH 3TOT Ipenapar

MapeHTEepaJIbHbIN St COIEPIKUT «X» T (PPYKTO3HI HA

JI03Y, 4TO HEOOXOIMMO
y‘-II/ITBIBaTI: IIalfTMCHTaM C
caxapHbIM JuabeToM
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No HaumenoBanue [Tyt BBEEHUA [IpenenbHoE CBeneHus1, KOTOPBIE TOJKHBI KommenTapuun
COZIEpIKaHUe 6bITh yKazans! B JIB' i
BCIIOMOTaTeIbHOTO OXJIIT?
BEILIECTBA
KUJKUE * MOXKET MOBPEIUTH 3yObl CBEJICHUS CIIEyeT
JIEKApCTBEHHBIE BKJIIOYATh, TOJIBKO €CIH
(bopMbI A5 JIEKapCTBEHHBIN Mpenapar
npremMa BHYTpb, IIpeHa3HA4YEH IS
TabIeTKN JUTUTENBHOTO IPUMEHEHUS,
KEBATEIIbHBIE HalpuMep J1B€ HEJENU 1
Oonee
44,  Xiopkpe3on MECTHBIH, * MOJKET BBI3bIBATh
HapeHTepatbHbIN QJJIEPrUYeCcKUe peakluu

45.  DOpurposun E127 NIEPOPAJILHBII 0-0,1 mr/kr JICKapCTBEHHBIE IIpEnaparsl, 3aIpelleH B COCTABE

cozieprKalle SpUTPO3HH, JIEKapCTBEHHBIX

HEJIb3sl Ha3HAYaTh U npernaparax Jjs J1eTeu.

HNPUMEHSATH MAIIUEHTaM C

[IaTOJIOTHEN IIUTOBUHOU

AKeJe3bl
46.  Dranon NIEPOPAIILHBINH, Mmenee 100 mr B JTAaHHBIN JIEKapCTBEHHBII JAHHOE yKa3aHUe J1aeT

HapeHTepatbHbIN pa3oBoii 103€e npenapar CoIepKuT POIUTETSM U JETAM

or 100 Mr no3r B
pa3oBoi 1o3e

HEOOITBIIIOE KOTMIECTBO
aTaHoja (AJIKOTOJIs), MCHEE
yem 100 mr Ha ... (yka3arb
7103Y)

JTAaHHBIN JIEKapCTBEHHBIN
npernapar CoIepxkHr ... 00. %
ATaHoja (aJIKOTOJIs), TO €CTh
IO ... MT Ha JI03Y, 4YTO PaBHO
... MJI TIMIBa, ... MJI BUHA Ha
J03Y.

YBEPEHHOCTh B TOM, YTO
npemnapar CoaepKuT
HEOOIBIIOE KOJIMYECTBO
AJIKOTOJISt

B JIB HEoOXoaumo yka3arh
SKBHUBAJIEHTHBINA 00BEM
MMBa ¥ BUHA, PACCUUTAB €TO
HOMHHAJILHO, UCXOS U3 5 U
12 06 % sTaHoNa
COOTBETCTBEHHO.
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HaumenoBanue

[Tyt BBEEHUA

[IpenenbHoE
cofiepaHue
BCIIOMOTaTEILHOIO
BEIIECTBA

CBeneHus, KOTOPBIE TOJKHBI
6bITh yKazans! B JIB' i
OXJIIT?

KommenTapuun

NIEPOPAIILHBIH,

MapeHTEPATbHBIN

3 1 B pa3oBoii 103¢
npenapara

Bpenen aisa mun ¢
AJIKOTOJIU3MOM.

HeoOxomumo yauThIBaTh
OEepEeMEHHBIM U KOPMSIIHM
TPYAbIO )KCHIIUHAM, JIETSIM 1
TaKUM TPYIIaM BEICOKOTO
pHCKa, KaK TAIMEeHTHI C
3a00JIEBaHUSAME II€YEHN U
SMHUJICTICUEH

JTAaHHBIH JIEKapCTBEHHBIN
mperapar CoIepKur ... 00. %
ATaHo’a (AJIKOroJisi), TO €CTh
JI0 ... MT Ha JI03Y, YTO PaBHO
... MJI IMBA, ... MJI BUHA Ha
TI03Yy.

Bpenen st nan ¢
AJIKOTOJTU3MOM.

Heob6xoa1Mo yuuThIBaTh
OepeMEHHBIM U KOPMSIIIIAM
TPYAbIO )KEHILUHAM, JIETSIM U
rpynmnam BbICOKOTO PUCKa,
TaKHUM KaK MaIlAEeHTHI C
3a00JICBaHUSMH [I€YCHU U
SITUIICTICUCH.

AJKOrojib B JaHHOM
JICKapCTBEHHOM Ipernapare
MOXXET HapyIIUTh 3P PEKTHI
JPYTUX JIEKAPCTB.

B paznmuunbix paznenax JIB
MOT'YT OTPeOOBaThCS
OT/EJbHbIE YKa3aHUs
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No HaumenoBanue

[Tyt BBEEHUA

[IpenenbHoE
cofiepaHue
BCIIOMOTaTEILHOIO
BEIIECTBA

CBeneHus, KOTOPBIE TOJKHBI
6bITh yKazans! B JIB' i
OXJIIT?

KommenTapuun

AJIKOTOJIbF B TAHHOM
JICKApCTBEHHOM TIpernapare
MOXET TOBJIHATH Ha
CIIOCOOHOCTD YIPABIATH
aBTOMOOHMIIEM 1 paboTy C
MEXaHU3MaMMH.

1JIB - MHCTPYKIMS [0 MEAULMHCKOMY NMPUMEHEHHIO JIEKapCTBEHHOT0 IpenapaTa (JINCTOK BKJIAIBIII).
2 OXJIII - o6was XapaKTEePUCTHKA JIEKAPCTBEHHOIO Mpenapara JAJisl MEAUIIMHCKOTO MPUMEHEHHUS.

[Tpumeuanue. [Tog 3HakOM «*» MOHUMAETCS] HEOOXOAMMOCTh yKa3aHUsl COOTBETCTBYIOIIEH MH(OpMaUU B O0IIEH XapaKTePUCTHKE JIEKApCTBEHHOTO
npemnapara ajid MCAUIIUHCKOI0 NpUMCHCHHUA, UHCTPYKIUU IS MCAUIHUHCKOI'O IMPUMCHCHUA (HI/ICTKG-BKHaI[BILHe) HE3aBUCHUMO OT KOJIMYECTBCHHOI'O
coJiep>KaHusl BCIIOMOTaTeNbHBIX BellecTB. He gomyckaeTcss MCnoip30BaTh MUIIEBBIE KPACUTENIHM B COCTaBE JIEKAPCTBEHHOM (DOpPMBI, HE BOILEIIINE B
TEXHUYECKHI peryiaMeHT EBpa3nuiickoro 3KOHOMHYECKOTo coto3a «TpeboBanus 6€30MacHOCTH MUIIEBBIX T00aBOK, apOMATU3aTOPOB M TEXHOIOTHUECKUX
BcrioMorartenbHbIX cpencts» TP 029/2012, yrepxaennsiii Pemennem Coseta EBpasuiickoit s3xoHOMHUUYecKor kKomuccuu oT 22 utoiist 2012 1. Ne 58 wm

3alPpCUICHHBIC UM.
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IlosgcHeHusa

Hacrosimuii  mepedeHb COAEPXKUT NPEAYNPEIUTEIbHBIE YKa3aHUs
OTHOCUTEIBHO HaJUYUs OIPEJEICHHBIX BCIIOMOTATEIbHBIX BEIIECTB B
COCTaBe JICKAPCTBEHHOI'O TIperapara, KOTOpbie JOJDKHBI OBITh MPHUBEICHBI B
oOIIelt XapakTepUCTHUKE JIeKapCTBeHHOTo mpemnapara (manee — OXJIII),
UHCTPYKIIUU IO MEAUIMHCKOMY MNPUMEHEHHIO JIEKAPCTBEHHOIrO Mpernapara
(muctke-Bkaanpime) (mamee —  JIB).  Hacrosmmii  mepedyeHb  He
pacrpocTpaHseTcss Ha TOMEONaTUYeCKue JIGKapCTBEHHBIC IIperaparsl,
3apEeTUCTPUPOBAHHBIE T10 CHIEIUATBHON YIPOIEHHOM MPOIEype, TOCKOJIbKY
JUIi  TaKUX TOMEOMAaTHYECKUX IMPENaparoB MPEIyCMOTPEHBI  0COObIE
TpeOOBaHUS K MAPKUPOBKE.

Hacrosiimuii nepedyeHs nmpegHa3HayeH JJisl YIIOJTHOMOYEHHBIX OpPraHOB
rocyJlapcTB — ujeHOB EBpa3uiicKOro 3KOHOMHUYECKOTO Coro3a (jJaiee
COOTBETCTBEHHO — TocyJapcTBa-wieHbl, Co103), 3asBUTENICH U JepraTenen
PETUCTPAlIMOHHBIX YJOCTOBEPEHUM U BKJIOYAeT B ceOs HHGPOPMAIIUIO
O BCIOMOTATEeNbHBIX BEIIECTBaX, KOTOPYH HEOOXOJUMO  OTpPa3UTh
B MApKHPOBKE, a TAK)KE CBEJCHUS, KOTOpHBIE ciieayeT BKIrUnuTh B OXJII u JIB
B OTHOIIIEHUHU TAKWX BCIOMOTaTelbHBIX BeiiecTB. HacTosiuii nepedyeHs He
NPUMEHSIETCA K BEIIECTBaM, HCIOJb3yEMbIM B Kauye€CTBE AKTHUBHBIX

(dbapMaleBTUUECKUX CyOCTaHIIUM.

Iloxg BcmomorareabHBIMU BCICCTBAMH, YKAa3aHHBIMK B HACTOAIICM
MNEePCUYHC, TIOHUMAIOTCA KOMIIOHCHTBI HCKapCTBCHHOﬁ q)OpMBI HC ABJIAIOIIHCCA
I[CI\/’ICTBYIOIJ_[I/IMI/I BCIICCTBAMH, KOTOPBIC IIPUHUMAKOTCA IMAUCHTOM HWJIN

BBOJSITCS] EMY.
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K Takum KOMIIOHEHTaM OTHOCSATCSI B TOM YHUCJIE:

KpAacUTEIN, KOHCEPBAHTHI, aAblOBAHThI, CTAOWIIN3ATOPHI, 3aryCTUTEIIH,
AMYIbCU(PUKATOPHI, BKYCOBBIE U apOMaTUUYECKUE JOOABKU U T. [I.;

KOMITIOHEHTBI, TMpeJHa3HAauY€HHbIC JUIsl TMPOIJVIATBIBAHUS WM HHOTO
BBEJICHUSI MAI[UEHTY;

KOMIIOHEHTBI HApy>XHOM 0OOJIOYKH JIEKAPCTBEHHBIX IIpenapaTroB
(KarcyJbl, )KeJIATUHOBBIE KaICyJibl, PEKTAIIbHBIE KAICYJIbI U T.1.);

CMECH BCIOMOTATEJIbHBIX BEIECTB, HAMPUMEP, HCIOJIb3yEeMbIE s
OpsIMOTO TPECCOBAaHUA, WM B COCTAaBE IUICHOYHON OOOJOYKH, WA JJIst
MOJIMPOBKH MPOTJIATHIBAEMOM JIEKAPCTBEHHOU POPMBI;

KOppekTophl PH;

KOMIIOHEHTHI YePHUJI, UCTIONb3YEMBIX JIJII MAPKUPOBKH JIEKAPCTBEHHBIX
dbopM 11 TIEPOPATIBHOTO TPUMEHEHUS;

pacTBOPUTENH, COJAEpKalmecs, K TMpUMepPy, B PaCTUTEIbHBIX
IKCTpPAKTaX UM KOHILIEHTPAaTaX BUTAMUHOB;

KOMIIOHEHTBI, COJIepKalllhiecsi B CMECH XHMMHYECKH POJCTBEHHBIX
BEIIECTB (HANpUMEpP, KOHCEPBAHTHI).

OcraroyHble TPOU3BOJICTBEHHBIE MPUMECH, MPUMECH JICHUCTBYIOIIETO
BEIIECTBA, OCTATOYHBIE PACTBOPUTENH, MPOAYKTHI NETpajallil U T. 1. HE
OTHOCATCS K BCIIOMOTaTeJIbHBIM BEIlIECTBaM.

BcnomoraTenbHble  BellecTBa B 1IEJIOM CUMTAIOTCS WHEPTHBIMH.
HecMoTpsi Ha >KelaTenbHOCTh OTCYTCTBUSI y BCIIOMOTATENbHBIX BEIIECTB
coOCTBEHHOr0 (hapMaKOJOTHYECKOT0 JEUCTBUS WM €ro HE3HAYUTEIBLHOCTD,
HEKOTOphIE W3 HUX O0O0JIANIalOT MPU3HAHHBIM JIEUCTBUEM WU 3(DPeKToM,
BO3HUKAIOIIUM TPU OMNPEACIICHHBIX OOCTOSTENbCTBAX. 3asBUTENHU TPHU
pErucTpaliii M JAep>KaTeld PEeruCTPAlMOHHBIX YIOCTOBEPEHHUMN JIOJKHBI

00€eCIIeYnTh HaAJICKaIeC HUCIIOJIB30BAaHUC BCIIOMOI'aTCIIBHBIX BCIICCTB B
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COCTaBE JICKAPCTBEHHBIX MPENApaTOB, C YYETOM CBEIACHHM, COAECPKAIIUXCS B
HACTOSIIEM MEPEYHE.

HanmeHnoBanne BCOMOrareabHOro BEIIECTBA, YKa3aHHOTO B HACTOSIIEM
MEPEYHE, JOJKHO COMPOBOXKIAATHCA HOMEPOM «E», €ciu TakoBOW MPUCBOEH. B
MapKUPOBKE JOCTATOYHO YKA3aTh JUIIb HOMEp «E» MpH yCIOBHH TOrO, YTO
MoJIHOE HanMeHoBaHue U HoMmep «E» ykazanbl B OXJIII u JIB B paznene, B

KOTOPOM IICPCUHUCIICH MOJIHBIM KaUY€CTBEHHBIN COCTAB.

[laTeHTOBaHHBIE BKYCOBBIE TOOABKM W apoOMaTH3aTOpbl JOMYCKAETCS
yKa3bIBaTh oOmIel (pazoit (Hanmpumep, «amneabCHHOBas BKycOBas T00aBKay,
«UUTPYCOBBIM  apomaru3atop (OTAYIIKA)»), BCE U3BECTHBIE OCHOBHBIC
KOMIIOHEHThl W KOMIIOHEHTHI, OO0JIaJalolie MPU3HAHHBIM JCHCTBUEM WIH

s dexToM, HeOOXOAMMO YKa3bIBaTh OTACIIBHO.

XHUMHUYECKHU MOI[I/I(i)I/II_II/IpOBaHHBIe BCIIOMOTI'aTCJIbHBIC BCIICCTBA
HCO6XO,I[I/IMO YKa3bIBATb Tak, YTOOBI n30eKaTh IIyTaHUIbI C
HCMOI[I/I(I)I/IL[I/IPOBEIHHBIM BCIIOMOT'aTCIbHBIM BCIIICCTBOM (HaanMep,

«TIpeXKeNaTUHU3UPOBAHHBIN Kpaxmal»).

HeoOxonmuMo yka3piBaTh HaMMEHOBaHUSI KOPpeKTopoB pH, a Takxke ux
(GYHKIUIO TIPU HEOOXOJMMOCTH, HAPUMEDP, «XJIOPOBOIOPOIHAS KUCIOTA JJIS
Koppekuuu pH».

HeobxoaumMo yka3aTh BCE KOMITOHEHTBI CIIOXKHBIX BCIIOMOTATEIbHBIX
BEILIECTB U CMECEH, ImpeaBapss X OOIIel ONMucareibHON XapaKTePHUCTUKOM,
HaIlpuMep, «YEpHWIA, COAEpXkalue X, y, z». B MapKHpOBKE IOMyCKAETCs
UCITOJIB30BaTh OOIIYI0 ONMUcCATeNbHYI0 XapakTepuctuky, eciu B OXJIIT u JIB
NpUBENIeHbl OoJiee TMOAPOOHBIE CBENEHUS. YKA3bIBAIOTCS BCE KOMIIOHEHTHI,

oOnaiaronme NPU3HAHHBIM JISHCTBUEM WK 3PP EKTOM.

B rpade 4 Tabmuibl HACTOSIIETO TMEpeuHs MpUBEAeHA HUHQOpMAIUS O

Ka)KJIOM BCIIOMOTaTeIbHOM BEIlIECTBE, KOTOpas JIOJKHA OBITh ykazana B JIB.
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VkazpiBaeMas B OXJIIT u JIB undopmanus nomxHa ObITh SCHOW U MOHSITHOM
nanyenty. B cBs3u ¢ Tem, 4TO y 3asBUTENIEM MOTYT OBITh pa3IUYHBIC
¢dbupmennsie ctunu OXJII u JIB, He Tpedyercst nocinoBHO Bkirouats B OXJII
u JIB undopmanmio ykazaHHyio B rpade 4 TaOIUIbl HACTOSIIETO IMEPEUHS.
3asBUTENN BIpaBe BHIOpATh CBOM COOCTBEHHBIM CTHIIb MPENCTABICHUS ITHX
CBEJICHUM MalMeHTaM, HallpuMep, B BUJE NMPSIMbIX WIA KOCBEHHBIX YKa3aHUMU.
N3MeHsTh CyTh U 3HaU€HHE HH(POPMAIIMU HE JI0ITyCKAETCSI.

Ecmu B coorBerctBum ¢ Hactosammm nepednem B OXJIII u JIB
HEO0OXOMMO MPUBECTU NMPEAYNPEKICHUE WK UHPOPMAIIMOHHOE YKa3aHUeE, TO
npu npouteHun JIB u OXJIII nomkHO OBITH MOHSITHO, YTO 3TO YKAa3aHUE
OOYyCJIOBJIEGHO HaJIMYMEM KOHKPETHOTO BCIIOMOTAaTelIbHOTO BellecTBa. Y
[MALMEHTa HE JIOJDKHO BO3HUKATh HENONOHUMAHUS OTHOCHUTENIBHO TOTO,
OTHOCUTCS JIM TPEAYNPEKICHUE K BCIOMOTAaTEIbHOMY BEIIECTBY WU
JIEUCTBYIOIIEMY BELIECTBY.

Nudopmariyst 00 OTIETBHBIX BCIOMOTAaTeNIbHBIX BEIIECTBAX, YKa3aHHBIX
B HacToslIeM mnepeuHe, nomiexamias BkaodeHuto B OXJIII u JIB, moxer
OTHOCUTHCSI K HeckolbkuM paznenam OXJIIT u JIB (manmpumep, BIUSHHUE Ha
CIIOCOOHOCTh ~ yNPaBISATh TPAHCHOPTHBIMH  CPEICTBAMU U paboTy ¢
MeXaHW3MaMH, OEpEMEHHOCTh U JIAKTallMsl, HeXXeNarelbHble peakiuu). B memsx
ynpoienuss uapopmanuu B OXJII u JIB He cienyer ay0iaupoBarh 3TH
cBeAaeHusl. OpHako, YTOOBI MAIMEHT HE MPOMYCTWI BaXKHBICE U 3HAYUMBIC
CBEICHUS, U MOXET TMOTPEOOBAThCS YyKa3aHUE CChUIOK Ha pa3lien ¢
NPEAYNPEKICHUIMU OTHOCUTEIIBHO BCIIOMOTATENbHbBIX BELIECTB B JIPYTUX
paznenax OXJIIT u JIB. Hanpumep, npu HAIMYMKU B COCTABE JICKAPCTBEHHOTO
npernapara 3TaHoJIa MOTPeOyeTCs COOTBETCTBYIOIIAsl CChUIKA HA pasfesl ¢

NpeaAynpeKIACHUAMU B pPa3iciiax, KaCaromuxCsa BIMWSAHHUA Ha CITOCOOHOCTH
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YHOPAaBIATh TPAHCIOPTHBIMU CPEACTBAMM M paboOTarb € MEXaHU3MAMH,
OEpEeMEHHOCTH U JIaKTalliu, CBEICHUN O IETAX U T.1.
Tabnuia HaCTOAIETO MEPEUHS COAEPIKUT CIEAYIONINE Tpadbl:
HauMeHOBaHKMe.  HamMeHOBaHMe  BCIIOMOrarejbHOIO  BELIECTBA
yKa3bIBaeTcss Ha ocHOoBaHMM HOMeHKnarypsl MHH wmim ®apmakonen Corosa

(ecu BO3MOKHO), BKJItOYasi HoMep «E» (mpu HeoOXoAMMOCTH);

IyTh BBEACHUS. YKa3aHWE IyTH BBEACHUS HEOOXOIMMO, IMOCKOJIBKY
uH(popManra 0 0€30MaCHOCTH BCIIOMOTaTEIbHOIO BEIIECTBA 3aBUCUT OT MYTH
€ro BBEICHMs (HampuMep, CBENEHUs O OpoHXocma3me, OOyCIOBIEHHOM

OCH3AJIKOHUS XJI0puaoM, SHAYUMBI JIMIIb JJISI PCCITUPATOPHOTO I'IYTI/I);

IMpCACIIbHOC COACPIKaHUC BCIIOMOTI'aTCJIBHOT'O BCIICCTBA.
BcnomorarenbHble  BelllecTBa IMpOABIIAOT  CBOC JNICUCTBUEC  JIUIIb Ipu

MIPEBBIICHUN HEKOTOPOU J0O3bI.

Ecnu He ykazaHo MHOE, TO IPEAEIbHOE CONEPKAHUE BCIIOMOTATEIBHOTO
BEIIIECTBA BBIPAXKEHO B MAaKCHUMaJIbHOM CYTOYHOM J103€ PACCMATPUBAEMOIO
BCIIOMOTaTEIbHOTO BEIIECTBA B COCTABE JICKAPCTBEHHOTO Tpemnapara. [ Ipu atom
MO/l TPENEIIbHBIM COACPKAHUEM BCIIOMOTAaTEIbHOTO BEIIECTBA MOHUMAETCS
3HaY€HHE, paBHOE WJIM TMPEBBIIIAIONIEE TO, KOTOPOE€ HEOOXOAUMO Jis
BKItOYeHUsT yka3zaHHbIX cBeneHud B OXIJIII u JIB. HyneBoe mnpenensHOE
COJICPKAHHUE BCIIOMOTATEIBLHOIO BEHIECTBA O3HAYAET, UTO CBEACHUS CIIECIYET
YKa3bIBaTh BO BCEX CIIy4asX HAJIMAYHS 3TOTO BCIIOMOTATEJIBHOTO BEIIECCTBA B
COCTaBE JICKAPCTBEHHOTO IIpErapara;

nndopmartusa 1as OXJIIT u JIB. IlpuBoaumMbie CBEeACHUS JOKHBI OBITH
U3JI0KEHBI B MTPOCTOM (POpMe, YETKO U MOHATHO i naruenTta. [lpu s3tom nox
CIIOBOCOUETAaHUEM «HaA J03y» IMOAPA3yMEBAECTCA 1034 JIEKAPCTBEHHOIO
npemnapara. IIoCKoIbKy 03Bl JIEKAPCTBEHHOIO IIperapara MOTYT CHIIBHO

BapbHUpPOBATh, 3asABUTCIIAAM H€O6XOI[I/IMO YUUTHBIBATh MAKCHUMAJIBHYIO PAa30BYIO
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JI03y JIEKApCTBEHHOTO ITpernapara, ykazannyto B pazzaene 4.2 OXJIII. B yactHbix
Clly4astX MPUBOAMUTCS BBIPAKEHUE «Jo X Me Ha 0o3y». B ciydae ecmm
JeKapCTBEHHAsl (popMma SBISETCS TBEPIOM, HalpuMmep, TallieTKa, Karcyina,
CYIIIO3UTOpPUH, TOPOIIOK B caille, IesiecooO0pa3Hee yKas3blBaTh KOJIMYECTBO

BCIIOMOT'aTCJIIBHOT'O BEIICCTBA Ha Ta6J'ICTKy, KaliCyiay U T. . COOTBCTCTBCHHO,

KOMMeHTapuu. TekcT B 3Toil rpade TaOmuibl HE TpeaHa3HA4YeH s
naiuenTa. OH COAEPKUT TOACHEHHUS TEKCTa B MpEIIecTByrolled rpade,
HEOOXOMMBIE JIsl KOPPEKTHOTO yKa3aHUs 3TOr0 TEKCTa. B HEKOTOPBIX cirydasix
KOMMEHTapuu, Cc(QOopMyIupoBaHHbIE B JIOJDKHOM CTHIJIE, MOTYT OBITh

WCIIOIB30BaHbl B KauecTBe nporuBonokasanu B OXJIII.




[MTPMJIOXKEHUE Ne 2

Kk TpeOoBaHUSIM K UHCTPYKIIUU
0 MEAUIIMTHCKOMY TTPUMEHEHUIO
JIEKapCTBEHHOIO MpernapaTa u oO1ei
XapaKTePUCTUKE JIEKAPCTBEHHOTO
npemnapara Jijisi MeIMIIUHCKOTO
MIPUMEHEHUS

TPEBOBAHUA
K ONHCAHUIO COCTABA MITWINPOBAHHBIX (KOHbITHPOBAHHBIX)
0eJIKOB B 001ell XapaKTepuCcTHKe JeKAPCTBEHHOI0 Npenapara,
HHCTPYKI UM M0 MeJUIMHCKOMY NPUMEHEHHIO (JIMCTKe-BKJIAAbIIIIE)
Jlis obOecriedeHHs] SICHOCTH M €QuHOOOpa3usi B YKa3aHUM COCTaBa
JIEKapCTBEHHBIX MPENapaToB, JEHCTBYIOMIMM BEUIECTBOM KOTOPBIX SIBIISIFOTCS

MSTUIINPOBAHHBIC (KOH’LIOI‘I/IpOBaHHBIC) 6CJ'IKI/I, CJICAyCT HCIIOJIB30BATb

ClIcaAyromuc TCpMHUHLI:

«CTeTeHb MOoAu(MUKAUMU» — CpeaHee 4Yucio (C) MOJIEKYJ TOJIMMEpa,

CBSI3aHHBIX C OCIIKOM;

OTIpeIeIICHUsT MOJICKYJISIPHOU MaCCHhI:

«OeNKkoBasi 4acThb JeicTByromero BemectBa (X)» — MoJeKyJspHas
Mmacca 0erka, coJiepKaierocs B 0€JIKOBOM KOHBIOTATE;

«OenkoBeIii KoHBIOraT (Y)» — cpemHss oOmas MOJEKYJIsIpHas Macca
KOHBIOTUPOBAHHOTO OEIIKOBO-TIOJIMMEPHOTO JIEHCTBYIOIIETO BEIIECTBA;

«CBOOOTHBIN O€T0K» — Macca HEKOHBIOTUPOBAHHOTO OeJIKa.

Omnpenenenre TO3UPOBKM U (HACOBKM JIEKAPCTBEHHBIX IpENapaToB
IIATUIMPOBAHHBIX (KOHBIOTUPOBAHHBIX) OCIIKOB OCYIIECTBIISIETCS HA OCHOBE

coJiepkaHus OeJiKa, C y4eToM OOIIel CTPYKTYPhI MOJIEKYI.



B mensx HepomymieHWs MyTaHWIBI B OTHOIICHHWH COJEPKAHUS
CBOOOJHOTO Oenka B OOl XapaKTepUCTHKE JIEKAPCTBEHHOTO IMpernapara

CJICAYCT TOYHO OITMChIBATL COCTAB U ﬂeﬁCTBHe OEJIKOBOI0 KOHBIOTATA.

1. Paznen 2 («KonuuecTBEeHHBIN U KAUECTBEHHBIN COCTaB))
oO11el XapakTepUCTUKU JIEKAPCTBEHHOTO IIpenapara

Pa3nen noimkeH BKIIIOYATh:

OIMMCaHHuC COCTaBa B COOTBCTCTBHUH C ,Z[O3I/Ip0BKOI>’I, OHpeﬂeﬂeHHOﬁ Ha
OCHOBAHHH KOJIHWYCCTBCHHOI'O OIMPCACICHUA, C YCTKUM YKA3aHUCM Ha TO, YTO

YKa3aHHBIC 3HAYCHUSA OTHOCATCA TOJIBKO K COACPKAHNIO 6enKa; n

onucaHue OEJIKOBOIO0 KOHBIOrara B cleayroueid QopMyIupoBKe:
<JlelcTByIOIIIEE BEIIECTBO SIBISIETCSI KOBAJICHTHBIM KOHBIOIATOM [THIT OeJiKa,
ITPOU3BOJCTBEHHOM CHUCTEMBI| C [Ha3BaHWE TOJUMEPA, CONEPHKAIIETOCT B
KOHBIOTaTE |>.

AKTHUBHOCTH U 3((HEKTUBHOCTH JEKAPCTBEHHOTO TpErapara He CIeayeT
CpaBHHBATh C JPYTMMHU TIIBTUWIMPOBAHHBIMH WM HENATUIMPOBAHHBIMU
OelkamMu, OTHOCSIIMMHCS K TOM ke ¢apMakoTepaneBTHUECKON TpyImme

(moapobHyto uHpoOpMaIUIO CM. B pazzaene S.1).

2. Paznen 5.1 («®@apMakoAMHAMUYECKHUE CBOMCTBAY)

00111eH XapaKTepHUCTUKH JICKApCTBEHHOIO Iperapara.

CrpykTypy OenKa ciielyeT OnucaTh CIeAYIOIUM 00pa3oM:
<[Tunm Oenka] KOHBIOTUPOBAHHBIH C [HA3BaHME TIOJIUMeEpA,
COAEPKaIIErocs B KOHBIOTATE| MPHU 3TOM CTENEHb 3aMEIICHUS COCTABIAET [N
MoJIel mosimMepa Ha MoJtb Oernka]. OO1mas MoJIeKyIsipHas Macca COCTaBJIsET

npuMepHo [ Y], ©3 KOTOPBIX J0JIs OSIKOBOM YacTH COCTaBJIIET okoJjio [ X]>.
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Jlasiee B 3aBUCUMOCTH OT KOHKPETHOT'O CITy4asi MOTYT OBbITh JJaHbI OITUCAHUE
n30(opM, CpaBHEHHE MOJIIPHOM AaKTMBHOCTH KOHBIOTara M He3aMEIIEHHOTO

OenKa, pa3uyus B AKTUBHOCTHU B 3aBUCUMOCTHU OT U30()OPM U T. 1.

3. Pazmen 5.2 («®@apMaKOKHHETHYCCKUE CBOMCTBAY)
001111 XapaKTEPUCTUKH JICKApCTBEHHOT'O Mpernapara.

I[Ipy  HEOOXOAUMOCTH  JONMYCKAaeTCs  MPEACTaBUTh  CpaBHEHUE
(hapMaKOKMHETUYECKMX  CBOMCTB C  HEKOHBIOTUPOBAHHBIM  OEJIKOM
C TMOCJHEAYIOIUM TOAPOOHBIM OMUCAaHUEM (DAPMAKOKMHETHUUYECKUX CBOMCTB
koHbtorata. [lpu Hamuuuu OOOCHOBaHUMW ClENyeT NPUBECTH MOJIPOOHOE
OMHMCaHuEe MOBEICHUS N30(hOPM U CTAOUIIBHOCTH KOHBIOTATOB B €CTECTBEHHBIX

YCIOBUAX.




[TPMJIOXKEHUE Ne 3

K TpeOoBaHUSIM K HHCTPYKIIUH
0 MEAUIIMTHCKOMY TTPUMEHEHUIO
JIEKapCTBEHHOIO MpernapaTa u oO1ei
XapaKTePUCTUKE JIEKAPCTBEHHOTO
npemnapara Jijisi MeIMIIUHCKOTO
MIPUMEHEHUS

TPEBOBAHUA
K ONMUCAHNI0 (hapMalleBTHYECKUX CBOMCTB BAKIINH
B 00I1Ieil XapaKTepuCcTHKe JIEKAPCTBEHHOT0 Mpenapara
U HHCTPYKIHH 10 MEAUIMHCKOMY NIPUMEHEHHU IO
(J1MCcTKe-BKJIAIbIIIE) JIEKAPCTBEHHOTO Mpenapara

|. BBenenue u 06;1acTh NIpUMEHEHUS

Hacrosimiee mNpuiIoKeHHE COAEPKUT TPeOOBAaHUSA MO COJEPKAHUIO
U TPEJICTaBICHUIO (apMaleBTUUECKUX JAHHBIX B MH(POpPMAILIMK O Mpernapare
(oOmielt XapakTepuUCTUKE JIEKAPCTBEHHOIO IMpernapara), ero MapKUpPOBKE U
JUCTKE-BKJIAABIIE Yy  BakUMH JUII ~ MEOUUMHCKOTO  MPUMEHEHHUS.
Heo0xonuMOCTh  OTHENBHOTO MPWIOKEHHUS OOBACHSIETCS  CI0XHOCTBIO
MHOTHX AaCIEKTOB COCTaBa M KOMIIOHEHTOB BakIuH. Kpome TOro, oHo
COJIEpKUT TpeOoBaHUs MO (opMaTy M COCTaBICHUIO (OPMYIUPOBOK B
noapaszienax paszuenon 4 («Knunanueckue JAHHBIE) U
5 («DapMaKoIOTUUECKHE CBOMCTBa») oO1eit XapaKTEPUCTUKE
JIEKapCTBEHHOr'0 Mpernapara, KOTOPble HMEIOT HEKOTOpble OCOOEHHOCTH,
XapaKTepPHbIC I BaKIIHH.

OcHoBHBIE TpeOOBaHUA K JaHHBIM O JIEKQPCTBEHHBIX IIperaparax

coAepKaTcsl B OCTAJILHBIX pa3jiesiaXx HacToAmux TpeboBaHuM.
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3asBUTEIISIM CICAYCT YUHUTBIBATHL HACTOMAMICC IMPUIIOKCHUC TIPU I1OJa4YC

PETUCTPAIMOHHOTO JOCHC HAa HOBBIC BAKIIMHLI, 4 TAKIKC IIPHU ITOATBCPKACHNUHN

perucTpanuu (mepeperucTpainm) 3aperucTpUPOBaHHBIX BAKIIMH.

CnemnuanbHple pEeKOMEHJAIUM 10 HH(POPMAIUM O BaKIMHAX IS

IPOPUIAKTUKY TPUIIA Oy yT IPUBEIAEHBI OTEIBHO.

I1. O6m1ast xapakTeprcTHKa JEKapCTBEHHOTO TIperapara

dapmaineBTUYECKUMU pazaeamMu oO1en XapaKTEPUCTUKHU

JIEKapCTBEHHOT0 TIpenaparta sBJisitoTcs pasaensl 1 — 3, 6.1 — 6.6.

K dapmakosornueckum U KIMHUYECKUM paszjieliaM, PacCMOTPEHHBIM
B HACTOSIIEM MPUIIOKEHUH, OTHOCIATCA pazaensl 4.1 — 4.9 u 5.1 oOmeit

XAPAKTCPUCTUKH JICKAPCTBCHHOI'O IIpCIIapara.

1. HaumeHoBaHue JT€KapCTBEHHOTO Mpenapara

Ceenenust B paszmene | oOmiell XapaKTEpUCTUKU JIEKAPCTBEHHOTO

mpernapara Ha BaKIIMHBI JOJKHBI PACIIOaraTbCs B CICAYIONMIEM MOPSIKE:
a) TOProBO€ HAMMEHOBAHUE;
0) [mo3upoBKal;
B) JieKapcTBEHHas (hopMa;
r) oOUenpuHITOEe HAMMEHOBAHKE Mpenapara.

1.1. ToproBoe HauMEHOBaHHE JIEKAPCTBEHHOTO MIpenapara.
Jlo paspaboTku cootBeTcTBytomero akra Coro3a HEo0OXO0AUMO
CJIeI0BaTh TPeOOBAHUAM 3aKOHOJATENBCTBA IOCYAApCTB — wieHoB Coro3a 1o

BBIOOPY TOPTOBBIX HAMMEHOBAHUH JIEKAPCTBEHHBIX MTPENAPaATOB.

1.2. JIo3upoBka.

JlonmyckaeTtcst He yKa3bIBaTh JIO3UPOBKY, €CIIM OHA HEOUYEBUIHA.

1.3. JIekapcTBeHHas ¢opma.
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HGCMOTp}I Ha TO YTO HACTOAIIIUEC Tp€60BaHI/I}I JOITYCKAOT HECBKJIFOUCHUC

JEKapCTBEHHOW (QOpMBbI, €ClIM OHAa HEOYEeBMJHA, [JII BCEX BaKIUH
PEKOMEHIyeTCsl €€ yKa3biBaTh. B 1ensix ykazaHusi JeKapCTBEHHON (OpMBI
CIeyeT WCIOJb30BaTh COOTBETCTBYIOIIMI CTAHIAPTHBIA TEPMUH WU
KOMOWHAIIUIO CTAHJAPTHBIX TEPMHUHOB W3 HOMEHKJIATYPHI JIEKAPCTBEHHBIX
dbopm, yrBepxaaeMoit Komuccueil.

Eciu ¢opma Bbelllycka mOpeacTaBiseT coOOM  IpeaBapUTENIbHO
3allOJHEHHBIN IIMPHUIl C BAaKUMHOW, KOTOpas MpPOJAETCS B Pa3IUYHBIX
MEePBUYHBIX YIAKOBKax, JieKapcTBeHHYI ¢opmy (popmbl) BbITyCKa
«MPEeBAPUTETHHO 3aroJHEHHbIN HITPULD) ciemyer BBIPAXKATh
UCKJIIOYUTENBHO B cieayrouieid hopMmynupoBke <[PacTtBop, cycneH3usi| aJis
WHBEKIIUA B MpeABAPUTEIBLHO 3alOJTHEHHOM IINpuIie™>. Bo Bcex OoCTaabHBIX
clly4asiX yKa3blBaTh MEPBUYHYIO YIIAKOBKY B COCTaBE JIEKAPCTBEHHOU (POPMBI
HE JOITyCKaeTcsl.

1.4. O6menpuHATOe HAMMEHOBAHUE BAKIIMHBI.

[Tox oOIENPUHATHIM HAaMMEHOBAHUEM CJIEIyeT MOHUMATh 3aroJIOBOK
cooTBeTcTBYIONIEH cTathu @apmakonien Coro3a, yrBepkaaemon Komuccuei,
ecnu TakoBas cyuiectByer. Ecinu crarbst B @apmakonee Coro3a OTCYTCTBYET,
HEOOXO/IMMO  CJEJOBaTh CTUJUCTUKE U TMPELENCHTaM COCTaBJICHUS
3aroyioBkoB crtateit ®apmakonen Coro3a, BKIIOYas MCIOJIb30BaHUE TaKHUX
CJIOB, KaK «OKWBas», «aJcOpOMpOBaHHAS» U «BHPOCOMA», B CKOOKax, €Ciiu

IMPUMCHHUMO.

2. KaueCcTBEHHBIN U KOJIMYECTBEHHBIN COCTAB

OcHOBHBIE CBEJCHMS B pasjaeine 2 oOmed XapaKTepPUCTUKU

JICKAPCTBCHHOTO ITPCIIapaTa JOJIZKHBI paCI1ojiararbCsa B CJICAYIOIICM ITOPAOKEC:
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Ka4C€CTBCHHOC )41 KOJIMYECCTBCHHOC COACPIKAHHUC KEI)I(I[Oﬁ

dhapMalieBTUUECKON CyOCTaHIIUH;

Ka4CCTBCHHOC M KOJMYCCTBCHHOC COACPIKAHHUC KaXIA0T0 aJIbIOBAHTA

501041 a/:[cop6eHTa;

CCbhbLIJIKA Ha IMCPCUYCHDb BCIIOMOTI'AaTCIIbHBIX BCIICCTB B PA3ACIIC 6.1 06H.[Cﬁ

XapaKTEPHUCTUKH JICKAPCTBEHHOTO Mpernapara.
CeneHust IPUBOSATCS C YUETOM CIIEAYIONNUX TPEOOBAHMIA:

2.1. ®apmarieBTHYECKUE CyOCTaHIIUM.

KauecTBeHHBII ¥  KOJMYECTBEHHBIM COCTaB IO  COJIEPKAHUIO
dbapmalneBTUUECKUX CyOCTaHIIMM ClIelyeT, Kak MpaBWiIO, BbIpaKaTb Ha
€UHUILY JI03bI.

dapmalieBTUYECKHE CYOCTaHIIMM TOJUBAJIIEHTHBIX BaKIMH JIOJKHBI
B HJi€alie CJIeIoBaTh B MOPSJIKE COOTBETCTBYIOIIETO 3arojoBKa CTaTbU
®apmakonen Coro3a, ecid TakoBas cymiectByeT. OpHako, eciu (opMma
BBIITYCKa COCTOUT U3 HECKOJIbKUX MEPBUYHBIX YINAKOBOK WM KaMep, COCTaB

ClIeJlyeT YKa3bIBaTh Ha MEPBUYHON yIaKOBKe (KaMmepe).

B o0meit xapakTepucTHKe JIEKapCTBEHHOTO Mpenapara He JI0MyCKaeTcs
HCIIOJIb30BaTh COKpAILICHHbIC HAaNMMCHOBAHUS bapMareBTUIEeCKUX
cyOcTaHIuii (BKJItOUast 0€JI0K-HOCUTEND ).

B pazgene 2 oOmieil xapaKTEpUCTHUKH JIEKAPCTBEHHOTO IIperapara
dbapMaiieBTUUECKHE CyOCTaHIIMU HEOOXOJIUMO yKa3biBaThb B COOTBETCTBHUU C
UX OOBIYHBIM OOIIETTPUHATHIM HAUMEHOBAHUEM MJITH XUMHUYECKUM OIMCAHUEM.
[TockonpKy BakIMHHBIE aHTUTEHBI He nMeroT MHH, HauMeHoBaHue Kaxaou
dbapManieBTUUECKON CyOCTaHIIMM JOJDKHO, HACKOJIBKO 3TO BO3MOXKHO,
COOTBETCTBOBATh T€pMHUHOJIOTHHU cTaTer @apmakonen Coro3a HA BAKIIUHHBIE
QHTUTCHBEI. HauMenoBanue  HedapMakoneiHblx  (apMaleBTUUECKUX

cyOcTaHIMii HEOOXOJAMMO B HJI€ali€ YKa3blBaThb B COOTBETCTBHUM C €ro
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q)OpMaHBHBIM JJAaTUHCKUM (TpCLIeCKI/IM) HaMMCHOBAHHNEM HNJIM B COOTBCTCTBHUU

C 3a6OJICBaHI/ICM, IoAJICKalmuum HpO(I)I/IJ'IaKTI/IKC, C YUYCTOM HCTOPHUYCCKUX U
q)apMaKOHCfIHBIX npeucacHTOB IIPHUCBOCHUA HAaMMEHOBAHUM aHaJIOTUYHBLIM

BaKIIMHHBIM aHTHUT' CHAaM.

TakCOHOMMYECKME HAMMEHOBAHMUSI KJIETOYHBIX MHUKPOOPTAaHU3MOB
CJIeyeT BBIJIENATh KypcUBOM. Ha3BaHusi MUKPOOHBIX POJIOB COKpaIllaTh HE
cienyer. B HauMeHOBaHUE Ka)XXJIOTO aHTUTEHA OaKTEpUd U BUPYCOB, €CIU
MPUMEHUMO, CIIEIYET, KaK MPABUJIO, BKJIIOYAThH IITAMM, CEPOTHUIl WM UHOMU
MOXO SN TTOABUI0BOM KJIaCCU(UKATOP.

Heo6xoanmo ykaszaTh CBOWCTBA BCEX MCIOJIBb30BAHHBIX B POU3BOCTBE
KJICTOYHBIX CHUCTEM H, €CJIM MPUMEHUMO, Ha HCMOJIb30BAaHUE TEXHOJOTUU
pexkomOunantHo JIHK. Tekct B 001Ieil xapaKTEepUCTHUKE JIEKApCTBEHHOTO
npernapara u3jaraloT B CIEAYIOUIEH pelakiuu: <moJiydeHa OT KJIeTok XXX
[110 TexHoJIoruu pekoMOunantHoi JIHK]>.

Hanpumep: <noayuena uz ounnouonwvix xiemok uenosexa (MRC-5)>,
<nonyuena uz Kiemok Escherichia coli no mexnonocuu pexkomMOUHAHMHOU
JIHK>, <nonyuena uz Kiemox KypuHvlx IMOPUOHOB>.

CBenieHus 0 KJIETOYHBIX CUCTEMAaX, UCITOJIb30BAHHBIX JIJIS TPOU3BOJICTBA
MOJIMBAJICHTHBIX BAaKIIMH, MOKHO MPEJCTABUTh B BUJIE CHOCOK B Ipejesax
paznena 2. B ocTanbHBIX cllydasx YIOMHUHAHUE MpoIecca MPOU3BOJCTBA B
HaMEHOBaHUM (hapMalleBTUUECKOM CYOCTaHIIMM BaKIUHBI, KaK MPaBUIIO,
JIOJKHO OBITh OFPAHUYEHO UCIOJIH30BAaHUEM CIICTYIOIINX TEPMUHOB:

«frcusas ammeHyupogannas» (€ClM  BaKIUHBI COJIEPXKAT KUBbBIC

MUKPOOPTaHU3MBI)

KUHAKMUBUPOBAHHAAY (eCJ'II/I BaKIIMHbI coacpiKar Y6I/ITBIe

MUKPOOPTaHU3MBI).
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CBGI[CHI/I}I o crocoo0ax ATTCHYAlIuUU 501041 HMHaKTHUBalluM

(dbapMaIrieBTUUECKON CyOCTaHIIMU TPUBOJIUTH HE CIEIYET, €CIU TOJBKO 3TH
CBEJICHHUSI HE TPEOYIOTCS NI XapaKTEPUCTUKH CBOMCTB (hapmalieBTUYECKOU
cyOCTaHIINM, HAmpUMeEp, B CIIydae XOJIPHOTO BAKIIMHHOTO AaHTHUTEHA,
00paboTaHHOTO (QopMabAETHAOM (IIOJBEPTHYTOTO BO3JACHCTBHUIO BBICOKOM
TeMrepaTypsbl).

2.2. AnbroBaHTHI U (WMJIK) aACOPOCHTHI.

Ecnu BakumHa coAaep XUT aabIOBAHT WJIM aJICOPOEHT, €ro He0OXO0IUMO
yka3ath B pazjene 2 («KauecTBeHHBI M KOJUYECTBEHHBIM COCTaB») OOIIIEH
XapaKTePUCTUKHU JIEKapCTBEHHOTo Tipemnapara. [lo BO3MOXXHOCTH cleayeT
UCIIOJIb30BaTh HOMeHKIaTypy Papmakorien Coro3a, 3a UCKIIOUYECHHEM TOTO,
YTO BMECTO «QTIOMHHHUS THAPOKCHJ, THAPATHPOBAHHBIN, IJIS agCOPOITHID)
JIOTYCKAETCs YKa3bIBaTh «AJIFOMUHUS THAPOKCHUI, THAPATUPOBAHHBIN .

CoenuHEHUS aTIOMUHUS, KaK IIPaBHIIO, SIBISIOTCS aJIcOpPOCHTaMH.
KonuuecTBeHHOE  COJiep)KaHME COCAMHEHUN  alllOMUHHMS  HEOOXOJIMMO

YKa3bIBaThb 11O KOJIMYCCTBY aJIIOMHUHUA B JTO3C.

JIns  MOJMMBAJEHTHBIX BAaKIMH B OCOOCHHOCTH, a TakXke [
MOHOBQJICHTHBIX ~ BaKIMH, €CJIM 3TO  yJA00HO, Ka4YeCTBEHHBbIE W
KOJIMYECTBEHHBIE JaHHbIE 00 aablOBaHTaX W (WJIH) aJCOpPOEHTaX MOMKHO
MpeJCTaBUTh B BHJE CHOCKH(OK) B Tpeaenax paszjaena 2 oOmein
XapaKTEPUCTUKH JIEKAPCTBEHHOTO TIpemnapara.

B oOmeit  xapakTepuCTHUKE  JICKAPCTBEHHOTO  TMpernapara H
JUCTKE-BKJIQBIIIE HE CJIEIYyeT MCIOIb30BaTh COKpAIEHHbIE HANMEHOBAHUS
abIOBAaHTOB (2JICOPOEHTOB), COKpAIEHUsI JOMYCKAIOTCA Ha MApKUPOBKE MPH
HEXBAaTKE MeCTa MPH TOM YCIIOBHH, YTO JI000€ TaKoe COKpalleHue OyJer
pacmmdpoBaHo B pazgene 2 oOmed XapaKTepUCTHUKH JIEKapCTBEHHOIO

npemnapara.
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2.3. MHOr0/103HBIC TIPENapaThl.

JUIss  MHOTOJIO3HOTO  Tpenapara  HEOOXOJUMO  MPETyCMOTPETH
cienymliee ykazanue: «Koumetinep a61semcs MHO20003HbiM. Konuuecmeo

003 80 (h1akoHe YKa3aHo & pazoeie 6.5».

2.4. CcplIKa Ha IIEPCUYCHDL BCIIOMOTI'aTCJIbHBIX BCIIICCTB.

B koHue pazgena HEOOXOAUMO MPEAYCMOTPETh CIEAYIOIIUNA TEKCT:

<[lonnvlii nepeyensb 8CnOMO2amenbHbIX 8euecmes npusedeH 8 pazoene 6.1>.

3. JlekapcTBenHas popma

VYkazanue nekapcTBeHHOUN (opMbI B pazjese 3 olliei XxapakTepuCTUKH
JIEKapCTBEHHOr'0 Tpemnapara JOJDKHO COBIAJIaThb C TaKOBBIM B pazzene |
oO11el XapaKTEPUCTUKHU JIEKAPCTBEHHOTO Mpenapara.

OTOT paznen AOKEH COJAepX aTh OINUCAaHWE TMpernapara, KOTOPBIU

MOCTYIIUT B MPOJIAKY.

4. KnuHuueckue JaHHbBIE

4.1. IToxazaHus K TPUMEHEHHUIO.

[TokazaHue kK MPUMEHEHUIO JOJKHO, KaK MPaBUII0, OXBATHIBATh:

a) 3a00s1eBaHus, MoJIekKalue npoduiakTuke (BKIIOYas KOHKPETHBIC
BUJIbI OPTAaHU3MOB, €CJIH IPUMEHUMO);

0) MUHIMAJIbHBIN JTOMYCTUMBIA JISI TIPUMEHEHHsI BO3pacT (HaIrpumep,
MUITQJICHIIBI C 2-MECSYHOT'O BO3PaCTa);

B) COOTBETCTBYIOIIIHE BO3paCTHBIC KaTeropuu (Harpumep,
HOBOPOJXKJICHHBIE, MJIQJICHIIbI, IETH, IIOJJPOCTKH, B3POCIIbBIE);

I') MAKCUMAJIbHO JIOMYCTUMBIA BO3pAcT, €CIU TaKOE€ OTPaHUYCHHE
nenecooOpa3Ho, HUCXOlsd U3 TakuxX (PAKTOpOB, Kak IMUAEMHOIOTHS

3a00JIEBaHMS WU COACPIKAHNUEC AaHTUI'CHA B BAKIIMHC.
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MoxeT Takxke HOTpC6OBaTBC}I YKa3aHUC KOHKPCTHbLIX HOHYJ'ISII_II/Iﬁ

MalHEHTOB, TSt KOTOPBIX HOJAXOJUT BaKIMHA (Hampumep,
HEBAKIIMHUPOBAHHbBIE, IEPBUYHO BaKIIMHUPOBAHHbBIE, HAXOISAIINECS B TPYIIIE
pucka). [lonmynsiiun, KOTOPHIM BaKIIMHA HE MOJXOJUT, KaK MPaBUIIO, CIETYET
MIEPEUNCIIATh B APYTUX pa3/eiiax.

4.2. PexxuM mO3UpOBaHUS U CIIOCOO MPUMEHECHHUS.

4.2.1. PexxuM 103UpOBaHUS.

Ecnu npuMennmo, B JaHHOM pa3zjiesie HEOOXOJIUMO YETKO OINUCATh U
pa3lienuTh 03kl W CXEMbl TIEPBUYHOM U OyCTepHOM BaKIMHALIMM.
Pekomenaaiuu B 11€70M JOJKHBI COIEpKaTh HHGOPMAIIUI0O O MUHUMAIILHOM
BO3pDacCT€ B MOMEHT BBEICHHUS IIEPBOM 03bl, MUHHMAJIbHBI WHTEPBAI
JTO3UPOBAHUST W MUHHUMAIBHBIN WHTEPBAT MEXKAY NOCICIHEHM 030U U3
MIEPBUYHOM CEPUU U TTEPBOM (1, BO3MOXKHO, IMOCIEAYIONINX ) OyCTEpHOM 10301,

KOTOPBIC U3YUAJINCh B KIMHUYCCKHUX UCCIICIOBAHUAX.

JIJ1st OONBITMHCTBA BaKIMH, MPEIHA3HAYCHHBIX I MIIAICHIIEB, U JIJIS
OOJBITMHCTBA OYCTEPHBIX aHTUTCHOB, PYTHHHO BBOJMMBIX B MJIaJICHICCKOM
BO3pacre, NOTpeOyeTcs BKIIOYUTH OOIIee yKa3aHWE OTHOCHTEIIBHO
HEOOXOJIMMOCTH  CIICIOBaHUS  O(PUIHAIBHBIM  pPEKOMEHIAIHMAM  II0
KOHKPETHOMY CPOKY BBEJCHHUS.

MoryT notpeboBaThCsA OTACIbHBIE PEKOMEHIAIMN TI0 J03aM M CXEMe
BBEICHHUS JUISI PA3IUYHBIX  BO3PACTHBIX TPYNN WM  TOMYJISIINAMN,
OTpeJIeAEMBIX 110 JIPYTHM TapaMeTpaM (HampuMmep, HMMYHOICTTPECCUBHBIX
JUIT).

[lenecooOpa3HO yKa3piBaTh Ha BO3MOXXHYK B3aHMO3aMEHSIEMOCTH

BaKIIMH BHYTPHU CXCMBI.

4.2.2. IlyTs BBEJCHUS.

HeobxomuMo yka3ath myTh BBEACHUS (HAIPUMED, BHYTPb, B/M).
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H€O6XOI[I/IMO YKa3aTb 1IOYTb BBCACHHA HMHBCKOMOHHBIX BaKIWH,

KeJlaTeIbHO ¢ YKa3aHHEeM MecTa MPEATNIOYTUTEIILHOTO BBElICHUs (HAIpuMep,
JICIbTOBUTHAST MBIIIITIA).

K Ba)KHBIM OTHOCSITCS CIISAYIOIINE YKA3AHHUS:

<Tonvko 015 npuema 6Hympb, He 0I5l UHbEKYUOHHO2O0 860CHUS™

<He 6600umo 6 cocyoucmoe pycio>;

<Ilookoocnoe 66edeHue O0nycKaemcs 6 UCKIIOUUMENbHbIX CLYYasX
nayuewmam ¢ mpomooyumonenuel uiu Hapyulenusmu cemocmasa. Jloovle
OaHHble N0 0e30NACHOCMU U UMMYHHOM)Y Omeemy Hpu MAaKoM B8edeHUl

cnedyem npusecmu 6 pazoeine 4.4.>.

4 3. [IpoTuBOMOKa3aHUA.

[IpoTuBOMIOKa3aHUs, KaK MPaBUIIO, OTPAHMYMBAIOTCS aOCOTIOTHBIMU
MIPOTUBOTIOKA3aHUSIMU, KOTOPBIE UMEIOT MECTO Ha MOMEHT BBEICHHUSI.

Heo0Oxonumo, kak MUHUMYM, YKa3aTh CJIEIYIOIIEE:

<[ToproBoe HanMEHOBaHHUE| HE CJIETyEeT BBOJMUTH JIUIIAM C U3BECTHOU
THIIEPYYBCTBUTEILHOCTHIO K JTFOOOMY KOMITOHEHTY BaKIIMHBL>;

<[logoOHO ApyruM BakIMHAM, BBEJEHUE [TOPrOBOE HAUMEHOBAHHE]
JUIAM C OCTPBIMH TSDKEIBIMH JIUXOPAJOYHBIMUA 3a00JICBAaHUSMH CJIETYyeT
OTJIOXKHUTE>.

4.4. OcoObie yKa3aHWs B MEPHI IPEAOCTOPOKHOCTH TIPH IPUMEHEHHH.

Eciu 310 nmpuMeHnMO, MPUBOISITCS CIEAYIOIINE YaCTO BCTPEUAIOIIUECS

YKa3aHusl:

<Ilo0obHO 6cem UHBEKYUOHHBIM BAKYUHAM, NPU BO3HUKHOBEHUU PEOKO
6Ccmpeuanwecocs nocie 66e0eHuUs 8aKyuHbl AHAYUIAKMUYECKO20 AGIeHUs.
HeoOXo0UMo 6ce20a pacnonazams 03MONCHOCHIbIO OKA3AHUSA MEOUYUHCKOU

HOMOWU U OCYULeCMBIIEHUSL HAOIIOOEHUS™
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<[Topeosoe Haumenoganue] HU Npu KAKUX CLYYAsIX HE OONYCKAEMCA

8600UMb 8 COCYOUCOE PYCILO>;

<B npoyecce npouszso0cmea OAHHO20 Hpenapama Ucnoib308aJiCs
muomepcai, 6 20mo8oM npenapame Mo2ym COXPAHAMbCA €20 OCMAMOYHOe
cooeparcanue, gcreocmeue  yeeo0  MOSYM  8O3HUKAMb — peaKyuu

ceHcubunU3ayuUUu™>;

<[lo006HO OCmanbHLIM GAKYUHAM, 3AWUMHBIYL UMMYHHbIL OMmMeEem
MOdfcem 803HUKAMb He y 8CeX 8AKYUHUPYEMbIX Ul .

B nmaHHOM pasznene Takke JOIMyCKaeTCsl ONUCHIBATH:

HEJ0CTATOYHYIO IPOPUITAKTUYECKYIO 3¢ PEeKTUBHOCTD WIH
OTPAaHUYCHHYIO TMEPEKPECTHYI0 MNpodriIakTuueckyro >(PEGEeKTUBHOCTh B
OTHOIIIEHUU IITAMMOB WM CEPOTUIIOB, HE BKIIOUCHHBIX B BAKI[UHY;

CUTyalldd, HaNpuMep, BBEJACHHUE  JIMIAM, HAXOJAIIUMCS B
WHKYOaImoHHOM (haze, WK MOMyJAlUN (HampuMep, MOXWIbIE), Y KOTOPBIX
3¢ (PEeKTUBHOCTH BaKIIMHBI HE U3yYalach U B IIEJIOM HE 0KUAACTCS;

(akTOpbl, KOTOPBIE XaPAKTEPHBI JIsI HAPYIIEHHOTO UMMYHHOTO OTBETA.

B oTHOIIIEHNY )KUBBIX aTTEHYUPOBAHHBIX BAKIIMH HEOOXOAMMO OMUCAThH
BO3MOKHOCTh T€peJayd BaKIMHHBIX IITAMMOB, a TakKXe BO3MOXKHOCTh

PEBEPCUU BUPYJICHTHOCTH HUJIK pCaCCOoOPTAIUU C IITaMMAaMH JUKOI'O THUIIA.

4.5. BzauMopeiicTBUe ¢ JAPYIMMH JIEKapCTBEHHBIMHU TIpernapatamMu u
npyrue GopMbl B3aUMOJIEHCTBHUS.

B nanHoM pasznene HEOOXOAMMO YETKO pPa3rpaHUYUTh YKa3aHWs TI0
OJTHOBPEMEHHOMY BBEJICHUIO, OCHOBAaHHbIC HAa KJIWHUYECKUX JAHHBIX, OT
TaKuX yKa3aHWI, OCHOBAHHBIX Ha OOWmUX MNOpuHIUIAX. B 1menom
YAOBJIETBOPUTEIbHbBIE JAHHBIE, MOJTyYEHHbIE o pe3yJibTaTaM
OIHOBPEMEHHOI'O BBEJEHHUSI PENPE3CHTATUBHON BAKIMHBI OIMPENEIEHHOIO

TUMa (HanpuMep, KOMOMHUPOBAHKUE BAKIIMHBI I MPODUIAKTUKY TUPTEpUH,
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CTOJIOHSIKA, KOKJIIOIIA M BaKIHWHBI C APYTMMH aHTUTEHAMH C OJHOW U3

HaXOOAIMKWXCA HAa PBIHKEC BAKIIWUH IJIS HpO(bI/IJ'IaKTI/IKI/I KOpH, JIIMACMHUYICCKOTO
[MapoTUuTa " KpaCHYXI/I), JAOJDKHBI CIIYKUTDb B KaUCCTBC 000CHOBaHHSA O6H.I€FO

YKa3aHUs 0 OJTHOBPEMEHHOMY BBEJICHUIO.

HeoOxomumo ommcaTh KIMHUYECKH BaXHYI0 M MOTEHIIUAIBHO
KIIMHUYECKH BAXHYI0O UMMYHHYIO UHTEp(PEpEeHIUU.

HeoOxonumo yka3aTb Ha OTCYTCTBHE JaHHBIX 00 OJHOBPEMEHHOM
BBCJICHUM BMECTE C BAaKIMHOM OIPEACICHHOIO THIMA, €CIU BEPOSITHOCTH
OJHOBPEMEHHOTO BBEJICHHUS C HEM BBICOKA.

[Tonxoadire 4acTo BCTPEYAOIIMNECS YKA3aHHUS:

% nayuermoes, nojydarouux uMMyHOOenpeccueﬂyio mepanuio, U
nayuernmoes ¢ MMMyH00€gbu14um0M Mooicem He pa3eumbsCi 00CMamoy4Hbiil

UMMYHHBIU OMEem=;

<Bmecme c [mopeogoe Haumeno8aHue] He Oonyckaemcs 6800UNb
UMMYHO2NOOYIUH>

<IIpu HeobXO0O0UMOCmMU HeMeONleHHO20 obecneyeHuss  3auumol,
[mopeosoe naumenosanue] donyckaemcs 6600umv emecme ¢ [HOPMAIbHbIM,
X-cneyuguunvim] ummynoanooyiunom. Beedenue [mopeosoe naumenosarnue
U UMMYHO2N00YIUHA cledyem O0CYUWeCmealams 8 pasHvle KOHeUHOCHU™.

4.6. ®epTUIIBHOCTH, 0EPEMEHHOCTh U KOPMIJICHUE TPYIBIO.

JUis  BakmwH, KOTOpble OyIyT  BBOAUTHCA  HCKIFOYUTEIHHO
B IIpeny0epTaTHOM BO3pacTe, J0CTaTOYHO YKa3aTh:

<[ToproBoe HauMeHOBaHUE| HE TTPEIHAZHAYECHO JJ1s1 B3pOCIbIX. JlaHHBIE
O TIPUMEHEHHUH BO BpeMs OCPEMEHHOCTH M JIAKTAIlMHM y YeJIOBEKa, a TaKKe

pe3yIbTaThl PEMPOAYKTUBHBIX UCCIEIOBAHUN Y )KUBOTHBIX OTCYTCTBYIOT>.
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I[J'ISI BAaKIIMH, MNPCAHA3HAYCHHBLIX I JIMI ACTOPOAHOIoO BO3pPacCTa,

B JIaHHOM pa3jiejie HEeOOXOJMMO OMHCaTh HMEIOIUNCST JOKIMHUYECKUM

1 KIMHUYECKUM OIBIT.

JInsi  MHAKTUBUPOBAHHBIX  BaKIMH  II€JIECOOOpPa3HO  MPUBECTHU
CJIETYIOIIYI0 PEKOMEHIAINIO:

<[10006HO Opy2um UHAKMUBUPOBAHHBIM BAKYUHAM, 8ped OJisl N100Ad He
oorcudaemcst. OOHaxo, [mopeosoe HaumeHoauue] ciedyem NpuUMeHsImb 80
8pems bepeMeHHOCmU MOAbKO NPU ABHOM PUCKE UHDUYUPOBAHUS>.

XKuBble aTTEeHYHpPOBAHHBIE BAKIIUHBI, KAK MPABUIIO, TPOTUBOMOKA3AHBI
BO Bpemsi OepemeHHOocTH. OJIHAKO €CIAM BakKIHMHA SBISETCS XOPOILIO
U3YUYCHHBIM  MpenapaToM, B  OTHOIIEHMHM  KOTOPOTrO  HAKOIUICH
JTOKYMEHTUPOBAHHBIA  ONBIT,  WHOTJA  JIOCTaTOYHO  yKazaTb O
HEIIeJIeCOO0Pa3HOCTH BaKIMHAIIMU BO BpPeMs OEPEMEHHOCTH B OTCYTCTBUHM
SIBHOU HEOOXOIUMOCTH.

JInsT WHAKTUBUPOBAHHBIX BAaKIIMH B OTHOIICHUW JIAKTaIllMU TIPH
OTCYTCTBUH JIaHHBIX, KaK MPABUIIO, YKA3bIBAIOT:

<Bausumue Ha Oemeil, HAXOOAWUXCA HA 2PYOHOM BCKAPMIUBAHUU,
88edeHuUe [mopeosoe HauMeHo8aHue| ux Mamepsm, He U3 uaniocs>.

PexoMeHmaluu B OTHOIIEHWU >KUBBIX ATTEHYHPOBAHHBIX BaKIIUH
COCTaBJISIFOTCS B MHJUBUAYAJIbBHOM TOPSI/IKE.

4.7. BnusiHue Ha CHOCOOHOCTH YNPABISTh TPAHCHOPTHBIMU CPEJICTBAMHU
1 paboTaTh C MEXaHU3MaMH.

JInst  BakiuH, KOTOpbIE OyAYT BBOJUTHCA HUCKJIIOYUTEIBHO B
npenyoepTaTHOM BO3pacTe, T0CTAaTOYHO yKa3aTh:

<[Topzosoe nHaumenosanue| He npeOHA3HAYEHO OJisl B3POCIILIX> .

[IpuBonsiTcss ~ cTaHAapTHBIE  PEKOMEHJAIMU,  €CJIM  BaKI[MHA

npcaHa3Ha4YCHa B3POCIIbIM.
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4.8. HexxenarenbHbIe peakiivu.

HexoTopsie 0coObIe peKOMEHIalNu 111 BAaKIHH:
a) JaHHBIE O MECTHBIX M CUCTEMHBIX PEaKITUAX;

0) ocoOble  3amMeuaHusi 00  OMNPENENECHHBIX  HEXKeNaTelbHBIX
JICKapCTBEHHBIX peaKIusaxX (Hampumep, JIMXopaaka, GeOpuiibHbIe CyI0POTH);

B) HE)KEJIATENIbHBIE  JICKAPCTBEHHBIC  pEaKIMu W  9acToTa HX
BO3HHUKHOBEHHMsI, pa3OUTass 10 BO3PACTHBIM TPYIIIIaM, YUCIIO J103, aHaMHE3
BaKIMHAIIMH, BO3HUKIINE B KIIMHUYCCKUX MCCIICIOBAHUSAX U TI0 pe3ysIbTaTam
MOCTPErUCTPAIMOHHOTO HAOIIOICHNUS;

r) 0coObIe yKa3aHUsS O JHOOOM IOBBIIIIEHUH YaCTOTHl BO3HUKHOBEHHSI
HEXEJIATeIbHBIX  JICKAPCTBEHHBIX  pEaKIHi,  OTMEUaBIIUXCA  TPHU
OJTHOBPEMEHHOM BBEJCHUU C APYTHUMH BaKIMHAMHU.

4.9. Ilepeno3upoBKa.

HeoOxomuMo ommcaTh BeCh HMMEIOIMMICS OMBIT MEPEI03UPOBKH.
[lenecoobpa3Ho yka3aTh, YTO TEPEIO3UPOBKA MAJIOBEPOSITHA TPHU JTaHHON

¢dbopme BrIlMycKa (HampuMep, MpeABAPUTENHHO 3aI0JTHEHHBIN IITTPUIT).
5. ®apmakonoruvecKue CBOMCTBa

5.1. ®apMakoAMHAMHUYECKHE CBOMCTBA.

B nanHoM paznene HE0OXOIUMO KpaTKO 0000ITUTh (HampuMep, B BUJIE
Ta0IuIbl) HanbOoJiee 3HAYMMbIE HWMMYHOJIOTHYECKHE JaHHBIE (HCIIOIB3YSI
HauOojiee  3HAYMMbIE  TapaMeTphl) W BCE€  BaJUIHBIE  OIICHKH
sKCIIepuMeHTaIbHOM 3¢ dekTrBHOCTH (efficacy) u peanbHOM 3P heKTUBHOCTH
(effectiveness) (c yueToM HETOCTATKOB OTHOCUTEIILHO MOMYJIAINAN, Y KOTOPOM
OHU ompeaessuinch). [lpu HEoOXOAUMOCTH MaHHBIE ClEAyeT pa30ouTh Ha
MIEPBUYHBIC CEPUM BAKIIMHAIIUK M OYCTEPHYIO BaKIIMHAIIUIO, TIO BO3PACTHBIM

rpynmnam i Apyrum ¢akropam (Hampumep, UMMYHOJIEITPECCHS).



14
B pasacit A0IMYCKACTCA BKIINOUYHUTH CBCACHUA 00 YCTAaHOBJICHHOM HWJIN

npeanojaaracMoM HMMYHOJIIOTUICCKOM KOPPCIIATE HpO(I)I/IJ'IaKTI/IKI/I.

6. dapmareBTUUYECKHUE CBEICHUS

6.1. [lepeuenp BcmoMoraTeIbHBIX BEIIECTB.

BcnomorarenbHbie BEIIIECTBA HEO00XO0INMO MEePEYUCTUTD
B COOTBETCTBMM €  HacTtodAmumu  TpeOOBaHUSIMU,  UCIOIB3YS
COOTBETCTBYIOIIME  OOUIENPUHAThIE HauMeHoBaHUs. [lomoOHO  Bcem
BCIIOMOTaTelIbHBIM ~BEIIECTBAM KOHCEpBaHThl B paznene 6.1 cruemyer
YKa3bIBaTh KAYE€CTBEHHO, 4 HE KOJIMYECTBEHHO.

B pasgene 6.1 He crmemyer NEpeUYUCHSITH OCTATOYHOE COJAECPKAHUE
PEaKTHUBOB, HCMOJB30BAaHHBIX NPHU MPOU3BOACTBE. OJHAKO OIpE/EICHHbIE
OCTaTOYHBIE TPUMECH, HAlpPUMEp, MNPUMECH AaHTUOMOTHKOB WJIM HHBIX
IPOTUBOMHUKPOOHBIX TPENapaTroB, MCIOJIb30BAaHHBIX B MPOU3BOJACTBE U
U3BECTHBIX CBOMMHU aJUIEPT€HHBIMU CBOMCTBAMH, CIIOCOOHBIMHU BBI3BIBAThH
HE)KEJIATEIbHbIC PEAKIUU, TOIMYCKAETCS yYKa3bIBaTh B paszaene 4.3.

BcnomorarenbHble BelllecTBa BakIMH, (OpMOUM BBITyCKa KOTOPBIX
SBIIIETCSI HECKOJBKO TIEPBUYHBIX YIMAKOBOK WM INNPHUIIBI C JBOWHOU
KaMepoi, HeoOXOAMMO yKa3aTh Ha MEPBUYHYIO YIIAKOBKY WJIM Ha KaMepy.

B oOmeit  xapakTepucTMke  JIGKAPCTBEHHOIO  Ipemapara |
JIMCTKE-BKJIA/IBIIIE HE JIOMYCKAETCS UCIIONIb30BaTh COKPAIlICHHbIE HAMMEHOBAHUS
BCIIOMOTATENIbHBIX BemlecTB. OJHAKO TMPU HEXBAaTKE MECTa COKpAIlCHHBIE
HAaVMEHOBAHHWSI  BCIIOMOTATeIbHBIX BEIIECTB JIOMYCKAeTCsl YKas3bIBaTh B
MapKUPOBKE MPH YCIOBUH, YTO OHU paciindpoBansl B pazzaene 6.1.

B pasnene 6.1 He crenyer ykas3bplBaTh aIbIOBAHTHI U aJCOPOEHTHI.
OpnHako, €civ ATU MaTepuajibl MPUCYTCTBYIOT B BaKIMHE, JaHHBIN pasiel

JOJIKEH COJIepKaTh CChUIKY HAa X yKa3aHuUeE B pasiene 2.
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6.2. HecoBMeCcTUMOCTE.

B pasmene 6.2 crnemyer yKka3piBaTh  JIMIIb  CBEACHHUS O
dbapMarieBTUUECKON (TO €CTh (PU3MYECKOM, XUMHUECKOH U OMOJIOTHYECKOM )
HECOBMECTUMOCTH.

HeobxoauMo mpuBecTH COOTBETCTBYIOIIEE CTAHIAPTHOE yKa3aHUE, a
uMeHHO: <He npumenumo>, <B omcymcmeuu pe3ynomamos ucciedo8anul
coeMeCcmuMocmu  8AKYuHy He  cledyem — CMewueamsv ¢  Opyeumu
JIeKapCmMeEeHHbIMU npenapamamuy™ Wi <BaxyuHry He ciedyem CMeuusams ¢
Opy2UMU 1eKAPCMEEHHbIMU NPENnapamamil, 3a UCKIIOYEeHUeM YROMAHYMbIX 8
pa3zoeine 6.6>.

dapMaKkoJOTHIECKYI0 HECOBMECTUMOCTh BaKIIMHBI, HAIIpUMep, iN VIvo,
B3aMMOJICHCTBUSL C APYTMMH JICKAPCTBEHHBIMH IpenapaTaMyd WU THIIEH,
ONMKCHIBATH B pasnuene 6.2 HE CJeayeT, TMOCKOJIbKY OHa OTHOCHUTCS K
KJIMHAYECKON YacTH 00IIel XapaKTepUCTUKHU JIEKapCTBEHHOIO IIpernapara.

6.3. CpoK TOJHOCTH.

VYka3zaHue cpoka TOJHOCTH JIOJDKHO COOTBETCTBOBATh HACTOSIIUM
TpebGoBanusiM U aktaM, BxonaamuMm B mpaBo Coro3a, M0 yKa3aHUIO CPOKOB
TOJHOCTH HEBOCCTAHOBJICHHBIX u BOCCTaHOBIIEHHBIX BaKIIMH
(Tpu HEOOXOUMOCTH).

6.4. Ocobble yka3zaHus MO XpaHEHUIO.

VYkazaHne Mep TPEIOCTOPOKHOCTH IO  XPAaHEHUI0  JIOJHKHO
COOTBETCTBOBATh HACTOSIIMM 1peOOBaHUSIMU U JPYTUM  CBSI3aHHBIM
tpeboBanusm Coro3a.

6.5. XapakTep u coaepXkuMoe MepBUYHON YITaKOBKHU

VYkazaHue xapakTepa U COAEPKUMOTO MEPBUYHON YIMAKOBKH JTOJHKHO
COOTBETCTBOBATh HACTOSIIIUM TpeOOBaHUSM W JPYTUM aKTaM, BXOASIINM

B npaBo Coro3za.
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H€O6XOI[I/IMO YKa3aTb KOJMYCCTBO A03 MHOT'OJO3HBLIX IIPCIIApPATOB BO

dnakoHe.

6.6. MHCTpyKITUY 110 TPUMEHEHHUI0, pa00Te <H YHHUUTOXKCHHUIO>.

Ecnu BakmuHa MOJJICKUT BOCCTAHOBJICHHIO, ONKMCAHHUE €€ BHEIIHEIO
BHJa JI0 BOCCTAHOBJICHUS IIPHUBOJUTCS B paszjieiie 3, TOrjaa Kak ONHMCaHHUE ee
BHEIIIHETO BHUA MOCJIE BOCCTAHOBIICHUS — B pazeine 6.6.

JInst  Bcex BakIMH HEOOXOAMMO TaKXke TMPUBECTH YyKa3aHUE
0 HEOOXOJUMOCTH TPOBEPKH BHEIIHEr0 BUJIA MpernapaTa Mepel BBEICHUEM.
[Ipu HEOOXOAMMOCTH CHEAYET NPUBECTH JOMOTHUTEIbHBIE HHCTPYKIIUH.

B pazgene 6.6 HE0OXOAMMO NPHUBECTU CBEACHUS, HEOOXOIUMBIE IS
paOOTHHKA alTeKH WJIK MHOT'O MEIUIIMHCKOTO pabOTHUKA MO TPUTOTOBIICHUIO
mpernapara K BBEACHUIO BakIMHUpyemMomy Juily. OJHAKO CBEICHHUS,
HEO0OXOIUMBIE JJIsl Bpadya Wi HHOT'O MEIUIIMHCKOTO paOOTHUKA /IS BBEJCHUS
npernapara BaKIIMHUPYEMOMY JIMILY, B pa3jiene 6.6 yKka3plBaTh HE I0MMYCKaETCs,
MOCKOJIBKY 3TH CBEJCHUS JIOJKHBI COJEPKATHCA B KIMHUYECKHX pazjenax
OXJIIL.

B oTHOmeHWM KUBBIX BaKIMH HEOOXOIWMO 110 MEHBIIEH Mepe
NMPUBECTH yKa3aHWE Ha HEOOXOJMMOCTh YHHMUYTOXKEHHS IIperapara,
MaTepualioB, BCTYIMABIIMX B KOHTAaKT C MpenaparoM U (Wiau) OTXOJO0B, B
COOTBETCTBUM C TpeOOBaHUSIMU TocyjgapctB — wieHoB Coro3a 1o
HaJJIeKAIIEMY YHUUYTOKEHUIO TAKUX MaTEPUAIOB.

B oTHOmEHWM WHAKTUBUPOBAHHBIX BaKIMH HEOOXOJAMMO, Kak
MUHUMYM, TPUBECTH YKa3aHHE O TOM, UTO CJEAyeT YTWIN3UPOBAThH
HEUCIOJIb30BAHHYI0  BAaKIIMHY W  OTXOJAbl, COIVIACHO TpeOOBaHUAM
3aKOHOJIaTENbCTBA TOCYJApCTB — uJieHOB EBpa3uiicKOro 3KOHOMHUYECKOTO

COro3a.



17
I1l. CrieninanibHbIE TPeOOBaHUS K MAPKUPOBKE BAaKITUH

Hacrositiue TpeOoBanust u 1maOJoHBI, a Takke TpeOOBaHUS K
MapKHUpPOBKE JIEKAPCTBEHHBIX CPEICTB COJEpKAT yKa3aHUs MO MapKUPOBKE.
OnHako B OTHONIIEHWM BaKIMH HEOOXOJMMO NPUHUMATh BO BHUMAaHHE

CJICYIOIIUE JOTIOJHUTEIbHBIE TPEOOBAHUSI.

1. BropuuHas yrmakoBKa

B nensix ykazanus papMaiieBTH4ecKux cyocTanuii hapMareBTUIeCKue
CyOCTaHIIMM M aJbIOBAaHT WM aJCOpPOCHT (MpW HAJWYUK) HEOOXOIUMO
OTPa3UTh KAYECTBEHHO M KOJUYCCTBEHHO Ha AMHUITY 03Bl B COOTBETCTBUU C
pazaenom 2 OXJIII, 32 UCKITIOUEHUEM CITy4aeB HEAOCTATOYHOCTH MECTA, MPH
KOTOPBIX  JIOTIYCKA€TCS HWCMOJB30BaTh  COKPAICHHBICE HAWMMEHOBAHUS
OTIpEIENICHHBIX ABIOBAHTOB M aJICOPOCHTOB, €CIM OHU paclim(poBaHbl B
OXJIII.

HeobxoauMo yka3biBaTh KOJWYECTBO 03 MHOTOJI03HBIX MPEMapaToB B
NMEePBUYHBIX  yMaKoBKaxXx (KoHTeiHepax). Ha BTopwuHON  yImakoBKe
JOTYCKAeTCs HE yKa3blBaTh CBEACHUS O  KIETOYHBIX CHCTEMaXx,
UCTIOJIb30BAHHBIX B KadeCTBE TPOU3BOJCTBEHHBIX cybOcTpaToB. CIll0BO
«MHUKPOTPaMMBI», KaK TIPaBWIO, CJEAyeT YKa3blBaTh B MapKHUpPOBKE
MOJIHOCTBIO, 32 HUCKIIOYEHUEM CIyuyaeB 3HAYUTEIBHONW HEIOCTAaTOYHOCTHU
MeCTa, PH KOTOPBIX JOMYCTUMO YKa3bIBaTh «MKT», €CJIH 3TO 0OOCHOBAHO U
OTCYTCTBYIOT OMMCAHUS CO CTOPOHBI 0€30MAaCHOCTH.

Ha  BTOopu4HOW  ymakoBKe  cCJeAyeT  yKa3blBaTh  IE€peueHb
BCIIOMOTATEJIBHBIX BEIIECTB B COOTBETCTBHHM C pazaesnom 6.1 oOmei
XapaKTEPUCTUKH JICKAPCTBEHHOTO Tpenapara. OgHako mMpu HEXBAaTKE MeCTa

AOITYCKACTCA HCIIOJIb30BATh COKPAIICHHLBIC HAWMMCHOBAHUS OIIPCACIICHHBIX
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BCIIOMOT'aTCJIBHBIX BCIICCTB, CCJIN OHH paCI_HI/I(prBaHBI

B 00111€ XapaKTepUCTUKE JIEKApCTBEHHOTO MIpenapara.

Ecnm BTOpuYHasg ynakoBKa COJEPKUT JOMOJHHUTENBHBIE MaTEPHUAIbI,
(HampuMep, TaMIIOHBI, UTJIBI U T. 11.), Ha HE HE00XO0IMMO IEPEUUCTUTH 00IIIEee
COJIEPKUMOE YITAKOBKH.

Ha  BTopuuyHOM  ymakoBKk€  HEOOXOJMMO  MPUBECTH  IOJHOE
NPEAYNPEXKICHUE 10 YHUUTOKEHUIO HEUCIIOJIB30BAHHOTO Mpenapara U (WIH)
OTXOJIOB, €CJIM 3TOMY HE MPENSATCTBYET HEXBaTKa MECTA, B 3THX CIydasix
JOCTaTOYHO YKa3aTh CChUIKY Ha HAJIIMYUE MHCTPYKLHHI MO YHUUYTOXEHHUIO B

JUCTKE-BKIQ IBIIIIC.
2. [lepBuuHas ynmakoBKa HEOOJBIIIOTO pa3Mepa

Ha mnepBuyHO#l ynakoBke HeOOJBIIOTO pa3mepa (00Imas IIIomaIb
TEKCTOBOTO OIS KOTOPOil cocTaBiusieT Menee 5 — 10 cM®) momyckaercs
UCIIOJB30BaTh  COKPAIIICHHBIE  TEPMHUHBI  JIGKAPCTBEHHBIX  (QopM B
COOTBETCTBUHU C JeUCTBYIOIUM «llepedyneM cTaHIapTHBIX TEPMHUHOBY, HO MPH
YCJIOBUU MPEEMCTBEHHOI'O MX HCIIOJIb30BaHUS BO BCEX SI3BIKOBBIX BEPCUSX
MapkupoBkU. Ha mepBHuYHON ymakoBKe Majioro pasmepa (oOmias Iiomajb
TEKCTOBOTO IMOJISi KOTOPO#l HE IHPEeBBIIAeT 5 CM°) JEKapCTBEHHYIO (opMy

JIOTTYCKAETCS HE YKa3bIBaTh.
3. OTpbIBHAs MapKUPOBKA

Jlep>kaTenu PErucTpaloOHHOrO YJIOCTOBEPEHUS BIpaBe MNPUKIICUTH
K IEPBUYHOM YITAKOBKE OTPBIBHYIO ATUKETKY, KOTOPYIO MOKHO MCIIOJIb30BaTh

JJIs1 BHCCCHUA JaHHBIX 00 HMMMYHU3AIIUU B JOKYMCHTALIUIO ITATUCHTA.
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V. JIucTok-BKIIAIBIIIT

JIuCTOK-BKJIQJBIIIT HEOOXOJMMO COCTAaBJATh HAa OCHOBaHWUU OOIIEH
XapaKTEPUCTUKHU JICKAPCTBEHHOT'O TIpernapara ¢ MCIOJIb30BAaHUEM YETKUX U
MOHSTHBIX JIJIA ToTpeduTtens TepMuHOB. [logo0HO 00IIel XapaKTepUCTUKE
JEKapCTBEHHOTO TpemapaTa, COKpalleHHBIE TEPMHHBI  HCIOJb30BATh
HE JIOMYCKAeTCsl, TOCKOJIBKY MECTO B JINCTKE HE OTPAaHUICHO.

B nucrtke-BKiagpilie HEOOXOJMMO OIMCHIBAaTH CBOMCTBA  BCEX
KJICTOYHBIX CHCTEM, HCIIOJIb30BAHHBIX TPH MPOU3BOJICTBE, U, €CIU 3HAYNMO,
HCIIOJIb30BaHUE TexHojioruu pekomoumHantHo JIHK, B cooTBeTcTBUU
c ykazanusmu B CXII, BKIOYash WCTMOJb30BAaHUE TAKOTO BBIPAKEHUS, Kak
<nonyuena om kiemox XXX [no mexunonozcuu pexombunanmuou J[HK]>.

B nucrtke-BKiagpiiie HEOOXOIMMO BKJIIOUWTH  HCUEPIIBIBAIOIINE
yKa3aHHs IS TMOTPEOUTENIsI OTHOCUTEIBHO HHCTPYKIMM MO MPUMEHEHHUIO,
paboTe U YHUUYTOXKEHUIO.

BmecTo cokpamieHHST «MKI»  CIIOBO «MHKPOTPAMMBD»  CIEHAYyET
yKa3bIBaTh MOJIHOCTHIO.

Ecnu BakimHa COEPKUT aIbIOBAHT WU aJICOPOEHT, B JINCTKE CIEAYET
MIPUBECTH CIIEAYIOIIEe UM SKBUBAJICHTHOE YKa3aHue: <B sakyury 6 kauecmee
[aovrosanuma, aocopbenma] Oobasneno eewecmeo [X]. [Aowvrosanmut,
aocopbernmul] — 5mo eewecmaa, 000asusiemvie 8 COCMA8 HEeKOMOPbIX 8AKYUH
8 Yensix YCKOpeHUs, YIy4uleHus u (Uiu) YOIUHeHus 3aujumHo20 Oetcmeusl

BAKYUHDI>.
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V. Ilepeuens npumMepoB

1. ITpumepsbl 0OIIETIPUHATHIX HAUMEHOBAHUN
MHOTOKOMIIOHEHTBIX BaKI[UH

Bakuuna nna npoduiaktuku AuUGTEpUH, CTOJOHSKA MU KOKIIIOIIA
(anmcopbupoBaHHas).

Bakuuna nna npoguinakTUku audTepuu, CTOJOHSKA M KOKIIIOIIA
(becknerouyHas, cyobequHUYHAs) (aICOPOUpPOBAHHAS).

Bakuuna pans npodunaktvuku audTepuu, CTOJIOHSIKA, KOKIIIOIIA
(6ecknerounas, cyorenquununas) u renatuta B (p/IHK) (ancopOupoBannas).

Bakuuna mis npodunaktukyu renmatuta A (MHAaKTUBUPOBAHHAS)
u renatuta B (pIHK) (ancopbupoBanHnas).

Bakuuna paus npodunaktvuku audTepun, CTOJIOHSIKA, KOKIIIOIIA
(OeckierouHast, cyobeaquauaHas) 1 Haemophilus Tuna b koHBIOTHpPOBaHHAS
(amcopOupoBaHHas).

Bakuuna pans npodunaktvuku  audTepun, CTOJIOHSIKA, KOKIIIOIIA
(6ecknerounas, cyowbeauHuuHas), rematuta B (p/lHK) u monmomuenura
(vHAKTUBHpOBaHHAs) (acOPOUpPOBaHHAS).

Bakuuna s npodunakTukd  AUPTEpPUH, CTONOHSKA, KOKJIIOIIA
(6ecknerounas, cyowbeauHuuHas), rematuta B (p/IHK), monmomuenura
(vHakTUBUpOBaHHAas) W Haemophilus Tuna b  KoHBIOTHpOBaHHAS

(anmcopbupoBaHHas).
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2. [IpuMeps! peacTaBieHus pasaena 2
(«KayecTBeHHBIN U KOJUYECTBEHHBIH COCTaB»)
oO11el XapakTepUCTUKU JIEKAPCTBEHHOTO IIpenapara

Baknuua mis npoduiaak Tk iudrepun, CTOJI0HIKA, KOKIIOMA
(0ecknerounasa, cvorenuanunag) u rernartura B (pJIHK) (axcopOupoBannas)

1 no3za (0,5 mu) comepkur:

Judrepuitnbrit AHATOKCHH" He meHee X ME
CTONGAYHbIH AHATOKCHH" He MeHee X ME
Bordetella pertussis <trramm (THIT) arIIOTHHOTCHA™> He MeHee X ME
(MHAKTUBUPOBAHHAS )

I[T0BepXHOCTHBII aHTHTeH rematuta B> X MKT

' AZIcopOUpOBaHHBIH HA ATFOMHUHHAS THAPOKCH/IE THAPaTHPoBaHHOM (X Mr Al).

“IomydeH W3 HPOXOKEBBIX KIeTok (Saccharomyces cerevisiae) mo TexHoIOrHu
pekombOunanTHoi JJHK.

3 AncopGupoBHHas Ha amomusms hocdare (X mr Al).

[TosHBIN TIEpeYEHb BCIOMOTATEIBHBIX BEIIECTB MPUBEACH B pa3jieie
6.1.

Baknuua mis npoduiaaktuku renaruta A (MHAKTUBUPOBAHHAs) M renarura B
(pAHK) (amcopbupoBanHas)

1 no3a (1 mi1) COaepIKUT:
L1, 2
Bupyc remaruta A <turm> (HHaKTHBUPOBAHHBIH ) X UDA-enunul
o 3,4
[ToBepXHOCTHBIN aHTUTeH TernaruTa B” X MKT

! [TonmyueHn u3 TUIUIONAHBIX KieTOk yenoBeka (MRC-5).
2 ACopOMpOBaHHBIN Ha ATIOMUHUS THAPOKCHIE THaApaTupoBaHHOM (X Mr Al).

*MonydeH wu3 HPOXOKEBBIX KIeToK (Saccharomyces cerevisiae) mo TexHoIOrHM
pekomOunanTHo JJHK.

* Ancopbuposannas Ha amomuus Gocdate (X mr Al).

IMonnpri MEPCUYCHb BCIIOMOTI'AaTCIIBHBIX BCHICCTB IIPHUBCIACH B PA3JaCIIC
6.1.
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Baknuna juis npodrnaktukun Haemophilus trmma b konblorupoBanHas
u rernatuta B (p/IHK)

1 no3za (0,5 M) comepkur:

[Momucaxapun Haemophilus tuma b X MKT
(monmupubo3mIpudHTOIPhOChar)

KoHbIOrMpoBaHHbIM ¢ Neisseria meningitidis ceporpynner B y-z

<mramMm> MKT
OCJIKOBBI KOMIUJIEKC Hapy>KHOM MeMOpaHbl — B KadecTBe
HOCHUTEIIS

I[T0BEpXHOCTHBII aHTHTeH remartuTta B 2 X MKT

'Monyuen w3 mpoxokeBhIX KIeTok (Saccharomyces cerevisiae) mo TexHOIOrHH
pekomOunanTHoi JJHK.
* AzncopGupoBHHas Ha amoMuaus pocare (X mr Al).

IMonupri MEPCUYCHb BCIIOMOTI'AaTCIIbHBIX BCIHICCTB IIPHUBCIACH B PA3JaCIIC
6.1.

Baknuna qist npodUIaKTUKHA POTABUPYCHON MHMEKIINU

[Tocne BoccranoBienus 1 qo3a (2,5 Mit) COOEPKUT:

PeaccopranT poTaBupyca pe3yca/uyenoBeka ceporuna 1 x 10° BOE"
(>’KMBOM, aTTEHYHUPOBAHHBIN )
PeaccopTtanT poTaBupyca pe3yca/dyenoBeka cepoTumna 2 x 10° BOE'
(>KMBOM, aTTEHYHPOBAHHBIN )
PeaccopTanT poTaBupyca pe3yca/dyenoBeka ceporumna 42 x 10° BOE'

(>KMBOM, aTTEHYHPOBAHHBIN )
PotaBupyc pe3yca ceporumna 3 3 (kuBoif, arrenyupoBannslit) X 10° BOE'

! brsmkoo6pa3yromniye eTuHULIBL.

[TonHBIM TIEpEYECHB BCIIOMOTATENIBHBIX BEIIECTB MPUBEICH B pa3dciie
6.1.

Baxkimaa 1 npodbWIaKTUKA JUPTEPUH, CTOJIOHIKA, KOKJIIOIIA
(OecknerouHad, cyonreaunnynas), renatura B (p/IHK), moannoMmuenura
(uHakTHUBUpOBaHHAg) U Haemophilus Tuna b koHbIOrHpOBaHHAS
(agmcopOupoBanHas)

[Tocne BoccranoBnenus 1 go3a (0,5 Mir) COaEpKUT:
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M3HayanbHO B BUJIE CYCIIEH3UHU:

Judrepuitnbrit AHATOKCHH" He meHee X ME
CTONOHSYHBIA aHATOKCHH He meHee X ME
Awnrturens! Bordetella pertussis <mrramwm (Tum
arrmIFOTHHOTCHA)>
KOKIIFOIIHbINA aHATOKCHH" X MKT
DuUIaMEHTHBIN FeMArTIOTHH X MKT
HepTaKTHH1 X MKT
[ToBEpXHOCTHBIN aHTUTEH rernaTuTa B*3 X MKT
[TonmoBupyc (MHAKTUBUPOBAHHBIN)
tan 1 «arrammy X D-aHTUreH-e TMHUIT
THUIT 2 IITAMM) X D-aHTHUreH-e TMHUIT
TN 3 <HIramm> X D-anTUreH-e TMHUI
M3HayaabpHO B BHJIE MOPONIKA.
[Tonmucaxapun Haemophilus trma b X MKT
(mosmpubosmipuduTondocdar)®
KOHBIOTUPOBAHHBIN C CTOJOHSIYHBIM AaHATOKCUHOM —  Y—Z MKT

B KaueCcTBE OeJIKa-HOCUTEIA

! AZcopOUpOBAHHBIN Ha AMIOMHHHS THAPOKCHAC THAPATHPOBAHHOM (X MHILIHIPAMMOB
Al).

’IomyueH W3 IPOXOKEBBIX KIeTok (Saccharomyces cerevisiae) mo TexHomornu
pexomOuHantHon JIHK.

* AzcopGupoBHHas Ha amoMuHus pocdare (X Mumtarpammos Al).

[TonHBIM TIEpEYECHb BCIIOMOTATENIBHBIX BEIIECTB MPUBEICH B pa3eiie
6.1.

Baknwuna mis npoduiaaktuku renatura B (p/IHK)

1 noza (1,0 M) conepKuT:
[ToBepXHOCTHBIN aHTUTEH TenaTtuTa B
(6enkoBbie MOHOMeEpHI S, ipe-S1 1 mpe-S2)* 2 X MKT

! Honyuen u3 mpimmamx (C1271) KIeTok mo TexHomornu pexomGunanTHoit JHK.
2 AncopOupoBaHHBIN Ha AIFOMUHHS OKCHJIE THAPATUpOBaHHOM (X MT Al).

[TonHBIM TIEpEYECHB BCIIOMOTATENIBHBIX BEIIECTB IMPUBEICH B pa3dciie
6.1.
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Bakuuna s HDOd)I/IJ'IaKTI/IKI/I KOPH, SIIMICMHUYCCKOI'O ITApOTUTA
H KpaCHYXH ()KI/IBaSI)

[Tocne BocctanoBnenus 1 go3a (0,5 Mir) COaEPKUT:

Bupyc kopu® <mrraMM> (KHBOIL, e meree 1x10° MJIKK s,
aTTEHYUPOBAHHBIN )

Bupyc anunemMudeckoro HapOTHTa1 «IITaMM» e menee 1x10° I/IJIKK502
(>’KMBOM, aTTEHYHUPOBAHHBIN )

BHpYC KPaCHYXH" «ILITAMM) e menee 1x10° UIKK s,
(>KMBOM, aTTEHYHPOBAHHBIN )

1
[Toy4eH U3 KIETOK «KIETOYHASI CUCTEMA, HCTIOIh30BaHHAS B TPOU3BOJICTBEY.
2
CraTuCcTUYEeCKH OIpeAeieMOe KOJIUYECTBO BHUPYCa, KOTOPOE JOKHO MHPHUIIUPOBATH
50 % KJIETOYHOM KYJIBTYpHI.

IMonupri MNEPCUYCHb BCIIOMOTI'AaTCIIBHBIX BCIICCTB IIPHUBCIACH B PA3JaCIIC
6.1.

Bakimmaa 1t mpodiIakTHKU THEBMOKOKKOBOUW MH(GEKITNHU TOJIUCaXapUuIHAas
(renTaBaJIeHTHAS, aICOPOUPOBAHHAA)

1 no3za (0,5 mi) comepkur:

Streptococcus pneumoniae, cepotu 4, momucaxapus X MKT
Streptococcus pneumoniae, cepotum 6B, mommcaxapu” X MKT
Streptococcus pneumoniae, cepoturn 9V, nonncaxaplxml X MKT
Streptococcus pneumoniae, cepomun 14, nonucaxapuol X MKT
Streptococcus pneumoniae, cepomun 18C, onucocaxapuol X MKT
Streptococcus pneumoniae, cepomun 19F, nonucaxapudl X MKT
Streptococcus pneumoniae, cepomun 23F, nonmucaxapuol X MKT

! KonstorupoBannsiii ¢ 6ennkom CRM197 B kauecTBe Hocutens (BCEro Yy—Z MKT Ha JI03Yy) U
aJIcOpOMpPOBaHHBIN Ha ATIOMUHUS THAPOKCHIE ruaparupoBanHoM (Bcero 0,5 mr Al Ha

J03Y).

IMonnpri MNEPCUYCHb BCIIOMOTI'AaTCIIBHBIX BCIICCTB IIPHUBCIACH B PA3JaCIIC
6.1.
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3. [IpuMeps! ykazanust cBeZicHUH B pazfene («XapakTep U COAEPKUMOe
NEPBUYHON YITaKOBKH (KOHTEHHEPA)») 0OIIIECH XapaKTepUCTUKU
JIEKapCTBEHHOTO TIpenapara

ITpumep 1.

<Ilo 0,5 mMa cycneH3uu B NpPEIBAPUTENILHO 3alOJIHEHHOM ILIPUILIE
(crexso | Tuma) ¢ ynaoTHUTENEM MOPIIHS (XJTOpOYTHIIKAYUIYK) B KOMIUJIEKTE C
UTJION MK 0€3 UTJIbl B yakoBKe 1o 5 win 10 mryk.>.

<B npojaxe MOTYyT HaXOJIUThCSI HE BCE pa3Mephl YIIaKOBOK>.

[Tpumep 2.
<Ilo 1 mn cycnen3un Bo ¢iakoHe (cTekyio | Tuma) ¢ yrjioTHUTEIEeM
nopiHg (XJIOpOyTHUIIKaydyK) B KOMIUIEKTE C UTJIOM B YIIaKoBKe 10 1 mTyke.>.

ITpumep 3.

<[lo 0,5 mun cycnensuum u 0,5 mu pacTBOpa B MpPEIBaAPUTEIHLHOM
3aMoJHEHHOM Iumpuiie (ctekio | Thumna) ¢ 1BOWHON KamMepou, YIIOTHUTEIEM
nopimHs  (cMech  XJOpOYTHUIIKAYYYKOB),  KOJIMAYKOM  HAKOHEYHUKA
(bpoMOyTHIKayuyyK) U OOXOJHBIM YIUIOTHUTENEM (OpOMOYTHIKAay4YyK) B
yIaKoBKe 1o 1 mryke.>.

[Tpumep 4.
<IIo 10 mx (20 x 0,5 M 103) cycnen3uu Bo (aakoHe (ctekio | Tuma)
C YIUIOTHHUTENEM (OpoMOyTHITKayUyK) B YITAKOBKE 110 1 mTyke.>.




[MTPMJIOXEHUE Ne 4

K TpeOoBaHUSIM K HHCTPYKIIUH
0 MEAUIIMTHCKOMY TTPUMEHEHUIO
JIEKapCTBEHHOIO MpernapaTa u oO1ein
XapaKTePUCTUKE JIEKAPCTBEHHOTO
npemnapara Jijist MeJIMIIUHCKOTO
MIPUMEHEHUS

YKA3ZAHNUA
M0 MCIOJIb3yeMbIM TEPMUHOJIOTUNYECKUM CJIOBAPSAM MPH ONMUCAHUU
HeXKeJIATeJIbHbIX PeaKIMi B HHCTPYKIMHU M0 MeIUIIUHCKOMY
NPUMEHEHHUIO JIEKAPCTBEHHOI0 NPenapara u o01menl XapakTepucTuKe

JIEKAPCTBEHHOI0 Mpenapara Jjisi MeAUIMHCKOT0 IPUMEeHEeHU s

Bce  HexenartenbHble  JIGKAPCTBEHHBIE  PEAKIMU  HEOOXOJHUMO
CTpYIIIIHPOBAaTh B COOTBETCTBUU CO CIIEAYIOIIMM IOPSJIKOM Ha OCHOBaHUU
cucteMHo-opranHbix kjaccos (COK).

YroObI mpoBecTH UACHTU(DUKALIMIO HEXeNaTeIbHbIX peakuui Hanbosee
OPOCTBIM M KIMHUYECKHM TOAXOMAIIMM JUI YUTarels CcrnocoOoM, K
PACIOJIOKEHUIO TEPMUHOB HEOOXOIMMO MPUMEHSITh MparMaTU4HbIA TOIXOI.
Hanpumep, B HEKOTOpPBIX CIy4asiX TIOJE€3HO MCKIIOUYUTEILHO B OOIIeH
XApaKTEPUCTUKE JIEKAPCTBEHHBIX TMPEMApPATOB  HCIOJIb30BATH  BTOPUYHOE
COK-pacronokeHre HEKOTOPBIX MPEANOUTHTEILHBIX TepMUHOB (nanee — I1T).
Hanpumep, ecinu B oOmIel XapakTEpUCTUKE JIEKAPCTBEHHBIX MPENaparoB
Hayiekut  BkmounTth 1T «Hapywenue — ¢ynxyuonanvuvix  npoo
neuenuy, «l enamumy u «lleuenounas suyegpanonamusy, BCE OHU MOTYT OBITH
ykazanbl B COK «Hapyuwienus co cmoponsl neuenu u x#cenuesbleo0auux nymeiy,
a He pacnpenenste ux no COK «Hapywenus co cmopousvr neuenu u

Z)fC@JZ‘l@GbZGOO}ZZMMX nymeﬁ», «Hapymenuﬂ CO CmMOpPOHbI Hepeﬂoﬁ cucmembsl)

u «/labopamopuvie u uHcmpymeHmanbHvle OQHHbLEY.



ITepeuens COK:

WH(EKIMN 1 UHBA3UH,

T0O0pOKaYECTBEHHBIE, 3JI0KQYECTBEHHBIC u HEYTOYHEHHBIE
HOBOOOpa30BaHUs (BKJIFOYAst KUCTHI M TIOJIHUIIBI);

HapyIIEHUs CO CTOPOHBI KPOBU U TUM(PATUUECKON CUCTEMBI;

HapyIIEHUs CO CTOPOHBI UMMYHHOU CHCTEMBI;

SHJIOKPUHHBIC HAPYIIICHHUS;

HapyIlIieHus: MeTaboM3Ma U MUTaHUS;

MICUXUYECKNE HAPYIICHUS;

HapyIIEHUs CO CTOPOHBI HEPBHOM CHUCTEMBI;

HapyIIEHUs CO CTOPOHBI OpraHa 3pEHMUS;

HapyIICHHUsI CO CTOPOHBI OpraHa Cilyxa U JJaOUPHHTA,

HapYIICHUSI CO CTOPOHBI CEP/IIIa;

HapyIIEHUs CO CTOPOHBI COCYJIOB;

HapyIIE€HUsT CO CTOPOHBI JBIXATEIIbHON CHUCTEMBI, OPTAaHOB T'PYyIHOU
KJIETKU U CPEJIOCTEHUS;

KETyI0YHO-KHUIIICUHbIC HAPYIIEHUSI;

HapYIICHUSI CO CTOPOHBI MIEUCHH U JKEITUCBBIBOISAIINX Ty TEH;

HapyIIEHUS CO CTOPOHBI KOXKU U MOJKOXKHBIX TKAHEH;

HapyIIeHUsT CO CTOPOHBI MBIIIEYHOM, CKEJIETHOW U COEAMHUTEIbHOU
TKaHH;

HapyIICHUSI CO CTOPOHBI MMOYEK M MOYEBBIBOIAIINX MTyTEH;

OepeMEHHOCTb, MMOCICPOAOBBIN IEPUO U TIEPUHATATILHBIC COCTOSHHUS;

HapylI€HUss CO CTOPOHBI PENPOJYKTUBHON CHUCTEMBI U MOJOYHBIX
KeJes;

BpPOXJICHHbIE, CEMEIHBIE U TCHETUYECKUE HAPYIIICHUS;

o0111e HapyIIeHHUs U PEaKIluy B MECTE BBEJICHNS,

J'Ia60paTOpHBIC N MHCTPYMCHTAJILHBIC TAHHBIC,
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TpaBMbl, THTOKCUKAIIUX U OCIIOKHCHUA ITPOLCOAYP,

XUPYPruYECKUE U METUIIUHCKUE TPOLENYPBIL;

COLIMaJIbHbIE 00CTOATENbCTBA.

Onucanue HeEXeNaTeIbHOW peakuu JOJDKHO OCHOBBIBATHCS Ha
HauOosee noaxojdiieMm Tepmune. Kak npasuno, 3to yposens [T, ogHako B
HEKOTOPBIX CIy4dasiX I€J1ecO00pa3HO HCIOIb30BaTh TEPMHUHBI HU3IIETO
ypoBHs (manee — THY) wiu rpynmnoBble TEPMHUHBI, HapPUMEpP, BBICOKOTO
ypoBHs (mamee — TBY). JlonmyckaeTcs aganTupoBaTh HAUMEHOBAHUSA
TPYNIOBBIX TEPMHUHOB, €CIM ATO JieJlaeT UX 00Jee MOHSTHBIMU YUTATEIIO
oOmiel  XapakTEepUCTUKU  JIGKAPCTBEHHOIO  IMperapara,  Hampumep,
aoopesuarypsl HB/IP (He BkitoueHHbld B jApyrue pyOpuku) u HY
(HEyTOYHEHHBIN) B OOIIEH XapaKTepUCTUKE JIEKapCTBEHHOIO Ipernapara
UCIIOJB30BaTh HE crienyeT. llopsaok clIoB mpW yKa3aHWH HEXKEJIAaTEIIbHOU
peaKkiMu JIOJKEH ObITh €CTECTBEHHBIM [ MPHUHSATOM MEAUIMHCKOMN
TEPMHUHOJIOTUH, Hanpumep, «WHTepcTulManbHasi THEBMOHHUS», a HE
«ITHeBMOHUSI MHTEpPCTULIMAIbHAS». B  HEKOTOphIX ciaydasx B IEJsIX
YIY4IICHUS] BOCHPUSTHS 11€JIECO00pa3HO HECKOJbKO MOAM(MUIIMPOBATH
TEpMHUHBL. B OTHOIIEHWM KOHKPETHOTO COCTOSIHHS CIIENYET HCHOJIb30BATh
HauOoJee MIMPOKO NPUMEHSIEMBI TEPMUH, HAIPUMEP, MOXKET OKa3aThCs
OoJiee 1eaecoo0pa3HbIiM yKazaHue «cuHapom CtuBeHca-/[KOHCOHA» HEXENH
«3JI0KaY€CTBEHHAsI YKCCYJJATUBHAS SPUTEMAY.

B mpenenax kaxaoro COK HexenarenbHble pEAKUUUA CIEMYET
KJIacCU(PUITMPOBAaTh B COOTBETCTBUM C YAaCTOTOM MX BO3HUKHOBeHUs. [lepen
ONpE/ICICHUEM YacTOThl BO3HMKHOBEHHUSI HEXKEJATEJbHBIX SIBJICHUU Ha
OCHOBAHUH CUCTEMaTU3UPOBAHHBIX UCCIIETOBAHU I (KJIMHAYECKUX
UCCIIEIOBAHUI U APYTUX HMCTOYHHUKOB) B IIEJISAX JIOTUYECKON TPYNIUPOBKU
KIIMHUYECKH POACTBEHHBIX COCTOSIHUW CJIEAYET HMCIOJIb30BATH HAJICIKAILINE

YpOBHM  uWepapxuu. Hampumep, y TalMEHTOB  PETUCTPUPOBAIOCH
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«IIOCTYPAJIBHOC TOJIOBOKPYKCHHUC), «TOJOBOKPYXKCHUC HAIPAKCHUA» U

«HEYTOUYHEHHOE TOJIOBOKpYX)eHUe» (c dacTtoTol 2 % Kaxkjoe), UX MOXKHO
00OCHOBaHHO OTpa3uTh B OOIIEH XapaKTEPUCTUKE JIEKAPCTBEHHOTO
mpemnapara KakK — «TOJIOBOKPYXKEHHE» ¢  4actotol 6 %  manueHToB
(onpeamnoiyiarasg, YTO KaXJIOMy MAaIlMEHTy COOTBETCTBYET JIMIIb OJHO
COOOIlIEHHE O TOJIOBOKPYXEHUHU). B  HEKOTOpBIX chydasix Takxke
11e7IeCO000pa3HO HMCIOJIB30BaTh CUTYAaTUBHYIO TPYIIIHUPOBKY TEPMHUHOB WIIH
aJanTHPOBATh TPYIINIOBBIE TEPMUHBI, €CJIM UMEIOIIHUECS TPYIIIOBbIC TEPMHUHBI
HE MOTYT OBITh TIOJHOCTHIO TPUMEHHUMBI, HANpUMeEp, COOOIEHUS O
HEXEJIATeIbHBIX PEAKIUAX TMPEJCTABICHB KaK «Iuapes», «ycyryOJjeHue
TUapen», «MITKUN CTYI», <CKHJIKUN CTYJ», «TUTIEPMOTOPHUKA KUIIICUHUKA» U
T. ., MOKHO BC€ B IEJISIX 3HAYMMOCTHU M YJIYUIICHHS BOCHPHUSATHUS OOIICH
XapaKTePUCTUKHU JIEKQPCTBEHHOTO TMpernapaTa MalMeHTaMu OOOCHOBAHHO
MPEACTABUTH B BUJIC €IMHOTO TEPMUHA «uapes». [ onpeneneHus 9acTOThI

AUapcu CJIICAYCT UCII0JIb30BaTh 061uee KOJIMYCCTBO TAKUX CJIIYHACB.



[TPMJIOKEHUE Ne 5

K TpeOoBaHUSIM K HHCTPYKIIUH
0 MEAUIIMTHCKOMY TTPUMEHEHUIO
JIEKapCTBEHHOIO MpernapaTa u oO1ei
XapaKTePUCTUKE JIEKAPCTBEHHOTO
npemnapara Jijisi MeIMIIUHCKOTO
MIPUMEHEHUS

[TPUMEPBI
(GopmypoBOK, HCHOJIb3YyeMbIX B pa3jaeie 4.6 («bepeMeHHOCTD
U JIAKTANNs») 0011el XapaKTepUCTHKE JIEKAPCTBEHHOI0 Mpenapara
B HacTosuux  mpuMepax, BBEACHBI  CIEIYIOIIME  IpaBUiia
UCIIOJIb30BaHUS CKOOOK:
{TEKCT} — B MOJIe MEXKYy CKOOKaMU BHOCUTCS UHGOPMALIUS UCXOJS U3
COCTaBa M OCOOEHHOCTEH JIeKapCTBEHHOTO Mpenapara;
<TEKCT> — B I0JIe MEXIAY CKOOKaMH TEKCT BHIOMpPAETCs WU yJasieTcs
U3 TPEUIOKEHHBIX CTaHJAPTHBIX (HOPMYIUPOBOK B 3aBUCUMOCTU OT
JIEKQpCTBEHHOTO TIpenapara;
[TexcT] — B mosme ykazaHO yclOBHE WM KOMMEHTapuid K TEKCTY,

PaCIOJIOKCHHOMY IICPCa HUM.

1. I[Togpaznen «bepeMeHHOCTH)

[Tpumep 1:

<OnBIT NPUMEHEHHNS Y YEIOBEKA [ yKa3aTh| CBUAETEIBCTBYET O TOM, YTO
{nelicTByIOIIIEEe BEUIECTBO} BBI3BIBAET <BPOXJEHHbIC MOPOKU [yKa3aTh| MpHU
BBEJICHUM BO BpeMs O€pEeMEHHOCTH.> [Uin]| <BpelHble (HapMaKoJIOTHUYECKUe

3¢ eKThl BO BpeMsi 0epeMEHHOCTH U (WJIH) Y T104a (HOBOPOXKIEHHOT0).>



{ToproBoe = HaMMEHOBaHWE}  NPOTHUBOMOKA3aHO  <BO  BpeMs
OepeMEeHHOCTU><BO BpeMsl {TpUMecTp} OepeMeHHOCTH> (B IaHHOM CiIydae —
3TO CTPOTOE MPOTUBOIIOKA3aHUE, CM. pazaein 4.3).

<)KeHmuHBI C JETOPOAHBIM TIOTCHIIMAIOM JOJDKHBI HCIIOJIH30BATh
HaJISKHBIC METO Il KOHTPAIETIITUN <BO BpeMs <H BIUTIOTH J0 {UKCIJIO} HENETh
MIOCJIC 3aBEPIUICHUSI> TCPAIUU.>>.

[Tpumep 2:

<OmnbIT IPUMEHEHHUS Y YeJIOBeKa [ yKa3aTh| CBUACTENBCTBYET O TOM, YTO
{nelcTByIOIIEE BEIIECTBO} MOMXET BBI3bIBATh BPOXKICHHBIE TOPOKH [ yKa3aTh |
IIPU BBEJICHUH BO BpeMsi OEPEMEHHOCTH.

a) <B wuccneqoBaHUAX Ha JKUBOTHBIX OOHApy)XeHa PEMpOMAYKTHBHAS
TOKCUYHOCTH (CM. pazaen 5.3).>

[mm]

0) <HccnemoBaHuii penpoayKTUBHOM TOKCUYHOCTH Ha KUBOTHBIX
HeJI0CTaTO4HO (cM. pazjaen 5.3).>

{ToproBoe HaWMMEHOBaHWE} HE CJIEAYeT MPUMEHITH <BO BpPEMS
OEpeMEHHOCTU™><BO BpeMsl {TpUMECTp} OEPEMEHHOCTH™>, €CJIH TOJIbKO
KJIIMHAYECKOE COCTOSTHUE >KEHIIMHBI HE TpeOyeT Tepanuu {IelCTBYIOIIUM
BEIIICCTBOM } .

<)KeHmuHBI C JETOPOAHBIM TIOTCHIIMAIOM JOJDKHBI HCIIOJH30BaTh
HaJISKHBIC METO Il KOHTPAICTIITUN <BO BpeMs <H BIUTIOTH 0 {UHCJIO} HEIEh
MOCJIE 3aBEPIICHUS™> TepaIrun.>>.

[Tpumep 3:

<OmnBIT NPUMEHEHHNS Y YEIOBEKA [ yKa3aTh| CBUAETEIBCTBYET O TOM, YTO
{nelcTByIOIIIEE BEIIECTBO} MOMXET BBI3bIBATh BPOXKICHHBIE TOPOKH [ yKa3aTh |

MIpU BBEJECHUU BO BpeMsi OEPEMEHHOCTH.
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HccnenoBanus pCHpOHYKTHBHOﬁ TOKCMYHOCTH Ha XHUBOTHBIX HC

CBUJIETEIBCTBYIOT O HAJIMYMM MPAMBIX WIM HENPSIMBIX BpPeAHBIX 3()(PEeKTOB
(cm. paznen 5.3).>

{ToproBoe HaWMEHOBaHUE} HE CIEAYET NPUMEHITh <BO BpEMs
OCpEMEHHOCTU><BO BpeMsl {TpUMECTp} OEpPEeMEHHOCTH>, €CIIH TOJbKO
KJIIMHUYECKOE COCTOSIHUE >KEHIIMHBI HE TpeOyeT Tepanuu {JIelCTBYIOIIUM
BEILIECTBOM } .

<)KeHIIMHBI C JETOPOJHBIM TOTEHIIMAIOM JOJDKHBI HCIOJIb30BaTh
HAJICKHBIE METO/Ibl KOHTPAIIENIIUKA <BO BpeMsl <H BIUIOTh JI0 {UUCIIO} HEMAEIb
MOCJIC 3aBEPIICHUSI> TCPAIUN.>>.

[Tpumep 4:

</laHHbBIE O pPUMEHEHUHU {IEeHUCTBYIOIIETO BEIIECTBA} y OEPEMEHHBIX
KEHIIUH OTCYTCTBYIOT WJIU OTPaHUYECHBI.

a) <B wuccregoBaHMsIX Ha >KMBOTHBIX OOHApy»XE€Ha PENpOIAyKTHUBHAs
TOKCHYHOCTH (CM. pazaen 5.3).>

[mu]

0) <WMccnenoBanuii penpoayKTUBHON TOKCMYHOCTH Ha >KMBOTHBIX
HEJI0CTaTO4HO (CcM. pazjaen 5.3). >

[Ipumenenue {ToproBoe HaUMEHOBAHUE } <BO BpeMs
OEpeMEHHOCTU><BO BpeMsl {TpUMECTp} OEPEMEHHOCTH™> U y XKEHIIUH C
JETOPOJIHBIM ~TOTEHIMAJIOM, HE WCHOJIB3YIOIIMX KOHTPALECMIUI, HE
PEKOMEHIyeTCs. >>.

ITpumep 35:

</laHHBIE O TPUMEHEHUU {JECHUCTBYIOIIETO BEHIECTBA} y OEpEMEHHBIX
XKEHIIMH OTCYTCTBYIOT WM orpanudeHsl (mMeHee 300 wucxomoB

OEpEeMEHHOCTH).
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I/ICCJ'ICI[OBaHI/IH pCHpOHYKTHBHOﬁ TOKCHUYHOCTHU Ha XHWBOTHBIX HC

CBUJIETEIBCTBYIOT O HAJIMYMM MPAMBIX WIM HENPSIMBIX BpPeAHBIX 3()(PEeKTOB
(cm. paznen 5.3).>

B kadecTBe mnpenynpeauTEeNbHOW MEphl  MPEANOYTUTENIBHO HE
MPUMEHSThH {TOPrOBO€ HAUMEHOBAHUE } <BO BpeMsi OEpPEMEHHOCTHU><BO BpeMsI
{TpumecTp} GEpEMEHHOCTH.>>,

[Tpumep 6:

<Cpennuii 00beM JaHHBIX O MPUMEHEHUH {JCHCTBYIOIIErO BEIIEeCTBAa}
y Oepemennbix xeHmuH (300 — 1000 wucxomoB OEPEMEHHOCTH)
CBUJIETEIILCTBYET 00 OTCYTCTBUM MOPOKOB pa3BUTUS U (GeTo- U (WiK)
HEOHATaJIbHOW TOKCHYHOCTH.

a) <B wuccneqoBaHUAX Ha JKUBOTHBIX OOHApy)XKeHa pEernpoayKTHUBHAs
TOKCUYHOCTbH (CM. pazaen 5.3).>

[mm ]

0) <HccnenoBaHuii penpoayKTUBHOM TOKCUYHOCTH Ha KUBOTHBIX
HeJI0CTaTO4YHO (CM. pazaen 5.3).>

B kauectBe mpeAynpeauTeabHONM Mephl  MPEANOYTUTENTHHO HE
IPUMEHSATH {TOPrOBOE HAMMEHOBAHUE} <BO BpeMsi O€pEMEHHOCTU><BO BpPEeMsI
{TpumecTp} OGEPEMEHHOCTH.>.

[Tpumep 7:

<Cpennuii 00beM JIaHHBIX O MPUMEHEHHUU {JEHCTBYIONIETO BEIIECTBA}
y Oepemennbix okeHmuH (300 - 1000 wucxomoB OGEepeMEHHOCTH)
CBUJIETEIBCTBYET OO0 OTCYTCTBUM IOPOKOB pa3BUTU U (eTo- u (Win)
HEOHATaJIbHOW TOKCHYHOCTH.

UccnegoBanuss  penpoAyKTHBHOW TOKCHYHOCTA HAa  KUBOTHBIX

HC CBUACTCIILCTBYIOT O HAJIMYUHU perOI[YKTI/IBHOﬁ TOKCHUYHOCTH (CM. pa3acii

5.3).
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[Ipumenenue {ToproBoe HAaMMEHOBAHMUE } <BO BpeMs

OepeMEeHHOCTH><BO BpeMsl {TpUMECTp} OepeMEHHOCTH> ITPU HEOOXOIUMOCTH
BO3MO>KHO.>.

[Tpumep 8:

<bonpiioi 00beM MaHHBIX O OepeMeHHBIX >XeHIIuHax (6onee 1000
UCXOJI0B OEPEMEHHOCTH) CBUIETENILCTBYET 00 OTCYTCTBUU TOPOKOB Pa3BUTHUSA
u ¢ero- W (WIM) HEOHATAIBHOM TOKCHYHOCTH MpU MNPUMEHEHUU
{mefCTByIOIIEro BEIIEeCTBa}.>.

{ToproBoe HaWMEHOBaHHWE} JOIYCKACTCS MPUMEHATH <BO BpEMS
OEpeMEHHOCTU><BO BpeMsi {TpUMECTp} OEpPEMEHHOCTH>, UCXOAs U3
KJIIMHUYECKOU HEOOXOIMMOCTH.

[Tpumep 9:

<BnusiHue Ha OEPEMEHHOCTbh HE OXKMJIAETCA, MOCKOJbKY CHCTEMHAas
HKCHO3UIIMS {JIEUCTBYIOIIETO BEIECTBA} HUYTOXKHA.>

{ToproBoe HaWMEHOBaHWE} JOMYCKAETCS TMPHUMEHSITH BO BpEMS
oepemennoctu. (Hampumep, mekapCTBEHHbIE TMpemnaparbl, HHUYTOXKHAs
CUCTEMHAs JKCIO3UIMS (HUYTOXKHAS CHCTeMHas (apMakoJuHaMHUYecKas

aKTI/IBHOCTB) KOTOPLIX IIOATBCPIKACHA B KIIMHUYCCKUX YCJ'IOBI/I}IX). >,

2. llonpasznen «JlakTarusy

[Tpumep 1:

<{JleiicTByroliee BEIIECTBO} (META0OJHUThI) MPOHUKAIOT B TPYIHOE
MOJIOKO 4YEJIOBEKa, II0Ka3aHO BJIUSHUE Ha HOBOPOXKICHHBIX (JeTei),
HaxXOAAIIUXCS Ha TPYJHOM BCKapMJIMBAHWHU, MaTE€PU KOTOPBIX MPUMEHSIIH
npemnapar.™;

[mm ]

<{JleiicTByro011I€E BEIIECTBO} (META0OIUTHI) OOHAPYKEHBI B OPTaHU3ME

HOBOPOXIECHHBIX (AeTeil), Marepu KOTOPBIX NPUMEHSUIM Mpernapar.
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<Bnusnue {papmarieBTuUecKol CyOCTaHIIMK} HAa HOBOPOXKJACHHBIX (JI€TEH)

HEU3BeCTHO.> uin <CBeAeHUN O BIMSHUU {ACHCTBYIOLIErO BEIIECTBA} Ha
HOBOPOXIEHHBIX (J€TEi) HETOCTATOUHO.>;

[mm ]

<{JleiicTByroliee BEIIECTBO} (META0OJHUTHI) MPOHUKAIOT B TPYIHOE
MOJIOKO Y€JOBEKAa B KOJMYECTBE, JOCTATOUYHOM JJIsI OKa3aHUsl BIUSHUS Ha
HOBOPOXIEHHBIX (A€Teil), HaXOASAIMMXCA Ha TPYJTHOM BCKapMIIMBaHUU.>

<{ToproBoe HanMeHOBaHHE }<[TPOTHUBOIOKA3aHO B IEPUOJ TPYyIHOrO
BCKapMiuBaHus (cM. paznen 4.3)> win <He CleAyeT MPUMEHATh B MEPUOJ
TPYJIHOTO BCKapMIIUBaHUS.>;

[mm ]

<B nmepuwon jedeHuss ~ {TOProBo€ HAUMEHOBaHHUE} TPYAHOE
BCKapMJIMBaHUE CJEAyeT MPEKPATUTD.>;

[mm ]

<Heo0X0aMMO MPUHATH pelieHue JTUO00 O MPEKPAICHUH TPYIHOTO
BCKapMJIMBaHUsA, JUOO 00 OTMEHE Tepanmuu {TOProBO€ HAaWMEHOBAHHUE},
OpUHUMAas BO BHUMAHHE TOJb3Y TPYAHOTO BCKApMIIMBAHUS IJis1 peOeHKa U
MO0JIb3Y TEPAINUU JIJIS KEHIIUHBL.>.

[Tpumep 2:

<CBeneHuss O  TPOHUKHOBEHHM  {JCHCTBYIOIIErO0  BEIECTBA}
(MeTaboIMTOB) B IPYJIHOE MOJIOKO YEJIOBEKA OTCYTCTBYIOT.>;

[mm]

</laHHBIX =~ O  NIPOHUKHOBEHUU {IefCTByIOIIET0O  BEIIECTBA}
(MeTaboIMTOB) B IPYIHOE MOJIOKO YEJIOBEKAa HEAOCTATOYHO.>;

[mm ]

</laHHBIX O  TPOHUKHOBEHUU {IeHCTBYIOIIETO  BEIECTBA}
(MeTaboIUTOB) B TPYAHOE MOJIOKO >KMBOTHBIX HEJJOCTATOYHO.>;

[mm]
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<cDapMaKOI[I/IHaMI/I‘ICCKI/IC (TOKCI/IKOJ'IOTI/ILIGCKI/IC) JaHHBIC, IMTOJTYYCHHBIC

Ha OJKMBOTHBIX, CBHUJIETEIBCTBYIOT O TPOHUKHOBEHUHU {IEUCTBYIOIIETO
BelllecTBa} (META0OJIMTOB) B TPYAHOE MOJIOKO (00Jiee MOAPOOHO CM. pas3ien
5.3).>;

[mm ]

<DU3NKO-XUMUYECKUE JaHHbIC TMPEANOJIaraloT  MPOHUKHOBEHUE
{nelicTByrO11IETO BEMIeCTBa} (METa0OIMTOB) B IPYIHOE MOJIOKO YEJIOBEKa.>.

<He uckitoueH puck AJis HOBOPOKICHHBIX (JeTei).>.

<{ToproBoe HanMEHOBaHUE} <MPOTUBOIIOKA3aHO B MEPUO] TPYIHOIO
BCKapMiuBaHus (cM. pazzaen 4.3)> [unu] <He clielyeT NPUMEHSTh B IEPUOJ
I'pyAHOTO BCKapMJIMBAHUS>.>;

[mm]

<B nmepuwon jedeHus ~ {TOProBo€ HAUMEHOBaHHUE} TPYAHOE
BCKapMJIMBAaHUE CIEYET MPEKPATUTH.>;

[mm ]

<Heo0X0aMMO MPUHATH pelieHue MO0 O MPEKPAICHUH TPYIHOTO
BCKapMJIMBaHusA, MO0 00 oTMeHe Tepamuu {ToproBoe HauMEHOBaHUE},
IpUHUMAas BO BHUMAHHE TOJb3Y TPYAHOTO BCKApMIIMBAHUS IJis peOEHKa U
MOJIb3Y TE€PAIUU JIJIS KCHIIIMHBL. >,

[Tpumep 3:

<BnusHue {AeHCTBYIOIIETO BEIIECTBA} HAa HOBOPOXKJCHHBIX (JIE€TEH),
HAXOJAIIMXCA Ha TPYJAHOM BCKAPMIIMBAHUM MAaTEpsIMU, MNPUHUMAIOIIMMU
npenapar, He 00OHapyX eHO.>;

[mm ]

<B CBSI3U ¢ HUYTOXHOW CHUCTEMHOU 3KCHO3UIMEN {AEHCTBYIOIIErO
BEILIECTBA} Y KOPMSILUEU TPYAbI0 JKCHIIUHBI BIUSHUS Ha HOBOPOXKJIECHHOTO
(pebeHka), HaxOASIIEerocsl Ha TPYAHOM BCKApMITMBAHUH, HE OXKUIAETCS.>;

[mm]
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<{Jle¥cTByro11ce BEIIECTBO} (METAOOJMTHI) B IJIa3ME HOBOPOKICHHBIX

(meteit), HAXOAANIUMXCS HAa TPYIHOM BCKapMJIIMBAHUHU, MAaTEPU KOTOPBIX
npuMeHsuin  npenapar, {oOHapykeHbl {yKa3aTb KOJIMUYeCTBO} [mam] He
OOHapYKEHBI }.>;

[mm ]

<{/lelicTBytolII€€ BEMIECTBO} (META0OJHUTHI) HE MPOHUKAIOT B TPYJIHOE
MOJIOKO YeJIOBEKa.™;

[mm]

<{/lelicTBytoliee BEMIECTBO} (META0OJMUTHI) MPOHUKAIOT B TPYJHOE
MOJIOKO 4YeJOBEKa, OJHAKO B TEPANeBTUYECKUX J103aX  {TOPrOBOE
HalMEHOBAHME } BIUSIHUE HA HOBOPOXKJICHHBIX (JIETEH) HE 0XKUIACTCA.>.

{ToproBoe HaWMEHOBaHHE} JOINYCKACTCSd MPUMEHSITH B TIEPUOJT

I'pyaAHOTO0 BCKapMJIIMBAHUA.




[MTPMJIOXKEHUE Ne 6

K TpeOoBaHUSIM K HHCTPYKIIUH
0 MEAUIIMTHCKOMY TTPUMEHEHUIO
JIEKapCTBEHHOIO MpernapaTa u oO1ei
XapaKTePUCTUKE JIEKAPCTBEHHOTO
npemnapara Jijisi MeIMIIUHCKOTO
MIPUMEHEHUS

CTAHIAAPTHBIE ®OPMVYJIIMPOBKH
JJIA YKA3aHUA YCJIOBHH XPaHEHU JEKaPCTBEHHBIX NPENaparoB

<He xpanute mpu temmeparype Bbime [25°C, 30°C]> wm <XpaHUTb
npu Temiiepatype Hrke [25°C, 30°C]>;

<XpaHuTth B X0noauibHuKE (2 - 8°C)>;

<XpaHUTb U IIEPEeBO3UTH B XOTOAMIbHUKE (2 - 8°C)> ;

<XpaHUTh B MOPO3WILHOW KaMepe Mpu TemIepaTrype [TeMIeparypHblii

JHaIa3oH|>;

<XpaHUTb ¥ TPAHCHOPTUPOBATH B 3aMOPOKEHHOM BHUJIE TIpH

**%
TeMIlepaType [TeMIlepaTypHbIid Juana3oH|>

<He oxnaxxnatb> uinu <He 3amMopakxnuBaTh>;

*hkk

<XpaHUTb B OPUTUHAIBHOU [BU YIIAKOBKU[>

<XpaHuTh [BUJ TEPBUYHON YNAKOBKU (KOHTEITHEpa)] TUIOTHO

*kkk

3aKpBITBIM> |

] *kk

<XpaHuTh [BUJ MEPBUYHON YIMAKOBKHU (KOHTEITHEpa) BO BHEIIHEU

*hkk

yIakoBKe™>

<JlekapcTBeHHBIM TIpenapar He TpeOyeT CHelUalbHbIX YCIOBUN

XpaHEHUS™>;
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<JlekapcTBeHHBIM TIpenapar He TpeOyeT CHelUanbHbIX YCIOBUU

*hkhk

XpaHEHUs], [TeMIEpPaTypHbI IHana3oH[>
<... I TOTO, YTOOBI 3aIIUTUTH OT [CBETA, BJIATH |>.
[Ipumeuanus:

B HacTrosmux cTaHIapTHRIX (POPMYJIHPOBKAX, BBEIAEHBI CIEIYIOLIUE
paBujia UCIOJIb30BaHUS CKOOOK:

[TekcT] — B mosie MeXy CKOOKaMH BHOCUTCS MH(OpMaLUs UCXOAS U3
yKa3aHHBIX B HUX yCIIOBUIA;

<TEKCT> — B M0JI€ MEXIY CKOOKaMH TEKCT BBIOMpPAETCS WU yJaIsieTcs
U3 TMPEIJOKEHHBIX CTaHJAPTHBIX (POPMYIHPOBOK B 3aBUCHUMOCTH OT
JIEKapCTBEHHOIO Mpernapara.

" JlanHble 1o  cTaGMibHOCTH, TomydeHHele B 25°C /| 60 %
oTHOCUTEIbHOM BIaKHOCTH (ACC) T0KHBI OBITH MPUHSATH BO BHUMAHUE MTPU
NPUHATUU PENICHUS O BO3MOXHOCTH TPAHCIOPTUPOBKU MPU OTCYTCTBUH

OXJIaXKACHU . 910 AOITYCKACTCA TOJIBKO B HCKIIIOYHUTCIIBHBIX CIIydasaX.

Yka3aHue AOITYCKACTCsA UCIIOJIb30BaTh, TOJIBKO €CJIM 110 PC3yJibTaTaM

I/ICCHGI[OBaHI/Iﬁ CTaOMJILHOCTH IMPHUHATO COOTBCTCTBYIOIICC PCIICHUC.

KoHkpeTHoe  Ha3BaHME BUJIa  YIAKOBKH, KOTOpas  OyjaeT

UCIIOJIb30BaThCs (HAIIpUMep, OYThUIKA, OMCTEp | T. 11.).

*kkk

Cnegyer  WCHOJIB30BaTh, €CIM  JIEKAPCTBEHHBIA  Mpenapar

YyBCTBUTEJIEH K CBETY U (WJIM) BIIare.

*khkkikk

3aBUCUMOCTH  OT JIEKAPCTBEHHOM (OpPMBI U  CBOMCTB
JIEKApPCTBEHHOr'0 TpernapaTta MOXET OBbITh PUCK YXYAIICHUS KayecTBa H3-3a
nercTBust  puznueckux  (aKTOpOB, HAMpPUMEp, €CJIM  TOJIBepraercs
BO3JICUCTBUIO HU3KUX TemiiepaTyp. Huskue Temmeparypsl B HEKOTOPBIX
cliyyasX MOTYT OKa3blBaThb BJMSHHUE Ha ymnakoBky. HeoOxomumo

AOIIOJIHUTCIIBHO YKA3bIBATb 3TY BO3MOKHOCTD.
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K TpeOoBaHUsIM K UHCTPYKIUU
0 MEJUIIMHCKOMY MPUMEHEHUIO
JIEKApCTBEHHOTO IIpenapara u oo1iei
XapaKTePUCTUKE JIEKAPCTBEHHOTO
npemnapara Jjsi MeIUIUHCKOTO
MPUMEHCHUS

TPEFOBAHUA
K YKa3aHHI0 MAKCHMAJILHOTO CPOKA XPAHEHHUS CTEPUIBHBIX
JIEKAPCTBEHHBIX NMPENapaToB MOCJe NEPBOro BCKPbITHS
WJIN BOCCTAHOBJIEHHSI

1. O0wue cBeneHus

Hacrosimuii  JOKyMEHT pacupoCTpaHsAETCs Ha BCE CTEPUIIbHBIE
npernaparsl I = MEAUIMHCKOTO  NPUMEHEHHS, 32  UCKIHOYECHUEM
panuodapManeBTUYECKUX W MPUTOTOBIAEMBIX WIA MOJAUPUIIMPYEMBIX
ex temporo.

ITockonbKy mnpeayragartb BCE€ BO3MOXHBIE YCIOBHUS, HPU KOTOPBIX
npenapat OyJyT BCKPBIBaTh, pa3BOJUTh, BOCCTAHABINBATh, XPAHUTH U T. II.,
3aTPYAHUTEIIBHO, MOJb30BaTEIb HECET OTBETCTBEHHOCTH 3a IOJJICPKAHHUE
KayecTBa JIEKAPCTBEHHOI'O IIpernapara, BBOAMMOTO NauMeEHTy. B mensx
COICUCTBUS MOJB30BATEIII0 JEpKATeNIb PErUCTPALIMOHHOTO YIOCTOBEPEHUS
00s13aH MPOBECTU HEOOXOAMUMBIE UCCIIEIOBAHUS U YKa3aTh COOTBETCTBYIOIINE
CBeleHUs B uHpopManuu I Tojds3oBatens (Hampumep, OXIJIII, JIB,
MapKUPOBKE) B COOTBETCTBHM C TMPUMEPAMH, YKa3aHHbBIMH HHUXE W

BBIACIICHHBIMHA KYPCHUBOM.
B ortHOmenuun CPOKOB H YCHOBI/Iﬁ XpaHCHUA OTACIbHBIX KaTel"OpI/II\/'I

CTCPWIIbHBIX JICKAPCTBCHHLIX IIPCIIAPATOB IIOCJIC HX BCKPBITHUA 3asBUTCIIIO

HEO0OXOAMMO TaKXe y4ynuThiBaTh pekoMeHaaunu @apmakonen Corosa.
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B nacrosmem IMPUIIOKCHUHN PACCMATPUBACTCA CPOK MCEKIAY BCKPBITUCM

NEPBUYHOMN YITAKOBKH (KOHTEHHEpa) JIEKapCTBEHHOTO MIpenapara U BpeMeHeM
€ro BBEACHUS MAlMEHTY, MPOJAOKUTENBHOCTh BBEJICHUSI KaK TaKoBas HE

YUYUTBIBACTCA.

2. be3akoHCepBaHTHbBIEC CTEPUIIbHBIE MPENapaThl

2.1. Ob6mue yka3aHusl.

<Xumuueckas u ¢uznueckasi CTabUILHOCTh TOTOBOTO K MPUMEHEHHUIO
JICKapCTBEHHOTO TIperapara MOATBEpK/IeHAa B TEUEHUE X YacoB (IHEH) mpu
y °C.>;

<C MUKpOOHMOJOTUYECKOW TOUYKH 3PEHHS, €CIM METOJl BCKPBITUSA
(BOCCTaHOBJICHHS, Pa3BEICHIS ) HE MPEIISITCTBYET MUKPOOHON KOHTaMUHAITNH,
JICKapCTBEHHBIN TIpenapaT MOIJIKUT HEMEJICHHOMY TPUMEHEHUTO.>;

<Ecnu nexkapCcTBEHHBIM Tpemapar HE BBEACH HEMEJICHHO, XpaHEHUE
TOTOBOTO K TPUMEHEHHWIO JIGKapCTBEHHOTO IIpenapata W oOecredeHue

YCIIOBHM SIBISIETCS 00513aHHOCTHIO MOJIb30BaTENS.>.
2.2. YKazanus AJig npenapaToB st UHPY3UN WM UHBEKIIH.

<Xumuyeckas U (puznyeckas cTaOMIbLHOCTh TOTOBOTO K MPUMEHEHUIO
JIEKapCTBEHHOI'0 IpernapaTra MOATBEP)KAEHAa B TEYEHHUE X 4YacoB (JHEH) Ipu
y °C.>;

<C MHKpPOOMOJIOTUYECKON TOUKM 3pEHUsl TMpenapar MOJICKUT
HEME/JICHHOMY MNpuMeHeHuto. Ecnu mnpemapar He BBEJAEH HEMENJICHHO,
XpaHEHUE TOTOBOTO K MPUMEHEHUIO Mpernapara U o0ecredeHrue yCJIOBHM J10
BBEJICHUS SBJISIETCS OOS3aHHOCTBIO TOJIB30BATENs , B II€JOM HE JIOJKHO
npeBbimath 24 dacoB mpu Temmeparype 2 —8 °C, ecnm BOCCTaHOBIIEHHE
(pa3BeneHuE) U T. M. HE OCYIIECTBISIOCH B MPOBEPEHHBIX U BAJIUIUPOBAHHBIX

ACCIITUYCCKUX YCJ'IOBI/ISIX.>.
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2.3. KoHcepBupoBaHHbI€ JIEKapCTBEHHbBIE MIPEMapaThl HA BOJHON OCHOBE

(BKJItOUass TMPOTUBOMUKPOOHBIE KOHCEPBAaHTHI U CaMOKOHCEPBUPYEMBbIE

npenaparbl). be3BoaHbIE JIEKapCTBEHHBIE MIpenapaThl (HalpuMep, MacisiHbIe).

<Xumunyeckas U ¢puszndecKkas cTaOUILHOCTh TOTOBOTO K IPHUMEHECHUIO
JIEKapCTBEHHOr0 TMpernapara MOATBEpPKJIeHA B TEYEHHE X 4YacoB (JHEH)
npu y °C.>.

<C  MHUKpOOHMOJIOTMYECKOW TOYKH 3PEHUSI TOCJIE€  BCKPBITHUS
JIEKApCTBEHHBIA MpenapaT JOMyCKAeTCs XPaHUTh HE OoJiee ueM Z JHEeW mpu
temneparype t°C. HWHble ycnoBUS U MNPOJOJDKUTEIBHOCTh XPAaHCHHS
SIBJISIFOTCSI OTBETCTBEHHOCTBIO 3asBUTEIS. >,

3asBuUTENbh 00s13aH OOOCHOBAaTh 3HAYEHUS Z W t B HUHAMBUIYyaTHLHOM

MOPSIKE; Z HE JOJDKHO B 1I€JIOM MPEBBIMIAThH 28 THEH.
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K TpeOoBaHUSIM K HHCTPYKIIUH
0 MEAUIIMTHCKOMY TTPUMEHEHUIO
JIEKapCTBEHHOIO MpernapaTa u oO1ei
XapaKTePUCTUKE JIEKAPCTBEHHOTO
npemnapara Jijisi MeIMIIUHCKOTO
MIPUMEHEHUS

[TPABUITA
COCTaBJICHHUA €ANHDBIX O6IIII/IX XapPaKTEePUCTHUK JICKAPCTBCHHOTO
npemnapara u JII/ICTKOB-BKJIaIILIHIeﬁ Ha pa3HbI¢ 103UPOBKH

1. Kputepun o0beTMHEHUS HECKOIBKUX JI03UPOBOK
B exqnnHyro OXJIII

B wmemsix ympomieHus pabOThl M 3KCHEpTU3bl  WHGOOpPMALMU O
JIEKapCTBEHHBIX MpPENaparax PEKOMEHIYETCS IJISI BCEX A3BIKOB COCTABIISITh
equable OXJIII B OTHOIIEHWMM pa3HBIX JIO3UPOBOK OJHOM M TOM XKe
nexkapctBeHHOW (opmbl. OXJIII 1omkHBI OBITH TOTHOCTHIO HJICHTUYHBI
(3a UCKJIIOYEHHUEM CIIEHU(PUYHBIX JIJIs1 JO3UPOBOK CBEJICHUM ), HAIPUMED, €CIIU
MOKa3aHus K MPUMEHEHHUIO JJIsI pa3HbIX TO3UPOBOK He coBnaaaroT, To OXJIII
KOMOWHUPOBATH HE JIOMYCKAETCH.

B oTHOMIEHNN 00bETMHEHHBIX TEPMHUHOB CIIEYET UCI0JIb30BAThH TOJIBKO
NEPBUYHYIO JIEKaPCTBEHHYIO (hOpMYy, HAIIPUMEDP, BO3MOKHO KOMOMHHUPOBAHUE
«pacTBOp JJIsI MHBEKIMH BO (IakoHE» M «pacTBOp Uil HHBEKIHN B
MIPEABAPUTEIIHBHO 3aM0JJHEHHOM LIIPULIE» C YKa3aHUEM TOJBKO «PacTBOP AJIS
UHDBEKIIUN.

NudopMmanusi 0 pa3IuyHbIX JIEKapCTBEHHBIX (opMax BCErlia TOJDKHA

ObITh B pazHbix OXJIII.
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[To o6miemy mpaBuily, IpU MEPBUYHONU PETUCTPALMU JIEKAPCTBEHHOIO

npemnapara cieayer ucnoiab3oBarh equabie OXJIIL.

2. Peanmmzanus

Hacrosimmue IlpaBuna oTpaxeHbl B PEKOMEHIALMUAX IO 3AIMIOJIHCHUIO
ma6nona OXJII (mpunoxxenue Ne 11 k nHacrosmum TpeboBanusm).

2.1. IlepBuunHas perucrpanus: 3aBUTEIISIM PEKOMEHIYETCS
UCII0JIL30BaTh enuubie OXJIII.

2.2. 3aperucTpupoBaHHbIC JICKAPCTBEHHbIC MpEMapathl: JAepKaTeasiMm
PETUCTPALMOHHBIX YIOCTOBEPEHHN PEKOMEHAYETCS COCTaBUTh EIMHYIO
OXIJIIT B pamkax cieayromux Opoueayp:

MOJATBEPKJICHUE PETUCTPaLUU (IIepEepPErucTpanus);

pacIIMpeHue psjia JEKapCTBEHHBIX (POPM U I03UPOBOK;

BHECEHUE U3MeHeHur TunoB IB wu II, 3aTparuBaromux IOINOJHEHUS K

uH(dOpMaIKHU O JIEKApCTBEHHOM TIpenapare.

3. Cocranenue equubix OXJIII
(cM. ipeicTaBICHHBIA HUXE IPUMEDP)

B pasnenax, B KOTOPBIX NPUBOJATCS CHEU(UUHBIC ISl Pa3TUYHBIX
JIO3UPOBOK CBEJICHUS, HEOOXOIUMO UCTOJIb30BATh MO/13aT0JIOBKHU.

[Ton3aronoBok HEOOXOAUMO BBIJIETUTh MOJAUYEPKUBAHUEM, OH JOJKEH
COJIep’KaTh HAMMEHOBAHMWE JIEKAPCTBEHHOrO IMpenapara, J03UPOBKY(H), K
KOTOPBIM OH NMPUMEHHUM, U JIEKApCTBEHHYIO ¢dopmy (Hampumep, «X 5 Mr
tabnerku, X 10 mr Tabnerku» u T. 1.). [locne ykazanus cnienn@uuHON ass
JO3UPOBKKM HUH(OpMAIIUM HEOOXOJIUMO MPEIyCMOTPETh OMPEACICHHBIN
MPOMEXKYTOK, YTOOBI YETKO 0003HAUUTH KOHEI crielupUIHO HHGOPMALIUU U

BO300HOBJICHUE YKa3aHUsI OOIIMUX CBEICHUMN.
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B paznene 1 («HaumeHnoBaHue 1eKapCTBEHHOTO ITpenaparay) yka3blBaTb

IIoA3aroJIOBKH HE Tpe6y€TC$I.

6.1.

ITpumep:

1. HAUMEHOBAHUE JIEKAPCTBEHHOTI'O ITPEITAPATA
[ToproBoe HauMeHOBaHUE| 5 MT TabJIETKU
[ ToproBoe HaumeHnoBanue| 10 mMr TadneTku

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBIN COCTAB
[TODPOBOC HaI/IMeHOBaHI/IC] 5 MTI TaGHGTKI/I
Kaxxmas TabneTka conepkut 5 mr Z.

[ToproBoe HaumeHoBanue| 10 Mr TabaeTKH
Kaxnas tabnerka cogepxut 10 mr Z.

IMonnpri MNEPCUYCHb BCIIOMOTI'AaTCIIBHBIX BCIICCTB IIPHUBCACH B PA3JACIIC

3. JEKAPCTBEHHAA ®OPMA
Tabmaerkn

[ToproBoe HauMeHOBaHue| 5 MT TabJIETKU
TabneTku oT O6€oro M0 Cerka »)eaToro IBeTa ¢ TPaBUPOBKOM «5» Ha

OJIHOM CTOpOHE U «Y» Ha 00paTHOMA.

[ToproBoe HaumeHoBanue| 10 Mr TabaeTKH
TabneTku ot O6€I0ro A0 Clerka *KeJIToro I[BeTa ¢ TpaBupoBKoil «10» Ha

OJTHOM cTOpOHE U «Y» Ha 0OpPaTHOM.

B nocnenyromux pazaenax komOuHupoBaHHbIXx OXIJII wmoryr

COACPIKATHCA pA3INYAOINMCCA CBCACHU A

4, KIMHUYECKUE JAHHBIE

(4.2. Pexxum 103UpOBaHUS M CIIOCOO MTPUMCHCHHMS )
6. DPAPMAIIEBTUYECKHME CBOVICTBA

(6.1. TTepedennb BCiOMOTaTEIbHBIX BEIICCTB)

(6.3. Cpox rogHOCTH)
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(6.5. Xapakrep u comeprkaHue TICPBUYHON YITAKOBKM <a TAKXKE CHEIHMAIBLHOTO
o0OpyIOBaHUs, MpEeIHA3HAYEHHOTO JUId TNPUMEHEHMs, BBEACHUS  WIU
UMILTaHTalA>)

(6.6. OcoObIe MephI IPEIOCTOPOKHOCTH IIPH YHUUTOKEHHH U IPYToi padoTe)
8. HOMEPA PETUCTPAIIMOHHBIX YJIOCTOBEPEHUI

9. JATA ITEPBUYHOM PETUCTPAIIUU (ITEPEPETICTPAITNN)

4, ENVHBIA JINCTOK-BKJIAIBIIII

[IpaBuia cocraBineHuss eauHoro JIB SBIAIOTCS OTIEIBHBIMH U
HanpsIMyt0 He 3aBUCAT OT coctabieHus eaumHor OXIJIIL. B cBs3u ¢ atum
ucnonb3zoBanue  enuHbix  OXJIII  Bo3moxkHO  (eciaum  cOOJIIOJIEHBI
COOTBETCTBYIOIIME KPUTEPUH), JIaKe€ €clu cocTaBiieHue eauHoro JIB He
JOITYCTUMO.

3asiBUTEIb BIIPABE IOJATh 3asiBKY HA PETUCTPALUIO C eAuHbIM JIB s
HECKOJIBKUX JO03UPOBOK OJHOM U TOH ke JekapcTBeHHOU (hopMmbl. Enunbiii JIB
JOTYCTUM TIPU COOJTIOICHUH CIIETYIONINX 3 YCIOBHIA:

a) pexxum no3upoBanus, ykazanueiii B OXJIII (JIB), npenycmarpuBaer
0 MEHbILIEH Mepe JIBa pexkuma (HarpuMmep, paza moadopa A03bl, KOPPEKIUs
J103bI B 3aBUCUMOCTH OT KJIMHUYECKOTO OTBETA WJIM Y OCOOBIX IPYIII);

0) JIB MOJHOCThIO MJEHTUYHBI, 32 UCKIIOUYEHHEM HEOOJIbIIOro 4ucia
crenu@UUHBIX 17151 JO3UPOBOK CBEJICHU;

B) MpejiaraeMblii  KOMOMHUpOBaHHBIM JIB He momyckaeT myTaHUIIbI
MEXKYy IPUEMOM Pa3HBIX JO3UPOBOK U HE IIPUBOAUT K PUCKY HENPABUIIBHOTO
PUMEHEHHU JIEKAPCTBEHHOTO Mpernapara MalueHTOM WiId OTpeOUuTeeM.

B nensx cocraBieHus koMOuHupoBaHHOro JIB 3asBUTENs OJIKEH
BKJIFOUMTh B 3as4BJICHUE HA PETUCTPALMIO, ITOATBEPKIACHUE PErUCTpaALUU
(mepeperucTpaiuio), BHECEHHE W3MEHEHUW B PETUCTPALIMOHHOE JI0CHE
COOTBETCTBYIOIIIEE OOOCHOBaHWE. 3amnpoc OyJIeT paccCMOTPEH B XOJe
POLIeAYPhl SKCIEPTU3BI, pellieHne OyneT MPUHUMATHCS B MHAUBUAYAJTbHOM

MOPSIIKE.




[MTPMJIOXKEHUE Ne 9

K TpeOoBaHUSIM K HHCTPYKIIUH
0 MEAUIIMTHCKOMY TTPUMEHEHUIO
JIEKapCTBEHHOIO MpernapaTa u oO1ei
XapaKTePUCTUKE JIEKAPCTBEHHOTO
npemnapara Jijisi MeIMIIUHCKOTO
MIPUMEHEHUS

PEKOMEHJALIUU

M0 YKA3aHUIO 103UPOBKHU (KOJINYECTBEHHOTO COMEPKAHUS
el CTBYIOIIHUX BelleCTB) B HAMMEHOBAHMH JIEKAPCTBEHHBIX NMPenapaToB

1. OGuue pekoMeH1alu

JlekapcTBEHHBI Mpenapar MapKHpyeTcss B  BHAE  «(TOPrOBOE)
HaUMEHOBaHHWE + J03UpOBKa + JiekapcTBeHHast (¢opMma». Takoe ykazaHue
paccMaTpuBaeTCsl B KaUeCTBE MOJHOIO HAMMEHOBAHUS Tpenapara, B CBSA3U C
YeM TMOHSTHE «HAMMEHOBAaHME» B HACTOAIUX PexoMeHaanusax CcleayeT
NOHMMAaTh KakK I[I0JJHOE HAaWMEHOBAaHHWE JIEKAPCTBEHHOIO Ipenapara,
coJiepKallero ykazanuble 3 ajemMeHTa. JlelicTByroliee BemecTBO HE00X0IMMO
YKa3bIBaTh HEMOCPEJCTBEHHO MO/ MOJIHBIM HAMMEHOBAHUEM JIEKAPCTBEHHOTO
npermnapara.

B cootBerctBuu ¢ mynkrom 1 pazaena Il TpeboBanuii kK MUHCTPYKITUU O
MEJIUIIMHCKOMY MPUMEHEHUIO JIEKApCTBEHHOTO Ipemapara U oOIiei
XapakTEpUCTUKE  JIEKAPCTBEHHOrO  Ipemnapara s  MEIULHMHCKOTO
MPUMEHEHUS O] JO3UPOBKON B HAUMEHOBAHUM JIEKAPCTBEHHOIO Ipenapara
MOHUMAETCS KOJIMYECTBO (CoziepKaHue) AEHCTBYIOIIErO BEIIECTBA B €IMHULIC
JEKapCTBEHHOW (opMbl, a Takke B EIUHUIIE MacChl Wi o0bema

JIEKapCTBEHHOI'0 Mpernapara, 3HaYMMOE JIJIs MPaBUILHOW HJICHTU(PUKAIIUY U
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INPpUMCHCHUA JICKAPCTBCHHOI'O IIpCIIapara. I[O3I/IpOBKa B HaAMMCHOBAHUH

JICKapCTBEHHOI'O0 Tperapara JO0JDKHa COOTHOCHTBCS C HWH(pOpMammei,
yKa3aHHOW B pazaene 2 u 4.2 oO0meil XapaKTepHCTHKE JICKapCTBEHHOIO
npemnapara Jjisi MeIuIuHCKoTro nmpuMeHenus (panee — OXJIIT).

ConeprkaHre NEHCTBYIOIIETO BEIIECTBA B €IWHUIIE MAacChl HJIM 00beMa
JEKApCTBEHHOTO TIpemapaTa TakKe Ha3bpIBaeTCA  KOHIEHTpamWed |
MPUBOAUTCS TPEUMYIIECTBEHHO JISI HEAO3UPOBAHHBIX JIEKAPCTBEHHBIX
pernaparoB.

JI1s1 HEeKOTOPHBIX BHUJIOB JICKAPCTBEHHBIX (POPM JTO3UPOBKA BHIpAKACTCS
KOJMYCCTBOM  JICHCTBYIONIEIO  BEIIECTBA,  BBICBOOOXKIAeMOro W3

JIEKapCTBEHHOU (DOPMBI B €IMHUILY BPEMEHHU.

enr yxazaHusi JO3UPOBKM B HAUMEHOBAaHUHU JIEKAPCTBEHHOIO
npernapara 3aKjIio4yaeTcs B IpeACTaBICHUU Hanboee 3HauuMoi nHhopmaum
O KOJIMYECTBE JIEKAPCTBEHHOr0 Mpemnapara NOpu MNPUMEHEHHH, JIETKOU
UJICHTU(UKAIMA U Pa3IMYeHUsT OT JApYrux (opM BBITYCKa, a TaKXKe
Ha3HAYEHHUSI BPAuOM C YYE€TOM JIPYTMX aCIEeKTOB MpOIlecca HAa3HAYCHUS U
NPUMEHEHHUS JIEKapCTBEHHBIX TMpENnapaToB. YKa3aHUE TO3UPOBKHU JTOJKHO
OCHOBBIBAThCSl Ha KPUTEPUAX YI0OCTBa Il MOTpeOuTENs (Ha3HAYAIOIIETO
JU1Ia), @ HE Ha KPUTEPUAX KauecTBa (AaHAUTUTUYECKUX KPUTEPUSIX).

Crenenp Jneranuzanuu Mexay pazaenamu 1| u 2 OXJIII moxker
pa3nuyaThbCs, MOATOMY IMPH YKa3aHUM A03UpoBkH B paszpene 1 OXIJIII
3a4acTyl0 He TpeOyeTcsi BKJIIOYATh M30BITOYHBIE CBEJICHUSI, KOTOPHIE
cogepxkarcss B Apyrux pasnenax OXJIII um mapkupoBKe JIE€KapCTBEHHOTO
npenapara. Ecnu no3upoBka B HAMMEHOBAHHUM JIEKAPCTBEHHOI'O Iperapara
OTpa)kaeT TOJIbKO 00IIIee KOJIMUECTBO JEHCTBYIOIIETO BEIIECTBA B IEPBUYHOMN
ymakoBke, B Japyrux paszaenax OXIJII u MapKupoBKE JIEKapCTBEHHOTO
npenapara HeoOXOJUMO TPUBECTHM YETKOE YyKa3zaHHWe oO0mero odbema u

KOHIICHTpAllMd Ha €AUHUIly oO0beMa. AHAJIOTMYHO, €CJId JO3UpPOBKA B
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HauMMCHOBAaHHNH JICKApCTBCHHOT'O IIpcrapara YKa3bIBACTCs B BHUIC

KOHIICHTpAIlUM Ha eIuHMUIly o0beMa, B Japyrux pazaenax OXIJII wu
MapKUPOBKE JIEKAPCTBEHHOTO MpemnapaTa He0O0X0IMMO YETKO yKas3aTh oOIiee
KOJIMYECTBO JICUCTBYIOIIETO BEIIECTBA W OONMH OO0BEM JIEKAPCTBEHHOIO
npenapara. To4HOE yKa3aHHE 3THUX KIIOYEBBIX 3JIEMEHTOB B IPEIJIAracMoOun
MApKHAPOBKE Y HA YIIAKOBOYHOM MATEPHUAJIE 3aIBUTEIIEM SIBJISICTCS KIFOUEBBIM
aCIeKTOM TMIPpU DKCIEPTHU3E MAaKETOB U O0paslloB, HAIpaBJIECHHBIM Ha
CHIWPKEHHME pHCKa OImMMOKKW J03upoBaHuA. JlM3aliH, HCHOJIB3yeMbIH
(dbapmaleBTUUECKOM KOMITaHWEHW, JIOJKeH oOecrneyuBaTh 3aMETHOCTh U
OJTHO3HAYHOCTh KJIIOUE€BOM HH(pOpPMAIUU JJIsi IMPABUIBHOTO IPHUMEHECHUS
JIEKapCTBEHHOTO Mperapara.

J103UpoBKYy (KOHIIEHTPAIMIO) YKa3bIBAIOT, KaK MNpaBUIIO, ISl OJHO-,
JIBYX- W TPEXKOMIIOHEHTHBIX JIEKAPCTBEHHBIX MpPENnaparoB. B OTIeIbHBIX
ClIydasx JIOMyCKaeTCs YKa3aHue JI03UPOBKH (KOHIIEHTPAITUHN) JIS YEThIPEX- U

IIATUKOMIIOHCHTHBIX JICKAPCTBCHHBIX ITPCITAPATOB.

Jlo3upoBKa (KOHILIEHTpalKsl) JEKApCTBEHHBIX IMPENapaToB yKa3bIBAETCS
Ha MEPBUYHON M BTOPUYHOM yMAaKOBKAaX M BXOJUT B COCTAaB MH(OpMAIUHU O
JIEKapCTBEHHOM TIpernapare, MpeCTaBIIeMOd MalUeHTaM M CHENHAIUCTaM
3[pAaBOOXPAHEHUsI B MHCTPYKIUSAX IO MEIUIMHCKOMY MPUMEHEHUIO
JICKapCTBEHHBIX MpenaparoB, B OQUIMAIBHBIX M CIPABOYHBIX HU3JAHUSIX,

QJICKTPOHHBIX I/IH(I)OpMaL[I/IOHHO-HOI/ICKOBBIX CHUCTCMAX.

Hacrosimiue PexoMeHmanuu HampaBieHbl HE TOJIBKO Ha JOCTHXKEHUE
rapMOHU3AIMU MEXIY CXOXHUMHU JIEKapCTBEHHBIMU MpenapataMu U
JIEKApCTBEHHBIMU (OopMaMU, HO U Ha COBEPIICHCTBOBAHUE MAPKUPOBKU
JIEKAPCTBEHHBIX MPENapaToB JJisi 00ECIeUeHUs] MPaBUILHOTO U 0€30MacHOr0
NPUMEHEHUS JIEKAPCTBEHHBIX IMPENapaToB M MUHUMM3AIMU  OMIHOOK

AO3UPOBAHUA.
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PGKOMGHI{&HI/II/I PacupoCTPaHAOTCA HCKIIIOYHUTCIBHO HA YKA3aHHUC

JIO3UPOBKHM B HAUMEHOBAHMHM JIEKAPCTBEHHBIX MPENApPaTOB U HE 3aTparuBaroT
aBTOMATUYECKU JAPYTHe PETYIATOPHbIE MPOUEAYphl (HampuMmep, IMpaBuiia
MPUCBOCHUSI HOMEPOB PETUCTPAIIMOHHBIX YI0CTOBEPEHUM, pacueTa BEJTMUNHBI
MOIUINH, BEIOOpA MEXAY U3MEHEHHUEM, TPEOYIOIIUM U HE TPEOYIOIIUM HOBOM

perucTpalyu, u ap.).

2. Pexomenaaruu 1o yka3aHUIO TO3UPOBKH B HANMEHOBAHUHU
JIEKApCTBEHHBIX MPENAPaTOB.
Haunbonee mnomobaroiiee ykazaHue «IO3UPOBKHW» B HAWMEHOBAHUU

JIEKapCTBEHHOTO TIpernapara OMpeaesieTcs B UHANBUAYATbHOM MOPSIAKE.

B nononnenue k ¢akropaMm, yKa3zaHHbBIX B paszfene | HacTosmmx
TpeboBaHuii, BBIIEIAIOT (HAKTOPHI, KOTOPbIE HEOOXOJMMO YUYUTHIBATH IS
PaBUJILHOTO OIpPEEIeHUS HanboJee Mo100al0IEero yKa3aHus «103UPOBKU»,
HampuMmep, JO3UPOBKM B MApKUPOBKE JIEKAPCTBEHHBIX IPenaparos,
UCCJIEYEMbIX B KIMHUYECKUX MCCIEAOBaHUAX (B HJeaje, TOT K€ MOJIXO0Md K
BBIPDOKEHUIO  JTO3UPOBKHU  CIIEYET UCIOJIb30BaTh TIPU  MAPKUPOBKE
UCCIIETyEMBIX JIEKAPCTBEHHBIX MpenapaToB), UIIY NPU HATMYUHU T03UPYIOILIETO
uznenus. Eciu B ymakoBKY BJIOYKEHO MOJAXOJIIEE TO3UPYIOLIEe U3/IeNue, U ¢
MOMOIIbIO HEro OyAyT BBEACHBI OJJHA MJIM HECKOJIbKO (DUKCUPOBAHHBIX /103,

CICAYCT IIPUHATH BO BHUMAHHUC CI'0 BJIMAHNC HA YKA3dHUC JO3UPOBKHU.

2.1. lns  ykazaHus  JO3UPOBKM  (KOHILIEHTPALlUM)  TMPUMEHSIOT
CJIEIYIOIIUE COKPAILECHUS €UHUL N3MEPECHUS:
r — rpaMM
MI  — MHJUTUTPaMM
MKI' — MHKpPOTpamMM

MJI — MUJUTHIIATP
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I[J'ISI YKa3aHusg JOSHUPOBKHU TAKKE ITIPUMCHAIOT AKTUBHOCTH, YKA3aHHBIC B

noanyHkte 1.1. paznena |l TpeGoBanuii K UHCTPYKIIUA TIO MEAUITUHCKOMY
NPUMEHEHUIO JIEKAPCTBEHHOIO TMpernapata U oO0miell XapaKTepUCTHKE
JIEKapCTBEHHOTO Mperapara sl MEAUITUHCKOTO PUMEHEHHUS.

[Ipu yxazaHuu HO3UPOBKM HAMMEHOBAHWE E€IWHUIIBI JEKAPCTBEHHOU
dbopmbl He nipuBoauTcsa. Hampumep, 200 mr, a He 200 mr/tabnerka, 20 ME,
a He 20 ME/dnakon.

2.2. KonmnuecTBeHHOE yKa3aHUEe JO3UPOBKH (KOHIICHTPAIIHH).

2.2.1. Tlpn ykazaHwW JO3UPOBKH (KOHIICHTPAIIMKM) €€ YHCICHHOE
3HAYCHHE JOJDKHO OBITh BRIPAKEHO B PAIlMOHAIHLHOM BHJIE, YTO JOCTUTAETCS
myTeM  BbIOOpAa  COOTBETCTBYIOIIMX  CIWHWI]  W3MEPEHUS WU
COOTBETCTBYIOIIMX IMPUCTABOK JUIsl 0Opa3oBaHUsS JCCATHUYHBIX KPATHBIX |

AOJIbHBIX COAWHUI U3MCPCHUSI.

2.2.2. Ilpu yka3zaHuM JO3UPOBKU (KOHIICHTPAIIMHU) BHIOMPAIOT €IMHUIIBI
U3MEpPEHHUs], TIO3BOJISIIOLIME UCIIONIb30BaTh 1IEble, a HE IPOOHbIE YHCIIA, WU
1eJIble YKcia ¢ ApoOHBIM pa3psioM 1-ro u 2-ro nopsaka. Hampumep, 50 Mk, a
He 0,05 mr, 200 mr, ase 0,2 1, 1,5 M1, a He 0,0015 1.

2.2.3. Ilpu yka3zaHuM JO3UPOBKU (KOHIICHTPAIIMHU) BRIOMPAIOT €IMHUIIBI
U3MEpEeHUs], TO3BOJISIOIMME U30€KaTh YHCIa, cojJepKaliue OoJjiee Tpex
paspsaoB (1000 u 6onee). Hanmpumep, 1,5 1, a He 1500 mr, 5 mr, a He 5000 MKT.

B caywasx ecnu mo3upoBKa BBIpaKEHAa HE B EIWHUIAX MAacCCHI,
B yacTHocth B ME wnm npyrux eawHHWIIAX, HAa YMAKOBKE IOMYCKaIOTCS
COKpAIICHUS «MJIH.», «MIpA.», HanpumMmep S MiH. ME, onnako B OXJIII u JIB
OHH HE JIOJDKHBI TPUMEHSATHCS.

2.24.B cnyyae eciad TPOU3BOAUTENH BBIMYCKAET JIEKAPCTBEHHBIN
mperapar OJHOTO HAaWMEHOBAHHWS B ONHOM JIGKAPCTBEHHOW (hopMe C pa3HBIM
KOJIMYECTBOM  JICHCTBYIOIIETO  BEIIECTBA, JO3HPOBKMA  YKA3bIBAIOTCS B

OJIMHAKOBBIX E€OWHUIAX JUIi BCEW JIMHEWKH JIEKApCTBEHHOIO Mpenapara.
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Hampumep, 0,751, 1rul1,5,ane 750 mr, 1 ru 1,5 1, 250 mr, 500 mr 1 1000 mr, a

He 250 mr, 500 Mru 1 10

2.2.5. B cnydae ucnonb30BaHMs B KadyecTBE JICUCTBYIOIIUX BEIIECTB
3(QUpOB, COJIEH, COJTBBATOB YKAa3bIBAECTCS COJEp)KAHWE JIEUCTBYIOIIETO
BEIIIECTBA B M€pecyYeTe Ha aKTUBHYIO YacTh MOJEKYJIbI (KUCIOTY, OCHOBaHUE,
0€3BOIHOE MJTH CyXO€ BelecTBO). HampuMmep, mpu HCTOIE30BaHUY B KAUE€CTBE
JIEHCTBYIOIIETO BelIeCcTBa KeTOTU(hEHa ymapara yKa3bIBaeTCsl COJICPKAHUE
JIECTBYIOILIETO BEIIECTBA B IepecyYeTe Ha KETOTU(EH.

B cnyuae ecium ucnonblyemble  COJM, A(PUPHI  OTIWYAIOTCS
(dbapMakoJIOTUYECKUM JEHCTBHEM JOMYCKAeTCsd YKa3blBaTh JO3UPOBKY B
nepecuere Ha BCIO MOJEKYJIy JEMCTBYIOUIEro BelIeCTBa (HampuMep,
OCH3WITICHUIIWUIMHA HATPUEBAS COJIb).

2.2.6. lns  OBYXKOMIIOHEHTHBIX  JIGKAPCTBEHHBIX  IpENapaToB
CollepKaHUE KaXIOro M3 JIBYX JEHCTBYIOIIUX BEIIECTB YyKa3bIBACTCH,
UCTIONIB3YSl 3HAaK W OJWHAKOBBIE ©IWHUIIBI W3MEPEHUsS, HaIpuMep,
«25 mr/50 M.

JIJisi MHOTOKOMITOHEHTHBIX JIEKAPCTBEHHBIX MPENapaToB COAEpP>KaHUE
KOKJIOTO M3 JIEUCTBYIOIIMX BELIECTB YKa3bIBACTCS IMOCJIEAOBATEIBHO B
MOPSIIKE ~ COOTBETCTBYIOIIEM  TPYNIHUPOBOYHOMY  (OOIIECIPUHSITOMY)
HAaWMEHOBAHMIO, UCIIOJIB3YS 3HAK «+» WK «/». Hampumep:

«Amnoguniue + Bancapran + 'mapoxmopotuazumny — «5 mr + 160 mr
+ 12,5 mr», rae 5 Mr — coxaepxanue amuogaunuHa, 160 Mr — conepkanue
BajicapTaHa, 12,5 Mr — cojiepkaHue THAPOXJIOPOTUAZUAA;

«Ammonurus / Bancapran / T'mnpoxnoporuazuny —  «5wmr/ 160 mr
/12,5 Mr», e 5 Mr — comep:kanue amiiogunuHa, 160 Mr — coueprkaHue

BaJICapTaHa, 12,5 Mr — cogepx’aHue TuapOXJIOPOTHAZAIA.
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HpI/I 9TOM HCIIOJIB3YIOTCA OAWHAKOBBIC CANMHHUILI H3MCPCHUA OJIA

0003HAYCHHS COJEPIKAHMUS Ka)XJI0ro M3 JICHCTBYIOIIMX BEIIECTB (B Cllydae
UCIOJIb30BAHUS MaCCOBBIX €AMHUI] BBIPAKCHHS ).

2.3. YKa3zaHHue KOHIICHTPAIUH IS ICKapCTBEHHBIX IIPEIapaToB.

2.3.1. JIna yka3zaHUs KOHIEHTPAIIMM MPUMEHSIIOT KOMOHWHAITUIO

OTHOILICHUH CAUHUL U3MCPCHUS, IIPUBCACHHBIX B ITOJAIIYHKTC 2.1 HaCTOAIIIUX

Pexomenpamii:

/M rpaMM Ha MAJUTAJIATP
MT/MII MUJUTUTPaMM Ha MUJUTUJIATP
MKI/MJI ~ MHKPOTPaMM Ha MUJUTUIUTP
MTI/T MUWJUIATPAMM Ha rpamMm
MKT/T MHUKpPOTpaMM Ha rpamMmm

MKI/MT'  MHKPOTPaMM Ha MUJIJTUTPaMM

ME/Mn  MexayHapojHas eIMHHUIIA OMOJIOTUYECKON aKTUBHOCTH Ha
MUJUTHIATP

ME/r MEXyHapO Hasl eIUHHUIIA OMOJIOTHYECKON aKTUBHOCTH Ha TpaMM

ME/mr MEXKTyHApOaHAasl €TMHUIA OMOJIOTHYECKON aKTUBHOCTHU Ha
MUJTUTPAMM.

2.3.2. YkazaHue JIO3UPOBKM B TMPOIEHTAX HE JOIyCKaeTcs,
3a MCKJIIOUYEHUEM 3apEeruCTPUPOBAHHBIX JIEKAPCTBEHHBIX MpeEnaparoB (Wiu
HOBBIX JIO3UPOBOK TaKUX MPENApaToB), JIO3UPOBKU KOTOPHIX TPAJAUIIMOHHO
BBIPAXKATUCh TAKUM CIIOCOOOM (B YACTHOCTU UH(Y3UOHHBIE U UHBEKIIMOHHBIE
pacTBOPBI: U30TOHUYECKHUI PaCTBOP HATPHUSI XJIOPUJIA, PACTBOPHI TJIHOKO3bI U
anpboymuHa). Ilpum sTOM jJomyckaeTrcss MCHOJIb30BaHHE MporeHTa «%» B
3HAYEHUSX:

MAacCOBBIM  MPOIIEHT, BBIpQXKAIOIINN  KOJIMYECTBO  I'PAaMMOB
nercTByroniero Bemectsa B 100 rpaMMax JIEKApCTBEHHOTO MpEnapara;

Macco-00BEMHBIA MPOIEHT, BBIPAKAIOMINN KOJIUYECTBO TI'PAMMOB

nercTytoiero Bemniectsa B 100 MIITHIMTPAx JIEKAPCTBEHHOTO Mpernapara;
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OObEMHBIA TPOLEHT, KOJMYECTBO MUJUIMJIUTPOB JIEUCTBYIOIIETO
BemecTsa B 100 MIILITHUIMTpax JEKapCTBEHHOTO Mpernapara.

2.3.3.Ilpn yka3aHuM KOHIIEHTpAIIMU JCHCTBYIOIIETO BEIIECTBA B
eIMHUIE Macchl WM Oo0beMa JIEKapCTBEHHOTO mpenapara muppy «1» He
ykazbiBaroT. Hanpumep, 200 ME/mi, a ne 200 ME/1 mu.

2.3.4. JlommyckaeTcsi yka3bplBaTh CONEp>KaHHUE JIEHCTBYIOIIETO BEIIECTBA B
MHOM KOJIMYECTBE MACChl TN 00beMa JIEKapCTBEHHOTO Mpenapara, IpyuBois pu
ATOM JIAaHHOE KOJIMYECTBO Ipenapara, Harnpumep, 200 ME/0,5 mur.

2.3.5. Jlns MHOTOKOMITOHECHTHBIX

JICKAPpCTBCHHBIX IIpCIiaparoB

KOHIIEHTPAllMIO YKa3blBAKOT C YYE€TOM TNOAIMYHKTa 2.2.6 HACTOSIIMX

Pexomennanuii, Hanpumep, (25 mMr/50 mr)/5 mut umm (25 mr + 50 mr)/S ML

VYkazaaue q03UpOBKHU (KOHIICHTPAITMN) IS Pa3IUYHBIX JICKAPCTBEHHBIX
dbopM mpuBeneHO B TaOJUIlE, TIE HMCIOJB3YIOTCS CIEIYIONINE YCIIOBHBIC
0003HAUYEHHUS: X MI/MII =

KOHIICHTpAIs; z Mr = o0Imee cojaepkaHue

JNENUCTBYIOIIETO0 BEIECTBAa, y MJI = 0Ommd oObeMm; z Mr/y mu = ooiiee

CoJIep>KaHUE JACHUCTBYIONIEro BEIIECTBA B 0011IEM 00bEME.

JlexapcTBennas ¢popma Tun nepBuYHOI [Ipeanouturensuoe | CriocoO BeIpaKEHUS
YIIaKOBKH™ o003HaYCHHE JIO3UPOBKH
,I[OSI/IpOBKI/IZ (KOHueHTpauI/H/I)3

JlexapcTBeHHBIE TpenapaThl AJs IpreMa BHYTPb

TBepabie 0AHOI03HBIE OJTHO/IO3HBIN KOJIMYECTBO Ha Z MT

JIeKapCTBEHHbIE (POPMBI €UHUILY

(Harmpumep, TabIEeTKH, JO3UPOBAHUS

KarcyJibl)

TBepbie TeKapCTBEHHBIE  MHOTOI03HBII KOJIMYECTBO Ha X MI/T

dbopmbl (Hanpumep, eAMHUILY MacChl

TpaHyJIbI)

Msirkue ieKapcTBEHHbIE  OJHOJO3HBIN o01iee KOJIM4eCTBO B Z MT

dbopMbl (Hanpumep, MEPBUYHON YIIaKOBKE

fracta, TCilb UL IPUEMA 14 orogo3Hblit KOJMYECTBO Ha X MI/T

BHYTPE)

CANHUIY MACChI
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JlexapcTBennas ¢popma Tun nepBuYHOI [Ipeanouturensuoe | CriocoO BeIpaKEHUS
YIIaKOBKH™ o003HaYCHHE JO3UPOBKH
,I[OSI/IpOBKI/IZ (KOHueHTpauI/H/I)3
Kunkue nekapcTBEHHbIE  OIHOJO3HBIN o0I11ee KOJTU4eCTBO B Z MT
dbopmbl (Hanpumep, MEPBUYHOM YITaKOBKE
aumyb, came) MHOTO/I03HBII KOJIMYECTBO HA X MI/MJI
eAMHUILY 00beMa
[Mopomiku (rpaHyinbl) sl OAHOJO3HBIN o0I1ee KOJTU4eCTBO B Z MT
MPUTOTOBIICHUS JKUIKUX MEPBUYHOMN yIIaKOBKE
JIeKapCTBEHHBIX (OpM .
MHOT0/103HBII KOJMYECTBO Ha X MI/MJI
eIMHUIlY 00beMa
MOCJIe PaCTBOPEHUS
‘ JlexapcTBEHHBIE MpEnapaThl IS MapEeHTEPaIbHOTO BBEICHUS
Kunkue nekapcTBeHHbIE  OAHOJO3HBIN (TIpH o0I1ee KOJTU4eCTBO B Z MT
bopMbI €IMHOBPEMEHHOM MEPBUYHON YIIaKOBKE
BBGI[GHI/II/I4)
OJTHOJIO3HBIH (TIpH KOJIMYECTBO Ha X MI/MIT
YaCTUYHOM eIUHUIlY 00beMa
BBC,I[CHI/II/I4)
MHOTO/I03HBII KOJIMYECTBO HA X MI/MJI
eAMHUILY 00beMa
[Hopomku nis OJHOJIO3HBIN o0I1ee KOJTU4eCTBO B Z MT'
IPUTOTOBJICHUS HHIKEX MEPBUYHOMN yIIaKOBKE
TEKAPCTREHHEEIX (OPM MHOTO/I03HBII KOJIMYECTBO HA X MI/MJI
eAMHUILY 00beMa
MOCIIe PaCTBOPEHUS
Konuentpatsl OJIHOJIO3HBIH (TIpH o01iee KOJIM4ECTBO B z Mr°
€IMHOBPEMEHHOM MEPBUYHON YIIaKOBKE
BBC,I[CHI/II/I4)
OJTHOJIO3HBIH (TIpH KOJIMYECTBO HA X MI/MIT
YaCTUYHOM eMHULY 00beMa
BBGI[GHI/II/I4) nepes pa3BeACHUEM
Konnentpatsl MHOT0/103HBII KOJIMYECTBO Ha X MI/MJI
eIMHUIlY 00beMa
nepes pa3BeeHUEM
MmrutanTatsl
NmmnanTatht o0111ee KOJTU4eCTBO B Zwmr

UMIIJIAHTAaTC

JlexapcTBeHHBIE ITpenapaTsl JUIsl HAPYKHOT'O, TPAHCAEPMAIIBHOIO, PEKTAJILHOIO, BATHHAIIBHOTO
BBEJICHUS, HAHECEHMsI Ha CIM3UCTYIO0 000JI0UKY MOJIOCTH PTa, JECEH

TBep/ible TeKapCTBEHHbBIE

dbopmbl (Hampumep,

CYMIMO3UTOPHMA, TAOIETKA,

KarcyJa)

OTHOJO3HBIN

KOJIMYECTBO Ha
eANHUILY
JIO3UPOBAHUSA

Z MI'
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JlexapcTBennas ¢popma Tun nepBuYHOI [Ipeanouturensuoe | CriocoO BeIpaKEHUS
1
YIaKOBKH o003HaYCHHE JIO3UPOBKU
,I[OSI/IpOBKI/IZ (KOHueHTpauI/H/I)3

TBepbie TeKapCTBEHHBIE  MHOTOI03HBII KOJIMYECTBO HA X MI/T
dbopmbl (Hanpumep, eAMHUILY MacChl
MIOPOILIOK)
TpancaepManbHbIe OTHOJO3HBIN HOMHUHAJIBLHOE X Mr/y 9
npernaparsl s KOJIMYECTBO,
CUCTEMHOI'0 TPUMEHEHUS BBICBOOOK1TaeMO€ Ha
(Hammpumep, €IMHUILY BpEeMEHU
TpaHCIEPMATIbHBIN
IUIACTHIPB)
TpancaepManbHbIe OTHOJO3HBIN o0111ee KOJIMYECTBO B Z MT
mpernaparsl A MECTHOTO 1acTeIpe
pUMeHEHUs (Harpumep,
TPaHCACPMAJIbHBIN
MJIaCTHIPH)
Msrkue JeKapCTBEHHbIE  OIHOJO3HBIN KOJIMYECTBO HA X MI/T
dbopmbI (HampuMep, KpeM, MHOTOJI03HBIN eAMHUITY MacChl
rejb, Ma3b)
Kunkue nekapcTBeHHbIE  OAHOJO3HBIN o011ee KOJIM4EeCTBO B Z MT
bopmbI MIEPBUYHOM YIIAaKOBKE

MHOT0/103HBII KOJMYECTBO Ha X MI/MJI

eIMHUIlY 00beMa
JlekapcTBeHHBIE penapaThl 1 HHTAJSIIUNA

WuransuuoHHbIe OJIHO/I03HBIN KOJMYECTBO B X Mr/mo3a
JIEKapCTBEHHBIE (POPMBI MHOTO/I03HBII JOCTABIISIEMON J103€
(Hampumep, TBEpAbIS
KaricyJibl, a3p030JIH, I'a3bl)
PactBop (cycnensus, OJIHO/I03HBIN o01iee KOJIM4ECTBO B Z MT
IMYIBCHS) TSI MEPBUYHON YIIaKOBKE
HeOynaiizepa
PactBop (cycnensus, MHOTO/I03HBII KOJIMYECTBO HA X MI/MJI

SMYJIBCHS) IS
HeOynaiizepa

eAMHUILY 00beMa

Odranbmonoruueckue, yiHble 1 Ha3albHbIE JEKapCTBEHHBIX MTpernapaThl

XKunkue JeKapCcTBEHHBIE — OJHOJIO3HBIN KOJIMYECTBO Ha X MI/MIT
dbopMbI MHOT'OJI03HBII eIMHUIlY 00beMa
Msrkue JeKapCTBEHHbIE  OIHOJO3HBIN KOJIMYECTBO HA X MI/T

dbopmbl (HampuMep, Ma3b) MHOTOJIO3HBIN

eAMHUITY MacChl

1

OI[HO,Z[OSHa}I NEepBUYIHAA YIIAKOBKC COACPIKUT KOJIMYCCTBO IIpCriapara, NpCAHA3HAUYCHHOC IJIA
IMOJIHOI'O HJIM 4YaCTUYHOro INPHMCHCHUA 3a 1 IIpHUEM. MHOFOI[OSH&SI IEpBUYHad YIIaKOBKa
COACPIKUT KOJIMICCTBO IIperiapaTa, NpUuroaHoc i ABYKPATHOT'O U Ooiee AO3UPOBaHUA.

2 KommaecTBo (hapManeBTHICCKON CYOCTAHIIMN HITH ASHCTBYIOIIEr0 BEIECTBA COOTBETCTBEHHO.
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3 KpoMe yKa3aHHBIX B TAGIHMIIE CIIOCOGOB BEIPAKEHHMS 103MPOBKH (KOHIIEHTPAIIHH), MOTYT GBITh
UCTIONIB30BAaHbl JIPyrHe NpUEMIIEMble EAWHUIBI WM3MEPEHUs Uil BBIPAKCHUS JTO3UPOBKH
(KOHILIEHTpaLuH).

* ENMHOBpEMEHHOE BBEICHHE: TPHMEHEHHE BCETO KONMYECTBA JCHCTBYIONUIErO BEIICCTBA,
COZIEepIKaIEerocs B IEPBUYHON yIIaKOBKE €JMHOBPEMEHHO B paMKax OJTHOTO BBeieHHs. YacTuaHOoe
BBEJICHUE: BBOJMMAsl J103a PACCUMTHIBACTCSA B MHAWBUIYAIILHOM MOPSAKE (B MI/KI Macchl Tena,
B Mr/M?), & HEHCIIONb30BAHHAS YACTh JTEKAPCTBEHHOTO MPErapaTa YHHITOKACTCS.

*Ecn¥ B HANMMEHOBAHMM JICKAPCTBEHHOTO TMPENapara KOHIEHTDAIHS YKA3hIBACTCA B BHIC
«IO3MPOBKU», HAa yIIaKOBKE HEOOXOAMMO YETKO YKa3aTh o0Ilee cojaepikaHue B odOuieM oObeme.
Ecnu B HanMeHOBaHNY JIEKapCTBEHHOTO TIpeTiapaTa o01ee KOJIMYEeCTBO JICHCTBYIONIETO BEIIECTBA
B MEPBUYHON YIAKOBKE YKa3bIBACTCS B BHJE «IO03MPOBKH», HAa YINAKOBKE HEOOXOAMMO TaKKe
yKazaTh oOmuid o0beM uiu ollee coaepkaHue B 0o0meM oObeMe W KOHIIEHTpamnuio. Eciu B
HaMMEHOBaHMU JICKAPCTBEHHOTO TIperapara yKa3blBaeTcsl 00Iee KOJINYEeCTBO B 001eM 00beMe B
BU/JIC «IO3UPOBKI», HA YIIAKOBKE TAKXKE CIIEAYeT YKa3aTh KOHIIEHTPAIIHIO.

6 [Ipu HanMuMKM YaCTHOM pEeKOMEHIAlMU B OTHOLICHHHM OOBeMa JUIsl paCTBOPEHUS JO3UPOBKY B
Ka4yecTBE aJIbTEPHATUBBI JOMYCKAETCS yKa3blBaTh B BHJIE OOLIET0 KOJIMYECTBA B 00IIEM 00beMe
1I0CJIE PACTBOPEHUSI «Z MI/Y MID».

2.4. OcoOble cityuan yKa3zaHHs JO3UPOBKHU (KOHIIEHTPALIHH ).

2.4.1. lnsi 7neKapCTBEHHBIX TMpemapaToB Il TMpUeMa BHYTPh B
MHOTO/IO30BOM yIakoBKe, (opmMa TpPUMEHEHUS KOTOPBIX OTIMYAETCS OT
ucxonHo ¢opmbl  (TpeOyercss MpoBeACHUE MpPeodpa3oBaHUA MyTEM
pacTBopeHus, pa30aBlieHHUs), JO3UPOBKA yKa3piBaeTca i (GOpPMBI
npuMeHeHusa. Hampumep, «mMOpoIIOK AJis MPUTOTOBIEHUS CYCIEH3UU IS
npuemMa BHYTPb 4 MI/MII» — MPU OTCYTCTBHHM JO3UPYIOIIETO YCTPOWCTBA,
«TIOPOIIIOK JIJIsI IPUTOTOBJICHUS CYCIICH3UU IS TTpueMa BHYTPh 20 M1/5 Mim» —
IPY KOMITIEKTAINH JTO3UPYIONUM YCTPOUCTBOM.

2.4.2. ]Ina panuodapMalieBTUYECKUX JIEKQPCTBEHHBIX IMpenapaToB
yKa3bIBaeTCcsi oO0IIasi paJuOaKTUBHOCTb, BbIpaKEHHAs PaJMOAKTUBHOCTHIO
nykiuaa B oexkepensx (I'bk, Mbk, kbk) B eTuHUIIE /10361 (111 TO3UPOBAHHBIX
JIEKapCTBEHHBIX  TPENaparoB) WIM PAAUOAKTUBHYIO  KOHIIEHTPAIIHIO,
BBIpAXXEHHAs PaJIMOaKTUBHOCTHIO HyKJnaa B Oekkepensix (I'bk, Mbk, kbk) B
CAVHUIE TMEPBUYHOM YMAKOBKM (MJi1 HEJO3UPOBAHHBIX JIEKAPCTBEHHBIX
IpernaparoB).

2.4.3. Jlo3upoBKka (KOHIIEHTpAIMs) HE yKa3bIBAeTCS IS CIEAYIOIIUX

JICKAPCTBCHHBIX IIPCIIAPATOB!



12
B HeKapCTBCHHOﬁ (bopMG «ra3s MGﬂHHHHCKHﬁ)), «Maciio», <KHUIKOCTb»,

B BHAC (baCOBaHHOI‘O JICKAPCTBCHHOI'O ChIPpbsi W IIPCAHAZHAYCHHbBIX IJIA

IMPUTOTOBJICHUA BOIHBIX HBBHGQCHHﬁ;
CJIOXXHBIX COJICBBIX PACTBOPOB JJIA I/IH(i)YBI/IOHHOI‘O BBCACHUA,
IrOMCOIIaTHYCCKHUX ITPCIIAPATOB;

MOJMBUTAMUHHBIX  MpenapaToB M  MPENaparoB,  COJAEpPKAIINX
MOJIMBUTAMUHBI B KOMOUHAIINY C MUHEPAIbHBIMU KOMIIOHEHTAMHU U JIPYTHUX.
2.4.5. Ha ymakoBke (3THUKETKE) >KUJKHX JICKAPCTBEHHBIX IpENapaToB
JUISl UHBEKIUMHA, KPOME JIO3UPOBKH, MOXKET OBITh yKa3aHa KOHIICHTpallUs
necTBytollero Bemectsa B 1 Mi. s copepKUMOro YmakoBKH 00bEeMOM
MeHee | MIT 1onmycKaeTcsl yKa3bIlBaTh COAEpKaHue JEeHCTBYIONIETO BEIIECTBA B
obOmemM oObeMe yIakoBKH, Hampumep, 12,5 mr/0,625 mui. B ciyuae ecnu
Ha3HAYEHHE JIEKAPCTBEHHOrO Mpenapara 3aBUCUT OT €ro KOHIIEHTpalluu B
IPOLIEHTaX, TOMyCKaeTCA HapsILy ¢ HEM yKa3aTh COAEpKaHUE IEUCTBYIOLIETO

BelecTBa B 00IeM 00beMe yrakoBkH, Harpumep, 1 % (100 mr/10 mur).




[MTPMJIOXKEHHUE Ne 10

K TpeOoBaHUAM K UHCTPYKIIUU
0 MEIUIIMHCKOMY TTPUMEHEHHUIO
JIEKapCTBEHHOTIO Tpenapara u oomiei
XapaKTEPUCTUKE JIEKAPCTBEHHOTO
npemnapara Jijisi MeTUIMHCKOTO
MIPUMEHEHUS

IITABJOH
001Ieli XapaKTePUCTHKH JIEKAPCTBEHHOT0 Mpenapara

B nacrosiem madaoHe, BBEACHBI CICAYIONINE MTPaBUIIa HCTIOIb30BAHUS
CKOOOK:

{TeKCcT} — B MMOJIe MEXKIYy CKOOKaMH BHOCUTCS MH(GOPMAITUS UCXOI U3
COCTaBa M OCOOCHHOCTEH JIEKapCTBEHHOTO TIpemnapara;

<TeKCT> — B M0JIE MEXKIy CKOOKaMH TEKCT BRIOMpACTCS WIIH YIaIsSeTCs
U3 MPEJIOKECHHBIX CTAHAAPTHBIX (HOPMYIHUPOBOK (BBIIEIEHBI KYPCHBOM) B

3aBUCUMOCTH OT JICKAPCTBCHHOI'O IIpCIIapara.

OBIIIAA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O ITPEITAPATA

<V Jlexapcmeennuvlii npenapam HOOLEHCUM  OONOJHUMENIbHOMY
MOHUMOPUH2Y. DMO NO380MUM ObLICMPO BbIAGUMb HOBVI0 UHGOpMAYUIo o
bezonacnocmu. Mol obpawjaemcs K pabomuuxam cucmemvl 30paso0XpaHeHUs]
¢ nPocvbOOLL cO0bUamsb 0 THOBIX NOOO3PEBAEMBIX HEHCENAMENbHBIX PeAKYUSIX.
llopsook coobwenusi 0 HedxceramenbHblX peakyusx npeocmasiet 8 pasoeie

4.8 nacmosue2o npuiodiceHus.>
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1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

{(Topzosoe) naumenosanue, 0o3uposxa, r1ekapcmeennas opmay

2. KAUECTBEHHBIN Y KOJIMYECTBEHHBIN COCTAB

{Haumenosanue oeticmeyoweco sewecmea (Uiu seujecms)

<2.1 OOm1ee onMcanue™.

<2.2 KadyecTBEHHBIN 1 KOJIMYECTBEHHBIM COCTaB>.

<BcnomozamenvHhble deujecmsd, Haiudue KOmopsvix HA0o Y4umsieams 8
cocmase 1ekapcmeeHH020 npenapama: {nepevuciums 6eujecmed,)™.

<[lonnwviti cnucox e6cnomocamenvHulX eeujecme cm. 6 nyHkme 6.1

Hacmosueco NPULONHCeHUs.>.

3. JEKAPCTBEHHAS ®OPMA

<Jlunusi pazioma (pucka) npeoHA3HAYEHA UCKIIOYUMELIbHO Ol
ynpowerusi pazoenerus maoiemku u ee npociamvléanus, a He pa3oenenus Ha

pasHvie 003vl.>.

<Jlunusi pazioma (pucka) He npeoHA3HaAYeHA Oai paz0eneHUs.

maobiemxu.>.

<Tabnemxy M0I*CHO pazderums Ha pasHble 003bl.>.

4. KIIMHNYECKUE JAHHBIE

4.1. [ToxazaHus K MPUMEHEHHIO.

<JlexapcmeenHvlll npenapam NPUMEHAEMCS  UCKTIOYUMETbHO 8
OUACHOCIMUYECKUX Yesx.> .

<{X} nokazam Kk npumenenuro y <83DPOCIbLX, HOBOPOHCOEHHDLX,

Mmaadenyes, oemeti, NOOPOCMKOB 8 o3pacme {om x 00 y} <iem, mecayes>.>.
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4.2. Pexxum 103UpOBaHUS M CITIOCOO TPUMEHEHUS.

PexxuM go3upoBaHus

Ocobvble epynnvl nayueHmos

Jlemu

<<bezonacnocmv> <u> <aghgexmusnocmv> {X}y oemeti 6 so3pacme
{om x 0o y} <mecsayes, nem> <Ha OAHHbLU MOMEHM™> He <YCMAHOBIEHbl™>>.

</[anHnble omcymcmeyom>.

<Umerowuecs na ce200HAWHUL 0eHb OaHHblIE NPUBEOEHBL 8 NOOPA30eile
<4.8> <5.1> <5.2>, 00HaKO HEBO3MONCHO OamMb PEKOMEHOAYUU NO DEHCUMY
003UPOBAHUS™> .

<{X} ne cnedyem nasznauamse (npumensms) y oemet 8 gozpacme {om x
0o y} <nem, meciayes> 8 CBA3U C PUCKOM, CBA3AHHbIM C ONACEHUeM(amu)
OMHOCUMENbHO <0e30nacHocmu> <aggexmuenocmu>>,

<[lo nokazanusm {yxkazamo nokazauus} {X} y <oemeil, Oemei &
go3pacme om {om x 00 y} <mecsyes, 1em>> <He NPUMEHIEMCI>.

<{X}! mpomueonokasan y Oemeii 6 8o3pacme {om x 0o y} <uem,
mecayes™> {npu nokazaruu (noxazamusx)...} (cm. noopaszoen 4.3).>.

Croco0 IIPUMCHCHUA

{Mepwvi npedocmopooicnocmu, npunumaemvie nepeod NpuUMeHeHUuem
npenapama uiu npu oopawjeHuu ¢ Hum,

<Uncmpyxkyuu no <npucomosieHuro> <pacmeopeHnuio>
JleKapCmMeeHHO20 npenapama nepeo npumMeHeHuem cm. 8 pasoeie <6.6> <u>
<12>>

4.3. IIpoTuBOMOKa3aHUAI.

<[ unepuyscmeumenbHoCcms K oelicmegyroujemy gewjecmay
(Oeticmeyrowum eewyecmeam) uiu K 1000My U3 8CHOMOSAMENbHbIX 8eLUeCms,
nepeuucienuvlx 6 paszdere 6.1 <unu  {Hazeawmue - ocmMamouHvIX

NPOU3B00CMBEHHBIX NpuMeceli}>.
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4.4. OcoOble yKa3aHusi U MEPhI MPEAOCTOPOKHOCTH MPU TPUMEHEHHUHU.

<Jletn>

4.5. BzaumoneiicTBUe ¢ JIPYyTMMHU JIEKAPCTBEHHBIMU MpernaparamMu u
JPyTHE BUIBI B3aUMOICHCTBUA.

<Uccneoosarus 83aumooelicmaus He npo8OOUNIUCH. >,

{lononnumenvrvle ceedenus 06 0coobIX epynnax.}

{Hemu}

<Uccnedosarnus 63aumooeticmaus nPoBoOUIUCy MOJILKO HA 83POCIbIX ™.

4.6. ®epTHUIBHOCTD, OEPEMEHHOCTD U JIAKTaIIHs.

{bepemennocmn}

{Kopmnenue epyovio}

{Depmunvrocmo)

4.7. BnusiHue Ha CIOCOOHOCTD YIIPaBJISATh TPAHCIIOPTHBIMH CPEJICTBAMU
1 paboTarh C MEXaHU3MaMH.

<{Topeosoe naumenosanue} <<mue oxaszvigaem> <unu> <okazvigaem
HecyujecmeenHoe eiusHue™>, <okasvleaem claboe GnusHue™>, <0oKazvigaem
yMepeHHoe GIuAHUue™>, <OKA3bl8Aem BbIPAMCEHHOEe GIUAHUEe HA MU
CnOCOOHOCMU™> HA CNOCOOHOCb YNPABIAMb MPAHCHOPMHBIMU CPeOCME8aMU U
pabomams ¢ MEXAHUIMAMU.> .

<He npumenumo.>.

4.8. HexxemarenbHBIC PEAKIIHH.

</lemu>

Coobwenue o no003pesaemvix HeHcelamelbHblX PeaKyusx

<BaocHo coobwams 0 NOO03DeBAEMbIX HENCeNaAMENbHbIX DeaKyusx
nocie pecucmpayuu J1eKkapcmeeHHo20 npenapama ¢ yenvto obecnedeHus
HENnpepul6HO20  MOHUMOPUHESA ~ COOMHOWIEHUS.  «NOAb3ad  —  PUCKH
JlekapcmeenHo2o npenapama. Meouyunckum pabomHUKam pekomMeHOyemcs

C006M/;Clmb o J100bIX TZOOOBPBGCZQMIJZX HedIcenamellbHoblX  pedKyusix
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JEKAPCMBEHHO20 npenapama depes HAUYUOHANbHblE CUCniemMbl COO6M4€HM}Z o
HeorcelameilbHblX peaxkyusix eocydapcme — Yjl1eHOo8 Eepa3uﬁ0K020
SKOHOMUYUECKO20 CO3d.>.

4.9. Ilepemo3upoBKa.
<Jlemu>

5. PAPMAKOJIOTMYECKME CBOMCTBA

5.1. ®apmakoAMHAMHUYECKHUE CBOMCTBA.

dapmakoTepaneBTHUecKas rpynna; {rpymma}, kog ATX: [{kox}, <noka
He npuceoen™|

<{(Topecosoe) Hazsanue! sae6nsemcsa Ouoanarocom (6UONOOOOHBIM
JLeKAPCMBEHHbIM NPEenapamom,).>

<j5.1.1. Mexanuszm oeucmeus>

<5.1.2. Dapmakoounamuueckue 3¢hchexmotr™>

<5.1.3. Knunuuecxas r>¢hchexmusrnocms u 6e3onacnocms>

<5.1.4. Jlemu>

<Vnonnomouennvie opeamvt 2ocyoapcme — unenos  Eepazutickoco
OKOHOMUYECKO20 — COM03d  0C80O00UNU  Oepicamelisi  PecucmpayuoHHO20
yoocmogepenusi  JeKApCmeeHHo20 — npenapama  om  003aHHOCMU
npeocmasisimo pe3yibmamoul UCCIe008aHUl {HAUMEHOBAHUE 1eKAPCMBEHHO20
npenapamal 60  6cex  noozpynnax — Odemeil  npu  {cocmosnue,
coomeemcmeyowee peuwleHuro Nno NiaHy Ucciledosarus y oOemeli NO
VMBEPIHCOeHHOMY —nokazaunutro K npumenenuio}. Cm. pazoer 4.2 no
NpUMeHeHUIo Yy demetl.>.

<Vnonnomouennvie opeamvt  2ocyoapcme — uieno8  Eepazutickoco
9KOHOMUYECKO20  COI03d  OMIOJNCUIU  0053amenbCmeo  Oepicameis
PecUCmMpayuoHHo20  YOOCMOBEPeHUs.  J1eKAPCMBEHHO20 npenapama

npeocmasiams pe3yilbmamol UCCIe008aHUL {HAUMEHOB8AHUe 1eKapCmMEeHH020
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npenapama; 6 O00HOU Ulu 0Oonee noozpynnax oOemeu npu {cocmosHue,
coomeemcmeaylouee peuweHury no MNIaHy Ucciedo8anus y oemeti No
VMBEPAHCOCHHOMY NOKa3anuro K npumenenuio}. Cm. pazder 4.2 no
NpUMeHeHUuIo y oemei.> .

</lanmuwiii 1eKapcmeeHHblll NPenapam 3ape2ucmpupo8ar no npoyeoype
«pecucmpayusl Ha YCI08UAX» U NO JIeKAPCMBEHHOMY NPenapamy 0#cuoaemcs
npeocmaeiieHue OONOIHUMENIbHBIX OAHHBIX. {Haumenosanue
VHOTHOMOYEHHO20 opeana 20cyoapcmea — wieHd Espasutickoeo
9KOHOMUYUECKO20 €0103a} Oyoem NpoB8oOUMb eHce200HO IKCHNepmu3) HOBbLX
ceedeHuli 0 npenapame, a OAGHHASL 0O AsL XAPAKMEPUCTNUKA J1eKAPCMBEHHO20
npenapama 6yoem 0OHOBIAMbC N0 Mepe He0OX0OUMOCMU>,

<<{(Topzosoe) Hnazeanue!, OaHHbI JEKAPCMBEHHbIL Npenapam,
cooepxcawull  {Hazsanue Oelicmayiowe2o Geujecmea  (0eucmeyroujux
geuyecmas)}> He npoxoOUl U3yYeHUsi Y OOHOU UNU HECKONbKUX NOOZPYNN Oemell
{ycnosue, coomeemcmeyiouee nNIaAHY ~UCCIe008aHUs Yy  Oemell N0
YMEepH#cOeHHoMy nokazanuto Kk npumenernuro} Cm. pasoen 4.2 macmoswezo
NPUTLONCEHUSL NO NPUMEHEHUIO ) Oemetl™.

</lanuvilli  1eKAPCMBEHHbIL  Npenapam  3apecucmpuposar  no
CUCKTIOYUMENIbHBIM 0OCMOAMENbCMEAM» 8 C853U ¢ <peoKUM 3a001e6aHueM,
HAYUHLIMU — COOOPAMCEHUAMU,  IMUYECKUMU  COODDAdCEHUAMU™>  6ce
HeoOxo0umbvle c8edeHUsi 0 OAHHOM JIeKAPCMBEHHOM npenapame NoayYyuUms
HeB803MOMNCHO. {Haumenosanue VHOTHOMOYEHHO20 opeana
eocyoapcmea — unena Corozal Oydem npogooums 3IKCNepmu3y HOBbIX
c8e0eHuUll, KOmopble MO2Ym NOAGIAMbCA eHce200H0, a OaHHAs 00was
Xapaxkmepucmuka J1eKapcmeeHHo20 npenapama o6yoem 0OHOBIAMbCA N0 Mepe
Heo0X00UuMocmu™.

5.2. ®apMaKOKMHETUYECKHE CBOMCTBRA.

<5.2.1. Abcopbuus>




<5.2.2. Pacnpeoenenue>

<5.2.3. Buompanchopmavus>

<5.2.4. Dnumunauus>

<5.2.5. Jlunetinocmo (HerunetuHocms)>

<5.2.6. Dapmaroxunemuueckaa-dapmakoOUHAMUUECKAS

346UCUMOCIb>

5.3. JlaHHBIC JOKIMHUYSCKOM 0€30ITaCHOCTH.

<B  O0OKIUHUYECKUX  OAHHbIX, NOJYYEHHLIX N0  pe3Vibmamam
CMAHOAPMHBLIX  UCCIe008aHUU  hapmaKkoniocudeckou  Oe30nacHoCmu,
MOKCUYHOCMU —~ NPU  MHO2OKDAMHOM — 88€0€HUU,  2€HOMOKCUYHOCU,
KAHYEPO2eHH020 NOMEHYUANAd U PenpoOyKMUBHOU U OHMO2EHEeMUYECKol
MOKCUYHOCMU, 0COObLLL 8ped OJisl 4el0B8eKa HE BblABIEeH ™,

<B 00KIUHUYeCKUX uccied08anusx Habaooalucy dggexmol U npu
8030elicmeull  JIeKApPCMBEHHO20  Npenapama 6 003aX, CYUeCmMBeHHO
nPeoCXo0AUUX MAKCUMATIbHBLE, YN0 ABIAeMC S KIUHUYECKU He3HAYUMBIM .

<Umeromcs credyrowue Hexceramenvhbvle Peakyull, He 0OHAPYHCEHHbIEe
6 KIUHUYECKUX UCCLe008AHUSX, HO BbIAGIEHHbIE Y JHCUBOMHBIX NpU
6030eliCmeul J1eKAPCMBEHHO20 Npenapama 6 003aX, CXONCUX C 003dMU,
NPUMEHEHHbIMU 68 KAUHUYECKUX UCCIe008AHUSX, YMO MOJCem UMemb

KJIUHUYECKYH0 3HAYUMOCMb. >

6. PAPMAIIEBTUYECKWE CBOVICTBA

6.1. [lepeyeHb BcioMoraTeabHbBIX BEIIECTB.
<Omcymemeyrom.>
6.2. HecoBMeCTUMOCTD.

<He npumenumo.>
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<B ceia3u ¢ omcymcmeuem Uccied08anull COBMecCmumMocmu, OAHHbLLL
JIeKAPCMBEHHbIUL  Npenapam He cledyem  cmewusams ¢  Opyeumu
JleKapCMBEeHHbIMU NPEenapamamu™.

</lauHwviii nekapcmeenHvlli npenapam He cledyem CMeuusams ¢
OpyeuMu 1eKapCmeeHHbIMU NPenapamamil, 3a UCKIIOYEeHUEM YNOMSIHYMbLX 8
pazoene <6.6> <u> <[2>>,

6.3. Cpok rofHOCTH (CpPOK XpaHECHUS).

<..> <6 wmecayes> <..> <l 200> <I8 wmecayee> <2 200a>
<30 mecayes> <3 co0a> <...>.

6.4. OcoObie MepBHI TPEAOCTOPOKHOCTH TIPU XPAHEHUH.

<Vcnosus xpaumenus nocre <eoccmano8nienus> <pazoasieHus>
<nepeoco BCKPbIMuUs™> JNeKAPCMBEeHH020 npenapama cm. 8 noopaszoeie 6.3
Hacmosuje2o pazoena>.

6.5. XapakTep u copepkaHWe MEPBUYHON YMAKOBKH <H CHEIHATIBLHOE
o0opyoBaHue ISl UCTIONB30BaHMS, BBEICHUS WA UMITJIAHTAIIAI>,

<He 6ce pazmepbl ynako8oxk mo2ym 6blms 00CHYnHbL OJi51 Pearu3ayuu™.

6.6 OcoObie ~ Mephl  MPEIOCTOPOKHOCTH  MPH  YHUUTOXKCHUHU
HCIIOJIb30BAaHHOTO JIEKAPCTBEHHOTO Tpernapara WM OTXOJ0B, MOJYyYEHHBIX
MoCJie MPUMEHEHUS JICKaPCTBEHHOTO TIpernapara uin paboThl C HUM.

<6.6.1. [Ipumenenue y oemen>

<Hem ocobvix mpebosanuii <x ymuauzayuu>.>.
<Becb ocmaswiuiics 1eKapcmeeHHbll npenapam u omxoovl cledyem

VHUYMONCUMb 8 YCIMAHOBEHHOM NopsoKe. ™.

7. AEPXKATEJIb PETUCTPALIMOHHOI'O YAOCTOBEPEHHMA

{Hazeanue cmpambi,
{Haumenosanue Oepoicamens pecucmpayuoHHoO20 YOOCMOBEPeHUs U

ropuouyeckutl (paxmuuecxuii) aopec)



<{men}>

<{gaxc}>
<{aopec snexmponHnoil noumol}>
7.1. [IPEJ[CTABUTEJIb JIEP)KATEJII PEI'MCTPALIUOHHOI O
VIIOCTOBEPEHUA.
IIpemen3uu nompebumeneu HanpasiIams no aopecy:
{Ha3zsanue cmpanwi}.
{Haumenosanue oepocamens pecucmpayuoHHo20 y00CmosepeHus u
ropuoudeckutl (hakmuyeckuit) aopec;.
<{men}>.
<{paxc}>.

<{aopec anexmponHroil noumol}>.

8. HOMEP PETMICTPALIMOHHOI'O YAOCTOBEPEHUA

9. JATA TIEPBUYHON PETUCTPALIMU (ITOATBEPXKIEHUS
PETUCTPAILIU, [TIEPEPETMCTPALIIN)

<[/lama nepesoii pecucmpayuu. {/[/{ mecay I'TTT}>

</lama nocneoHe2o NOOMBEPIHCOECHUS peaucmpayuu
(nepepecucmpayuu): {JIJ{ mecay I'TTT}>

10. IATA TIEPECMOTPA TEKCTA

<{MM/ITTT)> <{UYMM/TTIT)> <{JU] mecsy ITTT)}>
<11. IO3SUMETPUSI> (ECJIA TIPUMEHNMO)

<12. UHCTPYKLIMN 11O I[NPUT'OTOBJIEHNIO
PAIIMO®APMAILIEBTUYECKHUX ITPEITAPATOB>

<Becb HeUuCno1b308aHHbILL IeKAPCMEEHHbII Npenapam uiu Omxoobl

cnedyem ymuau3upoeams 8 YCmaHo8/1eHHOM NopsoKe.™.
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OOmrast xapakTepUCTHKa JEeKapCTBEHHOro mpenapara {Toprosoe

HAaMMEHOBaHHUE } TOCTYMHA Ha OPUIIMATBFHOM CaliTe YIIOJTHOMOYEHHOTO OpraHa
rocyaapcTaa - YJieHa EBpasuiickoro Cor03a B
MH(POPMAITMOHHO-KOMMYHUKAIIMOHHOM ceTu «HTEepHET» {cailT
YIOJIHOMOYEHHOTO oOpraHa} u (W) Ha HUHQPOPMAIMOHHOM TOpTae
EBpa3surickoro SKOHOMHYECKOT'O COr03a B
uH()OPMAIMOHHO-KOMMYHHUKAIIMOHHON CeTH «HTepHeT {caiit

EBpa3uiickoro 5kKOHOMHUYECKOTO COI03a}.




[MTPMJIOXKEHHUE Ne 11

K TpeOoBaHUSIM K UHCTPYKIIUU
0 MEIUIIMHCKOMY TTPUMEHEHHUIO
JIEKapCTBEHHOTIO Tpenapara u oouiei
XapaKTEPUCTUKE JIEKAPCTBEHHOTO
npernapara Jijisi MeTUIIMHCKOTO
MIPUMEHEHUS

I[TOPAIOK
3amoJIHeHHs MA0JOHA 001IeH XapaKTePUCTHKH
JIEKAPCTBEHHOTI'0 mpenapara

Hwxe npuBeneHs! pazaeinsl HHPoOpMauu, MPeayCMOTPEHHBIE PAaBHIIAMU
perucTpanuu U AKCIEPTHU3bI JIEKAPCTBEHHBIX penaparoB
Ha Teppuropun EBpazuiickoro skoHomMuyeckoro Coro3a, YTBEPKIAEMBIMU
EBpa3niickoi SJKOHOMHUYECKOW KOMUCCHEM.

JInst  Bcex  A3BIKOB  KCHOJIb30BAHHE KOMOWMHUPOBAHHBIX  OOIIUX
XapaKTepUCTHK JIEKapCTBEHHBIX MpenaparoB (aanee — OXJIII) nis pa3nuuHbIX
JIO3UPOBOK TOM ke JIEKAPCTBEHHOM (POPMBI 11e71eco000pa3HoO (17151 SKCIEPTU3HI U
MOCTEAYIOLIErO NMPUHATHS pelIeHus) B Tex ciydasx, ecau OXJIII momHocThrO
UJCHTUYHBI, 3a UCKJIIOYEHUEM HEOONBIIOr0 4YHcla CHEUU(PUYHBIX IS
JIO3UPOBOK CBEJICHUH (€CIIM MOKa3aHusl K MPUMEHEHHUIO JIJISi pa3HbIX JO3UPOBOK
He coBmanaiT, To OXJIII komOuHupoBarh He jgomyckaercs). Ilpu
ucrnoyib3oBaHuu KoMOuHUpoBaHHBIX OXJIII crnemyer wuCMoiab30BaTh TOIBKO
NEPBUYHYIO JIEKAPCTBEHHYIO (POpMyY, HarpuMep, BO3MOKHO KOMOMHHPOBAHUE
«pacTBOp JJISI UHBEKIUA BO (PIakoHEe» U «pacTBOp ISl UHBEKIUNA B
NpEeABAPUTEIBLHO 3alOJHEHHOM mimpuiiey». [lpu  ycaoBUM  BBINOJHEHUS

BBIIIETIEPEYUCIICHHBIX YCIIOBUI 000CHOBaHUE HE TpedOyercs. boiiee mosmHbie
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PCKOMCHIOAIMHU 110 AJAHHOMY BOIIPOCY IPCACTABJICHBI B IIPUIOKCHHUN Ne 8

Kk TpeboBaHusSIM K UWHCTPYKUMH 1O MEAUIMHCKOMY IPUMEHEHUIO
JIEKapCTBEHHOIO TMpernapata u oOOIed XapaKTepUCTUKE JIEKapCTBEHHOTO
npemnapara Jyjisi MeJUIMHCKOTO TpuMeHeHus (nanee — TpeboBanus).

Ecnu pasnuuHble JO3UPOBKU HE YAOBJIETBOPSIOT BBIIICONUCAHHBIM
KpuTepusM (HampuMmep, MPH Pa3IUYUsIX B MOKA3aHUAX K MPUMEHEHHIO IS
Pa3IMYHBIX TO3UPOBOK), 3asBUTENN BIpase npencraButsh OXJIII Ha paznuunble
JIO3UPOBKM B OJHOM JIOKYMEHTE TOJBKO II€JIe JKCIEpPTU3bl, YyKa3bIBas
3araBHBIMA OyKBaMmu JIO3UPOBKY WJIM JIEKAPCTBEHHYIO (hOpPMY, B OTHOIIECHUU
KOTOPOM CYIIECTBYIOT aJITEPHATUBHBIE TEKCTOBBIE 3JeMEHThL. OpHAKO s
KQXKJIOM JTO3UPOBKH U JIEKAPCTBEHHON (POPMBI 3asIBUTEIb JOJKEH MPEACTABUTH
otnenbHyro OXJIII, comepxariyro cBefeHuss 000 BCEX BO3MOXHBIX BapHUaHTaxX
COJEPKUMOTO YIAKOBKH, OTHOCSIIUMXCS K paccMarpuBaeMoil JO3UPOBKE WU
JIEKapCTBEHHOM (hOpME B CIIEIYIOLIEM MOPSAKE:

BepCHUsI Ha PYCCKOM S3bIKE — HEMOCPEACTBEHHO IIOCJE€ BbIJIa4u
pedepeHTHBIM roCy1apCTBOM MOJIOKUTEILHOTO PEHICHUS O PETUCTPALINH;

BEpPCUU Ha BCEX OCTAJBbHBIX f3BIKaX rocynapcTB — wieHOB EBpasuiickoro
HPKOHOMUYECKOTO COI03a — HE MOo37Hee 25 KaJeHJapHbIX JHEH CO JHS BbIIAud
peepeHTHBIM TOCYAapCTBOM TOJIOXKUTEIBHOTO PEIICHUSI O PErucTpaluu
(HEMOCPEACTBEHHO MOCJIE€ BKJIIOUEHHUS KOMMEHTApUEB FOCYIAPCTB IPU3HAHUSA).

Crangaptasie (HOPMYIUPOBKY MIPUBEJEHHI B I1A0JIOHE, TPEAYCMOTPEHHOM
npuioxerHreM Ne 1 k TpeboBaHusIM, KOTOPBIE CIAEAYET UCIIOIB30BATh B KaXKIOM
OTIENbHOM cityyae. Ecnu 3asBUTENb BBIHYK/IEH OTKJIOHUTHCS OT CTaHIapTHBIX
GOpMYyTUPOBOK C IEIBI0 Yyuye€Ta OCOOBIX TpeOOBaHMI, OTHOCSIIUXCS K
JIEKapCTBEHHOMY  TIpernapary, aJbTepHAaTUBHBIE WJIM  JIOTIOJHUTEIbHbBIC
bopMyTUPOBKHU OYIyT paCCMOTPEHBI HA UHIUBUYAIbHON OCHOBE.

B cayudae ecnu crangaptHbie (GOpMyIUpOBKH mpuioxkeHuss Ne 1 k

Tpe60BaHI/I$IM HC HYXIAOTCA B IIOJACHCHHAX HWIH PCKOMCHIAALUAX II0
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3allOJIHEHUI0, TO ATOT pazaen 1madirona OXJIII mpomyckaercss B HacTOAIIEM

[Topsinke.

TonbKO 7151 IEKApCTBEHHBIX MPENapaTroB, TPEOYIOMMX JOTOTHUTEIBHOTO
MOHHMTOPHHTa O€30MaCHOCTH, YEPHBbIM CHMBOJ V¥ M (POPMYIUPOBKH K HEMY
JOJKHBI pa3Meliarbes Toabko nepen pasaenom 1 OXJII. Yepubriii cumBon W
JIOJDKEH TIPEACTAaBISATh COOOM NMEPEBEPHYTHIM PABHOCTOPOHHUN TPEYTOJIbHUK
YEpHOTO I[BETA: pa3Mep CUMBOJIA JOJDKEH OBITh MPOTOPIIMOHAIBHBIM pa3sMepy
mpudTa CIeayIOIEero 3a HUM TUIIOBOTO TEKCTa, @ MUHUMAJIbHAS JUTMHA KaXK 10U
CTOPOHBI TPEYTOJIbHUKA JOJDKHA COCTaBISITh S MM. [lnsf MOArOTOBKH
NpUIoKeHU ¢ wuHdOpManuel o JIEKapCTBEHHOM IIpenapare MOXKHO
UCIIOJIb30BaTh YEPHBIN TPEYTOJIbHUK, MPEICTABICHHBIN B JAHHOM I1a0JI0HE (CM.
HIKE).

<V Jlanuwiii 1exapcmeennwvlii npenapam nooieicum OONOIHUMETbHOMY
MOHUMOPUH2Y. IMO N0o380aUmM ObLICMPO BbIAGUMb HOBVI0 UHGOPMAYUIO NO
bezonacnocmu. Ml obpawaemcst K pabomHUKaM Cucmemvl 30pa8oOXPAHEHUSL C
npocvOOoll coobujams 0 JH0OOBIX NOO03PEBAEMBIX HEHCENAMENbHBIX PEeaAKYUSIX.
llopsook  coobwenusi 0  HedCeNamenbHblX — peaKyusx  npeocmasiieH

6 noopasoeine 4.8.>

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

Pexomenmanum o HaIMCaHUIO TIO3UPOBOK MIPUBEIECHBI
B npuiiokeHnu Ne 9 k TpeOoBaHUSIM.

B Hacrosmem pazgene u o panee CUMBOJIBL  «®», «™) K TEKCTy
HE JO0OAaBISIOTCS, CIOBAa «TAONETKU» M «KamCylbl» yHOTPEONSIIOTCA BO

MHOXXCCTBCHHOM YHUCIJIC.

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHEBIN COCTAB

I[J'ISI BBICOKOTECXHOJIOTMYHBIX JICKAPCTBCHHBIX Inpciaparos, CCJIn

BBICOKOTEXHOJIOTUYHBIN J'IGKapCTBGHHBII\/’I npemnapar COACPKUT KICTKU HWIIN
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TKaHU, HCO6XOI[I/IMO MpeaCTaBUTh l'IOI[p06HOC OIIMCAHUEC JHOTHUX KIICTOK HWIIN

TKaHEW M UX KOHKPETHOE MPOUCXOXKAEHHUE, B TOM YMCJIE BHUbl KHUBOTHBIX B
CIydasix MX HEUYEJIOBEUECKOIO MPOUCXOXKICHUSA. B 3TOM ciiydyae B HACTOSIIEM
paszaene CaeayeT BbIICIHUTD MOA3ar0J0BKU:

<2.1 OOm1ee onMcanue™.

<2.2 KayecTBEeHHBIN U KOJIMYECTBEHHBIN COCTaB>.

Kpome Toro, B cilydae BBICOKOTEXHOJIOTHYHBIX JIEKAPCTBEHHBIX
npenapaToB IMPH  HEOOXOIMMOCTH MOTYT TPUBOAUTHCA TMOSCHUTEIbHBIC

U300paXeHus.

3. JEKAPCTBEHHAS ®OPMA

<Jlunust paznoma (pucka) MpelHA3HAYEHA JIMIIb JIJI1 pa3jiaMbIBaHUS C

OeJIbIO o0eryeHus IMPpOraTblBaHUs, 4 HC JJIA Pa3ACJICHUA HA PABHBIC JO3BI.>.

<Jlunus pasznoma (pucka) HE TNpelHa3HaueHa JUIsl pa3iaMbIBaAHUS

TaOJIETKH.>.

<TabneTky MOXXHO pa3JeinTh Ha paBHBIC TO3bI.>.

4. KIMHNYECKHUE JAHHBIE
4.1. [ToxazaHus K MPUMEHCHHIO.

VkazaTb, €CiI 3TO HEOOXOIUMO:

<JlexapcmeenHvlll  npenapam  NPUMEHAEMCS  UCKIIOYUMENbHO 8
OUACHOCIMUYECKUX YesxX.> .

<{X} nokazan x npumerenuio y <63pOCablX, HOBOPONCOEHHBIX, MIIAOEHYEB,

demelti, NOOPOCMKO8, 8 go3pacme {om x 0o y} <iem, mecayes>.>.
4.2. PexxuM 103UpOBaHUS U CIIOCOO MPUMEHEHHUS.

PexxuM no3upoBaHUs
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I[OHOJ'IHI/ITCJ'IBHBIC IIoA3aroJIOBKM, TAaKMC KakK «JInna moxxuiaoro BO3pacTta»

utn  «[larueHTsl ¢ TOYEYHOM HEJOCTATOYHOCTBIO» BKIIFOYAIOTCS TpHU
HEOOXOIUMOCTH.

Ocobvie epynnwi

Jlemu

<<bezonacvocmv> <u> <aghgpekmuenocmo> {X} y demeii 6 o3pacme
{fom x 0o y! <mecayes, nem> WIA y JHOOBIX APYTUX 3HAYMMBIX TOJATPYIIII,
HaIpuMep, 1Mo Macce Teja, MOJIOBOM 3peI0CTH, TTONY <HA OAHHbIUL MOMEHM™> He
<ycmaHoe6n1eHbl>>.

Heobxonnmo Takke 100aBUTh OJTHO U3 CIEIYIONIUX BhIPAKECHUI:

</launvie omcymcmeyrom>.

<Umerowuecss Ha ce200HAWHUL 0eHb OAHHble NPUBEOEHbl 8 noopaszoeie
<4.8> <5.1> <5.2>, 00HAKO HEBO3ZMONCHO 0aMb PEKOMEHOAYUUU NO PENCUM)
003UPOBAHUS™> .

<{X! ne cnedyem masznauamo doemsm 6 gospacme {om x 0o y}! <iem,
Mecayes™> WIN y MOOBIX IPYTUX 3HAYUMBIX MOATPYIIN, HAIIPUMEpP, MO Macce
TeJa, TOJOBOM 3pENIOCTH, MOy 8 C8i43U C ONACEeHUeM(IMU) OMHOCUMELbHO
<6ezonacHocmu> <aghgpexmusnocmu>>. Ilpu 5>TOM TNPUUUHBI JTOHKHBI
YKa3bIBaThCS C MEPEKPECTHBIMH CCHUTKAMHU Ha Pa3Aeibl C TOAPOOHBIM JaHHBIMH
(mammpumep, noapazzaen 4.8 wim 5.1 Hactosiero [lopsaka).

<[lo noxazanuro {ykazame nokazauue)} {X}! y <oemeiui> <demeil 8
go3pacme om {fom x 00 y} <mecsayes, 1em>> WU Yy JIIOOBIX APYTUX 3HAUUMBIX
NOATPYMI, Hampumep, IO Macce Teja, TIOJOBOM  3peJoCTH, IOy
<He npuMeHsemcs>.

<{X} npomueonokazan y demeii 8 6o3pacme {om x 00 y} <iem, mecsayes>
WMy TFOOBIX JPYTUX 3HAYUMBIX TTOJTPYIIT, HAPUMED, 10 Macce Telia, IOJI0BOM
3peNoCTH, TIONYy {npu nNoKA3aHuu (NOKA3aHUAX)...} YKazaThb TOKa3aHUE

(mokazanus) (cm. noopazoen 4.3).>.



Croco0 IIPUMCHCHUA

{Mepvr npedocmopooxxcnocmu, npuHumaemvie nepeo NpUMeHeHUeMm
npenapama uiu npu pabome ¢ HuUM,

[IpuBomATCs yka3zaHus 1O NMPABWIBHOMY HPUMEHEHUIO JIEKAPCTBEHHOIO
npemnapara MeMIIMHCKUMU PA0OOTHUKAMY WM MAIMEHTOM.

B nucTke-Bkianpiie  MOTYT OBITh  MOPUBEACHBI  JIOMOJIHUTEIHLHO
CHEeHAJIBHBIC PEKOMCEHIALMKM 10 IIPUMEHEHUIO JICKAPCTBECHHOI'O IIperapara
(B cioydyae MHTQISITOPOB), CaMOCTOSITEIBHOTO  TMOJKOXKHOTO  BBEIEHUSA
JIEKapCTBEHHOTO Tipemnapara mnanueHTtoMm. [lpu  HEOOXOIMMOCTH  MOTYT
NPUBOAUTHCS  TOSICHUTENbHBIE  PUCYHKH (IS  BBICOKOTEXHOJOTHYHBIX
JIEKApCTBEHHBIX TIPENapaToB).

<Uncmpyxyuu no <npucomoeienuro> <pacmeoperuro>
JIeKAPCMBEHHO20 npenapama nepeo npumeHeHuem cMm. 8 noopasdeine <06.6>

<u>paszoene <12>.>.
4.3. IIpoTuBOMOKa3aHUAI.

<[ unepuyecmeumenbHocms K Qapmayesmuideckum cyoCmaHyuim uiu K
JII0ObIM BCNOMO2AMENbHBIM B8 eCmB8aM, NepeuucieHHbiM 8 noopaszdeine 6.1

<unu {HaumeHoB8anue ocmamouHo(vlx) npumecu(ei)}>.>.
4.4. OcoOble yKa3aHUsl U MEPHI MPEIOCTOPOKHOCTH TPU TPUMEHEHUH.

JIoJKHBI OBITH BKJIIOYEHBI PU HEOOXOJUMOCTH, JIJIsl YIIPOIIEHUS TOUCKA
nHpOpPMALIMK TIOA3aroJIoBKU (Hampumep, «BIHsHHE Ha CEPOJOTHYECKUE

TCCTBI», «Ileuenounas HEAOCTAaTOYHOCTB», «YIUIMHEHHE HHTCpPBAJIa QT»).

4.5. BzauMoneiicTBue € JpyruMU JICKAPCTBEHHBIMHU MpernapaTaMu u

npyrue (popMbl B3aUMOJIEHCTBUS.

<Uccneoosarus 83aumooelicmaus He npo8OOUNIUCH. >,

<gemu>
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<Hccnedosanus 63aumooeticmaust nPo8edeHbl MOIbKO Y 63POCAbIX.> .
4.6. ®epTUIBHOCTh, OEPEMEHHOCTD M JIAKTAIIHS.

CrannmaptHeie  (QOPMYJIHUPOBKH,  HCIOJIb3yeMbI€  JJIi  OMUCAHUS
MPUMEHEHUS JIEKAPCTBEHHOTO Mpernapara Mnpu OEPEeMEHHOCTH W JaKTalluu

cM. B ipusiockeHuu Ne 5 k TpeOboBaHUsIM.

HOHOHHHTCHBHBI@ I10A3aroJIOBKH, TaKHC KaK «}KeHH_II/IHBI C ACTOPOIHBIM
ITIOTCHIOHUAJIOM), «KOHTpaLICHLII/I}I Y MYX4YUH MW XKCHIIWH», MOTIYT OBITH

BKJIIFOUCHBI IIPpHU HCO6XOI[I/IMO CTH.

4.7. BnusiHue Ha cIOCOOHOCTH YIIPaBJISATh TPAHCIOPTHBIMU CPEJICTBAMU U

padoTarh ¢ MEXaHU3MaMH.
[Ipu HeoOxonumocTu cneayet onucarh 3QPEKT BIUSTHUS.
4.8. HexxenarenbHbIe pEeaKIIUH.

VYcioBHble  0003HaY€HWsS  YACTOThl  HEXKENATENbHBIX  peakiuid U
Kiaccupukaus  HEXEJIaTelIbHbIX  pEakuid B COOTBETCTBHUM  C
CUCTEMHO-OpPraHHOM KJlaccu(uKaluen W3IoxKeHbl B mnpwioxkeHun Ne4d k
TpeOoBaHUsIM.

CoOoTBETCTBYIOIIME  TOA3aroJOBKM  JIOJDKHBI  HCIOJB30BaTbCAd  JJIS
oOrneryeHus nmoucka MHGOpMAIMU O HEXKeJaTeIbHON peakuu U IS KaXaou
COOTBETCTBYIOIIIEH 0CO00M TpyNIibl MOMYJAINK, HarpuMep: «Pe3tome npoduis
0e3omacHOCTHY, « TabNM4YHOE pe3roMe HEXKeNaTeIbHbIX peakiuiy, «Onucanue
OTJICTIbHBIX HEXKEJATEeNIbHBIX peakiui» (TakXke MOoJapa3/iel MOXKET OBITh
O3arjaBiieH Ha3BaHUEM COOTBETCTBYIOIIEH HexelareabHol peakiun), «[Ipoune
0COOBIE TOMYIISILITI.

<Jlemu>

Hacrosimuii  moapasfnen J0mKeH ObITh  HMCHOJIB30BAaH JUIsl  BCEX

JICKAPCTBCHHBIX IIPCIIaparoB.


http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2009/10/WC500004417.doc
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B xonie Hactosiero mojapasziena JOJKEH pacrojararbCs CIeIyHOIIi

M10/13ar0JI0BOK.

CoobueHue 0 n0003pesaembix HeHCelamelbHblX PeaKyusx

<Baoicho coobuams 0 N0003pesaembiX HeHCENIAMENbHBIX PEAKYUX NOCie
peaucmpayuu  1eKapCmeenHo2o0  npenapama ¢ yYeuvlo  odecnedeHus
HEeNnpepvl8HO20 MOHUMOPUH2A COOMHOWEHUS «NONb3A — PUCK» JEKAPCMEEHHO20
npenapama. Meouyunckum pabomuuxam pekomeHoyemcs cooouams o 100blx
Nn0003PeBAEMbIX HENHCENAMENbHBIX PEaKyUsxX 1eKapCmeeHH020 Npenapama 4epes
HAYUOHATIbHbIE — CUCEMbl  COOOWeHUs. O  HeJNCelamenbHblX  peaKyusx
eocyoapcme — unenoe Eepasutickoeo skoHomuyecko2o corosa.>.

B onybnukoBanHOM Bepcun yTBepxkAeHHbIX OXIJII ¢ uHbopmanmein
O JIEKAPCTBEHHOM IIperapare yKa3bIBalOTCs (hakTHUEeCKHE MOAPOOHBIE TaHHBIC
HAIlMOHAJIBHOM  CUCTEMBI  COOOIICHUS O  HEXeNaTeJbHBIX  PEaKIMIX
JIEKAPCTBEHHBIX  IIPENApaToB  COOTBETCTBYIOIIETO  TOCYAApCTBa — YJIEHA
EBpasuiickoro 3KOHOMHUYECKOTO COr03a (COOTBETCTBYIOIIUX
TOCY/IapCTB — UJI€HOB EBpa3uiicKOro 3KOHOMHYECKOTO CO103a) B CIEAYIOIIEM

BUJIE:

<[l 'ocyoapcmeo — unen E8pazuticko2o 2KOHOMUYECKO20 CO103a>

<Aodpec: unoekc, 20poo, yauya, Homep 30aHus1>

<Vnonnomouennwviti opean (YnoiHOMOYEHHAS OpP2AHU3AYUS) 20CYO0aApPCmMEa — YleHd
Eepasuiickoeo skonomuueckozo coroza>

<Tenegpon>

<@akc>

<OnekmpoHHas nouma>

<Catim 8 UHGOPMAYUOHHO-MENEKOMMYHUKAYUOHHOU cemu « Mnmepnem»>

Moryr  ObITb  HEOOXOAMMBI  JIMHTBUCTHUYECKHE  KOPPEKTUPOBKHU
B 3aBUCUMOCTH OT TPAMMATHYECKUX IIPABUJI TOCYIAPCTBEHHBIX SI3BIKOB

rOCyIapCTB — WIEHOB EBpa3uiicKOro 3JKOHOMUYECKOTO COKO3a.




4.9. Ilepeno3upoBka.

HpI/I HCO6XOI[I/IMOCTI/I MPUBOOATCA JOIIOJITHUTCIBHBIC ITOA3ar0JIOBKU, TAKHUC
kak «Cumnromel» wuimm «JIeuenue» («TaKTI/IKa YCTpaHCHUA CUMIITOMOB

MepeI03UPOBKI).

5. DPAPMAKOJIOI MUECKUE CBOMICTBA
5.1. ®apMakoAMHAMUYECKHUE CBOMCTRA.

dapmakoTepaneBTHUeCcKas rpymia: {rpynmna}, kogx ATX: [{kox}, <noka ne
npuceoen>]

Jl7is JIeKapCTBEHHOTO Tpernapara, 3aperucCTpUpPOBAHHOTO Kak OnoaHaior
(OnomoOOHBIN  JIGKAPCTBEHHBIA  Mpenapar), HEOoOXOAUMO  BKIIOYHUTH
CIIEAYIOIINE CBEICHUS:

<{(Topecoeoe) Hazsanue} sensemcs Ouoanarozom (6UONOOOOHBIM

JIeKAPCMBEHHbIM NPENApamom).> .

<5.1.4. Jlemu>

Ecnu xomnemenmuvie ynoiHomoueHHvle OpeaHvl 20CYO0aAPCME — UleHO8
Eepasuiickoeo 9KOHOMUYECKO2O cor3a 0Cc800600UU Oepoicamers
PecucmpayuoHHo20  YOOCmMoBepeHus  J1eKApCmeeHHo20  npenapama — om
HeoOX0OUMOCMU KIUHUYECKUX UCCIe008AHULL 8 NeOUAMPUYECKOU NONYIAYUU UTU
OMNONCUTIU UX, HEOOXOOUMO YKA3amb Clledyioujee.

a) npu 0ce0604cOeHUU Om HeoOX0OUMOCMU KIUHUYECKUX UCCIe008aHUL
80 8CEX NOOPYNNAX.

<Vnonmomouennvie  opeawvi  ecocyoapcme — ujienos  Eepasutickoeo
OKOHOMUYECKO20 — COI03a  0CB0OOOUNU  Oepicamens — pPecucCmpayuoHHO20
YO00CmogepeHUsl 1eKapCmeeHHO20 Npenapama om 003aHHOCMU NPeOCmasinmy
pe3yibmamul UCCIe008aHUl {HAUMEHOBAHUEe JIeKAPCMBEHHO20 npenapama, 60

gcex noozpynnax oemeu npu {cocmosiHue, cOOmMEEmMCmayouee peuleHu0 no
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NILAHY UCCLe008AHUS Y Oemell NO YMBEPHCOCHHOM) NOKAZAHUIO K NPUMEHEHUIO ).
Cm. noopaszoen 4.2 no npumenenuro y oemeu.>;

O) npu  OMIOJNCEHHBIX 00S3aMeNbCMeax, PAcnPOCMPAHIIOWUXCS  KAK
MUHUMYM HA OOHY NOO2PYRNY:

<Vnonnomouennvie  opeawvi  2ocyoapcme — unenos  Eepasutickoeo
9KOHOMUYECKO20 ~ COM03Ad  OMUIOJNCUIU — 0013amenbCcmeo  0eporcamelis
PpecucmpayuoHHO20 yoocmogepemis JLeKAPCMBEHHO20 npenapama
npeoCcmasismos pe3yibmamol UCCLe008AHUL {HAUMEHOBAHUE JIeKAPCMBEHHO20
npenapama} 6 O0OHOU unu Oonlee noocpynnax oemeu npu {cocmosHue,
coomeemcmeyowee peuieHuro no NiaHy UCCLedosaHus y Oemell No
VMBEPHCOEHHOMY NOKA3aHUlo K npumenenurol. Cm. noopazoen 4.2 no
NPUMEHEeHUI0 y demell.>.

JIJIs JIeKapCTBEHHBIX IPEIapaToB, 3apeTHCTPUPOBAHHBIX IO IMPOIICAYPE
«pETUCTpaIys C yCIOBUSIMIY, HEOOXOAMMO YKa3aTh CIEIYIONIee yTBEPKICHUE:

</lanHblll 1exapcmeeHHblll npenapam 3apecucmpuposar no npoyeoype
«pecucmpayus ¢ YCIOBUAMU» U NO HEMY 0XHCUOAemCs NpeocmasieHue
OononHumenvHolX  OaumHvlx. {Haumenosanue  YnoiHOMOYEHHO20 — OpeaHd
eocyoapcmea — unena  Eepazuiickoeo  sxomomuueckoeo  cowsa)  Oydem
nPOBOOUMb €JHCe200H0 IKCNepmu3y HOBbIX C8eOeHUll 0 npenapame, a OAHHAs
OXJIII 6yoem 06HO81AMbCSL NO Mepe HeoOX0OUMOCIU>.

<<{(Topeosoe) nazeéanue} NI N BOCIPOU3BEICHHBIX JIEKAPCTBEHHBIX
IpenaparoB: <peghepeHmuulll 1EKAPCMBEHHLIIL Npenapam, cooeprcauuii
{Hazeanue Oelicmeyrowezo eewecmsea (Oelicmseyrwux eewjecms)!> He
NPOXOOUN u3yueHue y OOHOU UAU HECKOIbKUX NoO02pynn Oemell {yciosue,
coomeemcmeyiowee NIAHY UCCIe008aHUs ) Oemel No  YMEEPHCOCHHOMY
nokazauuro K npumereruio! Cm. noopaszoen 4.2 no npumeHeHuio y oemeu=>,

B oTHOmeHNH JIEKapCTBEHHBIX IIpPENaparoB, 3aperHCTPHPOBAHHBIX I10

HMCKIOYUTCIbHBIM 06CTO}IT€HBCTB3M», H€O6XO,I[I/IMO YKa3arb CICAYIOIICC:
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</lanuvllli  NEeKApCMEeHHbIl  npenapam — 3apecUcCmpuposar  no
CUCKTIIOYUMENILHLIM 0OCMOSIMENbCMBAM» 8 C8A3U C <peoKuM 3a00/e8anueM,
HAYUHLIMU — COOOPAJICEHUAMY, — DMUYECKUMU  COOOPAdNCeHUsIMU™>,  BCe
HeoOxoo0umbvle Cc8e0eHUss 0 OAHHOM JIeKAPCMBEHHOM npenapame NoIy4Uums
Heg03MoxCHO. {Haumenosanue ynonHomMoueHH020 0peana 20Cy0apcmea — ujieHa
Espasuiickoeco skonomuueckozo corwsa}! 6yoem nposooums dKCNepmu3y HOBbIX
CBe0eHUll, KOmopble MO2ym NOABIAMbCs edce2o0Ho, a oannas OXJIII 6yoem

O0OHOBIAMBCS NO Mepe HeoOX00UMOCIU™,
5.2. ®apMaKOKMHETHIECKHUE CBOWCTBA.

B Hacrosmuii monpasznen MOTyT, IpU HEOOXOAMMOCTH BKJIKOYATHCS
JIOTIOJIHUTENIBHBIN T0/13ar0JIOBOK WJIM IO/A3arojioBkU, Takue kak «lloueunas
HEJOCTATOYHOCThY», «lleueHouHas HEeAOCTaTOYHOCThY, «JIula mnoXKuIoro
BO3pacTay, «Jletn» unn «lpyrue ocodbie rpynmb» (yKa3aTb COOTBETCTBYIOIIHIA

I10/13ar0JI0BOK).

5.3. JlaHHbBIC JOKIMHUYECKON 0€30IIaCHOCTH.

MoryT OBITH BKIIOYEHBI TPHU HEOOXOIWMOCTH JIOTIOJIHUTEIHLHBIE
I0J13aT0JIOBKH, Takue Kak «lccienoBanus Ha MOJIOHSKE JKHBOTHBIX).

6. DPAPMALIEBTUYECKUE CBOMICTBA

6.1. [lepeueHp BcmoMoraTeabHBIX BEIICCTB.

HpI/IBOI[I/ITCSI Ha3BaHHUC BCIIOMOI'aTCJIIbHOI'O BCIICCTBA.
I[J'ISI BBICOKOTCXHOJIOTUYHEBIX JICKAPCTBCHHLBIX IIPCIIAPATOB JOJIKHBI OBITH

OIMKCaHbl KOHCEPBHUPYIOITUE CUCTEMBI.
6.2. HecoBMeCTUMOCTD.

<He npumenumo.>. JlaHHO€ YyKa3aHHE UCIOJb3YETCI B CiIy4yae

HEOOXOJIUMOCTH, HAIPUMED, JIJIsl TBEPABIX NEPOPATHHBIX JIEKAPCTBEHHBIX (POPM.
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I[J'ISI mpenaparoB sl IApPpCHTCPAJIBHOI'0O IIPUMCHCHUA YKa3bIBACTCA

ClIenyIolee:
<B c6sa3u c omcymcmeuem UcCCie008aHUll COBMeCMUMOCMU, OAHHbIU
JIeKAPCMBEHHbIU  Npenapam  He  cledyem  CMewueams ¢ Opyeumu
JIeKapCMBEeHHbIMU NPEenapamamuy™>
</lauHwiii 1eKapcmeeHHblll npenapam He ciedyen CMeuusams ¢ Opyumu
JIEKAPCMBEHHLIMU — Npenapamamu, 3a  UCKIIOYeHUeM  YHOMAHYMbIX 8

<nodpa3zoene 6.6> <u> <pazoene 12>.>.
6.3. Cpok romHOCTH (CPOK XpaHEHHUS).

VYka3biBaercss uHpOpPMAIMS O CpPOKE TOAHOCTU (CpOKE XpaHEHUS)
JIEKApCTBEHHOIO TMpenapara U CTA0MIBHOCTH BO BpEMsl MPUMEHEHUS MOCIIE
MEPBOTO BCKPBITUS M (WJIM) BOCCTAHOBJICHHS (pa3BelcHUs). YKa3bIBaeTCs
TOJIBKO OJTUH OOIIHI CPOK XpaHEHUS JICKAPCTBEHHOTO Mpenapara, Jaxe eCJIv ero
pa3IMuHbIe KOMIIOHEHTHI UMEIOT Pa3HbIi CPOK TOAHOCTHU (HAMPUMEDP, TOPOIIOK
U pactBoputelnb). Jlata wHCTedeHMsT CpoKa TOIHOCTH TAaKOTO KOMILUIEKTa
(JiekapCTBEHHBIM ITpenapar ¢ paCTBOPUTEIIEM) WM Habopa (KOMIUIEKTa U3 ABYX
u OoJsiee JIEKapCTBEHHBIX IIpEIapaToB) OMpeaessieTcs Mo Oojiee paHHEH nare
UCTEUEHUSI CPOKa TOJHOCTH KOMIIOHEHTAa JICKApCTBEHHOTO IIperapara,
BXOJISIIIIETO B KOMILJIEKT (Ha0op).

Cranpaptabsie (OPMYIUPOBKH, HCHOJIb3yeMbI€ JJIsI OMUCAHUS CpPOKa

TOJTHOCTH (CpOKa XpaHEHUsI ), MpUBEIeHBI B priioxkeHnu Ne 7 k TpeGoBaHuUsM.
6.4. OcoOble MEPHI MPEIOCTOPOKHOCTHU IIPU XPAHEHUHU.

CrannaptHeie  GOPMYJIUPOBKH, UCIHOJb3yEeMble [JIi OMUCAHUS JJIs
YCJIOBUM XpaHEHUsl, NPUBEAEHBI B npuiioxkeHnu Ne 6 TpeboBaHuUsIM.

OO0uue yclioBusi XpaHEHUs JEKAPCTBEHHOIO Iperapara yKa3bIBalOTCs C
MEPEKPECTHOM CCBUIKOM Ha mnoapasaesn 6.3 HacTosIIero paszaeia IpHu

H€O6XO,Z[I/IMO CTH:
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<Vcnoeus xpanenus nocie <60CCmMaHo8IeHUA> <pa36edeHUs’™> <nepeoco

BCKPBIMUSL™> 1eKaApPCMBEHH020 npenapama cm. 8 noopasoeie 6.3.>.

6.5. XapakTep u comepx)aHue TNEPBUYHON YIMAKOBKU <u cneyuanivHoe

000pyo0osarue OJisl UCNONIb308AHUS, 86€0EHUsL UIU UMNIAHMAYUUL.

JIOTIOTHUTENBHBIN  3ar0OJ0BOK  <uU chneyuaibHoe 0060pyoosanue O
UCNONL30BAHUS, B68€O0CHUS UMY UMWIAHMAYUY> BKIIOYAETCS TOIBKO IS
BBICOKOTEXHOJIOTHYHBIX JIEKAPCTBEHHBIX IIPETIapaToB.

[Tpu HEOOXOAMMOCTH MOTYT BKITFOYATHCS TTOSICHUTEIBHBIC PUCYHKH.

6.6. OcoObie ~ Mepsl  MPEAOCTOPOKHOCTA  MPH  YHUYTOKCHHH
WCIIOJIb30BAaHHOTO JICKAPCTBEHHOTO TIperapara Wi OTXOJO0B, TMOJyYCHHBIX
MoCJie MPUMEHEHUS JICKaPCTBEHHOTO TIpernapara uin paboThl C HUM.

Crnengyer NpHUBECTH YKa3aHUS [0 TPUTOTOBICHUHUIO JICKAPCTBEHHOTO
npenapara M yka3zaHus 110 CIioco0am oOpallieHus ¢ HUM MPH HEOOXOIUMOCTH, B
TOM YHUCJI€ yKa3aHWs MO yTHIM3AIMU JICKAPCTBEHHOTO Mperapara U OTXOJOB,
OCTaBIUXCSI TOCIEe TPUMEHEHHUs JIEKapCTBEHHOTO Tpemapara. Bo3MOXHO

BKJIIOUCHHUC ITUKTOI'PaMM, JOIIOJHAKIINX TCKCT, IIPHU H€O6XOI[I/IMOCTI/I.

7. IEPXXATEJIb PETUCTPAIMOHHOI'O YAOCTOBEPEHUA

[Haszsanue cmpansi na s3vike mexkcma. |
{Ha3zeanue u aopec}

<{men.}>

<{¢parc}>

<{anexmpornHas nouma}>

7.1. ITPEACTABUTEJIb  AEPXATEJIA  PETUCTPALHMOHHOI' O
YAOCTOBEPEHUNAI.

lIpemensuu nompebumenei HanpaseIAmMs N0 a0pecy:

{HazeaHue cmpanol.
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{Haumenosanue  Oepoicamenss  pecucmpayuoHHoc0  YOOCMOBEPEeHUs U

ropuouyeckutl (paxmuueckuii) aopec).
<{men}>.

<{dhaxc}>.

<{aopec 3n1ekmpoHHOU noumwl,}>.
8. HOMEPA PEI'MCTPALIMOHHbBIX YIOCTOBEPEHU

9. JATA TIEPBUYHOI PETUCTPALIUM (TIOJATBEPXKIEHUS
PECUCTPALIMU, [IEPEPETMCTPALIVN)

B cootBercTBUU ¢ TpeOoBaHusMu mo moarotoBke Tekcrta OXJIII, mara
YKa3bIBa€TCs B CleAyroleM gpopmare:

<[/lama nepsuunoti pecucmpayuu: {/[ mecay I'TTT}>

<Jlama nocnedne2o0 noOmMeepHCOeHUsL pecucmpayuu (nepepecucmpayuil).
U mecay ITTT)>

Jlara nmo/bkHAa  COBIIaAarTh € JATOM  MNEPBUYHOM  pErUCTpalliy
paccMaTpuBaeMoro JICKapCTBEHHOro mnpenapara. OHa He TOMKHA OTpa)XaTh
JIaThl YTBEPKICHUS OT/ACIbHBIX JI03UPOBOK U (M) (hOpM BBIITyCKa, BBEJICHHBIX

MoCPCACTBOM BHCCCHUA W3MEHEHUM U (I/IJ'II/I) JIOTIOJTHEHUM.

10. JIATA IIEPECMOTPA TEKCTA

B cootBercTBUM ¢ TpeOoBaHusMHU 10 moarotoBke Tekcta OXJIII mara
JIOJKHA YKa3bIBAThCS B CIEAYIOLEM popmare:

<{MM/TTTT}>, muoo <{[A/MM/TTTT}>, nuoo <{/{/] mecauy I'TTT}>

Hacrostmuii  pasgen  3amoyHSAETCS  YNOJHOMOYEHHBIM — OpraHOM
rocyzapctBa — uwieHa EBpa3sMiicKOr0 HSKOHOMHUYECKOTO coto3a U (WJIn)
JIepKATEIIEM PETUCTPALMOHHOTO YAOCTOBEPEHUS IMOCJE TOTO, KaK IMOSABISETCS
uHpopMalsi O BHECEHUHM M3MEHEHUW B  OOIIYyI0  XapaKTePUCTUKY

JICKApCTBCHHOI'O IIpcliapara.
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B cinysae wusmenenuit tuna A, 3arparuBaroniux HHGOPMALMIO O

JIEKapCTBEHHOM IIpenapare, 1ara U3MEHEHUs TEKCTA IO KHA COBIAAATh C 1aTOU
BHECEHUS U3MEHEHUS JIEPKATEIIEM PErUCTPALMOHHOTO YIOCTOBEPEHUS.

Hns w3menenur tuna Ib, II u cpouHBIX W3MEHEHUU, CBSI3aHHBIX C
0€30MacHOCTBIO JIEKAPCTBEHHOTO Ipenapara, 1ara U3MEHEHHsI TEKCTa JI0JKHA
COBIIAJIaTh C JATOM PEUICHUS YIOJHOMOYEHHOTO OpraHa rocyJapCcTBa — WieHa
EBpa3uiickoro 3KOHOMHYECKOTO COK3a O BHECEHUMM W3MEHECHUH B

PETUCTPATUOHHOC YIOCTOBECPCHUC.




[MTPJIOXEHUE Ne 12

Kk TpeOoBaHUSIM K UHCTPYKIIUU
0 MEAUIIMTHCKOMY TTPUMEHEHUIO
JIEKapCTBEHHOIO MpernapaTa u oO1ei
XapaKTePUCTUKE JIEKAPCTBEHHOTO
npemnapara Jijisi MeIMIIUHCKOTO
MIPUMEHEHUS

TPEBOBAHUA
MO MOATOTOBKE TEKCTA MHCTPYKIIUH N0 MeIMIMHCKOMY NMPUMEHEHHI0
JIEKAPCTBEHHOT0 Mpenapara (JIMCTKA-BKJIA/AbIIIA)

Hacrosiirie TpeGoBaHusi pa3pabOTaHbl B KauyeCTBE OJIHOW U3 Mep
peryaupoBaHus  MAapKUPOBKM W TPEACTaBICHUS  HHPOPMAIUH O
JCKapCTBEHHOM TIperapaTe TalMeHTaM, a TakkKe C I[elIbl0 OKa3aHUs
CONEUCTBUS  JUIAM, 3aHUMAMOIIUMCS  JW3aHHOM ©  HalHCaHHEM
JIWCTKA-BKJIQABIIA JUIss manueHta. Hactosimue TpeGoBaHUS —cojepiKaT
npaBuja, MPEIBIBISIEMBbIE K JIMCTKY-BKJIAIBINTY JJISI TAIlUEHTa, a TaKKe
OMHMCaHUE HaJIeKaIeH MPAKTUKU B 00acTh WHPOPMAITMOHHOTO JW3aiHa C
IEJbI0 TIPEIOCTABIICHUS TAIllMEHTaM, TOJIaraloIUMCsT Ha TPEACTaBIIsEMbIE
CBEJICHHMSI, BO3SMOYKHOCTH MPUHUMATH PEIICHUs OTHOCUTEIHFHO 0€30MacHOTO U

3(1)(1)CKTI/IBHOTO MMPUMCHCHUA HA3HAYCHHBIX JICKAPCTBCHHLIX ITPCITAPAaTOB.

Hacrtosimue  TpeGoBaHUST  TPEACTABISAIOT  cO00M  TpebGoBaHMS
YIOJTHOMOYEHHBIX OpraHoOB rOCy/IapCTB — YJICHOB EBpasuiickoro
KOHOMHMYECKOTO COI03a (Jlajiee COOTBETCTBEHHO — rocy1apcTBo-uwieH, Coro3)
B cdepe oOpamieHus JIEKapCTBEHHBIX CPEACTB IS MEIUIMHCKOTO
IpUMEHEHHsI, CPOPMUPOBAHHBIE HA OCHOBAaHUH MOTPEOHOCTEH METUITUHCKHUX
pabOTHUKOB M, UTO CaMO€ IIaBHOE, MMAIIMEHTOB OTHOCUTEILHO MTPEICTABIICHUS
BBICOKOKQYE€CTBEHHONH WH(pOpPMAIMd O JICKApCTBEHHOM TIperapare IS

MMaIEeHTOB.
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1. O01wue cBeneHus

CornacHo pe3ynbTaTaM HCCIEIOBAHUM TAUHUEHThl PACLEHUBAIOT
JUCTOK-BKJIAbI (nanee — JIB), mocraBisiemblii BMECTE C MpernapaToM, Kak
HauOoJiee BaXKHBIM mMoclie Bpade W (¢dapMalleBTUUECKUX PAOOTHUKOB
ucToyHUK uH(popManuu. Ilanuentam TpedOyercs Oosblie MHDOPMALMU TIO
CPaBHEHHUIO C TEM, YTO OHU MOJIy4YalOT B HACTOsAIIEE BpeMs. 3aKOHOJIaTEIbHO
oOs3aTenbHbIN JIB sIBIIIeTCSl AOCTYIHBIM U aBTOPUTETHBIM, a JUIsl HEKOTOPBIX
NAlMEHTOB — €IMHCTBEHHBIM MUCHMEHHBIM HCTOYHUKOM HHQOpMALUK O
JIEKApCTBEHHOM Mpenapare.

VYkazannas B JIB nndopmaius mo3BoJisieT MalMeHTaM y4acTBOBAaTh B
NPUHATUU PEUICHUS 110 MOBOAY NPUMEHEHUS MPEenapaToB, HA3HAYCHHBIX WIIH
PEKOMEHJIOBAHHBIX MEIUIMHCKUMHU paboTHUKaMU. B ocHOBe oOkazaHus
CaMOTIOMOIIY, 00eCTIeYeHUE BO3MOXKHOCTEM 1J11 KOTOPOU SIBISIETCS KIHOUEBOM
LEJIbI0 IPABUTENBCTB, JISKUT 00JaJaHue MAllMeHTaMHu B TOCTATOYHOM 00BbEeMeE
BBICOKOKAaYECTBEHHON MH(OpMaIei, Ha OCHOBE KOTOPOW OHU MPUHUMAIOT
peuenust. [Tpu npuobpeTeHnn 0e3penenTypHbIX JICKAPCTBEHHBIX MpenapaToB
B3aMMOJICCTBUE MEXIYy MAlMEHTOM W MEAUIIMHCKUM PAOOTHHUKOM MOKET
OBITh OIPAHUYEHO WJIM CBEJIEHO K HYyJI0. B mocnenneMm ciydae mucbMeHHas
uH(dopMalug NpuodpeTaeT 0coO0yro IEHHOCTD JiJIsi 0€30MacHOr0 MPUMEHEHUS

npemnapara.

2. llenp

Lenp HacTosimux TpeboBaHUi 3aKIOYAETCA B COAEHCTBHM OOJBIIEMY
caMOPETyJUPOBaHUIO (hapMaIleBTUUECKON OTPACIIA ITPU BHECCHUU U3MEHEHU
B JIB. IIpumenenne HacTosmux TpeOoBaHUM MO3BOJSET JOCTUYD SCHOCTh U
JOCTYITHOCTB MIpeJICTaBIsieMol nH(popmaiuu npu cocraBiennu JIB Ha r060it
JIGKapCTBEHHBIM TIpenapar, 4YTo CO3Ma€T MNPEANOCBUIKA IS  JOJKHBIX

nercTBui manueHToB. JIB, COOTBETCTBYIOIIME HACTOSIIIMM TPEOOBAHUSIM,
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TaK¥XKC OTpaKaroT B3I b1 ITAalIUCHTOB, qTo npeayCcCMOTPCHO

3aKOHOAATEIBCTBOM IOCYAapCTB-YJIEHOB.

Ilepen momauer JIB B ynmOJHOMOYEHHBIE OPraHbl rOCYIapCTB-YJIEHOB
JWIA, 3aHUMAKOIIMECS WX JAU3aMHOM M COCTABICHUEM, JOJDKHBI Y4YeCThb
NPEACTABICHHYIO HIKE MH(OpPMAIMIO, MOCKOJIbKY JIF000€ HECOOTBETCTBUE
HACTOAIIUM TPEOOBAHUSIM MOXKET MPUBECTU K HEOOXOIUMOCTH OOOCHOBATH
OTCYTCTBHSI BJIMSIHUSA TaKMX HECOOTBETCTBUN Ha 0Oe30macHOEe MpPUMEHEHUE

JICKAPCTBCHHBIX ITPCIIApPATOB.

3. Cdhepa mpumeHEeHHS

Hacrosiirie TpeOoBaHusi Hepa3pblBHO cBsizaHbl ¢ mnpaBom (Coro3a B
chepe oOpaleHus JIEKapCTBEHHBIX CpeAcTB. Jlep)kaTeln perucTpaiiioOHHbIX
yJAOCTOBEPEHUN JOJKHBI ~ YYUTHIBAaTH HACTOAIIME TpeOOBaHUS  TpU
coctasyiiennu JIB B mpoliecce perucTpalii 1 BHECEHUSI U3MEHEHUN B paMKax
IpoLeyphl B3AUMHOTO NMPU3HAHUS, NELEHTPATN30BAHHOW M HAIIMOHAIBLHON
POLETYP.

Hacrosimue TpeGoBaHWS OJMHAKOBO MPHUMEHUMBI K PEIENTYyPHBIM
U Oe3pelenTypHbIM JIEKAPCTBEHHBIM IIpernaparam, a TakkKe K JIEKapCTBEHHBIM
npernaparaMm, KOTOpble NMPUMEHSIOTCS B YCIOBUAX cTaluMoHapa. B pamkax
AKCTIEPTU3BI JOChE U TMPHU AyJUTOPCKUX MPOBEPKAX YBEAOMIICHUM, a TaKkKe
npu pabore ¢ xanobamu Ha JIB  ynonHomMoueHHBIE — OpraHsbl
TOCYJapCTB-WICHOB aHAIM3UPYIOT O€30TaCHOCTH MAIMEHTA UCXO IS U3 OTBITA
OPUMEHEHUsS  JIEKapCTBEHHOrO0  Mpemapata M BCEX  COOOIIEHHBIX

HEXKeJIaTCJIbHBIX SIBJICHUM.

4, TpeboBanus k JIB

[Topsimox mpexacTaBieHust HPopMmanuu U ee xapakrtep s Bcex JIB

onpecacirACTCsA B COOTBCTCTBUU C HMIKCCIICAYIOIIUM:
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4.1. JIB cocraBngercss Ha OCHOBAaHUM OOIIEH XapaKTEPUCTUKU

aexkapcTBeHHOro cpenctBa (maiee — OXJIII). OH  fnomkeH  BKIIOYATh
uH(dOpMaIIKIO, PACIONOKEHHYIO B CIIEIYIOLIEM MOPSIIKE:
4.2. B 1eNsX UIeHTU(PUKALNY JIEKApCTBEHHOTO IIpernapara:

4.2.1. HauMEeHOBaHUE JIEKAPCTBEHHOTO TIperapara, 3a KOTOPhIM CIIeTyeT
J03UPOBKA W JieKapcTBeHHas (opma U (€Cinu MPUMEHUMO), CIEAYyeT 0c000
OTMETHUTh TpEIHAa3HAYCH JIM JIEKAPCTBEHHBIN Mpemapar Uisi IpUMEHEHUS y
MJIQJICHIIEB, JETed WIM JUI[ TOXWIOro (cTapueckoro) Bo3pacta. Ecnwu
JICKapCTBEHHBIN MpernapaT COACPKUT TOIBKO OHO aKTUBHOE (JIEHCTBYIOIIEE)
BeniecTBo, To ero MHH (mpu oTcyTCTBUHM — OOIIEPUHATOE HAUMEHOBAHUE)
HEO0OXO0IMMO yKa3aTh B CKOOKax cpa3y 3a TOPrOBBIM HAUMEHOBAaHUEM JJAHHOTO
JIEKapCTBEHHOTO TIperapaTa (OHO OTIMYAeTCs OT TOPTOBOTO HAUMEHOBAHUSA);
JUTsL  JICKAPCTBEHHBIX TPENapaTroB, COJEPKAIMX HECKOJIBKO aKTHBHBIX
(IEUCTBYIOMMX) BEIIECTB WX, CJIEAyeT YyKa3aTh B BHJAE IMEPEYHS IO
HAaUMEHOBaHHEM;

4.2.2. hapMakoTepareBTUIECCKYIO TPYIITY WA ONMHCAHUE aKTHBHOCTH,

JIETKO IIOHUMAaEeMBbI€E MTalEHTOM;
4.3. TmoOKa3zaHUus K IPUMEHEHHUIO;

4.4, mepeueHb CBEJICHUN, HEOOXOAMMBIX 0 Hadajga MNPUMEHEHUS

JIEKapCTBEHHOTO Mpernapara:
4.4.1. npoTUBONOKA3aHUS;
4.4.2. neo6xoanuMBbIe MEPHI IPEIOCTOPOKHOCTH TPH MPUMECHECHHH;

4.4.3.Bubl  B3aWIMOJCWUCTBUS € JAPYTUMH  JICKapCTBEHHBIMH
npenapataMu U JIpyrue BUJIbI B3aUMOJEHCTBUSL (HAlpUMeEp, C aJIKOTroJIeM,
TabakoM, TMHIIEH), CIOCOOHBIE MOBIUATH Ha JIEUCTBUE JIEKAPCTBEHHOIO
Ipernapara;

4.4.4, cnienuanbHbIC IPEYIIPEKICHUS;



5
4.5. HeoOXoAuMble W CTaHJAPTHBIE MHCTPYKIUHM IO HaJJIeKAIIEMY

MIPUMEHEHUIO U, B YaCTHOCTH:

4.5.1. pexxum 103UPOBAHUS;

4.5.2.MeTon ¥ yTh BBeACHUS (TIpH HEOOXOIUMOCTH);

4.5.3.9acToTa TNPUMEHEHUS C yKa3aHWEM BpPEMEHH, Korjaa
JCKapCTBEHHBI TIpemapar MOXKET WIHW JOJDKeH TMPUMEHSThCS (mpu
HEO0OXOJIMMOCTH), a TaKXKE€ B COOTBETCTBYIOIIUX CIIy4yasX, B 3aBUCUMOCTH OT
CBOMCTB JICKAPCTBEHHOT'O Mpenapara:

4.5.4. nIuTEeNbHOCTD JICUCHHS, €CITH €€ He0OX0IMMO OTPaHUYHUTh;

4.5.5. Mepbl, KOTOPbIE HEOOXOAUMO TIPUHSTH B ClIydae Mepe103uPOBKH
(CUMIITOMBI, HEOTJIOKHBIE MPOLIETYPHI);

4.5.6.Mepbl, HEOOXOJAMMBIE TPU TPOMYCKE OJHOW WM HECKOJIbKHUX
7103 JIEKQPCTBEHHOTO TIpernapara;

4.5.7.ykazaHue  Ha  HaJIM4YME  pPUCKA  CHUMITOMOB  OTMECHBI
(Ipu HEOOXOIUMOCTH);

4.5.8. pekomMeHJaIuu 10 oOpaleHuo 3a KOHCYJIbTaIuen
K MEIUIIMHCKOMY paOOTHUKY [Jii pa3bsICHEHHUS Croco0a MpUMEHEHUS
JIEKapCTBEHHOTO Tperapara,;

4.6. ommcaHWe  HEXENATEIbHBIX  PEAKIUHA, KOTOPHIE  MOTYT
MPOSIBJIATECSA TMPHU CTAaHAAPTHOM NPUMEHEHUHW JIEKApCTBEHHOTO TIpermapara
U MEpBbI, KOTOPHIE CIIEIYET MPUHSTH B 3TOM cliydae (Ipy HEOOXOIUMOCTH);

4.7. ccbllka Ha JaTy MCTEUYEHHUs] CpOKa TOJHOCTH, YKa3aHHas
B MapKHPOBKE:

4.7.1.c ykazaHueM 3ampeTa NpUMEHEHHUS JIEKAPCTBEHHOTO IIpenapara 1o
HCTEUCHHUH CPOKa T'OJIHOCTH;

4.7.2.B COOTBETCTBYIONIUX CIIy4asX CHCIUATHHBIMU YCIOBUSIMH

XPaHCHUA,
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4.7.3. npenyrnpexaeHueM o0 ONpeACICHHbIX BHIUMBIX IpU3HAKAX

yXyIIIeHUs KauyecTBa (MpyU HEOOXOAUMOCTH);

474.c TONHBIM KayeCTBEHHBIM COCTaBOM ((hapmarieBTHYECKHUX
CyOCTaHIIMA W BCIIOMOTATEIbHBIX BEIIESCTB) M KOJWYECTBEHHBIM COCTAaBOM
dapMareBTHUEeCKUX CYOCTaHIIMA C WCIIOJIh30BAHHEM HX OOIICTIPHHITHIX
HAMMEHOBAHMM JJIs1 KaKI0M (DOPMBI BBIITyCKa JIKAPCTBEHHOTO MIpenapara;

4.7.5. nekapCTBEHHOU dbopmoit KaXKJI01 dbopMBI  BBIMYyCKa
JICKapCTBEHHOTO TMperapaTta W €€ COACp)KaHWus 10 Macce, O0BeMy WU

KOJIMYCCTBY 03 B JICKAPCTBCHHOM IIPCIIApPATEC,

47.6.c Ha3zBaHMEM H aJpecoOM JIep)KaTelsd PETHCTPAIMOHHOIO
yaoctoBepenus (nanee —JI[PY) u, B COOTBETCTBYIOIIUX CIIy4yasx UM
MIpEJCTaBUTENSA, Ha3HAUYCHHOTO BJIQJICNIBIIEM C 1IEJbI0 MPEACTaBICHUS €ro

WHTEPECOB B KAXKIOM TOCYIapCTBE-WICHE;
4.7.7.c Ha3BaHUEM M aJIPECOM MPOU3BOIUTEIIS;

4.8. ecnu  JIEKapCTBEHHBIM  mpemapar  3aperucTpupoBaH  MOJA
pa3IMYHBIMU ~ HAaMMEHOBAHMSIMHU B  TOCYJIapCTBax-uJieHaX, IIE€PEUCHb

HAaWMEHOBAaHHM, 3aPETUCTPUPOBAHHBIX B KQXKJIOM M3 TOCYIapCTB-UJICHOB,;
4.9. nara nocnenHero nepecmotrpa JIB.

B oTHomeHMM = JIEKapCTBEHHBIX  IpemaparoB,  TPEOYHOIIUX
JTOTIOJIHUTEIBHOTO MOHUTOPHUHTA, TOMOJIHUTEIBHO YKa3bIBAETCS CIEAYIOIIEE:
«/laHHBIM  JIEKapCTBEHHBIM  Mpemnapar MOMJICKUT  JIONOJHUTEIbHOMY
MOHUTOPHUHTY». YKAa3aHHOMY MPEAYNPEKICHUIO JTOJKEH MNPEAIIeCTBOBATh
YEpHBIA CHUMBOJI, 3a KOTOPBIM [OJDKHO CJIEIOBAaThb COOTBETCTBYIOIIEE
CTaHJAPTU30BAHHOE PA3bSICHEHHE.

Ha Bcex IekapCTBEHHBIX Ipenaparax HEOoO0XOJMMO YKa3bIBaThb
CTAHJAPTHBIA TEKCT, PEKOMEHAYIOUIMK MMAIMEHTaM NPU BO3HUKHOBEHHUH

OXKHMIACMBIX JICKAPCTBCHHDLIX peaKI_II/II\/'I 06pamaTLc>1 K MCIUIHUHCKOMY
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paboOTHUKY,  (apMaleBTUUYECKOMY  pa0OTHUKY WIM  HampsMyl B

uH(OPMAILIMOHHYIO 0a3y JaHHBIX MO0 HEXKEIATEIbHBIM PEAKIHUAM (JICUCTBUSM)
Ha JIEKAPCTBEHHBIEC Mpenaparhl, BKIOYas cooOiieHus o HedhHEKTUBHOCTU
JIEKAPCTBEHHBIX TMPENapaToB, BBISBJICHHBIM Ha TEPPUTOPUU TOCYJapCTBA —
YyjeHa, M YKa3bIBAIOUIMWA HA pa3jJuyHble IYTH TaKOTrO COOOIIECHHS

(3JIEKTpOHHOE COOOIIIEHHE, TOYTOBOE OTIPABJICHUE U (UIN) APYTOE).

4.10. Tlepeyenb, yka3zaHHbII B moAmyHkTe 4.3  HaAcTOAIIUX
TpeboBaHuUii, TOHKEH YUUTHIBATh:

a) yCJIOBUS IPUMEHEHHU B OTIPEIENICHHBIX rpynnax (1eTu, OepeMeHHbIe
U KOpPMSIIUE TPYyAbI0 KEHIIMHBI, MOXKWIbIE, JIUIA C ONpEAeICHHBIMU
MaTOJIOTHYECKUMHU COCTOSIHUSIMU);

0) cBeleHUs O BO3MOXKHOM BJIMSIHUM Ha CHOCOOHOCTH YIIPaBISATH
TPAaHCHOPTHBIMU  CpeICTBaMM  WiM  paboTaTh C  MEXaHHW3MaMu
(eciv MPUMEHUMO);

B) IEPEUYECHb BCIIOMOTAaTENIbHBIX BELIECTB, 3HAHUE O KOTOPBIX
HE00Xo1uMO Jij1s1 6e30nacHOro U 3(PPEKTUBHOTO MPUMEHEHHUS JIEKAPCTBEHHO
npenapara, onucaHHbix B mpuiioxeHun Ne 1 k HacrosiuuM TpeboBaHUsIM K
UHCTPYKIMHU 110 METUIIUHCKOMY MPUMEHEHUIO JIEKAPCTBEHHBIX MpENapaToB U
oOIIel XapaKTepUCTHKE JIEKApCTBEHHOI'O Ipemnapara sl MEIULHHCKOTO
MPUMEHEHUS.

4.11. Ilo  ycmoTpeHHMiOo  3asBUTENs B LedsIX  OOecledeHus
yA0004YUTAEMOCTH, MOHATHOCTU M JIeTKOCTU Bocnpusatus JIB Moryt ObITh
IPOBEACHBl KOHCYJIbTALMM C LEJIEBBIMU TpPYINIIaMHU MAalHUEHTOB U (WJIN)
M0JIb30BaTEIbCKOE TecTupoBanue JIB.

4.12. He mo3nnee 1 suBaps 2025 r. ynoJIHOMOYEHHBIMH OpraHaMu
(3KCIIEPTHBIMU ~ OpraHU3alMsIMHU) TOCYIapCTB-WIEHOB B  EBpa3uiicKkyro
HKOHOMHUYECKYI0 KoMHUcchIo (naniee — KoMuccust) mpeicTaBiIsioTCs CBOIHbBIE

OTYETHI 0 UMEKOIINX CUCTEMAaTHYeCKUi xapaktep Hemoctatkax OXJIII u JIB
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JICKAPCTBCHHBIX IIPCIIApATOB, HAXOIAIIUXCIA B 06paIJ_ICHI/II/I, N aHaJIn3c

BO3MOXHBIX MYTEH  NPEOJOJIEHHS TaKUX  HEJOCTaTKOB,  KOTOPBIE
yOJIUKYIOTCS Ha opuIaILHOM caite Komuccun B
MH(POPMAaIMOHHO-TEIEKOMMYHUKAITMOHHON ceTu «IHTepHET», 4TOObI JIydIlle
OTpaXKaTh MHTEPECHI MAIMEHTOB U MEAUIIMHCKUX PAOOTHUKOB. DKCIEPTHBIM
komuTeT npu Komuccuu Ha OCHOBaHUM OTYETa U, €CIU NPUMEHHMO,
KOHCYJIbTAllAM  C  3aWHTEPECOBAaHHBIMU  JIMIIAMH,  pa3padaTbIBaeT
PEKOMEHJallMK M0  YIYYIIEHUI0 YJI00OYMTAeMOCTH, W3JIO0KEHUIO U
COJICP’KAHUIO YKa3aHHBIX JOKYMEHTOB, /i1 uX paccmotrpeHusi Komuccueit B
YCTAHOBJICHHOM MOPSIJIKE.

4.13. Tlpu peructpanuy JEKapCTBEHHOTO TMperapaTta B COCTaBe
PErUCTPALIMOHHOTO JOChE HEOOXOIMMO MPENCTaBUTh 1 win 0oJjiee MaKeTOB
BTOPUYHOM W TEPBUYHOW YIIAKOBOK JIEKAPCTBEHHOrO MpEMNapara, a TakKXKe
npoekt JIB. B ciaydae mpoBeneHHs KOHCYJBTALMM C LEJNEBBIMUA TPyIIIaAMH
WU TI0JIb30BAaTEIbCKOTO TECTUPOBAHUSI HUX PE3YJbTaThl JOJKHBI OBIThH
MPEJCTABICHbl YNOJHOMOYEHHOMY OpraHy (9KCIEPTHOW OpraHU3allNiN)
roCyJlapCTB-4JIEHOB, KOTOPBIA OCYLIECTBIISIET PACCMOTPEHUE U JKCIEPTU3Y
PETUCTPAIMOHHOTO JOCHE.

4.14. Bce npennaraembie u3MeHeHus JIB, omucaHHbIE B HACTOSIIEM
nojpasznene, Ho He cBs3aHHble ¢ OXJIII, moJbKHBI TOIAaBaThCS OpraHam
rOCyJIapCTB-WJICHOB, YIOJHOMOYEHHBIM PETUCTPUPOBATH JIEKAPCTBEHHBIC
npenapatbl. Ecu yrioJHOMOYEHHBIE OPTaHbl TOCYAApPCTB-YJIEHOB B TEUECHHE
JEBSIHOCTA JTHEM €O JHS MOJIyYEHHUs 3alpoca HE OTKa3ajdd BO BHECEHUH
U3MEHEHHU, 3asiBUTEIb BIPABE PEain30BaTh TAKUE U3MEHECHUSI.

4.15. JIB  MoxeT coJepkaTb CHUMBOJbI U  MUKTOTPAMMBEI,
npeHa3HAYEHHBIE ISl TPOSICHEHUS OMPEICIICHHBIX CBEJCHUM, YKa3aHHBIX B

nyHkTe 4.1 Hacrosmux TpeGoBaHUM, U MHBIX CBEICHHUH, COTVIACYIOITUXCS C
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OXJIII, mone3HbIx sl TManueHta. Takue CUMBOJIBI M TMHUKTOIPaMMbl HE

JOJDKHBI BKITIOYATh AJIEMEHTHI PEKJIAMHOTO XapakTepa.

4.16. JIB nomkeH ObITh HAMMCaH JIOCTYITHBIM SI3BIKOM SICHO M TOHSITHO,
M CBEpCTaH TakK, YTOOBI TMO3BOJIATH IOJIL30BATENISIM  JEHCTBOBATh
HaJIJIe)KaIuM o0pa3oM, TP HEOOXOIMMOCTH TIPH COACHCTBUN MEIUITUHCKUX
paboTHukoB. JIB nmomkeH ObITh yno0ounTaeM Ha O(PUIIMATBEHOM S3bIKE WU
opUIIMAIBPHBIX SI3bIKAX TOCYJapCTBa-wieHa, B TpaxIaHCKUKW 000poT
KOTOPOTO BBOJMTCS JICKAPCTBEHHBIM TMpernapar, Kak TOro TpedyeT Takoe
rOCyJIapCTBO-UJIECH B IEISAX COOJIIOJIEHUs] HacTosAmuX TpeboBaHUA.
VYkazaHHbIe CBEJCHUS JOMYCKAETCS MPUBOJUTH HA HECKOJIBKUX SI3bIKaX MpPHU
YCIOBUU TMOJHOTHI U3JIOKEHHUS TaKUX CBEJICHHI Ha KaxJIoM U3
UCIIOJIb3YEMbBIX SI3bIKOB.

4.17. Ecnu nekapCTBEHHBIN mpenapaT HE NMpeIHa3HaueH IS MPsIMOTO
MIPUMEHEHUS MaleHTaMu TN SIBIISICTCS TPYAHOAOCTYIIHBIM,
YIOJIHOMOYEHHBIE OPTaHbl TOCYIaPCTB-UJICHOB BIIPABE, PyKOBOJICTBYSICh IPU
ATOM MepaMu, HEOOXOIUMBIMU JJISl 3aIIUTHI 3I0POBbS YEIOBEKA, pa3pelInTh
HE yKa3bIBaTh ONpEJCIICHHbIC CBEICHHUS B MapkupoBke wiu JIB. OHu Takxke
BIIPAaBE pa3pelIuTh HE yKa3blBaThb 4YacTh WJIM BCE CBEICHUS Ha
rOCYJIapCTBEHHBIX SI3bIKaX rOCYJapCTB-YJICHOB, B 000POT KOTOPOTO BBOJUTCS
JIEKapCTBEHHBIN Mpenapar, no Tpe00BaHUIO TOCY/1apCTBa-UJICHA.

4.18. Ecu TpeOoBaHMS HACTOAIIETO ITOJpa3jieiia HE BBIMOIHSIIOTCS U
JAPY He orTBeuaeT Ha yBEAOMIIEHHS, YIOJIHOMOYEHHBIE OpPraHbI
roCyJ1apCTB-WICHOB BIIpaBe MIPUOCTAaHOBUTH COOTBETCTBYIOIIYIO
pErUCTpallMOHHYIO TIpoleypy Jno TmpuBedeHus JIB paccmarpuBaemoro
JIEKQpCTBEHHOT'O TIperapara B COOTBETCTBUE C TPEOOBAHUSIMHU HACTOSIIETO
nojipasjena.

4.19. [loMmrumMo yKa3aHHS CJIOB «TOMEONATUYECKUU JIEKapCTBEHHBIN

npemnapar», B MapkupoBke u B JIB roMmeomarudyeckoro JEKapCTBEHHOTO
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npenapara (mpu HEOOXOAMMOCTH), MPETEHAYIOUIEr0 Ha YHPOUIEHHYIO

OpoleNypy  perucTpanuy, JODKHBI — ObITh  yKa3aHbl  CIIEIYIOLIUE
(1 HUKaKHEe IPYTHUE) CBEICHUS:

a) Hay4YHOE€ HAaMMEHOBAHME MAaTPHUIbl WM MaTPUI] C TOCIEIYIOUIUM
yKa3aHUEM CTEeNEeHW HMX pPa3BeleHUs], HCIOIb3ys CUMBOJb Dapmakorieu
Coro3a; eciii TOMEOTaTHYEeCKUH JIeKapCTBEHHBIHN MpernapaT COCTOUT U3 ABYX U
OoJee MaTpHIl, HAyYHOe HANMEHOBAaHUE MATPHI] HA MAPKUPOBKE JTOMMYCKAETCS
JOTIOJIHATH TOPTOBBIM HAUMEHOBAHHEM;

0) HazBanue u aapec JAPY u npousBoguTens (Ipu HEOOXOIUMOCTH);

B) crnoco0 BBEJEHUS U MyTh BBeJACHUS (IIPU HEOOXOAUMOCTH);

I') JaTa UCTEUYEHHUS CPOKA TOJHOCTH (MECSI/TON);

1) JeKapcTBeHHas ¢popma;

e) (opma BBIMYyCKa;

) CIlelUaJIbHbIE YCIIOBUSI XpaHeHus (IpU HAIMYUHN);

3) cheuuagbHOe MpeaynpexaeHue (mpu HeOOX0IUMOCTH );

M) HOMEp pEerucTpaluy;

K) «rOMEONaTUYECKHI JIEKapCTBEHHBIM IIpermapar 0e3 0400peHHOIo
MOKa3aHUsl K MPUMEHEHUION;

J) OpeaynpexkJeHHe O HEeOOXOIUMOCTH OOpalleHus K Bpady Ipu
COXpaHEHUU CUMIITOMOB.

4.20. JlomycTUMO ~ WCTIOJB30BaTh  KoMOWHHpoBaHHBIe JIB  mis
pPa3IMYHBIX JTO3UPOBOK U (Miam) ¢opm mnpemnaparta. [loapoOHbie ykazaHuUs
OpUBOAATCS B IabioHax uHGoOpMalMu O mpenapare (B COOTBETCTBUM C
npuioxeHueM Ne 16 k TpeOOBaHUSIM K MHCTPYKIIMU MO MEIUIIMHCKOMY
NPUMEHEHUIO JICKAPCTBEHHBIX TMpEMapaToB © OOmeld XapaKTepHUCTHKE

JIEKapCTBEHHOIO Tpernaparta il MEAUIIMHCKOTO MPUMEHEHUS ).
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[11aGnonbI HE YYUTBIBAKOT BOIIPOCKHI IM3aiiHa U BCPCTKHU, a4 TAKIKC HC

coJiepKaT PEKOMEHJAIMN MO0 O00ECHEUYeHUIO MOHATHOCTU MPEICTaBIECHHON
uHdopMaluu s manveHTta. B mabioHe coaepKuTcs 00O0CHOBaHUE
BOXHOCTH MH(POPMAIMOHHOIO JU3aiiHa, a TaKKe HEOOXOJIUMOCTH MepeBoia
JIB Ha Bce s3bIKM, BKJIIOYAs PYCCKHM, €CIM TapMOHU3UPOBAHHBIE TEKCTHI
COCTaBJICHbI HE B COOTBETCTBUM C HOPMAaMH PYCCKOTO JIMTEPATYPHOTO SA3BIKA.
3asBUTENSIM HEOOXOIUMO OOpAaTUTHCS K HACTOAIIMM TpeboBaHUAM, YTOOBI
MaKCUMHU3HMPOBATh KAaueCTBO IIOJIHOLBETHBIX MAaKeTOB, KOTOpble OyayT
MOJaBAThCSl B YIIOJITHOMOUYEHHBIE OPraHbl TOCYAapCTB-YIEHOB B COCTABE J10ChE
WJIU YBEJOMJICHUN U KOTOPbIEC OYAYT SABISATHCS YaCThIO 3aPErUCTPUPOBAHHOTO
PETUCTPALIMOHHOTO JOChE.

OO0uue pexoMeHIaIuU MO MPOBEACHUI0 KOHCYJbTAIIMN C IIEJIEBBIMU

rpynnamMuy MalueHToB, PUBEICHBI B pasjeie 7 HacTosuux TpeOoBaHU.

5. [Mopsgok mpeacraBieHuss UHGOPMAIIMU U €€ COJIepKaHUe

5.1. [Topsimok npencraBiaeHus HHOOPMAIIIH.

B  coorBerctBUM ¢ pazzmenoM 4 Hactosmmx — TpeboBaHuUi
npeaycMOTpeHbl 6 OCHOBHBIX pasnesioB JIB (HeoOXOoauMo BKIIIOUYUTH
CBEJICHHS B KaXKbIi U3 HUX ):

paznen «neHTudukalioHHbIC TJaHHBIC JIEKAPCTBEHHOTO IIpernapara.

Heo6xoaumo yKa3aTh HaMEHOBAHMUE, dbapMareBTUUECKYIO
cyOcTaHIMIO (JOJDKHO OBITh MOPUBEJCHO TOJBKO 1 HamMeHOBaHUE
dapmareBTHIeCcKo CyOCTaHIIUU B CIEAYIONIEM MOPSAKS: HAUMEHOBAaHUE B
cootBeTcTBUU ¢ Papmakomneeit Coro3a, apMakonesMu TOCyAapCTB-UJICHOB
uiu  BeaymuMmu  (apmakornessMd B cOOTBeTcTBUM ¢  KoHienmuei
rapMoHu3auu  (apMakore TrocyaapCTB-4ICHOB, OOIICIPUHATOE WM
TPYIIIAPOBOYHOEC HAWMEHOBAaHME, JIEKApCTBEHHass (opmMa © JO3UPOBKA

nperapara;
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pas3aci «Iloka3anus K IMPUMCHCHUIO).

HeoOxonumo  ykazaTh  COCTOSIHMS, TIPU  KOTOPBIX  Pa3peIieHO
IpUMEHEHHEe TMpernapara. OTOT pa3jesl JOJDKeH BKIIOYaTh B ce0s Bce
IPU3HAHHBIE II€JIECOO0PA3HBIMU CBEACHUS O TIOJIb3€ JIEKAPCTBEHHOTO
npenapara;

paznen «CBeleHHUs, 3HaAHUE KOTOPHIX HEOOXOIMMO TEpea HayajaoM
MPUMEHEHUS Mpenaparay.

HeobxomuMo ykazaTh ciydad, NMpU KOTOPBIX MPUMEHEHHUE Ipernapara
HEJOMYCTUMO, BC€ OCOOBIE yKa3aHUs, MeEpbl MPEIOCTOPOKHOCTH,
B3aUMOJICUCTBUSA C JPYrUMU TpenapaTaMd W MOUIIEBBIMU MPOJAYKTaMH,
CBEJICHUS [IJI1 OCOOBIX TpyINN MalUeHTOB (OEpEMEHHBIE WU KOPMSIIUE
MaTepH), a TaKKe BIUSHHUE Mpenapara Ha CIOCOOHOCTh MallMeHTa yIpaBiIsaTh

TPAHCIIOPTHBIMU CPCACTBAMMU;
pas3aci «PexoMeHganmu 1o ITPUMCHCHUTIO).

Heo6xoanmo ykazathk criocod puMeHEHHs TIperapara, BKitoJas MyTh U
METOJT BBEICHHUS, YaCTOTy IPUMEHEHHUS, IPOJOJDKUTEIBHOCTh Kypca
NPUMEHEHHUS, Mepbl, TMPUHUMAEeMble TpPU TPONMYCKE JO3bI U MPH
nepe103upoBKe (MpU HEOOXOAMMOCTH) U PUCK CUHJPOMAa OTMEHBI;

pazaen «Onucanne HeXXeNaTeIbHbIX PEaKIIUy.

H€O6XOI[I/IMO YKa3aTb BCC PCAKIMH, KOTOPBLIC MOI'YT BO3HUKHYTH IIPH
CTanJapTHOM IIPHUMCHCHHMH IIPCIIapaTra, a TaAKXC MCPbI, IIPHHHUMACMBIC
ManrCHTOM IIPHU UX BO3ZHUKHOBCHUMU. HexenarenbHbie pPCaKnnmn HCO6XOI[I/IMO

YKa3bIBaTh 110 CTCIICHU UX CCPBE3HOCTU U AAJICC 110 4aCTOTC BOSHUKHOBCHUS;
pas3aci «I[OHOJ'IHI/ITGJ'IBHBIe CBCIACHUA.

HeoOxonumo yka3biBaTh CBEJIEHUSI O BCIOMOTATENbHBIX BEIIECTBAX,
OMMCAaHUE Tpernapara, 3aperucCTPUPOBAHHBIE Pa3MEpPhbl YMAKOBOK, YCIOBUS

XPpaHCHUA, HAUMCHOBAHUC U aApPCC I[Py " ITPOU3BOJAUTCILA.
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Her HCOGXOI[I/IMOCTI/I CIcIO0BaTh IIOPAAKY IIOAPA3ACIIOB BHYTPHU

nepeyuciaeHubx  pazaenos — JIPY crnemyer HaWTH Jydmui - croco6
npeacTaBieHuss TpeOyemblx cBeneHuil. Ecim monapasnensl, yka3aHHbIE B
pasznene 4 HACTOSIIIUX TpeboBaHuid, HEIPUMEHUMBI
K ONpPEIECICHHOMY JIEKAPCTBEHHOMY IIpenapary, B MPEICTaBIAEMbIA MaKET
BKJIIOUATh TaKOe€ YyKazaHue He TpeOyercs. JlomomHUTENbHbIE CBEIACHUS
npuBeneHsl B 1mrabnone JIB (mpumoxenue Ne 15 k TpeboBaHMsIM K
WHCTPYKIMU 110 MEAUIMHCKOMY TPUMEHEHUIO JIEKAPCTBEHHBIX MTPENAPATOB U
oOl1Ieil XapaKTEpUCTUKE JIEKAPCTBEHHOTO IIpenapara JUisi MEAUIMHCKOIO

MPUMEHEHUA).

5.2. Conepxanne (MHPOPMAIIMOHHOE HATIOJTHCHHE).

Paznen 4 nacrosimux TpeboBaHuil mpeaycMaTpuBaeT HEOOXOJUMOCTD
cocrasienus JIB B coorBerctBuu ¢ OXJIII. Crioco0 u3/I0KEHUS CBEICHUUN
BOXEH Ui OO0ecledyeHuss TMOHUMaHHMS KJIOUeBOM HH(pOpMAIUM  TI0
0e30MacHOMY  TNPUMEHEHUIO  JIEKAPCTBEHHOTO npernapara. ITepen
HanpaBjieHueM JIB Ha 1oap30BaTeNbCKOE TECTHPOBAHHE HEOOXOIUMO
yOeaUThCS, YTO OBbUI YUTE€H CMOCO0 WU3N0KEHUS CBEJACHUNW U MCIOJIb30BaH
MepeI0BOM OMBIT B COOTBETCTBYIOIIEH 00JIaCTH MEAUITMHCKON Hayku. CTHIIb
U3JIOKEHUs HEoOXOAWMO TpOAyMaTh JO Hayajga I0JIb30BaTEIbCKOTO

TCCTUPOBAHUA B LHCIIAX €TI0 YCIICIHIHOTO ITPOBCACHUA.

NudopManiioHHOE HamNoOJHEHHE HE MOXET ObITh UIACHTUYHBIM
cBeneHusM, tnpexactaBieHHsiM B OXJII, u TpeOyer mnepeBoma Ha
OpUIHAIBHBIN SA3BIK TOCYJapCTBa-ujieHa. OJTO OOECHEYUT COOTBETCTBUE
NOJIyYEHHBIX MAaKETOB TpPEOOBAHHUIO SICHOCTM M TMOHATHOCTH, a TaKke
yA0004YUTaeMOCTH Ha O(OUIIMAIBHOM S3bIKE TOCyJapCcTBa-UJICHA.

Homyckaercss mnepeon JIB Ha gapyrue oOmeynorpeOMMble B
rocyJlapCTBax-uj€Hax S3bIKM IPU YCIOBUHM TOTO, YTO IPEIACTABICHHBIC

CBCACHUA HWACHTHUYHBI HaA  BCCX - A3ZBIKAX. B KadC€CTBC JJICMCHTA
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PETUCTPATNOHHOTO JOCHC YTBCPKIACHHIO ITOIJICIKUT .HB, COCTaBJICHHBIN Ha

o(pUIIHAIBHOM SI3BIKE TOCY/IapCTBa-WICHA.

CornacoBaHHIO TTOJICKUT BEPCUS TEKCTA COTJIaCOBaHHAs SKCIIEPTHBIMU
OpraHM3alusIMA ~ BCE€X  TOCYJAapCTB-WICHOB, KOTOPHIE  OCYIIECTBIISIOT
perucTpanuio JeKapCTBEHHOTO Ipernapara, Kak Jijii MapKUpoBKH, Tak u JIB.
DTO TMO3BOJSIET TOCYNapCTBaM-4jl€HAM TMEPEBECTU CBEJCHHUS Ha CBOHU
oburuagbHbie S3bIKA. Ecii HE0OXOIUMOCTh HMCHOJIB30BAaHUS Pa3rOBOPHOTO
CTUJISI PYCCKOTO s3bIKa HE OblJJa Y4YT€Ha [0 3aBEpIUICHHS MPOLEIYPHI
perucTpanuM JIEKapCTBEHHOTo mpemnapata B pamkax Coro3a, MOXKET
OTPEOOBATHCS MEPEBO BEPCUN YKAa3aHHOT'O TEKCTAa MH(POPMAITUHU ISl TAKOTO

MakerTa.

Bonee monpoOHBIE cBeneHUs TMpUBEAEHBI B mpwiokeHnu Ne 17 x
TpeOoBaHUsIM K  HHCTPYKIIMM 1O  MEIUIMHCKOMY  IPUMEHEHUIO
JIEKapCTBEHHBIX IIpernapaToB M OOIIEeH XapaKTEPUCTHKE JIEKAapCTBEHHOTO

npemnapara ajisa MCAUIUHCKOT'O ITPUMCHCHUA.

KnroueBbie MpUHIUIIBL:

HeoOxoaumo ycrpanuth mnportuBopeunss ¢ OXJII u  ycTraHOBUTH
COOTBETCTBUE TpeOOBAHUSAM, NPUBEIACHHBIM B paszfeie 4 HaCTOAIIUX
TpeboBaHnuii, a Takke B puitoxkeHuu Ne 15 k TpeOboBaHUSAM K MHCTPYKITUU 11O
MEJUIIMHCKOMY TPUMEHEHUIO JIEKAPCTBEHHBIX IMpenapaTtoB U  oOIIe
XapaKTEPUCTUKE  JIEKAPCTBEHHOIO  mpermnapara Uil  MEAULMHCKOTO
IIPUMEHECHMUS;

CI0KHOE€ W3JI0KEHUE U MEAULMHCKAs TEPMHUHOJIOTHUS 3aTPYIAHSIOT
MOHMMAaHUE MalreHTaMu HH(OpMaINy;

M3JI0KEeHHE BCce MH(OPMAIINK Ha SI3bIKE, TIOHATHOM HECIIEIIUAIUCTY;

o0ecreyeHne BO3MOXHOCTH HCIOJB30BaHUSI PAa3rOBOPHOIO  CTHJIA

O(I)I/II_II/IaJIBHOTO A3BbIKA TOCYAapCTBA-YJICHA,
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HCIIOJIB30BAHUEC KOPOTKHUX HpGI[J'IO)KGHI/Iﬁ 151 (I/IJ'II/I) MapKUPOBAHHBIX

CITUCKOB;

HEKOTOpble (pa3bl, MPUBEICHHbIE B I1a0JIOHE, MPEIyCMOTPEHHOM
npuioxeHueM Ne 15 k TpeOoBaHUSIM K HUHCTPYKIMHU MO MEAUIIUHCKOMY
NPUMEHEHUIO JIEKAPCTBEHHBIX TIPENapaToB U OOIIed XapaKTepUCTUKE
JIEKApCTBEHHOT0 Mpenapara JJisi MEUIIUHCKOTO MPUMEHEHHS, MOTYT BBOJIUTh
B 3a0JyXKJIeHue, B CBS3M, C 4YEM JIOMyCKaeTcs UCIOIb30BaTh OoJiee
MPUBBIYHBIC JUIsl TOCYIapCTBa-uieHa (OPMYITUPOBKH;

HE JOIYyCKAaeTCsl UCIOJIb30BaTh CHCTEMHO-OPTraHHYIO KIIACCU(HUKAIUIO
HEXKENATENbHbIX PEaKIHil, MOCKOJbKY NallMeHTaM MOXKET ObITh CI0XHO
cienoBaTh ATOM  Jioruke. HexenarenbHble  peakUUM  HEOOXOJIUMO
CTPYIIUPOBATH MO UX CEPHbE3HOCTH, YTO MO3BOJIUT MAIlMEHTaM MOHATh, KOTJ1a
U KaKue Mepbl CIeAyeT MPUHUMATD;

HE00XO0IMMO YOEIUThCS, YTO MAIUEHTHl YETKO MPOUH(POPMUPOBAHBI O
puckax. O0bsicHeHHs (BKJIFOYasi YaCTOTY BO3HUKHOBEHUSI COOTBETCTBYIOIIUX
HEXENATENbHBIX PEaKIWil) TMOJIE3Hbl YUTAOIMIMM U MOTYT  JIy4Ille
XapaKTEepU30BaTh BO3MOKHBIN PUCK.

5.3. Hcnonb3oBaHue m1a0bJIOHOB.

[1Tab10H MO3BOJISET OOECIIEYUTh NPECTaBICHNE TPEOYEMbIX CBEICHUN
B IIpaBWIbHOM mnopsjike (pazaen 4 Hactosiuux TpeOoBaHuil), HO HE MO3BOJISET
C OMOIIIBIO JTW3aliHA U PACIIOIO0KEHUS CJIOB MOIYUYUTh BEICOKOKAYECTBEHHBIN
JOKYMEHT, KOTOpPBIM  CMOTYT TMPOYECTh U  TOHATH  TAIIMEHTHI.
CooTBeTcTBYIOIIIEE YKa3aHUE MPUBOAUTCS B peaMOysie K aHHOTUPOBAHHOMY
mabnony (mpwioxenne Ne 16 k TpeOoBaHuAM K HHCTPYKIUHU TIO
MEJUIIMHCKOMY TPUMEHEHUIO JIEKAPCTBEHHBIX IMpemnapaTtoB U oOIIeu
XapaKkTepUCTUKE  JIEKQPCTBEHHOrO  Mpemapara s MEIUIMHCKOTO

MIPUMEHEHUA).
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PGBYJ'IBT&TBI HCCIEIOBaHUU CBUACTCIILCTBYIOT, YTO INAITUCHTHI MOTYT HC

NOHUMATh (POPMYJIUPOBKH 3arojIOBKOB M T0J3arojIoBKOB Imabnona. [lpu
noArotoBke Makera JIB 1yisi TecTupoBaHUS HEOOXOIUMO YOEIUTHCS B TOM,
yto TekcT JIB mepedpasupoBaH ¢ 1enapl0  OOecleueHHs IepeBoja
TEPMUHOJIOTUN HA TIOHATHBIN JIJIs1 TAITUEHTA S3BIK.

Heo0xonumo 0coOeHHO BHHUMATEIbHO OTHECTUCh K paznaenam JIB, B
KOTOPBIX TIPUBEACHBI TMPOTHUBOIOKA3aHUS, OCOOBIE YKa3aHWs M MEpPBI
IIPEIOCTOPOKHOCTH, a TaK)Ke HexenarenbHble peakuuu. OHU, KaK TIPaBHUIIO,
SIBIISIIOTCST TPOMO3JKMMU M H3JIOKEHBI CIIOKHBIM sI3bIKOM. Heobxoanmo
UCTIONIb30BaTh  TPUBEICHHBIE HUXKE  PEKOMEHJAMM 10  JIH3aiHY,
MO3BOJISIONIAE CHU3UTHh BEPOSTHOCTh BO3HUKHOBEHWs 3aTPYIHECHHH TpU

TCCTUPOBAHUH.

6. /luzaiin u pacronaoxeHrne nHpopmaiuu (BEpCTKa)

JIB ¢ mpoCThIM JAU3aHOM SIBJISIETCS 3aJIOTOM TOT'O, YTO MaKCUMaJIbHOE
YUCJIO TAIUEHTOB CMOJXKET BOCIIOJB30BaThCS HH(pOpPMAaIIUe, He0OX0IUMOM
JJIsL IPUHATHS PeIlIeHUs 0 MPUMEHEHUM Mpernapara Hanoosee 0€30MacHbIM 1
() HEKTUBHBIM CITIOCOOOM.

Opranuzaius OpeAcTaBIIeMbIX JAaHHBIX (MHPOPMAIMOHHBIN JHU3alH)
oOecrieyMBaeT  JIETKOCTh  HCIOJb30BaHWS W TOHUMAaHUS  CJIOXKHOU
uHpopmaIuu. 3To OJMH U3 KIIFOYEBBIX ACTIEKTOB MPH pa3pabOTKe JOKyMEHTA:
PUCK HEBEPHOTO MOHUMAHUS MOKET MPUBECTU K CEPHE3HBIM MOCIEACTBUSIM,
YTO MPOUCXOAUT JIOBOJBHO YacTO B 00JIACTH MPEJ/ICTABICHUS UHPOPMAIIUU O
JIEKapCTBEHHBIX IIpemnapartax. Pa3paboTka wHOpMAIlMOHHOTO Jau3aiiHa —
MPOIECC, MPU KOTOPOM MOXKET IOTPEOOBATHCS PACCMOTPETh HECKOJIBKO

BApUAHTOB JW3aiiHa U UX MoAudUKaIMK 111 KOHKpeTHOoTro JIB.

CHGL[I/IaHI/I3I/IpOBaHHBI€ OopraHv3ann B HOCJIAX ITOBBIIMICHUA KadcCTBa

cocraBiaenus JIB u YBCIUYCHUA BCPOATHOCTH YCICITHOI'O IIPOXOKACHUSA
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IMOJIB30BATCIILCKOI'O TCCTUPOBAHUA IIpCIararor YyCIyru 110 dHAJIMU3Y U

COBEPIIICHCTBOBAHUIO JHM3aiiHA M pacrnojoxkeHus uHpopmanuu B JIB.
JlomyckaeTrcs Mojib30BaThCsl yCIyraMy TaKUX OpTaHU3alldi IPpU COCTABICHUU
JIB.

6.1. UadbopmaimoHHbIN 1HU3aiiH.

Bne 3aBHUCHMOCTH OT 00bEMa OIbITa B COCTABJICHUH U IMTPOSKTUPOBAHUU
JIB OCBEJIOMJICHHOCTD 3asiBUTENICH 0 HAWTy4IIEn IIPAKTUKE
WH(POPMAITMOHHOTO  Ju3ailHa TMPUBECTBYETCA. B  IIUPOKOM  CMBICIE
HH(pOPMAITUOHHBIN TU3aiH (Oymyumn OTIEIbHBIM HaIpaBJICHUEM
JEATEIbHOCTH ) BKIIFOYAET B ce0sl Cieayoniee:

6.1.1. UudopmanmonHast apxuTeKkTypa.

Cnoco6 pacronokeHuss HHPOpMALMM B JOKYMEHTE — Ba)KHas
cocTaBysitonias  MHGOPMAIMOHHOTO  Ju3aiiHa, TMoJApa3yMeBaromias, B
YaCTHOCTH, WCIIOJIb30BaHHUE JJIEMEHTOB, MMOMOTAIONIUX OPUEHTHUPOBATHCSA B
TEeKCTe. YdeT AJToro ¢akropa CHocoOCTBYET YHOPSIOYMBAHUIO U
CTPYKTYPHUPOBAHUIO JOKyMeHTa. B cBs3u ¢ Tem, 4To MHpOpMAms pPeaKo
OpPOYUTHIBAETCA OT Hayaja W JO0 KOHLA TMalMeHTOM WIH JIUIIOM,
OCYUIECTBISIIOIIUM 32 HHUM YyXOJ, CINOCO0 opraHuzanuu uHbOpMaIuu
SBISICTCST ~ B&XHBIM  aCIIEKTOM,  OOECIIEYMBAIOIIUM  CIIOCOOHOCTH
OpHUEHTHPOBATHCS B TEKCTE, a, 3HAYMT, JIETKO MOJIH30BAThCS MPEACTABICHHOMN
uH(popmaIuen.

6.1.2. Tunorpaduxka.

[log  Ttunorpaduxoit  moHumaercs  mpupToBoe  OPOpMIICHUE
npeacraBimsieMoil uHpopManuu. BeiOOp TapHUTYpPHI M TPOUYHUX DBJIEMEHTOB
rpagu4IecKoro HUCIOJHEHHS HampuMmep, IBET TEKCTa, HEOoOXOAMMO
OCYIIECTBIISATh, OPUEHTUPYSACH Ha LieTeByt0 ayauTtoputo. [lpu Hamiexamniem
UCIOJIb30BAHUM HATH AaCHEeKThl OPraHu3ylOT M JIOBOJAT HHGPOPMAIIUIO

CHOCO6OM, YOOBJICTBOPAOIIUM l'IOTp€6HOCTI/I yuTaroniero. Eciu mapamMCTpPhbI
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TI/IHOFpa(I)I/IKI/I 3aTPYAHAOT IIPOYTCHUEC, BHC 3aBHCHUMOCTH OT KadCCTBa

U3JI0)KEHUsT Tekcra B JIB ManoBepOsTHO, YTO NALMEHTHI 3aXOTIAT €ro
IIPOYUTATD.

HNuTepBanbl MEXIy YacTAMHM TEKCTa IO3BOJIIIOT CO34AaTh OLIYIICHUE
OTKPBITOCTH TpejacTaBisieMor wuHbopManuu. lcnonb3oBaHUE KOJOHOK
TEKCTa, XOPOIIO 3HAKOMBIX MHOTMM M3 Ta3€THBIX MAaTEPUAJIOB, MO3BOJIAET
YUTalOUEeMy JIETKO ycBauBaTh uHopmaruio. JmMHa CTpokuM U
MEXKIYCTPOUHBIM WHTEpBAJl — BaXHbIC AacCIEKThl JH3aliHA, KOTOpHIE

HEO0OXO0JIMMO YYUTHIBATH TPU BEIOOPE MOJIXOASIIEN BEPCTKHU.

B npunoxenuun Ne 17 k TpeGoBaHUSIM K HHCTPYKIUU IO METUIIUHCKOMY
NPUMEHEHUIO JIEKAPCTBEHHBIX TIpPENapaToB W OOIIed XapaKTepUCTUKE
JIEKapCTBEHHOTO  Mpermapara g  MEAUUAHCKOrO  NPUMEHEHHS K
yA000YUTAEMOCTH COJIEPKATCA MOJPOOHBIE PEKOMEHAAIMU OTHOCUTEIHHO
MUHHUMAJIBHO JOMYCTUMOTO KerJist mpudra.

6.1.3. IloHsTHOE H3JIOKEHHE.

[TonsiTHOE W3JI0KEHUE SIBJIIETCA, MPEyCMOTPEHHBIM
3aKOHOJIaTEIbCTBOM TOCYAapCTBa-4wieHa TPeOOBAHUEM, MPEAbIBISIEMBIM K
JIB. Paznenom 4 nacrosmux TpeOoBaHUM MPETyCMOTPEHBI MOHITHOCTH U
yaobountaemoctb uHpopmanuu. Eciau JIB BbIMISIAUT NpUBJIEKAaTEIbHO, HO
KA4eCTBO €ro M3JIONKEHUSI HU3KOE WA MIMPOKO UCIIOIB3YIOTCS TEXHUYECKHE
TEPMHUHBI, TO BO3MOXKHOCTh JIOHECEHUS HMH(POPMAIMU JI0 MAlMEHTa BHOBb
OyJleT moTepsHa.

6.2. lleneBast ayauTopus u CBEACHUS, HEOOXOAMMBIE JIJIsT HAJJISKAIIIETO
yAOBIIETBOPEHUS TMOTPEOHOCTEW JaHHOW ayauTopuu B HHGOpPMAIUU O
JIEKApCTBEHHOM Mpenapare.

Ilepen HanmucaHnueM TekcTa M pasMmelnieHueMm ero B JIB HeoOxoaumo
OmpeleNIuTh  00JacTh NPUMEHEHHWsS  mpernapara, ILEJIEeBble  TPYIIbI

U 4YacTHbIE BOMNPOCHL, TpeOyromue pemnieHus. BopieueHne B mpolecce
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MNOTCHHHUAJIBHBIX ITAMUCHTOB HA PAHHCM J3TallC COCTABJICHUA JIB momoraert

00ecreYnTh YCIENTHOCTh MOCIIEYIONIET0 TeCTUPOBAHUs 1 TpuMeHeHus JIB.

B sTOM KOHTEKCTE HEOOXOIUMO yYeCTh MOTPEOHOCTH JIUI IMOXKUIIOTO
BO3pacTa, JIMI, MJIS KOTOPHIX OQUIMAIBHBIN S3bIK TOCYJIapCTBa-4JIeHA
HE SIBJISIETCA POJHBIM, JIMI[ C 3aTPYJHEHUSIMH B OOYUYECHHH, a TaK¥Ke JIUII
c 3a0ojeBaHUSIMU (HAIIPUMEP, CaXapHBIM JMAOET), CIIOCOOHBIMH MPHUBECTHU
K HapylieHuo 3peHus. OCHOBHBIE TPYIbI NAlIUEHTOB, HA KOTOPHIE CIEAYET
o0paTUTh BHUMaHUE, TIEPEUNCIICHBI HIKE.

6.2.1. Jletn u Moo IbIe MOU (MOJIOIBIC B3POCIBIE).

Ecnu nekapcTBEHHBIN Tpenapar NpelHa3HAueH NalueHTaM W3 3TOu
KaTeropuu, HEOOXOJMMO OIpEeNeNuTh, KakuM o0pa3zoM JIB ynoBieTrBopsieT
uX uH(pOpMaIMOHHBIE TOTPEOHOCTH.

B psae ciaydaeB cieayeT peKOMEHAOBATh UUTAIOMIEMY OOpaTHUTHCS K
JPYTUM HMCTOYHMKAM HWH(OpMAINHU, CHEUHAIBHO COCTABJIECHHBIM [IJIsi €ro
BO3PAaCTHOW T'PYIIIbI, WA NMPEAYCMOTPETh OTPBIBHOU KOpewokK JIB, KoTopbin
COJICPKUT  KIIFOYEBBIE  CBEJEHHUS 1O  0O€30MacHOMY  MNPUMEHEHUIO
JIEKapCTBEHHOr0 TMpenapara, MpeACcTaBIeHHbIE TaKuM 00pa3oM, YTOOBI
o0ecTeYnTh JETKUM TOCTYI K HH()OPMAIIIH.

6.2.2. I'ocriurabHBIC MpenapaThl.

Ecnu nexapcTBeHHBI mpemapar BBOJUTCS WM IPUMEHSIETCS
B OOJILHUYHOM YUPEXKJICHUHU, B pazjiesie M0 MPUMEHEHUIO JEKAPCTBEHHOTO
mpernapara  HeOoOXOJMMO ONpPEACIUTh CHoco0 paslelieHHs CBEICHUM,
npeaHa3HAYEHHBIX 11 MEIUIIMHCKOTO TEepCOHAla W TallUeHTa, YTOOBI
obecreunTh HHGOPMUPOBAHKUE ITUX JIUIl HEOOXOIMMOM UM HH(pOpMaIIHEH.

JInsi MEIUIIMHCKOTO TepCOHaja CBEACHUS, KOTOpPbIE OHU JIOJKHBI
YUUTHIBATh TPU BBEJECHUM TIpenapara, HEOOXOAUMO IMPEJACTaBUTh Ha

OTAEIIbHOM OTpbIBHOW yacTu JIB.
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[TarmenTy HEOOXOIMMO MPENOCTaBUTh JOCTYN K HHGOpPMAIIHH,

copepxameiics B JIB u HeoOxomumou s 0€30macHOrO MPUMEHEHUS
JIEKapCTBEHHOI'0 Mpemnapara ¢ BO3MOXXHOCTBIO €€ COXpPaHEHHUsS y JaHHOTO
MTaIMeHTA.

6.2.3. OdTambMOIOTHYSCKUE TIPETIapaTHhI.

Ecnu nexapcTBeHHBIN TpemapaT sBAsSETCS O(TaIbMOJOTHYECKUM,
HEO0OXO0JIMMO YAOCTOBEPHUTHCS, YTO KErJib MIpUdTa TEKCTa JOCTATOUYHO BEIHK
M TO3BOJISIET MAllMEHTaM C HapyUIEHUEM OCTPOThI 3PEHUSI C JIETKOCTHIO
O3HAKOMMTBCSI C HUM. DTO MPEANOJNAracT BO3MOXKHOE HCIMOJib30BaHue JIB
OoJibIiero o0beMa WM albTEPHATUBHBIX AW3AaWHOB (Hampumep, aabO0OMHas
OpUEHTAIIUSI CTPAHUIIBI) C IIEJIbI0 MAKCUMU3AIUU JIOCTYITHOMN TLIOIIAaIH.

6.3. KirroueBble 1151 maliieHTa CBEICHUS.

Ilepen HamucaHueM TEKCTa M PAa3MENICHHUEM €ro Ha CTPAHUIIE
HEOOXOMMO ONpEAeInuTh, KaKhe CBEICHHUS SBISIOTCA  KIHOYEBBIMU
1711 0€30MacHOTrO MPUMEHEHHUS KaXKJIOro JEKapCTBEHHOIrO Iperapara. 2DTo
MO3BOJISIET  ONpeneNuTh  WHGOpPMALMIO,  TPEOYIOUIYI0  OTpa)KEHUs
B 3arjlaBusX, a TakKXKe OTJEIbHbIE CBEICHHS, TPEOYIOIHUE BbBIICICHUS
B MHTEpPECAX YUTAIOIIETO.

OnpenenuB KIIOYEBBIC CBEJACHHUS Il 0€30MacCHOTO IMPUMEHEHUS
JUIST  KaXJIOro JIGKApCTBEHHOIO Ipemnapara, MOXHO MPUCTYNUTh K
COCTaBJICHHUIO OMPOCHHUKA JIJI MOJIb30BaTEIHLCKOTO TECTUPOBAHUS (€CIIM OHO
PEAYCMOTPEHO 3asIBUTEIIEM).

6.4. ConeiicTBrE MallM€HTaM B HABUTAIIUH 110 JOKYMEHTY.

Pacnonoxenne wuHOpMAIMU B JIOKYMEHTE SBJSETCS BaXXHBIM
acriekToM. Ilopsiok mpeacTaBieHUs CBEASHUM TMpHUBEIEH B pasjaene 4
HacTosamux TpeboBanui, a mabaoHk! (punoxenue Ne 15 k TpeOoBanusim k
MHCTPYKIIWH 110 MEJUIIMHCKOMY IMPUMEHEHHUIO JIEKAPCTBEHHBIX MPENAPATOB U

061_]16171 XApPaAKTCPUCTUKEC JICKAPCTBCHHOI'O IIpCIlapaTa IJII MCIUIMUHCKOI'O
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IPUMEHEHHUS) TO3BOJISIFOT 00ECIEUNTh JOHKHOE PaCIioIokKeHUE HH(popMaIu

B JIB. Ilpu ucnonb3oBanuu madioHa B LESIX MPABUIHLHOTO PACHOIOKEHUS
uHopMalud HEOOXOAMMO YOEIUThCA, YTO OHA IMEepeBeleHa Ha A3bIK,
MOHATHBIN 1IEJIEBOM ayAUTOPUH.

3ateM  HEOOXOAMMO  MPOAYMaTh  PACIOJOXKEHUE  3aroJIOBKOB
U T[OJ3arOJIOBKOB HAa CTpaHUIle, YTOObl 00ECHeYUTh BO3MOXKHOCTH
OpUEHTallMM 4YHTaroulero B uMH(opmauuu. 3arosioBku B JIB — kimroueBoit
WHCTPYMEHT, TO3BOJISIIOIIMNA YBUJETh CTPYKTYPY H3JIaraeMbIX CBEICHHM.
Kpome Toro, 3aroJioBKU BBIMOJIHSIIOT JIBE (PYHKITUU:

0003HAYaIOT HA4YaJIo pa3jesia v MO3BOJISAIOT MAlMEHTy HAWTH UCKOMBbIE
CBEJICHUS;

OTpa)kaeT XapakTep MPUBOIUMOHN B pazjesie MHPOpMAIMH, MO3BOJISA
YUTAIOIIEMY MOHSTH €€.

3arooBKU JIOJDKHBI  BU3YaldbHO BBIACISTHCA, UYTOOBI YWUTAIOIIUN
MOI C JIETKOCTHIO OTJIMYHUTH 3arojlOBOK OT OCTaJbHOTO  TEKCTa.
D10 o0nerdaer MNOUCK MO TEKCTYy Ha MPEaMET OINPEIeICHHOr0 poja
uHpopmaruu.

Boinenenue 1octuraeTcss HECKOJIbKUMU CITOCO0aMHu, HalpuMep:

0OpallleHHBIN TEKCT — Oesbie OYKBBI HA TEMHOM (DOHE;

YBEJIIMYEHHBIM TOJY>)KUPHBI TEKCT 3arojioBKa II0 CPaBHEHUIO C
uH(popmaIuen, caeayromen 3a HuM;

YBEJIMYECHHBIN TEKCT 3aroJIOBKa C BBIPAKEHHBIM KOHTPACTHBIM I[BETOM
0 OTHOIIEHUIO K MHPOPMAIINH, CIIETYIONIEH 32 HUM.

3aro0BKYU JIOJIKHBI MPABUIBLHO OTPAXKATh COJAEPKUMOE pa3/IeIoB U MO
o011ieMy npaBuily ObITh KOpoue HHPOpMAIUU, KOTOpas CIEYET 32 HUMHU.

HexoTopsie paznenst JIB sSBISIIOTCS JOBOJIBHO JIJTMHHBIMU, TOATOMY B
TaKUX CIydasX I[enecooOpa3Ho HCIMOIb30BaTh IO0J3ar0J0BKH, KOTOpPBIE

00JIer4aroT MoucK B OOJIHIIIOM MacCHuBe MHGOPMAIMK. ITO OCOOEHHO BaXKHO
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st pazaena 2 JIB, uyto TpeOyeT OCMOTPUTEIBHOTO MCIOJIb30BAHUSA

3aroJOBKOB M TMOJ3arojOBKOB C HAJICKAIIEW HEpapXuel ¢ LENbIO
pasrpaHuYeHus CBEACHUM, KOTOphlE HEOOXOAMMO TIPEICTaBUTh B 3ITOM
paszeie.

6.5. Masie paxTopsl, moaexarniie yueTy npu paspadotke JIB.

K napyrum acnmekram, KOTOpblE I1E€I€COO0pa3HO yYECTh IMpHU
COBEPILIEHCTBOBAHUMU JIM3aiiHA U BEPCTKHU, OTHOCATCA Takue (aKTOphl, Kak
IBET, CHUMBOJIBI M MUKTOTpaMMBbI, OOJieryaroue IMOHUMAaHUE W TIOMCK
KJIFOYEBOM MH(POpMAIUH.

KitoueBble acmekThl, Kacaroluecsi au3ailHa W BEpPCTKU, KOTOpbHIE
PEKOMEH/TYETCSl YUYUTHIBATh B JOTOJIHEHUE K YKa3aHHBIM aCIIeKTaM:

HEoOX0oAMMO  yOeIUThCs B MPEEMCTBEHHOCTH  PaCIOJIOKEHUS
3aroJIOBKOB, a TaKXKe BBIICTUTh WX, YBEIUYUB MIPUPT WIA BBIACIUB TEKCT
MOJTY>KUPHBIM;

pallUOHAJIBHOE  WCIMOJIb30BAaHWE IIBETOB  MO3BOJISIET  OOECHEUYUTH
XOpPOIIWA KOHTPACT, MPU ATOM 3JI0yNOTPEOJICHHE I[BETAMH MOXKET CTaTh
CaMOCTOSITeITbHOU MPOOIEMON;

NaIlMEHTHI UCTIOJIb3YIOT MPEeIMETHBIN yKa3aTesb. OH 0COOEHHO MOJIe3eH
B OykieTHOM (opMare, KOTOPBIM BBI3BIBACT OOJBIIME 3aTPYJHEHUS C
HABUTAIUCH;

HE00X0IMMO YOEIUThCSI B MAKCUMAJIbHO BO3MOXKHOM pa3Mepe TeKCTa U
HaJJIEKAIEM HUCIOJIb30BAHUN MHTEPBAJIOB MEXKIY YaCTIMU TEKCTa. [ [1OTHBIMI
TEKCT CIOCOOCTBYET CHHXEHHUIO KOHIEHTpAallMd BHHUMAaHUS TallMeHTa U
3aTPyJIHSIET TOUCK HEOOXOMMON HH(OPMAIIUH;

JUIMHHBIE TEPEUYHHU HEXETATEIbHbIX PEAKIMUA BBITJISIST yCTpallarolie,
1enecoo0pa3Ho MCIOJb30BaHUE HEHYMEPOBAaHHBIX cHuckoB. Heobxomnmo

CTPYHIIUPOBATDb HCEXKCIIAaTCIIBHBIC PCaKINU I10 150, CCPBLC3HOCTHU



23
U yOeauThCs B NOHMMAaHMM IallUEHTaMU OOCTOSTENBCTB, TPEOYIOLIUX

MPUHATHUS HEOTIOKHBIX MEP;

HE0OX0ANMMO YOEIUThCS, UYTO CONMPSKEHHBIE CBEIIEHUSI PACIOJIOKEHBI
PAIOM M HE PA3HECEHBI 10 PA3JIMYHBIM KOJIOHKAaM Wi cTopoHam JIB.

Kpome ToOro, cocraBieH CBOJ KpPHUTEPUEB Kadye€CTBA, KOTOPBIC
UCIIONB3YIOTCA i1 OamibHOM oneHku JIB. Kputepuu kauecTBa npuBoAsSTCA B
npwioxkeHun Ne 18 k TpebGoBaHuAM K HMHCTPYKIHMH [0 MEAUIIMHCKOMY
NPUMEHEHHUIO JIEKAPCTBEHHBIX TMpernapaToB M oOOIIeld XapaKTepUCTUKE
JIEKapCTBEHHOTO Tpernapara Jjisi MEAUIIMHCKOTO PUMEHEHUS.

HUx wcnonp3oBanue B oTHomeHMH JIB, BKIOYaeMoro B J10ChE,
MO3BOJISIET OBICTPO MOJIYYUTh KOJHUUYECTBEHHYIO XapaKTEPUCTUKY KauecTBa
JIB u BBISIBUTH HEOOXOAMMOCTH BHECEHHS JIOMOJHHUTENIbHBIX HM3MEHEHUM,

CITOCOOHBIX YBCINYUTD OaJIbHBIN CUET.

7. ITomb30BaTEIHCKOE TECTUPOBAHUE

7.1. IIpaBoBasi oCHOBA.

B cooTtBetrcTBHU ¢ pazaenom 4 Hactosmux TpedoBaHUM:

«B yensax obecneuenus yoobouumaemocmu, NOHAMHOCMU U JIe2KOCU
socnpusimusi JIB mooicem ompadxcams pe3yrbmamvl KOHCYIbMAYUU C
yenesolMu 2pynnamu nayueHmoas...». Pe3ylbTaTbl OLICHKH, MPOBEICHHOW B
BUJE KOHCYJIbTAllUM C IIEJEBBIMU TPYyIINaMH MAIMEHTOB, B 3TOM CIly4ae
CJIEAYET MPEICTABUTh B YIIOJITHOMOYEHHBIN OpPTaH.

[Tonp30BaTEILCKOE TECTUPOBAHUE WM JIpyTrHe (POpMbI KOHCYJIbTAIIUU
C TalMeHTaMU OO0ECIeUYMBAOT y4YeT MHEHHS IallMEHTOB O COJEpKaHUH,
U3 HE ¥ BEPCTKE, YTO MO3BOJISET IMOJIYUYUTh UTOTOBBIN JIB, mogaBaeMbIil Kak
YacTh PETUCTPAIMOHHOTO JIOChE, TO3BOJISIOUINNA OOJIBIIIMHCTBY OTpeOUTENEH
JIEKapCTBEHHOIO TIperapara NIpuHUMAaTh 0€30I1acHbIC U ITPaBUIbLHbBIC PEIICHUS

0 €TI0 IPpUMCHCHUH.
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7.2. OnpeneneHue Nojb30BaTeIbCKOT0 TECTUPOBAHUS

B npunoxenuun Ne 17 k TpeGoBaHUSIM K MHCTPYKIUU TIO METUIIUHCKOMY
NPUMEHEHUIO JIEKAPCTBEHHBIX TMpernapaToB M OOIIeld XapaKTepUCTUKE
JIEKapCTBEHHOTO TMpenapara sk MEIUIHUHCKOTO MPUMEHEHUS MPUBOIAUTCS
BAPUAHT METO/1a MOJIb30BATEIbCKOT0 TECTUPOBaHus JIB, oqHaKO 1OomycKaeTcs
BO3MOXHOCTh MCIIOJIb30BaHUS JAPYTUX METOJOB, €CJIM OHU CIOCOOHBI
HNOATBEPAUTH CIOCOOHOCTH MAIIMEHTOB UCIIOIb30BATh JOKYMEHT ISl TIOMCKA U
NOHUMAHHUA KIIOYEBBIX CBEACHHUM, HEOOXOAUMBIX g ©0e301acHOro
MIPUMEHEHUSI KOHKPETHOIO JIEKAPCTBEHHOIO IIpErapara.

OnucaHHBI METOJ TPEACTABISACT COOONM JMArHOCTHYECKHUM TecCT,
JIEMOHCTPUPYIOIIIHIA, B IEPBYIO OUepelib, Kak padoraet JIB Ha mpakTuke, a He
MOATBEPKIAIOIMINN KAYECTBO CMBICIOBOTO HAITOJIHEHUSI TEKCTa (KOHTPOJIb
MOCJIETHETO MOXKET MPOBOAMUTHCS, HarpuMmep, ¢ nomoinpio Tecta SMOGG).
DTOT MHCTPYMEHT pPa3pabOTKU TMO3BOJISIET OMPEACIUTh MPENSITCTBUS,
CHIIKAIOIIUE CIOCOOHOCTh TOHMMAaHUS U  KCIOJIb30BAHUS  JIFOJAbBMHU
Mpe/IcTaBIeHHON WH(OpMalMK, a TaKXXe BBISIBUTH MPOOJIEMHBIE 00JIACTH,
TpeOyIolIKe JOMOJHUTEIFHOIO BHUMAHUS. DTOT METOJ Kak 3Tall Mpolecca
pazpabotku JIB mpencraBisier coboit ocobeHHYI0 IeHHOCTh. Ecimn B xoje
TECTUPOBAHUS 00OHAPYKUBAIOTCS MPEMATCTBUS JIJIs HOHUMAaHUsI MH(popMaIuu,
noTpedyeTcss BHOCUTH TIIATEIBHO MPOAYMAHHbIE H3MEHEHUS B IEJSIX
coBepiieHcTBoBanus JIB.

JlomyckaeTrcsi MCHOJB30BaTh HWHBIE METOAbBI  IOJB30BATEIBCKOTO
TECTUPOBAHUA, KOTOPBIE TaKke OYyIyT pPacCMOTPEHBI YMOJIHOMOYEHHBIMU
OpraHaMH TOCYJApCTB-WJICHOB. BaXHO NpPOBOAWTH WHAUBHUAYAIbHBIE
MHTEPBBIO B paMKax IMOJIb30BATEIBCKOTO TECTUPOBAHUS C LIEIBIO IOHUMAaHMUS,

KakuM 00pa3oM MalMeHTbl OPUEHTUPYIOTCS B IPEACTABICHHON MH(OpMALINH.

VYIONHOMOYEHHBIE  OpraHbl  TOCYJapCTB-WIEHOB HE  TpeOyroT

HCITOJIb30BAHUS KaKOI'0-JIH0O0 OoHPCACIICHHOI'O MCTOAAa TCCTUPOBAHUA, a
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OOCHHUBAIOT JAHHBIC, CBUACTCIIbLCTBYIOIHUC O TOM, YTO JIXOAHU, KOTOPHIC 6y,I[YT

nosib3oBaTbea JIB, cnocoOHbl HaliTH HeoOXOoauMyl HHQOpMALMIO U

JOJIPKHBIM 06pa30M BOCITIOJIB30BATHCA CIO.

JIPY pexomeHyeTcs yOeIuThCs B TOM, YTO:

nepen TECTUPOBAaHUEM OJHO3HAYHO OIpejelieHa HauboJiee Ba)xKHas
uHpopmanus, HanpuMep, MNpeJIHa3HAUYCHUE JIEKapCTBEHHOrO Mpenapara,
PEXKUM €ro J03UPOBAHMS, a TAKXKE 3HAUMMBIEC HEXKEJATeJbHbIE PEaKIUu U
ocoOble ykazaHus. Jrta uHbopmainus OyIeT 3aBUCEThb OT JEUCTBYIOIIETO
BEILIECTBA pPAacCMaTPUBAEMOTO JIEKAPCTBEHHOrO Ipemnapara. Bormpocsl,
3a/1aBa€Mbl€ y4YaCTHUKAaM, JOJDKHBI OXBAThIBATh KIIFOUEBHIE CBEJCHHS,
HeoOXoauMMble i Oe3omacHOro mnpuMeHeHus. KirroueBble CBeaeHMS s
0€301acHOro NMPUMEHEHUS OYIyT cojJiepxkaThes B pazaenax 1 —4 JIB, ogHako
pacmpezelieHue WIM LIMPOTa BOMPOCOB OyIyT OTIWYATHCA OT OJHOIO
npemnapara Kk apyromy. HecMoTps Ha TO 4TO HEKOTOpPBIE MpENapaTbl MOTYT
TpebOBaTh COCTABIIEHUS BOIIPOCOB HA OCHOBAHUU pa3zenoB 5 win 6 JIB, Takue
cily4yad, Kak mpaBuiio, peaku. Cienyer yoOeAuThCs BO BKIIOUEHUH B OIPOCHUK
BCEX KIJIFOYEBBIX CBEJICHUI 1O O€30MaCHOMY MPUMEHEHUIO, HEOOXOIUMBIX JIJISI
MIOJTYYEHHS TIOJIOKUTEIIBHBIX PE3YJIbTATOB;

CyOBEKThl M3 HCCIEIYEMBIX BBIOOPOK HaubOojee BEpPOSITHO MOTYT
BOcmoab3oBaTtbesi  JIB  paccmarpuBaeMoro — mpemapara  (BKJIrO4as
yXaXUBawoIuMx Jull). TecTupoBaTh BCE MOMYJISIUM MAIUEHTOB IMPU BCEX
BO3MOXHBIX OOCTOSITENILCTBAX HE TPeOyeTcs, JTOCTAaTOYHO BKIIOYWTH JIHII,
CIIOCOOHBIX MPEJCTaBUTh, YTO Y HUX UMEET MECTO COCTOSIHUE, IPU KOTOPOM
npuMeHsieTca mnpernapat. Bo u3z0exaHue HEJONMOHUMAaHUS HE JOMYyCKaeTcs
BKJIIOYATh CBEACHUS, MpEeJHA3HAYCHHBIC JIsI MEIUIMHCKUX pPaOOTHUKOB MU
JIpyrux Jdil, paboTalommx ¢ JIEKApCTBEHHBIMU mpenapatamu. Jluiia,

3HAKOMBIC C JICKAPCTBCHHBLIM IIPCIIapaTaM, KaK IIPpaBHUJIO, HCIIPUI'OAHBLI IJIA
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NpOBCACHNUA TCCTHUPOBAHUA, OJHAKO OHHU MOI'YT CIYXHUTb HCTOYHUKOM

LEHHBIX PEKOMEHAAIMI HA 3TANe NOATOTOBKU JU3alHa;

NpUBEJEHBl yOeauTeIbHbIE JI0KAa3aTeNbCTBA, UYTO MPOTECTUPOBAHHBIC
YYaCTHUKM CMOIJIM HAWTHU © JIOJDKHBIM  00pa3oM  BOCIOJIb30BaThCS
uHpopmanuer. Bompockl, BKIIOYEHHbIE B MOPOTOKOJ, IOJBEPTHYTCS
DKCIIEPTU3€ OTHOCUTEIIBHO TOr0, HACKOJIBKO XOpPOIIO OHH OTPAXaroT
BBISIBJICHHBIE KJIIOUEBbIE CBEACHUS IO 0€30MacHOCTH. BOmpock! T0KHbBI OBITH
OTKPBITBIMHU, JOJDKHBI ~ [O3BOJIATH YYaCTHUKY TPEACTaBUTh ce0d B
ONPEACICHHON CUTyalMM W HE JOJDKHBI TMOJCKAa3blBaThb €My OTBET,
cogepxkamuiics B JIB. Kaxnapii Bompoc J0MKEH OBITh COCTaBJICH
HaJIexkanuM obpaszom. HakoryieHue JaHHBIX, PABHO KaK M HECTIOCOOHOCTH
HAXOXJICHUS WM MOHUMAHUS yYaCTHHUKAMHU OJHOTO WJM 0oJiee 3HAYMMBIX
BOIIPOCOB, HEJOIMYCTHUMBI. OKCIEPTHl MPOBEPAT 3aJaHHBIE YYACTHHKAM
3HAYMMbIE BONPOCHI M COOTBETCTBHE Ka)XJOrO BOMPOCAa KPUTEPUSIM
YCHEUIHOCTH, BHIPAa0OOTAHHBIM JI0 Hauajaa TECTUPOBAHUSI.

7.2.1. UaTeprnipeTaiius KpUTepreB ycrexa.

Kputepun ycnexa npeamnosararor, 4to 90 MPOUEHTOB I'pPaMOTHBIX
B3POCJIIBIX JIUI JOJKHBI OBITh CIOCOOHBI HAlTH cBeieHHs U 90 POLIEHTOB U3
HUX JIOJKHBI OBITh CIIOCOOHBI MOHATH MH(popMaluio. B pamkax aByx rpymi,
KaXJas U3 KOTOPBIX COCTOMT U3 10 yd4acTHUKOB, HEOOXOAUMO, UYTOOBI
unopmanusa B JIB Obina Haiinena u nonsita 16 u3 20 yuyactHukoB. Eciu
pe3yibTaThl HE JOTATUBAIOT JI0 3TOM TpaHUIbl, HEOOXOAMMO MEPECMOTPETh
JIB u mpoBecTH [OMOJIHUTEIBHOE TECTUPOBAHUE. EcCiIM HCIONB3yrOTCS
albTEPHATUBHBIE METOJIbI TECTHUPOBAHUSA, KPUTEPUU YycleXa MOTYT ObITh
MHBIMU. TeM HEe MEHee HE3aBHUCUMO OT KPUTEPHUEB YCIIEXa KaXIbld BOIPOC
JOJKEH CAMOCTOATENBHO YAOBIECTBOPATh TAKUM KPUTEPHUSIM.

7.2.2. IloagroroBka oT4eTa, BKIOYAEMOTO B JIOCHE.
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HpI/I COCTAaBJICHHUMU OTYCTA, BKIHOYACMOI'O B JOCBC, I10AaBacMOIo

YIOJTHOMOYEHHBIM OpraHaM TOCYJapCTB-4JIEHOB, HEOOXOIUMO Yy4YeCTh
OnmyOJINKOBaHHBIE pekoMeHaanuu. Kpome Toro, B OT4eT IiesnecooOpa3Ho
BKJTFOYHUTH CJICTYIONINAE PA3/ICIIbI;

7.2.2.1. KnroueBble cBeAeHUS I 0€30TIaCHOTO MPUMEHCHHS.

Takue cBegeHUsT HEOOXOIWMO OMPENCTUTH 3apaHee WHIUBUIYATHHO
VI KaXaoro mnpenapara. HeoOxomumo omucarh, Ha OCHOBAaHUU YEro
MIOJTyYEHBI BOIIPOCHI, OPUEHTHPYSICh Ha KIIFOUEBBIE CBEACHHUS 110 O€30ITaCHOMY
IPUMEHEHUIO.

7.2.2.2. Be100p yY4aCTHUKOB M UX JIEMOTpapUIECKre XapaKTePUCTUKH.

Heo6xoauMo ommcaTh, HACKOIBKO TECTHpyEMasi MOIMYJISAIUS OTpakaeT
HanboJIee BEPOSATHYIO MOMYJISAIUIO MAllMEHTOB PacCMaTPUBAEMOTO TIpernapara
KaK I10 TI0JTy, TaK U 10 BO3PACTHOMY JHATIa30HY.

B nensx uckirodeHHs cucTeMaTudeckux omuoOok (bias) HeoOXoaumo
OTHCaTh KPUTEPUHN HEBKIIIOUCHHS M YPOBEHb 00pa30BaHUs YIaCTHUKOB.

7.2.2.3. Ananu3 1o Kaxja0¥ mpoTECTUPOBAHHOW TpyTITIE.

['padmueckoe mpeAcTaBieHHE SBISETCS HAAJISKAIMAM CIOCOOOM
JIOHEeCeHUs WHPOpMANUK, OJHAKO TpaduKh JOJDKHBI OBITH  YETKO
TPOMapPKUPOBAHBI U JIETKO MOJaBaThCS HHTEPIIPETAIINH.

Kasxip1it BOpOC TOJKEH BBIJIEPIKAaTh COOTBETCTBUE KPUTEPHUSM yCIIeXa.

Heob6xoaumMo naeHTHGUIIIPOBATH BOIIPOCHI, C KOTOPBIMU y YIYaCTHUKOB
BO3HUKIIM 3aTPYJAHCHHS. DTH 3aTPYJHEHUS MOTYT BO3HHMKAThH MPHU MOWCKE U
(W) MOHUMaHUK UHGOPMAIIUH.

[Ipu ucnonp30BaHUM TaKUX CYOBEKTHBHBIX KPUTEPHUEB, KaK (JIETKO,
«C 3aTpygHEHUSAMH» W T. M., HEOOXOIUMO OMNHUCaTh, KaKUM O00pa3om
YYaCTHUKHY HaXoauiu nHpopmaiuio. Heo0XoauMo yIuThIBaTh, 9TO SKCIEPTHI
YIOJTHOMOYEHHOTO OpraHa ToCyJapCTBa-4ieHa HETaTUBHO OTHOCATCS K

BBIPAXKCHUAM «C 3aTPYAHCHHUAMU)» HIN «C OOJIBIINMU 3aTPYAHCHUAMMN,
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IMO3TOMY H€O6XOI[I/IMO IMPpOaHAJIN3UPOBATb, HACKOJIBKO JICTKOCTH IIOMCKa

uHdopmaluu Obliia yiIydllleHa MpyU BHECEHUU n3MeHeHui B JIB.

Heobxomumo mnpennoxuts wu3MeHenuss k JIB, HanpasnenHsbie
HA YCTPAHEHHUE 3aTPYAHECHUM.

Heo6xoauMo MOBTOPHO IPOBECTH TECTUPOBAHUE U COCTABUTH 10 HEMY
OTYeT.

7.2.2.4. XapakTepucTuka OOpaTHON CBSI3M CO CTOPOHBI yYaCTHUKOB
otHocutenbHo JIB u mpeacTaBieHue W3MEHEHMM, YUYUTHIBAIOIIMX BCE
BOIIPOCHI O0IIIETO XapaKTepa.

7.2.2.5. Bce Bepcunm JIB.

7.2.2.6. IlepBu4HbIC JaHHBIC, TOJYYEHHBIC 110 pe3yJbTaTaM UHTEPBHIO,
NPEACTABIATh HE CIEAYeT, JIOCTATOYHO MPEJOCTaBUTh PE3IOME YCTHBIX
otBeTOB. Ecu moTpedyroTcs 1OMOTHUTENIbHbIE CBEJICHHUS, B X0/I€ DKCIIEPTU3bI
OyJleT cliefiaH 3arpoc 0 HEOOXOUMOCTH €€ MPEJICTABICHUS.

NunuBuayadbHbIE CBEACHUS O TECTUPOBAHUM KaXKIOTO YYACTHHKA
npeAcTaBiiATh He TpeOyercs. [lockonbky TectupoBaHuto nojsepraercs JIB,
a He YYaCTHUKH, TaKUE JaHHBIE HE SBJISIOTCS 3HAYUMBIMHU.

7.3. O6cTrosATeNnbCTBA, TPEOYIOITHE TPOBEICHUS TECTUPOBAHUS

Ecnu IPOBOIMIIOCH M0JIb30BATEIHCKOE TECTUPOBAHHUE,
B J0Che HEOOXOIMMO BKIIIOUHTH MOATBEpKAeHUE 3Toro. [Ipm perucrparuu
BOCIIPOM3BEJICHHOTO JIEKAPCTBEHHOIO IMpemnapara (OMoaHanora) 3asiBUTEIb
TaK)ke MOYKET IIPOBOJIUTH MOJIb30BATEIHCKOE TECTUPOBaHKE. BMecTe ¢ TeM 3T
HE 03HAYaeT, YTO HEOOXOIUMO MPOBOJIUTH MOIH30BATENHCKOE TECTUPOBAHUE
(ero anamnora) mis Bcex JIB.

[Ipu mpoBeneHWH TMOJIH30BATEIBCKOTO WJIM WHOTO TECTUPOBAHUS
HEOOXOAMMO WCIIONIh30BaTh TIOJHOIBETHBIM MakeT JIB mekapcTBEeHHOTO
npenapara, BBOAUMOTo B 000poT. He nomyckaercst HCIoJib30BaTh TEKCTOBYIO

BCPCHUIO, ITIOCKOJIBKY JIM3aiH 1 BCPCTKA OKA3bIBAKOT CYINICCTBCHHOC BJIMAHUC HA
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CIIOCOOHOCTH IManucHTa HaXOAWTh M IMTOHMMATh KIHOYCBBIC CBCACHUA IJISA

0€301acHOro MPUMEHEHU.

JIB  7neKkapCTBEHHBIX MpENaparoB, BBOAUMBIX  MEIUIIMHCKUMU
paboTHUKaMU B OOJBHUYHBIX VUPEKICHUSIX, TaKXKE MOTYT COAEpXKaTh
JaHHbIC, TOATBEPXKIAIOIINE COOJIIOJAEHUE HOpPM pasfena 4 HacTOSIUX
TpeboBaHuUii.

B crnenyromux caydasx 3assutento ([APY) crmemyer mpemycMoTpeThb
MIPOBEJICHUE IOJIb30BATENBCKOTO WJIM AHAJIOTMYHOIO TecTupoBanus JIB,
MOCKOJIBKY ~MPEJCTaBJICHUE €ro pe3yJbTaToB OyJeT CcHocoOCTBOBATH
NPEAYyNPEXKJACHUI0O BO3MOXKHBIX 3aMEUaHUM YIOJTHOMOYEHHBIX OpPraHoOB
(?KCIEepPTHBIX OpraHu3aIyi) roCyAapCTB-WICHOB OTHOCHUTEJIbHO
HEHaJUIeKaIllero KayecTBa nH(opMaluu, MpeACTaBIsieMO NalUeHTy:

JIEKQpCTBEHHBIE  IPENApaThl, COJACPKAIIME HOBBIE XWMHYECKHE
COCIMHEHUSI WM BBITYCKA€Mbl€ B MPUHIIUIUAIBHO HOBBIX JIEKAPCTBEHHBIX
dbopmax;

JIEKaQpCTBEHHBIC TMpEMaparbl, MOJABEPIIIMECS HW3MEHEHUIO YCIOBUM
OTIIYCKa;

JIEKQpCTBEHHBIE IPENAPATHI, B paHEE NPOTECTUPOBaHHBIA JIB KOTOpBIX
BHECEHBI CJICAYIONIME 3HAUYMMbIE HOBBIE CBEICHUS 110 0€30MaCHOCTH:

noOaBiaeHWEe  OOJIBIIOTO  KOJMYECTBA  HOBBIX  KIMHUYECKHX
pekomeHanuii (B 00beMe, MPEBBINIAIOIIEM €IMHUYHBIE CJIOBA WK (Ppa3bl)
BCJIEZICTBME OTPAaHUYEHUMN B CBSI3U C 0€30MMACHOCTHIO;

BKJIFOYEHHUE HOBBIX MOMYJISIUI MAIIMEHTOB KaK CIEACTBUE PACIIUPEHUS
MMOKa3aHUM K MPUMEHEHUIO TIpenapara.

OTHU U3MEHEHUSI MOTYT IPUBECTH K CMEIICHUIO OJIOKOB TEKCTA 3a4acTyIO
C YMEHBIIIEHUEM KerJisl mpudTa, nepeoprueHTa nHpopmaiuu, u3MEeHEHHUIO
N3aiiHa U BEPCTKH 3a4aCTYIO C BKIFOYEHUEM JOMOJHUTEIBHBIX KOJIOHOK WU

nepexoay K popmary Oykiera. YKa3aHHbIE U3BMEHEHUS Ju3aiiHa, KOTOpbIE HE
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OBLIN IMPOBCPCHBI B PAHCC IPOBCACHHOM II0JIB30BATCIIbLCKOM TCCTUPOBAHUU

WIK C TIOMOIIbIO TPOBEICHHOTO CBS3YIOLIETO HCCIEAOBaHUS, 3asIBUTEIIO
(APY) cnemyer paccmaTpuBaTh KakK OCHOBaHHE JJId IIPEACTABICHUS
JOTIOJTHUTENBHBIX JAHHBIX, MOJTBEPKIAONIUX COOMI0JICHHE TpPeOOBaHUI
paznena 4 Hacrosmux TpeboBaHui.

3a YacTHBIMM  PEKOMEHJAIUSIMHU  3aABUTEISAM  PEKOMEHIYETCS
oOpamaTbCsi 32  KOHCYyJbTAallMEl B YIOJHOMOYEHHBIE  OpraHbl

rocygapCrB-4JCHOB.

[Ipu BHECEHMH CYIIECTBEHHBIX M3MEHEHUH B JHM3aiiH M BEPCTKY paHee
npoTtectTupoBanHoro JIB 3adacTyto TpeOyeTcss CKOPPEKTUPOBATh €T0 pa3MephI
JUCTa, YTOOBI COOTBETCTBOBATH HOBHIM MPOU3BOACTBEHHBIM MOIIIHOCTSIM.
Ecim opuenTtamuss w pacmnojokeHne UWHPoOpManmum HE HW3MEHSETCH,
IPOBEJIEHUE  JIOTOJIHUTEIBHOTO  TECTUPOBAHHS  WJIM  CBS3YIOIIETO
uccienoBanusi He Tpedyercsa. C apyroi CTOpOHBI, U3MEHEHUE OpPUEHTAIUH
CTpaHUIIbl U (MJIM) pa3Mepa TEKCTa U BBEJICHUE albTEPHATUBHBIX (OPMATOB
(mepexon Ha dopmar OykiieTa) clienyeT paccMaTpUBaTh KaK OCHOBaHUE JJIs
MIPOBEACHUS JIOMOJTHATEIIBHOTO CBSI3YIOIMIEro MCCIEA0OBaHUs, (POKYC-TPYIIITbI
WJIA B HEKOTOPBIX CIIyYasiX MOJTHOIIEHHOTO MOJI30BATEIbCKOTO TECTUPOBAHUSI.

Ecnu mapkupoBKa CIIyKUT 1EIsIM TOBeeHNS HHPOPMAITH, YKa3aHHOU
paznenoM 4 Hactosmux TpeOoBaHUM, 3TO TaKXKe CIIEyeT paccCMaTpUBATh Kak

OCHOBAHUC IJIA IPOBCACHUA IMOJIB30BATCIBCKOTO TCCTUPOBAHUA.

[lonb30oBaTenbCKOE WM AHAJOTMYHOE TECTUPOBaHUE HE Tpedyercs,
€cJIi U3MEHEHHUsI He TIpeanoaratoT BHecenue B JIB HoBoro cinoBa uin ¢hpasbl
B paHee MPOTECTUPOBAHHBIN pa3iesl WK TPU U3MEHEHUU JTU3aliHA U BEPCTKU
HE BIIMSIIOT HA PACMOJIOAKEHHUE WIIH pa3Mep MPECTaBIeHHON nH(popmaIuu.

7.4. IIpoBeqieHNE CBA3YIOIIETO UCCIEOBAHMS.

[lonsitue «cBsi3biBaHUE» MpuMeHsercs kK JIB, koropsie mocraroyHo

Onr3Ku (TT0I00HBI) KaK MO COJAEPKAHUIO, TaKk U BepcTke. [Ipu cBs3bIBaHUU
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YCIICITHOC ITOJB30BATCIIBCKOC TCCTUPOBAHUC JIB POOUTCIBCKOTO JIB M0xHO

UCIIOJIb30BaTh B KadecTBE OOOCHOBAHWSA HE TMPOBEICHUS TECTHUPOBAHUS
a"HasiornuHbix JIB nouepnux JIB. B HekoTOpbIX citydasx ngouepnue JIB moryt
MOJIaraThCsl HAa PE3yIbTAThl TECTUPOBAHUS HECKOIBKUX POAUTENbCKUX JIB.

[TockoyibKy au3ailH U BepcTka WHGOPMAIMK SIBIISIIOTCS KIFOUEBBIMU
(dakTopaMu €€ UCIOJb30BaHUS U TIOHMMAHUS, B IMEJISIX YCHEUIHOTO
CBsI3bIBaHUS JouepHue JIB OMKHBI UMETh TOT XK€ AU3alH, BEPCTKY U CTHIIb
U3JIOKeHUs, uyTo U poautenbckuit JIB. Cpsi3piBaHue He OyaeT 0100peHo
YIIOJJHOMOUYEHHBIM OpPraHOM TOCYyJapCTBa-4yj€Ha, €CIW 3TH YCIOBUA HE
BBIICPKUBAIOTCHL.

7.4.1. KnroueBble cBeAeHUS 1151 0€30MIaCHOTO MPUMEHEHUSI.

B mensx ycmenHoro mosjib30BaTeNbCKOT0 TECTUPOBAHUS HEOOXOIUMO
3a0J1arOBPEMEHHO  OTMPENEIIUTh KJIIOUEBBIE CBEICHHUS JUIsI 0€30MacHOro
MIPUMEHEHMSI PacCMaTPUBAEMOTO JIEKAPCTBEHHOrO mpemnapara. s kaxaoro
JIEKApCTBEHHOI0 Tpenapara 3TH CBeAeHUs OyAyT pasznuuarbcsi. OMpOCHUK
JOJKEH YUHUTBIBATH 3T KIIFOUEBBIE CBEACHUS U COJEPKATh MOATBEPKICHUE
TOTO, YTO IAIIMEHTHI CIIOCOOHBI HAWMTH W MOHATH OTH CBEJIEHHSI C IIEIBIO
0€30IMacHOr0  MPUMEHEHMsS  JIEKapCTBEHHOro  Tipemapara. IlogoOHoe
MIOJIb30BATEILCKOE TECTUPOBAHME BIIOCIECACTBUH MOXXHO MCIIOJIB30BAaTh B
KauecTBe 00ocHOBaHMUA JIB, cOCTaBIIEHHOTO TEM K€ CITIOCOOOM B OTHOIICHHUH
POICTBEHHOTO Ipernapara. B CBs3yromem HCCAeJOBAHNN KITFOUEBBIE CBEICHUS
J1s1 0€30TaCHOT0 IPUMEHEHUS, COJIEPIKAIIUECS B POJAUTEILCKUX U IOUYEPHUX
JIB, moJpKHBI OBITH MACHTUYHBIMU. OJHAKO CBEACHUS II0 0€30HaCHOCTH,
BBI3BIBAIOIIIME OCOOBIE OMACeHMSI, HEOOXOAUMO ITPOTECTUPOBATH B OTHOIIICHUH
KaXXJ10TO qouyepHero JIB.

7.4.2. ®opmart, Tr3aiiH U BEPCTKA.

Ju3zaiiH 1 BepcTtka JIB SBIISIFOTCS OCHOBOIOJIATarOIMMU aCIIEKTAMH

IMOJIYUCHUA IMMAUCHTAMHU KIIFOYCBbLIX CBEJCHMU 10 6C3OHaCHOMy IMPUMCHCHUTO
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JICKAPpCTBCHHOT'O IIpCIIapara. 3anorom YCIICIIHOCTU CBA3BIBAHUSA ABJIAIOTCA

oOImMi U3aliH U BEPCTKA POIUTENbCKUX U nouepHux JIB. O0mue nu3aiiH u
BEPCTKA BKJIIOYAIOT B Ce0sl ClIEIYIOIME BaKHbBIE aCIIEKTHI:

rapHUTYPY U Kb MpUQTa;

3arOJIOBKM W TOJ3AaroJIOBKHM,  BKJIOYas  OJHOPOJHOCTh  HMX
pacnoIOKEHUS,
pasmepsl JIB, Bkito4Yas KHIKHYIO (aJIbOOMHYIO) OpPUEHTALIMIO CTPaHUIbI U
YHUCJIO KOJIOHOK;

MCIIOJb30BAHUE IIBETOB U BHIOOP IBETOBOI TaMMBI;

CTHUJIb UBJIOKEHUS U (DOPMYITUPOBKH;

BEpCTKa KpUTHYECKUX pa3zaenoB JIB, kacaromuxcs 0€301MacHOCTH;
UCIIOJIb30BAHUE MMUKTOTPAMM.

Kaxnapiii HoOBBIM ju3aiiH JIB (C KOHKpETHBIMM pa3MepaMH) WU
Bapuaiu B ¢opmare MnpeycTaBieHus (HampuMmep, OYKIIET) JOJDKHBI MPOUTH
HECKOJIBKO  YCHENIHBIX  IOJb30BAaTEIbCKUX  TECTUPOBAHUM,  UTOOBI
JIOMyCKAJIOCh HCMOJIb30BaHUE ocTainbHbix JIB, cxoxux mno Qopmary, B
CBS3YIOIIEM HccienoBaHuu. KonnuecTBo HEOOXOIMMBIX MOJb30BaTEIbCKUX
TECTUPOBAHUN KOHKpPETHOTO QopMara OyAeT 3aBUCETh OT CIOXKHOCTU
npejcTaBisieMoil UHGOPMALIMM B KaXKJIOM KOHKPETHOM CITy4ae U MOJJICKUT
ONPEAECICHHUIO B MHINBUTYAJIBHOM TMOPSJIKE.

7.4.3. [IpuMeHeHre MPAKTUKH CBSI3BIBAHUS.

Hwxe yxazanbl 00CTOATENbCTBA JOMYCTUMOCTH CBSI3BIBAHHUS C
aHaJIM30M KpPUTEpPUEB NMPUEMIIEMOCTH. BO Bcex ciydasx ueneBast mOmyJIsius
MalUEeHTOB JJOJDKHA ObITh OJITMHAKOBOM.

a) Pacmmpenue TMHEeUKH.

CBsA3pIBaHME, KAK MPaBWIO, HONYCTUMO B OTHOoIeHuHu JIB ¢ Toil xe
(dhapMaKkoJIOTUYeCKH aKTUBHOM YacThi0 MOJIEKYJbI JIEUCTBYIOIIETO BEIIECTBa

IIpU pa3JIMYHBIX JO3UPOBKAX U IIYTAX BBCACHUSI. B stux ClIy4dasdax B Ka4CCTBC
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poautensckuM JIB nomken BeicTynath JIB, coaepskaiuit Hanbosiee ClI0KHYHO

JUTsl TariieHTa nHGOpMaIuio.

Hanpumep, JIB Ha nuasemam B jiekapcTBEHHOU (hopMe «pacTBOP IS
npueMa BHYTPb» MOXHO BbIOpaTh B KadecTBe pojaureibckoro JIB Ha
nyaszenam B TabneTkax (qouepHuii JIB).

Ecnu nekapCTBEHHBIM TIIperapar MMEET COCTaB, KakK MPaBWIIO, HE
MOCTABIIIEMbI  MAallMEHTaM I  CaMOCTOSITEIbHOTO  NPUMEHEHUS,
cooTBeTcTByromn JIB moxHO cBsizath ¢ JIB Toro ke mpenapara,
MPUMEHAEMOT0 CAMOCTOSITEIIBHO.

Hanpumep, JIB Ha HWHBEKIMOHHBIN guaszenam (JOYEpHHUM) MOXKHO
cBs3ath ¢ JIB Ha amazenam B JIEKapCTBEHHOW (opMe «pacTBOpP AJisl IpUeMa
BHYTPb» (POJUTENBCKUN).

Ecniu mnoteHmuanbHO CXOXHE Tpenaparbl TpeOyIOT MOHUMAHUS
NAlMEHTOM  CYIIECTBEHHO pa3lMYalolIUXCsl  CIOCOOOB  MpPUMEHEHUS,
NPUMEHSIOTCS Pa3IMYHbIE KPUTEPUU (HAIPUMEP, WUHTAIATOP U ILIACTHIPB).
B nanHowm ciiyyae HeoOXxoaumMo OyieT 00eceYnTh YCIEUIHOE MPOXOKICHHUE
MOJIb30BATEIBCKOTO TECTUPOBAaHMS HH(MOPMALIMKM, Kacarollehcs pexuMa
noszupoBanuss. OpHako aodepHuil JIB MoXkeT monaraTbesi Ha pe3yibTaThbl
MOJIb30BATENBCKUX TECTUPOBAHUM, MPOBEACHHBIX HA JINCTKAX HECKOJIBKHUX

penaparos.

Hanpumep, k JIB Ha MHTaISAIIMOHHBIN callbOyTaMoJ (JOUYEpPHUI ) MOKHO
NPUMEHUTh «IBOMHOE CBSI3bIBaHWE», CBsizaB ero ¢ JIB Ha mpemnapar
canpOyramona  Jyisi  NpUemMa  BHYTPb,  NPOMICAIIMN  YCIEIIHOE
N0JIb30BATEIbCKOE TECTUpOBaHME (B 4YacTH HUH(GOpPMALUHU, Kacaroulencs
(dhapMakoIOrUueCKH aKTUBHOM YaCTH MOJIEKYJIbI AEHCTBYIOIIETO BEIIECTBA), U
JIB Ha mpenapar OekjJOMeTa3oHa C WJECHTUYHBIM HHTAISITOPOM (B 4acTu

nH(popMaIuu, Kacaroencs: JOCTaBKH).
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Eciu noprdens KOMIaHMM BKJIOYaeT B ceOs psAd CTaHIAPTHBIX

JIEKapCTBEHHBIX (POPM [IJII MECTHOTO NpHUMEHEHHUs (Mas3u; Kpema; TJia3HbIe,
yIIHbIE W Ha3aJdbHblE Kaluld WM Ma3u (Kpema), mpenaparbl IJs KOXHU
BOJIOCUCTOM YaCTH r'OJIOBBI, IOCKOHBI), OTJEIbHOE TECTUPOBAHUE HHCTPYKIIUMA
10 MPUTOTOBJICHUIO U IPUMEHEHUIO TIperapara B HOpME He TpeOyeTcsi, eciu

TOJIBKO OHHM HE COACPIKAT HCIIPOTCCTUPOBAHHBIC IITMKTOI'PAMMBI.

[Ipu »TOM coxpansieTcs TpeOoBaHHE OO0 OJIMHAKOBOCTH JIU3aliHA,

BCPCTKHU U CTUJIA U3JIOKCHUA JOUYCPHUX HB,

0) JIeKapCTBEHHBIE MpenapaThl U3 TOTO ke (PapMaKOJIOTMUECKOro Kiiacca.

Csi3pIBaHHME, KakK MpaBWIIO, NOpUEMIEMO B oOTHoumeHnn JIB Ha
JIEKApCTBEHHBIE MpPENaparbl W3 TOrO JKE€ TEPANEeBTUYECKOTO Kiacca NpHu
YCIOBUU CXOXKECTH KIMHUYECKUX CBEICHUMN, COJEpKAIUXCA B CBOIAHOMN
XapaKTepUCTHUKE Mpernapara (1, Kak cieactsue, nHpopmanuu B JIB). BaxHo,
YTOOBI KIJIFOYEBBIC CBEICHUSI MO OE€30MaCHOMY MPUMEHEHUIO POJICTBEHHBIX
npenaparoB ObLIM cxoxkuMmH. Bmecte ¢ Tem ¢opmar u Bepctka JIB,
MOJIBEPTraeMbIX CBS3BIBAHUIO, JOJLDKHBI OBITh OJMHAKOBBIMH. DTO O3HAYAET,
yTo nodepHuid JIB HeoOXoauMMO mepecMOTpPEeTh W TIpHUAaTh €My JIU3aiiH,
BEpCTKY W  JIMHTBUCTUYECKUUW  CTHJIb, KOTOPBIE  COOTBETCTBYIOT
POAUTENBECKOMY JIB, KOTOPBIN IOIBEPICsA [10JIb30BATEIILCKOMY
TECTUPOBAHUIO.

TepaneBTHUECKH CXOXKHE MHpenapaTbl — 3TO Ipynna JEKapCTBEHHBIX
IIPENApaToB CO CX0KUM MEXAHU3MOM JieicTBHs. Hrke NpuBOASTCS IPUMEPHI,
IIPYA 3TOM BKJIFOUEHUE 3TUX TEPAIEBTHUYECKU CXOXKHUX MPUMEPOB B IMPEIEIIax
KOHKPETHBIX KJIacCOB HE00s3aTeIbHO O3HAYAET, 4YTO CBS3bIBaHUE OYJET
yAOBIIETBOPATh BceM TpeOoBaHUAM B oTHomeHuu JIB Ha cruenyromue
KaTErOpuH MpenapaTos.

CEPAECYHO-COCYAUCTHIE MTPENAPATHI:

TUA3UJIHBIC U TUYPETUKU TOAOOHOTO ACHCTBUS;
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B-anpeHoOI0KaTOpPHI;

WHTUOMTOPHI aHTHOTEH3UHITPEBpAIIIAIONIEro PepMEeHTa;

CpeacCTBa, BIMAOMINEC HA HCHTPAJIbHYIO HCPBHYIO CUCTCMY

CEJIEKTUBHbBIE MHTUOUTOPHI OOPATHOTO 3aXBaTa CEPOTOHHUHA,;
TPULIMKIINYECKUE U CXO0KUE aHTUJICTIPECCAHTHI;
AHTUTMCTAMUHHBIC MPETAPATHI;

OEeH301a3eTNHBbL;

OMMOUJIHbIE aHAJIBI €TUKHU;

IPOTUBOMHUKPOOHBIE TTPENapaThl:

NEHUIWIUTHHBI, 11e()aTOCIOPUHBI U MAKPOIUIBL;
IPOTUBOTPUOKOBBIE MIPENapaThl;

CpCaCTBa, BIMAOINNUC Ha KOCTHO-MBIIICYHYIO CUCTCMY: HCCTCPOUIHBIC
IMPOTUBOBOCHAJIUTCIIBHBIC ITPCIIAPAThI;

OHJAOKPHUHOJOIHYCCKHUC JICKAPCTBCHHLIC 1IPCIIapaThl: ITTFOKOKOPTUKOU I,

IMPOTHUBOOITYXOJICBBIC JICKAPCTBCHHBIC IIPCIIApAaThl: AJIKUJIUPYIOIIHUC
OUTOCTATHUKU,

JICKAPCTBCHHLBIC IIPCIIapaThbl, HUCIIOJIb3YCMbIC JJII BHYTPUBCHHOI'O
MU TAHUS,

JICKAPCTBCHHBIC IIpeIIaparkl, IMPUMCHACMBIC B AKYHICPCTBC 141
THHCKOJIOI'MH: IICPOPAJIbHBIC KOHTPALICIITHUBEI,

JICKAPCTBCHHELIC IIpCIIapaThbl, PaCcCMATPpUBACMBIC B KadCCTBC YJICHOB
OHHOﬁ rpymnibl Ha OCHOBAHHUH 00JacTH HX IMPUMCHCHUS, HO KOTOPLIC
q)aKTI/I‘ICCKI/I COACpKAT IIpClaparbl C PaA3JIMIAOIMUMHUCA MCXAHU3MaMHU
,HCfICTBPISI N KIIHOYCBBIMHU CBCIACHUAMU IIO 6630HaCHOMy IMPUMCHCHUIO,

IMOABCPIraroTCA IKCIICPTU3C B MHANBHUAYAJIbHOM ITOPAAKE.
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B otHOmIeHUN CICAYIOIUX JCKAPCTBCHHLIX IIPCIIaApATOB, KaK IIPAaBUJIO,

HEBO3MOXKHO TPOBECTU YCIEIIHOE CBSA3BIBAHUE BCJIECACTBUE PO3HSIIUXCS
KJIIMHUYECKUX aCTEeKTOB UX JIEUCTBUS U IPUMEHEHUS:

AHTUAPUTMUYECKUE Mpernaparsl, TaKue Kak aMuOIapOH
U TU30TUPAMUT;

MPOTUBOAUICTITUYECKUE MPENapaThl, TAKUE KaK BAJIbIIPOEBasi KUCJIOTA,
JaMOTPUJIKUH U (DEHUTOUH;

00JIe3Hb-MOIUPUIIUPYIOIINE  MPOTUBOPEBMATHUYECKUE  IpernapaThl,
TaKue Kak Mpernaparsl 30J10Ta U MEHUIUIUIaMUH.

B TepaneBTHueckux  o0nacTAX ¢ OOJBIIMM  KOJUYECTBOM
JIEKAPCTBEHHBIX MPENapaToB € PA3INYAIONIMMUCI MEXaHU3MaMU JIEUCTBUSL, HO
MEHEe KpUTHYHBIMU KJIFOUEBBIMHU acCleKTaMu JJis 0€30MacHOr0 MPUMEHEHUs

BO3MOJKHO CBs3BIBAHUC, HAIIPUMCP:

aHTAIUIOB U CIIa3MOJUTHYECKUX MTPENapaTos;

IPOTHUBOKAIIUIEBBIX MTPENAPaTOB;

BUTaMUHOB;

IIpenaparoB JJisl OPOLIEHUS MOJIOCTHU PTa;

penapaTroB U3 TPYIIbI KEPATOJUTUKOB.

B OonbmMHCTBE CilyyaeB B Ka4ECTBE POJAMTENLCKOTO BbiOMpaercs JIB,
coJiepxkaiuil nHGOpMaIno, MAKCUMAJIBHYIO 10 OXBATHIBAEMBIM ACTIEKTaM;

B) OJIMHAKOBBIE KIIFOUEBBIE CBEJICHUS 110 OE30MAaCHOMY MPUMEHEHHUIO.

Ecoiu  wirodeBble  cBeleHUS 1O 0Oe€30MacHOMY  IPUMEHEHMIO,
YCTAHOBJICHHBIE JUISl psJia JIEKApPCTBEHHBIX MpemnapaToB, cxoxu, a JIB
CIIPOCKTUPOBAaHbI, CBEPCTAHbl M HAaNUCaHbl MJIEHTUYHBIM CIIOCOOOM,
CBSI3bIBAHUE JIETKO MOJAAETCSI 000CHOBAHUIO;

') OJTHOPOJAHOCTH MOMYJISIIIUU TTAlIUEHTOB.

JlexapcTBEeHHBIE IIpenaparsl B MpeAesiax OJHOro Kiacca, Kak mpaBuilo,

IPUMEHSIOT Yy OJHOW M TOM K€ MONMYJSIIMM NauueHToB. Bmecrte ¢ Tem
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HEOO0IbIII0E KOJIMYCCTBO ImperapaTroB IMPUMCHAIOT B HCCKOJIBKHUX

TEpaINeBTUYECKUX O00JIACTSAX, HaAMpUMEpP, TIIIOKOKOPTHUKOUIBL. B Takux
ClIydasiX MOKHO NPHOErHYTh K JBOWHOMY CBSI3BIBAaHWIO, YOCIMBIINCH, YTO
poautensckue JIB, ¢ KOTOPhIMU CBA3BIBAIOTCS Jo4uepHuUe JIB, oXBaThIBarOT
BCE KJIIOUEBBIE CBEJCHUSI MO 0€30MacHOMY MPUMEHEHHUIO, OOYCIIOBIICHHBIE
MPOTUBOIOKA3aHUSIMU, OCOOBIMU YKa3aHUSMU, MEPAMU MPEIOCTOPOKHOCTH U
HEXKEJATEIbHBIMU PEAKIIUAMU, & TAKKE YUUTHIBAIOT BOIIPOCHI, OTHOCSIIIUECS K
IOKa3aHUsAM K IPUMEHEHUIO U PEKUMY JI03UPOBAHUS,

1) KOMOUHUPOBAHHKIE TTPENapaThl.

JIB Ha KOMOMHUPOBAHHBIN TpPEMNapar B IEJIOM CIIEAYeT pacCMaTpUBATh
B KayecTBe poauTenbckoro JIB s 1mener  CBA3bIBAHUSA OTICIBHBIX
KoMrnoHeHTOB JodyepHux JIB. HeoOxoammMo yOeauThCs, 4TO BCE KITIOUEBBIC
CBEJICHHS 10 O€30MacHOMY TMPUMEHEHUIO OTJEIbHBIX KOMIIOHEHTOB
BKJIIOUEHBI B ONPOCHUK KOMOMHUpoBaHHOTro JIB. JlomyckaeTcs ucnoyib30BatTh
JIB OTIEeNbHBIX KOMIIOHEHTOB B KA4E€CTBE POJMUTENLCKUX JIB W CBA3BIBATH
KOMOUHUpOBaHHbIN JIB B kauecTBe JOUEPHETO NPU YCIOBH, UTO BCE PA3IAUUS
B €ro BEPCTKE U UIMHE YCICIIHO BBIAEPKAIA IMOJIb30BATEIBCKOE
TECTUPOBAHUE B paMKax IPEINapaToB, BXOAAIMINX B TOPTQeTb KOMIIaHUH;

e) kpatkue JIB nexapcTBEeHHBIX NpenapaToB € BTOPOCTEIEHHBIM
TEPANEBTUYECKUM JECUCTBUEM.

Kparkue JIB Ha Takue mpemnaparbl, Kak MpaBWwio, HE TpeOyroT
MPOBEJICHUS TT0JIb30BATEILCKOTO TECTUPOBAHMSA. [0CTaTOYHO mojararbCa Ha
YCIIEUIHbIE TECTUPOBAHMS, IPOBEJICHHBIE B OTHOICHUH IPYTUX MPENApPaToOB B
pamkax mopTdens KOMIIaHWM, JaXe €CIM OHM HE NPUHAIIEKAT TOMY
K€ TEPaIreBTUUYECKOMY KJIACCY, HAPUMEpP BOJA IJISI MHBEKIUW, KPEMbl Ha
BOJIHOM OCHOBE, TJIA3HBIE KAaIUIM C TUAPOKCHUIPONUIMETUILEIUIIOI030M

(TUIIpoOMENIo30M);
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) Oe3pelienTypHble Mpenaparbl ¢ pa3IuYHBIMU BTOPOCTENEHHBIMU

KOMITOHEHTaMH.
bespenenrtypHsie npenaparsl ¢ HECKOJIBKUMU UHIPEAUEHTAMU MOKHO
cBs3ath ¢ JIB, KOTOphIe YCHEMIHO NPOLUIM TECTUPOBAHUE OCHOBHOTO
KOMIIOHEHTa, HampuMep, KOMOWHUPOBAHHBIE AaHAJIbIE€TUKH Ha OCHOBE
napateramolia. TpedboBanue o0 oguHakoBoctu Gpopmara JIB coxpansiercs.

3) MUKTOTPAMMBI.

[lukTOrpaMMBbl,  SIBJISIOIIMECS  3JIEMEHTOM COOCTBEHHOTO  CTHIIS
KOMITAHUH, TTOJJIEKAT IMTPOBEPKE B PAMKAX ITOJIb30BATENBCKOTO TECTUPOBAHUSL.
B nensx ycnemHoro CBsI3bIBAHUS MMUKTOTpaMMbl TouepHuX JIB oHM TOMKHBI
MMETh TOT K€ AU3alH, pa3Mepbl U IIBETHOCTb, UTO U POAUTENLCKUM JIB;

1) CBSI3bIBAaHUE MEXAY KOMIIaHUSIMHU.

Kaxnas kommaHusi JOJDKHA ONUPAThCs HA COOCTBEHHBIE JIaHHBIC.
OpHako NMpU HATMYUM Pa3pelieHuss Ha JOCTYI K KOMMepYecKo nHGopMaluu
OJHAa U3 KOMIIAHWW BHpaBe Hcnoab3oBaTh JIB Apyrom kKoMmaHuu mpu
YCJIOBUH, UTO UX JIEKAPCTBEHHBIE MpenapaThl OJMHAKOBBIE (32 UCKIIOUYEHUEM
uHopMallMd O KOMIaHMM). B yKa3zaHHBIX clydasX AW3alH U BEpPCTKa
paccMarpuBaeMbix JIB AOMKHBI ObITh UACHTUYHBI 110 BCEM PACCMOTPEHHBIM
BBIIIIE acnekTaMm. [VIcronp30BaHWE pa3inUYHBIX JIOTOTHIOB KOMITAHUU
JTOIYCTUMO TPHU YCIOBUU HMX OJMHAKOBOTO PACIOJIOKEHUSA B JBYX JIB mu
3aHATUST UMM CXOXeW Iuiomaan. Heob0xoaumo Takxke MOpeicTaBUTH
JNEKJIapalnio, YTO 3asBUTENIb O3HAKOMIIEH C JaHHBIMU TECTUPOBAHUS Ha
OpPUTHMHAJIBHBIM  IIpernapar MW  IOATBEPXKIACT, YTO IOJb30BATEIBCKOE
TECTUPOBAHUE ObUIO YOBIECTBOPUTEIbHBIM.

7.4.4. CocraBiieHUE U TTOj]a4ya CBA3YIOIIEro OTYETA.

Kaxnoe perucrtpanoOHHOE HOOChE HOJDKHO COAEPXKAaTh JaHHBIE,
MOATBEPKIAIOIIHNE CTOCOOHOCTh MAIMEHTOB HAXOAUTh U TOHUMATh CBEICHUS,

HeoOXxoAauMbIe i Oe3omacHOro u 3(PexTuBHOrO MpuMeHeHus. CBA3yonmi
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OT4€T — JOTO OTUCT, HC BKJIIOYAIONIUNA B cels OPHUI'MHAJIBHBIC JTAaHHBIC,

NOJAaHHbIE B OTHOWEHHH poautenbckoro JIB. Ilepen yrtBepxkaeHuem
nouepHero JIB HE0OXOIMMO MPENCTaBUTh PE3YIbTaThl IMOJIb30BATEIHCKOTO
TECTUPOBaHUsA pojauTenbckoro JIB u momyuuTh ux ogoOpeHue. DTO He
MPEISATCTBYET OAHOBPEMEHHOM MOJjaue HECKOJbKNUX JIB Ha skcnepTusys;

a) BBISBIICHUE KITIOUYEBBIX CBEJCHUH JIJIs1 O€30MMaCHOTO IPUMCHCHHS.

B oryere 0 cBs3bIBaHMHM HEOOXOIWMO, B MEPBYIO OuYepeidb, yKa3aTb
KJIIOUEBbIE CBEJIEHHUS 1O Oe30MacHOMY TPUMEHEHHIO, COJepKaIIuecs
B jgoudepHeMm JIB, u mokaszarh, Kak OHM OBUIM YYTEHbI B TECTUPOBAHUH,
NPOBEACHHOM ¢ poautenbckum JIB.  Ecnu  kimro4deBble  CBEIECHUSA
HE WJIGHTUYHBI (3TO XapakTepHo i MHorux JIB, mnoxaBeprimmxcs
CBSI3BIBAHUIO), B CBS3YIOIIEM OTYETE HEOOXOAMMO KPUTHYECKU OIIEHUTH ITHU
pa3MuMs W BKJIIOYMTHL MX B ONpPOCHUK Ha goudepHuii JIB. Heobxomumo
MPOAHAIN3UPOBATH CXOKECTh KIIOUEBBIX CBEIACHHUIM;

0) BOIPOCHI Jr3aiiHa U BEPCTKH.

B o0ocHOBaHHE CBSI3YIONIETO KCCIEAOBAaHUS HEOOXOJMMO MPOBECTH
KPUTHUYECKOE CPABHEHHE JU3aiiHa U BEPCTKU JOUYEPHUX U poauTenbckux JIB, a
TaKX€ BBISIBICHHON CX0XKECTH;

B) CJI0KHOCTH CBEJICHUMN U CTUJIA U3JI0KEHUS.

HeoOxonumo TmpencTaBuTh aHadu3 CBEACHUN, COJIEPXKAIIUXCS B
poauTENLCKOM U JouepHeM JIB, Heo0X0aMMO IPOAHANTN3UPOBATH U CPABHUTH
CTWUJIb W3JIOKEHHMS, UCIOJb30BaHHbIM B d3TuX JIB, a Takke CHOBa
IPOAHAIU3UPOBATH CX0KECTh U CHHEPTU3M.

B kaxaom otuere clielyeT OTpa3uTh BCE BOMPOCKHI OOIEro XapakTepa,
BO3HUKIIHAE y YYaCTHUKOB B XOJE I0JIb30BAaTEIbCKOIO TECTUPOBAHUSA,

KaCaromuecCs IIOHPAaBUBINUXCA M HC IIOHPABUBIINXCA ACIICKTOB JIB.
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7.5. IlpoBenenue GpoKyc-rpyIil.

B psame caydaeB 1enecooOpa3sHo mpoBeaeHUE  (OKYC-TPYMIIBI.
dokyc-TpyIlla HaleleHa Ha OTIENIbHYH 4YacTh JIB W ucnonp3yercs B
000CHOBaHUE ONpeIesIeHHOTo ero u3MeHeHus (rnociue uamenenust OXJII) unu
B KAue€CTBE JJIEMEHTA HAYAJIbHOW PETUCTPAUMU TPHU HEBO3MOKHOCTHU
CBS3BIBAHUS OTAEIBHOIO acnekra JIB ¢ yxe 3apeructpupoBanabimu JIII.

dokyc-rpyImna MIPOBOJAUTCS AHAIOTUYHO MTOJIHOLIEHHOMY
M0JIb30BaTEILCKOMY TeCTHpOBaHUIO. [Ipy 3TOM oTpedyeTcss MEHbIINM Ha0OP
BOIIPOCOB, TIIOCKOJIBKY HM3YYE€HHE MPOU3BOAUTCS B OTHOLICHUH JIUIIb
otaenbHOU yacTu JIB. Bmecte ¢ TeM B Liensx MoaydeHus HaJIeKHBIX TaHHBIX,
KOTOPBIE TOJIBEPTHYTCS SKCHEPTU3E, (POKYC-TPYIIY CIEAYEeT MPOBOJUTH B
COOTBETCTBUM C PEKOMEHAAUMSMU K TMPOBEIACHUID  ITOJHOLIEHHOTO

IMOJIB30BATCIILCKOI'O TCCTUPOBAHMU.

[Tockonbky mpoBeneHre (QOKyC-TpyMIbl 3aHUMAET MEHBIIE BPEMEHH,
YeM IIOJIHOLIEHHOE I0JIb30BAaTEILCKOE TECTUPOBAHUE, €€ MOYKHO IMPOBOJUTH
CpeIM YYaCTHUKOB, HAOPaHHBIX JJIsI TOJHOIIEHHOTO MOJb30BATEIbCKOTO
tectupoBanusa JIB Ha napyrod mnpemapar B pamMkax TOM K€ CECCUHU
TECTUPOBAHUS.

7.6. OkciepTh3a  JTaHHBIX, TMPEACTABICHHBIX BO  HCIIOJTHEHUE

TpeboBaHMi pa3aena 4 HacTosAUX TpeOoBaHUM.

OKCIepT YNOJHOMOYEHHOTO OpraHa ToOCyJapcTBa-djieHa CHadalia
IIPOBEPSIET COOTBETCTBUE JIB TpeOOBaHUSM, YCTaHOBJICHHBIM
3aKOHOJATEIbCTBOM TOCYAApCTB-WIECHOB, NPENYCMOTPEHHBIM pasaeiioM 4
HacTosAmux TpeboBaHMil, BKIIFOYAsi MOPSIOK MPE/ICTABICHUS UH(POPMAIIUH.

3aTeM OLEHMBAIOTCA Au3aH W BepcTtka JIB, Briroudas rapHutypy
U Keriab mpudra, a Takxke crnocod H3JIO0XKEHHUS CBEICHHN W MPUHUMACTCS
pemieHue 00 ynobouuntaemoctd JIB, mnpeaHa3zHauEHHOrO K BBEACHUIO

B 000pOT.
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Hanee ompexnensercs Kiaro4eBas HMHPopMalus MO OE30MACHOCTH,

H€O6XOI[I/IMa}I pIRIb | 0e30MmacHOro IMPUMCHCHUS JICKAPCTBCHHOI'O IIPCIlapara,
N YCTAHABJIIMBACTCA, COBIIdJla JIK OHA C OIPCACIICHHBIMU 3ajdBUTCICM
KIIFOUCBBIMHM CBCACHUSAMMU 11O 6630HaCHOCTI/I, BKJIIOYaCMbIMH B IIPOTOKOJI

Y ONIPOCHUK Ha JIB i 1esnen mojib30BaTelibCKOro TECTUPOBAHUS.

3aTreM 3KCIIepTU3€e MOJABEPraeTcs MOJIb30BATENBCKOE TECTUPOBAHKUE WIIN
uHass (opMa KOHCYJIbTAI[MU C LEJIEBBIMU TPYIIAaMHU MAIUEHTOB. DKCHEPT
POBEPSIET JAHHBIE, MOJATBEPKAAIOUIUE CIIOCOOHOCTh YYaCTHUKOB IOHSTH
KJIIOUEBbIE CBEICHHUS 1O OE€30MacCHOCTHU, YCTAaHOBJICHHBIE O Haudasa
TECTUPOBAHUA. DKCIEPT MPOBEPSET TAKIKE MPUTOTHOCTH CYyOBEKTOB, IIOITOMY
B OTYET HEOOXOJIUMO BKJIKOUUTH JOCTATOUHBIE CBEJICHUSI 00 X Ouorpaduu u
UX 3HAYMMOCTH [IJIsi I€JI€BOM TMOMYJSIUUA TMallMEeHTa PaccMaTpUBAEMOrO
npenapara. YYacTHUKOB HE JIOMYCKaeTcs BKJIOYaTh B  IMOJ00HOE
TEeCTUpOBaHUE yalle, yeM | pa3 B 6 MecsIeB.

Ecnu nanHble CBUAETENBCTBYIOT O TOM, YTO MAIMEHTHI CTAIKHWBAIOTCA
C 3aTPyJHEHUSIMU TPU OMNPEJEIECHHBIX BOIPOCAX, MOXET MOTPeOOBATHCS

nepecMoTp crmoco0a yKa3aHUs CBEJICHUM.

8. Bxirrouenue n10noTHUTEILHON HHpOpMAITUn

8.1. O011Me MOJI0KEHUS.

B MapkupoBky JekapcTtBeHHOro mnpemnapara u JIB gomyckaercs
BHECEHHE WHBIX CBeJcHMM, He mnporuBopevamnx OXJIII, mone3nsix s
MAIMEHTA U HE HOCSIIMUX PEKIIAMHOTO XapakTepa.

[TatmenThl, TPUHUMAKOIIAE HA JOJTOCPOYHOU OCHOBE JIEKAPCTBEHHBIC
npenaparbl, OTIYCKAEMbIE II0 pEUENnTy, MOTYT U3BJI€Yb MOJb3Yy U3
JIOTIOJIHUTENIBHBIX CBEJICHUM O MEXaHU3ME JICMCTBUS JIEKAPCTBEHHOTO

npemnapara u 3a00JIeBaHUU, IPU KOTOPOM OH MTPUMEHSIETCS.
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K CBCACHUAM, PAa3pCIICHHBIM B paMKax JIAaHHOM KaTCropun, OTHOCATCA

JOTIOJTHUTENIBHBIC JTaHHBIE O TMPUMEHEHUE JIEKapCTBEHHOIrO IIpernapara, a
Tak)Ke 0OIIMe CBeIeHHs 0 3a00JIEBaHUU U cioco0ax ero JIeUeHus.

8.2. Cchuiky Ha ApYyTUEe UCTOYHUKH WH(OPMAITUH.

JIB nnst manreHTa urpaeT KIKYEBYIO POJIb B TOBEICHUU 10 MAIMEHTOB
CBEJICHUI O JIEKApPCTBEHHOM IIpenapare W COJCUCTBUU €ro O€30MacHOMY
MIPUMEHEHHUIO.

OCHOBHOHIl IIE€IBbI0O KOMIIAHHMM JOJKHO OBITH co3manume JIB,
COJZECPIKAIIEr0 HANJICKAIIUE CBEICHUS O JIEKAPCTBEHHOM Mpernapare, 0JIHaKO
TOJBKO cBeJieHUs JIB He MOTYyT yI0BIETBOPUTH BCE MOTPEOHOCTH MAIMEHTOB
B HE00X0A1MMOM MH(MOPMAIINU IS 00ECTIEUCHUS TPABUIIBHOTO U 0€3011aCHOTO
MPUMEHEHUSI JIEKAPCTBEHHOIrO0 Tipenapara. [lanueHTtam, NpUMEHSIONIUM
JIEKapCTBEHHBINA Tpernapar, MOTyT TpeOOBaThCs JIOMOJIHUTEIbHBIC CBEIICHHUS.
Hacrosimune TpeboBaHusi cojepkaT ONKMCAHUE JIOMOJHUTENBHBIX MED,
KOTOpPhIE MOXKHO TIPUHATH B MEISAX HcHoiab3oBaHus JIB B kadecTBe
CCBUIOYHOTO JIOKYMEHTA Ha JPYTrue€ UCTOUHUKHA UH(OPMALIUU JIJIs MAIIUEHTOB,
HanpuMep, CBEICHUS 0 NAIIMEHTCKUX OpraHu3alysIX U yCIyrax, OKa3blBa€MbIX
npousBoauTeneM, Takue kak JIB, xypHanel u TenedoHHas moajiepIKKa.
JuzaiiH Bcex HWHQPOPMAIIMOHHBIX MaTEpUaJIOB JOJDKEH CIIOCOOCTBOBAThH
UHQOPMUPOBAHHOMY NPUHATHIO TMAIMEHTAMH PEIICHU OTHOCHUTEIBHO
CBOETO 3/I0POBBSI.

Kpowme Toro k JIB npumeHstoTcst 3 KJIIFOUEBBIX MPUHIIUIIA:

cBenenus B JIB nomxknabl ObITE coBMecTUMEI ¢ OXJIII, TO ecTh cBeneHus
JIOJDKHBI  KAcaThCAd 3apETMCTPUPOBAHHBIX IMOKA3aHWM K MPUMEHCHUIO U
peXuMa JO3UPOBaHUS JEKApCTBEHHOTO MpeErnapara;

cBegeHuss B JIB 10KHBI OBITH MMOJIE3HBIMM TAllMEHTaM U (WJIH)

YXAKHUBAIOIIUM JIMIIAM B KQ4CCTBC 06pa30BaTCJIBHBIX MaTCpHUuajIOB,
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JIB He JOMKHBI HOCHUTH pCKJ'IaMHBII\/’I XapakKTep: CBCACHUA O

TEpareBTUYECKUX anbTepHAaTHBaxX BKiIo4yaTh B JIB He pomyckaercs. B
JOTIOJIHUTEIILHBIX MaTepuanax JOMYyCKaeTcsl YKa3blBaTh 0OBEKTUBHBIN 0030p
TEpPAleBTUYECKUX  BO3MOXXHOCTE HM  HMX  MECTO B  JOKa3aHHBIX
TEpPAlEBTUYECKUX PEXKUMAX, OJIHAKO HCMOJIb30BAHUE CPABHUTEIBHBIX
BBICKa3bIBaHUU (HAMIpuMep, «00jiee HOBBIINY, «0oJiee 3D PEKTUBHBIINY, «ITyYIIIe
MEPEHOCUTCS», «OOJBIIIE 10KA3aTEIbCTB B MOJIb3Y MPUMEHEHUS», 4eM XXX U
T.J.) HE IOIYyCKAEeTCs.

8.3. BOo3MOXHBIE CCHUIKH.

8.3.1. Ykazanne cCChUIOK Ha WHPOPMAIMI0O B AIBTEPHATHBHBIX
dhopmarax.

JIB ABJISIETCS CTaHJapTHBIM criocooom PEACTABIICHUS
MPOU3BOAUTENSIMU UHPOPMAITH O JIEKapCTBEHHOM Mpenapate. Jlomyckaercs
MpEJICTABIICHUE albTepHATUBHBIX (popmaToB JIB, Taknx Kak HMCMOJb30BAHUE
mpudrta bpaiinsa, CD-gucka, aynuo-aucka unu JIB ¢ kpynHbiM mipudrom.
Econ HeoOxommMo dYTo-TO BBIIEIWTH B JIB, MOXHO HCIIOJIB30BaTh

MOTY>KUPHBINA IpUdT Kerib 14 mr.
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Kk TpeOoBaHUSIM K UHCTPYKIIUU
0 MEAUIIMTHCKOMY TTPUMEHEHUIO
JIEKapCTBEHHOIO MpernapaTa u oO1ei
XapaKTePUCTUKE JIEKAPCTBEHHOTO
npemnapara Jijist MeJIMIIUHCKOTO
MIPUMEHEHUS

INPUMEP
JMCTKA-BKJIAJAbIIIA JJIsI TOMEONAaTHYEeCKOI0 JIEKAPCTBEHHOI0 penapara,
PerucTpUMpyeMoro 1mno ynpoueHHoi nmpoieaype

B HAaCTOALIICM IIpUMEpe TCKCTa JIUCTKa-BKJIaAbIIIa
HaMMCHOBAHHC I'OMCOIIATHYCCKOTO JICKAPCTBCHHOTO IIpCIIapara o0o03HayaeTcs

KaK «XXXX®».

TekeT JUCTKA-BKJIAABIIIA, OCTABJISAEMOI0 ¢ YIIAKOBKOU
JIEKAPCTBEHHOI0 mpenapara

JIMCTOK-BKIIA IBIIT: HHGOPMAITUS IS IIOTPEOUTEIIS
XXXX®
Tabaerku

I[J'ISI IMPUMCHCHUA Y B3POCJIBIX

BHumaTenbHO mNpoyuTaiTe BECh JMCTOK-BKJABIII, MOCKOJbKY OH COJEPKHUT
BaYKHYIO JJI BaC UHPOPMALIUIO.

JlaHHBIM roMeonaTUuYecKuidl JeKapCTBEHHBIN MpenapaT OTIyckaeTcs 0e3 pelenTta
Bpava. JlJis JOCTHXKEHUS HAWJIYy4YIIUMX Pe3yJIbTaTOB JaHHBIM TOMEONaTHYECKUn
JIEKapCTBEHHBIA Tpenapar clielyeT HNPUMEHSTh B COOTBETCTBUU C YKa3aHUSIMH,
OTNMCAaHHBIMU B 3TOM JIUCTKE.

e CoxpaHUTe ATOT JMCTOK-BKJIaAbIll. BO3MOMXKHO, Bbl 3aXOTUTE MPOUYUTATH €O

erie pas.
e (OOpaTuTech 3a JOMOJHUTEIbHON MH(OpMalMel WM KOHCYJIbTallued K Bpady
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wiu (hapmaleBTy, peKOMEHJ0BaBIIeMy BaM npuHUMaTh JaHHBIN npenapar.

e [Ecau BammM CUMITOMBI yXYAIIAIOTCS WM YJIy4dlIEHUWE HE HACTYIWIO IIOCIIE
2 Henenb JedeHus, BaM He00X0aMMO B J1H000M cilydyae 00paTUThCS K Bpayy.

e Ecmu mo0as U3 HeXenareabHBIX PEaKIUil CTAaHOBHUTCS CEPbE3HOW HIIM BBI
3aMETUJIM KaKue-TMOO HeXeJaTedbHble pEeaklud, HE IEePEeYUCICHHBIE B
HACTOAIIEM JIMCTKE-BKJIAJIbIIIE, MOXKATyHCTa, COOOLIUTE CBOEMY Bpaudy WU
dbapmarienTy.

B nacrosieM nucTKe-BKIAbINIE MPUBOAUTCS CIEayIOast MH()OpMAIIUS:

1. Yro takoe XXXX® u AJ1s1 4ero OH UCIIOIb3YyeTCs?

2. To, 4TO BBl JOKHBI NMPUHATH BO BHHMaHUE, IMPEXKJEC YeM MNPUHUMATH
XXXX®?

3. Kak mpumensarp XXXX®?

4, Kakue moOoYHbIE 1EUCTBUSI BO3MOYKHEI?

5. YciioBust XpaHeHUs.

6. bosiee mopoOHas nupopmarus.

1. 9TO TAKOE XXXX® U IJIA YET'O EI'O ITPUMEHAIOT

O06nacTh NpUMEHEHUS

['omeonartuueckuii  JeKapCcTBEHHBIM mpemnapaT 0e3  0J00peHHBIX
MOKa3aHUi K MPUMEHEHHIO, JIEKapCTBEHHBIA IMpernapaT UMEET IUTENIbHBIN
OMBIT MPUMEHEHHUS JUIsi OOJerYyeHUs CHMIITOMOB MEHOIAy3bl, TAKUX Kak
IPWINBBI, IOTIMBOCTh, Y4YallleHHOE cepAleOneHne, OeCroKOMCTBO,
HapyIICHUS CHA.

O(heKTUBHOCT,  JAHHOTO  TOMEOMATHYECKOTO  JIEKAPCTBEHHOIO
npenapara B JIOKJIMHUYECKMX U KIMHUYECKUX HUCCIEAOBaHUSAX HE
NOATBEpPKJIeHa (00sA3aTeNIbHOE YyKa3aHWE JMJIsI BCEX T'OMEONAaTHYECKUX
JIEKapCTBEHHBIX MPEMapaToB, PETUCTPUPYEMBIX IO YIPOIIEHHON MPOIeaype
pErucTpaIum).

JIaHHBIIT TOMEONaTUYEeCKUi Tpernapar SBISIETCsS MpenaparoM, KOTOPHIM
3apErMCTPUPOBAH UCKIIIOYUTEIHLHO HAa OCHOBE TaKOTO ONbITAa JUIUTEIBHOIO

IMPUMCHCHUS.
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2. TO, YTO BbI JOJDKHBI ITPUHATH BO BHUMAHUE I[TPEX/IE, YEM

[MPUMEHUTDH XXXX®?

XXXX® He [O0MKEH NOPUMEHSTHCSA, €CJIM y Bac auleprusi WIH
HEMEPEHOCUMOCTh JEHCTBYIONIUX BEHIECTB, MIIEHUYHOTO KpaxMmalia WiIu
IpYTUX KOMIOHEHTOB mpemapata XXXX®.

CobmroaiiTe 0co0yr0 OCTOPOKHOCTh TpU NpuMeHeHUU XXXX® mpu
CJIEIYIOIIUX 00CTOATENhCTRAX:

B CJIy4ya€ CTOMKHX, HEACHBIX WJIM HOBBIX CHUMIITOMOB BaMm CIIEIyET
00paTUTHCSA K Bpady;

npu nipuMeHeHnu XXXX® ¢ 1pyrumMu JIeKapCTBEHHBIMU Mpenaparamus;

MOoXadyicTa, COOOIIUTE CBOEMY Bpauy WiIM (papMaleBTy, €CIIU Bbl
NpUHUMAETE WM HEJaBHO MPUHUMAIH JIFOObIE APYTHE JIEKapCTBa;

BiusHUE Ha d3QPekT XXX X® npyrux JIeKapcTB He ObLJIO OMMCAHO;

nipu nipuMeHeHnu XXXX® BMecCTe ¢ €/I0M U MUTHEM;

3(PeKT TroMeonaTudyecKoro IMnpemnapara MOXKET YMEHBIIUTHCS MpH
KYPEHHM WM TI0J] BIUSHUEM JIPYTMX BPEIHBIX MPUBBIYEK (HAIIpUMED,
yIOTpEOJICHUE aITKOT0JIsI);

OEpEeMEHHOCTb U JIAKTaIlus;

npenapar He NpeJaHa3HaueH JjIsl IPUMEHEHUSI BO BpeMsi OEpEeMEHHOCTH
Y B MIEPUO/T JTAKTAIUU;

BOXKJICHUE U MCIOJIb30BAaHUE MAIIIHH.

Oco0bIX Mep MPEOCTOPOKHOCTH HE TpeOyeTCs.

Baxxnas nagopmariusi 0 HEKOTOPBIX U3 HHIPeAHUEHTOB XXXX®

Hacrosiimumii iekapCcTBEHHBIN Tpenapar COAEPKUT JIAKTO3Y (MOJOYHBIM
caxap). Ecnu y Bac HemepeHOCMMOCTh HEKOTOPBIX CaxapoB, 0OpaTUTECh K
JeyvalleMy Bpady nepeja NpueMoM JaHHOro npenapara. KoanyecTBo 1akTo3bl
B OJHOKPATHOW J103€ COCTaBIIIET X T, Mpenapar CIEAYET C OCTOPOKHOCTHIO

IMPUHUMATDb OOJBHBIM C CaxapHbIM I[I/Ia6CTOM.
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HpOTI/IBOHOKa3aH JINIIaM C AJJICPTHICCKUMU pPCaKIuAMNU Ha

MIIICHUYHBIN KpaxMall.

3. KAK XXXX® [MPUMEHAETCA?

Ecnu wHOe He mpeanucaHo CHenuaaucToM, OOBIYHO MPUHHUMAIOT
no 1 tabnerke 3 pasza B JieHb. Bbl TOKHBI IPUHATH TA0JIETKY 3a MojJaca J10
WIH TIOCTIE €.

[Ipu yMeHbIIIEHUU CUMIITOMOB KPAaTHOCTh ITpUEMa CJIeAYET CHU3UTD.

Kpome Toro, romeomnarudeckue Mpenaparbl HE CIAEAYyET MPUHUMATH
JUTUTEIBHO 0€3 KOHCYJIbTAIlMK Bpauya-THHEKOJIOra.

Ecnu BeI mpuHsiin 60ibIie TadaeTok XXXX®, yuem J0KHBI

[locnencTBusi mepeo3UPOBKU 1O CUX MOp HeusBecTHbl. Eciam Bbl
NEePEeIO3UPOBAIA  JaHHBIM  JIEKAPCTBEHHBIA  Mpemapar, Bbl  JIOJKHBI
MIPOKOHCYJIBTUPOBATHCS C BPAUOM.

Ecmm BBI 320611 TpUHATE XXXX®
He npunumaiite 1BOITHYIO 103y, YTOOBI BOCIIOJHUTH 3a0BITYIO J103Y.
Ecnu BeI ipekparute nmpueM XXXX®

He cymiectByeT BpeIHBIX MOCIEACTBUN B ClTydae MpPEeKpalleHus npueMa

XXXX®.
OO1ee 3ameyanue
Ecnu y Bac BO3HUKIM JOTOJIHUTENBHBIE BOMPOCHI MO UCHOJIb30BAHUIO

HAaCTOAIICTO TOMCOIIATUYCCKOIO IIPCIiapara, O6paTI/ITCCB K Bpady HWiInu

dbapMarieBTy.

4. KAKUE ITOBOYHBIE JEMCTBWI BO3MOXXHbI?

Kak u Bce nexapctBa, XXXX® M0XeT BbI3BaTh MOOOYHbBIC JICHCTBUS,

XOTA U HC Y BCEX.
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B otnenbHBIX ClIy4dasdaXx MOKCT HpOHBOP’ITH KpPOBOTCUYCHHUC U3 IMOJIOBBIX

nyteil. B aTux cinydasx cieayer NpekpaTuTh NpUeM Mpernapara u o0paTuThes
K Bpauy.

[TmeHnYHBIA KpaxMall MOKET MPUBECTHU K AIUIEPTUYECKOU PEAKIIUU.

[Ipumeuanne. Ilpu npuemMe TOMEONATUYECKOIO JIEKAPCTBEHHOI'O
npenapara BO3MOXHO YCWJIEHHE HMEKIUXCcA *aino0. B 3Tom ciyyae BbI
JOJKHBI MPEKPATUTh MpPHEM JIEKapCTBEHHOTO Ipenapara U oO0paTUThCA K
Bpauy-TMHEKOJIOTY.

[Toxanmylicta, pacCKa)XUT€ CBOEMY Bpauy WM (papMaileBTy, eciu
MOOOYHBIE JICHCTBUS CTAHOBSITCS CEPHE3HBIMU WJIM Bbl 3aMETHIIN KaKue-Iu00

IMOOOYHEIE I[GﬁCTBHSI, HC YKAa3aHHBIC B HACTOAIICM JIMCTKC-BKJIAABIIIC.

5. YCJIOBUA XPAHEHUA

He tpeOyeTcs cnienuanbHbIX YCIOBUN XpaHEHUS.

XpaHuTe BCE JIEKAPCTBEHHBIC Mpenaparbl B HEAOCTYITHOM ISl JETEH
MECTE.

Bel He [OMKHBI MCIOJB30BaTh HACTOSIIMKA TOMEONATUYECKUU
JIEKapCTBEHHBIN IIPEIapar Mocie UCTEYECHUsI CPOKa T'OAHOCTH, YKA3aHHOTO Ha

YIaKOBKE.

6. BOJIEE ITIOJIPOBHA Sl THO®OPMAILIA
Uto XXXX® conepxut

JlelicTByIOIIME BEIIECTBA, KOTOPBIEC HAXOIATCS B OJJHOU TaOJIeTKE:
1. Cimicifuga  Tpur. D2 25 mr.,
2. Ignatia Tput. D3 25 mr.,
3. Sanguinaria  Tpur. D6 25 wmr.,
4. Sepia Tpur. D2 25 mr.

Komnonentsl 1 — 3 IMMOTCHIHHUPOBAHBI BMCCTC HA KOHCYHOM JTalic.
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I[pyme HHI'PCAUCHTBI. MOHOTHApPAT JIAKTO3bI, CTCAapaT MarHu:,

MIIICHUYHBIN KpaxMall.

Kakx XXXX® BbIMISIUAT U COJECPHKAHUE €T0 YIAKOBKU

XXXX® TtabneTrka ceporo I[BeTa, BO3MOXKHO C HEOOJbIION
3EpPHUCTOCTHIO.

VYmakoBka coaepxut 100 TabieToxK.

ITpousBoauTens.

Hacrosimuii  TMCTOK-BKJIQABIIT  TOCIEOHUM pPa3  PEAaKTHPOBAICS

B stuBape 2016 r.




[MTPHUJIOXXEHUE Ne 14

Kk TpeOoBaHUSIM K UHCTPYKIIUU
0 MEAUIIMTHCKOMY TTPUMEHEHUIO
JIEKapCTBEHHOIO MpernapaTa u oO1ei
XapaKTePUCTUKE JIEKAPCTBEHHOTO
npemnapara Jijisi MeIMIIUHCKOTO
MIPUMEHEHUS

CTAHAAPTHASM METOAUKA
NMPOBeEHNU M0JIb30BATEIbCKOI0 TECTUPOBAHUS JIUCTKA-BKJIAAbIIIA B
1eJIeBbIX IPynmax

3asgBUTENIO (JIEp)KATEII0 PErUCTPAIMOHHOTO YJIOCTOBEpEHUS (nanee —
JIPY)) B muensx oOecneyeHus yao000YUTAEMOCTH, SICHOCTA M JIETKOCTH
BOCIIPUSITUS JINCTKA-BKIabIma (nanee — JIB) cienyer cTpeMuThesl K TOMY,
yTo0bl JIB oTpaxkanm pe3ynbTarhl KOHCYJbTAIlUKM C 1EJIEBBIMU TPYIIIaMU
MAIMEHTOB C MPEICTABICHUEM YIIOJHOMOYEHHOMY OpraHy TocyaapcTBa —
yjeHa EBpasuiickou YKOHOMHYECKOU KOMHUCCUU (manee -
roCyJIapCTBa-wiICHbI) pE3yJIbTATOB OIEHKH, MPOBEICHHON COBMECTHO C
LEJEBbIMU TpynnaMyd NanueHToB. [laHHas uHboOpManus MNPUBOJAUTCS Kak
MIPUMEP BO3MOXKHOTO METOJA TMPOBEACHHUS KOHCYJIbTAM C IEJIEBBIMU
rpylmnamMu  marueHToB. JlaHHbIe TpeOOBaHHUS  IO3BOJSIOT  MPOBECTH
M0JIb30BAaTEILCKOE TECTUPOBAHHUE, M TMPUOETHYTHh K JIPYTUM TOIXOJSIINM

dbopMaM NMpoBepKr yA000UNTAEMOCTH, SICHOCTHU U JIErKOCTU Bocupusitus JIB.

1. ITomp30BaTEILCKOE TECTUPOBAHUE

[Tonb3oBarenbckoe TECTUPOBAHUE IpeAnoaaraet MPOBEPKY
y10004YUTaeMOCTH 00pa3lia B TPYIINE HCHBITYeMbIX CYOBEKTOB. OTOT

HHCTPYMCHT pa3pa6OTKI/I THOOK U HaIIpaBJICH HA BBIABJICHUC TOI'O, JOBOIAT JIN
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npeaACTaBJICHHBIC CBCIACHHA IIPABUIIBHYIO I/IH(I)OpMaLII/IIO JO0 YHUTaTCIIsA.

CaMOTECTUpPOBAHHE HE TMOBBIIIAET KAYECTBO CBEAECHUN, HO MO3BOJSET
BBISIBUTH  3aTPYAHUTENbHBIE OOJACTH, KOTOPhIE MOXXHO  YJIYUIIHUTb.
[Tonp30BaTenbCckOE TECTUPOBAaHUE (MIPU HATUYUHU) JIOJKHO BKIIFOYATHCS
B Moayns 1 peructpanimOHHOTO JOCHE.

Heo0xoauMo y10CTOBEPUTHCS, YTO B MOJIb30BATEIHCKOM TECTHPOBAHUU
ucnons3yercss  JIB, kotopeiii  Oyzaer (pakTUUECKH TOCTaBIATHCA C
JIEKapCTBEHHBIM TIpenaparoM. OJTO MOTPeOyeT MCIOJIb30BAaHUS IOJIHOTO
Mmaketa JIB, BeT, cTriih 1 Oymara KOToporo coBIiaiatoT ¢ JIB, koTopsiil OyaeT
BJIOKEH B KOMMEPUYECKYIO YIIAKOBKY. B 4acTHOCTH, B Cllydyae MHOTOSI3bIKOBBIX
JIB uBer, ctwib (BKiIOYas Keryib mpudra) U Oymara si3bIKOBOM BEPCHH,
IIOJUIEKAIIEN TTOJIb30BATEILCKOMY TECTUPOBAHMIO, JOJDKHA coBnaaars ¢ JIB,
KOTOPBIN OyJIET BIIOKEH B KOMMEPYECKYIO YIIaKOBKY.

VYKa3aHHBII ~ METOJl  OXBAaThIBAET  MHOXECTBO  OJHOTHUITHBIX
NEePCOHANIbHBIX HHTEpPBbIO (He MeHee 20 mpeacTaBUTeNneil MECTHOTO

HaCCHCHI/I}I), I KOTOPBIX IMPEAHA3HAYCH J'ICKapCTBCHHBII\/’I Impemnapar.

2. AJ'IBTCpHaTI/IBHBIC BAapHUAHTBI TCCTUPOBAHUA

JlomycTuMBI U Apyryue METOIbl MOJIb30BATEIBCKOTO TECTUPOBAHUS IPU
YCJIOBUHU, YTO UX PE3YyJbTaT 00ECHEYUBAET YyI000YUTAEMOCTh, SICHOCTh U
MIPOCTOTY UCIIOIb30BaHUS HH(POpMAITH, TTO3BOJISIOIIEH MallMeHTaM HaXOIUTh
B JIB BakHbIE CBEJICHUS, IOHUMATh UX U JEUCTBOBATh MPAaBUIIbHO. 3asBUTEIb
JIPY nomxeH o000CHOBaTh TaKyl ajlbTEPHATUBHYIO METOJIOJIOTHIO, KOTOpas
OyJleT MOoJIBEpraThCsl IKCHEPTU3E B UHAUBUAYAIBHOM TOPSI/IKE.

2.1. TlpoBeneHne UCTIHITAHUS.

TectupoBanne JIB  moxer  ObiTh  mpoBeaeHo  JIPY  wim
CIIEIUAIM3UPOBAHHON KOHTPAKTHOM OpraHu3anuei. TeCTUpOBaHUE JTOJKHO

MMPOBOAUTHCA OIIBITHBIM CIICHUAJIMCTOM, BJIAACIOIIMM HABBIKAMHU BCIACHUA
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HHTCPBbBIO, Ha6J'IIOI[aTCJ'IBHBIM U YMCHOIOIUM  BBICIIYIIATH W  IIOHATH

oTpeouTENS.

Cnemnmanucty, coctapistomemy JIB, He00X0aUMO MOMOYb COCTaBUTH
aHKeTy, W TpuU HEOOXOAUMOCTH COINPOBOXKJATh WHTEPBbIOEpA MpHU
MIPOBEJACHUH TECTUPOBAHUS C 1I€JIBIO IOMOYb MPSIMOM TIepeiaur HHGOPMAITUH.
B npouecce pa3paOoTKu TecTa MOKHO NMPUBJIEKATh aCCOIMALIMM MAIleHTOB
WJIU TIAlIMEHTOB-AKCIEPTOB. JJIsI TECTUPOBAHUSI TOJKHBI OBITH UCITOIb30BaHBI
nosiHonBeTHBIE JIB nnu JIB, npegHazHauyeHHbIE [T PhIHKA.

2.2. TlonGop y4acTHUKOB.

HeobOxonumo oToOpaTh pa3nuyHble TPYIIbl  JIIOAEH, KOTOpPHIE
MOTEHIIMAIIBHO MOTYT HMETh MOTPEOHOCTh B MPUMEHEHUWU Mpernapara.
BriOpaHHble JTHOIM JOJDKHBI TPEICTABIATh PENPE3CHTATUBHYIO IIEJIEBYIO
NoMyJIIn0. {7 GONBIIMHCTBA JIEKAPCTBEHHBIX IIPENapaToB 3TOro OyaAeT
JIOCTATOYHO, MOCKOJIbKY MH(popMaius B JIB nomkHa ObITh JOCTYIHA JJISI BCEX
BHOBb BBISBJICHHBIX OOJIbHBIX. TeM He MeHee ISl HEKOTOPBIX IIpernapaToB
NOTPeOYyeTCsl TECTUPOBAHUE YXAKUBAIOIIUX JIUII.

Heo6xoaumo yoeauThCsi B HEBKIIOUCHHH JIMIT, HAIPSMYIO Pa0OTaIOIINX
C JICKApCTBEHHBIMHU TpenapaTamu, TAKUX KaK BpauM, CPEAHUN MEAUIIMHCKUN

MEepPCOHAJ U alTeUYHble PAOOTHUKHU.

Crnemyer TOMHHUTB, 4TO HH(POPMAIHs, KOTOPOH MOTYT BOCIIOJIb30BAThCS
HalMEHee CIOCOOHBIE TMOTPEeOUTEIN, [OJKHA OBITh IOHSATHA BCEM

notpeodurensM. HeodxoaumMo ucnbITaTh U BKIFOYUTD:

oTpeIeTICHHBIC BO3PACTHBIC TPYIIIBI, TAKUE KaK JETH U JIFOIA TTOKHIIIOTO
BO3pacTa (B YaCTHOCTH €CIIM JaHHBIA MpenapaT UMeeT 0co00e 3HAUCHUE IS
TaKUX BO3PACTHBIX T'PYIIN);

HOBBIX TIOTpEeOHMTENIC WM JIOJCH, KOTOphle, KaK MpaBUIO, HE
MPUMEHSIOT JICKAPCTBEHHBIE TIperaparbl, B YaCTHOCTH B OTHOIICHUH

uHOpMallMd O HOBBIX I[penaparax, KOTOpbIE BepOsiTHEE BCETro OyayT
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IMPUMCHATHCA B HMIMPOKHUX CJIOAX HACCICHUA (HaHpI/IMCp, AHAJIBTCTUKN HJIU

AHTUTUCTAMUHHBIC JICKAPCTBCHHBIC npenapaTLI);

J'IIOI[CI\/'I, KOTOPBIC OOBIYHO HE pa60Ta}0T C OOKYMCHTaMMH (MaJ'IO NI

PEIKO YHUTAOT);

J'IIOI[CI\/’I, KOTOPBIC CYHUTAKOT CJIOKXHBIM BOCIPHUATUC I/IH(I)OpMaL[I/II/I B

ITMCBbMCHHOM BHU/JC.

HeobxoquMo BKJIIOYaTh YYACTHUKOB U3 HamOOJIEe aKTyallbHBIX TPYIII
(TOKUIIBIE JIFO/IU, IPEACTABUTEIU TPYII CAMOTIOMOIIIU, TALIUEHTHI U3 TPYIIIbI
NOJAEPKKHU, MPEJICTABUTENN OOIIIECTBEHHBIX IIEHTPOB, POAUTEIHN U JETH).

2.3. Bo3MOXXHBIE METOIUKHA UCCIIETIOBAHUS.

TpeOyercst HEOOJIBIIIOE YUCIO y4acTHUKOB. [y obecnieueHus ycriexa
TEeCTUPOBaHUA J0cTaToyHO 20 4YenoBeK (He BKJIOYAs YYaCTHUKOB MPOOHBIX
ucneiTanuit). Henb3s mOBTOPATH TECTUPOBAHKE HA TEX YYACTHUKAX, KOTOPBIX
YK€ OI[EHUIIU. DTOTO MOXKHO JOOUTHCS ITyTEM:

MUAJIOTHOT'O TECTUPOBAHUS MPUOIU3UTEIIBHO 3 — 6 YUaCTHUKOB B IIEJISIX
MPOBEPKU MPABUIBLHOCTA BONpPOCOB. [lo Mepe HakoImieHHs OmbITa B
OPOBEACHUU MWJIOTHOTO TECTUPOBAHUS MOXKHO  OrpaHUYUThCA  2-3
YYaCTHUKAMHU WJIM Cpa3y NPUCTYNUTh K OCHOBHOH (haze TeCTUPOBAHMUS;

aHajgu3a pe3yJbTaTOB B XOJI€ TECTHUPOBAHUS U BHECEHHS BCEX
HEOOXOAUMBIX N3MeHeHuil B JIB;

MOBTOPEHUSI TECTUPOBAHUSI JI0 TOJYUYEHHUS] YJOBICTBOPUTEIHHBIX
pe3yJIbTaToB B rpynmne u3 10 y4acTHUKOB;

3aKIIOYUTEIBHOTO TeCcTUpoBaHUsA eme 10 y4YacTHHKOB, YTOOBI
MPOBEPUTH, YTO Yy HUX TAKKE COOJIOJIEHBI KPUTEPHUU ycriexa (IMOJHOCThIO B

oO1el cinokHocTH y 20 y4aCTHUKOB Ha KOHEYHOM TipesiiaraemoM JIB).



5
3. [ToaroroBka K MCCIE€IOBAHUIO

3.1. [Ipu moaroTOBKE K UCCIAEAOBAHUIO HEOOXOUMO:

TUTSI KQXKI0TO TIperapara COCTaBIsATh HOBBIN MPOTOKOM;

BKJIFOYaTh BOMPOCHI, KOTOPHIE OTPAXAIOT BCE BAXHBIE M CIIOKHBIC
ACTIEKTBI, & TAKXKE MCIOJIb30BaTh CTPOTHE KPUTEPUU OLICHKH;

yOeIUThCS, YTO BOMPOCHI OXBATHIBAIOT TIOWCK, TIOHUMaHUE W
CIIOCOOHOCThH YUaCTHUKOB JICHCTBOBATH HAJIJICKAIUM 00pa3oMm;

BKJTFOYUTH OKHJIa€MbI€ TTPABUIILHBIEC OTBETHI,

CIUIAHUPOBATh TECTUPOBAHHME TaK, YTOObBl OHO [IJIMJIOCH HE OoJiee
45 MUHYT BO M30€KaHUE YTOMJICHUS YIaCTHUKOB.

HeobOxonumo yO0eauThesi, 4TO BOMPOCHI OTPakalOT BCE OCOOEHHOCTH
6e3omacHoro U 3(P¢GEKTUBHOTO MPUMEHEHUS JICKAPCTBEHHOIO Ipemnapara, a
TaK)Ke BOIPOCH MPUBEPKEHHOCTH K JICUCHUIO TECTHPYEMBIM IpPErapaToM.
TectupoBaHue MPUHOCUT HAUOOJBIIYIO MOJB3Y, €CITH BOIPOCH OXBATHIBAIOT
00J1aCTH, BRI3BIBAIOIINE y MAIIIEHTOB HAMOOJIbIIee OECTIOKOMCTBO, HAIPUMED,
HEeXeJaTellbHbIe peaknuu. M30eranue cephe3HBIX BOMPOCOB, KACAIOIIUXCS
0€30MacHOCTH TPUMEHEHUS TMpernapara, B XOJ€ IOJIb30BATEIBCKOTO
TecTupoBanus JIB He pekoMeHTyeTcs.

3.2. UHTEepBBIOED NOIKEH:

yOeIuTh YYaCTHUKOB, YTO TECTUPYETCS IOKYMEHT, & HE OHU;

JaTh y4aCTHUKAM TIPHU UX JKEJIaHWUW IIPOUYNTaTh Bech JIB;

WCITOJTH30BaTh B KAYECTBE MaMSITKH HAITMCAHHBIC BOIIPOCHI;

3aJ1aBaTh BOMIPOCHI YCTHO;

BeCTH Oeceny crmocoOoM, 00eCIedBaIONUM TECHOE B3aMMO/ICHCTBHUE C

YYaCTHUKOM;

MPOCHUTh YYACTHHKOB, IOCJE TOTO KaK OHHM HAIUId HEOOXOJMMBIC

CBCICHUS, HC YNTATh UX HAIIPAMYIO C .HB, a OoIIucaTtb NX CBOMMHU CJIOBaAMH.
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KpOMC perucTpanmun OTBETOB HA BOIIPOCHI CICAYCT BECCTU Ha6J'IIOI[CHI/I€

3a TCM, KdK KaXKJIbIN Y49aCTHHUK 06pa1uaeTC${ c JIB u OCYHICCTBIIACT IMOUCK
I/IH(bOpMaI_II/II/I, oTMCYadA, HAIIpUMCEP, TCPAIIUCH WU 3allyThIBAJIUCh JIM OHH. 910

JACT IIEHHBIE CBEACHUS O CI0co0ax yiaydlleHus: CTpyKTypsl JIB.
3.3. Borpochl 10KHBI:

HaJICKallluM 06pa30M OoCBCIIAaTb BCC  KPUTHUYCCKUC  ACIICKTLI

0€301acHOCTH MPUMEHEHHUS JIEKAPCTBEHHOTr0 Mpenapara;

OBITH MIPEACTAaBICHBl B MUHUMAJIBHOM KOJUYECTBE, OOBIYHO J10CTATOYHO
12 — 15 mTyk, OgHAKO B HEKOTOPBIX CIydasX MOXKET MOTpeOOBAThCA H
OoJibllle, HANpUMEP, €CIM HUMEIOTCS 3HAYMMbIE AacHEeKThl 0€30MaCHOCTH,
NoIeXKAaINe U3YUCHHUIO;

BBIJIEP)KMBAThH OajJaHC OOIIMX M YaCTHBIX BOMPOCOB. OOIIUM BOIIPOCOM,
HaMpuMep, SBISIOTCS MEphl, IPUHUMAaEeMble MPU MPOIYCKE 03bI, TOTJa KaK
YaCTHBIM BOMPOC MOKET OTHOCUTHCA K HEXKENIaTeIbHOM peakluu, KOTopas
npuUCyllla JaHHOMY JIEKapCTBEHHOMY Ipernapary;

ObITb cocTaBlieHbl OTAMYHO OT JIB, 4T0OB uH30€)aTh OTBETOB
YYaCTHUKOB, OCHOBaHHBIX JIMIIIb HA HAXO0XJACHUU TPYIII CJIOB;

CJIEIOBAaTh B CIIy4allHOM TOpAJIKE (TO €CTh B MOPSAKE, OTIUYHOM OT
nogauyu uHdopmaiuu B JIB);

OXBaThlBaTh MHCTPYKIIMM T[I0 TPUTOTOBJICHHIO (IO paboTe ¢
npenapaToM, HUMEIONIUM CJI0XHOYCTPOCHHBIE W3NSl JJisl BBEJCHHUS),
HEOOXOJIUMO TIO BO3MOXKHOCTH TMpUOEraTh K HCIOJIb30BAHUIO MYJISDKEH
MEPBUYHBIX YIAKOBOK M AaKTUBHOW JAEMOHCTpAllUM yYaCTHUKAMU Ipoliecca
MIPUTOTORJICHUS (PaOOTHI).

[Ipu npencraBieHnn yIoJHOMOYEHHOMY OpraHy rocy/1IapcTBa-4ieHa Ha
AKCTIEPTU3Y B MOZYJb 1.3.4 perucTpalimioHHOTO JOChe HEOOXOIMMO BKITIOUUTh

KOITMH IIPOTOKOJIOB ITIOJIB30BATCIIBLCKOI'O TCCTHUPOBAHUA, BKIIIOYAA 3aJdHHBIC
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BOIIPOCHI, IMOJIYYCHHBIC OTBCTHI, Ha6J'IIOI[€HI/I$I HHTCPBbIOCPA B IIMCbMCHHOM

BHJIE U pa3inuuHble Bepcuu JIB, nmoaseprierocst tectupoBanuto. CBeAeHUs O
crioco0e MpeICTaBiIeHUsI Pe3yJIbTaTOB MPUBEACHBI B pasjieiie 7 MPUII0KEHUS
No 12 x TpeOOBaHMAM K MHCTPYKIMU IO MEAMIIMHCKOMY PUMEHEHUIO
JIEKApPCTBEHHBIX TMpenapaTtoB U OOIIEeH XapaKTEepUCTUKE JIEKAPCTBEHHBIX

npenaparoB AJIA MCAUIIMHCKOI'O IIPUMCHCHMUA.

4. Kputepuu ycrexa

TecTtupoBaHHE NPOBOIUTCSA C LEJIBIO COCTABICHUS I MOJIb30BATEIA
pa300pPUYMBOro, YETKOr0 M IMPOCTOro B MCMOJIb3oBaHUM JIB, a Takke U JJis
y4yera BCEX NPEMIOKEHUM MOJb30oBaresieil. Bompocsl, 3amaBaeMble B XOJ€
HCCIIEIOBAHMS, JOJKHBI OBITh TIIATEIbHO ITOJATOTOBJCHBI MJISI OBICTPOTO
MOHMMAaHUS W HAaXOXXJICHUS B TEKCTE KJIIOUEBBIX CBEJECHUM IO OE30MMacHOMY
IPUMEHEHUIO  KOHKPETHOrO  JIEKAPCTBEHHOIO0  mpernapara.  Henbss
UCIIOJB30BaTh JIETKME WM OOBIYHBIC BOIPOCHI, BKIIOYAEMbIE IS

oOecrieueHuns ycrexa.

Pesynmprar Tecrta cuuTaeTcs NpPUEMIIEMBIM, €CIUM HMH(OpMalHIo,
3ampamuBaemyto 1o JIB, monnmarot 90 nmponeHToB y4aCTHUKOB UCIIBITAHUA.
O10 o3Hadaer, 4yro 16 w3 20 yYaCTHHKOB CMOIVIM HAaWTH HYXHYIO
uH(pOpMALIMIO, OTBETUTh Ha  KaXIblii BOONpOC U  JCHCTBOBAThH
COOTBETCTBYIOIIMM oOpa3zoM. Kputepun ycrnexa JOJKHBI ObITh JOCTUTHYTHI
0 KaKJIOMY BOIIPOCY, P€3YyJbTaTbl HE MOTYT OBITH 0OOOUIEHBI B LIEJIOM I10

HCCJICA0OBAHUIO.

IIpy wcCnonp30BaHMM JPYTroro MeETO/a, OCHOBAaHHOTO HA HHBIX
KPUTEPUSIX yCIleXa, YIOJHOMOYEHHBIMM OpraHaMHd TOCYIapCTB-YWICHOB
(3KcmepTHOM opraHu3anueil) OyAeT OLEHUBAThCS B HWHAWBHUIYaJTbHOM

ImopsAaKe.




[MTPMJIOKEHUE Ne 15

K TpeOoBaHUSIM K UHCTPYKLIUH
0 MEAUIIMHCKOMY TTPUMEHEHUIO
JIEKapCTBEHHBIX IIPenapaToB U 00NIei
XapaKTePUCTUKE JIEKAPCTBEHHBIX
MPEnapaToB i MEAUIUHCKOTO
MIPUMEHCHUS

IIa06,10H MHCTPYKIUY 10 METUIMHCKOMY NPUMEHEHHNI0
(IMcTKA-BKIAABIIIA)

B nacrosimem mrabiione, BBECHBI CIEIYIONINE MTPaBUiia UCIIOJIb30BaHUS
CKOOOK:

{TEeKCT} — B MOJIe MEXKJYy CKOOKaMU BHOCUTCS MHGOpPMALMS UCXOJS U3
COCTaBa U 0COOCHHOCTEH JIEKApCTBEHHOTO Mpernapara;

<TEKCT> — B MOJIE MEXJy CKOOKaMHU TEKCT BHIOUPAETCS WU yAAISIETCS U3
MPEUIOKEHHBIX CTaHAAPTHBIX (OPMYJIUPOBOK (BBIJEIEHBI KYPCHUBOM) B
3aBHCHUMOCTH OT JICKAPCTBEHHOTO Iperapara;

«XXXX®» — HanMEHOBaHME JICKAPCTBEHHOIO Mperapara.

JInCcTOK-BKIIAIBIIT — HHMDOPMAIHS I <ITAIIHCHTa™> <ITOTPEOUTEIIST>
{(ToproBoe) HauMeHOBaHME, JO3UPOBKA, JIEKAPCTBEHHas opMa}

{JleiicTByIOIIIMIE BEIICCTBA }

1. < WJlekapcmesennoviii  npenapam  nooaexcum  OONOJTHUMETLHOMY
MOHUMOPUH2Y, KOMOPbIUL CNnocoocmeyem OblICMPOMY BbIABNEHUIO HOBbIX

ceedenull 0 bezonacHocmu. Imo no36oaum 6 Kopomkuﬁ CPOK 6bl:16UNb HOEYIO
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unopmayuro o 6ezonachocmu. QObpawaemcsi K pabOMHUKAM CUCHIEMbL
30pasooxXpamneHus ¢ NpocvoOol coodowams 0 J0ObLIX  NO0003PEBAEeMbIX
HediceamenbHblX peaKyusx.

Cnocob coobujeHus o HedicenamenbHbIX peaKyusx onucan 8 pazoeie 4
JIUCMKA-BKIA0bLULA. >

2.<llepeo0  <npuemom>  <npumeHneHuem™>  npenapama  NOIHOCHIbIO
npouumaume JAUCMOK-8KIAObIU, NOCKONbKY 8 HEM COOEPHCAMCsl 8aXdCHble OISl 8AC
CBe0eHUs.

Coxpanume  aucmok-eéxknaovis.  Bozmooicno, eam  nompebyemcs
npoyumams e2o euje pas.

Ecnu y eac 6o3nuxkiu Oononnumenvhvie 80ONPOCHI, 0Opamumecv K
<neuawemy epauy> <,> <umu> <pabomuuxy anmexku> <,> <uau>
<MeoUYUHCKoU cecmpe™.

lIpenapam nasnauen umenno eéam. He nepedasaiime e2o Opy2um J0OsIM.
OH MOdicem HagpeOumv UM, 0ddice eciu CUMNIMOMbL UX 3a001e8AHUSL COBNAOAIOM C
BAUUUMU.

Ecnu y 6ac 6o3nuxnu kaxue-1ubo HexcenamenvbHble peakyuu, 00pamumecs K
<neuawemy epauy> <,> <umu> <pabomuuxy anmexku> <,> <unu>
<meouyunckol cecmpe>. Jlannas pekomeHoayus pacnpoCcmpansemcs Ha aroovle
BO3MOIICHbBIE HEJHCEIamelbHble peaKyuu, 6 mom Yucie Ha He NnepeyucieHHbvle 6
pasoene 4 1ucmka-exaaovluia. >

3.<lleped0 <npuemom™> <npumeHeHuem> npenapama  NOAHOCHbIO
npoyumaiime AUCMOK-6KIAObIUL, NOCKONbKY 8 HeM CO0epHCamcsl 8adxcHvle OJisl 84C
CBEeOeHUSL.

Bcezoa <npunumaiime> <npumewnsaume> npenapam 6 MOYHOCMU C
JIUCMKOM-BKIIAObIUUEM UL PeKOMeHOayusamu <leyauwje2o gpava> <,> <uau>

<pabomuuka anmexu> <,> <unu> <MeOUYUHCKOU Cecmpbl™.
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Coxpanume aucmok-6xnaoviui. Bozmoorcno, eam nompebdyemcs npouumamay
e2o0 euwje pas.

Ecnu  eam mydicnvl  Oononnumenvhvle c8e0eHus UlU  peKoMeHOayuu,
obpamumecsb K pabOMHUK)Y anmexu.

Ecnu y sac 6o3nuku xakue-mubo nedxcenamenvhvie peakyuu, 00pamumecs K
<neuawjemy spauy> <,> <uau> <pabomHuxy anmexu> <,> <uiu MEOUYUHCKOU
cecmpe>. Jlaunas pexkomeHOayusi pacnpocmpaHsemcs Ha aobble 803MOJiCHbIE
HeXCcelamelbHble peakyuly, 8 mom Yucie HA He nepeducieHHvle 6 paszoene 4
JIUCMKA-BKAAObIULA. >

Ecnu cocmosinue ne ynyuwaemcs unu oHo yxyowiaemcs, <uepe3 {uucno;}

OHell> 8am ciedyem oopamumscs K 6pavy.>

COLAEPXXAHUE JIMCTKA-BKJIAJIBIIIA

1.Yto u3 cebss mpencraBmsieTr mpemapar XXXX®, um s 4ero ero
MPUMEHSIOT.

2. O dyeM cnemyer 3HaTh nepes <nmpueMomM™> <IpUMEHEHHUEeM™> Ipenapara
XXXX®.

3. <Ilpmem> <mpumeneHue> mpenapara XXXX®.

4. Bo3MOXHBIE HEKETATEIbHBIC PEaKITUH.

5. Xpanenue mnpemnapara XX XX®.

6. COI[Cp)KI/IMOG YIIAKOBKH U IIPOYHC CBCIACHHA.

1. 4YTO U3 CEBA TPEJCTABIJIAET ITPEITIAPAT XXXX®
N JUIA YET'O EI'O ITPUMEHAIOT

<Ecnu yryuuienue He HACMYNUIO0 UIU 8bl Yyecmeyeme yxXyouleHue <yepes

{uucno} oneii>, Heo6x00UMO 0OpAMUMBCA K 8PAUY.>.
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2. O YEM CJIEAYET 3HATD [TEPE/] <[TIPUEMOM>
<[TPUMEHEHUEM> ITPETTIAPATA XXXX®

He <npunnmaiite> <npumensiite> npemnapat XXXX® <:>

<ecau y eac annepeus Ha {oeiicmsyrowee(ue) sewecmeo(a)} unu nroodwvie
opyeue KOMNOHEHMbl npenapama (nepeyucnenuvle 6  pazoene
6 1uCmKa-8K1a0vLiUIa). >

OcoOble yKazaHusi U MEphI MPEJOCTOPOKHOCTU

<llepeo  <npuemom> <npumenenuem>  npenapama  XXXX®
NPOKOHCYIbMUPYUmMech ¢ Jaedawum epavom <uau> <,> <pabomuHukom
anmeku> <,>,<unu> , <MeOUYUHCKOU CeCMPOoL>>>,

et <u moapoCcTKu>

Jpyrue npemnapatsl u npemnapat XXXX®

<Coobwume nevawemy <epauy> <uau> <pabomuuxKy anmexu>> o mom,
umo  6vl  <npuHumaeme>  <npumeHseme>, HEOABHO  <NPUHUMAIU>
<npumerAnu=>  UIU Modxceme HaA4amv  <HPUHUMAMb>  <HNPUMEHIMb>
Kakue-1ubo opyaue npenapamaol.>

[Ipenapar XXXX® c <pumeir> <,> <u> <> <"Hanutkamm> <,> <>
<aJKoroJjiem>

bepemenHocTh <u> <> rpyHO€ BCKapMJIMBaHUE <U PEPTUIHLHOCTH>

<Ecnu 6vbl OepemeHnHbl UM Kopmume 2pyovio, Oymaeme, Umo
3abepemenenu, uiu niaHupyeme bepemenHoCcmyb, neped HaYaloM NPpUMeHeHUs.
npenapama  NPOKOHCYAbmupyumecs ¢  <jedawum  epayom>  <uiu>
<pabomuukom anmexu.>

VYrpaBieHue TpaHCIOPTHBIMU CPEJICTBAMU U pabOTa C MEXaHU3MaMU

<[Ipenapam X cooepcum {HaumeHo8aHUue 8CNOMO2amenbHbiX(020) ewecms(a)}>
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3. <ITPUEM> <[TPUMEHEHUE> [TPEITAPATA XXXX®

<Bcezoa <npunumarme> <npumeHAume> npenapam 8 NOTHOM
COOMBEMCMEUU C PEKOMEHOAYUAMU Tedauye20 8paya <uiu pabomHuKa anmexku>.
Ilpu nosenenuu comHeHuli nocogemyumecb ¢ <Jjedawjum epadom> <uuu>
<pabomHukom anmexu>.

<PexomeHnoyemas 003a. ...>

<Bcezoa <npunumavme>  <npumeHAume>  npenapam 8 NOTHOM
COOMBEMCmMEUU ¢ TUCMKOM-6KIAObIUEM UTU C PEKOMEHOAYUAMU T1e4auieco epaia
<pabomnuka anmexku> <,> <meouyurcxou cecmpwvi>. lIpu noseieHuu comHeHull
nocosemytimecs ¢ <iaedawum epadom> <,> <uau> <,> <pabomHuKom anmexu>
<,> <uiu MeOUYUHCKOU CeCmpoui>.

<Pexomenoyemas 0oza. ...>

<IIpumeHeHue y aeren <u noapoCcTKOB>

<Pucka HaneceHa auulb 051 0ONe2YeHUsl Pa3IaMbl8aHUs MabiemKu npu
B03HUKHOBEHUU 3aMPYOHEHUL NPU ee NPO2NaAMbl8AHUU YETUKOM. ™

<Tabaemxy MONCHO pazoeiums Ha PagHble 003bl.>

<Pucka He npedHazHayeHa OJisl pa3lamMbl8aAHUs MadiemKu.>

<Ecmu BB <npuHsII> <npuMeHWIH> mpenapata X XXX® Oombire, dem

CJIEZI0BAJIO>
<Ecnu BbI 3a0bUTH <MPUHATH> <IMPUMEHUTH> IpenapaT X XXX®>

<He npunumaiime  O080UHYIO 003y, UMOObl  KOMHEHCUPOBAMb

nponyweHHyo <maobaemky> <003y> <...>.>
<Ecnu BBI IpekpaTiim <npuem> <mpuMeHeHue™> npemnapara X XXX®>

<[lpu Hanuyuu 60Mpocoe no npuMeHeHur0 npenapama obpamumecv K
<neuawemy epauy> <,> <unu> <pabomHuky anmexu> <,> <uiu MeOUYUHCKOU

cecmpe=>.>
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4. BOSMOXHBIE HEXXEJIATEJIbHBIE PEAKIIVN

<[lo00b6HO 6CeM JeKapCMBeHHbLIM Npenapamam npenapam ModHcem

8bI3b16AMb HEdHCENAMENbHbIEe PeaKyuU, 0OHAKO OHU BOZHUKAION HE ) 8CeX.>
<JlomoHUTENbHBIC HEXKENIaTeIbHBIC PEAKIINH Y JIeTeH <d MOJPOCTKOB>>
Coo01ieHre 0 HeXenaTeIbHBIX PEaKIUIX

<Ecmu y eac 603HUKAlOM Kaxkue-iubo HedicelameibHvle peaxKyul,
NPOKOHCYIbmupylimecs ¢ <epavom> <,> <uau> <,> <paOoOmHUKOM anmexu>
<,> <unu MeOuyuHcKou cecmpou>. /{aHHas pekoMeHOayusl pacnpoCmpaHsiemcs
Ha JIl00ble BO3MOJICHbIE HEJICelamelbHble peakyuu, 6 MOM 4YUcle HaA He
nepevucieHnble 8 JIUCmKe-eKaaovlule. Bvl  makoce Mmoodceme  coobuumo
O  HeJCelamelbHblX  peakyusx 6  UHGOpMayuoHuwyro  06a3y  OAHHBIX
NO HeNCeNamenbHblM peakyusim (0eucmeusim) Ha JleKapCmeeHHble Npenapamsol,
BKIIOUASI COOOWeHUsL O Hed(heKmusHocmuy 1eKapcmeeHHblX Npenapamos,
BbIAGNIEHHVIM ~ HA — meppumopuu  2ocyoapcmeéa — unena. Coobwas o
HeJCeNameibHbIX  peakyusx, 6bl nomoz2aeme HOMYYUMb OONbUle CEEOeHUll O

bezonacrocmu npenapama.>

5. XPAHEHUE ITPEITAPATA XXXX®

<Xpanume npenapam 6 HeOOCMYNHOM U HEBUOHOM OJisl Oemell Mecme.>

<He npumensitime npenapam nocie ucmeyeHusi cpoka 200HOCMU (CpoKa
XpaHeuust), yKazaHnoz2o <> <Ha> <MapKuposke> <KAPMOHHOU nauxe>
<ghnarxone> <...> <nocne {cokpawerue, ucnorv3yemoe OJisi 0amvl UCMEUEHUS
CcpoKa 200HOCmu}.>

</lamoii ucmeyenust Cpoka 200HOCMU AGTAEMCSL NOCTEOHUU 0eHb Mecsayd.>

<He npumensiime npenapam, eciu 6vl 3amemunu {OnuUcarue SUOUMbIX
NPUZHAKOB Henpu2coOHOCMU npenapama Ojisi NpUMeHeHUs}.>

<He e6vlOpacvisatime (He GvLiuSalime) npenapamvl 6 KAHAMUIAYUIO
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<6000np0600>. Ymounume y pabOmHUxKa anmexu, KAK uU30a8UMbCS OmM
npenapamos, Komopvle 00blie He nompedyiomcs. Omu mepvl NO3601M

3auumums OKpPYH#CarouyIo cpeoy.>

6. COAEPXKUMOE YITAKOBKU U [TPOYUE CBEJIEHU A

{Tlonnoe nepeuucienue Oeticmayowe2o(ux) sewecma(a) u

BCNOMO2AMENILHLIX BeUleCB)
[Tpemapar XXXX® coaepKuT

</leticmeyrowum(umu) sewjecmeom(amu) s6aaemcs(romcs)>
<IIpouum(u) <unepeouenmom(amu)> <(scnomoeamenvHviM(1t)

sewjecmeom(amu))> aeisem(iomcs)...>
Baenmauii Bug XXXX® u coepXxUMoe YITakOBKU
Jlepxaresb perucTpaliMOHHOrO yI0CTOBEPEHUS U MPOU3BOAUTEID

{Haumernosanue u aopec;}

<{men.}>

<{¢arc}>

<{aopec snexmponuot noumui}>

<3a nmoboi uHpopmayueri o npenapame credyem oopawamMvcs K
JIOKAIbHOMY NPE0Cmasumerntio 0epicamelisi pecucmpayuoHH020 YO00CMOBEPEHUSL:

{Cmpana}

{Haumernosanue opeanuzayuu}

{Aopec: {Hacenennwiti nynkm;} {noumoeuwiii unoexc,! — cmpana,

Ten: + {nomep menegona;

<geb-caum>>
JIMCTOK-BKIIA IBIIT TIEPECMOTPEH

<{MM/TTTT}> <{mecay I'TTT}>.
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<[Ipenapam «3apecucmpuposan Ha YCI08UAXY. MO 3HAYUM, HUMO
NOsBAMCSL HOBblE C8E0eHUs 0 npenapame.

Ilpeocmaenennvie OarHble 0 JIeKAPCMBEHHBIX Npenapamax 0yoym
NPoBePSMbCsL U OONOJHAMbCSA HOBBIMU C8EOCHUSAMU, U NO Mepe HeodX00UMOCmu
JIUCMOK-BKA0bIUL OYOem 0OHOBIAMbCA. >

<[Ipenapam 3ape2ucmpuposan no CUCKTTIOYUMETIbHBIM
oocmoamenvcmeamy».  Omo  3Hauum, umo  <ecieocmeue - peodKoll
scmpeuaemMocmuy  3a00ae8anus> <u3z HAYYHLIX CO0OpaddCeHul™> <UCX0os
U3 IMUUECKUX COOOPANCEHUL™ HEeBO3ZMONCHO NOJYYUMb 6Ce He0OX00UMble
ceedeHusl o npenapame.

Ilo smum nexapcmeenHbIM — npenapamam  Oyoem  NPOBOOUMbCS
9KCNepmu3a HOBbIX OAHHBIX, KOMOPbLE MOZYM NOSABISAMbCS eHCE200HO U N0 Mepe

Heo0X00uUMOCmuU TUCMOK-8KIA0bIUL 0)y0em 0OHOBIAMbCS. >
<IIpouue ucmounuxu ungopmayuu>

<[loopobnuvie CcBe0eHUs. 0 npenapame CO0epPIHCAMCsl
Ha eeb-catime Cowsza> <Hmeiomcs makdxice CColIKU HA Opyaue 6ed-catlmbl
no peoKuM 3a001e8AHUAM U BUOAM JleUeHUs.>

<Jlucmoxk-exnadviuu docmynen Ha 6cex ssvikax Corw3a Ha 6ebO-caiime

Coro3sa.>

(JIUHUS OTPBIBA UJIU OTPE3a)
<Cnedywwjue  ceeoeHus  NpPeOHA3HAYEeHbl  UCKIIOUUMENIbHO O

MeOUYUHCKUX PaOOMHUKOB: >




[MTPHJIOXEHUE Ne 16

k TpeOoBaHMSIM K HHCTPYKITUA
10 MEAUITTHCKOMY TTPUMEHEHHUTO
JIEKapCTBEHHOTO Mperapara u oomen
XapaKTEPUCTUKE JIEKAPCTBEHHOTO
npenapara Jjisi MEIUITHHCKOTO
IPUMEHEHUS

YKA3AHUA
0 3aM0JTHEHUIO A0JI0HA MHCTPYKIIUH
M0 MeIUIMHCKOMY NMPUMEHEHUI0 (JIMCTKA-BKJIAIBIIIA)

Bmecto (TOproBoro) HaMMEHOBaHHMS JIEKAPCTBEHHOTO IIperapara B
TEKCTE yHOTpeOIIsieTCs 0003HaUCHHE «mpenapaT X».

Bo Bcex ciywasx mnOpu HEOOXOAMMOCTH CIIEAYET UCIOJIb30BaTh
CTaHJapTHBIE 3ar0J0BKH U (hpasbl, coAepkaiirecs B madione. B oTaenbHbIX
cilydasx JUisi ydeTra crneuu(puYHBIX AJis Mpernapara TpeOOBaHUM 3asBUTEIb
MOXET HE HCIMOJIb30BaTh 3TU 3aroyioBkH ((pa3bl) U HUCHOJIB30BATH JPYTHE
albTEPHATUBHBIE 3aroJIOBKM WM (pa3bl (Hampumep, IJis MPEenaparos,
BBOJIUMBIX MEIUIIMHCKUMHU PAOOTHUKAMHU, CJIIOBO «IPUHUMANTE» WIH
«MPUMEHSIITEY» MOYKHO 3aMEHUTH CIIOBOM «JIA€TCS» WA «BBOJUTCS).

3asBUTENI0 HEOOX0IUMO 00OCHOBAThH MCIIOIb30BAHNE AIbTEPHATUBHBIX
3aroJIOBKOB  (HalpuMep, CCBUIKOM Ha pe3yibTaThl I0JIb30BATEIBCKOIO
TecTUpoBaHusA). 11 HEKOTOPBIX MpenapaToB HE MPUMEHUMBI BCE 3JIEMEHTHI
JUCTKA-BKJIQ/IBIIIA, B 3TOM CIy4ae COOTBETCTBYIOIIMI 3ar0J0BOK YKa3bIBATh
HE ClieyerT.

[enp mabnoHna — o0ecreyuTh BKIIOYEHUE B YKa3aHHOM TOPSIKE BCEX

AJIEMEHTOB JIUCTKA-BKJIAJIBIIIIA COIJIaCHO TpeOoBaHusiM  EBpasuiickoro



PKOHOMHUYECKOrOo cor3a (mamee — Coro3a) 1O NOATOTOBKE TEKCTa
JIMCTKA-BKJIA/IBIIIIA.

JuzaitH u pacnonoxxkeHue UH(POpMaIUU SBISIIOTCS  KIIFOUEBBIMU
AJIEeMEHTaMu yA000YMTaEMOCTH TOTOBOIO JIMCTKa-BKiIajbIima. CregoBaHue
mabsony JIB oOecrneunBaeT ompeAcieHHYI cTeneHb omHopojHoctu JIB
3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB.

I[lo 3ampocy opraHW3anuii  MAIMEHTOB  3aABUTEIH  JIOJDKHBI
NPEJOCTAaBUTh JUCTOK-BKJIAJIBIII B (hopMaTe, MOJIXOASAIIEM ISl CJICTIBIX WIIH
CJ1a00BUIAILIUX. Hepxarensm PErUCTPALlMOHHBIX YAOCTOBEPEHUN
PEKOMEHIyeTCsl YKa3bIBaTh HAJTMYKE MOAOOHBIX aTbTEPHATUBHBIX (HOPMATOB B

KOHIIC JIMCTKAa-BKJIaAbIIIIA.

JIucrok-Bkiaapir: MHCTpYKIIMU MO MEIUITUHCKOMY TPUMEHEHUIO

JIEKapCTBEHHOT0 Ipenaparta sl <nayueHma> <nompeoumens>

{(Topzosoe) Haumenosarue, 003uposKa, 1eKapcmeerHas popma;
Ueticmsyrowue eewecmaa)

B nmaHmHOM moa3aroiioBke  HEOOXOAMMO  yKa3aTh  (TOProBOE)
HalMEHOBaHHME JIEKApCTBEHHOrO Mpemnapara (gajgee — Ipernapar), 3aTeM
JIO3UPOBKY U JEKapCTBEHHYIO (hopMy (Takxke kak B paznene 1 OXIJII), onun
BBIJICTISIIOTCS TOJTY>KUPHBIM IpudToMm. [lanee cieayer ykazarh IEUCTBYIOIINE
BelecTBa (B cooTBeTcTBUM ¢ NyHKTOM 11 TpebGoBanuidi Kk MapKUPOBKE
JIEKapCTBEHHBIX CPEACTB) MHGPOPMAIMIO O KOTOPHIX MOXHO MpPEACTaBUTH
CTPOKOM HWXKeE. B 0CcTaBImIEHCs 4acTU JOKYMEHTA TOPrOBOE HAMMEHOBAHUE HE
CJIEYET BBLICIATH MOIY>KUPHBIM WUIIM MOJYEPKHYTHIM MIPUDTOM, U B IEJIOM
cienyeT u30eraTh 4acToro yKkazaHusi TOproBOro HAMMEHOBAHUS B TEKCTE.

Tonbko B OTHOILIEHUM MPENAPATOB, TPEOYIOMIMX TOMOJHUTEIHHOIO
MOHUTOPUHIa O€30MacCHOCTH, HEOOXOJMMO YKa3aTb B JIMCTKE-BKJIAJbIIIE

CHeI_II/IaJ'IBHBIf/i CHUMBOJI U ITOSICHCHMHA. CHGHH&HBHBIﬁ CUMBOJI IIPCACTABJIACT
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cO0O¥ YepHBIH MepeBEPHYTHIN PAaBHOCTOPOHHUN TPEYTOIbHUK « ¥ », CHMBOJI
JOJDKEH  OBITh  MPOMOPIMOHATEH  KEMio  mpudra  MOCIEAYIOUIEro
CTaHIAPTU30BAHHOTO TEKCTa, MPH 3STOM MUHHMAJIbHAs JUIMHA KaXIO0U
CTOPOHBI TPEYTOJIbHUKA JIOJKHA COCTABIISITh HE MEHEE 5 MM. J[JIs1 MOArOTOBKU
JTOTIOJTHEHUH K HMHpOpPMAIUM O TIpernapare, IMOoXKajdyicTa, BOCIOJIb3YHTECh
YEPHBIM TPEYTOJIBHUKOM, COJIEPKAIIUMCS B TAHHOM I11abJIOHE.

<V Jlexapcmeennviti  npenapam  nooaelcum  OONOJHUMETbHOMY
MOHUMOPUH2Y, KOMOPBIUL CHOCOOCMBYem ObICMPOM)Y BbIAGIEHUID HOBLIX
ceedenull no bezonachocmu. Bl modiceme nomous, coobuias ungopmayuro o
JII0OBIX HeHCEIAMENbHBIX PeaKyusx, KOmopwle 603HUKIU 8 NEPUOO NPUMEHEHUS
JIeKAPCMBEHHO20 — npenapama (6 momM uucie U 0 CIy4asx e2o
HeaghpexmusHocmu).

Cnocob coobujeHus o HexcelamenbHblX peakyusix Onucau 8 pasoene 4
JIUCMKA-BKAA0bIULA. >

JI7 JIeKapCTBEHHBIX MPENApPaToOB, OTIYCKAEMBIX HCKIIOUHUTEIBHO IO
pelenTty, Heo0X0AMMO TTIOMECTUTh B JIMCTOK-BKJIAIBIII CJICTYIOIINE HAIITHCH:

<[lepeo <nmpuemom>  <npumeHenuem>  npenapama  NOJIHOCHbIO
npouumaume JUCMOK-8KIAObIUL, NOCKOIbKY 8 HEM COOEPIHCAMCsl 8AdHCHbIE OISl 8AC
cBe0eHUs.

Coxpanume  nucmox-eéxkiaoviul. Bozmoocno, eam nompebyemcs
npouumams e2o ewe pas.

Echu y e6ac 6osHuxau Oononnumenvhvie 60NpOCul, obpamumech K
<neuawemy @pavy> <,> <umu> <pabomuuxy anmeku> <,> <unu>
<MeouYUuHCKoU cecmpe™.

Ilpenapam naznauen umenno eam. He nepedasavime e2o opyeum ni00osm.

On  moorcem Haepedumb um, dasice eciu CUMnNMoOMbul Ux 3a0601e8aHusl
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cosnaoarom ¢ eauuMu (He credyem BKIIOYAMb OAHHOe YKA3aHue, eciu

npenapam npeoHa3Hadet moavKo 0Jisl CMAYUOHAPHO20 NPUMEHEHUS).

Ecnu y 8ac 6o3nuku kakue-iubo HedceramenbHvle peakyuu, oopamumecs
K <neuawemy e6pauy> <,> <umu> <pabomuuxy anmexku> <,> <unu>
<meduyuuckou cecmpe>. Jlannas pexomeHOAyusi pacnpocmpaHsiemcs: Ha
JII00Oble  BO3MOJICHbIE HeMCelamelibHble peakyuu, 6 MmMOoM 4Yucie Ha He

nepeyucientvle 8 pazoeie 4 1cmra-6xKiaobiuia.>

JIJist IeKapCTBEHHBIX MPenapaToB, OTIMYCKAaEMbIX 0€3 perenTa, cleayer
yKa3bIBaTh CJIEAYIONIYI0 HHPOPMALIHIO:

<[lepeo <npuemom> <npumeHneHuem> npenapama  NOAHOCHbIO
npouumaume JUCHOK-6KIAO0bIUL, NOCKONILKY 68 HEM COOEPHCAMCS 8AdICHbIE O
8ac c8e0eHUsl.

Bcezoa <mpunumavme> <npumewnsaume> npenapam 8 MOYHOCMU C
OQHHBIM JUCMKOM UNU PeKOMeHOayusamu <jedaweeo epava> <,> <uiu>
<pabomuuka anmexu> <,> <uau> <MeOUYUHCKOU ceCmpvl>.

Coxpanume  aucmok-ekiadviul.  Bozmoowcno,  eam  nompebOyemcs
npovumams e2o euje pas.

Ecnu eam mysrcnuvl  OononnumenvHvle Cc8e0€HuUs UIU  peKoMeHOayuu,
obpamumecsb K pabOMHUKY anmekxu.

Ecnu y eac 6o3nukau kaxue-mubo HexcenamenbHvle peakyuu, 00pamumecs
K <neuawemy epauy> <,> <uau> <pabomuuxy anmexku> <,> <uau>
<meouyuHckou cecmpe>. [lannas pexomeHOayus pacnpocmpaHsemcs Ha
Jobvle  803MOJICHbIE —HeXCenamenbHble peakyuu, 6 MOM uucie Had He

nepevuciieHtble 8 pazoeie 4 1ucmKa-6K1aobiua.>

Ecnu cocmosinue ne ynyuwaemces unu ono yxyowiaemces, <uepes {uucno;}

OHeli> 8am credyem oopamumscsi K 8pavy.>
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CoaepxaHue JIUCTKa-BKJIabIIIA

TecTtupoBanue norpedUTeNel moka3ano, YTo OOJBIIMHCTBY MAIIUEHTOB
HEO0OXOAMMO IPEACTABUTH COAEPKAHME JIMCTKA-BKIIA IbIIIA, KOTOPOE TOJKHO
ObITh YETKO BbIAENeHO. Eciau JMCTOK-BKJIAMBIII CTAaHAAPTHBIM, OH OOBIYHO
COCTOUT U3 6 OCHOBHBIX Pa3/IEIIOB.

1. Yrto u3 cebs nmpeacTaniseT npenapar X, U JJisl 4eTo ero NPUMEHSIOT.

2. O yem cremyer 3HaTh mepen <mprueMoM™> <IPUMEHEHHEM™> Tperapara

3. <Ilpuem> <npumeHeHue> mnpermnapara X.

4. Bo3MOKHBIE HEXKENaTeIbHBIC PEAKIINH.

5. Xpanenue mnpemnapara X.

6. ComepkxuMoe YIIaKOBKH U MMPOYHE CBEIACHMUS.

Onnako ecnu wucnoJib3yercs (opMar OykiieTa WM CTaHJIapTHBIN
JMCTOK-BKJIQJIBINI  COJNEPKUT MHOTO TIOJPAa3/AesioB, OMycKaeTcs Oolee
oipoOHOE TIPEJCTABICHUE COJACPKAHUS JIMCTKA-BKIAAbIIA (C yKazaHHUEM
HOMEpPOB CTpPaHUI] WIM KOJOHOK, IO3BOJISIONIMX MOTPEOHUTENSIM OBICTPO
HAXOJIUTh HEOOXOIUMBIC UM CBEJICHUS, 3TH JAaHHBIE MOXKHO YKa3bIBATh JIUIITh

Ha MakKeTax).

1. Yrto u3 cebs mpeacTasisieT npenapat X, U JJIsl 4ero ero NpUMEHSIOT

Topzeosoe HauMeHo8aHue, Oelicmsyrowue sewecmada u
(apmakomepanesmuueckasn 2pynna npenapamd.

Cnenyet yka3zaTh TOProBO€ HAMMEHOBAHUE MPENapaTa u IOMOJIHUTH €T0,
pU HEOOXOJMMOCTH, YKa3aHUEM JICUCTBYIOIIMX BEIIECTB (Kak B pa3aenax 1 u
2 OXIJIII), nanpumep, «mapenapaT X COJIEPKUT JECUCTBYIOIIEE BEIIECTBO Y ».

Heobxomumo ykazaTh Takxe QapmakoTepaneBTUUECKYIO TIpymmny (Kak B
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pazaene 5.1 OXJIII), u (uin) Ha 4TO OH JAEUCTBYET (HAIpUMeEp, CTATUHBI (JJ1s1
CHIDKEHHS COJICP KaHUS X0JIECTEPHHA)).

Tlokazanus Kk npumenenu0

31ech HEOOXOIMMO yKa3aTh TOKa3aHUs K MPUMEHEHUIO, B COOTBETCTBUU C
paznenom 4.1 OXJIII. HeobxomuMmo ykaszaTh, B KaKMX BO3PACTHBIX TPYIIIIax
MOKa3aHO MPHMEHEHHE IIperapara ¢ yKa3aHWeM BO3PACTHOTO JHAaIla3oHa,
HarpuMep:

<mnpenapam X npumensiemcs 01 JledeHus {ykazamev noxasauue! y
<83pOCHbIX> <HOBOPONHCOEHHBIX> <MIadeHyes> <oemel> <NHOOPOCMKOG>

<6 gospacme {om X 00 Y!> <nem> <mecsyes>.

Ecim mpuMeHnMo, yKa3bIBaloT:

YTO TMpemapar SBJISIETCS BBICOKOTEXHOJOTHYHBIM JIEKAPCTBEHHBIM
mpernapaToM, COJEpKalluM KIETKH WA TKaHu (HEoOXOAMMO TPEICTaBUTh
OMHCaHWE 3TUX KIETOK WJIM TKaHEH, WX MPOUCXOXKJEHHUE (BKItOUas BUJ
KUBOTHBIX, €CIIM OHU HEYEJIOBEUECKOTO IMPOMCXOXKICHHUS) B COOTBETCTBUU

pazaenom 2.1 OXJIIT);

YyTO TIpenapar SBJIAETCS BBICOKOTEXHOJOTUYHBIM JIEKAPCTBEHHBIM
npenaparoM, COJEpXXalllUM  MEIUIIMHCKUE U3JCJIUS WM  AKTUBHBIC
UMIUITAHTUPYEMbIE MEAUIMHCKUE u3Jeaus (HEOOXOAMMO MPEJACTaBUTH

OIINCAHHUEC OTHUX I/IBI[eJ'II/If/i N UX IPOUCXOXKIACHUC B COOTBCTCTBUHU C PA3ACIIOM

2.2 OXJII).

CeeodeHust 0 nov3ze npuMeHeHus: npenapama

B nanHOM paszjnene AOmyCcKaeTcsd B MHAWBUIYAIBHOM MOPSAIKE YKa3aTh
CBEICHMUS O II0JIb3€ TNMPUMEHEHMs IMpernapara IMpPU YCIOBUH COOTBETCTBUS
unopmaruu B OXJIII, mone3HoCTH 1Jis MalKMeHTa U OTCYTCTBUS JIFOOBIX
AJIEMEHTOB PEKJIIAMHOTO Xapakrepa. JlaHHble TOMyCKaeTcs NPeICTaBUTh IO

OT/ICJIbHBIM 110/13ar0JIOBKOM, Hanpumep, «Crnocod aecTBus npenapara X».
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CenieHus HE0OOXO0IMMO U3JIOKHUTh YETKO U KPaTKo.

Hanpumep, cBeeHNsI MOTYT BKJIIOYATh B CE04:

MPU3HAKU U CUMIITOMBI 3a00JIeBaHUSA, IPU KOTOPOM JIEKAPCTBEHHBIN
npenapar MOXKET MPUMEHSTHCA, OCOOEHHO B OTHOIICHUH O€3pelenTypHBIX
IpernaparoB, HO TaKXe€ B OTHOLIEHWU MPEnaparoB, MPUHUMAEMBIX «II0
TpeOOBaHUIOY (HAIpUMED, MpenapaThl MPOTUB MUTPEHH);

CBEJIEHUs O TOJIb3€ MPUMEHEHMs Tpernapara (Hampumep, «Ipernapar
CHUXaeT OO0Jib MPU apTPUTE», IIPEMapaT CHIKAET COJIEp’KaHHE caxapa B
KPOBH, YTO CIOCOOCTBYET MPEIOTBPAIICHHUIO OCIOXHEHHUUN auadera»). ITo
OCOOCHHO Ba)XHO [IJIi TOBBIIICHUS] MPUBEPHKEHHOCTH MAIMEHTa TEparuu,
HampuMep, MpHU JOJITOCPOYHOM U mpoduiakTuueckoMm JiedueHuu. [lomb3y
IpPUMEHEHHUs Tpenapara MOKHO ONMHCATh ¢ TOYKHU 3pEHUs MPEelOTBpALICHUS
OCJIO)KHEHHI 3aboJjieBaHus (HampuMmep, JUa0ETUYECKHX), €ClIu OHa
NOATBEPkKJIeHA. MOXKHO TakKe yKazaTh CpOK HactyruieHus s¢ddexra oT
nercTBusl mpenaparta (eciau uenecoodpazHo). B mo0om ciiyyae cBeaeHuUs
TOJDKHBI cooTBeTcTBOBaTh MH(opmaruu B OXJIII (ocobenno pazmeny 5.1

OXJIID);

CBEJICHHUS O BpPEMEHH, HEOOXOAUMOM [iIsi HacTymieHus 3ddekra
npenapara (00e300JaMBalONINI Mpenapar, aHTUACHIPECCAHT U T. [.), €CIU 3TO
3HAYUMO JJIsI TallUeHTA.

O0s13aTenbHOM ABIISIETCS clienyrolas GopMyIUpOBKa:

<Ecnu ynyuuilenue He HACMYNUIO UIU 6bl Yy8cmeyeme YXyOouieHue

<yepe3s {uucno} oneu>, HeobXOOUMO 0OpaMuUMvCs K 8payy.>

2. O yeMm cienyer 3HATh Nepel <npueMoMm™> <MpuMeHeHueM> npenapara X

B nmanHbI paznen HEOOXOAMMO BKIHOYUTH MHGOPMAIUIO, O KOTOPOM

JOJIDKHBI 3HATh ITAallUCHTEI (HOTpGGI/ITCJ'II/I) A0 Hadajia IMpucMa Ipceriapara 1 Ha
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MPOTSDKEHUH BCETO Kypca ero mpuMeHeHusl. Benencrue 0obimoro pazmepa
JTAHHOTO pa3jieia JIMCTKA-BKIIAJIbIIIA Yy MAlUEHTOB (IIPU UX TECTUPOBAHUM)
BO3HHKAJIN HauOoJbIINe 3aTpyaHeHus. s ynoO0cTBa Hax0XICHHS HYKHOU
WHPOPMAIIMKA  TIOJIE3HO BKIIOYEHHE JOMOJHHUTEIBHBIX I10/J3ar0J0OBKOB
(HarmpuMmep, uHpoOpMaIu 00 OINpeeIEHHOW KaTeropuu IMoTpeduTeneit) ¢
COOJTIOICHHEM TIOCIIEA0BATEILHOCTH YKa3aHUsl HH(OpMAITK B COOTBETCTBHUU
C €€ BaKHOCTHIO.

2.1. TlpoTuBOIIOKa3aHUA.
He <npunumaiime> <npumenstime> npenapam X<:>

B nanHoMm monpasnene HEOOXOAMMO yKa3aTh BCE MPOTHMBOIOKAa3aHUS,
nepeunciennbie B pazaene 4.3 OXJIII, B ToM ke nopsiake, yto u B OXJIII.
OcranbHble 0COOBIE YKa3aHUSI U MEPBI MPETOCTOPOKHOCTHU CIEAYET MPUBECTU
B CIEIYIOLIEM pa3fene JHCTKa-BKiaabima. HeoO0XoauMo BKIOYUTH BCE
CYLIECTBEHHBbIE  JJi1  NPUMEHEHHUs  Mpenaparta  MNPOTUBOMOKA3aHUSI.
HenonmyctumMo ykas3bpIBaTh JIMIIb OCHOBHBIE WJIM YacThle BCTPEYAIOIINECS
npoTuBonokaszanus. He ciemyer uckitodarh NPOTUBOMOKA3AHUE UCXOAS M3
MPENOIOKEHUS, YTO MAIUEHT HE MOWMET 3TO MPOTUBOTIOKA3aHUE.

<ecJM y Bac ajlieprus Ha {JICUCTBYIOIIME BEIIECTBA} WM JIOObIC
Ipyrue KOMIIOHEHTHl Tpenapara, (IepedyucieHHble B  pazgene 6
JUCTKAa-BKJIaAbIIIA).>

B sToM mpenymnpexaeHUN TakXe YKa3blBaIOT OCTATOYHBIE MPUMECH,
€CJIM 3TO TPUMEHUMO.

CooTBeTCTBYIONIKE MEPHI TPEIOCTOPOKHOCTH, OCOOBIE YKa3aHUs
2.2. Oco0Oble yKazaHUs U MEPBI MPEIOCTOPOKHOCTH.

<Ilepen <npuemMom> <NpUMEHEHUEM> npenapara X
MPOKOHCYJIBTUPYUTECH € JIeHAlIUM BpaduoM <Win> <paOOTHHKOM anTeKu™>

<WJIA MEIUIIMHCKOU CECTPOM>
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B caydae piuHHOrO mnepedyHsi MOPEeNOCTEPEKEHUN PEKOMEHyEeTCs
UCIIOJB30BAHUE €JIMHOTO OKOHYAaHWSl (Hampumep, PEeKOMEHIAIUU O
HEO0OXOJIMMOCTH KOHCYJIbTAIINU C JISYAI[UM BpauoM WM paOOTHUKOM alTEKH
aM00 yKa3zaHHUE MEp MPEIOCTOPOKHOCTH), UTOOBI MOBTOPSATH €r0 HECKOJIBKO
pas.

B nannom noapasnene He0OXOMMO U3JIOKUTH BCE OCOObIE YKa3aHUs U
MEpbI TPEJOCTOPOKHOCTH NpPU MPUMEHEHUM Npernapara, BKIIOYEHHBIE B
pazaen 4.4 OXJII (kak u B OXJIII, mopsinok wu3noxeHuss wHOOpMAIIMU
JOJKEH OMPEAENSIThCS BaXXHOCTbIO MHPOpPMAIMK O O€30MacHOCTH); KpoMe
TOTO, B pazdene JUCTKa-BkiIanpima «OcoOble yKa3aHus H  MeEpbl
PEI0CTOPOKHOCTHY HEOOXOAUMO YETKO YKa3aTh, YTO JOJIKEH MPEANPUHSTH
namueHT (MoTpeOUuTeNb) IJIsd TOro, YTOOBl MUHUMHU3UPOBATh MOTEHIIMATBHBIN
PHCK.

[Tongpobnyto wuHOpmMaruto 00 0COOBIX yKa3aHUSIX U Mepax
IPEIOCTOPOKHOCTH,  OOYCJIOBIICHHBIX  HEXKEJNATEeIIbHbIMU  PEaKIUSIMU,
KOTOpPbI€ MOTYT BO3HMKATh MTPU NPUMEHEHUU Ipenapara MaiueHToM, ClIeayeT
NpUBECTH B pazjaeine 4 nuCTKa-BKIaAbllia (HApUMEpP, CUMIITOMBI) C
COOTBETCTBYIOIIEH MEPEKPECTHON CCHUIKOW B pa3zeiie 2 JINCTKAa-BKIAbIIIA.

OcoOble  ykazaHMs, Kacalolluecs B3aUMOJICHCTBUII  Mpemapara,
bepTUIbHOCTH, OEpEMEHHOCTH U TPYJHOTO BCKapMJIMBAHMS, CIHOCOOHOCTH
YIPaBJISITh TPAHCIIOPTHBIMUA CPEJACTBAMU M padOTaTh ¢ MEXaHU3MaMH, a TAKXKe
BCIIOMOTAaTENbHBIX ~ BEMIECTB, CJEIyeT JaBalb B  COOTBETCTBYIOLIUX
MOCJEAYIONMX MO/Apa3/e/iax JIMCTKA-BKJIAJbIIIA, €CIU TOJIBKO OHM HE
OPEACTABISAIOT  OCOOYI0 BaXXHOCTh € TOYKM 3peHusi  0e30MacHOCTU
(MPOTUBOIOKA3aHKE), B 3TOM CIIy4ae UX CIEAYeT OTPA3UTh BhIIIE, B TIOAPA3IEIie

JvcTKa-BKiIaapima «He <npuHuManTe> <upuMeHSUTe™> npenapar X».
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Jliis uHpopMaliii O JTONOIHUTEIBHBIX J1a00paTOPHO-UHCTPYMEHTATBHBIX
UCCIIEZIOBAHUSIX, KOTOPhIE HEOOXOMMO MPOBOIUTH B XOJIE€ TEPAITUH, JIOMYCKAETCS

TPEAYCMOTPETh JIOTIOTHUTEIBHBIHN ITO[3ar0JIOBOK.
2.3. Jletn <"l MOJIPOCTKI>.

Ecnu nmpenapat mokazaH JeTsM, MO JJaHHBIM I10J13aT0JIOBKOM CJIEIYeT
U3JIOKUTHh 0COOBIC YKa3aHUSI U MEPBI IPEAOCTOPOKHOCTHU, CTICITUDUIHBIC JIJIS
JAHHOW Tomynsiiuu U oOo3HaueHHble B pazaene 4.4 OXJIL Ilpu
HEOOXOJIMMOCTH, CIIeyeT MPEAYNPEAUTh poauTeNien (YXaKUBAIOIIUX JIUIL) O
BO3MOXKHBIX OCOOBIX YKa3aHUSAX IS JeTei (MOAPOCTKOB), BKIIFOYEHHBIX B
nojpa3fiesl JIMCTKa-BKJIAAbINIAa «CIOCOOHOCTh YIPAaBIATh TPAHCIIOPTHBHIMU
CpeICTBaMH M pabOTaTh C MEXaHU3MaMM.

Ecnu npenapaT He moka3aH HEKOTOPHIM WJIM BCEM MOATPYNIaM JETeu,
HEOOXOMMO TPUBECTU CBEACHUS, cojepkamuecs B paszuaene 4.2 OXIJIII,
HaIpuMep:

<He nmapaiiTe mpenapar JETSM B BO3pacTe OT X J0 y <UIeT> <MecsIeB>
BCIIEJICTBUE <pHCKA [...]> <HEeIPDHEKTUBHOCTH> <TOT0, YTO MOTCHITUATILHAS

M0JIb3a HE MPEBBINIAECT PUCKU>, <BEPOSITHON HEOE30MaCHOCTH>.
2.4. B3anMoIecTBUS C APYTUMU JICKAPCTBEHHBIMU TTpenapaTamu.
2.4.1. JIpyrue npenapathl u pemnapat X.

<CooOumuTe neyameMy <Bpaudy> <min> <paOOTHUKY alTEKu> O TOM,
YTO BBl <[OpHHUMAETe>  <IPUMECHACTE™>, HEAABHO  <IpHUHUMaIN>
<MPUMEHSIN> UK MOXKETE HauaTh <[MPUHUMATh> <HPUMEHSITh> KaKue-I1uoo
JpyTrue npenaparbl.>

B cootBercTBum ¢ paznenom 4.5 OXJIII HeoOx0oAMMO OMUCATh BIUSHUE
IpyTUX IpernapaTroB Ha pacCMaTpUBAEMbIM Mpenapar U paccMaTpUBaeMOrO

npenapara Ha Jpyrue npenapartbl. Jlpyrue mnpemapatbl HEOO0XOIHUMO
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yKa3bIBaTh Kak (hapmakorepaneBTuueckyto rpynny win MHH (HeoOxoaumo
yKa3blBaTh CHayajna oOueynorpedurensHbie Tepmuabl 1 MHH B ckoOkax,
€CJIH TOJBKO B3aMMOJEWCTBUE HE IPOUCXOJIUT C OJHUM JIEHCTBYIOIIUM
BEIIECTBOM M3 BCEro Kjacca, HalIpuMep, «IpaBacTaTuH (Tpemnapar,
OpPUMEHSEMbIA  JJI1  CHUXKEHHUS  COJIEpX aHUSA  XOJECTEpHUHA)»), IO
BO3MO>KHOCTH.

B HekoTOphIX ciydasx, €cid 3TO OyJeT MOJE3HO MAaIMEHTy, MOKHO
KpaTKO ONHCaTh MOCJIEACTBUS B3aUMOJECUCTBUS mnpemnapaTta. Hanpumep, nins
00O3HAuUEHUsI TMpenapaToB, KOTOPbIE HEJIb3sl MPUMEHITh C JaHHBIM
npenapatoM: «He mnpuHmmaiiTe npemapar X BMmecTe ¢ Y (mpemaparow,
IPUMEHSAEMOM MpU Z), MOCKOJbKY 3TO MOXET MPUBECTH K <CHUKEHHUIO €TO
ahexTa><HexkeIaTeIbHON PeaKIuu>.

JUis mpenapatoB, KOMOMHAUMKA C KOTOPBIMU ClIeAyeT u30erarh, U
npenaparoB, KOMOMHAIMM C  KOTOPBIMH  TpeOylOT  ONpeiesieHHON
PENOCTOPOKHOCTU (HAIPUMEDP, KOPPEKUUH J03bl, B 3TUX CIy4dasX CIEAYET
JaTh TMEPEeKPECTHYIO CCHUIKY Ha pasfen 3 JuCTKa-BKIajbima). Hampumep,
€CII MMEETCSI BEpPOSATHOCTb, YTO B pe3yjbTaTe€ B3aMMOJEHUCTBUS
TOPMOHAIbHBIN nepopabHbII KOHTpaLENTUB HOTepSIeT CBOIO
3¢ (PEeKTUBHOCTD, MALMEHTY CIEAyEeT PEKOMEHIOBATh MCIIOJIB30BATh JIPYrou
JNOTIOJIHUTEIBHBI ~ METOJl  KOHTpauenuuud  (Hampumep,  OapbepHbIe
KOHTPALIENITUBBHI).

CBeneHuii 0 B3aMMOJEHCTBHM IIpenapara C pacTUTEIbHBIMU WIIN

AJIBTCPHATUBHBIMH BHUJIAMH TCPAIINH YKA3bIBAIOT IMIPHU UX HAJIWYUKU B PA3JACIIC

4.5 OXJIIL.
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2.4.2. BzaumonencTBye ¢ MUIER U HAIUTKAMH.
<IIpenapar X ¢ <numieir> <,> <u> <HanuTKaMu> <,> <> <aJKorojiem>>

IIpn Hanmnumm cooTBeTCTBYHONMX YyKaszaHu B paspene 4.5 OXJIII
HEOOXOIMMO IPUBECTH CBEICHUS O IPYTHX BHJaX B3auMozeiicTeus. Hanpumep,
NAalMEeHThl HE JOJDKHBI YHOTPEONSATh MOJOKO BMECTE C TETpalMKIMHAMY,
aJIKOTOJIb TIPY JIeYeHnH OeH30Aua3enuHamMu. B aTom pasziene He ciienyer gaBath
PEKOMEHALINN O NIPUEME Ipenapara 10, BO BpeMs WM MOCIE €/1bl, TOCKOIbKY
UX CJIEAyeT BKJIIOUUTH B pas3led 3 JIMCTKa-BKJIAJbIla, HO JOIYCKAeTcs

MCPEKPECTHAA CCBUIKA Ha YKa3aHHBII>’I pa3aci JUCTKa-BKIIAAbIIIIA.

2.5. [lpumeHenue OGepeMEHHBIMU U KOPMSAILIMMHU TPYJIbIO KEHITMHAMH,

cBeZieHUs1 0 GepTUIIHLHOCTH.
bepemenHocTh <u> <,> rpyiHO€ BCKapMJIMBaHUE <U PEePTUIHLHOCTH>

Ecnu cBefenust o mpuMeHEHUHU npenapara CylneCTBEHHO Pa3InyaroTCs,
uHpopmalio O OEPEMEHHOCTH, KOPMJICHHUH TPyIbl0 U (GepTUIBHOCTH
JOTYCKAETCs TIPEJICTABIISIT MO OTACIBHBIMU TTOA3ar0JIOBKAMHU.

HeoOxomumMo  BKIIOUWTH B JIMCTOK-BKJIQJIBIIT  PE3IOMUPYIOIIHE
cBeleHus, npuBeacHHbIE B pasaene 4.6 OXJIII, a Takxke cnenyromiee:

<Ecnu BBl OEpeMEHHbl WM KOPMUTE TPYyAbIO, JIyMaeTe, YTo
3a0epeMeHeNH, WK IUIAaHUpYyeTe 0epeMEHHOCTh, IEpe ] Ha4aJIoM ITPUMEHEHHUS
mpernapara  MNPOKOHCYJbTHPYWTECh ¢  <JleyallluM  Bpadyom™>  <uju>
<paOOTHUKOM aITEeKH.>

OOpatuTe BHHUMaHUE, YTO €CJIM NpenapaT MNPOTHUBOMNOKA3aH MpHU
OepeMEHHOCTH W (WJIM) TPYAHOM BCKApMIIMBAaHWM, BO BCEX MOJpa3jenax
JTucTKa-BKiIaapima («OepTUIbHOCTh, OEPEMEHHOCTh, JAKTaIUs») CIEayeT

peACTaBUTh OAWHAKOBYI0 MH(popmanuo («He npunumaiite (mpuMeHSATE)
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npenapat X»), a Takke BKJIIOYATh MH(DOPMAIUIO O TEPATOT€HHOCTU MPHU

HaJIM4YNH.

2.6. BousiHue Ha CTOCOOHOCTH YIIPaBIATh TPAHCIIOPTHBIMU CPEACTBAMU

WK paboTaTh C MEXaHU3MAMH.
<VYmpaiieHuE TPAHCHIOPTHBIMU CPEJICTBAMU U pabOTa ¢ MEXaHU3MaMI>

IIpu wammuuu B pasgpene 4.7 OXJII npexynpeauTeabHBIX
pEeKOMEHJalluii WX HEOOXOAMMO YyKazaTh Ha TIOHSATHOM  MAI[UEHTY
Pa3rOBOPHOM SI3BIKE.

Jlepkarenu perucTpaloOHHBIX YIOCTOBEPEHHM JOHKHBI MOMHHUTH, YTO
npernaparbl, MNpPUHUMAaeMble JI€TbMH, MOTYT TpeOoBaTh CHEIUATbHBIX
pexomeHnanui. Hampumep, B 4YacT 0€30MAaCHOCTH JIOPOKHOTO JIBUYKEHHUSI
(HecMOTpss Ha TO, YTO JIETSIM B MPUHIIAIE HE Pa3pelIeHO YIIPaBISTh
aBTOMOOWUJIEM, CIIEAYET YKa3aTh B JIMCTKE-BKIIAJIBIIIE MOTYT JIU JIETH KaTraThCs Ha
BEIIOCHUIIC]IC, CAMOKATE U T. I1.).

PexomMennamuu JOJKHBI BKJIFOYATh OOBSICHEHUS IPUYUH
HEXEJATeIbHOCTU YIPABICHUS TPAHCTIOPTHBIMU CPEJICTBAMU WM PabOTHI €
MEXaHM3MaMH TMalMeHTaM, a TaKXe yKa3aHhue Ha HeoOXOJUMOCTh
KOHCYJIbTAllUM C JIEYalldM BpPayoM, €CIIA TMAIMEeHThl BCE K€ 3aXOTAT
BBITIOJIHATH 3TH JICHCTBHS.

2.7. OcoOrble YKa3aHus, KaCaromuecsa BCIIOMOTaTCIIbHBIX BCIICCTB.

<[Ipemapar X comep>XUT {HAUMEHOBAHHUE BCIIOMOTATEILHBIX(Or0)

BellecTB(a) }>

Ecnmu npuMeHuMo, B JaHHOM IIoJipasjeie HEOoOXOIUMO IPHUBECTU
ocoObIe yKa3aHUsI O Te€X BCIIOMOTaTeIbHBIX BEIECTBAX, 3HAHHE O KOTOPHIX
HEO0OXO0IUMO it Oe30MmacHOoro W A(@PEKTUBHOTO MPUMEHEHHS U KOTOpPBIC

BKJIIOYeHbl B mpuioxkenne Ne 1 k TpeOoBaHHSIM K HWHCTPYKLUHMH IO
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MEJIUIIMHCKOMY TPUMEHEHUIO JIEKAPCTBEHHBIX TMpemnapartoB U  oOIei
XapaKTepUCTUKE  JICKAPCTBEHHBIX  IIpermapaTroB s  MEIUIMHCKOTO
npuMmeHeHus, kak u B pazuene 4.4 OXJIIL. JlanHwlii mompasaen ciaeayer
UCKJIFOYUTh, €CIIM TIperapar He COACPKUT BCIIOMOTATEIbHBIX BEIIECTB C
U3BECTHBIM JieHCcTBUEM. Eciaum npuBOASTCS CCBHUIKM Ha APYrod pasjen
JUCTKa-BKJI/IpIIa (HaIpuUMeEp, B CBA3M C HAJIMYHEM B COCTaBE aJIKOTOJIS);
TpeOyeTcsi 0OpaTHas CChLIKA U3 3TUX Pa3/esioB JIMCTKA-BKIIA/IBIIIA Ha OCOOBIE
yKa3aHUs O BCIIOMOTATENbHBIX BEIIECTBAX W BBI3BIBAEMBIX UMHU JEHCTBHIX
(HampuMep, BIMSIHUE Ha CTOCOOHOCTH YIIPABIIATh TPAHCIIOPTHBIM CPEJICTBOM,

OepeMEHHOCTh U IPYJITHOE BCKapMJIMBaHUE, IEUCTBUE HA JETEH).

3. <Ilpuem> <npumeHeHune> rnpemnapara X

B mpocTeix ciyuasx cienyromue 3 3JeMeHTa MOXHO OOBEIUHUTH B
OJIUH a03arl.

3.1. No3a (paznen 4.2 OXJIII)

JIns neKapCTBEHHBIX MPENApaToB, OTIIYCKAEMBIX 110 PELENTY, JOJIKHBI
OBITh CIETaHbl CAEAYIONINE YKA3aHUS:

<Bcerma <mpuHuManTe> <OPUMEHSIUTE™> Tpernapar B  IOJHOM
COOTBETCTBUM C PEKOMEHJIAIMSIMU JICUaIlIero Bpada <wuju pabOTHHKA anTeKu™.
HpH MOSIBJICHUN COMHEHUN HOCOBeTyﬁTeCL ¢ <JieHaliyuM BpadyoM> <WIn>
<paOOTHUKOM anTeK>.

<PekoMenayemas ao3a: ...>

JI71st mekapCTBEHHBIX MPenapaToB, OTITYCKAaeMbIX 0€3 pelenTa, JOJKHbBI
OBITH C/ICJIAHBI YKA3aAHUSL:

<Bcerma <npuHHMaWTe™> <MPUMEHSUTE™> IAHHBIM IIpenapar B ITOJHOM
COOTBETCTBUM C JAHHBIM JIMCTKOM WIM C PEKOMEHIALMAMU JIeYalllero Bpaya

<paOOoTHHKa anTeKn™> <METUIMHCKOW cecTpbr™>. [lpu mnosBIeHHM COMHEHUI
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MOCOBETYWUTECH ¢ <JIeHallluM BpadyoM™> <wjin> <,> <paOOTHHUKOM anTeKu™> <WUJIU
MEIUIIMHCKOU CECTPOI>.>

<PekomMenayemas no3a: ...>

Crnenyert yka3aTh CBEJICHHS] O MAaKCUMaJIbHON OJHOKPATHOM, CyTOUHOU
U (wim) obmier (KypcoBoi) 03¢ MpW HaIWuuu. Eciau pexxum 103upoBaHUS
OpU Pa3IuYHbIX MOKA3aHUAX WM Y Pa3IMYHBIX MOMYJSAUMA (Hampumep, y
MOXUJIBIX, MAIMEHTOB C HAPYIICHUEM (PYHKIIMU MEYEHH, TOYEK) OTINYACTCS,
MOXHO CJI€JaTh JIOMOTHUTEIbHbBIC MM0J13aT0JIOBKU. Y KAXKUTE PEKOMEHTYEMYIO
7103y U MPU HEOOXOAMMOCTH BpEMsi, B KOTOPOE IpenapaT MOKHO UIIU CIeAyeT
PUMEHSTb.

3.2. <IlpumeHeHHe y 1eTeil <u MOJPOCTKOB>.

Ecnu mnpemapar mnokazaH pa3iMYHBIM  BO3PACTHBIM rpynmaMm ¢
pa3IMYAIOIIUMHUCS JO3aMH, CHOCOOAMU €ro MPUMEHEHHUSI, YaCTOTOU BBEJICHUS
WIN TPOJOJIKUTEILHOCTBIO TEpanuu, HEOOXOAMMO J1aThb HWHCTPYKLIHMH 10
IPUMEHEHHUIO Mpernapara Jyisl KaXKJ0i BO3pacTHOM IpyIIIbI.

[Ipu Hanuuuu Oosiee MOAXOAAIEH ISl MPUMEHEHUS! JO3UPOBKU U (MIIH)
JIEKApCTBEHHOW (OPMBI IS HEKOTOPhIX WJIM BCEX MOATPYINN JETei
(HampuMep, pacTBOP JiJis IpUEMa BHYTPb JIJIsl AETEMN ), HA 3TO CIEAYET yKa3arh,
Harpumep:

<Jlpyrasi(ue) dopma(bl) mnpemnapara MOXET(TYT) Jydllle TOIXOIUThH
JETSM, MPOKOHCYJIBTUPYUTECH C JIEUAITUM BpauoOM WM PAOOTHUKOM alTeKH>.

3.3. Ilyth u (unm) cnoco6 BBeaenus (pazmen 4.2 OXJIII).

[Tpy HEOOXOAMMOCTH MOKHO YKa3aTh MyTh BBEJICHUS U J1aTh IOHATHbBIC
NAlMEHTy OOBICHEHHUS.

Cnoco6 BBeaeHUS (PEKOMEHIALMHM MO MPABWIBHOMY NPUMEHEHUIO
npenapara (Hanpumep, «He mpornateiBaTh», «He xeBaTh», «BcTpsixHyTb

nepes; npuMeHeHuem»)). LlemecooOpa3HO yka3blBaTh MPUUYUHY MOJ0OHOM
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pekomenauuu (Hanpumep, «He pasnaMbiBaTh U HE KPOIIUTH TaOJETKY(H).
B nmnpotuBHOM ciiydyae BO3HUKAaeT Yrpo3a IEpeO3UPOBKHU, IOCKOJIbKY
npenapar MoCTyIUT B OPraHu3M O4Y€Hb OBICTPO»).

HeobxonuMo mnpuBecTd omnucaHue (BO3MOXKHO, C WJUIIOCTPALIUEi)
crioco0a BCKpBITHSA MEPBUYHBIX YIAKOBOK, 3alIUIICHHBIX OT JAETEeH, WU
JIPYTUX NEPBUYHBIX YMaKOBOK, OTKPBIBAIOIIMXCS HEOOBIYHBIM CIIOCOOOM,
€CJIM TPUMEHUMO.

HeoOxonumo mpuBeCTM PEKOMEHAAIMM  OTHOCUTEIIBHO MpUeMa
npenapara c €10, Bo BpeMs 1 (WIH) 10 mpueMa MUY WK Y€TKO YKa3aTh, 4TO
NUIa HE OKa3bIBAET BIUSHUE HA Mpenapar u T. 1., €CIU 3HaYUMO.

<Pucka HaHeceHa JUIIb JJIs1 00JIETYEHUs pa3liaMbIBaHUS TaOJIETKU MPU
BO3HUKHOBEHHHU 3aTPYAHEHUN MPU €€ MPOTrIaThIBAHUU IIETUKOM.>

<TabneTky MOKHO pa3/IeUuTh HA PaBHBIE 103b1.>

<Pucka He npegHa3HaueHa JJIs pa3jiaMbIBaHUs TaOIETKU.>

3.4. IIponomkurenbHOCTh Tepanuu (pazaen 4.2 OXJIII).

Ecnu mpumMeHnMo, 0COOEHHO B OTHOIIEHHUH MPENapaToB, OTITYCKAaEMBbIX
0e3 perenTa, cieayeT NPUBECTH YETKUE PEKOMEHJAUN O:

CTaHJIapPTHOM JITUTEIbHOCTU MPUMEHEHUSI;

MaKCHUMaJbHOU JITTUTEIHHOCTH PUMEHEHHUS;

HEOOXOAMMBIX MHTEpBaJIaX MEX1y KypcaMu JICUCHHUS;

ciIy4asix, TpeOyoUuX OrpaHU4YeHUs JJIUTETbHOCTH TPUMEHEHUS.

JIisi HEKOTOpPBIX MpemnapaToB MOXKET NOTPEOOBATHCS BKIIOUYCHHE B
JAHHBIA pa3jeN JIMCTKA-BKJIAJIbIIIA HEKOTOPHIX JOMOJIHUTEIbHBIX CBEJICHHUIM,
OJIHAKO 3TO HEeoOXOJMMO HE BO BCeX ciyyasx. B kauecTBe pexomeHAanui
MO>KHO HCTIOJIb30BATh CIETYIOUIUE 3ar0JIOBKU:

<Ecnu Bbl <OpuHSIN> <OpUMEHWIN> mpenapata X Oosblle, 4yeM

CJIEI0BAJIO.>
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HeoOxoguMo ommcarh KIMHUYECKHE CHMIITOMBI, €CIIA IPOU30IIIIA
NePEeI03UPOBKA, W CIOCOO KyMUPOBAHUS TEPEIO3UPOBKH B COOTBETCTBHH C
OXJIII.

<Ecnu BbI 3a0bU1H <OPUHATH> <OPUMEHUTH> X.>

HeobxoquMo naTh yeTKUe yKa3aHUs MallieHTaM, 4TO CJIEAYeT JeNaTh
OpyU  HEpEeryJsipHOM TMPUMEHEHHHM [Ipenapara, HalmpuMep, YyKas3aTh
MaKCUMAaJIbHBI MHTEPBAI, B TCUCHHE KOTOPOTO MOXXHO MPHHSATH 3a0BITYIO
103y (B cooTBeTCcTBUU € paznaenom 4.2 OXJIIT).

<He nmnpuHuMmaiiTe [BOWHYIO 703y, 4YTOOBI  KOMIIEHCUPOBATH
IPOIMYLIEHHYIO <TabNeTKy> <a03y> <...>.

<Ecnu BbI npekpaTwiiv <npuem> <npuMeHeHue> npemnapara X>

OnummTe CUMIITOMBI CHHAPOMAa «OTMEHBD) U CITOCO0 X MUHUMH3AIUN
B COOTBETCTBUH C pazjziesioM 4.2 u (uim) pazaenom 4.4 OXIIII.

Ecniu npumeHumMo, cienyeT oOmNucaTh BO3MOXKHBIE IOCIEACTBUSA
JOCPOYHOTO  MpEKpallleHus:  Kypca  JICYeHHs] U HEOOXOJUMOCTb
peABapUTEIbHON KOHCYJbTAIIMU C JICHAIllUM BpayoM, PAaOOTHUKOM amnTeKu
WJIA MEJIMITUHCKON CECTPOM.

JlaHHBIN pa3zien ciaeayeT 3aBEpIIUTh CIEAYIOIUM HHPOPMAIMOHHBIM
dbparmMeHTOM:

<[Ipy HamMuMU BOMPOCOB MO NPUMEHEHHUIO Mpenapara, oOpaTuTech K
<Jeyaiemy Bpady> <,> <uj> <paOOTHHKY alTeKn™> <,> <UJII> <METUIIMHCKON

cecTpe>.

4. Bo3MOXHbI€ HEXKEJIaTeIbHbIC PEaKIIuU

4.1. Onucanue HeXeNaTeIbHbIX PEaKIU.
JlaHHBIN pa3zfen JMCTKAa-BKJAJbINIA CIAEAyeT HavaTh CIEAYIOIUM

ab3arem:
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<[logoOHO BCEM JIEKApCTBEHHBIM IIpemaparaM IMpenapar MOXKeT
BBI3bIBaTh HEXKETIATENIbHBIE PEAKIINH, OJHAKO OHU BO3HUKAIOT HE y BCEX.>

JlaHHBIN pa3fen JMCTKA-BKJIAJbIIIA, KaK MPaBUiIO, CIEAYyET pa3e/iuTh
Ha 2 4YacTH, TaK KaK HEOOXOJUMO TMPEJCTaBUTh JOCTATOYHO TOHSITHOE
NAIUEHTY OTNKCAHWE SBHBIX KIMHUYECKHX MPHU3HAKOB W CHUMIITOMOB,
MO3BOJISIFOIIIEE €My pacro3HaTh Bce 00o3HaueHHBIE B pazaene 4.8 OXJIII
HEXKeJIaTeIbHBIE PEAKIIUU, KOTOPbIE MOTYT BOSHUKHYTh.

Bnauane He06X0AMMO BBIACINUTH HAaUOOJIee Cepbe3HbIC HEXKENATETbHBIC
peakuMd W J1aTh T[alUeHTaM 4YeTKUe WHCTPYKIMH OTHOCHUTEIHHO
NPUHUMAEMbIX Mep (HampuMmep, MpEeKpaTUTh TpHEeM Tpenapara W (W)
HEMEJIEHHO OOpaTUTbCS 32 MEIUIUHCKOW TOMOIIBI0, TIPH  ITOM
1esiecoo0pa3Ho UCTOIb30BaTh CIOBO «CPa3y» WUIIH «HEMEJICHHOY).

3areM cleAyeT TMPUBECTH B JHCTKE-BKJIAJAbIIIE TIEPEUEHb BCEX
OCTaJbHBIX HEXKEJATeNbHBIX pPEAaKIUH ¢ yKa3aHWeM 4YacTOThl X
BO3HUKHOBEHHMsI, HAUWHasl ¢ HanOoiiee 4acThiX (0€3 MOBTOpEHUs HamOoJee
CEpbE3HBIX, YIIOMSIHYTHIX BBIIIIE).

B paMkax kaxaoro u3 3TUX pa3/eioB HEXeNaTeIbHbIE PEAKIINH CIIETyET
CTPYNIHUPOBaTh MO HMX 4YacToTe. PeKoMeHIyeTcsl cleayromas Trpaaamus
JAaCTOTHI:

OUYEeHb YaCcTO — MOT'YT BO3HUKATh y OoJjiee ueM | yenoBeka u3 10;

94acToO — MOTYT BO3HHKATh He Oosiee yem y 1 uenoBeka u3 10;

HEYacTO — MOTYT BO3HHMKATh He Ooiiee yeM y 1 yenoseka u3 100;

pPEIKO — MOTYT BO3HUKATh He Oosiee ueM y 1 uenoseka u3 1 000;

OYEHb PEJKO — MOTYT BO3HUKATh He Oosiee uem y 1 yenoreka u3 10 000;

HEM3BECTHO — UCXO/Is1 U3 UMEIOIUXCS IAaHHBIX YaCTOTY BO3HUKHOBEHUS

OoNIpCACIINTD HCBO3MOIKHO.
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JlaHHyI0 TpajalMi0 4YacTOThl HEXKENATENbHBIX pPEakluil HEe CleayeT
YKa3bIBaTh MEPEJ] MePEUYHEM HEXKENATENbHbIX PEaKIUi, MOCKOJIbKY OHA, KaK
MOKa3aJ0 TECTUPOBAHME TMOTPEOUTENICH, MOXKET BBOJUTH IMAIIUEHTOB B
30Ty KIeHHE.

B nmoboMm ciydae npu  yKa3aHWMM BEPOSITHOCTHM BO3HUKHOBEHMSI
HEXEJATeNbHBIX pEeaklMii BaXKHO IO BO3MOKHOCTH JaTh OIMCaHUE
U TIPUBECTH YMCIOBBIE JaHHbIe. CleAyeT MOMHUTb, YTO TECTUPOBAHUE
NallMeHTOB  MOKa3aJio, YTO TaKUe TMPEJI0KEHUs, KaK «BO3HHUKAET
y Oonee yem 1 u3 100, HoO MeHee yem y 1 u3 10» He cCOBCeM IMOHSTHBI
nalyeHTaM, MO3TOMY HCIOJIb30BaTh WX He cieayer. He cruenmyer takxke
yKa3blBaTh Ha3BaHUSI CUCTEMHO-OPTaHHBIX KiaccoB. OHAKO €CIM 4acToTa
HEXKENATENbHbIX pEakluii Heu3BeCcTHa (HampuMmep, ISl JIEKapCTBEHHBIX
MpenaparoB, J1aBHO OOpAIAlONIUXCS HA PBIHKE U MO3TOMY HE HMMEIOIINX
pe3ybTaTOB YyueTa HEeXeJIaTeNbHBIX peakluii B paMKax COBPEMEHHOMU
CUCTEMBI (hapMakOHaA30pa) B KAYECTBE 3aroJIOBKOB MOKHO HCIOJIb30BaTh
MOHSITHBIE TAIMEHTY CJIOBa, 0003HAYAIOIINE OpraHbl YeIoBEKa, HAIpHUMeEp,

KOXa, KCJIYIOK U KHIINCYHHUK U T. H.

<J1OMOJTHUTENBHBIC HEXKEIIATENIBHBIC PEAKIIUN Y AETEN < MOAPOCTKOB™>

Ecnu nmpumeHuMo (B COOTBETCTBUM CO CBEJCHHUSIMH, COJIEpKAIUMU
B paznene 4.8 OXJIII), B ;aHHOM moApa3jene JUCTKa-BKIaIbIIIa HE00X0 MO
0003HAaYUTh BCE KIUHUYECKH 3HAYMMBIE pa3IM4Ms B HEXKEIaTeIbHBIX
peakiusax B JOOBIX MOATPYIIAX JETed [0 CPaBHEHUIO C JPYyTUMU
MOATrPYIIaMU WU B3POCIIBIMH.

JInss  Bcex JIEKapCTBEHHBIX IMpemaparoB B KOHIE paszjaena 4
JUCTKA-BKJIQ/IpIIIAa HEOOXOJUMO yKa3aTh CICAYIONIUNA T0/J3aroJIOBOK H

TEKCTOBBIA (PparMeHr.
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4.2. CooOI1eHne 0 HeXKeIaTeIbHBIX PeaKIhsX.

<Ecnmu y Bac BO3HUKAIOT KakWe-TMOO HEXKeNaTelbHbIE PEAKIINH,
MPOKOHCYJIBTUPYHTECHh ¢ <Bpadom> <,> <min> <paOOTHUKOM anTeKku> <,>
<WJIA MEOULUHCKOW cecTpoir™>. JlaHHast pekoMeHAaus pacupOCTPAHSIETCA Ha
at00ble  BO3MOXKHBIE HEXeNaTellbHble peaklud, B TOM 4YHUCJIE Ha He
NEpPEYMCICHHbIE B JIMCTKE-BKJIajbllie. BbI Takxke MOXeTe COOOIIHUTH O
HEXKENATENbHBIX PEAKIUSIX HaNpAMyK 4Yepe3 CHCTEMY COOOIICHUI
rOoCyJIapCTB — uJeHOB EBpa3uiickoro »KOHOMHYECKOIO CO03a {yKa3aTh
nopsiiok joctyna K cucreme). CooOiias o HexenaTelbHBIX PeaklUsiX, Bbl
MOMOTaeTe MOJYYUTh OOJIbIIE CBEJICHUI 0 O€30MacCHOCTH Ipenapara.>

BxitouaTe B mewyaTHble MaTepHalibl CCHUIKY HAa CHUCTEMY COOOIECHUM
rocynapctB — uieHoB Coro3a He TpeOyercs. [IpuBenenHsbiil Boie GparMeHT
CCBUIKHM, 3aKJIOUCHHBI B (PUTYypHbIE CKOOKM {}, HCIOJB3YETCS JUIIL B
OIMyOJIMKOBaHHOW 000pEHHOM Bepcuu MH(GOpMAIMKU O Mpernapare.

[IpencraBieHHbIE HMXKE MPUMEPHI pPEATU3AUUM TaKOM CCBUIKH HE
SBJISIFOTCSL MCUEPIIBIBAIOIIMMHU, JH3ailH W PACIIOJIOKEHUE CBEJACHUU B
JIUCTKE-BKJIQIBIIIE JIOJKHBI OTPAXKaTh MOAPOOHBIE CBeicHUs. B 3aBucumocTtu
OT TMpaBUJ TpPaMMaTUKU MCIOJIB3YEMOTO S3bIKa MOXET MOTPeOOBATHCS
JIMHTBUCTUYECKAS TTPaBKa.

Ecnu nannsie o cucteme cooOleHUu KpaTKue, HalpuMep, TOJIbKO CalT
B HMH(QOPMAIIMOHHO-TEICKOMMYHUKAIIMOHHOW ceTu «WHTepHeT», MOKHO
BKJIIOUUTH 3TH JIAHHBIE B TEKCT, HAIIPUMED:

<Eciu y Bac BO3HUKAIOT KaKWe-TMOO HEXKeNaTelbHbIE PEAKIINH,
MPOKOHCYJIBTUPYUTECH ¢ <BpauoM> <,> <mIn> <paOOTHUKOM amnTeKkm> <,>
<unu> <MmeauuuHCKOM cectpoi>. K HUM Takxke OTHOCATCA JtOObIE
HEXKEJIATENbHbIE PEAKIMU, HE YKa3aHHbIE B JIMCTKE-BKIJIAJbIIIE. Bbl Takxke

MOXKCTC Cco O6H_II/ITB 0 HEXKCIAaTCIIbHBIX PCaAKIUAX HalIpAMYTIO
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yepe3 WWW. XXX.XX.XX. Coo011ast 0 HeXKeNaTeIbHbIX PEAKIUAX, BBl IOMOTAETEe

MOJIYYUTh OOJIbIIIE CBEICHUN 0 OE30ITaCHOCTH Ipenapara>.

Ecnu nannsie o cucteme cooO1IeHni 00beMHBIE, HAIPUMED, aJPEC, CAUT
B MHPOPMAIIMOHHO-TEJIEKOMMYHUKAIIMOHHON  cetn  «MHTepHeT» U
albTEPHATUBHBIE  CIIOCOOBI  JJII  JOCTaBKM uWHGOpManuv, W  (WIH)
JUCTKa-BKJIaJbIIIA aJapecoBaH 0oJiee 4YeM OJIHOMY TOCYIapCTBY — WICHY
Coro3a, MOKHO BOCIIOJIB30BAThCS CIEAYIOITUM MPUMEPOM:

<Ecniu y Bac BO3HUKAIOT KaKWe-TMOO HEXKeNaTelbHbIE PEAKIINH,
MPOKOHCYJIBTUPYUTECH ¢ <BpauoM> <,> <mJIn> <paOOTHUKOM amnTeKkm> <,>
<unu> <MeauuuHCKOM cectpoi>. K HUM Takxke OTHOCATCA JtOObIE
HEeXeJlaTelIbHbIe PEaKlMy, HE yKa3aHHbIE B JIMCTKe-BKIAJbIe. Bbl Takxke
MOXETE COOOIIHUTh O HEXKEJNATEJIbHBIX pPEaKIUSAX HAmpsIMyl0 (CM. HIHXKE).
CooOmiasgs 0 HeXenaTelIbHBIX PEAKUHUAX, Bbl IIOMOTaeTe IMOJIY4YUTh OOJIbIIE
CBeZIeHUH 0 0€30MacHOCTH TMpernapara.

{Ctpana}

{HanmeHnoBaHue opraHu3aiuu }

{Anpec: {HaceneHHbIil MyHKT} {MOYTOBBIA UHJEKC} CTpaHa}

Ten: + {Homep Tenedona}

WIH

<caut>

{HanmeHnoBaHue opraHu3aiuu } >

5. Xpanenue mnipemnapara X

<XpaHute mpenapar B HEIOCTYIHOM JJisi peOCHKAa MECTE TaK, YTOOBI
peOEHOK HE MOT YBUJETh €ro.>

5.1. Jlata ucteueHus cpoka roAHOCTH (CPOKa XpaHECHHUS])


http://www.xxx.xx.xx/
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Ecnu B MapKHUpOBKE HCHOJB3YETCS CHEIUATbHOE COKpAIEHUE JaThl
UCTEUCHHS] CPOKA FOJHOCTH, €ro CIEAyeT MPoyOIMpOBaTh JAHHOM pa3felie
JINCTKA-BKJIAABIIIA.

<He npumensiiTe mpemnapar Mocjae HWCTEYCHUs] CpOKa TOTHOCTH (Cpoka
XpaHEHUs), YKa3aHHOTO <B> <Ha> <MapKUPOBKE> <KapTOHHOM Iadyke>
<(pnmaxone> <...> <mocie {COKpaIleHHe, UCIOIb3yeMOe ISl AaThl UCTCUCHMUSI
CpOKa roJHOCTH } .>

<JlaToit uCTeueHUsI CpOKa TOAHOCTH SBJISAETCS MOCICIHUN JIeHb TAHHOTO
MecsIa.>

5.2. YcnoBust XpaHeHUs

CBenieHus 1O KHBI COOTBETCTBOBATH pazaeny 6.4 OXIJIII, crangapTHbie
GOpMYIUPOBKH JIJIsl YKa3aHUs YCIOBUM XpaHEHUs MpernapaToB MPUBEJICHBI B
npuioxkeHun Ne 8 k TpeOoBaHUSIM K HMHCTPYKIHUH MO MEIUIIMHCKOMY
NPUMEHEHUIO JIEKAPCTBEHHBIX IIpErapaTroB W OOIIeH XapaKTepHUCTUKE
JIEKapCTBEHHBIX MPEINApaToB JJIsI MEAUITUHCKOTO MPUMEHEHUS.

Cpok TOIHOCTH TIOCIIE€ BOCCTAaHOBJICHUs, pa3BEACHUS WU I0CIe
MEPBOr0 BCKPBITHS NEPBUYHON YITAKOBKH (€CJIM MPUMEHHUMO).

CBeneHnst JOJDKHBI COOTBETCTBOBaTh pasgeny 6.3 OXJIIL, Ttakxke
cienyer oOpatuthes K npuiioxkeHnto Ne 7 k TpeOoBaHMSM K HHCTPYKIIUU
0 MEAUIIMHCKOMY TPUMEHEHHIO JICKAPCTBEHHBIX IMIPEMapaTtoB U OOIIe
XapaKTepPUCTUKE  JIGKQPCTBEHHBIX  IIpErapaTroB Il  MEIUIMHCKOTO
MIPUMEHEHMUS.

5.3. [lpenympexxaernss O MpU3HAKAX HEMPUTOJAHOCTH TIpermapara K
MPUMEHEHUIO (B COOTBETCTBYIOIIUX CITydasXx).

<He npumensitime npenapam, eciu 6vbl 3aMemuiu {onucarue sUOUMbIX

NPUZHAKOB HeNnpu2coOHOCMU NPenapama K NPUMEeHeHuo,}.>
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<He evibpacwiaiime (He e6vLiuBalime) npenapam 6 KAHAIUZAYUIO
<6000npo600>.  VYmounume 'y pabomHuka anmexu, Kak  ciledyem
YMUIU3UPOBAMs  (YHUYMONCAMb) — npenapam,  KOmopwvlii — Oonvule  He

nompebyemcs. Imu Mepvl NO360MAM 3AUWUMUNb OKPYHCAIOWIO CPedy.>

6. COI[Cp)KI/IMOG YIIAKOBKH U IIPOYHNC CBCACHUA

6.1. ITonHoe nepevnciieHue JENCTBYIOIINX BEILIECTB U
BCIIOMOTaTEIIbHBIX BEIIECTB

<IIpenapat X coaepxut>

HeobxomuMo yka3zaTh JeHCTBYIOIIME BEHIECTBAa (C yKa3aHUEM WUX
COJIepKaHUsl KauyeCTBEHHO W KOJMYECTBEHHO) W MPOYME KOMIIOHEHTHI (C
yKa3aHUEM HX COJEPKaHHUS KAaueCTBEHHO), C HCIOJb30BAaHUEM HX
HAaNMEHOBAHWM, NMIPUBEICHHBIX B pa3nenax 2 u 6.1 OXJIII, a Takke Ha ToOM
SI3BIKE, HA KOTOPOM COCTAaBJICH JIMCTKOK-BKJIQIBIIII.

</leticmsyrowumu eeujecmeamu sA6IAI0OMCA ...>

<Kaoicoas <mabaemxa> <kancyna> cooepxcum X <epamm>
<munnuepamm>...{oelicmayrouje2o seuecmea}>.

<[Ipouumu <umepeouermamu> <(8CNOMO2AMENIbHLIMU) BEULECNBAMU)>
AGnAOMcA. .. >

Ecnu nmpuMennmo, cienyeT IpuBECTH MEPEKPECTHYIO CChUIKY Ha pa3ielt
2 MCTKa-BKJIAJbIIIA

<mpenapam X codepocum {HaumeHOB8aHUe  BCNOMO2AMENbHO20
sewecmea}>.

6.2. JlekapctBeHHass ¢dopma, XapakTep M COACPKUMOE TEPBUIHOU
YIaKOBKH TI0 Macce, 00bEeMY WIIA €UHUIIAM JI03UPOBAHMSI.

Buemnuii Bug npenapara X U COAEPKUMOE €ro YIaKOBKH.
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JlekapcTBeHHYIO (opMy clelyeT yKazaTb B COOTBETCTBUU C
Homenknatypoit nekapctBeHHbIX Gopm Corosa, yrBepxaaemon Komuccuei,
U JIONOJHUTEIbHO  TMPUBECTH  TOHITHOE  TMAIMEHTY  OOBSICHEHHE
(mpu HeoOxoaumMmocTH). Ecim Ha mepBUYHOM YIIAKOBKE MCIOJIB3YETCS
MOHATHBIA MAIMEHTY TEPMUH, €T0 HEOOXOMMO MPUBECTH B CKOOKAX.

PexoMennyercst onucaTh (PU3MYECKUE XAPAKTEPUCTUKU, HAMPUMED,
dbopmy, 1IBET, BUJI, TPABUPOBKY U T. 1. B COOTBETCTBUU ¢ paznesnom 3 OXJIIIL.

Heobxoaumo onucaTh Bce pa3Mephl YIIaKOBOK JJAHHOW JIEKApCTBEHHOU
GbOopMBI U TO3UPOBKU B COOTBETCTBUU ¢ pazaeiom 6.5 OXJIII, ¢ ykazanuem
BCEX JIOMOJHUTEIbHBIX AJIEMEHTOB, BIIOKEHHBIX B YIIAKOBKY, TAKMX KaK UTJIbI,
TaMIOHbI M T. J. B OTHOIIIEHWHU TPYINIOBON yHMaKOBKH HEOOXOIWMO YETKO
yKa3aTh COJECPKUMOE YIAKOBKHM, Hampumep «mnpenapaT X JOCTYHEH B
ynakoBkax, cojepxamux Y, Z wiu W TabieTok, U B TPYIIIOBON YITaKOBKE,
coctosimmedt u3 N KapTOHHBIX TayeK, Kaxjaas W3 KOTOPHIX cojaepkutr M
Ta0JIETOKY.

Ecnu npuMeHMMO, yKaXKuUT€, YTO HE BCE pa3MEphbl YIMAaKOBOK MOTYT
HaxoAUThC B oOopoTe. Jlomyckaercsi yka3blBaTh MEPEKPECTHHIE CCHUIKU HA
JpyTue JIEKapCTBEHHBIE ()OPMBI U IO3UPOBKH.

6.3. HaumenoBanre ©  ajgpec  JAep)KaTelslt  PEerucTPallMOHHOTO
YIAOCTOBEPEHUSI M TPOM3BOJUTENS, OTBETCTBEHHOIO 3a BBITYCKAIOIIUN
KOHTPOJIb Ka4€CTBA, €CJIU OHU PA3ITUYAIOTCA.

Jlep>kaTenb perucTpalMoOHHOrO YIOCTOBEPEHHS U TPOU3BOIUTENb:

{Haumernosanue u aopec;}

<{men.}>

<{axc}>

<{anexkmpomnnas nouma}>
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HeoOxoguMo  yka3zaTb HaWMEHOBaHWE MW aapec  JepiKarens
PETUCTPALIMOHHOTO YAOCTOBEPEHUS B COOTBETCTBUU C pazuenoM 7 OXJIII
1 0003HAYNTH €TO B Ka4€CTBE TAKOBOTO, HAITPUMED,

</lepoicamenv pecucmpayuonnozo yoocmosepenus — ABC @Dapm
u m. 0. (noaHvlll adpec)>

HanmeHoBaHue cTpaHbI U afpec MPEeaNOYTUTENIFHO YKa3bIBaTh Ha SI3BIKE,
HA KOTOPOM COCTaBJIEH JIMCTOK-BKJIQJBIII, OJHAKO JUIA JepiKareien
PETUCTPAIIMOHHBIX YIOCTOBEPEHUH, PACHOJIOKEHHBIX 3a mpenenamu Corosza
CIIEMyeT WCIIONb30BaTh JIATUHCKUKM ajdaBuT. MOXXHO yKa3aTh HOMEpa
TeneoHOB, (PaKCOB U aJipeca EKTPOHHON MOYTHI (BeO-CalThI U AIIEKTPOHHYIO
TIOYTY, CBSI3BIBAIOIIYIOCS C BeO-CaliTaMM, YKa3bIBaTh HE JIOITYCKAETCS).

HeoOxomuMo ykazaTh HaWMEHOBAHWE W aJpec IPOU3BOIUTEINS,
OTBETCTBEHHOTO 32 BBITYCKAIOIINI KOHTPOJIb Ka4yeCTBa W 0003HAYUTH €T0 B
KayeCcTBE TaKOBOTO Ha $3bIKE, Ha KOTOPOM COCTABIIEH JIMCTOK-BKJIQJIBIIIL,
HaIpUMep:

<IIpouzeooumenv — JJIED Meo u m. 0. (nonnwiii aopec)>

Ha3Banue cTpaHbl U agpec MpearmouTUTENHHO yKa3bIBaTh HA S3bIKE, HA
KOTOPOM  COCTaBJICH  JIUCTOK-BKJIQJBIII,  OMHAKO IS JepyKarenen
PETUCTPAIIMOHHBIX YIOCTOBEPEHUM, PACHOJIOKEeHHBIX 3a mpeaenamu Corosa,
CIIEyeT WCIOJb30BaTh JIATUHCKUHN andaBuT. YKa3pBaTh HOMEpPa Tele(hOHOB,
¢dakcoB u azipeca IEKTPOHHOU MOYTHI HE JJOITYCKAETCH.

Ecnu nepkarens perucTpamoHHOTO yIOCTOBEPEHUS U TIPOU3BOIUTEIb
SBISIETCS. OJMHUM W TE€M JK€ JIMIO, JOIMYCKAeTCs WCIOJIB30BaTh OOIIHIA
3aroJIOBOK «/lepxarenp ~ PETUCTPAIIMOHHOTO  YJIOCTOBEPCHHSI u
IIPOU3BOIUTENHY.

Ecin mpowusBoauTesnei, OCyIECTBISIONUX BBITYCKAIOMUNA KOHTPOJIb

KadecTBa, 00Jiee OJTHOr0, UX HEOOXOJMMO yKa3aTh 3/1eCh (C CEpOr 3aIMBKOM
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uiu 0e3 B 3aBUCHUMOCTH OT BapuUaHTa Me4YaTH JUCTKa-BKJIajabia). OaHako
B II€YaTHOM BEpPCHUM JIUCTKA-BKJIAJIBIIIA JIEGKAPCTBEHHOTO IMpemnapara
HEOOXO/IUMO YETKO BBIJCIUTh TPOU3BOJUTENSL, OTBETCTBEHHOTO 3a
BBINTYCKAIOIIUK KOHTPOJIb KayecTBa MPOJYKIIMH, MOCTABIIEMON Ha PBHIHOK
Coroza.

Ecnu nexapcTBeHHBIN Mpernapar 3aperucTpUpOBaH O] Pa3IuyHBIMU
TOPrOBBIMM HAMMEHOBAHUSIMHU B TOCYJIApCTBax-wieHAaX, B JIAHHOM pazjele
TaKXe€ MPUBOJIAT MEPEUCHh HAUMEHOBAHUSI, 3aPETUCTPUPOBAHHBIX B KAXKIOM
U3 HUX.

6.4. [lepeuenbp  mpencTaBUTENICd  JIep)KaTelis  PETUCTPALIMOHHOTO
yaocToBepeHus Ha Tepputopun Coro3a, eCiau IPUMEHUMO:

a) MepeueHb TMpeJCcTaBUTENCH(-51) JAepKaTesisl PErucTPalMOHHOIO
yaocToBepeHus Ha Tepputopuu Coro3a sBisieTcs: 00s3aTeIbHBIM TPEOOBAHUEM,
B ClIy4ae eCJiu Jiep>Karesib PErucTPalldiOHHOIO YIOCTOBEPEHMS HE TPECTaBIICH
Ha Tepputopun Coroza. Ilpu ero ykazanuu ciaemyeT NPHUBOAUTH CBEACHHS O
MIPEJICTABUTEIISAX JIepKaTeisd PETUCTPAIIMOHHOTO YAOCTOBEPEHHUS IS BCEX
rocyIapcTB-4wIeHOB. Bmecre ¢ TeM  MNpeACTaBUTENb  JIepKaTels
PETUCTPALIMOHHOTO YJIOCTOBEPEHHUSI MOXET OBITh ONWH JJII HECKOJbKHX
rOCyIapCTB-YJICHOB, UM TaKXe MOXKET SIBJISIThCS JIEpKaTellb PEruCTPAIIMOHHOTO
YAOCTOBEPEHUST HEMOCPEACTBEHHO, €CIM JIPYTue MPEACTaBUTEN HE yKa3aHBI.
Ecm omuH W TOT Ke TMpeAcTaBUTENb pabOTaeT B HECKOJIBKHUX
rocyapcrBax-ujeHax, JaHHbIE O HEM YKa3bIBalOTCA OJIMH pa3 IoJ
HAaUMEHOBAaHUEM COOTBETCTBYIOIIMX TOCYAAPCTB-UJICHOB;

0) ecnu mpeACTaBUTEINb JepKaTeNs peTUCTPAIMOHHOTO yI0CTOBEPEHUS
HaxXOJUTCA BHE IPEJEIOB pPaccMaTPUBAEMOTO TOCYIapCTBa-WIEHa U €CIIH

YKa3aH aapec, TO B JIAaHHBIN aapec Ciacayer BKIHYUTL HAWMMCHOBAHHC
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rocyJapcTBa-4jiecHa Ha TOCYyJapCTBEHHOM si3blIKe(aX) rocyaapcTBa-uiieHa, JJis
KOTOPOTO IIpeHa3HAYCH JOKAIbHBIN MPEICTABUTEIb;

B) B IIEJISIX 3aMEHBI IMOJHOTO HAaWMEHOBAHHS TOCYIApCTBA-WICHA B
3aroJ0BKE MOJKHO BOCIIOJIB30BaThCS KOJIaMH CTPAaH B COOTBETCTBUHU C
MexyHapoaHeIM cTangapTom 1SO 3166-1-2013 «Komasr mis nmpencTaBiaeHus
Ha3BaHUU CTpaH U ux nojapaszaeneHnuid. Yacte 1. Kogsl cTpany;

I) B IEIAX DKOHOMHHU MeCTa B HaleYaTaHHOM JIMCTKE-BKJIAJIBIIIC
MpEJCTaBUTENEH JepKaTelasl PErucTPaAllMOHHOTO YJOCTOBEPEHUS MOKHO
yKa3aTh IIOCJe€JOBaTeIbHO, a He B TabmuunoMm ¢opmare. Eciu
JUCTKU-BKJIQJIBIIIN  SIBJISFOTCSI  MHOTOSI3BIYHBIMH, TIEPEUYEHb JIOKAJIbHBIX
MIpeJICTaBUTENCH MOXKHO HaleuaTaTh OJJTHOKPATHO B KOHIIE JINCTKA-BKIIAJIBIINIA;

1) JOMYyCKAaeTCs yKa3bIBaTh TOJHKO HAMMEHOBAaHHUE, HOMEp TeledoHa u
ajpec HIEKTPOHHOW mouThl (MO BBIOOPY) TMPEACTABUTENS JepaKaTEIs
pPErUCTpPallMOHHOTO yaocToBepeHus. [Ipu Hammumum Mecta MOXXHO YKaszaTh
MOYTOBBIN ajpec. BeO-caiiThl U 3JIEKTPOHHYIO IOYTY, CBA3BIBAIOIIYIOCS C
BeO-caiiTaMu, yKa3bIBaTh HE JIOMMYCKAETCS;

€) yciau Mpe/ICTaBUTEh TepIKaTens PETUCTPAIIHOHHOTO
YAOCTOBEPEHUS HaXOIUTCS 3a npeaenamMmu COOTBETCTBYIOIIETO
rocyJapcTBa-ujeHa, cleayer yKa3aTh HauMEHOBaHHE JTAaHHOTO
rocyJiapcTBa-ujieHa.

<3a nmoboti unpopmayuel o npenapame, a MakK;ice 8 CAYUAIX
B03HUKHOBEHUSL NPemeH3Uli cledyem oopauamscs K npeocmasumento
Ooepoicamenisi  pecUCmMpayuoHHo20  YOOCMOBEPEHUs — UIU  0epAHCameio
pecucmpayuoHHo20 yOOCmMOo8epeHUs.

{Cmpana}

{Haumenosanue opeanuzayuu;}

{Aopec: {Hacenennwiii nynkm,} {noumosvlii unoekc} — cmpaua;
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Ten: + {nHomep menegona;

<geb-caum>>

WJIn

<Bce npemeH3uu nompebumernetl cnedyem Hanpaeisams
npedcmasumento  0epacamens pecUcCmpayuoHHo20 YOOCHOBEPEeHUs UlU
oepaicamento pecucmpayuoHH020 YOOCHOBEPEHUSL:

{Cmpana,.

{HaumeHnosanue opeanuzayuu,}.

{Aopec: {Hacenennviti nynkm;} {noumoeuwiii unoexc,! — cmpana,.

Ten: + {nomep meneghona,.

<aopec 31eKMPOHHOU NOUMbL™> >,

6.5. JlaHHBI! TUCTOK-BKJIA I IEPECMOTPEH

<{MM/TTTT}> <{mecay I'TTT}>.

VYKka3bpIBalOT Aary peructpaiuu (0JA00peHus) MOCIEeIHET0 W3MEHEHUs
WU JTOTIOJTHEHUS (B COOTBETCTBHHM ¢ pazzaenoM 9 unu 10 OXJIII), nanpumep,
nocjielHee  TMOATBEPXKACHUE  perucrpauuu  (MepeperucTpaiuu) 1o
00CTOSITENBCTBAM, JaTa CPOYHOTO OrpaHUYEHHUSI IO BOMPOCcaM O0€30MaCHOCTH.
[lone, 3amonHsAeTCs AEp>KaTEIEM PETHCTPAIMOHHOIO YJOCTOBEPEHHUS MEPEN
neyaTsblo.

B orHomeHun mnpenapaToB, 3aperMCTPUPOBAHHBIX IO MPOLEIYpPE
«yCJIOBHAsl pETUCTpaLIUs», CIeAyeT BKIIOYUTH CIEAYIONIYI0 Ppasy:

</lanHBIl Tipemapar «3aperucTPUPOBAH HA YCIOBUAX». DTO 3HAYMT, YTO
MOSIBATCSI HOBBIEC CBEJICHHS O JJAHHOM ITpemnapare.

[IpeacraBieHHble JaHHBIE O JIEKAPCTBEHHBIX IMpenaparax OyayT
IPOBEPATHCS U JIOMOJHATHCA HOBBIMU  CBEIICHUSIMH, M 10 Mepe

HEO0OXOIMMOCTH JaHHBIN JIMCTOK-BKJIQJIBIII OyAET OOHOBISATHCS.>
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B OTHOIIIEHUU penaparos, 3apETUCTPUPOBAHHBIX o
CUCKITFOUUTEBHBIM OOCTOSITEILCTBAM», HAJICKUT BKIOYUTH CIEAYIOIIEE
YTBEPKJICHHE:

</laHHbBIli  TIpenapaT  3aperucTpUpPOBaH MO  «UCKIIOUHUTEIbHBIM
00CTOSATENBCTBAMY». DTO 3HAYUT, YTO <BCJIEACTBUE PEAKON BCTPEUAEMOCTH
3a00yieBaHUA™> <HW3 HAYYHBIX COOOPaKEHUII™> <HUCXOAS U3 OATUYECKHUX
COOOpaKEHHIT™> HEBO3MOXXHO TMOJIYYUTh BCE HEOOXOJMMBIE CBEACHUS O
JTAHHOM TIpernapare.

[1o aTUM NeKapCTBEHHBIM Mpenaparam OyJIeT MPOBOAUTHCS IKCIEPTH3A
HOBBIX JIaHHBIX, KOTOpPbIE€ MOTYT TOSABISTHCS €XKEroJIHO, W IO Mepe
HEOOXOAMMOCTH JIaHHBIN JTMCTOK-BKJIA/IBII OYy/1I€T OOHOBIISITHCS.>

6.6. <[Ipoune nctouyHMKH HHPOPMATTHIT>

B naHHBIi pazgen cieayeT BKIKOYUTh CCHUIKM HA JIPYTHE UCTOUYHHUKU
uH(pOpMalMU, KOTOPbIE MOTYT OBITh MOJIE3HBI MALUEHTY. DTU HUCTOYHUKU
uHdopmanuu JoJKHBI cooTBeTcTBoBaTh OXJIII u He MOMKHBI HOCUTH
PEKJIaMHOI0 Xapakrepa:

a) JaHHbIE O TOM, KakK MalMEHThl MOTYT MOJYyYUTh JIOCTYIl K
uHpopmanuu B adbTEPHATUBHBIX (opmaTax, Takux kak mpudt bpaiins,
ayqiio, nudpoBOi AUCK UK KpyITHAs MeYaTh JIMCTKA-BKIA IbINIA. DT IaHHbIE
CJIelyeT YKa3blBaTh KPYMHBIM HIPUPTOM, YTOOBI MAIMEHTHI C HAPYIICHUEM
3peHUs 3HAIHU 00 3TUX BO3MOXKHOCTSIX;

0) cchuika Ha BeO-caiT Coro3za:

<IlonpoOHbIE  cBeJeHHUS O JIaHHOM  I[Ipemapare  CojaepKaTcs
Ha BeO-caiite Coroza> <MMeWTCs TakXKe CChUIKM Ha ApPyrue BeO-CaiThl
0 peAKUM 3a00JIE€BaHUSM U BUJIaM JICUEHHS.™> BTOpPAsl YaCTh JAHHOTO OJIOKa

IMPpUMCHHUMA UCKITIOYUTCIIBHO K Op(l)aHHBIM nperaparam.
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Bce »stm CBCIACHHUA B HaIICYATAHHOM MATCpHAJIC HTOJI2KHBI OBITH

OTUYCT/IMBO PA3/IMYUMBbI U JICTKO YU TACMBI.

(JIMHUS OTPBIBA UJIU OTPE3a)

Jlns  mapeHTepadbHBIX — IpemapaTtoB M IMPOYMX  IPEernaparos,
UCIIOJIBb3YEMBIX TMPEUMYIIECTBEHHO B CTallMOHApax, B MCKIIOUYUTEIBHBIX
CIIyvasx JJIsl SKCTEMIIOPAIbHBIX MPENapaToB (IIPU YCIOBUU YTO OHU MTOKa3aHbI
JIETSAM U MPU OTCYTCTBUU BO3MOXKHOCTH Pa3pabOTKHU JIEKaPCTBEHHOU (HOPMBHI,
MOAXOAIIEH AeTAM (Ha OCHOBAHMM CTPOTUX HAYYHBIX OOOCHOBAHMWIA)), B
JAHHBIA pa3fiel] MOXKHO BKJIIOYWTH TaKUE 3HAYUMBbIC JUISI MEIMITUHCKUX
PabOTHUKOB MPAKTUYECKUE CBEJECHUS, KaK MPUTOTOBJICHUE U (MIM) padoTa ¢
npemnapaToM, HECOBMECTUMOCTh, PEXKUM JI03UPOBAHUS, TIEPEI03UPOBKA, MEPHI
KOHTPOJISA, JabopaTOpHbIE aHAIM3bI, MPU HEOOXOIUMOCTH, C MEPEKPECTHOM
CCBUIKOM Ha paznen 3. B aToM ciydae pa3fen cieayet HadaTh (hpa3oil:

<Cnenywoliye CBeACHUA TpeJHA3HAYEHbl HCKIIOYHUTEIBHO IS
MEUIIMHCKUX PaOOTHUKOB:>

6.7.Ecniu B  ymakoBKy MpEaIoiaraercs  BJIOXKHUTh  MPOUYIO
JOTIOJTHUTENBHYIO HAy4YHYH0 MUHGOPMALMIO JIJII MEAUIMHCKUX PaOOTHUKOB,
3TO MOHO CJIeJIaTh CIEAYIOIIUM 00pa3oM:

a) BKJIIOUMB B ymakoBKy mpernapara mnonnyio OXIJII B kadectBe
OT/ICJIHOTO JOKYMEHTA WJIH

0) no6aBuB nonnyto OXJIII B kauecTBe OTPBHIBHOTO pa3jeia B KOHIIE
Hare4yaTaHHOTO JIMCTKA-BKJIAJbIIIA, YTOOBI MOXHO OBIIO YETKO pPa3ieiuTh
HH(pOpMAIUIO IS MalMeHTa OT HHPOpMAIIUK JJI1 MEIUIIMHCKOTO0 PaOOTHHUKA
(OXJIIT).

3agBurenp T0KeH 00ocHoBaTh BKIroueHue notaor OXJIIT u kak 3to
OyJleT clieflaHO, a TaKXe yKa3aTh B KOHIIE JIONOJHEHHE 0e3 (haKTUUeCKOro

noBTopenusa noigHoro Tekcra OXJIII B mocinennen penakium.
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3asiBUTENMN JOJKHBI BHUMATEIBHO MPOAHAIU3UPOBATh HEOOXOIUMOCTh
BKJIFOUEHUSI TOJOO0HOM HayyHOM WH(pOpMAlMd B YIAKOBKY, IpPUHUMAs
BO BHUMAaHUE CBOICTBa mpemnapara. MHpopmanuio o mpenapare ciemyer

npeaACTaBUTb HACHTUYHBIM 06pa30M Ha BCCX A3bIKAX IroCyaapCrB-4JICHOB.



[MTPJIOXEHUE Ne 17

Kk TpeOoBaHUSIM K UHCTPYKIIUU
0 MEAUIIMTHCKOMY TTPUMEHEHUIO
JIEKapCTBEHHOIO MpernapaTa u oo1ein
XapaKTePUCTUKE JIEKAPCTBEHHOTO
npemnapara Jijist MeIMIIUHCKOTO
MIPUMEHEHUS

ITPABUITA
o0ecneyeHHs y10004YMTAEeMOCTH JUCTKA-BKJIAAbIIIA U MAPKUPOBKH

1. OO01He MOJIOKEHUS

Jluctok-Brimanpimn  (masee — JIB) mpemHasHadyeH IS TAllMCHTA
(moTpebuTenst). XopoIno COCTaBICHHBIN U YE€TKO U3JI0)KeHHBIN JIB mo3posser
MaKCUMaJIbHOMY KOJIMYECTBY JIFOACH BOCIIOJIL30BAThCS ITOM MH(pOpMaIHEH,
BKJIIOYAs JICTCH CTapIero BO3pacTa, M MOJAPOCTKOB, MAJOTPAMOTHBIX JIUI H
JUI] ¢ HapymeHueM 3peHus. UYTtoObl  AW3aliH  TO3BOJISUT  JIETKO
opueHTHpOBaThcsd B JIB m oOecrieynBasl JOCTYMHOCTh WHGOPMAIUH, TPH
BBIOOpe QupmenHoro crwis JIB momyckaercs oOpamieHne KOMIIAHUH K
cCrieruaInucTamM o nHGOPMAITMOHHOMY JTU3ANHY.

Hacrosimiee mpuiokeHwe COACPKUAT PEKOMEHAAINHU, Kacalouuecs
pPa3IMYHBIX acrekToB cocTaBiieHus JIB. OHu HampaBlIeHBI Ha COACHCTBHE
3asIBUTEJISIM (JIEpKaTelIsIM PETUCTPAIIMOHHBIX yAoCcTOBepeHui (nanee — J[PY))

B COGJIIO,Z[GHI/II/I TpC6OBaHHﬁ EBpa3I/II>’ICKOFO 3KOHOMHYCCKOI'O COIO3a.
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2. Kernp u rapautypa mpudra

Cnenyer  BuIOMpaTh TapHUTYpPY, KOTOpas  JIETKO  YWTAeTCA.
CTunu3oBaHHBIE TapHUTYPHI, KOTOPBIE TPYIHO YWTaTh, WCIOJH30BATH HE
cienyer. BaxkHo BbIOpaTh Takyro TapHUTYpY HipudTa, B KOTOPOH Takue
CX0XHue OYKBBI U IIUDPBI, KAK «51», «II», U «1» MOKHO JETKO OTIIUYUTH JPYT OT
pyra.

Kernp mpudra nomkeH ObITh KaK MOXKHO OOJIBIINM, YTOOBI MOMOYb
quTaTe) 0. MUHUMAIILHBIM CYMTACTCS pa3Mep Kerib 8 nT mpudt Times New
Roman 06e3 kypcuBa ¢ MEXIYCTPOYHBIMA HHTEPBAIAMH, DPABHBIMHU IIO
MeHbiieil Mepe 3 MM  (mis JIB, koTopslii OyJaeT BKJIAJIbIBATHCS B
WHIUBUIYAIbHYIO YIIAKOBKY JIEKAPCTBEHHOTO Mperapara).

JIJ1st BBIZICTICHUS KITFOYEBBIX CBEJICHUA U COJICHCTBUS OPUEHTHPOBAHUIO
B paszzenax TeKCTa CIIeIyeT MOJb30BaThCs PA3IMYHBIMU pa3MEpaMH TEKCTa
(HampuMep, B 3aroJIOBKax).

Ecnu nekapcTBeHHBIN mpenapar MNpPUMEHsIETCS TpH 3a00JIeBaHUSX,
COMPOBOXKAAIOUIUXCS HApPYIICHUEM 3pEeHUsl, HEOO0XOJIMMO HCIOJIb30BaTh
0oJiee KPYMHBIN MIPUPT.

He crnenyer 3moynotpe6asTh MCIOJIB30BAHUEM 3arjlaBHbIX OykB. Jliis
KPYIHBIX OJIOKOB TEKCTa CIEAyeT WCIOJIh30BaTh CTPOYHBIC OYKBBI. TeM He
MEHee, HMCIOJb30BaHNE 3arjlaBHBIX OYKB IE€JeCO00pa3HO IS PacCTaHOBKU
aKIIEHTOB.

He cnenyer mcmosib30BaTh KypCcHUB U MOJYEPKUBAHKE, MTOCKOJIBKY OHH
3aTPYAHSIOT YUTATENIO pacro3HaBaHue Gopmbl cioB. OIHAKO NIl yKa3aHUS

JJATUHCKHUX TCPMHUHOB KYPCHUB JOITYCTUM.
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3. IuzaiiH u pacrnonoxxeHue nHPopMaluu

Hcnonb30BaHre BBIPOBHEHHOIO MO MIMPUHE TEKCTa, KaK MPABUIIO, HE
JOIY CKaeTCHl.

JIOJDKHBI  YETKO TMPOCIEKUBATHCA HMHTEPBAIBI MEXAY CTPOKAMH.
MexcTpoUyHble MHTEpPBaIbl — BAXKHBIA (DAKTOP, BIUSIONIMNA HA MOHUMAHHE
TekcTa. [1o 001mumM npaBmiiaMm MEXXCTPOUHbIE HHTEPBAJIBI IO BO3MOKHOCTH HE
JOJKHBI OBITh MEHBIIIE YEM MOTYTOPHBIN pa3Mep UHTEpBalia MEKIy OyKBaMu
B CTPOKE.

BaxxHbIM SIBIIsIETCS HaJIM4ME€ KOHTpPAcTa MEXAY TEKCTOM M (POHOM.
Crnenyer yuuThIBaTh Takue (DaKTOPHI, KaK MJIOTHOCTh OyMaru, pasmep, I[BET
Oymarn u Tekcrta. HeOonbIIOM KOHTpACT MEXIYy TEKCTOM H (HOHOM
OTPUIIATEIBHO CKA3bIBAETCS HA JOCTYMHOCTH MH(OpMAIMU. 3a TEKCTOM HE
clielyeT noMemars (OHOBbIE M300paKeHUs!, MOCKOJIbKY OHH MOTYT CHUXAaTh

YCTKOCTDb I/IH(I)OpMaI_II/II/I N 3aTPYOAHATH €€ IIPOYTCHUC.

dopmaT TEKCTa ¢ HECKOJBKUMH KOJOHKAMH MOXET CIIOCOOCTBOBATH
00JIETYEHHIO OPUEHTUPOBAHUS YMTArOIIEero. PaccTosiHue Mexay KoJIOHKaMu
JTOKHO OBITh JIOCTATOYHBIM JIJISI TOTO, 4YTOOBI HaJJIeKaluM 00pa3oM
pa3nenuTh TEKCT. EciMm MEeCTO OrpaHuydeHoO, UIS PaA3JICJICHUS TEKCTa
JIOMTYCKAETCsl UCIOJIb30BaTh BEPTUKAIBHYIO JIMHUIO. CXO0XKYI0 MHPOpMAIUIO
ClIeIyeT YyKa3blBaTh TIIOCJIEIOBATEIbHO, YTOOBI CTPOKH TEKCTa JIETKO
MEePEeXOIWJIM C TEKYyIIeH KOJIOHKM K cieayromeit. Cienyer paccMOTpeTh
BO3MOXHOCTh HMCIOJIb30BaHUSI aJlbOOMHON OpPUEHTAIlUU TEKCTa, MOCKOJbKY
3TO MOXKET MOMOYb ManueHTam. Eciu npeacrabineH JIB Ha pasHbIX s3bIKax,
HEOOXOJMMO YETKO pa3JeluTh S3bIKK; HHOOpMAIUs Ha pPa3HBIX SI3bIKAX

JIOJKHA OBITh UAEHTUYHOM.
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4. 3aroJiIoBK1

BaxXHbIM 3JIEMEHTOM SIBJISIIOTCSI 3arOJIOBKHM, KOTOpPbIE MOTYT MOMOYb
nalueHTaM OpPHUEHTHUpPOBaThcd B Tekcre. (CreoBaTeNbHO, MOTYKUPHBIMA
mpudT " (MUIU) Jpyrod IBET 3arojioBKa BBIIETSET 3Ty HWH(pOpMaIUU.
Paccrosinue 10 u mociie 3aroioBkoB B JIB nomkHO ObITh 0MHAKOBBIM. J[iist
yA00CTBa YHUTaTENsl 3aroJIOBKM OJIHOIO pa3Mepa ClelyeT HCIO0JIb30BaTh
MOCJEeA0BaTENbHO (HYMEPOBAHHBIE M HEHYMEPOBAHHBIE CIIHMCKHU, IIBET,
OTCTYTbI, TAPHUTYPA, pa3Mep, U KErJib MpUQTa).

K ucrnonb3oBannio 00JIbIIOT0 KOJWYECTBA 3ar0JIOBKOB PA3HOTO pa3Mepa
CJIeIyeT MOJIXOAUTh C OCTOPOKHOCTBIO, TOCKOJIBKY MCIOJIb30BaHUE MIpU(PTa
pa3HOro pazMepa 3aTpyJHseT OpUEHTUPOBaHUE yuTaTeNs B Tekcre. OHaKO
Opu  HEOOXOJMMOCTH  JIOBEJIEHUSI  CJIOKHOM  MHGOpPMAIMd  MOXKET
noTpeOoBaThCst 00JIbIIIEe KOJIUUECTBO PA3MEPOB TEKCTA 3ar0JIOBKOB.

B kadecTBe MHCTpyMEHTa OPUEHTUPOBAHUS BO3MOKHO MCIOJIb30BAHUE

JUHUN, pa3IeisIoNnX Pa3IMuHbIe Pa3/iesibl TEKCTA.

B JIB HeoOxoauMo BKJIIOUHUTH Bce€ OCHOBHBIE pazaensl OXJIIL.
Bxirouats B JIB moa3arosoBKU U COOTBETCTBYIOIIMN TEKCT CIAEAYET TOJIBKO B
TOM CJIy4ae, €CJIM OHU NMPUMEHHUMBI JJIs1 KOHKPETHOrO npenapara. Hanpumep,
IpU OTCYTCTBUU MH(OPMAIIMHU O BCIIOMOTaTEIbHBIX BEIIECTBAX C U3BECTHBIM

BJIMSIHUEM Ha OpPraHU3M, JIAaHHBIN pa3acia JIB MOKeT OBITH MCKJIFOUEH.

5. IIBet neuatu

JlocTynmHOCT, UH(pOPMALUM ONPENENICTCS HE TOJIbKO pa3MepoM
mpudTa, KOTOpbIM OHA HaredyaTtaHa. CMMBOJIBI MOKHO HaredaTaTh B OJJHOM
WM HECKOJIBKMX IIBE€TaX, YTO IMO3BOJISIET YETKO OTJIMYUTh UX OT OCTAJIbHOTO

TekcTa. Mcnons3oBaHue I_HpI/I(I)Ta Pa3HOro pasMepa HJIM IBETAa — OAWH U3
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CIIOCOOOB MPHIAHUS 3ar0J0BKaM WM IPYroi BaxHON nH(OpMaIuu 0oJIbiiei
BBIPA3UTEIHLHOCTH.

CoueTaeMOCTb UCIIOJIH30BAHHBIX IBETOB Ba)KHA TaK K€, KaK U caM L[BET.
Kak mpaBuiao, TEMHBIN TEKCT JIODKEH OBITh HamedaTaH Ha CBETIOM (poHe.
OpHako B HEKOTOPBIX CIy4asx, HAPUMEp, IS BBIACICHHS OIPEACICHHBIX
peaynpexaeHUNH MOKHO HCIIOJIb30BaTh 00OpaIleHUe IBETOB (CBETIIbINA TEKCT
Ha TeMHOM (oHe). B Takux ciaydasx HE0OXOIMMO TIIATEIBHO OTCICKUBATH
KaueCTBO MeYaTH, MOCKOJIbKY MOXKET MOTpeOOBaThCA UCIIOIb30BaHUE OoJiee
KPYITHOTO pa3Mepa mpuQTa Wi BBIICICHUE TEKCTA MOy KUPHBIM MPUDTOM.
He cnemgyer mcnosib30BaTh CXOXKHE I[BETA NJIsi TEKCTa W (POHA, MOCKOJBKY B

9TOM CJIy4ac CHUKACTCA p3360qu/IBOCTB TCKCTA.

6. CuHTaKCcHucC

Hekotopeie n10auM HMMEIOT IUIOXHME HABBIKM UTEHHUS WU IIOXO
pazoupatroTcsi B~ MEAUIMHCKUX  BOINpOCax, IO3TOMY  HEO0OXOIuMO
MCITOJIH30BaTh MIPOCTHIC TOHATHBIEC CJIOBA C HEOOIBIIIMM KOJIMYECTBOM CJIOTOB.

He pexomenmyeTcs MCHOIB30BaTh JJIMHHBIC TpemiokeHus. JTMHHOE
pEUIOKEHUE 11e1IeCO00pa3HO Pa3OUTh Ha 2 MPEJIOKEHUS, OCOOEHHO €CIIH
OHO COAEPKUT HOBYIO HHPOPMAILIHIO.

['poMo3nkme ab3ampl MOTYT BBOJIWTH YWTaTeNied B 3a0yKICHHE,
OCOOEHHO TIPU HCIIOJB30BAHUM JUIMHHBIX TPEAJIOKEHUN TMpU yKa3aHUU
HEeXeJaTeNbHbIX peakiuid. boiee moaXoAsmmM B TaKUX CIydasiX SBISIETCS
WCIIOJIb30BAaHUE  HEHYMEPOBAHHBIX  CITHCKOB. [Io  BO3MOXHOCTH
PEKOMEHTYETCSl UCTO0JIb30BaTh HE O0Jiee 5-6 MO3UIINI B CITUCKE.

[Tpu ykazaHuu HeXeIaTeIbHBIX PEAKINi 0COOCHHO BAXKHO OTIPEACIUTD
MOPSIIOK WX TIEPEUUCIICHUsS, YTOOBI caenaTh WH()OPMAIUIO IS TAIMEHTOB

(motpebureneit) MakcuMaabHO Tosie3HOU. C 11eNIbI0 JOBEICHUS 0 MaIllUeHTOB
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(moTpeOuTenei) ypoBHS pHCKA HEXETATEIbHBIX pEaKIUi, KaK MNpaBUIo,
UX PEKOMEHIYeTCS yKa3blBaTh B TMOPSAKE YMEHBUIEHUS YacCTOTHI

BO3HUKHOBEHHUS (HAUMHAsl C HAMOOJbIIIEH YaCcTOTHI).

I'pagarnus 4acTOTH AOJDKHA OBITH OOBSICHEHA TaKUM O0O0pa3oM, YTOOBI
ObLIO MOHSATHO MalMe€HTaM (MOTPEOUTENSIM), HANPUMEp, «OUYEHb YacTo —
oosmee uwem y 1 marmuenta u3 10». OpgHako OpW HAJWYUU CEPHbE3HOU
HEXKEeJaTeJIbHOM  peakluu, KoTopas TpeOyeT TPUHATHS MaIlMeHTOM
(moTpeOuTeneM) HEOTIOKHBIX MEp, €€ CIEAyeT BBIACIUTh U MOMECTUTH B
Hayvaso paszaena JIB, He3aBUCUMO OT €€ 4acTOThI. Y Ka3aHUE HEXKEIATEIbHbBIX
peakiuii 0 CUCTEMHO-OPTaHHbIM KJIacCaM HE PEKOMEHAYETCS, MOCKOJIbKY
NalueHTsl  (MOTpeOWTEeNH), Kak TPaBWIO, HE 3HAKOMBI C  JTOM

KJIacCU(UKAILIUECH.

7. CTuiib

B HNPCHIOKCHUAX PCKOMCHAYCTCA HUCITIOJIb30BaTh aKTUBHBIN

(IeMCTBUTENBHBIN) 3aJI0T BMECTO MacCUBHOTO 3ajiora. Hanpumep:

«IIPUMUTE 2 TAOJIIETKM» BMECTO «JIO0JKHO OBITh IPUHATO 2 TAOJIETKNY;

«BBI JIOJIKHBI. ..» BMECTO «HEOOXOIUMO...».

[Ipy ykazaHuM malUeHTaM O MPEINPUHUMAECMBIX  JEUCTBUSIX
HEOOXOAMMO yKa3biBaThb UX npuunHy. CHavana HeoOXoAMMO JaTh
UHCTPYKIIMU, 3aTe€M HUX OOOCHOBaHUE, HANPHUMEP: «ECIM y Bac acrma,
coOJiroJaliTe OCTOPOKHOCTh MPU MPUMEHEHUU Tpenapara X, MOCKOJIbKY OH
MOXET BBI3BATH MPUCTYID.

BmecTto moBTOpeHHs TOProBOrOo HAaMMEHOBAHHWs MpemnapaTra CieayeT
yKa3bIBaTh «Ipernapar, JaHHBIM mpenapar» M T. ., €CIHM U3 KOHTEKCTa

IMOHATHO, YTO UMCHHO OH UMCCTCA B BUY.
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[To BO3MOXHOCTM HE CcIeIyeT UCIOIb30BaTh abOpeBUATYPHI U
cokpamienus. [Ipu mepBoM ymoMrHHaHUY B TEKCTE UX HEOOXOIUMO MTOTHOCTHIO
pacmiudpoBats. Crenyer u30erarb MCHOJIb30BAaHUA MaTEMAaTUUYECKUX

CUMBOJIOB (Hampumep, > Ui <), €CJIM OHU IJI0X0 TOHUMAEMBI.

MenuinHCcKrue TEPMHUHBI CIIEIyeT TIEPEBECTH Ha MOHATHBINA MaIlieHTaM
s3bIK. HeoOxoaumo coOJIIOCTH MPEeeMCTBEHHOCTh OOBSCHEHUS TEPMHUHOB,
OpUBOJAS ~ CHayasia  HempodeccHOHalbHOE  ONUCaHuWe, a  3aTeM
COOTBETCTBYIOIINI MEIWIIMHCKAA TepMuH. B mocnemyromem, Mo BcemMy
Tekcty JIB mist noctmkenns: yno009nTaeMOCTH TOMYyCKAETCsl MCIOIh30BaTh
HanOoJiee TMOAXOIAIMNA W3 TEPMUHOB (HEMPODECCHOHAIBHBIM WU
MeauiuHckui). HeoOxoaumo yoenuThbes, 4YTO UCHOJIb3yeMasi TEPMUHOIOTUS
dbopMHUpyeT HACTOPOKEHHOE OTHOILIEHUE YNTATENsl KO BCEl BayKHOM ISl HETO
uH(pOpMaIU U NPECTABISIET IOCTATOYHO MOJIPOOHYI0 HH(OPMALIUIO O TOM,
KaK pacrmo3HaTh BO3MOXHBIE HEXKENIATeIbHbIE pEAKIMd U TPHUHATH

HEOOXOIMMbIE MEPHI.

8. bymara

bymara nomkHa OBITH JOCTATOYHO IIJIOTHOM, 4YTOOBI CHU3HUTH
MIPO3PAYHOCTh, 3aTPYAHSIONIYIO YTEHHE, OCOOCHHO MPU HEOOJIBIIIOM pa3Mepe
mpudra. [nsHuEeBas Oymara OTpakaeT CBET, U TEM CaMbIM 3aTPYIHSET
YTEHUE, MOATOMY PEKOMEHIYETCSl UCIOIb30BaTh MAaTOBYIO Oymary.

Heobxonumo ybeauthes, uto npu crubanuu JIB uznoM He cHUKaer

ya0004YnUTaeMOCTh UH(POpMAITUH.

9. Ucnionp30BaHWe CHMBOJIOB M ITUKTOTPAMM

JlommyckaeTcsi MCIOIb30BaHUE H300pAKEHUM, MUKTOTPaMM M JAPYTHX

Fpa(l)I/I‘ICCKI/IX 3JICMCHTOB, O6L$ICH}IIOH_II/IX CMBICJI I/IH(I)OpMaLII/II/I, OJHAaKO OHH
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HE JIOJDKHBI HOCUTh PEKJIaMHBIN XapakTep. CHMBOJIBI B TUKTOTPAMMBI MOTYT
OBITH MOJIE3HBI, €CJIU 3HAYEHHE CHUMBOJIA MOHATHO, a pa3Mep IpadUuecKoro
anemMeHTa ygobountaem. Mx cienyer MCmoib30BaTh JUIIb ISl YIIYUYIICHUS
OpUEHTAIIUU, TIOSCHEHUS WJIM BBIJICJICHUS OMPEICIICHHBIX aCIEKTOB TEKCTA,
OHHM HE JOJDKHBI 3aMEHSTh TEKCT. MOXeT MoTpe0oBaThCs IOJATBEPIKIICHHUE,
000CHOBBIBAIOIIIEE, YTO UX 3HAUYCHHE B I[€JTIOM XOPOIIIO TOHUMAEMO, HE BBOJIUT
B 3a0nyxJeHUEe W He cOuBaeT C TOJKy mnorpedoutens. Illpu Hamuuum
KaKuXx-I1100 COMHEHUH OTHOCHUTEIHLHO 3HAUEHUSI OIpEICIICHHON
MAKTOTPaMMBbI, OHa TMpU3HAETCs Hemnoaxoasme. Heodxoaumo coOaonath
0CO0YI0 OCTOPOXKHOCTD MPH MEPEHOCE W UCIIOJIBb30BAHUM CUMBOJIOB B JIPYTHX
S3BIKOBBIX Bepcusx JIB, MOCKoIbKY MOXXET MoTpeOoBaThCs JOTOJHUTEIHLHOE

TECTUPOBAHUE MOTPEOUTETEH.

10. JlonoIHUTENBHEIC CBEACHHUS

10.1. AccopTumeHT mnpermnapara.

Heo06xoanmo, kak mpaBuiIo, COCTaBIATh OTACHbHBIN JIB Ha kaxmyro
JIO3UPOBKY U JIEKapCTBEHHYIO (OpMY JIeKapCTBEHHOro mpenapara. OaHako
roCyJIapCTBa-wi€Hbl MOTYT B HWHJWBUIYaJIbHOM TIOPSIAKE Pa3pelIUTh
HCIIOJIb30BaHUE eauHbIX JIB ams  pasnuuHbIX  JO3UPOBOK U (WMIIM)
JeKapCcTBEHHBIX (hopM (Hampumep, TabJIETOK U KarcCyll), €Clu JOCTUKECHHE
peKOMeHTyeMOH 703bI TpeOyeT KOMOMHUPOBAHUS PA3IUYHBIX JIO3UPOBOK WU
€CIIM J103a B 3aBUCUMOCTH OT KJIMHHMYECKOTO OTBETA KaXK/IbIM J€Hb MCHSCTCS.

Bo03MOXHBI TPOCTHIE CCHUIKK HA JIPYTHE JO3UPOBKHU U JIEKAPCTBEHHbIC
(dhopMBI TOTO K€ TIperapara, €Ciiu OHM HeoOX0IUMBI I Tepanuu. Hanpumep,
HEJIOMyCTUMA CChUIKA Ha APYTYIO TO03UPOBKY WM cchuika B JIB Ha Tabnerky,
HE TTOIXOASIIYIO I IPUMEHEHUS Y JIETEH, HAa HAJTMYKE pacTBOpa JJIsl MpreMa

BHYTpPb, IPCAHA3HAYCHHOI'O JJIA ITpUEMa ICTbMU.



10.2. IlpenapaTsl, BBOAWMBIC MEIUIMHCKHM PAOOTHHUKOM  HJIH
IIPUMEHSEMBbIE B YCIIOBUAX CTallMOHAPA.

B xonme JIB mnpemapara, BBOAUMOIO MEIMIIMHCKHUM PaOOTHHKOM,
MOXHO mnpuBectd cBeneHuss w3 OXJII (manpumep, cCcBeAeHHS 1O
MIPUTOTORJICHUIO M TIPUMEHEHHUIO), B BHUJIE€ OTPHIBHOW YaCTH, OTACIISIEMOMN 0
nepenaun JIB mamuenTty. B kadecTBe allbTEpHATHBHOIO BapHaHTa B IAYKy
BMecTe ¢ JIB M0kHO Bi1oxkuTh oy OXJIILL

Jna  mpenmaparoB,  ymakOBKa  KOTOPBIX — OpEIHa3HayeHa I
WCIIOJIb30BaHUsl B CTallMOHApe (T. €. yImaKoBKa coAepkuT Oosiee 1 dhiakoHa),
0 3aMpocy CJIEAYET MPEIOCTABIATh JoNoHUTEIbHbIE JIB (B momonHeHne K
BIIO)keHHOMY B mauky JIB), 4ToOBl oOecmeyuTh KakJAoro TalueHTa,

MOJTYYaroIIEro npemnapar, nNoJHoW UHPOpMAaIIUEH.

11. [TIa6mons! JIB

Bocnonp3oBaBmuch NpeACcTaBiICHHBIMU B MPUWIOKEHUsAX Ne 4 u 5 Kk
TpeOOBaHMSAM K  HHCTPYKIIMM IO  MEAUIMHCKOMY  IPUMEHEHUIO
JIEKapCTBEHHBIX TMpEmapaToB MU OOIIEeH XapaKTEPUCTHUKE JIEKapCTBEHHBIX
npemnapaTtoB Il MEIUIIMHCKOTO TPUMEHEHHUs I1a0jJoHaMu, JepKaTean
PETUCTPALMOHHBIX YAOCTOBEPEHUN JOJKHBI CBEPCTATh OKOHYATEIIbHBIN TEKCT
B COOTBETCTBYIOIIIME MOJIHOIBETHBIE MakeThl uiau obOpasubl JIB. IIpu stom
3asIBUTEJISIM CJIETyeT YUUTHIBATh, UTO UCIIOJIB30BAHUE ATOTO IIa0JI0HA CaMO 110
cebe HeI0CTaTOYHO, U TOTPEOyeTCs MPOBEJACHUE KOHCYIbTAIUH C IIEJICBBIMU
rpynmnamMy MalueHToB, UCTOJIb3Ys MOJTHOIBETHBIM MakeT win oOpaser JIB B
COOTBETCTBUU C mpwioxkeHrueM Ne 3 k TpeOOBaHUSIM K HWHCTPYKIHMHU IO
MEJUIIMHCKOMY TPUMEHEHUIO JIEKAPCTBEHHBIX TMpemnapaTtoB U  oOIIe
XapaKTEPUCTUKE  JIEKAPCTBEHHBIX  IPENaparoB  JUISI  MEAUIMHCKOTO

IMPUMCHCHUAI.




[MPUJTIOKEHUE Ne 18
K TpeOOBaHUSIM K MHCTPYKIIUU
0 MEAUIIMTHCKOMY TTPUMEHEHUIO
JIEKapCTBEHHOIO MpernapaTa u oO1ei
XapaKTePUCTUKE JIEKAPCTBEHHOTO
npemnapara Jijisi MeIMIIUHCKOTO
MIPUMEHEHUS

KPUTEPUU
Ka4yecTBa JIMCTKA-BKJIAABIIIA

‘ Ilokasarenn | bayn

WHAMKaTOPBI, XapaKTEePU3YIOIIHE ITPOIIECC
1. [TonTBepkIeHNE IPUBIICYCHUS K pa3paOdOTKe MalueHTOB:
€CTh MTOJTBEPKICHUE
HET MOJTBEPKACHUS 0
2. TloaTBeprKaCHUE TOTO, YTO YITECHBI IIOTPEOHOCTH OCOOBIX IPYIIIT MAIMEHTOB:

[EEN

00CyX/IeHHE B OCOOBIX I'PyMIax MPOBOANUIOCH 1
00CcyXIeHrE B 0COOBIX T'PYIIIax HE TPOBOIUIOCH 0
3. Ilonb30BaTeNbCKOE TECTHPOBAHNE MPOBEICHO (COKPALICHO):
aa 1
HET 0
WuankaTopsl, XapaKTepU3yIOIIKe JTUCTOK-BKIIAIBIII
A. OlieHKa [T01a9H MaTepHaIa; YI000UNTAEMOCTh TEKCTA H JITKOCTh HABUTAIIAN
A1l. Beibop mpudra, Kerap U TapHATYpa
YEeTKHH U yI000UUTAaEMBbIH TEKCT 1

TM00BIE 3aTPYIHEHUS MTPU TPOUTEHUHN 0
A2. MW cnonpzoBanue 1pu O(GOpPMICHMHM TEKCTa 3arjaBHBIX OYKB, KypCHUBa,

MOTYEPKUBAHUS, PAMOK H T. II.
OTCYTCTBHE HEHAJIEKAIIETO UCIIOIb30BaAHUS
1r060€ HeHa/IJIeKalee UCIoJIb30BaHNE TaKOTO OPOPMIICHHS 0

A3. KoHTpacT MeX1y TEKCTOM U (hOHOM, IIBET
XOPOILINM KOHTPACT
MJIOXOH IIBETOBOM KOHTPACT 0

A4. ®opMaTupoBaHUE U MEKCTPOUHBIN UHTEPBAI
HaJJIexallee UCIoab30BaHNEe HHTEPBAJIOB
YIJIOTHEHHBIN TEKCT 0

AS. Hcnonb3oBanne KOJOHOK, 0OOCHOBAHME M JIJTHHA CTPOK, MPEIIOKEHUHN 1 ab3a1ieB
HET CITy4aeB HEHAIJIEKAIIET0 TPUMEHECHHUS
HaJIM4Yue XOTs Obl OHOTO CITy4asi HeHaJUIekKaIlero MPUMEHEHUS 0

A6. Hcnonb3oBaHue 3aroJiOBKOB
WCIIOJIb30BAHUE TIO/I3ar0JIOBKOB (JOMOJTHUTEBHBIN OOHYCHBIM Oa/ul 3a 4YEeTKOe H
OCMBICIICHHOE HCTIONIb30BaHUE 3aT0JIOBKOB, CIIOCOOCTBYFOIIINX HABHUTAIIH)
HCIIOJIb30BaHUE TOJIHKO OCHOBHBIX 3ar0JIOBKOB IIa0JI0OHA JTMCTKA-BKJIa IbIIIA 0

A7. cnonb30BaHNE CUMBOJIOB M H300payKeHUI
Ha/JIeXKAaIee HMCIOTHEHHE (IOMOJHUTEIbHBIA OOHYCHBIM Oai, ecliu MMeeTcs
HajJJsexamee OOOCHOBaHHWE UX TMPUMEHEHHUS WIM TP HAIUYUM YETKUX

[EEN

[EEN

[EEN

[EEN
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rpaguIeCcKuX HHCTPYKIIHI TI0 MPUMEHEHHUIO)

HEHaJIeXxallee NCIoJHeHne 6e3 yueTa moTpeOHOCTel ManueHToB 0
b. Onenxka COI[Cp)KI/IMOFO5
b1. Yka3zaHus UCTOYHUKOB JOMOTHUTEIBHON HHPOPMAIIIH:

HaJIN4Me CCHUIOK;

OTCYTCTBUE CCBUIOK. 0
b2. Ykazanue Ha Hanu4ue aabTEPHATUBHBIX (POPMATOB:

HaJIU4Me yKa3aHus;

OTCYTCTBHE YKa3aHUS. 0
Bb3. Mcnonbs3oBaHUE MOHATHBIX TEPMUHOB BMECTO MEAUIIMHCKON TEPMUHOJIOTUHU:

MIPEUMYILECTBEHHO MOHATHBIE TPOCTHIM JIFOASM TEPMUHBL

COXpaHEHHE MEAUIIMHCKONW TEPMHUHOJIOTHH. 0
b4. BxiroueHue 3arojioBKOB:

HaJM4Ke 3ar0JI0BKOB;

OTCYTCTBHE 3ar0JIOBKOB. 0
b5. BxiroueHue CBeIeHUN O M0JIb3E:

[EEN

[EEN

[EEN

[EEN

HaJIeKallie CBEIEHNS O MOMIb3E,; 1

OTCYTCTBHE CBEJICHUH O TMOJIb3eE. 0
b6. ['pynnupoBka HeXeNaTeNbHBIX PEAKIIHIA:

yKa3aHUE TMOpsJIKa HEXeNaTeIbHbIX PpEeakIUil, KOorja HEeXKeIaTelbHbIe peaKIuu 1

CJIEIYIOT TIEPBBIMU (JIOTIOTHUTENIbHBIM OOHYCHBIM OajuT 3a BBIJCIICHHE KITHOYEBBIX

HE)KENaTEeTbHBIX PEaKIUi, TPEOYIOIUX IPUHSITHS MEP);

MOJTHOE OTCYTCTBHE IpaIalliil HEXKEJATeIbHBIX PEaKIIHii; 0

HEHUCII0Ib30BaHUE CUCTEMHO-OPTaHHBIX KJIACCOB. 0
b7. Bximouenue u npeacTaBiIeHne YaCTOThl BOSHUKHOBEHUS HEXKEIATEITbHBIX PEaKIIHIA:

YKa3aHUE YaCTOTBHI; 1

OTCYTCTBHE YKa3aHHUS YACTOTHI MM OTCYTCTBHE OOBSICHEHUS TpaJlallii YacTOTHI. 0

WUTOIO: |

IIpumeuanue. bauel pUCyXIaOTCS CAeAyOmUM oOpa3oM: mioxas mpaktuka — O 0amios,
npuemiemMas — 1 0an, B ciydae HaJuIexKalei IpakTUKY 110 JI000MY KpUTEPUIO HAYHCIISETCs 10 3
OOHYCHBIX 0a/TOB (MaKCUMaIBHO TOJBKO 32 | KPUTEPHIl)IOMOIHUTEIBHO.

MakcuMalIbHBIM CYET I10 OIleHKe mokaszareneit — 20 6amioB (10 GamroB 3a
nojady Matepuana u 10 6aysioB 3a cogepxanue).

WHaukaTopsl, XapakTepu3yoIue pe3ybTar.

Hanenennocts Ha coOmtoneHne — HHOOPMHUPOBAHHBIE NEHCTBUS TMpU
NpPUMEHEHUH IIpernapara B COOTBETCTBUM C PEKUMOM JO3MPOBAHUSA U TpU
HEOOXOIMMOCTH MPUHSITHS MEP I MUHUMHU3AIUU PUCKOB.

CypporaTHble MepHI:

COOOIIeHHE O HEeXeNaTeIbHBIX JICKAPCTBEHHBIX PEAKIHSIX BCIIEICTBHE
HETPaBWIILHOTO MTPHUMEHEHMUS;

CBE/ICHUS, TONy4YEHHbIE IO pe3yJabTaTaM HCCIEOBAaHMI JOCTYITHOCTH |

IMPUMCHCHM:A, BKJIIOYasi CBCACHUA O HA3HAYCHMMU, Hy6J'H/IKyeMI>Ie YIIOJIHOMOYCHHBIMHU
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OpraHamMu TOCYIapCTB — WICHOB EBpasuiickoro 3KOHOMHYECKOTO  CO03a;
OIyOJIMKOBAaHHBIE UCCIICIOBAHNS (B IEPHOAMICCKOM HAYYHOM TIeUaTH U T. I1.);

MOJIy4YeHUE OJOOpEHUsI OT YIMOJHOMOYEHHBIX OpPTaHOB TOCYJAapCTB-UJICHOB
(Tpy HATUYHHN);

KaO00BI OOIIECTBEHHOCTH ¥ MEAUITMHCKUX PAOOTHUKOB B YIIOJTHOMOYEHHBIC
OpraHbl TOCYJapCTB-UJICHOB 00 OT/IETBHBIX JTUCTaB-BKIIA IBIIIAX;

Mepbl, MPUHIMAEMbIE KOMITaHHUEH, HAITpUMEp, TIPEICTaBICHIE JOTOTHATETFHBIX
CBEICHUI, TopsTare TeNeOHHBIC JIMHUN, BOTIPOCHI TOTPEOUTENEH U T. 11.;

KOMMEHTApUU OT OPraHM3aIluii MAIMEHTOB, MEIUIIMHCKUX PAOOTHHUKOB H
OOIIIECTBEHHOCTH, KacarolIMecs OTACTbHBIX KAaTETOpHUH B paMKax IUIaHUPOBAHUS

HepecMoTpa KaTeropHH.
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