MpunoxeHue N 19

K [NpaBunam perucrpauum

M 3KCNEepPTU3bl NNeKapCTBEHHbIX CPeaCcTB
ANA MeAULUHCKOro NnpMMeHeHus

MpaBuna
BHECEHUSA U3ME@HEeHMUUN B perucTpaLmoHHoe AOCbe 3aperucTpmMpoBaHHOro
NneKapcTBEeHHOro npenapara ansa MeguuuHCKOro NnpuMeHeHus

C nameHeHMsiMM N OONOSNTHEHUSAAMMU OT:

30 anBapsa 2020 r., 17 mapta 2022 r., 22 mas 2023 r.

. O6wme nonoxeHus

1.1. NMpeameT u chepa NpUMeHeHUA

1.1.1. Hactoswee [lpunoxeHne ycTtaHaBnMBaeT MNOPAOOK BHECEHUS
N3MEHEHUN B pPerncTpaumoHHOe [JoCbe (Janee - BHECEHWe U3MEeHEeHUN)
neKapcTBEHHbIX npenaparos ans MeANLMHCKOTo NPUMeEHeHus,
3aperncTpmpoBaHHbIX B EBpasninckom akoHoMMYecKkom cotose (panee - Cotos), B
cooTBeTCTBMM C [paBunamm peructpaumm n 9KCNepTU3bl IEKAPCTBEHHbIX CPEACTB
ANS MeOUUMHCKOro npuMeHeHuns (ganee - lNpasuna percrpaumm ekapcTBEHHbIX
CpeAcTB) WMNu nopBeprarwmxcs npoueaype npuBedeHUs B COOTBETCTBUE C
TpeboBaHUAMN akToB, BXOAALWMX B npaBo Coto3sa.

1.1.2. YTpatun cuny ¢ 28 mapta 2022 r. - PeweHne CoBeTa EBpasuinckon
3KOHOoMM4yeckon kommuccum ot 17 mapta 2022 r. N 36

MHdopmaumsa 06 nsmeHeHumsx:
CmM. npeodbIOywyo pedakyuro

1.1.3. Pasgen |l HacToswero MNpunoxeHna npMMeHaeTca K U3MEHEHUSM
YCNOBUA  perncTpauumn rnekapcTBEeHHbIX npenapaTtoB (ganee - ycnosus
pernctpauum), OCyLecTBeHHOM B cooTBETCTBUN ¢ pasgenavu V.11 n VI MNMpasun
perncTpauum JiekapCTBEHHbIX CpPeacTB B paMkax npouenypbl B3auWMHOIMO
NpU3HaHMA W [OeueHTpann3oBaHHOM rMpoueaypbl perncrpauun, a Takke K
N3MEHEHUAM yCrnoBumn perucrpaumm neKapcTBEHHbIX npenaparTos,
3aperncTpmpoBaHHbIX B HECKOSMbKUX rocygapcrBax - uyneHax Corosa (ganee -
rocygapcrsa-yneHbl) n npoweawmx (Npoxogawmx) npouenypy npuBefeHus B
cooTBeTcTBMe cornacHo pasgeny Xl lNpasun pernctpaumm nekapCTBEHHbIX
CcpencTs.

1.1.4. Paszpgen |l HacTodwero MpunoxeHns NpUMeHAeTCs UCKNIYUTENBHO
K W3MEHEeHUsIM  YCNoBUW  peructpauuMm  fekapCTBEHHbIX  MpenapaTos,
3aperncTpmMpoBaHHbIX B OAHOM rocygapcTee-yneHe (pedepeHTHOM rocygapcTse)
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B cooTBeTCTBMU C pasgenom V.| MNpasun perncrpaumm nekapcTBeHHbIX CPEaCTB,
a TaKKe K W3MEHEHUsM YCMOBWW perncrtpaumm rekapCTBEHHbIX MnpenapaTos,
3aperncTpMpoBaHHbIX B OAHOM rocyapCTBe-yreHe 1 npoweaLlmx (npoxogawmx)
npouenypy npvBeneHnss B cooTBeTcTBME cornacHo pasgeny Xl lMNpasun
pernctpauum nekapCcTBeHHbIX CPeaCTB.

1.1.5. Pasgen IV HacTodwero MNpunoXeHnsa npuMmeHseTcs K U3MeHEeHUAM
YCNOBUM perucTpauumn, ykasaHHoiM B rnognyHktax 1.1.3 n 1.1.4 HacTtoswero
MpunoxeHus.

1.1.6. NpaBnna npoBeaeHUs SKCNEPTU3bI JIEKAPCTBEHHOrO npenapara npu
BHECEHUN W3MEHEHUW B perucTpaumMoHHOe [OCbe 3aperMcTpupoBaHHOIO
neKapcTBEHHOro npenaparta Ana MeOUUMHCKOro NPUMEHEHUs MpuBedeHbl B
npunoxenun N 20 k MNMpaBunam perncTpaumm nekapCTBEHHbIX CPeaCTB.

1.2. OnpegeneHusn

Ana uenen Hactosiwero lNMpunoXeHns UCMNONb3YHTCA MOHATULA, KOTOpble
O3Ha4aloT cregyoLlee:

"3anMHTepecoBaHHOE rocygapcrBo-yneH" - rocygapCTBO-4SIEH,
YNOSTHOMOYEHHbLIM  OpraH KOTOPOro  3aperucrpupoBan paccMaTtpuBaemMbli
neKapcTBEHHbIV Npenapar;

"3Haunmoe wusmeHeHue Il Tuna" - M3MeHeHMe, KOTOpPOe, He SABMAACh
N3MeHeHneM, TpebyrLlMM HOBOM pernctpauum, MOXeT okasaTb 3HayuTesnbHoe
BNUSIHME Ha Ka4yecTBO, 6e30nacHOCTb UIN APPEKTUBHOCTb 3aperMcTpMpPOBaHHOIO
nekapCTBEHHOro npenapara;

"M3MeHeHue, TpebOylwee HOBOM peructpauum” unu "paclumpeHue
peructpaummn” - U3MEHEHUS, MNepeyYUCneHHble B  JOrMOofHeHun | u
yOOBMeTBOPAOLWME YCNOBUAM, ONMUCAHHBIM B HEM;

"M3MEeHeHMe YCNOBUM perucrpauumu” nekapctBEHHOro npenapara unm
"M3MeHeHue perucTpaumoHHOro aocbke™ o3Ha4vyaet Nnoboe n3aMeHeHue:

AOKYMEHTOB W [aHHbIX, YKasaHHblX B rpunoxeHun N 1 K npasunam
perucTpauum n dKCnepTu3bl NeKkapCTBEHHbIX CPEeACTB;

YCNOBUN MPUHATUS PELLUEHUS O perucTpauum nekapcTtBeHHOro npenapara
Ansg  MeOUUMHCKOro  NPUMEHEHUs,  BKNYas OByl  XapakTepUCTUKy
neKapcTBEHHOro npenapata wn nwbble ycnosusi, obsisatenbcTBa uUnn
OrpaHUYeHNsa, BIUSAIOLLIME Ha perucTpauuio fekapCTBEHHOro npenapara unm
N3MEHEHNA MapPKMPOBKN UMW NUCTKa-BKNagblwa, 06yCroBreHHble U3MEHEHNEM
obLLen xapakTepUCTUKN NeKapCTBEHHOro npenaparTa;

"He3Haunmoe mnameHeHue |A Tuna" - n3MeHeHwe, KOTOpoe OKasblBaeT
MUWHUManbHOE BfWAHWE Ha KayecTBO, 6e3onacHOCTb U 3PEKTUBHOCTD
3aperncTpMpoBaHHOro SIeKapCTBEHHOrO npenapaTa unm He okasblBaeT ero BOBCE;

"He3Hayumoe nameHeHue IB Tuna" - nameHeHue, He nognagatoLlee noa
onpeaeneHna nameHeHun |A, Il TMINOB 1 pacwMpeHns pernctTpauuu,;



"HeOTJI0XKHOEe OrpaHuyYeHue B Lensx 6e3onacHoCTU" - NPOMEXYTOYHOE
N3MEHEHWE YCIIOBMA pernctpauum B CuUry MNOSIBIIEHUS HOBbIX CBeOEeHUN,
OTHOCALWMXCA K 6e3onacHoOMy NPUMEHEHUIO NeKapCTBEHHOTO Npenapara;

"COOTBETCTBYHOLWMUA oOpraH" - YMNONMHOMOYEHHbIN OpraH (3KcnepTHas
opraHmMsaums) Kakgaoro 3aMHTepecoBaHHOIO rocygapcrBa-ysieHa.

1.3. Knaccudmkauma nsmeHeHnn

1.3.1. K Kaxgomy UW3MEHEHUIO, He 4BNSWEMYCS paclUMpPeHUEM
perucTpauum nekapcTBEHHOro npenaparta, MNpUMeHseTcs  Krnaccudukaums,
yCcTaHoBreHHas B gornosiHeHuu |l.

1.3.2. /3mMeHeHMe, He sABNAKOLWEECS pacClUMPEHMEM perucTpauyum
NeKapCTBEHHOro npenapara u KrnaccugukaumMoHHY NpUHALANEXHOCTb KOTOPOro
HEBO3MOXHO OMnpenenuTb, NMPUMEHNAN MNONOXeHUs HacToswero lNpunoxeHusa c
y4eTOM peKOMeHAauun, COCTaBfEHHbIX COrflacHo nyHKTy 1.5, aBnseTtca no
YMOM4YaHuio nameHeHnewm IB Tuna.

1.3.3. B nopsagke wucknwyeHna w3 rnoanyHkra 1.3.2 n3MeHeHue, He
ABNAIOLLEECH pacCLIMPEHNEM perucTpauum JekapCTBEHHOro npenapara u
KnacCUUKaLUNOHHYIO MNPUHAANEXHOCTb KOTOPOro HEBO3MOXHO OnpeaenuThb,
NPUMEHSAS npaBuna, YCTaHOBMEHHble HacTodawmMm [lpunoxeHuem, sBnseTcs
3Ha4YMMbIM U3mMeHeHuemMm |l Tna B cnegyowmx cnyyvasax:

Mo 3anpocy 3asiBUTenNs Npu nogade 3asiBfieHNs Ha BHECEHNE U3MEHEHWS;

€CN1 YNOSNTHOMOYEHHbIN OpraH (3KcnepTHaa opraHusauusl) pedepeHTHOro
rocygapcTsa Nocrie KOHCybTaunm ¢ ynofTHOMOYEHHbIMY OpraHamm (3KCnepTHbIMU
opraHmsauusimn) rocygapCtB MNPU3HaAHMS WU YNONIHOMOYEHHbIN  OpraH
(akcnepTHaa opraHusauusl) pedepeHTHOro rocygapctea npu  perncrpayum
NeKapCTBEHHOro npenapara ToSIbKO B 9TOM rocyapCTBe-YrieHe MOCIe OLEeHKM
yBeJOMNEHNA B COOTBETCTBUU C NoanyHKkTamu 2.2.2 unn 3.2.2 COOTBETCTBEHHO U
C YydeToM nosioxXeHnn nyHkta 1.5 HacTtosdwero [lpunoxeHus, npuHUMaeT
pewleHne, YToO M3MEHEHME OKa3blBaeT 3Ha4yuMTenbHOE BIIMAHME Ha KadecTBo,
6e3onacHoCTb MM 3GEEKTUBHOCTL 3apPEMMCTPUPOBAHHOIO JIEKAPCTBEHHOIO
npenapara.

MHdopmaumsa 06 nameHeHusx:
lodnyHkm 1.3.4 usmeHeH ¢ 22 mapma 2020 a. - PeweHue Cogema Egpasutckou
3KOHOMu4Yeckou komuccuu om 30 siHeaps 2020 2. N 9

CmM. npeodbIOywyo pedakyuro
1.3.4. MNMogpobHaga knaccudmkaums U3MEHEHUI NPUBOAUTCS B AOMNOSHEHUN
V. B gononHeHun VI npuBeaeHa knaccudukaumsa NSMeHEHNN B permcTpaumoHHoe
A0Cbe, KOTOpble A0NYCKAaeTCsl BHOCUTb OAHOBPEMEHHO C nogaden 3asiBfieHns Ha
npuBeaeHne perncTpaumoHHOro 4ocbe B COOTBETCTBME € TpeboaHusasmmn Cotoaa,
npegycMoTpeHHou rnyHktom 172 [NpaBun perncrpauum fiekapcTBeHHbIX CPeacTs.
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1.4. BHeceHue U3aMeHeHUuM

1.4.1. EBpaswuickaa oSkoHOMu4eckas kKomuccus (panee - Komwuccus)
obs3aHa peryndpHo BHOCUTb W3MEHeHWs B Hactoswee [lpunoxeHne B
COOTBETCTBMM C aKTyarnbHbIMW Hay4YHbIMU OAHHBIMMW.

1.5. PekomeHpaumm no HeknaccnpmumpoBaHHbIM U3MEHEHUAM

1.5.1. [lo nogayun 3assBNEeHUs1 HA BHECEHUE M3MEHEHUS, Knaccudukauma
KOTOPOro B Hactosiwem NpnnoxeHnn oTCyTCTBYET, 3adBUTENb BpaBe 3anpocuTb
pekoMeHgaumio no kKnaccudukaumm M3MEHEHUs Yy YMNONIHOMOYEHHOro opraHa
(akcnepTHOM opraHunsaumm) pedepeHTHOro rocygapcraa.

MHdopmaumsa 06 nameHeHusx:
lModnyHkm 1.5.2 usmeHeH ¢ 19 Oekabps 2023 e. - PeweHue Coesema
Eepasutickol akoHomu4Yeckou komuccuu om 22 masi 2023 2. N 60

CmM. npeodbIOywyto pedakyuro

1.5.2. PekomeHpauus, ynomsiHytas B nognyHkte 1.5.1, He [orkHa
NpoTUBOPEYUTbL  Hactoswemy [punoxeHnto.  YNOSTHOMOYEHHOMY  OpraHy
(akcnepTHOM opraHm3aunn) pedepeHTHOro rocygapctesa HeO6XoANMO B TEYEHME
30 paboumx pgHen nocrne mnonyvYeHus 3anpoca OT 3asiBUTENs HanpaBuUTb
pekoMeHJaumlo 3asBUTEN0, OCTarnbHbIM rocygapcTBaM-4neHam n JKCnepTHOMY
KOMUTETY MO neKapCTBEHHbIM cpeacTBam (garnee - OKCNepTHbIA KOMUTET) B
3NEKTPOHHOM M (Unn) BymaxxHoMm Buae. YKasaHHbIN CPOK MOXET ObiTb NpoasieH
ewe Ha 30 pabounmx AOHeW, ecnu YMNOSTHOMOYEHHLIN opraH (dKcnepTHas
opraHunsaums) pedepeHTHOro rocygapcrBa couTteT HeobxoaANMbIM
MPOKOHCYIbTUPOBATLCA C DKCNEPTHLIM KOMUTETOM.

1.5.3. [1o aKkcnepTnsbl 3AMEeHeHUs, Kraccmuumkaumnsa KOToporo B HaCToSALWEM
MpunoXxeHun oTCyTCTBYET, YNOMHOMOYEHHbIN OpraH (9KcnepTHas opraHusauums)
3aMHTEPECOBaAHHOIO rocygapcTBa-ysieHa BnpaBe 3anpocuTb Yy JKCNepTHOro
KOMUTETa PpeKOMEeHLaLM0 OTHOCUTENBHO Kraccudukaumm Takoro U3MeHeHus.

MHdopmaumsa 06 nameHeHusx:
lNodnyHkm 1.5.4 usmeHeH ¢ 28 mapma 2022 a. - PeweHue Cogema Egpasutickou
3KOHoMuYeckou komuccuu om 17 mapma 2022 2. N 36

CmM. npeodbIOywyo pedakyuro

1.5.4. PekomeHgaumsa, ynomsHyTas B noanyHkre 1.5.3, He [orkHa
NPOTUBOPEYNTL HacTosweMy MNMpUNoXeHU0. AKCNepTHOMY KOMUTETY HEOBXOAUMO
ee npeacrtasutb B TevyeHne 30 paboumx AHeN nocne nofyvyeHus 3anpoca oT
3aVHTEPECOBAHHOIO YMONTHOMOYEHHOro0 opraHa (9KCNepTHOM opraHuvsauumn) u
HanpaBUTb 3asiBUTENIO W COOTBETCTBYHOLUMM  YMNOSIHOMOYEHHbIM OpraHam
rocyapcTB-41eHOB.

1.5.5. B uenax obecnevyeHns COrnNacoBaHHOCTU peKoMeHOauun,
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NOArOTOBMEHHbIX YNOTHOMOYEHHbLIMW OpraHamm (3KCNepTHbIMWU OpraHn3aunsMn)
N OKCNEepPTHbIM KOMUTETOM B COOTBETCTBUM C nognyHktamu 1.5.1 n 1.5.3,
Komuccusa gomkHa nybnmkoBaTb Takme pekomeHaaumm Ha opuumanbsHOM canTe B
MHJOPMAaLMOHHO-TENEKOMMYHUKAUMOHHOM ceTn "WHTepHeT", npeasaputenbHO
yOanuBe BCe CBeAEHUs], HOCALLME KOHUAEHUNANbHbIN XapakTep.

1.6. U3meHeHuUA, npuBoasALLMe K NepecMoTpy UHcopmaLmm o
NeKapCcTBeHHOM npenapare

1.6.1. Ecnn nameHeHne nNpuBOAUT K NEPECMOTPY OOLLEN XapaKTEPUCTUKK
fIeKapCTBEHHOrO npenapaTta, MapKMpPOBKM WM JNUCTKa-BKNagbllla, a Takke
HOPMATMBHOIO [JOKyMeHTa MO KayecTBYy WM WU3MEHEHUID WH@OpMauum B
perucTpaunuoHHOM  YOOCTOBEPEHMM  NIEKapCTBEHHOro  npenaparta, Takowm
NepecMoTp CYNTAETCHA YacTbio 3TOMO M3MEHEHMS.

1.7. TpynnupoBKa UaMeHeHUn

1.7.1. Tlpn yBeOOMNEHUN O HECKOSIbKUX W3MEHEHUsIX Wnu nogade
HECKOMbKMUX 3asiBIIEHNA O BHECEHUN WU3MEHEHUA B OTHOLUEHUWN KaXXdoro
N3MEHeHna B cooTBeTcTBMM C pasgenom |l HacToswero [MpunoxeHna wnu
nognyHktom  4.1.1  COOTBETCTBEHHO HeobxoauMMO nogaTb  OTAENbHOE
yBeJOMSIEHNE UM OOCbe Ha BHECEHME U3MEHEHWW B pernctpaumoHHOEe [OCbe
3aperMcTpMpoBaHHOrO  JIeKapCTBEHHOro  npenapata gnsg  MeguuUMHCKOro
NPUMEHEHNSA (ganee - 4OCbEe HAa UBMEHEHME).

1.7.2. B nopspgke wucknoveHns w3 noanyHkra 1.7.1 HacTosAwero
MpunoxeHns NpUMEHSATCA cnegyowme npasuna:

npu eguHOBPEMEHHOM YyBeOOMSIeHUM 00 OAMHAKOBbIX HE3HaYUMbIX
n3ameHeHnax |A Tmna ycnosui permcrpaumm ogHoro unm bonee nekapcTBEHHbIX
npenapaToB, AepXaTenemM KOTopbIX SBASETCS OgHa U Ta Xe opraHu3auus, Bce
TakMe U3MeHeHUs JonycKaeTcHa BKIYMTb B OQHO yBeAOMIeHue (3asBneHune) o
BHECEHUMN WU3MEHEHWUW, yKasdaHHoe B MyHkTe 2.1 wunu nyHkte 3.1 HacTosero
MpunoxeHus;

npy eQUHOBPEMEHHOM YBEAOMIIEHUMN O HECKOMBbKUX U3MEHEHUSIX YCITOBUI
pernctpauum ogHOro 1 TOro Xe fiekapCTBEHHOIO npenapara Bce Takue N3MeHeHus
gonyckaeTcd BKMYUTL B 1 yBeJOMIIeHME Ha BHECEHWe U3MeHeHun (C
NPUNIOXXEHNEM COOTBETCTBYHOLLMX [OKYMEHTOB), €Cnn BCe paccMaTpuBaeMble
N3MeHeHna nognagarT nof O4HO U3 YCNOoBUN, NepeyvmcreHHbIX B JononHeHun Il

npv eONHOBPEMEHHOM YBEOOMIIEHUN O HECKOSbKUX U3MEHEHUSIX YCITOBUM
permcTpauum OOHOrO0 W TOro e JIeKapCTBEHHOro npenapaTta, KOTOpble He
nognagarvT HWU NOA4 OAHO U3 YCrOBUK, NepeyvncneHHblx B gonosiHeHuu I, Bce
Takme U3MEHEHUs1 OOoMnycKaeTcs BKMOUUTL B 1 yBegoMIieHne (C NpUnoXxeHnem



COOTBETCTBYIOLWMNX [OOKYMEHTOB), €CNU YMOSIHOMOYEHHbIN opraH (JKcnepTHas
opraHmsauusi)  pedepeHTHOro  rocygapctBa  Mocre  KOHCynbTauum C
YNOSTHOMOYEHHbLIMN opraHamu (akcnepTHbIMK opraHmsaumsimn)
3aMHTEpPECOBaHHbIX rOCYy4apCTB Npu3HaHus (Npu Heobxo4MMOCTK) gaeT cornacue
Ha Takoe yBeJOMIIeHME.

1.7.3. YBegomneHue (C NpUoXeHMemMm COOTBETCTBYIOLLNX [OKYMEHTOB),
yKazaHHoe B ab3auax TpeTbeM W 4YeTBepToM noAnyHkta 1.7.2 HacTOALEro
MpunoxeHus, 4OMKHO NPON3BOANTLCA cneayrLwmm obpa3om:

eanHoe yBedoMSIEHNE O BHECEHUN N3MEHEHNN B COOTBETCTBUMN C MYyHKTOM
2.2 Hactoqawero [lpunoxeHuna, ecnu rno MeHbLUENW Mepe OOHO U3 U3MEHEHUN
SABNSETCA HE3Ha4YMMblM M3MeHeHueM |IB Tvna u BCe U3MEHEHUs SBMSOTCSA
He3Ha4YNMbIMU;

eanHoe 3asBrieHne Ha BHECEHME N3BMEHEHUI B COOTBETCTBUM C MyHKTOM 2.3
HacTtoswero [NpunoxeHna, ecnu no MeHbLlen Mepe O4HO N3 U3MEHEHUIN SBNAETCA
3Ha4YMMbIM  M3MeHeHnem Il Tuna M HUM OOHO M3 U3MEHEHUA He 4HBnsieTcs
pacluMpeHnem permctpaumu,

enHoe 3asBneHne Ha BHECEHNE U3MEHEHMWI B COOTBETCTBUN C MO MYHKTOM
4.1.1 HacToswero lNpunoxeHnsa, ecnu MO MeHbLLUEN Mepe OOHO U3 U3MEHEHWUU
SIBNSAETCA paclUMpeEHNEM pernctpaumn.

Il. BHeceHMe N3MeHeHU B peruncTpauMoHHOe A0Che NIeKapCTBEeHHbIX
npenapaToB, 3aperMcTpMpoBaHHbLIX 605iee 4YeM B O4HOM rocygapcriee-
4rieHe

2.1. NMpouenypa ysBeaomMmneHUs1 0 BHECEHUU He3HAYMMbIX U3MeHeHun 1A
TMna

MHdopmaums 06 naMmeHeHusix:

lModnyHkm 2.1.1 usmeHeH ¢ 28 mapma 2022 2. - PeweHue Cosema Egpasutickol
3KOHOMuYeckou komuccuu om 17 mapma 2022 2. N 36

CmM. npeodbIOywyo pedakyuro

2.1.1. Tpn BHeceHMN He3HauYumoro wunameHeHma |A Tuna 3aaBUTENDb
OAHOBPEMEHHO MpeACTaBnseT BCEM COOTBETCTBYHOLMM  YMNOSTHOMOYEHHbIM
opraHam (3KcrnepTHbIM OpraHuMsauusM) 3asiBfieHMEe Ha BHECEHUE U3MEHEHUN Ha
OyMaXXHOM HOcuUTene wunM B BUAE 3MEKTPOHHOro AOKYMEHTa, MOAMUCAaHHOro
3MEKTPOHHOWN LMPPOBON NOAMUCHIO (3NEKTPOHHOW NOAMUCHLI0) B COOTBETCTBUU C
3aKkoHOA4ATEeNbCTBOM rocydapcTBa-ysfieHa, B KOTOPOM OCYLLEeCTBNsSeTcsa nogada
Takoro 3asiBfieHusi (ganee - 3rieKTpOHHas noanucb), B COOTBETCTBUM C
npunoxeHnem N 2 k MNpaBunam perucrpaunm nekapCTBeHHbIX CPenCTB, a Takke
AOKYMEHTbI (MK 3NEKTPOHHbIE AOKYMEHTbI), NOATBepXKaatowmue onnarty cbopa
(MOWNKUHLI) 3a BHECEHWE U3MEHEHUN B Criyvyasix U Nopsiake, YCTaHOBIIEHHbIX B
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COOTBETCTBMU C 3aKOHOA4ATENLCTBOM roCyapCTB-41EHOB.

3aaButenb npeactaBnseT B YNOSITHOMOYEHHbIM oOpraH (9KCNepTHYHo
opraHmsaumio) pedepeHTHOro rocyaapcTea 4OCbe Ha U3MEHEHME (YBEOOMITEHNE),
cofepkalliee anemMeHTbl, nepedncrieHHble B fgononHeHun [V, Takoe yBegomneHue
Heobxoanmo nogaTb B TeyeHue 365 kaneHgapHbiX gHen (12 mecsaueB) CO OHS
peanu3aunum U3MEHEHUs, 3a WCKITIOYEHMEM U3MEHEHUN, NPUBOAALMX K
nepecmoTpy MuHpopMauunm O feKkapcTBEHHOM mnpenapate B COOTBETCTBUM C
nyHKTOM 1.6 HacToswero MNpunoxeHus, B OTHOLLEHNN KOTOPbIX COOTBETCTBYHOLLEE
3asiBfeHne Ha BHECEHNEe N3MEHEHNN HeobxoaMmMOo NpeacTaBvTb A0 peanu3auuu
N3MEHEHUS.

2.1.2. B OTHOLIEHNN HE3HAYUMbIX N3MEHEHUN, TPEOYOLLMX HEMEOSTEHHOTO
yBeOMNEHNA, B LensxX HenpepbiBHOMO Hag3opa 3a paccMmaTpuBaeMbiM
neKapcTBeHHbIM  npenapatoM  yBedOMSeHWe HeobxoaumMmo  npencTaBuUTb
HemMeasIeHHO nocne peanusaumm N3MeHeHUs.

MHdopmaumsa 06 nameHeHusx:
lModnyHkm 2.1.3 usameHeH ¢ 28 mapma 2022 2. - PeweHue Coeema Egpasutickou
3KoOHoMuYeckou komuccuu om 17 mapma 2022 2. N 36

CmM. npeodbIOywyto pedakyuro

2.1.3. YNONHOMOYEHHbIN OpraH (3KcnepTHasa opraHusaumsi) pedepeHTHOro
rocygapcTsa He nosgHee 5 pabounx gHen ¢ gatbl Nogayun 3adaBneHnsi Ha BHECEHNe
N3MEHEHUN TMOoCfe OUEHKM MOMHOTbI, KOMMIEKTHOCTM WU NPaBUSIbHOCTU
odbopMneHns npeacTaBieHHbIX OOKYMEHTOB obecneuymBaeT ans
COOTBETCTBYIOLMX OPraHoOB rocy4apCTB NPU3HaHUA A0CTYN K A0Cbe HAa U3BMEHEHWe
(yBEQOMNEHMIO) NOCPEACTBOM MHTENPUPOBAHHOM CUCTEMBI.

B TeueHne 20 pabouymx AOHEM CO [OHA MONyyYeHuUst YBEAOMIMEHMS
COOTBETCTBYIOLME OpraHbl OJOSMKHbI NPUHATE MeEpbl, YKasaHHble B MnyHkTe 2.4
HacToswwero MNpunoxeHus.

B cnyyae ecnu u3MeHeHWs NpuBOAAT K nepecMmoTpy uHdopmauun o
nekapCTBEHHOM npenapate B COOTBETCTBMM C nNyHkToOM 1.6 HacToswero
MpunoxeHuns, COOTBETCTBYHOLLME YNOSTHOMOYEHHbIE OpraHbl B TedeHne He bonee
10 pabounx gHen OT CpoKa, ykasdaHHOro B noAnyHkTe 2.1.3. pa3MeLLaloT CBeAeHUs
O BHECEHUWN U3MEHEHWI B €ANHOM peecTpe 3aperncTpupoBaHHbIX fieKapCTBEHHbIX
cpegcte Cow3sa (goanee - eguHbld peecTp) C NPUIOXKEHNEM W3MEHEHHbIX
YTBEPXKAEHHbIX 00LLIEN XapaKTePUCTUKM NNEKAPCTBEHHOIO npenapaTta, UHCTPYKL UK
No MEAWUUHCKOMY MPUMEHEHUIO, MaKeTOB YNakoBOK, HOPMaTUBHOIO OOKYMeEHTa
MO KayecTBY, B COOTBETCTBUM C MNOPAOKOM (POPMUPOBaAHUA U BEOEHUS eOUHOro
peecTpa, a Takke BblAatoT MU3MEHEHHbIE 0BLLYI0 XapakTepUCTUKY NIeKapCTBEHHOO
npenapaTta, WHCTPYKUMIO MO MeOULMHCKOMY MPUMEHEHUI0, MaKeTbl YNakKoBOK,
HOPMAaTUBHbIA LOKYMEHT MO KayecTBY, perncrpauvoHHOe yaocToBepeHune (npwu
HeobXo4MMOCTN) 3aABUTENIO.

CooTBeTCTBYHOLME YNONTHOMOYEHHbIE OpraHbl (3KCNepTHbIE OpraHM3aLunn)
BrpaBe MpPOASIUTb CPOK, YKa3aHHbIN B ab3alax nepBoM, BTOPOM W TpeTbeEM


http://pravo.eaeunion.org/document?id=403628598&sub=10995
http://pravo.eaeunion.org/document?id=77204829&sub=119213

HacTosWwero nyHkra, Ao 60 pabounx OHEW B COBOKYMHOCTU B Crlyyae, ecnu
3asBuTENEM npeacTaBneHbl MHOXECTBEHHbIE TPYMMnOBbleé U3MEHEHUSI COrnacHo
noanyHkrtam 1.7.2 n 1.7.3 HacToswero NpunoxeHus.

2.2. NMpouenypa yBegoMeHMsA 0 He3Ha4YUMbIX U3MeHeHus X IB Tuna

MHdopmaumsa 06 nameHeHusx:

lMoonyHkm 2.2.1 uameHeH ¢ 28 mapma 2022 2. - PeweHue Cogema Egpasutickou
3KOHOMuYeckou komuccuu om 17 mapma 2022 2. N 36

CmMm. npedbiOywyro pedakyuro
2.2.1. 3asBuTenbL 0AHOBPEMEHHO NpeAcTaBnsieT BCEM COOTBETCTBYHOLLMM
YNOSTHOMOYEHHbIM OpraHaMm  (39KCNepTHbIM  OpraHu3aumaMm) 3asiBrieHne Ha
BHECEHME W3MEHEHUN Ha OymakHOM HocuTene wunu B BUOE ISIEKTPOHHOIO
AOKYMEHTa, MNOAMUCaHHOIO 3fEKTPOHHOM MNOAMUCLID, B COOTBETCTBUM C
npunoxennem N 2 k MNpaBunam perncrpaumm nekapCcTBeHHbIX CPeACTB, a Takxke
AOKYMEHTbI (M 3NEeKTPOHHbIE AOKYMEHTbI), NoATBep)Xaatwue onnarty cbopa
(MOWNWUHBI) 3a BHECEHWE WU3MEHEHMIN B Criyvyasix U Nopsiake, YCTAHOBIIEHHbIX B
COOTBETCTBMM C 3aKOHOA4ATENBbCTBOM rOCY4apCTB-4YNEHOB.
3aaButenb npeactaBnseT B YNOSIHOMOYEHHbIA oOpraH (9KCNepTHYHo
opraHunsaumio) pedpepeHTHOro rocyaapcTea 4OCbe Ha U3MeHeHWe (YBeJOMITEHNE),
cofepallee arieMeHTbl, NepeyncrieHHble B JornosiHeHnm V.
MHdopmaumsa 06 nameHeHusx:
lModnyHkm 2.2.2 usmeHeH ¢ 28 mapma 2022 2. - PeweHue Coeema Egpasutickou
3KOHoMuYeckolu komuccuu om 17 mapma 2022 2. N 36

CmM. npeodbIOywyo pedakyuro

2.2.2. YNONHOMOYEHHbIN OpraH (3KcnepTHasa opraHunsaumsi) pedepeHTHOro
rocygapcTsa He nosgHee 5 pabounx gHen ¢ gatel Nogayn 3asBeHns Ha BHECEHNE
N3MEHEHUN TMOCMe OUEHKM TOMHOTbl, KOMMIEKTHOCTM U MNpPaBUITIbHOCTH
odoopmMIieHns npencTaBIieHHbIX AOKYMEHTOB obecneymBaeT ans
COOTBETCTBYIOLMX OPraHoOB rocygapcTB NpU3HaHUA SOCTYN K JOCbe HA BHECEHMWE
N3MEeHeHNn (yBeOOMSIEHMIO) C WUCMONb30BaHWMEM cpeacts VIHTerpupoBaHHOM
NH(POPMAaLMOHHON CUCTEMBbI BHELWHeNn 1 B3auMHon Toprosnu Cotosa (ganee -
NHTErpMpoBaHHasa cmctema).

Ecnn yeBegomneHue yposnetBopsieT TpeboBaHMSM, YCTaHOBIIEHHbIM B
nognyHkre 2.2.1 Hactoswero MNpunoxeHus, ynonHOMOYEHHbIV OpraH (3KkcnepTHas
opraHmnsauusi) pecpepeHTHOro rocygapcrtaa B TedeHme 20 paboumx gHen NnpusHaeT
nonyyeHne BanMOHOro  yBeOOMSIEHMS, nNpUM  HeobxoguMmoCTU  npoBeas
KOHCYNnbTaLMn C COOTBETCTBYHOLLMMM OpraHaMn rocygapcTB NpU3HaHuA.

MHdopmaums 06 naMeHeHusix:
[ModnyHkm 2.2.3 usmeHeH ¢ 28 mapma 2022 e. - PeweHue Cosema Egpasutickol
3KOHoMu4ecKou Komuccuu om 17 mapma 2022 e. N 36
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Cm. npeodbIOywyto pedakyuro
2.2.3. Ecnn B TeveHne 20 paboumx gHen co OHA NOnyvYeHust yBeOOMIEeHUs

YNOSTHOMOYEHHbIN OpraH (3KcnepTHas opraHunsaumsi) pedepeHTHOro rocygapcraea
He HanpaBnseT 3asiBUTENIO B 3NIEKTPOHHOM Univ ByMaKHOM BMAE 3aKMOYEHUS O
HEBO3MOXHOCTU MPUHATUA YBEOOMSIEHUS U BHECEHUS [aHHOIM0 M3MEHEHUA B
perncTpaumMoHHoOe A0Cbe, yBeLOMSIEHMEe Npu3HaeTcs NpuHATbIM (0400peHHbIM)
BCEMW COOTBETCTBYIOLLUMN OpraHamu.

MHdopmaums 06 nsMeHeHusix:

[MoonyHkm 2.2.4 usmeHeH ¢ 28 mapma 2022 2. - PeweHue Coeema Egpa3utickou

3KOHOMuYeckou komuccuu om 17 mapma 2022 2. N 36

CmMm. npedbidywyro pedakyuro

2.24. Ecnu ynosiHOMOYEHHbIM OpraHoMm (3KCNepTHOM opraHuM3auunen)
pedepeHTHOro rocygapcrtsa MpUHUMAETCH MNOSIOXKUTENbHOE pelleHne 06
ogobpeHun  (MPUHATUKM)  YBEOOMIIEHUA, TO  YNOSHOMOYEHHbLIM  OpraHoMm
(aKcnepTHOM opraHu3aumen) pedepeHTHOro rocygapctea NPUHUMAOTCS Mepbl,
yKasaHHble B NyHKTe 2.4 HacTosawero MNpunoxeHus.

B cnyyae ecnu u3MeHeHWs NpuBOAAT K nepecMmoTpy uHdopmauun o
nekapcTBEHHOM rpenaparte cornacHo rnyHkty 1.6 Hactoswero [lpunoxeHus
COOTBETCTBYIOLWME YMNOSTHOMOYEHHbIE OpraHbl (3KCNEpPTHblIe oOpraHuMsauun) B
TeyeHne He Bornee 10 paboymx AHEN OT CpPOKa, YKasaHHOro B nonyHkre 2.2.3,
pasmewanT cBedeHUs O BHECEHUMUM U3MEHEHWA B €OWHOM peecTpe C
NPUMNOXEHNEM  U3MEHEHHbIX  YTBEPXOEHHbIX  obWwen  XapakTepucTuKu
NeKapCTBEHHOro npenaparta, MWHCTPYKUUMKU MO  MEOUUMHCKOMY MNPUMEHEHWUIO,
MaKeTOB YyNakoBOK, HOPMATUBHOIO AOKyMeHTa MO KayecTBy, B COOTBETCTBUWN C
nopsiaikoM OpPMUPOBaHUS U BedeHUs efuMHOro peecTpa, a Takke BblgaroT
N3MEHEHHbIe OOLLYI XapaKTepUCTUKY NeKapCTBEHHOrO npenapara, UHCTPYKLNIO
NO MeOULMHCKOMY NPUMEHEHMNIO, MaKeTbl YNaKOBOK, HOPMATUBHbIN JOKYMEHT MO
KayecTBy, PErMcTpaunoHHoe yaocTtoBeperne (Npu HeobxoanMoCTHr) 3asiBUTENIO.

CooTBeTCTBYHOLME YNONTHOMOYEHHbIE OpraHbl (3KCNEePTHbIE OpraHM3auunn)
BripaBe NPOASIUTb CPOK, YKa3aHHbIN B nonyHkTax 2.2.3-2.2.4 0o 60 paboymx gHen
B COBOKYMHOCTM B Cliyyae, ecnu 3asiButerniem npencrabfieHbl MHOXECTBEHHbIE
rpynnoBble WM3MEHeHus cornacHo nognyHktam 1.7.2 wn 1.7.3 HacTosdwero
MpunoxeHus.

2.2.5. Ecnu cornacHo 3aksito4eHmnto YNosTHOMOYEHHOro opraHa (3KcrnepTHON
opraHusaumm) peepeHTHOro rocyaapcTaa yBeJoOMMeHNe 3asBUTENS O BHECEHUN
N3MEHEHUN He MoXeT OblTb MPUHATO (0A406peHO0), YNONMHOMOYEHHbIN OpraH
(akcnepTHasa opraHusaumsl) pedepeHTHOro rocyaapctea OOMMKEH yBeAOMUTb 06
3TOM 3adBUTENS M COOTBETCTBYHKOLLIME OpraHbl rocygapcTtB MpU3HaHUA B
3NEKTPOHHOM NN ByMaxxHOM BUAE B CPOK, COMNACHO NoANyHKTY 2.2.3 HacTosLWero
MpunoxeHus, ykazaB OCHOBaHUA N5 OTPULLATENBHOMO 3aKMOYEHUS.

MHdopmaums 06 naMeHeHusix:

l1odnyHkm 2.2.6 uameHeH ¢ 28 mapma 2022 2. - PeweHue Cosema Egpasutickou
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3KOHOMu4YecKou komuccuu om 17 mapma 2022 2. N 36

CmMm. npedbiOywyro pedakyuro

2.2.6. B TeyeHne 20 paboumx AHEN CO OHS MOMNyYeHUst OTpULATENbHOro
3aKnNYeHna 3asiBuUTENb BrpaBe MOBTOPHO MNpeAcTaBUTb B YNOSTHOMOYEHHbIN
opraH (9KCMepTHY OpraHu3aumio) pedepeHTHOro rocyaapcrsa AOMOSHEHHOe
Aocbe Ha Wu3MeHeHue (yBegOMSIeHWEe) B COOTBETCTBUMM C  3aK/OYEHUEM,
yKa3aHHbIM B riognyHkre 2.2.5 HacToswero [NpunoxeHuns.

YNONHOMOYEHHbBIN OpraH (dKCcnepTHas opraHu3aumd) pegepeHTHOro
rocygapcTtsa He nosgHee 5 pabounx gHen ¢ gaTbl NpeacTaBreHmst 4OMONHEHHOro
yBeJOMSIEHNSA B pedpepeHTHOe rocydapCTBO MOCIEe OUEHKU KOMMIIEKTHOCTU U
NOMNHOTbI NpeAcTaBrieHHbIX MaTepuanoB npeacTasnseT AOMNONIHEHHOe AOCbe Ha
BHECEHWE n3MeHeHu (yBedoMIieHWe) COOTBETCTBYIOLUM OpraHam rocygapcts
NPWU3HaHMUS C UCMONb30BaHMEM CPEACTB NUHTErPUPOBAHHON CUCTEMBI.

2.2.7. Ecnun 3asBuTenb He npeacTaBnseT OOMOSIHEHHOE yBeLOMIIEHWE B
COOTBETCTBMM C noAnyHKTom 2.2.6 Hactosawero [NpunoxeHus, yBegomsieHue
NpU3HaeTCa OTKMOHEHHbIM BCEMU YMOSHOMOYEHHBIMW OpraHamun (3KCnepTHbIMU
opraHmsauusiMn), U NPUHUMAaKTCA Mepbl, YKas3aHHble B MyHKTe 2.4 HacTosLwero
MpunoxeHus.

MHdopmaumsa 06 nameHeHusx:

lMoonyHkm 2.2.8 usameHeH ¢ 28 mapma 2022 2. - PeweHue Cogema Egpasutickou
3KoOHoMuYeckou komuccuu om 17 mapma 2022 2. N 36

CmM. npeodbIOywyto pedakyuro

2.2.8. lpn nogaye OOMONMHEHHOrO yBEAOMITEHUS YNOSIHOMOYEHHbIN OpraH
(akcnepTHasa opraHusaumsa) pedepeHTHOro rocygapctea [OSMKEH PacCMOTPETb
BHOBb NpeCTaBlieHHble AOKYMEHTbI U aHHble B TedeHne He 6ornee 20 paboumx
AHEeN CO [OHA nOonyyYeHus, rnocrie 4Yero nNPUHUMAKOTCA Mepbl, YKasaHHble B
noanyHkre 2.2.4 Hactoswero lNpunoxeHus.

B cnyvae ecnu mamMeHeHus npuBOAAT K MepecMmoTpy uHdopmaumm o
nekapcTBeHHOM nMpenapate B COOTBETCTBMM C TMyHKTOM 1.6 Hactoswero
MpunoXxeHns COOTBETCTBYHOLIME  YMNONIHOMOYEHHbIE OpraHbl  (3KCNEPTHbIE
opraHusauum) B TedeHne He bonee 10 paboynx OHEN OT CpoOKa, yKasaHHOro B
noanyHkre 2.2.8, pasMmellaroT cBedeHUst O BHECEHUU WU3MEHEHUW B €LUHOM
peecTpe C NPUNOXEHNEM U3MEHEHHbLIX YTBEPXAEHHbLIX ObOLEen XxapakTepUCTUKK
NeKapCcTBEHHOroO npenaparta, MWHCTPYKUUMKM MO  MEOUUMHCKOMY MNPUMEHEHWUIO,
MaKeTOB YnakoBOK, HOPMaTMBHOINO OOKYMEHTa MO KayecTBy, B COOTBETCTBUM C
nopsiakoMm ¢OpMMPOBaHUA W BELEHUS €OWMHOro peecTpa, a Takke BblgaloT
N3MEHEHHbIE OOLLYI XapaKTEepPUCTUKY NEKApCTBEHHOrO npenapara, MHCTPYKLUNIO
No MeAUUMHCKOMY NMPUMEHEHUIO, MaKeTbl YNakoBOK, HOPMATUBHbINA OOKYMEHT MO
KayecTBy, pernctpaunoHHoe yaoctoBeperne (Npu HeobxoanMoCTH) 3asiBUTENIO.

CooTBeTCTBYHOLUME YNOSTHOMOYEHHbIE OpPraHbl (3KCMEepTHbLIE OpraHn3aunn)
BrpaBe NpoannTb CPOK, YKasaHHbIM B ab3alax rnepsoM M BTOPOM HACTOSLEro
nyHkTa 0o 60 pabounmx OHeNn B COBOKYNMHOCTU B Criydae, ecnu 3asiBuTenem


http://pravo.eaeunion.org/document?id=77204829&sub=119226
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npeactaBneHbl MHOXECTBEHHblE TPyNnoBble W3MEHEHUSI B COOTBETCTBUM C
noanyHktamu 1.7.2 n 1.7.3 HacToswwero [NpunoxeHus.

2.2.9. lonoxeHna noanyHktoB 2.2.1-2.2.8 Hactodwero lNpunoxeHus He
NPUMEHSIOTCH, €Cnn 3anpoc Ha uaMeHeHwe |IB Tuna npeacrtaBneH B cOCTaBe
rpynnbl M3MEHEHUN, BKMoYalowen unuameHeHue Il TMna u He cogepxallen
paclumpeHnsa permctpauun. B aTom crniyyae npuMeHsieTcs npoueaypa akcnepTusbl
N3MEHEHNN, NpeaycMoTpeHHada nyHKToM 2.3 HacTosawero MNpunoxeHus.

2.2.10. MNonoxeHusa noanyHktoB 2.2.1-2.2.8 HacTodawero lNpunoxeHns He
NPUMEHSIIOTCSH, €Cnn 3anpoc Ha mM3amMeHeHue IB Tuna nogaH B cocTaBe rpynmbl
N3MEHEHNN, BKNOYawWen pacwmpeHve pernctpaumn. B atom  cnydae
npuMeHseTcsa npoueaypa, npegycMotTpeHHaa nognyHktom 4.1.1 HacToswero
MpunoxeHus.

2.3. Mpouenypa akcnepTU3bl 3HAYMMbIX U3meHeHun Il Tuna

MHdopmaumsa 06 nameHeHusx:

lMoonyHkm 2.3.1 usmeHeH c¢ 19 Oekabps 2023 e. - PeweHue Cosema
Eepasutickol akoHomu4Yeckou Komuccuu om 22 mas 2023 2. N 60

Cwm. npeodbIOywyto pedakyuro

2.3.1. 3agBuTenb OQHOBPEMEHHO NpeacTaBnseT BCEM COOTBETCTBYHOLLMM
YNOMIHOMOYEHHbIM OpraHam (3KCNepTHbIM  OpraHu3auusaMm) 3asiBfieHve Ha
BHECEHNE W3MEHEeHUN Ha OyMaXHOM HocuTene Wnu B BUOE ONEKTPOHHOro
AOKYMEHTa, noAMNUCaHHOrO 3MNEKTPOHHOW MOAMUCbI0, B  COOTBETCTBMM C
npunoxennem N 2 k MNpaBunam perncrpaumm nekapCTBEHHbIX CPeACTB, a TakxKe
AOKYMEHTbI (MM 3NEKTPOHHbIE AOKYMEHTbI), NOATBeEp)Kaatowmne onnarty cbopa
(MOWnKMHLI) 3a BHECEHWE M3MEHEHMUN B Crydasax U nopsigke, YCTaHOBEHHbIX B
COOTBETCTBMM C 3aKOHOA4ATENbCTBOM rOCYy4apCTB-4YNEHOB.

3asgBuTenb npeacTtaBnsdeTr B YNOSIHOMOYEHHbLIN OpraH (3KCNepTHYHO
opraHmsauuio) pedepeHTHOro rocyaapcTBa 4OCbe Ha UBMEHEHME (YBEOOMITEHNE),
cofep)allee aneMeHTbl, nepedncrieHHble B gonornHeHun V.

Mpn HeobXoaAMMOCTM M MO COrnacoBaHMIO C 3KCMEPTHOW opraHusauunen
3aaBUTENb NPEeACTaBseT B YNOMHOMOYEHHbIM OpraH (9KCNepTHYI0 opraHn3auuio)
pedepeHTHOro  rocygapctesa  obpasubl  NEeKapCTBEHHbLIX  MpenapaTos,
cTaHaapTHble o00pasubl  aKTUBHbIX  (papMaLeBTMYECKMX  CyOCTaHUun n
POOCTBEHHbIX NpuMecen, creuuduyeckme peareHTbl U gpyrme maTepuansl,
Heobxoanmble ons npoeeaeHust nabopaTopHbIX UCMbITaHUMNA.

He TpebyeTtca npepocrtasneHne obpasuoB, cneumpunyecknx peareHToB u
ApYyrmx Matepuanos nNpu HEBO3MOXHOCTU NPOBEAEHUST UCTIbITAHUI B 3KCMEPTHOM
opraHu3avuu BcrneacTaue:

TPYAHOLOCTYNHOCTM 06pasLoB NekapCTBEHHbIX NpenapaToB, CTaHAAPTHbIX
o6pasuoB, cneundmnyeckmx peareHToB U Apyrux matepuanos (B TOM 4ucre, npu
NX OTHeceHun K KaTteropumu OpdaHHbIX, BbICOKOTEXHOSTOTMYHBIX,


http://pravo.eaeunion.org/document?id=76717808&sub=119231

pagnogapmMaueBTUYECKMX, HapKOTUYECKUX, NCUXOTPONMHbIX nnm
npegHasHa4YeHHbIX ONs NneYyeHnsa BbICOKO3aTpaTHbIX HO30M0rMM1M BCNeacTBME UX
BbICOKOWN CTOMMOCTMW);

HEBO3MOXHOCTU CObGMOOEHNST  YCIOBUA  TPAHCMOPTUPOBKM  yKa3aHHbIX
0o6pasLoB Ha TEPPUTOPMIO FOcyaapcTBa-yneHa n (Unn) Ux XxpaHeHus;

OTCYTCTBUSA chneuunanbHOro obopyaoBaHUA M pacxogHbiX MaTepuarnoB B
3KCNEPTHOW opraHn3auuu;

N OPYrMX MNPUYMH MO PeLleHuO0 YNONTHOMOYEHHOro opraHa (SKcnepTHOW
opraHu3auumm) npu BO3HUMKHOBEHUN OOCTOATENLCTB HENPEOLONIMMOM CUMbl UMK
00CTOATENBLCTB, HE3aBUCALWMX OT BOMM CTOPOH, B TOM 4UCre B CBSA3N C
OCOBEHHOCTAMMN  MPOM3BOACTBA W KOHTPOSIA  KavyecTBa  JIEKAPCTBEHHOro
npenaparTa.

B cnyyasx, ykasaHHbIX Bbllwe, flabopaTopHble UCMbITaHUS MPOBOAATCS B
nabopaTtopun KOHTPONS KayecTBa NPOM3BOANTENS NIEKAPCTBEHHOIO NpenapaTa B
NPUCYTCTBMMN MpeacTaBUTesNien 3KCNepTHOM opraHmsauuMm UnNn B KOHTPaKTHOM
naboparopun, UCNonb3yemon NpomsBoanTenem, B NpUCYTCTBUM NpeacTaButenemn
3KCMepTHOM opraHu3auunu.

B cnyyasix HEBO3MOXHOCTU NpoBeAeHUs nabopaToOpHbIX WCMNbITAHWA B
nabopartopuax NPoM3BOANTENS UMM KOHTPAKTHbIX fabopaTopusax UCnosib3yeMblx
npounssoguTenem (B YCNOBUAX Yrpo3bl BO3HUKHOBEHUS, BO3HUKHOBEHUS W
NUKBMOAUMN Ype3Bbl4anHOM cuTyauum u (Mnu) Npu BO3HUKHOBEHWUM Yrpo3bl
pacnpocTpaHeHuss  3aboneBaHusi, MPeaCTaBMsOWEro  ONacHOCTb  Ans
oKpyXawwmx, 3aboneBaHMn n NOpPaxXeHUsa, TMOSIyYEeHHbIX B pesynbTaTte
BO3OENCTBUA HEBNaronpuATHbIX NPUPOAHbLIX, XUMMUYECKUX, OBMONOrmyeckumx,
pagvaunoHHbIX  (PakTopoB), NPW KOTOPbIX MNPUCYTCTBUE NpeacTaBuUTENS
9KCNEPTHOM OpraHM3auun He NpeacTaBfisieTcsa BO3MOXHbIM WU MPU  OpYyrnx
obcToAaTenbCcTBax (Hanpumep, CBSA3aHHbIX C OCODEHHOCTSIMM MPOWU3BOACTBA U
KOHTPONS KayecTBa KOHKPETHOrO JIEKApPCTBEHHOrO Mpenaparta KaTeropun,
yKa3aHHbIX BbiLlle, MO COrnacoBaHMio ¢ YNOMHOMOYEHHbBIM OpraHom (3KCnepTHOM
opraHmMsauuen) aKcnepTn3a Kadectsa NPOBOAUTCS HA OCHOBAHUM LOKYMEHTauuu
npoussoauTens (NPOTOKOMOB aHanuM3a npou3BoauTensl), B TOM 4ucne c
MCNoNb30BaHNEM CPEACTB AUCTaAHLMOHHOINO B3aMMOLEWUCTBUS, BKNOYas ayauo-
N BUOEOCBSA3b.

MHdopmaums 06 naMmeHeHusix:

lModnyHkm 2.3.2 usmeHeH ¢ 28 mapma 2022 e. - PeweHue Cosema Espasutickol
3KOHOMu4YecKoU komuccuu om 17 mapma 2022 e. N 36

CM. npedbidywyro pedakyuto
2.3.2. 3assutento npepoctasnseTca He Gonee 90 paboumx AOHen, He
BXOASLMX B CPOK 3KCMEepTU3bl NEKapCTBEHHOro npenapata w npouenypbl
BHECEHUS1 UIBMEHEHWIA, Ha NpeAcTaBNeHne HeJoCTalLWNX MaTepmnarnoB AOCbe MO
3aMedyaHusiM  YNOJIHOMOYEHHOro  opraHa  (3KCNepTHOW  opraHu3auun)
pedepeHTHOro rocygapcTaa.


http://pravo.eaeunion.org/document?id=403628598&sub=109912
http://pravo.eaeunion.org/document?id=77204829&sub=119232

YNONMHOMOYEHHbIM  opraH (3KcnepTHas opraHusauusi) pedepeHTHOro
rocygapcrBa OTKINOHSET 3asiBlieHNe Ha BHECEHME U3MEHEHUI B perncTpaumMoHHOe
A0Cbe NeKapCTBEHHOrO NpenapaTa B criyyae HenpeacraBneHus matepuanos no
3amMevaHuam YNOSTHOMOYEHHOIo opraHa (akcnepTHOM opraHusaumm)
pecdepeHTHOrO rocygapctea u (Mnn) HenoaTBepXaeHus onnatel  cbopa
(MOWKUHLI) 3a BHECEHME W3MEHEHUM B Crnyyasx U nopsiake yCcTaHOBSIEHHOM
3aKoHOA4AaTeNbCTBOM pedhepeHTHOro rocyaapcraa.

YNONHOMOYEHHbIN OpraH (3KCcnepTHas opraHu3aumda) pedepeHTHOro
rocygapctea He nosgHee 14 pabounx gHeW C gaTbl NogayM 3asiBNEeHUs Ha
BHECEHME WU3MEHEHUN B pedepeHTHOEe rocydapCTBO MOCIE OUEHKM MOMHOTHI,
KOMMIEKTHOCTM U NPaBUSIbHOCTN O0GPOPMIIEHNSA NpeacTaBNeHHbIX JOKYMEHTOB B
COOTBETCTBMM C noanyHkTom 2.3.1 HacTosawero NpunoxeHna obecneunsaeT Ans
COOTBETCTBYIOLMX OPraHoOB rocy4apCTB MNPU3HaHUS JOCTYN K 4OCbe Ha U3BMEHEHNE
C NCNonb30BaHNEM CPeACTB MHTENPUPOBAHHOW CUCTEMBI.

Mpu HeobxoaMMOoCTH NMUCbMEHHbIE KOHCYSbTaumm mMexay
YNOSTHOMOYEHHbIMW OpraHaMmmn (3KCMEePTHbIMU OpraHnsaumsmMmn) pedepeHTHOro
rocygapcTea M rocygapcTtB NPU3HaHUSA OCYLLECTBSAKTCA B 9NIEKTPOHHOM Buae C
NCNonNb30BaHNEM CPEACTB MHTEMPUPOBAHHOW CUCTEMBI.

MHdopmaumsa 06 nameHeHusx:
lModnyHkm 2.3.3 usameHeH ¢ 28 mapma 2022 2. - PeweHue Coeema Egpa3utickou
3KOHOMu4YecKou komuccuu om 17 mapma 2022 2. N 36

CmM. npeodbIOywyto pedakyuro
2.3.3. B TeyeHue 40 paboumx gHen co AOHA MNOSydYeHUsa 3asiBfieHUs Ha

BHECEHNE W3MEHEHWA YMONMHOMOYEHHbIN oOpraH (9KcnepTHas opraHusauus)
pedepeHTHOro rocygapcTea JOMKEH NOArOTOBUTbL MPOEKT 3KCNEePTHOro oTyeTa no
OLlEHKE W MPOEKT peLUueHnd Mno 3asiBfIEHNI0 Ha BHECEHWE U3MEHEHWUW, KOTopble
AOJTKHbI ObITb HanpaBfeHbl B COOTBETCTBYOLLME OpraHbl rocy4apcTB NpuU3HaHnS
B YKa3aHHbI CPOK B BYMaHOM W (MNK) SNEKTPOHHOM BUAE.

MHdopmaumsa 06 nameHeHusx:

lNodnyHkm 2.3.4 usmeHeH ¢ 28 mapma 2022 a. - PeweHue Cogema Egpasutckou

3KOHoMuYeckou komuccuu om 17 mapma 2022 2. N 36

CmM. npeodbIOywyo pedakyuro
2.3.4. YNonHOMOYEHHbIN opraH (aKkcnepTHasi opraHmnsaumns) pedepeHTHOro

rocygapcTsa BnpaBe COKpaTUTb CPOK, YKasaHHbIN B NoanyHKTe 2.3.3 HacTosIWwero
MpunoxeHus, yuynTbiBasi CPOYHOCTbL BOMpoOca, UnNn nNpoanuTb ero Ao 60 padoumx
AHEeN B OTHOLLUEHUN U3MEHEHUN, 3aKnovaloWmxcs B Mogmdmkaumm ogobpeHHbIX
NOKa3aHUM K MPUMEHEHMIO UITN BKITIOYEHUN HOBbIX NOKa3aHUM K NPUMEHEHUIO, UK
rpynnbl NI3AMEHEHUI B COOTBETCTBUM C MYHKTOM "B" noanyHkTa 1.7.2 HacToswero
MpunoxeHus.

MHdopmaumsa 06 nameHeHusx:

lMoonyHkm 2.3.5 uameHeH ¢ 28 mapma 2022 2. - PeweHue Cosema Egpasutickou

3KOHoMu4ecKou Komuccuu om 17 mapma 2022 e. N 36
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Cm. npeodbIOywyto pedakyuro

2.3.5. B TeyeHue cpoka, ynomsiHyToro B rnoAnyHktax 2.3.3 n 2.3.4,
YNOTHOMOYEHHBIN OpraH (3KcnepTHas opraHu3sauus) pedepeHTHOro rocyaapcraa
BrpaBe HanpaBuTb 3asBUTENIO 3anpoC B MUCbMEHHOM U (MNK) 3NIEKTPOHHOM BUAE
O HegocTawLen AONONHUTENbHON MHOPMaLMK, HEOBXOANUMBIX Pa3bsACHEHMSAX
NN YTOYHEHUSIX NPeAcCTaBfeHHbIX OOKYMEHTOB W [AaHHbIX pernctpauyMoOHHOro
Aocbe (B TOM 4ucne npeasiokeHns O BHECEeHUM W3MEeHeHMrM B OOLyto
XapakTepuUCTUKY JIeKapCTBEHHOro rnpenapata, WHCTPYKUMIO MO MeOULMHCKOMY
NPUMEHEHUNIO, MaKeTbl YMaKoOBKW JIEKAapCTBEHHOro rnpenapaTta, HOPMaTUBHYHO
AOKYMEHTaLUMIO MO Ka4yecTBY UMW UHbIE JOKYMEHTbI PerMcTpaumMoHHOro 4OCbe).

YNONHOMOYEHHbBIN OpraH (dKCcnepTHas opraHu3aumd) pegepeHTHOro
rocygapcrsa HarnpasnsieT KOMui 3anpocoB 3asiBUTEN0 B COOTBETCTBYOLIME
opraHbl rocygapcts npusHaHus no dopme cornacHo rnpunoxeHnam N 6-8 K
[MpaBunam perucTpaumm n sKkCNepTu3bl NeKapcTBEHHbIX CPenCTB.

Cpok npefcraBreHNa 3adBUTENIEM OTBeTa Ha YKasaHHbIM 3anpoc He
aormkeH npesbiwaTtb 90 pabounx gHEN.

Bpema npeactaBneHus  3adaBuTenieM  OOKYMEHTOB MO 3arnpocy
YNOSTHOMOYEHHOro opraHa Wnn 3KCNepTHOW OopraHuM3auun He BXOAUT B CPOKMU
NpoBeaeHNs 3aKCNepTU3bl U Npoueaypbl BHECEHUSA N3MEHEHUNNA.

Mpn HenpeacTaBNeHUN B YCTAHOBIEHHbIN CPOK 3asiBUTENEM 3anpoLLEHHbIX
AOKYMEHTOB M [aHHbIX 3KCneptMsa W npouefypa BHECEHUS W3MEHEHUN
npekpawatTtca. O NPUHATOM peLleHUN YNOSTIHOMOYEHHbIN OpraH (3KcrnepTHas
opraHmsauusi) pedepeHTHOro rocygapcrtea  uM3BewaeT  3aaButens u
COOTBETCTBYIOLIME OpraHbl rocygapcTB npu3HaHua B TedeHne 10 pabounx gHen
CO OHSA NPUHATUA peLleHns B NMMCbMEHHOM U 35IEKTPOHHOM BuUAE.

MHdopmaumsa 06 nsmeHeHumsx:
lNodnyHkm 2.3.6 usmeHeH ¢ 28 mapma 2022 a. - PeweHue Cogema Egpasutickou
3KOHOMuU4YecKou komuccuu om 17 mapma 2022 e. N 36

CmM. npeodbIOywyo pedakyuro

2.3.6. He orpaHun4nBas nonoxeHus rnyHkta 2.6 Hactoswero NpunoxeHunsa un
B TedeHne 20 pabounx gHEN Co OHSA NONyYEeHUs1 NPOEKTa SKCNEPTHOro oTyeTa no
OLIeHKe W NMpoeKTa peLleHnst, ykasaHHbIX B noanyHkrtax 2.3.3 1 2.3.4 HacToAwero
[MpunoxeHus, yNnonHOMOYEHHbIE OpraHbl (3KCNepTHbIE opraHn3auumn) rocygapcts
NPU3HaAHUS NPUHMMALOT pPeLUeHne O MPU3HAHUM WU HEMPU3HAHUU IKCMEPTHOrO
oTyeTa Nno OueHKe, NOArOoTOBIEHHOIO 3KCNEePTHOW opraHusauven pedepeHTHOro
rocygapctea, U yBedOMNAT 06 3TOM YMNOMHOMOYEHHbIM OpraH (3KCNepTHYHo
opraHu3aumio) pedepeHTHOro rocygapcraa.

YNONMHOMOYEHHbIM ~ opraH  (9KCnepTHas opraHuMsaumsa) rocygapcTea
Npu3HaHnAa He nosgHee 15 pabounx gHen nocne nonyvyeHus JoCTyna K NpoekTy
oT4yeTa Mo oueHKe B criydae HeobxoAUMOCTU HanpaBnsaeT 3anpoc 3asiBUTENO N B
YNOMTHOMOYEHHBIN OpraH (9KCnepTHYI opraHM3aumio) peepeHTHOro rocyaapcraa
no dpopme cornacHo npurioxeHuto N 18 k MNpasunam perncrtpauumn n akcnepTUsbl
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nekapCTBEHHbIX CPeACTB.

3asBuTENb HanpaensieT OTBET Ha 3anpoc B YMNOSIHOMOYEHHbLIA OpraH
(aKCnepTHyO  OpraHu3aumilo) rocygapCtB  MNpusHaHuMa U pedepeHTHOro
rocygapcrtea B CpOK, He npesblwatwowmi 90 paboymx gHen. Cpok oTBeTa
3asBUTENSA Ha 3anpoc He BKNoYaeTcs B 0OLWMIA CPOK NPOBEOEHNST SKCNEPTM3bl U
npouenypbl BHECEHUSI U3MEHEHUN B PErncTtpaumMoHHOE [OCbe JIEKapCTBEHHOrO
npenapara.

Mpun HenpeacTaBneHNN B YCTAHOBIIEHHbIN CPOK 3assBUTENEM 3anpPOLLEHHbIX
YNOSTHOMOYEHHbIM OpraHoM (3KCNepTHOM opraHunsaumen) rocygapcrea NpusHaHua
AOKYMEHTOB M AaHHbIX 3KCNepTu3a 1 npouenypa BHECEHUS UBMEHEHMI B AHHOM
rocygapcTee npu3HaHus npekpawatoTcs.

O nNpUHATOM  peleHun  YrOSIHOMOYEHHOro  opraHa  (9KcnepTHOM
opraHmsauuu) saasuTesib mM3BellaeTcss B TedeHne 10 paboymx OHeW co OHS
NPUHATUSA PELLEHNS B ANIEKTPOHHOM 1 ByMaxHOM BuAe.

2.3.7. Ecnn B TeyeHne cpoka, ykasaHHOro B absaue nepBoM MOAMYHKTa
2.3.6, YMNONMHOMOYEHHbIN oOpraH (BKCNepTHas oOpraHu3aumda) rocygapcTs
NPU3HaAHMWS HEe HanpaBndeT 3aklyeHne O HEBO3MOXHOCTU MPU3HAHUS
9KCNEepTHOro oT4yeTa Mo OUEHKe, NMOArOTOBMIEHHOIO 3KCMEPTHOW OpraHusauumen
pedepeHTHOro rocyaapcTtea, TO peLlleHne OMKHO paccMaTpuBaTbCs B Ka4yecTBe
NPUHATOrO TakMM YMOSTHOMOYEHHbLIM OPraHOM (3KCMEepPTHOW opraHnsauuen).

MHdopmaums 06 nameHeHusix:
lNodnyHkm 2.3.8 usmeHeH ¢ 28 mapma 2022 a. - PeweHue Coeema Egpasutckou
3KoOHoMuYeckou komuccuu om 17 mapma 2022 2. N 36

CmM. npeodbIOywyo pedakyuro

2.3.8. Ecnn B cootBeTCcTBUM C noanyHkTamu 2.3.6 n 2.3.7 HacToswero
MpunoxeHns pelleHne, yYNOMAHYTOe B noanyHkte 2.3.7 HacCTOALEro
MpunoxeHus, NpuU3HaeTcs BCEMU YNOMHOMOYEHHbIMM OpraHamu, NPUHUMAaTCS
Mepbl, YKa3aHHble B NyHKTe 2.4 HacToswero NpunoxeHna.

B cnyyae, ecnn mamMeHeHus nNpuBOAAT K MepecMoTpy WHdopmauum o
nekapcTBeHHOM rnpenaparte corflacHo nyHkTy 1.6 Hactoswero [NpunoxeHus,
YNOSTHOMOYEHHbIE opraHbl B TeyeHne 10 paboumx gHen OT NPUHATUSA pelleHunst 0o
o00bpeHnn N3MeHeHns pasMeLLatoT CBeAeHUs 0 BHECEHUN U3MEHEHUI B eANHOM
peecTtpe C NPUNoXeHMEM U3MEHEHHbIX YTBEPXOEHHbIX obulen xapakTepuCTUKu
NeKapCTBEHHOroO npenaparta, MWHCTPYKUUM N0  MEeOUUMHCKOMY MNPUMEHEHUIO,
MaKeTOB YnakoBOK, HOPMATUBHOIO JOKYMeHTa MO KayecTBy, B COOTBETCTBUM C
nopsagkoMm OPMUPOBaHUA U BeOeHUA €OWHOro peectpa, a Takke BblgaroT
N3MEHEHHbIe 0OLLYI XapaKTepUCTUKY NeKapCTBEHHOrO npenapara, MHCTPYKLUNIO
No MeAUUMHCKOMY NMPUMEHEHUIO, MaKeTbl YNakOBOK, HOPMATMBHbIA JOKYMEHT Mo
KayecTBy, perncTpalmoHHoe yaoctosepeHme (Npu HeobxoauMOCTI) 3asiBUTENIO.

YNONHOMOYEHHbIE OpraHbl Bnpase NPOANUTbL CPOK, yKasaHHbIM B absale
nepBOM HacToswero nyHkra, o 20 paboynx gHen B criydae, ecrnv 3agaBuTesniem
npegcraBneHbl rpynnoBble U3MEHeHUs cornacHo nyHkram 1.7.2 wun 1.7.3
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HacTosiwero MNpunoxeHus.

2.3.9. Hactoqawun pasgen He NpUMEHSIETCS, eCnu 3anpoc Ha nameHenue |l
TMNa nogaH B COCTaBe [pynnbl M3MEHEHWUA, BKIIOYAOLWEN paclmnpeHme
permctpauum nekapcTBeHHOro npenapata. B aToM cnyyae npumeHsieTcs
npoueaypa, NnpegycMmoTpeHHas nognyHkrom 4.1.1.

2.4. Mepbl, HeobxoanMbIie AnA 3aBepLUeHUs npoueayp, NpeayCcMOTPEHHbIX
nyHkramn 2.3-2.5 HacToswero MNpunoxeHus

24.1. Tlpn ccbilke Ha HACTOAWMMA NYHKT  YNOSIHOMOYEHHbLIW OpraH
(3kcnepTHaa opraHusauusi) pedepeHTHOro rocygapcrBa  LOSMKEH MPUHATb
cnegywouime mepebl:

yBEJOMUTb 3asiBUTENS N COOTBETCTBYIOLLME OpraHbl rocy4apCTB NpU3HaHUs
06 ogobpeHnn nUnm OTKIOHEHUUN N3MEHEHUS;

NpU OTKNOHEHUN U3MEHEHUHA YBELOMUTb 3asiBUTENsS M COOTBETCTBYOLINE
opraHbl rocyaapcTB Npu3HaHMs 06 OCHOBAHUAX TaKOro peLUueHus;

yBEOOMUTb 3asiBUTENSA Y COOTBETCTBYIOLLME OpraHbl rocy4apCTB NpU3HaHus
O HeobXOoOMMOCTM M3MEHEHUSA YCMOBUN MNPUHATUA peLleHus O permcrpauum
neKapCTBEHHOro npenapara, BkNyas obLLy0 XapakTepUCTUKY NeKapCTBEHHOIO
npenapaTa u nobble ycnosuda, obasaTensCcTBa UMM orpaHUYeHNs, BANAOLWME Ha
perncTpauuio nekapcTBeHHOro npenaparta unu M3MEeHEeHWA MapKUPOBKU UK
NUCTKa-BkNagblwa, oOycnosBrieHHble U3MeHeHMeM obuen XapaKTepucTukn
NeKapCTBEHHOrO npenapara, B CBA3M C BHECEHNEM N3MEHEHUS.

2.4.2. lNpu ccbinke Ha HACTOAWMN MYHKT KaXAbl YNONMHOMOYEHHbIA OpraH
npy HeobXoOUMOCTU W B TedeHwe npedenbHOro Cpoka, YCTaHOBMEHHOro
nognyHktom 4.2.1 Hactoswero [MpunoxeHus (3a WCKNIYEHUEM W3MEHEHUN,
NPUBOOALMX K MEepecMoTpy WHGOpMaLMM O neKapCTBEHHOM npenapate B
COOTBETCTBMM C nyHKTOM 1.6 Hactosiwero [punoxeHus), OOSMKEH W3MEHUTb
peLlleHne o pernctpayum B COOTBETCTBUN C MPUHATBIM USMEHEHUNEM.

2.5. PaccmoTpeHune B QKCNEpPTHOM KOMUTETE

2.5.1. Ecnn ynosiIHOMOYEHHbIMW OpraHamMm OOHOrO WKW  HECKOSNbKUX
rocygapcrs Npu3HaHWA HanpaBrieHO 3aKr4YeHne O HEBO3MOXHOCTU MPU3HaHUA
3KCNEepTHOro ot4yeTa MO OUEHKe, NMOArOTOBIEHHOrO 3KCMEPTHOW opraHusauuen
pedpepeHTHOro rocygapcrtea, B COOTBeTCTBUM C nognyHktom 4.1.2.9 n
nognyHkramu 2.3.6 - 2.3.7 HacToswero MNpunoxeHusi, QKCNepTHbIM KOMUTETOM B
CpoK, He npeBblwawwmn 60 kaneHgapHblX AOHeW C daTbl HanpaslieHUs
YNOSTHOMOYEHHLIMW OpraHamu rocygapCTB MPU3HAHUA Takoro 3aKfl4yeHus,
OCYLLLeCTBNAETCA npouenypa yperynupoBaHuUs pasHorfiacum B COOTBETCTBUMU C
NopsaKOM, YCTaHOBIEHHbIM pelueHnem Komuccum.



2.5.2. YNONHOMOYEHHbIN oOpraH pedepeHTHOro rocygapcTBa WU
COOTBETCTBYIOLLMX FOCY4apCTB NPU3HAHUS OTKa3biBaeT BO BHECEHUMN N3MEHEHUN,
ecnu no pesynbTaTaM 3KCNEPTU3bl JEeKapCTBEHHOro mnpenapata W nocne
NpoBeaeHns NpoLeaypbl yperynmpoBaHusa pasHorfiacum B OKCNEpPTHOM KOMUTETE,
OKCnepTHbIM KOMUTETOM MNpUHATA pekoMeHgaumsa o6 OTkaze BO BHECEHUU
N3MEHEHNIN B pErmcTpaumnmoHHOEe AOChbe NEeKapCTBEHHOrO nNpenaparTa.

lll. BHeceHue U3MeHeHUN B permcTpauMoHHOEe A0ChLe JNIeKapCTBEeHHbIX
npenapaTtoB, 3aperMcTpMpoBaHHbIX MO HaUMOHarNbLHOW npoueaype (TonbKo
B pechepeHTHOM rocyaapcTse)

3.1. Npouenypa yBeaomMreHUss 0 BHECEHUU He3Ha4YUMbIX U3MeHeHun |A
T™na

MHdopmaumsa 06 nameHeHusx:

lModnyHkm 3.1.1 usameHeH ¢ 28 mapma 2022 2. - PeweHue Coeema Egpa3utickou
3KoOHoMuYeckou komuccuu om 17 mapma 2022 2. N 36

CmM. npeodbIOywyto pedakyuro

3.1.1. 3asgBuTens o4HOBPEMEHHO NpeacTaBnseT BCEM COOTBETCTBYHOLLMM
opraHam (3KcrnepTHbIM opraHusauusm) 3asiBfieHMe Ha BHeCeHUe U3MEHEeHU Ha
OyMaXXHOM HoOcuTene wunuM B BUAE 3IEKTPOHHOIMO AOKYMEHTa, MOAMUCAHHOro
3MEKTPOHHOW NOAMUCLID, B COOTBETCTBUM C npunoxeHnem N 2 k [Mpasunam
perncTpauum fekapCTBEHHbIX CPeAcCcTB, a Takke AOKYMEHTbl (MU 3NEKTPOHHbIE
AOKYMEHTLI), noaTeepxgawwme onnaty cbopa (MOWMWHbLI) 3a BHECEHUE
M3MEHEHUN B Ccry4Yaax W nopsake, YCTAHOBMIEHHbIX B COOTBETCTBUMM C
3aKoHOAATeNbCTBOM [OCYyAapCTB-YfieHOB. Takoe yBedoOMIeHne Heobxoanmo
nogatb B TedeHne 365 kaneHgapHblx aHen (12 mecsues) nocne peanusayuu
N3MEHEHUs, 3a UCKIMIOYEHNEM W3MEHEHUN, MNpUBOAALLNX K NepecMoTpy
MHOpMaUMM O flekapCTBEHHOM MpenapaTe, cornacHo nyHKTy 1.6 HacTosiwero
MpunoxeHus, B OTHOLLEHUN KOTOPbIX COOTBETCTBYIOLLEE 3asiBfIEHNe Ha BHECEHNE
N3MEeHeHUn HeobxoaMMOo NpeacTaBUTb 40 peanu3aunm N3MeHeHus.

3.1.2. B OTHOLLEHMM HE3HAYNMBIX U3MEHEHWI, TPEOYIOLWNX HEMEANEHHOrO
yBeOOMSIEHNA, B LeNnsX HenpepbiBHOrO Hag3opa 3a paccMmatpyBaeMbiM
neKapcTBEHHbIM NpenapaTtoM yBefoMIeHne Heobxoaumo nofatb HeMeaneHHo
nocrne peanusaumm M3MeHeHus.

MHdopmaumsa 06 nameHeHusx:
l1oonyHkm 3.1.3 uameHeH ¢ 28 mapma 2022 2. - PeweHue Cogema Egpasutickou
3KOHOMu4YecKou komuccuu om 17 mapma 2022 e. N 36

Cm. npeodbIdywyo pedakyuro
3.1.3. B TeyeHne 20 paboumx OHeW CO OHA NOSyvYeHUs yBeOOMIIeHUs
YNONTHOMOYEHHBIN OpraH (3KcnepTHas opraHusauus) pedepeHTHOro rocyaapcraa
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NpUHUMaeT Mepbl, ykasaHHble B paszerne 3.5 HacToswero MpunoxeHus.

B cnyvae ecnu mamMeHeHus npumBOAAT K MNepecMoTpy uHpopmauun o
nekapcTBeHHOM rpenaparte corfacHo pasgeny 1.6 Hactoswero [NpunoxeHus,
YNOSTHOMOYEHHbIN OpraH pedepeHTHOro rocygapctesa B TedeHne 10 paboumnx
AHEen OT CpoKa, ykaszaHHOro B noanyHkte 3.1.3, pasmellaeT cBe4eHNS1 O BHECEHUN
N3MEHEHUN B €OWHOM peecTpe C MNPUITOKEHMEM U3MEHEHHbIX YTBEPXOAEHHbIX
obLlen XapaKTEpPUCTUKM  NIEKAapCTBEHHOro  npenapaTta, WHCTPYKUuMM Mo
MeANLMHCKOMY MPUMEHEHWNIO, MaKeTOB YNakoBOK, HOPMAaTUBHOIO AOKYMEHTa Mo
KayecTBy B COOTBETCTBMM C MNOPSAOAKOM (POPMUPOBAHUS N BeOeHUS €ONHOro
peecTpa, a TakkKe BblAaeT U3MEHEHHbIE 0OLLYI0 XapakTePUCTUKY NIEKapCTBEHHOMO
npenapaTta, WHCTPYKUMIO MO MEOULMHCKOMY MPUMEHEHUIO, MaKeTbl YMNakoBOK,
HOPMaTUBHbIA OOKYMEHT MO KayecTBy, perucrpauvoHHoe yaoctoBepeHue (npu
HeobXo4MMOCTN) 3aABUTENIO.

YNONHOMOYEHHbIN OpraH (3KCnepTHas opraHu3aums) pegepeHTHOro
rocygapcrtsa BripaBe NpoasiuTb CPOK, yKasaHHbIM B ab3auax nepBoM M BTOPOM
HacTosLero nognyHkra, o 60 pabo4nx gHen B COBOKYMHOCTWU B Cryyae, ecnu
3asBUTENEM NpeacraBfieHbl MHOXECTBEHHbIE TPYNMNOBbIE U3MEHEHUSI COrfacHoO
nyHktam 1.7.2 n 1.7.3 HacToswwero NpunoxeHna.

3.2. Mpoueaypa yBe[oMneHUs 0 He3aHa4YMMbIX UsameHeHusx IB Tuna

MHdopmaumsa 06 nameHeHusx:

lModnyHkm 3.2.1 usameHeH ¢ 28 mapma 2022 2. - PeweHue Coeema Egpasutickou
3KOHoMuYeckou komuccuu om 17 mapma 2022 2. N 36

Cm. npeodbIOywyo pedakyuro
3.2.1. 3asgBuTenbL 04HOBPEMEHHO NpeacTaBnseT BCEM COOTBETCTBYHOLLMM

opraHam (3KcrnepTHbIM OpraHMsauusM) 3asiBfieHMe Ha BHECEHUE U3MEHEHUN Ha
OyMaXXHOM HOcuUTene WNuM B BUAE INEKTPOHHOrO AOKYMEHTa, NOAMWCAHHOro
3MEKTPOHHOW MOAMUCBLID, B COOTBETCTBUM C npunoxeHnem N 2 k [MpaBunam
perncTpauum fekapCTBEHHbIX CPeacCTB, a Takke OOKYMEHTbl (U 3NEKTPOHHbIE
AOKYMEHTbI), noaTeepxgawwme onnaty cbopa (MOWMWHbLI) 3a BHECEHUE
M3MEHEHUN B Ccry4Yadax W nopsgke, YCTAHOBMEHHbIX B COOTBETCTBUMM C
3aKoHOAAaTEeNbCTBOM roCyapCTB-4YNEeHOB.

MHdopmaums 06 nameHeHusix:

lMoonyHkm 3.2.2 uameHeH ¢ 28 mapma 2022 2. - PeweHue Cosema Egpasutickou

3KOHoMuYecKkou komuccuu om 17 mapma 2022 e. N 36

CM. npedbiOywyro pedakyuto
3.2.2. YNONHOMOYEHHbIN OpraH (3KcnepTHasa opraHunsaumsi) pedepeHTHOro
rocygapcTBa He no3gHee 5 paboumnx gHen ¢ aatbl Nogadn 3asBneHns Ha BHeCEHNE
N3MEHEHNUN NPOBOAMUT OUEHKY MOSMHOTbI, KOMIMMEKTHOCTM U MpaBUbHOCTH
odopMIIeEHNA NpeaCcTaBEeHHbIX JOKYMEHTOB B COOTBETCTBUMU C NOAMNYHKTOM 3.2.1
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HacTosiwero MNpunoxeHus.

Ecnn yBepomneHvne yposneTtsopsdeTr TpeboOBaHMAM, YCTAHOBMEHHbIM B
nyHkTe 3.2.1 HacToswero MpunoXxeHnsa, ynorTHOMOYEHHbIA opraH (3KkcnepTHas
opraHmsauusi) pedepeHTHOro rocygapctaea B TedeHme nocregyowmx 20 paboumnx
AHen noaTBepKaaeT nofyyYyeHne BanngHoro yseaoMreHus.

MHdopmaums 06 nsmeHeHusIx:
lNodnyHkm 3.2.3 usmeHeH ¢ 28 mapma 2022 a. - PeweHue Coeema Egpasutckou
3KOHOMu4YecKou komuccuu om 17 mapma 2022 2. N 36

CmM. npeodbIOywyto pedakyuro
3.2.3. Ecnu B TeyeHune 20 paboumnx gHEN CO OAHA NOMyYeHUs yBeOOMIEHUs

YNOSTHOMOYEHHbIN OpraH (3KcnepTHas opraHM3auns) He HanpaBnsieT 3asiBUTENIO B
3MIEKTPOHHOM MM BGyMaXHOM BMAE 3aKMNKOYEHME O HEBO3MOXHOCTU MPUHATUS
yBEAOMMEHNSS N BHECEHUSI [aHHOMO M3MEHEHUs B perncrtpaumoHHOe [ocbe,
3aKrYeHne Npu3HaeTcs NPUHATBIM (0400pPEHHBIM) YIONTHOMOYEHHBIM OPraHoOM.

MHdopmaumsa 06 nameHeHusx:

lModnyHkm 3.2.4 usameHeH ¢ 28 mapma 2022 2. - PeweHue Coeema Egpasutickou

3KoOHoMuYeckou komuccuu om 17 mapma 2022 2. N 36

CmM. npeodbIOywyo pedakyuro

3.2.4. Ecnu ynosiIHOMOYEHHbIM OpraHoMm (9KCNepTHOM opraHuM3auunen)
pedepeHTHOro rocygapctsa MpUHUMAETCH MNOSIOXKUTENbHOE pelleHne 06
ofobpeHnn  yBeOOMMEHUHA, TO  YMNOSIHOMOYEHHLIM  OpraHoM  (3KCnepTHOW
opraHusaumen) pedepeHTHOro rocygapctea NpUHUMAKOTCA Mepbl, yKa3aHHble B
nyHkTe 3.5 HacToswero MNpunoxeHus.

B cnyyae, ecnn mamMeHeHus NpuBOAAT K MepecMoTpy WHdopmauum o
nekapcTBeHHOM npenapaTte cornacHo nyHkTy 1.6 Hactosawero [lpunoxeHus,
YNOSTHOMOYEHHbIN OpraH pedepeHTHOro rocygapctesa B TedeHne 10 paboumnx
AHen OT cpoka, yKasaHHoro B rnoAnyHkre 3.2.3 Hactosdwero [lpunoxeHna
pasMellaeT CBeOeHUs O BHECEeHUM WU3MEHEeHUW B €eOWHOM peecTpe C
NPUNOXEHMEM  U3MEHEHHbIX  YTBEPXOEHHbIX  0O0WEen  XapakTepucTUKu
NeKapCcTBEHHOro npenaparta, MWHCTPYKUUMKM MO  MEOUUMHCKOMY MNPUMEHEHWUIO,
MaKeTOB YMakKoOBOK, HOPMAaTUBHOIO JOKYMEHTa MO KayecTBy B COOTBETCTBUWN C
nopagkoM OpPMUPOBaHUA W BeOeHUS eOWHOro peecTpa, a Takke BblgaeT
N3MEHEHHbIe OOLLYI0 XapaKTepUCTUKY NeKapCTBEHHOrO npenapara, UHCTPYKLMIO
No MeAUUMHCKOMY NMPUMEHEHUIO, MakeTbl YMNakoBOK, HOPMATUBHbINA JOKYMEHT MO
KayecTBy, PeErmcTpaunoHHoe yaoctoBeperne (Npu HeobxoanMOoCTH) 3assBUTENIO.

YNONHOMOYEHHbIN OpraH (3KcnepTHas opraHu3aumsa) pedepeHTHOro
rocygapcrtsa BnpaBe MNpoOANUTb CPOK, YKasaHHbIM B noanyHkrax 3.2.3 un 3.2.4
HacToswero MpunoxeHna oo 60 paboymx AHEN B COBOKYMHOCTM B Criydae, ecnm
3asBuTeNneM npencraBrfieHbl MHOXECTBEHHbIE IPYMnnoBble U3MEHEHUS COrfnacHoO
noanyHktam 1.7.2 n 1.7.3 HacToswero NpunoxeHus.

3.2.5. Ecnu cornacHo 3akrio4eHnto YnosTHOMOYEHHOro opraHa (3KcrnepTHOW
opraHunsauumn) pedpepeHTHOro rocygapcrea yBeJoMIIeHNe 3aaBUTeENss O BHECEHUMU
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N3MEHEHUN He MOXeT ObiTb 040O6peHO, YNONMHOMOYEHHbIN opraH (dkcnepTHas
opraHusaums) pedepeHTHOro rocygapcrtea yBeaomnsaetr o6 aTom 3asButens B
3MEKTPOHHOM U BymaxkHOM BMAE B CPOK COrfacHoO noAnyHKTy 3.2.3 HacTOALLEro
[MpunoxeHus, ykaszaB OCHOBaHUSA AN5 OTpULATENBHOMO 3aKnioYeHus.

MHdopmaums 06 naMeHeHusix:

lModnyHkm 3.2.6 usmeHeH ¢ 28 mapma 2022 2. - PeweHue Coeema Egpa3utickou

3KOHOMu4YecKou komuccuu om 17 mapma 2022 e. N 36

CmMm. npedbiOywyro pedakyuro

3.2.6. B TeuyeHune 20 paboumx AHEN CO OHS MOMNyYeHUst OTpULATENbHOro
3aKNiYeHna 3asBuUTeSlb BrpaBe MNOBTOPHO MPeACTaBuUTb B YMNOSTHOMOYEHHbLIN
opraH (dKCMEepTHYK opraHmMsauuto) pedepeHTHOro rocygapctea OOMOSIHEHHOE
A0Cbe Ha U3MEHEHME B COOTBETCTBMWN C 3aKMNOYEHNEM, YKa3aHHbIM B MOAMYHKTE
3.2.5 HacToswero NMpunoxeHus.

3.2.7. Ecnn 3agButenb He npegcraBnaeT OOMOMIHEHHOE yBedOMSeHNE B
COOTBETCTBMM C nNyHKTOM 3.2.6 Hactodwero [lpunoxeHus, ysBegomsieHue
NPU3HaeTCa OTKNOHEHHbIM.

MHdopmaumsa 06 nameHeHusx:

lNodnyHkm 3.2.8 usmeHeH ¢ 28 mapma 2022 a. - PeweHue Coeema Egpasutckou
3KOHOMuU4YecKou komuccuu om 17 mapma 2022 2. N 36

Cwm. npeodbIdywyto pedakyuro

3.2.8. lNpn nogaye OOMNONMHEHHOrO yBEAOMITEHUS YNOSIHOMOYEHHbIN OpraH
(3kcnepTHasa opraHmsauus) pedepeHTHOro rocygapcrea paccMmaTtpmBaeT BHOBb
npeacraBneHHble AOKYMEHTbI U AaHHble He bonee 20 paboynx gHen co OHS ero
noflyyeHnsa, nocrne 4ero rMpUHUMAKTCS Mepbl, YyKasaHHble B rMyHKTe 3.5
HacToswero MNpunoxeHus.

3.2.9. HacToawmm NyHKT He NpUMEHSIeTCs, ecnn 3anpoc Ha uameHeHne B
Tvna nogaH B cocTaBe rpynnbl USMEHEHUI, BKNOYatoLwen nameHeHune |l tmna n He
cogepxallen pacwupeHus peructpaumm. B 3aTtom cnydyae npumeHseTcs
npolenypa akcnepTmsbl USMEHEHNIW, NPeYCMOTPEHHAs NyHKTOM 3.3 HaCTOSILLLEro
MpunoxeHus.

3.2.10. HacToswmin nyHKT He NPUMEHSAETCS, eCnn 3anpoc Ha n3meHeHue 1B
TMNa nogjaH B COCTaBe [pynnbl M3MEHEHW, BKIOYaOLWeNn pacwmpeHue
peructpauum. B aTom crnydae npuMeHsieTca npouenypa, npegycMoTpeHHas
noanyHktom 4.1.1 Hactosawero MNpunoxeHus.

3.3. MNpouenypa akcnepTUsbl 3HAYUMbIX U3aMeHeHuM Il Tuna

MHdopmaums 06 naMeHeHusix:

lModonyHkm 3.3.1 usmeHeH c¢ 19 Oekabpsi 2023 2. - PeweHue Cosema
Eepa3sutickol akoHomu4Yeckou komuccuu om 22 masi 2023 2. N 60

CmMm. npeodbidywyro pedakyuto
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3.3.1. 3aaButenb npeactaBndeT B YNOSIHOMOYEHHbIM opraH (9KCNepTHYHo
opraHmsauuio) pedepeHTHOro rocygapcrea 3asiBfieHne Ha BHECEHNE U3MEHEHUN
Ha BGyMaXHOM HocuTene unu B BUOE ANEKTPOHHOro LOKYMEeHTa, noarnucaHHoro
3MNEeKTPOHHOW NOANUCbLID, B COOTBETCTBUMKU C npurnioxeHnem N 2 k [MpaBunam
permcTpauum JiekapCTBEHHbIX CpPeacTB, [OOKYMEHTbl (MM 3NEKTPOHHbIE
AOKYMEHThI), nogTeBepxgatowme onnaty cbopa (NOWMMHbI) 3a BHeECeHWe
M3MEHEHUN B Ccry4Yaax W nopsgke, YCTAHOBMIEHHbIX B COOTBETCTBUMM C
3aKoHOAaTeNnbCTBOM roCcygapcTBa-yrieHa, AOCbe Ha W3MEHeHue, copepikaliee
afleMeHTbl, YKasaHHble B pfonornHeHun |V npunoxenna N 19 k [Mpasunam
perncTpawumm nekapCTBEHHbIX CPEACTB, B BUAE 3MEKTPOHHbIX JOKYMEHTOB.

Mpn HeobGXoAMMOCTM M MO COrfacoBaHUIO C 3KCMEPTHOW OpraHm3auuen
3asBuUTENb NPeacTaBfiseT B YNOSTHOMOYEHHbIN OpraH (3KCNepTHYK OpraHn3aumio)
pedepeHTHOro  rocygapctesa  obpasubl  NeKapCTBEHHbLIX  MpenapaTos,
cTaHOapTHble obpasubl aKTUBHbIX  (papMaueBTMYeCKUX CyOCTaHuun n
POACTBEHHbIX Mpumecen, cneunduyeckne peareHTbl U gpyrne matepuansl,
HeobxoguMble Ans nposeaeHns nabopaTopHbIX UCMNbITAHUMN.

He TpebyeTtcsa npepocTtaBneHne obpasuoB, cneunduyecknx peareHToB U
ApYrmx Matepuanos npu HEBO3MOXHOCTM NPOBEAEHNS UCTIbITAHUI B 3KCNEPTHOM
opraHmsauum BCreacTeue:

TPYy4HOOOCTYNHOCTN 0Bpasu0B fekapCTBEHHbIX NpenapaToB, CTaH4APTHbIX
o6pasuoB., cneunmryeckmx peareHToB U Apyrux matepuanos (B TOM Yucre, npu
nx OTHEeCeHun K KaTeropum opdaHHbIX, BbICOKOTEXHOJSTOMNYHbIX,
paguoapmaueBTUYeCcKmX, HapKOTUYECKNX, NCUXOTPONMHbIX nnu
npeAHasHa4yeHHbIX ON15 fle4YeHUst BbICOKO3aTpaTHbIX HO30M0rMin BCreacTBue unx
BbICOKOWN CTOMMOCTMW);

HEBO3MOXHOCTU COBMAEHNST  YCIIOBUA  TPaAHCMNOPTUPOBKM  yKa3aHHbIX
o0pasyoB Ha TEPPUTOPUIO FocyaapcTBa-vneHa u (Unn) Nx XxpaHeHus;

OTCYTCTBUA creumanbHoro obopyaoBaHuUst U pacxOdHbIX MaTepuanoB B
3KCNEepPTHOW opraHM3auunu;

N OPYrMX MNPUYMH MO PeLleHUt0 YNOSIHOMOYEHHOro opraHa (9KcnepTHOM
opraHusauum) npu BO3HUKHOBEHUN OOCTOATENLCTB HENPEeOoLONMMMON CUMbl UMK
OOCTOATENLCTB, HE3aBUCALLMX OT BOMM CTOPOH, B TOM 4uCNe B CBSA3N C
0COBEHHOCTAMW  MPOU3BOACTBA W KOHTPOSIS  KavecTBa  JIeKApPCTBEHHOro
npenapara.

B cny4vasix, ykasaHHbIX Bbllle, nabopaTopHble UCMbITaHUA NPOBOASATCS B
nabopatopun KOHTPOSNSA KayecTBa NPOM3BOANTENS NIeKapCTBEHHOroO NpenapaTa B
NPUCYTCTBMMN MpeacTaBUTENIEN IKCMEPTHOW OpraHM3auun UM B KOHTPAKTHOW
nabopaTtopun, NCNOSb3yeEMOWN NPOU3BOANTENEM, B MPUCYTCTBUM NpeLCTaBUTENEN
3KCNEepPTHOW opraHu3auuu.

B cnyyasix HEBO3MOXHOCTU MpoBeAeHUs nabopaTopHbIX UCMbITaHWA B
nabopaTtopuax Npon3BoaMTENSA UMM KOHTPAaKTHLIX NTabopaTopusix, UCNONb3yeMblX
nponssoguTenem (B YCNOBUAX Yrpo3bl BO3HUKHOBEHUS, BO3HUKHOBEHUS W
NUKBMOAUMN Ypes3BblM4anHOM cuTyauunm u (Mnu) Npu BO3HUKHOBEHUU Yrpo3bl



pacnpoctpaHeHuss  3aboneBaHus,  NpeACTaBnAOWEro  OnNacHoCTb  Ans
oKpyXawLmx, 3aboneBaHMn W MOpPaXeHUs, MONyYEeHHbIX B pe3ynbraTte
BO34ENCTBUA HEGNaronpusaTHbIX NPUPOAOHBIX, XMMUYECKUX, Omonornyeckux,
pagnaumMoHHbIX  (PaKTOpPOB), NPV  KOTOPbIX MNPUCYTCTBUE MNpeAcTaBUTENS
9KCMEPTHOWM OpraHu3auun He npeacTtaBngeTcs BO3MOXHbIM WM NpU OPYrux
obcTtoaTenbcTBax (Hanpumep, CBA3aHHbIX C OCODEHHOCTAMM MPOM3BOACTBA MU
KOHTPONSA KadecTBa KOHKPETHOro JieKapCTBEHHOro nmpenapata KaTteropum,
yKa3aHHbIX Bbllle, MO COrnacoBaHMo C YNOSIHOMOYEHHbIM OpraHoM (3KCMepPTHOM
opraHunsauuen)) akcnepTmsa kayecTsa NPOBOANTCS HAa OCHOBaHUN JOKYMEHTauum
npom3sBoantensa (NPOTOKOMOB aHanu3a npou3BoauTend), B TOM 4ucne c
MCNONb30BaHNEM CPeACTB ANCTAHUMOHHOIO B3aMMOAEWCTBUSA, BKIOYas ayamo-
NN BUOEOCBA3b.

MHdopmaumsa 06 nameHeHusx:

lNodnyHkm 3.3.2 usmeHeH ¢ 28 mapma 2022 a. - PeweHue Coeema Egpasutckou
3KOHOMuU4YecKou komuccuu om 17 mapma 2022 2. N 36

Cwm. npeodbIOywyto pedakyuro

3.3.2. YNONHOMOYEHHbIN OpraH (3KcnepTHasa opraHunsaumsi) pedepeHTHOro
rocygapctea He nosgHee 14 pabounx gHeEW C gaTbl Nogayn 3asiBEHUs Ha
BHECEHME W3MEHEHUN B pedepeHTHOe rocyapCTBO OCYLLECTBNSAET OLEHKY
MOSIHOTbI, KOMMJSIEKTHOCTU U MPaBUIbHOCTU OMOPMIEHNUS NpeacTaBnNeHHbIX
AOKYMEHTOB B COOTBETCTBUM C noanyHKTom 3.3.1 HacTosawero NpunoxeHus.

Ecnn 3asBneHue yposnetsBopsieT TpeboBaHWsIM, YCTAHOBMEHHbIM B
nognyHkre 3.3.1 HacToswero MpunoXxeHus, ynofmHOMOYEHHbIV opraH (3KkcnepTHas
opraHusaums) NpusHaeT NofnyyeHne BanuaHoro 3asiBrieHus.

3aasutento npegoctaenseTca He 6bonee 90 pabounx gHEN, HE BXOASLLNX B
CPOK 3KCMepTmsbl NeKapCTBEHHOro npenapata W npouefypbl BHeCeHUS
M3MEHEHUN, Ha nNpeacTaBneHne HeaocTalwwux MaTtepuanoB [JoCbe Mo
3aMeyYaHusaMm YNONMHOMOYEHHOro  opraHa (3kcnepTHOM opraHusaumm)
pedepeHTHOro rocygapcrsa.

YNONHOMOYEHHbIN OpraH (3KcnepTHas opraHu3aumda) pegepeHTHOro
rocyfapcTBa OTKMOHSAET 3asiBfieHMe Ha BHECEHNE U3MEHEHWUI B perncTpaumoHHoe
A0Cbe NeKapCTBEHHOro npenapara B criydae HenpeacTaBfieHus matepuarnos no
3aMevaHuam YNOSTHOMOYEHHOrO0  OpraHa (akcnepTHOM opraHusaumm)
pedepeHTHOro rocygapctea W (Mnu) HenoaTeBepxaeHust onnatbl  cbopa
(MoWwnuHbl) 3a BHECEHME W3MEHEHU B Criydasix MU nopsgke YCTaHOBSIEHHOM
3aKoHo4aTenbCTBOM ped)epeHTHOro rocygapcraa.

MHdopmaumsa 06 nameHeHusx:
lMoonyHkm 3.3.3 uameHeH ¢ 28 mapma 2022 2. - PeweHue Cosema Egpasutickou
3KOHoMuYecKkou komuccuu om 17 mapma 2022 2. N 36

CM. npedbiOywyro pedakyuto
3.3.3. B TeyeHune He 6onee 40 pabounx gHen co AHA NOSyYEHUa BanuaHoro
3adBeHNa Ha BHECEHME N3MEHEHNI, YKa3aHHOro B noAnyHkre 3.3.1 HacTodALwero
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[MpunoxeHuns, yYNONMHOMOYEHHbLIN oOpraH (3KCcnepTHas opraHu3aund) OOSDKeH
3aBepLUNTb SKCNepTU3y NeKapCTBEHHOro npenapara v NoaroToBUTb SKCNEPTHbIN
OTYET MO OLIEHKE.

MHdopmaums 06 naMeHeHusix:

lNodnyHkm 3.3.4 usmeHeH ¢ 28 mapma 2022 2. - PeweHue Cogema Egpasutckou

3KOHOMuYeckou komuccuu om 17 mapma 2022 2. N 36

CmMm. npedbiOywyro pedakyuro
3.3.4. YNONMHOMOYEHHLIN OpraH (3KcnepTHas opraHuMsauusl) Brpase

COKpaTUTb CPOK, YKasaHHbIM B noanyHkte 3.3.3 HacTtodwero [lpunoxeHus,
yunTbiBasi CPOYHOCTb BOMpoca, unuv npoanutb ero go 60 pabounx gHen B
OTHOLLUEHUN W3MEHEHWUN, 3aKniyarwmxca B Moaudukaumm oJoOpeHHbIX
nokKa3aHnn K NPUMEHEHUNIO UNW BKITKOYEHUN HOBbIX MOKa3aHU K MPUMEHEHMIO, Ui
rpynnbl U3MEHEeHU B COOTBETCTBMM C absauem TpeTbum nognyHkra 3.4.2
HacTosiwero MNpunoxeHus.

MHdopmaumsa 06 nameHeHusx:

lModnyHkm 3.3.5 usameHeH ¢ 28 mapma 2022 2. - PeweHue Coeema Egpa3utickou

3KoOHoMuYeckou komuccuu om 17 mapma 2022 2. N 36

CmM. npeodbIOywyo pedakyuro
3.3.5. B OTHOLWEHMN UBMEHEHMUI, NEPEYNCTIEHHBIX B pasaerne 2 AONONHEeHUs
[, cpok akcnepTu3bl, ykasaHHbli B nognyHkte 3.3.3 HacTosiwero lNMpunoxeHus,
cocTtaBnseT He bonee 60 pabounx gHeEN.
MHdopmaumsa 06 nameHeHusx:
lNodnyHkm 3.3.6 usmeHeH ¢ 28 mapma 2022 2. - PeweHue Coeema Egpasutckoul
3KOHoMuYeckou komuccuu om 17 mapma 2022 2. N 36

CmM. npeodbIOywyo pedakyuro

3.3.6. B TeyeHue cpoka, ykazaHHoro B nognyHkrax 3.3.3 - 3.3.5 HacToswero
MpunoxeHus, ynonHOMOYEHHbIN oOpraH (dKcnepTHasi opraHuMsauus) Brnpase
HanpaBuUTb 3asBUTENIO 3anpoc B MUCbMEHHOM M (UNiM) SNEKTPOHHOM BuAE O
HegoOCTaloWeN AOMNOSHUTENBHON WMHOpMaLMM, HEOOXOAUMbIX pPa3bACHEHUSX
NN YTOYHEHUSIX NPeACTaBfeHHbIX LOKYMEHTOB W [AaHHbIX pernctpauyMoOHHOro
agocbe (B TOM 4ucne npeanoXeHns O BHECEHUNM W3MEHEHUM B 0OLLyto
XapaKTEPUCTUKY NeKapCTBEHHOro npenaparta, WUHCTPYKUMIO MO MeAULUHCKOMY
NPUMEHEHUIO, MakeTbl YNaKOBKW JleKapCTBEHHOro mnpenaparta, HOPMaTUBHbIN
AOKYMEHT MO KayeCTBY UMW UHbIE AOKYMEHTbI PErMcTpaLmOHHOIo 4OChe).

Cpok npefcraBneHns 3asiBUTENieM OTBEeTa Ha YKa3aHHbI 3anpoc He
AorkeH npesbiwaTb 90 pabounx gHen.

Bpema npeactaBneHus  3adBUTENIEM  OOKYMEHTOB MO 3anpocy
YNOSTHOMOYEHHOrO OpraHa Win 3KCNepTHOW OopraHM3auun He BXOAUT B CPOKMU
NpoBefeHNs 3KCNepTU3bl U NpoLeaypbl BHECEHUSA N3MEHEHUN.

[Mpn HenpeacTaBneHUN B YCTAHOBIIEHHbIN CPOK 3asiBUTENEM 3anpoLUeHHbIX
AOKYMEHTOB M [aHHbIX 3KCnepTMsa W npouefypa BHECEHUS W3MEHEHUN
npekpawatTtca. O NPUHATOM peLleHUN YNONTHOMOYEHHbIN OpraH (3KcrnepTHas
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opraHusauusi) pedepeHTHOro rocygapcresa nssewaeT 3aasutens B TedyeHne 10
paboumnx gHEN CO OHSA NPUHATUS PELLEHUS B MMCbMEHHOM N 3NEKTPOHHOM BUAE.

MHdopmaumsa 06 nameHeHusx:

[NodnyHkm 3.3.7 uameHeH ¢ 28 mapma 2022 a. - PeweHue Cogema Egpasutckou
3KOHOMuUYecKou komuccuu om 17 mapma 2022 e. N 36

CmM. npeodbIOywyto pedakyuro

3.3.7. B TeueHne 10 paboumx OHEN CO AHSA 3aBEpPLUEHUST SKCNepTU3bl
NPUHUMAOTCH Mepbl, yKasaHHble B NyHKTe 3.5 HacTosawero MNpunoxeHns.

B cnyyae, ecnn mamMeHeHus nNpuBOAAT K MepecMoTpy WHdopmauum o
nekapcTBeHHOM rpenaparte corfacHo rnyHkty 1.6 Hactoswero [lpunoxeHus
YNOSTHOMOYEHHbIN OpraH pedepeHTHOro rocygapctesa B TeveHne 10 pabounx
AHeNW CO [OHA 3aBeplUeHUd 3KCNepTusbl pasmellaeT CBedeHUst O BHECEHUU
N3MEHEHUN B €OWHOM peecTpe C MNPUITOKEHMEM U3MEHEHHbIX YTBEPXOAEHHbIX
obLlen XapakTEpPUCTUKM  NIEKApCTBEHHOro  npenapaTta, WHCTPYKUUMM Mo
MEANLMHCKOMY MPUMEHEHNIO, MAKETOB YNaKOBOK, HOPMATUBHOIO AOKYMEHTa Mo
KayecTBy, B COOTBETCTBUW C MOPSAKOM (DOPMUPOBAHUSA U BeOEHUs eLUHOro
peecTpa, a TakKe BbldaeT U3BMEHEHHbIE 0OLLYI0 XapakTePUCTUKY NEKApPCTBEHHOO
npenapaTta, WHCTPYKUMIO MO MEOULMUHCKOMY MPUMEHEHUIO, MaKeTbl YNaKoOBOK,
HOPMaTUBHbIA OOKYMEHT MO Ka4yecTBy, perucrpauvoHHoe yaoctoBepeHue (npu
HeobXo4MMOCTN) 3aABUTENIO.

YNONHOMOYEHHbBIN OpraH BnpaBe NpoAnnTb CPOK, YKasaHHbIn B absaue
BTOPOM HacTosLero nognyHkra, 4o 20 pabounx gHen B cnyyvae, ecnu 3agdButenem
npegcraBneHbl rpynnoBble WU3MEHeHUst cornacHo nognyHkram 1.7.2 n 1.7.3
HacToswero MNpunoxeHus.

3.3.8. Hactosawwmn pasgen He npMMeHSeTcA, ecnuy 3anpoc Ha nameHeHue |l
TMNa nogaH B COCTaBe [pPynnbl M3MEHEHWUA, BKIIOYAOLWEN paclmpeHne
permctpauum nekapcTBeHHoro rnpenapata. B aToM cnyyae npumeHsieTcs
npouenypa, npegycMmoTpeHHas nognyHkrom 4.1.1.

3.4. N'pynnupoBKa U3MeHEeHUN, BHOCUMbIX B perucTpaumoHHble A0Cbe
NleKapCTBEHHbIX NpenapaTtoB, 3aperucTpMpoBaHHbIX UCKNOYNTENBHO B
pedepeHTHOM rocypapcree

3.4.1. Tpn yBeOOMMNEHMM O HECKONBbKUX WU3MEHEHUSX unn nogaye
HEeCKOSIbKMX 3asiBfieHUA O BHECEHUN WU3MEHEHUNA, B OTHOLUEHUM KaXOoro
N3MEHEHNA B COOTBETCTBMMU C nyHkTamn 3.1, 3.2, 3.3 HacToswero [NpunoxeHus
nnu nognyHkrom 4.1.1 Hactogdwwero NpunoxeHna HeobxoanMo nogaTtb OTAENbHOE
yBeJOMJIEHNE UIN JOCbE Ha U3MEHEHME.

3.4.2. B nopsagke vcknodeHnsa ua nyHkta 3.4.1 Hactosawero MNpunoxeHus
NPUMEHSAETCS creaytoLlee:

npy €eANHOBPEMEHHOM YBEAOMITEHUN OOHOIO U TOrO Xe YNOSTHOMOYEHHOro
opraHa (3kcnepTHOM opraHmnsauum) o6 ogMHAKOBbLIX HE3HAUYNUMbIX N3MEHEHNAX |A
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TMNa yCrnoBUW permcTtpauum ogHoro mnm 6onee nekapCTBEHHbIX MpenapaTtos,
aepxartesieM KOTOpbIX SIBMSIETCA OAHA OpraHu3auums, BCe Takme WU3MEHEHUs
AonyckaeTcsd BKMOYUTbL B OOHO 3adBfeHMe Ha BHeCeHuWe WU3MEHEeHUNn W
yBeZloMneHne, ykasaHHoe B rnyHkTe 3.1 Hactodawero MNpunoxeHus;

npy eANHOBPEMEHHOM YBELOMISTIEHUN OOHOIO M TOrO Xe YNOSTHOMOYEHHOro
opraHa (3KCNepTHOW OpraHM3auun) O HECKONIbKUX U3MEHEHUA  YCNOBUM
pernctpauum o4HOro 1 Toro Xe fiekapCTBEHHOro npenapara Bce Takue n3MeHeHus
AonyckaeTcsl BKMOYUTb B OOQHO [JOCbe Ha BHECEHWE W3MEHEHUW, ecnn Bce
paccMaTtpuBaemMble  U3MEHeHus nognagarwT nogd O4HO U3 YCrOBUW,
nepevncrieHHblx B gonosnHeHum ll;

npv eANHOBPEMEHHOM YBEOOMIIEHUN OOHOIO M TOrO e YNOSTHOMOYEHHOro
opraHa (3KcnepTHOWM opraHmnsaunmn) o6 N3MeHEHNSIX YCROBUIA permcTpaunumn 0gHoro
M TOro Xe IeKapCTBEHHOro npenapata, gepXaTefieM KOTOpbIX SBMSeTCs OAHa
opraHunsauus, He yOoBIeTBOPAOLWEM NepeYnNCrieHHbIM B HAaCTOALWEM MOAMNYHKTe
YCNOBUAM, BCe TakuMe W3MEHEeHUst C corfnacua YnosITHOMOYEHHOro opraHa
(aKcnepTHOW opraHunsaummn) 4onyckaeTcsl BKAOYNTL B OQHO A40CbE Ha N3MEHEHHME.

3.4.3. MNpepocTtaBneHne JOKYMEHTOB B COOTBETCTBUMN C ab3aLiamu BTOPbLIM
M TpetbMm noanyHkra 3.4.2 Hactosawero [lpunoxeHns ocyuecTBnaeTcs
cnegywouwmm obpasom:

enHoe yBegomsieHne (0OCbe Ha M3MEHEHWE) B COOTBETCTBUN C MYHKTOM
3.2 Hactodwero MpunoxeHus, ecnn No MeHbLlen Mepe OAHO U3 U3MEHEHUN
ABNSAETCA He3HauyuMbliM M3MeHeHneM |B Tvna u BCe W3MEHeHUst ABNSAKTCA
He3Ha4YUMbIMU;

eanHoe 3asaBfieHne Ha BHECEHME U3MEHEHUN B COOTBETCTBUM C MyHKTOM 3.3
HacTtoswero NpunoxeHna, ecnu nNo MeHbLLEen Mepe O4HO N3 UBMEHEHUIN SIBNAETCA
3HaYuMbIM un3MeHeHnemM Il TMna M HM OOHO W3 U3MEHEHUA He SBRAeTCS
pacLiMpeHnemM pernctpauuu;

eINHoe 3asBfeHne Ha BHECEHE U3MEHEHUI B COOTBETCTBUN C MO MYHKTOM
4.1.1 Hactoawero NpunoxeHnsa, ecnn No MeHbLIEW Mepe OOHO U3 U3MEHEHUN
SIBNSETCA paclmpeHnem permctpaumu.

3.5. Mepbl, Heo6xoaAMMbIe ANA 3aBepLIeHUs npoueayp, NpeayCMOTPEeHHbIX
nyHktramn 3.1-3.3 HacToswero NMpunoxeHus

3.5.1. llpn ccbinike Ha HacToAWMW pas3fen YNorHOMOYEHHbIN OpraH
(akcnepTHaa opraHusaums) pedepeHTHOro rocyaapcTBa  AOSMKEH MNPUHSATb
cnegyoLwime mepsbl:

yBEAOMUTb 3asBUTENS O NPUHATUKN (0gobpeHnn) nnm otkase B ogobpeHnn
N3MEHEHUS;

npu oTkasze B 0406peHMM U3MEHEeHus - yBeoOMUTb 3asiButens o6
OCHOBaHUSAX TaKOro peLleHuns;

npy HeOBXOANUMOCTN, B NpefenbHble CPOKW, YCTAHOBIEHHbIE MOLMYHKTOM



4.2.1 Hactoswero [lpunoxeHusi, YrNONMHOMOYEHHbLIN oOpraH pedepeHTHOro
rocygapcrsa AOfKeH BHECTU U3MEHEHUS B PELUEHNe O pernctpauum, ykasaHHoe
B NyHKTe "6" nognyHkTa 1.2.1, B COOTBETCTBUM C NPUHATBIM U3MEHEHUEM.

IV. NMpoyume acnekTbl

4.1. CneumnanbHble npoueaypbl

4.1.1. PacwmpeHnue pernctpauum.

3agBneHMe O pacwupeHunm perucTpaumm OOSHKHO  noaBepratbes
3KCnepTm3e B COOTBETCTBUM C TOM Xe NPOLEaYPON perncrtpauum n akcnepTusbl
NeKapCTBEHHOrO npenaparta, YTO U nepBuYHas perucTpaumd, K KOTOPOW OHO
OTHOCUTCA B coOTBeTCTBUM C pasgenamu V u VI [llpaBun peructpaumm
neKapCTBEHHbIX CPEACTB.

PacluvpeHue permcrtpaumm 4OSKHO OCYLLECTBASATHCA B COOTBETCTBUM C TOM
npoueadypon perncTpaumm, 4To UM NepBUYHOE 3asiBrieHne O perncrpauuu
NIeKapCTBEHHOrO npenapara, K KOTOPOMY OHO OTHOCUTCH, NGO [OSMKHO
BKOYATbCS B 9TO XXE PErMCTpauMOHHOE 4OCbE.

MHdopmaumsa 06 nameHeHusx:
[ModnyHKkm 4.1.2 usameHeH ¢ 28 mapma 2022 2. - PeweHue Cosema Egpa3utickou
3KOHOMu4YecKou komuccuu om 17 mapma 2022 e. N 36

CmM. npeodbIOywyto pedakyuro

4.1.2. MNMpouenypa pacnpeneneHns obsi3aHHOCTEN.

B nopsiake ucknoveHus na nognyHkra 1.7.1 unyHKToB 2.2 1 2.3 HacTosALWLEro
MpunoxeHus, ecnn HesHaymMmoe mameHeHue IB Tuna, s3Hauymmoe nameHeHwue |l
TMNa WNu rpynna U3MeHeHUn B cryyasix, NpegyCcMOTpeHHbIX ab3auem TpeTbum
noanyHkta 1.7.2 Hactosawero [lpunoxeHusi, He npegycmaTpuBaroLime
pacwmMpeHna perucrpaumm, 3atparnBatoT HECKOSIbKO PErmcTpaunoHHbIX LOCbe
NeKapCcTBEHHbIX NpenapaTos, NpUHaAnexalinx ogHOMY AepXxaTento, gepXaTernb
TaKUX PerncTpaumoHHbIX YOOCTOBEPEHUIW BrpaBe NpUAEPXKMBATbLCA npouenypbl,
YCTaHOBMNEHHOM HACTOALLMM NOAMYHKTOM.

B uenax Hactodwero nognyHkta nod "pedepeHTHbiM  opraHom"
MOHUMAETCS YNOSTHOMOYEHHbIM OpraH 3avHTEPEeCcOBaHHOIO rocyaapcTBa-yrieHa,
Ha3HaYeHHbIN DKCNEePTHbIM KOMUTETOM C YH4ETOM pekoMeHOaunn gepxartens.

3aaButeric  OAHOBPEMEHHO npeacTaBndeT BCEM COOTBETCTBYHOLLMM
opraHam 3adBfieHMe Ha BHeCeHMe W3MEHEeHUW, cojepxallee 3reMeHThl,
nepevncreHHble B fonosiHeHun 1V, ¢ ykazaHMeM pekoMeHayeMoro pepepeHTHOro
opraHa.

Ecnn 3agBneHve Ha BHeCeHVWE M3MEHEeHUN YyOOoBIIeTBOpPHAEeT YyKasaHHbIM
TpeboBaHUAM, JKCNEPTHbIM KOMUTET HasHayaeT pedepeHTHbIN opraH, U Takowu
opraH OOSMKEH Npu3HaTb MOoSflydeHne BanuUAHOro 3asiBfieHNUA Ha BHECEHue
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N3MEHEHUN.

Ecnn BbiOpaHHbIN pedepeHTHbIN opraH SABMSeTCs  YNOSIHOMOYEHHbIM
OpraHoM  peepeHTHOro  rocygapcrea, He  permcTpypoBaBLUMM — BCe
nekapCTBeHHble npenapartbl, 3aTPOHYTble 3asBreHWeM, JKCMepTHbI KOMUTET
BrpaBe o6paTUTbLCA K MHOMY COOTBETCTBYHOLLEMY OpraHy 3a COAEeNCTBUEM
pedepeHTHOMY OpraHy B 9KCNepTU3e Takoro 3asiBfieHNs Ha BHECEHNE N3MEHEHU.

PedepeHTHbIN opraH cocTaBnsaeT 3aknveHne o BanngHoM 3asiBfeHnn Ha
BHECEHMNE N3mMeHeHun B TedeHune 40 pabounx gHern co AHSA NPU3HaHUS NOSyYeHUs
BanuAHOro 3asBNeHnsl Ha BHECEHNE U3MEHEHUN NPU HE3HAYUMBbIX M3MeHeHUsIX |B
TMNa u 3Ha4YnMbIX nameHeHusx |l Tuna.

PedepeHTHbIN OpraH BrpaBe COKPATUTb YKa3aHHbIA CPOK, Y4yuTbiBas
CPOYHOCTL BOMpoca, unu npoanmtb ero go 60 pabounx AHEN B OTHOLUEHWUU
N3MEHEHUN NO MoaudUuKaumMm OOODOPEHHbIX MNOKa3aHWM K MNPUMEHEHUID WK
BKITHOYEHMM HOBbIX NOKa3aHUN K MPUMEHEHMIO.

B TeueHne ykasaHHOro cpoka pedepeHTHbIN opraH Brnpase notpeboBaTb OT
3asBuTENda NpeacTaBreHna OOMOSMHUTENbHbBIX AAHHbIX B CPOKW, YCTAHOBMEHHbIE
TaknMm pedpepeHTHbIM opraHoMm. B aTom cnyyae:

pedepeHTHbIN OpraH OOMMKEeH yBeAOMMUTb OCTalbHble COOTBETCTBYIOLLME
opraHbl O CBOEM 3anpoce LOMOSMHUTENbHbIX CBEAEHUN;

A0 nNpeacTaBfieHNss TakMxX OOMNOSHUTENbHbIX CBedeHWn npoueaypa
npuocTaHaBnNuBaeTCs;

pedepeHTHbIM OpraH Bnpase NpoASiuTb YCTAHOBMEHHbIWN CPOK.

PedepeHTHbIN opraH OfmKeH HanpaBUTb CBOE 3aKiyeHue O BanuaHoOM
3as1BNeHUN 3asBUTENIO U OCTasbHbIM YNONTHOMOYEHHbLIM OpraHam; 1 B TeyeHue 20
pabounx OHerW CO [OHA MNOSlyYeHUs1 3akYeHUs COOTBETCTBYIOLLME OpraHbl
AOIMKHbI 0000pUTL Takoe 3akroyveHne, yBeAOMUTb pedepeHTHbIM opraH wu
COOTBETCTBYIOWMM 0OpasoM M3MEHUTb paccMaTpyBaeMble PErncTpaunuoHHbIe
A0Cbe.

B uenax sepudumkauum BanngHOCTU 3asiBEHNA HA BHECEHNE U3MEHEHUIN N
COCTaBIIEHUNS 3aKITlOYEHNA O BaNMOAHOM 3asBNlEHUM Ha BHECEHWE U3MEHEHUI MO
3anpocy pedepeHTHOro opraHa 3aMHTEpPecOBaHHble rocydapCcTBa AOSMKHbI
NpeacTaBnaTb  CBEAEHWUHA, OTHOCAWMECA K  3aTPOHYTbIM  U3MEHEHWEM
perncTpaumoHHbIM 4OCbe.

4.1.3. NMangemuyeckasa cutyaums no rpunny.

B nopsake nckntoyveHna ns pasgenos |, I v Il npn npnsHadnn BecemmnpHom
opraHmsauuen 3gpaBooxpaHeHus unu Cow30M NaH4EMUYECKOW cuTyaummn mno
rpunny ynoriHOMOYEHHbIE OpraHbl BnNpaBe BPEMEHHO B MOPSAKE WUCKAYEHUSN
NPUHATL U3SMEHEHWE YCMNOBUN pernctTpauum BakuuHbl A8 NpounakTuku rpunna
yerioBeka Mpu OTCYTCTBUM OMpefeneHHbIX AOKIMUHUYECKUX WU KITMHUYECKNX
AaHHbIX.

Mpyn NPUHATUN M3MEHeHUs1 cornacHo Yactn 1 HacTtoswero NpunoxeHns
3asBuUTENb JOIMKEH NpefoCTaBUTb HeJoCTaLWmne JOKNMHUYECKUE N KNTMHUYECKne
AaHHble B NpeaesibHbIN CPOK, YCTAaHOBIEHHbIN COOTBETCTBYIOLLUM OpPraHoM.



4.1.4. HeoTnoXHble orpaHnyeHmnsi no 6e3onacHoCcTu.

Ecnn npu BO3HWKHOBEHUM puUcKa AS1 300POBbS HacesieHNA CO CTOPOHbI
neKkapCTBEHHbIX npenapaToB AN MeAUUUHCKOro MpUMEHEeHUa aepxatenb no
COBCTBEHHOWN MHULMATUBE BBOOAUT HEOTSIOXHbIE OrpaHn4eHns no 6esonacHocTw,
OH [JOJKEH HeMensneHHO yBedoMUTb 00 3TOM BCe COOTBETCTBYHOLLME OpPraHbl
rocygapCTB-4reHoB.

Ecnn B TeyeHne 24 yacoB nocne nosfyyvyeHUa YyKasaHHbIX CBeAeHUn
YNOSTHOMOYEHHbIV OpraH He HanpasrisieT BO3paXeHne, HEOTNOXHble OrpaHNYeHns
no 6e30MacHOCTM CHUTAOTCSA NPUHATHIMM.

Mpy BO3HUKHOBEHWW puUcka O6LEeCTBEHHOMY 300pOBbI BCNeacTBue
NPUMEHEHUs NeKapCTBEHHbIX MpenapaTtoB ANA MeOULUMHCKOrO MpUMEHEHNs
COOTBETCTBYIOLIME OpraHbl BNpaBe HaNOXUTb Ha JepxaTenii HeOoTNOXHble
orpaHn4eHunsa no 6esonacHoCTu.

Mpv BBEAEHUN AepXaTenieM HEOTOXHOro orpaHu4YeHnsa no 6e3onacHoOCTu
NN HarnoXeHUM ero COOTBETCTBYIOLLMM OpraHoMm, Aepxaternb B TedeHue 14
paboymx OHerW CO [OHS Hayana Takoro OorpaHuM4YeHuUs OO0SHKeH npeacTaBUTb
COOTBETCTBYIOLLEEe 3asBfieHne 06 M3MEeHeHUn B perncrtpaumoHHoe [OCbe B
YNOSTHOMOYEHHbIN OpraH (3KCNEPTHYK OpraHM3aumnto).

4.2. U3meHeHne perucTpauvm nekapcTBeHHOro npenapara v ero
peanusauus

MHdopmaumsa 06 nameHeHusx:

[NodnyHkm 4.2.1 usmeHeH ¢ 28 mapma 2022 a. - PeweHue Cogema Egpasutckou
3KOHOMu4YecKoU komuccuu om 17 mapma 2022 e. N 36

Cwm. npeodbIOywyto pedakyuro

4.2.1. 'ameHeHune pernctpaumnmn nekapcTBeHHOro npenapara.

MiameHeHne peructpauum nekapcTBEHHOro rnpenaparta no pesyrnbratam
npouenyp, npeaycMoTpeHHbix pasgenamn |l n Il HacToswero [MpunoxeHus
AOJTKHbI OCYLLEeCTBNATLCS:

npu 3Ha4YUMbIX M3MeHeHusix Il Tuna B TeueHne 40 pabounx AHen nocne
Nony4yeHnsa cBeOEHWW, YKasaHHbiX B absaue 4 nognyHkta 2.4.1 n absaue 2
nognyHkra 3.5.1 Hactoawero [lpunoxeHusa, npu ycrnoBum npeaocTaBreHns
MOSIHOrO  KOMMMEeKTa  [JOKYMEHTOB, HeobXxoauMMbIX  Ons N3MEHEHUS
perMcTpauuoHHOro [JOoCbe JlIeKapCTBEHHOro npenapaTta, YNOSIHOMOYEHHbLIM
opraHam (9KCnepTHbIM OpraHM3aunaM) 3aMHTepPeCcOBaHHbIX FTOCYAapPCTB-YIIEHOB;

B OCTanbHbIX cryyasx B TeyeHue 120 paboumx gHen nocne nonyyvyeHus
cBeleHUI, yKa3aHHbIM B absaue 4 nyHkrta 2.4.1 n absaue 2 nyHkra 3.5.1, npu
YyCroBMM MNpefocTaBneHnss [[OOKYMEHTOB, HeobxogumblX Ansi  U3MEHEHMs
pEermMcTpauuoHHOro  Oocbe,  YNOSITHOMOYEHHbIM  OpraHam  (3KCNepTHbIM
opraHmsaumsim) 3anHTepPeCcoBaHHbIX rOCYy4apCTB-Y/EHOB.

[Mpn n3meHeHUn pelleHns O perucTpaumm nekapcTBEeHHOro npenapara
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BCreAcTBMe OAHOM W3 npoueayp, npeaycMoTpeHHbix pasgenamu I, 1l un IV
HacTosLero NMNpunoxeHus, COOTBETCTBYIOLLNIW OpraH rocyaapcrBa-yreHa JOrmKeH
HemMeLNeHHO yBeJOMUTb 3asBuTenis 06 UsMeHeHnn pernctpaummn.

WHdopmMaLums 06 nsmeHeHusix:

[1o0nyHKkm 4.2.2 uameHeH ¢ 28 mapma 2022 2. - PeweHue Cogema Egpasutickou

3KOHOMuYeckou komuccuu om 17 mapma 2022 2. N 36

Cm. npedbiOywyro pedakyuto

4.2.2. Peanusaumst UaAMEHEHUN.

Peanunsaumio He3Ha4yMMmbIX n3ameHeHun |A Tna gonyckaeTcsl ocyLwecTBUTb
B Ntoboe Bpems A0 3aBepLlUueHnsa npoueaypbl, NpegycMOTpeHHON rnyHkTammn 2.1 n
3.1 HacToswero MNpunoxeHus.

Ecnun yBegomneHue, 3aTparvBarollee OOQHO WM HECKOJSIbKO He3Ha4YnMbIX
n3MeHeHnn |A Tuna, OTKMNOHEHO, 3asBUTESlb HEeMeASIeHHO nocne noslyYeHus
cBeAEeHUn, ynoMmsaHyTbiX B absaue 2 nyHkta 2.4.1 n absaue 2 nyHkrta 3.5.1
HacTosLero lNpunoxeHns, JOMKEH NpeKkpaTUTb peanu3aunio paccMmaTpuBaeMbix
N3MEHEHNN.

Peanusauuio He3HauMMbIxX nsmeHeHun |IB Tuna gonyckaeTtcsa ocywecTBnATb
NULWb B Creayowmx criyvyasx:

B OTHOLLEHUN N3MEHEHUI, NPeACTaBEHHbIX 3asiBUTENEM B COOTBETCTBUM C
npouegypamu, npegycMoTpeHHbiMW pasgenom Il He paHee 4em nocne
yBeAOMMEHUS  YNOSIHOMOYEHHLIM  OpraHoOM  (3KCNEepTHOW  opraHu3aumen)
pedepeHTHOro rocygapcrea 3asiBUTeNns O TOM, YTO YNOMTHOMOYEHHbLIM OpraHoMm
(akcnepTHOW opraHunsaumen) NPUHATO yBeAOMIIEHNE COrfacHO MYHKTY 2.2 Unu,
€CIn yBeJOMJIEHME CYMTAETCHA NPUHATBIM COrnacHo rnoanyHkKTy 2.2.3;

B OTHOLLEHUN N3MEHEHUN, NpeCTaBIIEHHbIX 3asBUTENEM B COOTBETCTBUM C
npouenypamu, npegycMoTpeHHbiMn pasgenom lll, He paHee 4em nocne
yBEeJOMSIEHNS  COOTBETCTBYKOLUMM  OpraHoM 3asiBuTensas o TOM, 4TO
YNONTHOMOYEHHbIM OpraHoM (3KCMepPTHOM opraHu3aumen) NPUHATO yBeaoMIeHne
COrnacHo NyHKTy 3.2 unu, ecnu yBedoMneHue CYUTaeTCa MPUHATLIM COrfiacHoO
noanyHkrty 3.2.3;

B OTHOLLEHUN N3MEHEHUN, NpeCTaBIEHHbIX 3asBUTENEM B COOTBETCTBUM C
npouenypon, npegycMoTpeHHou rnoarnyHktom 4.2.1, He paHee 4em rocne
yBeOOMIIEHNA pedepeHTHbIM OpraHoM 3asiBUTenss O TOM, YTO 3akfiloyeHue
NOSTIOXUTESTbHOE.

Peannsaumio nobbIX UI3MEHEHUI, NPUBOAALLNX K NEPECMOTPY UHGOpMaLMK
O NneKapCTBEHHOM npenapare corfiacHo nyHkTy 1.6 HactosaBwero lNpunoxeHus,
aonyckaeTcss NpouMsBOAUTb MNOCMe BHECEHUA WU3MEHEHWM B pPernmcrpauuoHHoe
A0Cbe.

Peanunsaumnio 3HauumMbIx nameHeHun |l Tmna gonyckaeTcs OCyLeCcTBNAATb
NULWb B Crieayowmx crnyvasx:

B OTHOLLEHNN N3MEHEHWUIN, NPeACTaBMEHHbIX 3asiBUTENEM B COOTBETCTBUM C
npouenypamu, npegycMoTpeHHbIMK pasgenom Il, B TedeHme 20 paboumx gHen co


http://pravo.eaeunion.org/document?id=403628598&sub=109932
http://pravo.eaeunion.org/document?id=77204829&sub=119422

[OHS yBeOOMIIEHUS YMONTHOMOYEHHBLIM OpPraHOM (3KCMEPTHOW OpraHusauunein)
pedepeHTHOro rocygapcTaa 3asiBUTENS O TOM, YTO NPUHATO U3MEHEHUE COrfacHo
MNyHKTY 2.3 NpX YCRNOBUM TOrO, YTO OOKYMEHTbI, Heobxoaumble AN U3MEHEHUS
PErMcTpauUMOHHOIO  [0Cbe  NIeKapCTBEHHOro  npenapaTa, npeacTaBreHbl
COOTBETCTBYIOLMM OpraHam 3auMHTepPecoBaHHbIX FocydapcTB-yneHoB. Ecnv B
COOTBETCTBMM C MYHKTOM 2.6 HayaTa npoueaypa cornacoBaHusi, 3asiBUTENb He
[IOMXEH peanu3oBbiBaTb U3MEHEHUS! 40 3aBepLUEHUs NpoLeaypbl CornacoBaHus
Mo paccMaTpuBaeMoMy U3MEHEHUIO;

B OTHOLUEHMWN U3MEHEHWIA, MPeACTaBNEHHbIX 3asiBUTENEM B COOTBETCTBUE C

npouenypamu, npegycMoTpeHHbiMn  pasgenom |ll, nocne yeBegomneHus
COOTBETCTBYIOLMM OPraHoM 3asiBUTENSA O TOM, YTO MPUHATO N3MEHEHMNE COrnacHoO
nyHKTY 3.3;

B OTHOLLEHNN U3MEHEHUIN, NPEACTaBIIEHHbIX 3asiBUTENEM B COOTBETCTBUM C
npoueaypon, NnpeayCMOTPEHHON noanyHkTom 4.1.2, B TedyeHne 20 paboumx gHen
CO AHS yBeAOMIIeHUS pedpepeHTHbIM OpraHoM 3asiBUTENSA O TOM, YTO 3aKniyeHne
NONOXUTESNIbHOE MNPU  YCIIOBMM TOrO, YTO [JOKYMEHTbl, Heobxoaumble AnNs
N3MEHEHNSA perncTpaumoHHOro aocbe NeKapCTBEHHOTO npenapara,
npeacTaBneHbl 3aMHTEpPECOBAHHbIM rocygapcrBamM-yrieHam, ecnu B
COOTBETCTBMM C MYHKTOM 2.6 He HavaTa npouegypa cornacosaHus. Ecnu B
COOTBETCTBMM C MYHKTOM 2.6 HadaTa npoueaypa corflacoBaHusl, 3asiBUTEmNb He
AOJTKEH peann3oBbiBaTb U3MEHEHME OO0 3aBEpPLUEHNSA npoueaypbl cornacoBaHus
O MPUHATUN U3MEHEHUSI.

Peannsaumio nobbiX U3MEeHEeHU, NPUBOASALLNX K NepecMOoTpy MHdopmMaLmm
O IeKapCTBEHHOM MpenapaTe COrfacHo nyHKTY 1.6 HaCTOAWEro OOKYMEHTa,
AonyckaeTcss Npou3BOAUTbL MNOCMEe BHECEHUA W3MEHEHWM B PErnMcTpauuoHHOEe
aocbe.

Peanusauuio paclumpeHuss perunctpaumm nekapcTBEHHLIX MpenapaTos
AOonyckaeTcsl OCYLWEeCTBNATb JMWb MNOCNEe W3MEHEHUS COOTBETCTBYHOLLMM
YNOSTHOMOYEHHbLIM OpPraHOM peLeHns O perucTpaumm u COOTBETCTBYIOLLEM
yBegoMsieHnn ob aToM 3asBuUTens.

Peanunsaumio HEOTNOXHbIX OrpaHUYEeHun No 6e30MNacHOCTN U U3MEHEHUN,
3aTparmBaloLmx BoOnpocbl 6e30nacHOCTM, AOMNYyCKAeTCs OCYLWECTBNATbL B CPOKMU,
cornacoBaHHble MeXay 3asiBUTenemM 1 COOTBETCTBYIOLLNM OpraHOM.

B nopsagke wvcknwyeHnsa peanu3auutd HEeOTNOXHbIX OrpaHuYeHun no
©e3onacHOCTM UM U3MEHEHWUW, 3aTparMBalolmnX BOMpPocbl ©6e30nacHOCTH,
AOMnycKaeTCsl OCYLIEeCTBNATb B CPOKW, COrflacoBaHHble MeXxay Aepxatenem
(3agBuTENEM) N YNONMHOMOYEHHBIM OpPraHOM pedepeHTHOro rocyaapcTea nocne
KOHCYMbTauMn ¢ ocTasribHbiMU COOTBETCTBYOLLMMUN OpraHamu.

V. 3aknuuTtenbHble NOJIOXeHUsA

5.1. HenpepbIBHbIA MOHUTOPUHT



Mo 3anpocy COOTBETCTBYIOLLEro opraHa 3asBUTEnNb AO0MKEH HEMeANeHHO
npeacTaBUTb BCe CBeOeHWs, 3aTparvBaloliue peanus3auuilo  onpenerieHHoro
N3MEHeHUS.

5.2. NlepecMOTp HacToALWEro AOKYMEHTa

He nosgHee yem 4epe3 5 net co OHA BCTynneHus B cuny [lpaBun
perucTtpauum un SKCnepTudbl NEeKapCTBEHHbIX CPeacTB And  MeOUUUMHCKOro
NPUMEHEHUs JKCMEePTHbIM KOMUTET MO JfleKapCTBEHHbIM CpeacTBaM [AOSHKEH
OUEHUTb TMpUMEHEeHWe HacTosdWero [AOKyMeHTa B 4acTu Kraccuukauum
N3MEHEHUN B Lensx NpeasioxXeHnst HeobxoamMmblX U3MEHEHWI, HanpaBeHHbIX Ha
agantauuto gonornHeHun | wn Il, B uenax nogaepaHus ero B akTyarbHOM
COCTOSIHUN C Y4ETOM COBPEMEHHbIX Hay4YHbIX JAHHbIX.

OdononHeHwue |
PacwupeHue perncrpauuu

1. N3ameHeHus1 akTUBHbIX dapmMaLeBTUYeCKnX cybcTaHumnn:

a) 3amMeHa akTUBHOM hapMaLEeBTUYECKON CyBCTaHLMM, NOyYEHHOM NYTEM
XMMUYECKOro CUHTE3a, APYron comnbto (3PUpoM, KOMMNIIEKCOM, MPOU3BOAHbLIM) C
TOWM X€ aKTUBHOW 4YacTbl MOSEKyrbl JENCTBYIOWEro BewecTsa npu oTCyTCTBUU
3HaYMMbIX pasnUunn B 3PeKTUBHOCTN U (Unn) 6e30NacHOCTHU;

0) 3amMeHa akTMBHOW hapMaLeBTMYECKON CybCTaHUMN ApYyrMMm M30OMEPOM,
APYron cMecblo N30MeEPOB, CMEChIO OTAENbHbBIX M30MEPOB (Hanpumep, pauemMara
Ha €eOWHCTBEHHbIA SHAHTUOMEP) NPU OTCYTCTBMM 3HAYUMbIX Pas3nMyunn B
adpdpekTUBHOCTA U (MNn) 6e30NacHOCTHU;

B) 3aMeHa Bmoniorm4eckon akTMBHOW (papmMaueBTUYECKOM CcyOCTaHUMKM Ha
APYryt0 C HECKONbKO WU3MEHEHHOW MONEKYNAPHOM CTPYKTYPOW MpU OTCYTCTBUM
CYLWECTBEHHbIX pasnuumMin no addekTuBHOCTM U (MnKn) GesonacHoCTH, 3a
NCKIMIOYEHNEM M3MEHEHU aKTUBHOW dhapMaLeBTUYECKOn cybcTaHummM Ce30HHON,
npenaHaeMMyYeckon MnNn nNaH4eMUYECKOW BaKUWHbI ANa NpodunakTukm rpunna
YerioBekKa;

r) mogudukaumm BeKTopa, UCNONb3yeMoro Ass nonyyYeHns aHTUureHa unm
MCXOQHOro MaTtepuarna, BKMA4Yasi HOBbIA [NaBHbI ©aHK KNeTok u3 Opyroro
MCTOYHMKA NPWU OTCYTCTBUM 3HAYUMbIX pasnuyumm B 3ddekTMBHOCTM U (Mnn)
6esonacHocTy;

) HOBbIV NraHA UnNu CBA3bIBaOLWMN MEXaHU3M pagmodapmManeBTUYEeCKoro
NeKapcTBEHHOro npenapata nNpu  OTCYTCTBMW  3HAYUMbIX  pasnuymin B
adpdpeKkTUBHOCTU U (M) 6e30nNacHOCTHU;



€) U3MEHEHNe SKCTpareHTa UMM COOTHOLUEHUS PacTUTENbHOrO ChbipbsA Y
pactTuTenbHon papmaueBTudeckon cybCctaHumMM npu OTCYTCTBUM 3HAYUMbIX
pasnuyni B aeKTMBHOCTU 1 (Mnn) GesonacHoCTH.

2. A'3ameHeHuns 0031POBKU, NEKapCTBEHHOM (POPMbI UK MYyTU BBEOEHUS:

a) n3ameHeHne BMOAOCTYMHOCTY;

6) nameHeHne papMakoKMHETUKIN, HANPUMeEpP, CKOPOCTU BbICBODOXAEHNS;

B) MU3MeHeHne unm godaerneHne HOBOWM JO3MPOBKM (aKTUBHOCTHW);

r) n1ameHeHne nnu gobasneHne HOBOW NeKapCTBEHHON hOPMbI;

A) uW3MeHeHne wunu pgobaBneHne HOBOrO MNyTU BBeAeHua  (npu
napeHTepanbHOM BBeAeHWUW criegyeT pasnuyaTb  BHYTpuapTepuanbHbIn,
BHYTPUBEHHbINA, BHYTPUMBbILLEYHbIN, MOOKOXHbIN U Apyrine nyTu BBEOEHUS).

OdononHeHwue Il
Knaccudgmkauma nameHeHmmn

1. CnegyeT knaccudumumnpoBaTb B KQ4€CTBE HE3HAYMMbIX UBMEHEHUI TUNa
IA cnepyowme N3MeHeHus:
MHdopmaums 06 nsmeHeHumsx:
lModnyHkm "a" usmeHeH ¢ 28 mapma 2022 2. - PeweHue Cosema Egpa3sutickol
3KOHOMuU4YecKou komuccuu om 17 mapma 2022 2. N 36

CmM. npeodbIOywyo pedakyuro

a) W3MeHeHUs aAMUMHUCTPATMBHOIO  XapakTepa, OTHocsAwmeca K
HaMMEHOBAHMIO N KOHTAKTHbIM AaHHbIM:

aepxarens perncTpaunuoHHOro yOOCTOBEPEHMS, 3aaBuTEnNS,
npeacTaBuTens gepxartens permcTpaunoHHOro yagoctoBepeHnsa n ap.;

npouMsBoOOMTENS UNM  nocTaBwmka nwboro wucxogHoro maTtepuana,
peakTMBa, [MPOMEXYTOYHOrO  MpoAyKTa, akTMBHOW  bapMaLeBTUYECKON
cybCTaHuMM, UCMNONb3yEMbIX B MNpouecce MNpouM3BOACTBA JIEKAPCTBEHHOIO
npenapaTta UnNu coaepXxalmxca B NIeKapCTBEHHOM npenaparte, npousBoanTens
rfieKapCTBEHHOIO Npenapara;

TpaHcdep pPerncTpaunoHHOro yaooCTOBEpPeHUA OT OOHOro Aepxartens
permcTpaunoHHOro yooCTOBEpEHUs OPYroMy lopuandeckoMmy nuuy (M3meHeHune
aepxarens permcTpaunoHHOro yagoctoBepeHuns);

0) WuW3MeHeHus,  3akn4varomecs B  WCKNIOYEHUN Kakon-nmnbo
NPOM3BOACTBEHHOW MMOWAAKW, B TOM 4YMCre akTMBHOW bapMaLeBTUYECKON
cybCTaHUMN, MPOMEXYTOYHOrO nNpOoAyKTa WM feKkapCTBEHHOro npenapara,
ynakoBLL/Ka, npousBogunTens, OTBETCTBEHHOro0  3a BbIMyCK  cepuu,
NPOM3BOACTBEHHOW MNIOWAAKN, OCYLLECTBNSAIOWEN BbINYCKAKOWMA KOHTPOSb
KayecTBa;

B) UBMEHEHMS, 3aKrovatoWmneca B He3Ha4YMMbIX U3MEHEHNAX 040BPEHHbIX
PUBNKO-XUMUYECKUX  aHaANUTUYECKUX METOOMUK, €eCnv MNOATBEPXKOAEHO, 4TO


http://pravo.eaeunion.org/document?id=403628598&sub=109933
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oOHOBNEHHass MeToAMKa MO  MeEeHbLleM Mepe  JKBMBANEHTHaA  paHee
MCMNOMb30BaHHOM, MpPOBeAEeHa Hagnexawass Banugauuss U ee pesynbrTaTthl
CBMAOETENbCTBYIOT, YTO OOHOBMNEHHasi aHanuMTMyeckas MeToamKa Mo MEHbLUEN
Mepe 3KBUBareHTHa npeablayLlen (3ameHssemMon);

) U3MEHeHUs, 3akroyarLwmnecs B U3MEHEHUN creungukaumin akTMBHOM
dapmaueBTmyeckon cybctaHuuMm wnuM BCNoMoraTenbHOro BewecTBa nnbo
HOPMATMBHOINO  [OOKyYMeHTa IO KayeCTBYy JleKapCTBEHHOro npenaparta,
OCyLLECTBNEHHbIE B Uensax obecneyeHnMss COOTBETCTBUA  OOHOBIEHHOM
cooTBeTcTBYlOWEN cTaTbe Papmakonen Coro3a unu papmakonen rocygapcrea-
4yfieHa, ecrn U3MEHEeHMEe OCYLLIECTBIIEHO UCKMNIYUTENBHO B Liensx obecneyeHus
cooTBeTCTBMA TpeboBaHMAM dapmakonen, a napameTpbl cneumukaymnm
(HOopMaTMBHOro AOKyMeEHTa Mo KayecTBy) Ha NpoayKT (cneunduyHble CBOMCTBA)
He U3MEHSAITCS;

A) U3MEHEHMS, 3aKnivalLwmecss B CMEHE YNAKOBOYHOrO mMatepuana, He
conpuKacaroLerocs ¢ nekapcTBeHHbIM npenapaToM, He BANAOLWME Ha LOCTaBKy,
npumMeHeHne, 6e30nacHoOCTb UM CTabunbHOCTb NIEKAPCTBEHHOINO Npenapara;

€) U3MEHEHNS, 3aKMoYaloLMECH B YXXECTOYEHUN KPUTEPUEB NPUEMITEMOCTH
cneuMukaumm mnm HOPMaTUBHOIO [AOKYMEHTa MO KayecTBy, €Cnn Takue
N3MEHEHNSA HE ABNAIOTCA CrieaCTBUEM KaKoro-nmbo obsizatenbCcTsa, NPUHATOrO No
pesynbTataM paHee NPOBEAEHHbIX 3KCMEepPTU3 C LEeSibl0 aHanu3a Kputepues
npuemnemMocTu cneumdukauum (HOPMaTUBHOMO AOKYMEHTA MO Ka4yecTBy), WUn
HEeOXMOaHHbIX CUTYyaL M, BO3HUKLLNX B XO04€e NpOomn3BOACTBa.

2. Cnepgywouwme u3MeHeHUs criegyeT KrnaccuduuyupoBaTb B KadecTse
3HaAYUMBbIX U3MeHeHun Il Tnna:

a) M3MEHeHUs, 3aknvawlwmecs B aOobaBneHUM HOBOrO MNOKa3aHUs K
NPUMEHEHWNIO NN MOAUGMKALUKN CYLLECTBYHOLLENO;

0) W3MeHeHus, 3akn4valwmecs B 3HaAYUMbIX MoOAUGUKaAUMAX oOLuen
XapakTepUCTUKN NEKapCTBEHHOIO npenapara, 0CoO6eHHO B CUY HOBbIX AAHHbIX O
KayecTBe, pe3ynbTaTOB AOKIMHUYECKUX WIIN  KIMHUYECKUX UccnegoBaHun,
AaHHbIX dbapMakoHaa3opa;

B) UBMEHEHMS, 3aKioYaloLWmMecs B U3BMEHEHUNAX, MPEBbILLAKLLNX ANana3oH,
npegenbl  WNU  KpUTEPUM  NPUEMIIEMOCTU  OOO0OPEHHbLIX  cheunduKkaunimn
(HOpMaTMBHOrO JOKYMEHTA MO KayecTBy);

) USMEHEHWUs, 3aKniyarLmMecs B 3HAYUTENbHbIX U3MEHEHUsX npoLlecca
Npoun3BoACTBa, COCTaea, cneumdunkaunim (HOpMaTUBHOIO AOKYMEHTA MO Ka4YeCTBY)
nnu npocomna npumMecen akTUBHOW apmMaueBTUYeckon cybcTaHuum unm
neKapcTBEHHOro npenaparta, KoTopble MOryT 3HayMMmbiM 06pa3oM MOBAUATL Ha
Ka4yecTBO, 6e30MacHOCTb U 3 PEKTUBHOCTL JIEKAPCTBEHHOIO NpenapaTa;

A) W3MeHeHus, 3aknyawwuecs B MoauduMKauusix  npouecca
NpoM3BOACTBA UNU NPON3BOACTBEHHbIX NMOLWAA0K akTMBHON dhapMaueBTUYECKOMN
cybCcTaHumMm BUoNorMyeckoro nekapcTBEHHOro npenapara;

€) U3MEHeHN4, 3aKrovarLmMecs BO BHEAPEHNUN HOBOrO MPOEKTHOro norss
NN pacluMpeHnn paHee ogobpeHHOro, ecnu NpoekTHoe nosne paspaboTaHo Ha



OCHOBaHMKN COOTBETCTBYIOLWMX pykoBOACTB Coro3a nnm MexagyHapoaHblX Hay4HbIX
PYKOBOACTB;

X) N3MEHEHUS, 3aknovarowmecs B N3MEHEHUU aKTMBHOM
dapmaueBTMYECKON  CyOCTaHUMM  CE30HHOW,  MpenaHOeMUYecKon  UNnu
naHOAEMNYECKON BaKUMHbI ANs NpodunakTUK/ rpunna YefioBeka.

MHdopmaumsa 06 nameHeHusx:

HaumeHosaHue usmeHeHo ¢ 29 uroHs 2024 e. - PeweHue Cosema Egpasutckou
3KOHOoMuYecKou Komuccuu om 29 mas 2024 2. N 43

M3ameHeHUs1 pacrpocmpaHsitomces Ha npasoomHOWeHUs], 603HUKWuUe ¢ 1 Mmapma
2024 e.

Cm. 6ydyuwyro pedakyuro
OononHeHwue lll

Cnyyau rpynnmMpoBKU U3MEHEHUN, ONUCaHHbIX B ab3ale TpeTbeM NMyHKTa
1.7.2 n ab3aue TpeTbeM nyHkTa 3.4.2 HacTosILero AOKyMeHTa

1. O4HMM 13 N3MEHEHNI B rpynne ABNseTcHa paclumpeHne permcrpaumn.

2. OgHUM 13 U3MEHEHUI B rpynne siBnsgeTcs 3Hauymmoe nameHenue Il tmna,
ocTasibHble M3MEHEHWA B rpynne sBMAAOTCA CNeacTBMEM TaKoro 3Ha4yMmoro
nameHenusa |l Tmna.

3. OQHUM 13 U3MEHEHUI B Fpynne ABNAeTCs He3HAaYMMOE M3MEHEHME TUNa
IB, ocTanbHble n3MeHeHUs B rpyrne ABMSTCA CrecTBUEM TaKOro He3Ha4YMmoro
n3meHeHuda tuna IB.

4. Bce naMeHeHus B rpynne siBAAKOTCA WUCKNIOYUTENBHO WU3MEHEHUSMU
aAMUHUCTPATMBHOIO Xapaktepa ob6wen XapakTEPUCTUKN FEeKapCTBEHHOIO
npenapaTa, MapKMpPOBKK U NIUCTKa-BKNaabllwa.

5. Bce n3ameHeHus B rpynne ABMAAKOTCA U3MEHEHUsSMU MacTep-danna
aKTUBHOM hapMaueBTMYECKON CybCTaHUMN, MacTep-anna BakLMHHOIO aHTUreHa
UM Mactep-gavna nnasmol.

6. Bce nameHeHus B rpynne ABNAKTCSA YacTbo NPOrpamMmbl, HanpasneHHON
Ha ynyyweHue npouecca nNpPoOM3BOACTBA W KadecTBa paccMaTpuBaemoro
fleKapCTBEHHOIO Npenapara UM ero akTMBHbIX bapMaLeBTUYECKUX CYOCTaHLMA.

7. Bce n3aMeHeHus B rpynne SBNAKTCA WU3MEHEHUSAMW, BIIMSIOWNMU Ha
Ka4yecTBO BaKLUMHbI AN NpodunakTukM naHAeMNYECKOro rpmnna YyenoBeka.

8. Bce u3MeHeHMss B rpynne sBAAKOTCA W3MEHEHUSMWU B CUCTEME
drapmakoHagsopa.

MHdopmaumsa 06 nameHeHusx:
lNyHkm 9 usmeHeH c¢ 29 uwHA 2024 2. - PeweHue Cosema Espasulickou
SKOHoMmuYeckou komuccuu om 29 masi 2024 2. N 43

M3meHeHuUs1 pacrpocmpaHsitomcsi Ha MpasooMHOLWEHUSs], 603HUKWUe ¢ 1 Mmapma
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2024 .

Cm. 6ydyuwyro pedakyuro

9. Bce u3MeHeHuss B rpynne 4BMNAKTCA CrneacTBUEM OrpeneneHHoro
HEOTIOXXHOIo OrpaHuMyeHnst no 6e3onacHOCTM M MoAdaHbl B COOTBETCTBUM C
NyHKTOM 4.1.4 HacTosALWero JOKyMeHTa.

10. Bce u3MeHeHuss B rpynne OTHOCATCA K WCNpaBfeHuio CBELEHUN
onpeneneHHoro knacca B obLien xapakTepuctuke fiekapCTBEHHOro npenapara,
MapKMpoBKE  WNM  NACTKe-BKNagbiwe  (Hanpumep, gobasneHne  krnacc-
cneunduyHoro npeaynpexneHns).

11. Bce wu3MeHeHuss B rpynne sBRASAOTCA CNeACTBUEM 3KCMEpPTU3bI
onpeaenieHHoro NepmMoanyeckoro ot4yeta no 6es3onacHocTu.

12. Bce N3MEeHeHNA B rpynne ABNAIOTCA cneacTtenem
NOCTPErncTpaumMoHHOro  UccnefoBaHusi, MPOBEAEHHOro  nog  Haa30poMm
aepxaTtens.

13. Bce u3MmeHeHunsa B rpynne sBRAKOTCA cneactenem obsasaTenbCTsa,
HaNoOXXeHHOro YNONHOMOYEHHbIM OPraHoOM rocyAapcTBa-yrieHa npu perncTpawmu.

14. Bce u3MmeHeHus B rpynne sBRASOTCA CNeacTBMEM perncrpauum Ha
YCIOBUSIX.

OdononHeHwue IV

[JoKyMmeHTbI, NnpeacTaBnsieMble 3assBUTENEeM B LieNIAX BHECEHUA NU3MEHEHUN
B peructpauuoHHoe focbe fieKapCTBEHHOro npenapara (Aocbe Ha
U3MeHeHue)

MHdopmaums 06 naMmeHeHusix:

lyHkm 1 usmeHeH ¢ 29 urwoHsa 2024 2. - PeweHue Cosema Eespasutickol
3KOHOMu4YecKoU komuccuu om 29 mas 2024 2. N 43

M3meHeHUs1 pacrpocmpaHsitomes Ha npasoomHOUWeHUs], 603HUKWuUe ¢ 1 Mmapma
2024 e.

Cwm. 6ydyuwyto pedakyuro
1. MNepeyeHb BCcex perncTpaumoHHbIX A0Cbe, 3aTPOHYTLIX YBEAOMIIEHUEM
NN 3assBNIEHNEM Ha BHECEHME N3MEHEHUN.
MHdopmaums 06 naMmeHeHusix:
lNyHkm 2 usmeHeH ¢ 29 uwHs 2024 2. - PeweHue Cosema Eespasutickol
3KoHomuYeckou komuccuu om 29 masi 2024 2. N 43

M3meHeHuUs pacrpocmpaHsomcs Ha rpasoomHoWweHuUs], 803HUKWUe ¢ 1 mapma
2024 e.

Cwm. 6ydyuwyto pedakyuro
2. OnucaHune Bcex NogaHHbIX UIBMEHEHWI, BKIMOYas:
NpU He3HauYUMbIX WM3MEHeHuax Tuna |A - gaTy peanusauumn Kaxkgoro


http://pravo.eaeunion.org/document?id=76734243&sub=119309
http://pravo.eaeunion.org/document?id=409002856&sub=11131
http://pravo.eaeunion.org/document?id=76734243&sub=1193401
http://pravo.eaeunion.org/document?id=409002856&sub=11132
http://pravo.eaeunion.org/document?id=76734243&sub=1193402

OMUCaHHOIo N3MEHEHUS;

Npu He3Ha4yMMbIX U3MeHeHusx Tuna |A, He Tpebywmnx HemeaneHHOro
yBEOOMIIEHUSA, ONUCaHNE BCEX HE3HAYNMbIX U3MEHEHN TUNa |A, peann3oBaHHbIX
3a nocrnegHue 365 kaneHaapHbix gHen (12 mecaues), yBeAOMMNEHUST O KOTOPbIX
paHee He nogaBasnuceb.

3. Bce HeobGxogumble AOOKYMEHTbI, YyKasaHHble B [ornonHeHun V K
HacTOsILLLEMY AOKYMEHTY, B OTHOLLEHMM COOTBETCTBYIOLLEro N3MeHeHus. B cnyyae
€CInn JaHHble OOKYMEHTbl NPpeaoCTaBnsTCsa Ha sA3blke OTSIMMHOM OT PYCCKOro
NpenoCcTaBnsAEeTCA UX ayTEHTUYHBIA NepeBO Ha PYCCKUI A3bIK.

4. OnucaHue B3aMMOCBA3N MeXay W3MEHEHUSAMWU, €CnNu WU3MEHEHUE
NPUBOOMUT K U3MEHEHUIO UNN ABMSIETCA CNeaCTBUEM MHbIX U3MEHEHUA YCIOBUN
TOW XXe perncrpaumm iekapcTtBEHHOro npenapara.

MHdopmaumsa 06 nameHeHusx:
PeweHuem Cosema Espa3sutickol akoHoMuYeckou komuccuu om 29 mas 2024
2. N 43 nyHkm & ucknoueH ¢ 29 uroHs 2024 e.

U3meHeHus1 pacripocmpaHsitomcs Ha rpasoomHOWEeHUs], 803HUKWUe ¢ 1 Mmapma
2024 e.

5. [lokymeHTbI, noaTBepxaatuwme onnaTty cbopa (NownmvHbl) 3a BHECEHNE
M3MEHEHUN B PEerucTpaumoHHOe [0Cbe JleKapCTBEHHOro npenapata B
COOTBETCTBMM C 3aKOHOAATENbCTBOM rOCyAapCTBa-yeHa.

MHdopmaums 06 nameHeHusIx:
PeweHuem Cosema Espa3sutickol akoHoMuYeckou komuccuu om 29 mas 2024
2. N 43 nyHkm 6 uckrodeH ¢ 29 uroHs1 2024 2.

M3meHeHUs1 pacrpocmpaHsItomcs Ha npasoomHOUWeHUs], 603HUKWUe ¢ 1 Mapma
2024 e.
6. [MepeyeHb 3aMHTEPECOBaHHbLIX [OCYAAPCTB-YNEHOB C YyKasaHuem
pedepeHTHOro rocyapcTea, ecnvm NpUMeHUMO.

MHdopmaumsa 06 nameHeHusx:

LononHeHue V usmeHeHo ¢ 29 uroHs 2024 e. - PeweHue Cosema Eepa3utickol
3KOHOMUYecKouU Komuccuu om 29 mas 2024 2. N 43

M3meHeHUs1 pacrpocmpaHsitomes Ha npasoomHOWeHUs], 603HUKWuUe ¢ 1 Mmapma
2024 e.

Cwm. 6ydyuwyto pedakyuro

HononHeHue V u3smeHeHo ¢ 19 Oekabpss 2023 e. - PeweHue Cosema
Eepa3sutickol akoHomu4Yeckou komuccuu om 22 masi 2023 2. N 60
Cm. npeodbIdywyo pedakyuro

JdononHeHune V

Knaccudukauusn
M3MEHEHUN B PErmcTpaumMoHHOe A0Cbe NIieKapCTBEHHOro npenapara


http://pravo.eaeunion.org/document?id=409002856&sub=11133
http://pravo.eaeunion.org/document?id=409002856&sub=11133
http://pravo.eaeunion.org/document?id=409002856&sub=1114
http://pravo.eaeunion.org/document?id=76734243&sub=119500
http://pravo.eaeunion.org/document?id=406978610&sub=10213
http://pravo.eaeunion.org/document?id=76717808&sub=119500

C nameHeHnsIMM N OONOSNTHEHUSAMU OT:

30 anBapsa 2020 r., 17 mapta 2022 r., 22 mas 2023 r.

M3ameHeHna B pernctpaunoHHOe [OOCbe feKapCTBEHHbIX npenapaToB
KnaccuguumnpyoTcs B COOTBETCTBMU C HACTOALLUM OOMNOMTHEHNEM HA U3MEHEHUS,
00yCcnoBneHHbIE:

aAMVHUCTPAaTMUBHLIMU U3MEHEHUSAMU;

N3MEHEHNAMUN Ka4ecTBa;

n3mMeHeHnamMm 6esonacHocTn, 3bPeKTUBHOCTM N hapMakoHaa30pa;

onpeaesieHHbIMU N3MeHeHUsaIMn mactep-dannos nnasmel (M®PI1) n mactep-
dannoB BakuuHHoro aHtureHa (MOBA).

MNpn knaccudukaunm OTAENbHLIX M3MEHEHWW HACTOSLLEro OMNOSHEHUS
paccMaTtpuBaeMoe M3MeHeHue crnegyeT KoauvpoBaTtb, UCMONb3ys CrnefyroLlyto
CTPYKTYpY:

X.N.x.n ("Kog nameHeHns"),

roe:

X ykasblBaeT Ha 3arnasBHylo OykBy pasgenia AOMNOSIHEHUS, B KOTOPOM
cogepxutcs nameHeHne (Hanpumep, "A", "b", "B" nnn ")

N ykasbiBaeT Ha pUMCKy UMpy nogpasgena Toro pasgerna, B KOTOPOM
cogepxntcsa nsmeHeHne (Hanpumep, I, 11, Il n 1. g.)

X yKasblBaeT Ha OykBy B MyHKT nogpasfgernia, B KOTOPOM COAEPXWUTCA
n3ameHeHune (Hanpumep, "a", "6", "8"n T. 4.)

N ykasblBaeT Ha uupy NOANYHKTA, MNPUCBOEHHYD B OOMOSIHEHUMU
OTAENbHOMY U3MEHeHUo (Hanpumep, 1,2, 3 n 1. 4.).

B kaxxgom pasgene HacTosLwero AoMnoSIHEHNA COAEPXUTCS:

nepedYeHb W3MEHEHUW, KraccuuuMpyemblx B KadecTBe He3Ha4YnMbIX
nameHeHmn |A Tuna wn 3Ha4YUMbIX Kn3MeHeHun |l Tuna B cooTBETCTBUM C
onpegeneHnaMmmn rnyHkta 1.2 HacToswero AokymMeHTa W pononHeHua |l K
HacTosiLemMy OOKYMeHTy. B HemM Takxke ykasaHo, Kakue n3 mameHeHun |A Tuna
TpebyoT cornacHo nognyHktam 2.1.2 un 3.1.2 Hactoswero [lpunoxeHus
HeMeaJSIeHHOro YBeAOMSEHUS;

nepevyeHb MPUMEpPOB, KOTOpble criegyeTr paccMaTpuBaTb B KayecTBe
He3HauYnMbIX n3ameHeHun IB Tnna. CornacHo nyHkTy 1.3 HACTOSILLEro AOKYMEHTA,
3Ta KaTeropuys npuceamMBaeTCs NO YyMon4YaHuio. B aToM cBA3M HacTosiwee
AOMNOSTHEHWEe He NpefHa3HayYeHo ONA YCTaHOBIIEHUA NCYEepPbIBaOLLEero nepeyHs
TaKoW KaTeropum n3aMeHeHnn.

B pononHeHun V He paccMmaTpuBaloTCs  pacLUMPEHUs  perucTpauummn,
MOCKOSbKY OHW OOSMKHbIM 0B6pas3oM onucaHbl B JOrosfiHeHuMu | K HacTosiwemy
OOKYyMeHTy. Bce wu3aMeHeHusi, onmncaHHble B [OMNOSIHEHUM | K HacTodwemy
OOKYMEHTY, criefyeT paccMmaTpuBaTh B Ka4eCcTBe pacLumpeHnn peructpaumin. Bee
NHble NU3MEHEHUSI HE OOMKHbI TPAKTOBATLCHA B KA4YE€CTBE TaKOBbIX.

Ecnn OOHO wnnNM HeCKONbKO YCIOBWW, YCTAHOBIEHHbLIX B HaCTOALEM
AOMOSTHEHUN B OTHOLLUEHUN HEe3HAYMMbIX M3MeHeHun |A Tuna, He BbINOSTHAKOTCS,



Takoe M3MeHeHue [onycKaeTcs NpeacTaBuTb B KayecTBe uM3aMeHeHus |IB Tuna
("3meHeHne IB Tvna no ymon4yaHuio"), ecnu Takoe M3MEHEeHWe B HacTosALEeM
AOMOMHEHUN UM pekoMeHgauumn, CoOCTaBNeHHON B COOTBETCTBUM C MyHKTOM 1.5
HaCTOosILLEro JOKYMEHTa, He TpakTyeTcs B KayecTBe uameHeHus |l Tuna, unu ecnu
3asBUTENb HEe COYTET, YTO N3MEHEHNA MOTYT OKa3aTb 3HAYUTESNbHOE BIIUSIHUE Ha
Ka4yecTBO, 6e30MacHOCTb U 3(PPEKTUBHOCTL NIEKAPCTBEHHOIO Npenapara.

Ecnn ynonHOMOYEHHbIN opraH Npy pacCMOTPEHUM 3asiBNEHUS Ha BHECEHWE
N3MEHEHWUIN COYTET, YTO U3MEHEHME, NOAAaHHOE B KayecTBe nameHeHus IB Tuna no
YMOJSTYaHUIO, MOXET OKa3aTb 3HAYUTENbHOE BRMsIHWE Ha KavyecTBo, 6€e30MacHOCTb
nnn 3dpPEeKTUBHOCTb NEKApCTBEHHOrO Mnpernaparta, OH BrpaeBe TpeboBaTb OT
3a8BUTENA U3MEHEHUS 3asiBNEHUS Ha BHECEeHWe U3MEHEHUW U npeacTaBneHus
AOKYMEHTOB, NOATBEPXOAAKLWMNX OaHHOEe W3MEHEHWe U OTHeceHue ero K
nameHeHuo |l Tuna.

B uenax Hactosiwero AononHeHus TepMuH "npoueaypa ucnbitaHna" (test
procedure) meeT TO e 3HayeHue, 4YTo 1 "aHanuTnyeckas metoaumka" (analytical
procedure), TepmuH "npegens!” (limits) - "kputepuun npunemnemoctn” (acceptance
criteria). MNoa "napameTpom crneundurkaumn” NOHMMaETCa NoKasaTesib Ka4yecTsa, B
OTHOLLUEHUN KOTOPOro yCTaHaBAMBAKOTCA aHanuTu4eckas Metoauka u Kputepum
NpuemMnemMocTu, Hanpumep, KOSIMYECTBEHHOe ornpeaeneHne, MNOASIMHHOCTL WU
cogepxaHue Boabl. Takmm obpasom, AobaBneHne nnu UCKIYeHne napameTpa
cneunurkaumm BKNKOYaeT COOTBETCTBYIOLLYID aHaNUTUYECKYl MeToauKy W
KpUTepum npnemMnemMocTu.

Ecnn vmMmelT MeCTO HEeCKONbKO He3HayuMMbIX WM3MEHEeHun (Hanpumep,
OLHOro M TOro e mMeToAa, npoLecca UM matepuana) B OGHO U TO Xe BpeMs Unu
npwn 3HaYMMOM OBHOBIEHMN CBEAEHUIN O KAYECTBE aKTUBHON dhapmaL,eBTUYECKON
cyOCTaHUMM UM NeKapCTBEHHOro npenaparta, 3asBuTenb npu  Bblbope
Hagnexawen KrnaccuguKauMoOHHOM KaTeropum [JOMMKEeH Y4ecTb COBOKYMHOEe
BNMUSIHWE TaKUX WM3MEHEHUA Ha KayecTBO, 6e3onacHocTb U 3¢EPEKTUBHOCTL
nekapCcTBEHHOroO nNpenapara n nogatb UX COOTBETCTBYIOLWUM 06pasom.

[okymeHTbl, oBocHOBbIBalOLWMe BHeceHne wuameHeHun B un 1l TMnos,
3aBUCAT OT XapakTepa Takux N3MeHeHUN.

Ecnn wuameHeHne TpebyeT nepecmoTpa oOWEN XapaKTEPUCTUKU
NeKapCTBEHHOro npenapaTta, MapkupoBKU W (MNK) NUCTKa-BKNagbllla MakeToB
yNakoBKM flekapCTBEHHOro npenaparta (06beanHaeMblX NOHATUEM "MHGOPMaLMs
O fnekapcTBEHHOM npenapaTe") u (Mnn) HOpMaTUBHOIO AOKYMEHTA MO Ka4yecTBy,
3T0 OBCTOATENLCTBO paccMaTpuUBaETCHA KakK YaCTb Takoro M3aMeHeHus. B aTom
cnyyae OOHOBMEHHYID MH(oOpMaUUK O nekapcTBEHHOM npenaparte cnegyet
nogaBaTb Kak 4acTb JOCbe C NepeBOAOM Ha rocyapCTBEHHbIE A3bIK/ rOCyAapCTB-
YNeHOB NpW Hanu4ynMm COOTBETCTBYHOLEro TpeboBaHMA B 3aKoHOOaTerNbCTBe
rocygapCTB-4YreHoB. MakeTbl ynaKkoBKu cnepyet npenocTaBUTb
YNOSITHOMOYEHHOMY  opraHy  (3KCNepTHOW  opraHu3auummn)  pedepeHTHOro
rocygapcrsa unm rocygapcraa npu3HaHUa COOTBETCTBEHHO.

YBeoomMnATb  YNOSITHOMOYEHHbIE  OpraHbl  rocygapCTB-dneHoB 00



obGHoBneHHoun ctatbe ®apmakonen Coto3sa nnm papmakonen rocygapcraea-yneHa
He TpebyeTcs, ecnu B 4OCbE 3aperncTpMpoBaHHOIO JIEKapCTBEHHOrO npenapara
yKasaHa CcCblfika Ha akTyarnbHYyH pefakuunio. 3agaButensim crieqyet NOMHUTb, YTO
COOTBETCTBME OOHOBMEHHOW CTaTbe AOIMKHO ObiTb peanu3oBaHo B TedeHne 180
KaneHaapHbIX AHEN Co OHA ee onybnMKoBaHus.

B pasgene I HacToAwero 4ONoNHEHUs NpeacTaBieH NnepevYeHb UIBMEHEHUN,
xapakTtepHbix ansg MO n MOBA. Nocne akcnepTnabl Taknx U3mMeHeHun noboe
3aTPOHYTOE PErncTpaunoHHOE A0Cbe NoAneXuT 0OHOBNEHMIO B COOTBETCTBUN C
nogpasgenom b.V HacTodwero gononHeHus. Ecnn gokymMeHTauust 0 nnasme
YyerioBeka, MCMNoSIb30BaHHOM B Ka4eCTBE MCXOOQHOro mMaTepuana fiekapCTBEHHOro
npenapaTta, NoSlydeHHOro U3 nrasmbl, He nogaHa B kadectee M®I1, nameHeHus
TaKoro UCXOAHOro mMartepuarna, ofnMcaHHOro B pPerncTpaumMoHHOM O0Cbe, Takke
AOMKHbl 06pabaTbiBaTbCsl B COOTBETCTBUM C HACTOSILLIMM OOMOSTHEHUEM.

B oTcyTcTBMM cneumanbHbIX yKa3aHU CCbIfIKM B HACTOSLWEM LOMONHEHUN
Ha W3MEHEHUs1 PEerncTpauMoHHOro OOCbe JNEeKapCTBEHHOro npenaparta
nogpasymeBarT gobaBneHue, 3ameHy WnNu UCKN4YeHue. Ecnn nonpaBku K
permcTpaumMoHHOMY [OCbe ABNSAKTCA pPeaakUMOHHbIMU WU3MEHEHUSMU, Takue
M3MEHEHNA B LIENOM He crnegyet nogaBaTtb B BuAe OTAENbHOIO BHECEHUSA
N3MEHEeHNN, WX [JOMyCcKaeTCcAa BKMW4YaTb B OpyrMe BHECEHUA W3MEHEeHUN
COOTBETCTBYIOLLEN YaCTN PEerMcTpaLmMoHHOro 4oChe.

B Takux cnydasx B hopme 3asiBNeHusi Heobxoammo 4YeTko 0003Ha4nUTb
Takne WU3MEHEHUs!, KaK pedakuMOHHble MNpaBku, U MNpPeacTaBuUTb rapaHTUNHOE
NMCbMO, NOATBepXxaawlwee, YTo NpeacTaBneHHble pefakuWMOHHbIE MPaBKU He
BNUSAKOT Ha M3MEHeHMe Tuna Knaccudukaumm nogaHHOrO0  U3MEHEHMUS.
MpencraBnsiemble 3asiBUTENEM peaakuMOHHbIE NPAaBKU AOMNYyCKaOT UCKITOYEHNE
ycTapeBLlero wunm wun3bbITOYHOrO TeKCTa, HO He WCKNIYEeHue napamMeTpoB
cneumukaummn n onnucaHMm NPomM3BoACTBa.

A. AAMMHUCTpPATUBHbIE U3MEHEeHUA

A.1. N3ameHeHne gepxartens Heobxoan | [OKymMeHT Mpouenypa
perncTpaLmMoHHOro yaocToBepeHMs Mble bl U

yCnoBus AaHHble
a) IameHeHne HasBaHua 1 (Mnu) agpeca 1 1,3 IA HY
aepxaTenst perMcTpaunoHHOro
YAOCTOBEPEHUS
6) TpaHcdep perncTpauMoHHOro 2 1,2,3,4 IA HY
yOOCTOBEPEHMS OT OQHOrO AepKaTens
perncTpaLmMoHHOro yaoCcToBEPEHMS
APYromy puan4eckomy nuuy

YcnoBus

1. ,[1ep>KaTenb perncTpaumMoHHOro ygoctoBepeHUdA OOJIXEeH OCTaBaTbCA TEM Xe




IOPMANYECKUM JFTULOM.
2. depxaTtenb perncTpauvoHHOro Y4OCTOBEPEHUS SIBNSETCA OPYrUM HOPUANYECKUM
NMUOM.

[JoKymMeHTauus

1. Konua [oKymeHTa, BblOaHHOrO COOTBETCTBYIOLWIUM YNONHOMOYEHHBbIM OpraHoMm
CTpaHbl  perucTpauum puaudeckoro nuua gepxarens  perucrpauuoHHOro
yaoCToBepeHus (Hanpumep, Hanorosoro opraHa), B KOTOPOM yKa3aHO HavMeHOoBaHue
N agpec rpnanyYeckoro fimua HOBOro Aepxatens perMcTpaunoHHOro yaoCcToBepeHus.
2. [okymeHTbl, 0DOOCHOBbIBalOWME TpaHcdep PerucTpauMoHHOro YAOCTOBEPEHUSN
(yooctoBepeHui) WM NOATBEpXAawline  BO3MOXHOCTb  HOBOro  gepxartensd
perncTpaumMoHHOro ygoctoBepeHmsi obecnevmBaTtb Hagnexailee BbIMNOfIHEHNE BCEX
06s3aHHOCTEN AepKaTens perMcTpaumoHHOro yaocToBepeHus:;

KOMus AOKyMeHTa, noaTBepXKaatoLero TpaHcdep perMcTtpaumoHHOro yaocToBepeHns
OT OZHOr0 KPUANYECKOro NUua ApyroMy opuanyeckomy nuuy;

nepecMoTpeHHasa KpaTkasi XapaKTepucTuka cuctembl dapmMakoHagsopa unu
NnepecMoTpPEeHHbIN MacTep-gpann cUCcTeMbl (hapMakoHag3opa, €crnu OH BKIKYEH B
perncTpaumoHHoOe A0ChE;

ceBegeHnss o6 opraHmsauuu, OTBETCTBEHHOW 3a paboTy C peknamauusmn B
EBpasuninckoMm aKOHOMUYECKOM COtO3€.

3. NepecmoTpeHHaa B COOTBETCTBYOLWMX pasgenax MHopmMauus O nNekapCTBEHHOM
npenaparte, HOPMaTUBHbLIA JOKYMEHT MO KayecTBy.

4. [OKyMeHT (OOKYMEHTbl) npeacTaBfieHHble pUOUYeCcKUM JULOM, KOTOPOMY
nepefaloTcss  MOMHOMOYMA  OepxaTend  permcTtpauvoHHOro  YAOCTOBEPEHUS,
NoaATBEPXOAKOWNMA  OTCYTCTBUE WU3MEHEHMA B WHOpMaUMM O JleKapCTBEHHOM
npenapaTe, He OTHOCALLUNXCA K TpaHCepy PErMCTPaLMOHHOIO YA0OCTOBEPEHMS.

A.2. N3ameHeHne (ToproBoro) | Heobxoaum | [lokymeHT | [lpouenypa
HanMeHOBaHUS NEeKapCTBEHHOIO | ble YCroBug bl 1

npenapara AaHHble

a) JlekapcTBeHHbIE npenaparsil, 1 1,2 IA
3aperncTpMpoBaHHble B COOTBETCTBUU C HY

[MpaBunamun permctTpaumm n 3KCNepTusbl
neKapcTBEHHbIX MpenapaTtoB B paMKax
EBpasnnckoro aKOHOMMYECKOro cor3sa

0) JlekapcTBEHHbIE npenaparbl, - 2 IB
3apermcTpMpoBaHHbIe MO HaLMOHAaNbHOM
npouenype (peructpauusi TONMbKO B
pedepeHTHOM rocyaapcTBe)

YcnoBus
1. MNoaTBepXaeHne co CTOPOHbI pedepeHTHOro rocygapcTasa NPMeEMsIEMOCTU HOBOIO
HauMeHOBaHUS.

[JokymMmeHTauus
1. Konus nucbma pedepeHTHOro rocygapcraea O npuemsieMocT HOBOro (TOProBoro)
HaVMEHOBaHUA.




2. [NlepecMmoTpeHHas HpopMauusa o nekapcTtBeHHOM rnpenapare.

A.3. NameHeHne HanmeHoBaHus aktneHon | Heobxogmum | dokymeHT | [poueaypa
dapmaueBTnyeckon cybctaHuum  unu | ble ycrnoBus bl N
BCMomMoraTesnibHOro BeLlecTBa AaHHble
1,2 1,2 IA
HY

YcnoBusa

1. PapmaueBTudeckasa cybcraHums (BcnoMmoratenbHoe BeWwecTBO) HE M3MEHSAETCS.

[JokymeHTauus

1. CBnagetennbctso BO3 06 yTBepxaeHun nnm konusa nepedHs MHH. Ecnv npumeHnmo,

noaTBEPXOEHNE  TOrO,
Heknapauuns,
COOTBETCTBYET fOKyMeHTam Coto3a.

4yTO U3MeHeHue cooTBeTcTBYyeT ®apmakonee Cotosa.
YTO HaMMEHOBaHWE §EeKapCTBEHHbIX paCTUTENbHbLIX nNpenapaToB

2. nepeCMOTpeHHaﬂ VIHCbOpMaLWIFI O JIeKapCTBEHHOM Mpenaparte.

A.4. WN3meHeHMe HasBaHua un (4nu)
agpeca: npoussoauTens (Bkno4vas, ecnu
NPUMEHUMO, MNIOWAA0K MO  KOHTPOSo
kayecTBa), unu gepxarensa MOAPC, nnu
nocTaBLUMKa aKTUBHOM
drapmaueBTNYECKOMN cybcTaHumn,
MCXOAHbIX MaTepuarnoB, pPeakTUBOB Win
MPOMEXYTOYHbIX NPOAYKTOB,
MCNOJSIb3yeMbIX B NPOU3BOACTBE aKTUBHOW
hapmaueBTMYECKOM CyOCTaHuumM (ecnu
yKa3aHO B TEXHMYECKOM [JOCbe), ecnu B
perncTpaumMoHHOM [0Cbe OTCYTCTBYIOT
cepTtudukaTbl cooTBeTcTBMA Ph. Eur., nnu
npounsBoanTens HOBOIO
BCMOMOraTenbHOro  BewectBa  (ecnu
YKa3aHO B TEXHUYECKOM JOChke)

Heobxoagum
ble YCrOBUS

[oKkymeHT
bl U
AaHHble

Mpoueaypa

1 1,2,3 1A

YcnoBus

1. MNpounsBoacTBeHHaAa nnowagka M HU ogHa M3 NPOM3BOACTBEHHbLIX ornepauun He

M3MEHAETCA.

[JoKkyMmeHTauus

1. OdomumnanbHbI JOKYMEHT OT YMNOMIHOMOYEHHOro opraHa (Hanpumep, HanoroBoro
opraHa), B KOTOPOM YKa3aHO HOBOE Ha3BaHue 1 (unu) agpec.
2. [MonpaBka K COOTBETCTBYHOLLEMY pa3aerny Aocbke.

3. Mpn  n3MeHeHuu Ha3BaHuA
dapmaueBTmyeckon cybctaHuun (MPAPC

oepxartenst

MacTep-gpanna  akTUBHOW
- 06GHOBMNEHHOE "pa3pelleHne Ha goctyn".

A.5. NlameHeHne Ha3BaHna 1 (Mnu) agpeca
npon3BoanTENs NeKapCTBEHHOIO

Heobxoaum | [JOKyMeHT Mpouenypa
ble YCNoBUS bl U




npenapaTta, BKMAYad  BblMycKawoLwme AaHHble

nnowagkm mn nnowagkm no KOHTPOIo

KayecTBa

a) [OenctBus, 3a KoTopble oOTBevaer 1 1,2 IA
nponssBoguTeNb (MMMOPTEP), BKOYAOT HY
BbINYCK cepu

06) pgencTBus, 3a KOTopble OTBevaeT 1 1,2 A
npou3BOaUTESb (vnmnopTep), He

BKINKOYAIOT BbINYCK CEPUN

YcnoBusa

1. MNpounssoacTBeHHasa nnowagka, HassaHue 1 (MnNu) agpec KOTOPON N3MEHAIOTCS, U HU
OAWH 13 NPOLIECCOB NPOM3BOACTBA HE U3MEHSIOTCA.

[JokyMmeHTauus

1. Konusa wucnpaBneHHOro paspelleHns Ha npou3BOACTBO (MpYM HanmuMyuu) wnu
oduumanbHbIN -~ OKYMEHT OT COOTBETCTBYHOLLErO  YNOSTHOMOYEHHOrO  OpraHa
(Hanpumep, HaNoOroBoro opraHa), B KOTOPOM YNOMUHAETCHA HOBOE Ha3BaHuE U (UNK)
agpec.

2. Ecnn npumeHMMo, nonpaBka K COOTBETCTBYHLEMY pas3geny [OCbe, BKIYas

NepecMOTPEHHYO MHPOPMaLIMIO O NEKAPCTBEHHOM Npenapare.
A.6. NameHeHune koga ATX Heobxoaum | dokymeHT | [lpoueaypa
ble yCIoBUS bl N
JaHHble
1 1,2 A
YcnoBus
1. 'ameHeHne BcneacTeune yTBepxxageHns nnn nameHenns BO3 koga ATX.
[JoKkyMmeHTauus

1. CeupgetenbcTtBo (BO3) 06 yTBEPXAEHUM UnKn Konusa nepeyHst kogos ATX.
2. [MepecmoTpeHHasa MHpopmaLunsa o NnekapCTBEHHOM npenapare.

A.7. WckniodeHne npomusBoacTtBeHHon | Heobxogmum | JokymeHT | [poueaypa

nnowaakn (B TOM 4yucre Ona akTUBHOM | ble YCIOBUS bl N
doapmaLieBTNYECKOU cybcTaHumn, JaHHble
NPOMEXYTOYHbIX NpPO4YKTOB,

neKkapCTBEHHOro npenapara, yrnakoBLUMKa,
Npoun3BoANTENS,  OTBETCTBEHHOrO  3a
BbIMYCK CEPUN, KOHTPOSS KayecTBa cepui
WNN NOCTaBLUMKa UCXOOHOro mMartepuana,
peakTuBa nnm BCMOMOraTenbHOro
BeLLleCcTBa (ecnu ykasaHbl B JOCbE))

1,2 1,2 1A

YcnoBus
1. [JomkHO ocTatbcsl He MeHee 1 paHee 0406pPEHHON NPOM3BOACTBEHHOW MNoLWaaKu
(MpounsBoauTeENs), OCYLLUECTBAAWNX Te Xe QYyHKUMKW, 4YTO U nognexawme




ncknoveHunto. Ecnu npumeHnmo, B npeaenax Coto3a octaeTcs No MeHbLUIen mepe oauH
NPOM3BOANTENDb, OTBEYalLWMN 3a BbINYCK CEpUn, CNOCOBHLIN cepTUdULMpOoBaTh
McnbITaHWe NPoAyKTa B Lensix Bbinycka cepun B pamkax Cotrosa.

2. VcknoyeHne He [OO/MKHO OblTb CreacTBUEM  KPUTUMYECKUMX  HeOoCTaTKOB
npon3BoACTBa.

[JokymeHTauus

1. B NnyHKTE O BHOCUMbIX U3MEHEHUAX 3asBMeHUss O NPUBEAEHUN PErucTpaunoHHOro
A0Cbe B cOOTBETCTBME C TpeboBaHnsimun Cotrosa (B CONpOBOANTENBHOM NMcbMe, dhopme
3as8BlieHNA O BHECEHUU U3MEHEHWUWN, MPUNOXEHHOW K CONPOBOAUTENIBHOMY MUCbMY)
Heobxogumo  4eTko 00603HauUNTL paHee OAODpEeHHbIX W npeanaraembix
npounssoguTenen, Kak ykasaHo B pasgere 2.5 oopMbl 3asiBrieHNS.

2. [lonpaBka K cooTBeTcTBylOWeMYy(-MM) pasgeny(-am) [[OCbe,  BKIOYas
NepecMOTPEHHY0 MHOPMAaLMIO O NeKapCTBEHHOM npenapare.

A.8. WNameHeHuss patbl ayauta gna | Heobxogum | JoKymeHT Mpouenypa

Bepudunkaumm COOTBETCTBUS | ble YCIOBUS bl N
npounsBoanTeNs aKTUBHOW AaHHble
drapmaueBTNYECKOMN cybcTaHumm

npasuiiam Hagnexatiemn

l'lpOI/I3BO,EI,CTBeHHOl7I NPaKTUKn

- - IA

JokymeHTauus

MnucemeHHoe  noaTBepXaeHwe  Npov3BOAUTENd  NEeKapCTBEHHOro  npenaparta,
cogepxallee ykasaHue O BepuduKaumm COOTBETCTBUS NPOM3BOAUTENS aKTUBHOW
hapmaueBTnyeckon cybctaHumm [lpaBunam Hagnexaiwen nponsBoaCTBEHHOM
NPaKTUKN.

B. U3meHeHusAa KayecTBa

B.l. AkTuBHas chapmaueBTUYECKasa cyoCcTaHUMA

b.l.a) NMpousBoacTeo

b.l.a.1. WNameHeHne npoussoautens | Heobxogmmble | JokymeHT | [lpoueaypa

ncxogHoro  matepuana  (peakTuBa, ycnoBug bl U
NPOMEXYTOYHOro npoaykTa), AaHHble
MCNOSb3yeMoro B npovecce

npounssoacTea aKTMBHOW

hapmaueBTMyeckon cybctaHuum wunm
N3MEHeHNe Mnpon3BoanTENs akTUBHOM
drapmMaueBTU4ECKON cybcTaHumm
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(BKMOYad, ecrnv NPUMEHNMO, NroLLaaKu
MO KOHTPOMK Ka4vecTBa) aKTUBHOW
dhapmaueBTnyeckon cybctaHummn, ecnum
B PErMCcTpaumoHHOM A0Cbe OTCYTCTBYET
cepTtudukaT COOTBETCTBUSA
EBponenckon ®apmakonee.

a) npegnaraemblin  Npou3BoaMuTENb
npuHagnexuT K TOW xe
dpapmaueBTMYECKON rpynne, 4To U
0406peHHbIV Npon3BoanTENb

1,2,3

1, 2,3, 4,
56,7

A
HY

6) BHeceHWe HOBOro npou3BoauTEnNs
aKTUBHOM hapmavreBTMYECKON
cybcTtaHumm, obocHoBaHHOM MPADC

B) npeanaraemblin  NPOU3BOAUTESb
Mcrnonb3yeT  pes3ko  OTNnvarLwmimncs
cnoco® cuMHTE3a  unM  yCrioBus
NPOn3BOACTBA, KoTopble MoryT
N3MEHUTb BaXHble nokasaTenu
KayecTBa aKTUBHOM
dhapmavneBTMYECKON CybCcTaHunn, Takme
Kak Ka4eCTBEHHbIN n (nnn)
KONMUYeCTBEHHbIN Npochunb npumecen,
Tpebytowmni KBanukaumm, nnm
PU3NKO-XMUNYECKME CBOMNCTBA,
BNusiroLMe Ha 6MOJOCTYNMHOCTb

r) HOBbIN MpoOW3BOAUTENb MaTepuana,
TpebytoLiero OLIEHKM BUPYCHOM
B©esonacHocTu 1 (unn) pucka

a) N3MeHeHne 3aTparnBaeTt
BGuonorn4eckyto aKTVBHYO
dapmaueBTMYECKYO CYOCTaHUMIO UK
NCXOAOHbIN maTtepuan (peaktus,
MPOMEXYTOYHbIV NPOAYKT),
NCNONb3YKLWMIACA B NPOM3BOACTBE
Bronormyeckoro (MMMYHOSTOrM4YEeCKoro)
rlekapCTBEHHOro npenapaTta

€) W3MeHeHue nopsaka KOHTPOSis
KayecTBa aKTUBHOMN
drapmMaueBTUYECKOM cybcTaHumm:
CMeHa unu gobasneHne nnowagku, Ha
KOTOPOW OCYLLECTBMNAETCSA KOHTPOISib
(ncnbiTaHne) cepuin

2,4

1,5

)K) BHECEHME HOBOIO MNpoun3BOONTENA




aKTUBHOM hapmavreBTMYECKOn
cybcTtaHumm, He mmetowen MOPADC un
TpebytoLlen CYLLEeCTBEHHOro
0BOHOBNEHMS COOTBETCTBYIOLLEIO
pasgena nocbe no aKTMBHOW
drapmaueBTMYECKON cybCTaHLmn

3) BKITtOYEHUEe anbTepHaTUBHOW - 1,2, 4,5, IB
nnowankm no crepunmsaumm akTMBHOMU 8
dapmaueBTMyeckon cybctaHumm C
ncnonb3oBaHnem metoga ®apmakoneun
Coto3a

N) BHECeHWe HOBOW niowaakm no 2,5 1,4,5,6 A
MUKPOHM3aLMUK

K)  M3MEHeHud cornatwleHum no - - Il
NCMbITAHUAM MO KOHTPOSIO KadecTsBa
Buonornyeckomn aKTUBHOW
drapmaueBTNYECKOMN cybcTaHumm:
3aMeHa Unn BKIToYeHue nrowaaKkuy, Ha
KOTOPOW OCYLLECTBMNHAETCH KOHTPOSib
(ncnbiTaHms) cepun, BKItOYas
ovonormyecknn - (MMMYHOMNOTNYECKUN,
NMMYHO-XUMNYECKUIN) METOS,

1) HoBas nfowagka Mo XpaHEeHuto - 1,5 B
rmaBHoro 6aHka KrneTok u (unun) pabo4mx
B©aHKOB KNeToK

YcnoBus

1.  Cneuuduvkaumm  UCXOOHbIX  MaTepuanoB M peakTMBOB  (BKMo4as
BHYTPUNPON3BOACTBEHHbIE  KOHTPONW, METOAbl aHanmMsa BCeX MaTepuarnos)
NOEHTUYHDI paHee 0406pEHHbIM. Cneumndumkaumnm (BkMtovas

BHYTPUNPOU3BOACTBEHHbIN KOHTPOMb, METOAbI aHanmsa Bcex matepuanos), cnocobbl
npuroToBreHna (BkNwYas pasmep cepun) U nogpobHbIM  cnocob cuHTesa
NPOMEXYTOYHbIX MPOAYKTOB M aKTUBHbIX (hapMaueBTUYECKNX CyOCTaHUMN MOEHTUYHDI
paHee 0406pPEHHbIM.

2. AxtMBHas apmaueBTUYECKas CcyOCTaHUMss He sBndeTcs ©Buonornyeckomn
(MMMYHONOrMYeCcKon) NnNn CTePUbHON.

3. Ecnu B npouecce npou3BoACTBa UCMOSMb3YOTCA MaTtepuarnbl YernoBevyeckoro unm
XXVUBOTHOIO NPOMUCXOXAEHWSA, NMPON3BOOUTENb HE MUCNOMb3yeT HOBOro MocTaBLUMKa, B
OTHOLUEHUN KOoToporo TpebyeTcs oueHka BUMPYCHOW 6e30MacHOCTU U COOTBETCTBUE
dapmakonee Cow3a N0 MUHMMMU3ALMM puUCKa nepedadn areHToB rybuyatomn
3HUedanonaTum >XMUBOTHbIX MOCPEACTBOM  JEKapCTBEHHbLIX MpenapaToB ANs
MEeANLMHCKOro U BETEPUHAPHOIo NMPUMEHEHUS.

4. TpaHcgep MeToda CO CTapon Ha HOBYIO MIOLWaAKy NPOn3BeaeH YCMeLLHO.

5. Cneundumkauma Ha pasmep 4acTuy akTUBHOM dhapMaueBTUYECKOW CyOCTaHUUKM U




COOTBeTCTByI-OLLI,VIIZ aHaNUTUYECKNN MEeTo HE U3MEHSIOTCA.

[JoKymMeHTauus

1. Ecnn npumeHnMo, nonpaeka K coOOoTBeTCTBYOWEMY(-UM) pasgeny(-am) gocbe.

2. [exknapauusa pepxatens pernctpauuoHHOro YAOCTOBEPEHUS WNU aepxaTens
M®ADC cooTBETCTBEHHO, YTO NpoLeaypbl KOHTPOSA KavYecTBa cnocoba cuHTesa (Unu
ANS  NeKapCTBEHHbIX pacTUTENbHbIX MpenapatoB (COOTBETCTBEHHO): MeToda
NPUroTOBNEHUs, reorpau4eckoro  UCTOYHMKA, MPOU3BOACTBA  PacCTUTENbHOW
dapmaueBTMyeckon cybcTaHuMm u npouecca npous3BoAcCTBa) M cheumndukaumnm
aKTMBHOM (papmaueBTUYecKkon cybcTaHUMM M UCXOOHOro Martepuana (peaktuBa,
NPOMEXYTOYHOro NpoayKTa) B Npouecce NponsBoaCcTBa akTUBHOW (hapMaueBTUYECKOM
cybcTaHumm (ecnu NPUMEHMMO) HE OTNNYaOTCA OT paHee 04006pEHHbIX.

3. Jlnbo ceptucpmkat coorsetcTeuss EBponerickon ®apmakonee no D gna nwboro
HOBOrO WCTOYHMKA MaTepuana, nmbo (ecnu nNpPUMEHUMO) AOKyMeHTanbHOe
noaATBepXOeHWe TOro, YTO MCTOYHMK MaTepuarna, noaBepXeHHbl pucky 9, paHee
nceneposarsncs ynonHOMOYEHHbIM OpraHoM; 1 BbINo NOATBEPXKAEHO €ro COOTBETCTBME
dapmakonee Cow3a N0 MUHMMMU3ALMM puUCKa nepedadn areHToB rybuyatom
9HUedanonaTuM >KMBOTHbLIX MOCPEACTBOM NEeKapCTBEHHbIX npenapaToB  Ans
MEOULUMHCKOrO U BeTepuHapHoro npumeHeHus. Heobxogumo npencraBuTb
cnegywouime cBeeHus: Ha3BaHWe NPOU3BOANTENS; BUA XKMBOTHbIX U TKAHWU, N3 KOTOPbIX
NofnyyYyeH Martepuan; cTpaHa MPOUCXOXOEHUA >XUBOTHbIX, €ro MWCMNofb30BaHME U
NPUEMSIEMOCTb B MPOLLSIOM.

4. laHHble aHanun3a cepun (B popmaTte cpaBHUTENbHOW Tabnvubl) N0 MEHbLUEN Mepe
AByX cepun (N0 MEHbLEN  Mepe,  OMbITHO-MPOMbBILWMEHHbIX)  aKTUBHOM
dapmaueBTMYECKONn CybCTaHUuMM OT TeKywMx W npeanaraembiX Npov3BOAUTENEN
(nnowagok).

5. B nyHKTEe O BHOCUMMBbIX U3MEHEHUSAX 3asiBNIEHUS O NMPUBEAEHUU PerncTpauMOHHOro
Aocbe B COOTBETCTBME C TpeboBaHMsasmu Coto3a (B CONPOBOANTESNTBHOM NUCbME, hopme
3as1BNEeHNS O BHECEHUU U3MEHEHUN, MPUMOXKEHHON K CONpOBOAUTENBHOMY MUCbMY)
HeobxoaMmMo  4eTko 0003HauYnTb paHee OOO0OpeHHbIX W npeanaraemblX
Npou3BOaUTESNEN, KaK YKa3aHO B pasgerne 2.5 opMbl 3a8BIIEHUS.

6. Ecnun aktmBHast dapmaueBTMYecKasi CyOCTaHUMS WMCMNonb3yeTcsi B KavecTBe
MCXOOQHOro Martepuana, geknapauusi ynosIHOMOYEHHOro nuua Kaxaoro gepxartens
NNUEH3NN Ha MPOU3BOACTBO, YKa3aHHOro B 3adBNEHUMU, U YMNOSTHOMOYEHHOro nuua
Ka)kgoro gepxatens nuueH3nm Ha Nnpon3BoaCcTBO, yKa3aHHOMO B 3asiBfIEHUM B Ka4YecTBe
OTBETCTBEHHOr0 3a BbINyCcK cepuin. B pgeknapauusax Heobxogammo ykasaTb, 4TO
Npoun3BoANTENbL(M) akKTUBHOW (papmaueBTUYecKon CcybCTaHuMK, YKa3aHHbIn(e) B
3adBeHNN, OCYLLECTBSAET(IOT) CBOKO AeATENbHOCTb B COOTBETCTBMU C [lpaBunamu
Hagnexawen npousBoACTBEHHON nMpakTukn Cow3a B OTHOLEHUM UCXOOHbIX
maTtepuanoB. lNpu onpegeneHHbix 06CTOATENLCTBAX AONyckaeTca npeacrtaBnAaTb 1
aeknapauuio (cMm. npymeyaHme K nsmeHeHuno b.11.6.1).

7. O6s3aTensCcTBO (npwm HeobxoanmMocTn) npoussoanTensd aKTUBHOM
dapmaueBTMYEeCKOn cybeTaHumMM onoBelwaTb aepxatens PY o nobbix M3MeHeHusIxX
npouecca Mpou3BOACTBA, cneuyupukaumm v aHanuTUyeckux MeTOAMK aKTUBHOW
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dapmaneBTMYECKON cybCcTaHUumN.

8. T[lloaTBepxageHue TOro, 4YTO npegnaraemas nnowiagka AoMKHbIM obpasom
nuueHsnpoBaHa B  OTHOLWEHWM paccMaTpUBaEMOW  JIEKAPCTBEHHOW  (PopMbl,
NeKapCTBEHHOIO Npenapara uim npon3BoL4CTBEHHOW onepauumu.

b.l.a.2. N3meHeHnsa npouecca | Heobxoanmbie | [lokymeHT | [lpoueaypa
npoun3BoaCcTBa aKTUBHOM ycnoBus bl N
drapmaueBTMYECKON cybCTaHLmn JaHHble

a) HecyLleCcTBEeHHoe nameHenue | 1, 2, 3, 4, 5, 6, 1,2,3 IA
npouecca nNpPoOM3BOACTBA  aKTUBHOW 7

dapmaueBTMYECKON cybCTaHLmn

0) 3Ha4YnTENBHOE N3MEHEHME npoLiecca - - 1
npon3soacTea aKTUBHOMN
drapmaueBTNYECKOMN cybeTaHumm,
KOTOpOEe MOXET oKa3aTb CyLeCTBEHHOEe
BNMUSIHWE Ha KayecTBO, 6e3onacHoOCTb
U 3PPEeKTUBHOCTb NEKAPCTBEHHOIO
npenapara

B) N3MEHeHne 3aTparmsaet - - Il
Ononormyeckyto  (MMMYHONOMMYECKYHO)
cybcTaHuMo UM Mcnonb3oBaHue
ApYyroro BeLLecTsa, Nofy4eHHOro nyTem
XMUMUNYECKOTO CUHTEe3a, npwu
npoun3soacTBe BGuonornyeckoro
(MMMYHONOIrMYECKOro) feKapCcTBEHHOIO
npenapara, KOTOPOe MOXEeT oOKa3aTb
CYLEeCTBEHHOE BNUSHME Ha KadecTso,
6e3onacHoCTb UM  3PPEKTUBHOCTb
nekapcTBEeHHOro npenapata U He
CBSI3aHO C MPOTOKOJIOM

r) N3MEHeHne 3atparnBaeT - - Il
neKkapcTBEHHbIN pacTUTENbHbIN
npenapart, a UMeHHO reorpaduyeckmm
MCTOYHMK, cnoco® npomsBoacTBa MNu
NPUroToBIIEHNSA

a) HecyLleCTBEeHHoe N3MeHeHune - 1,2,3,4 IB
3akpbiTon Yyactu MOADC

YcnoBus

1. HexenatenbHoe W3MeEHEHWE KadeCTBEHHOrO WIIM KONMMYECTBEHHOro npoduns
npumMecen Unn PU3NKO-XMMmMYeCKnx CBONCTB OTCYTCTBYET.

2. Cnocob cuHTe3a ocTaeTcd TEM Xe, T.€. MPOMEXYTOYHbIE NPOAYKTbl HE U3MEHSIOTCSA
M B NPOLECC HE BBOASATCA HOBble peakTUBbl, KaTanu3aTopbl UM pPacTBOPUTESW.
"eorpadmMyecknin - UICTOYHUK, MPUrOTOBIIEHNE PACTUTENBHOIMO Cbipbs U Cnocob
NPON3BOACTBA JIEKAPCTBEHHbIX PACTUTESIbHbLIX MPENapaToB HE N3MEHSIOTCS.




3. Cneumndukaumm akTmBHOM drapmaueBTUYECKOW CyOCTaHUMM M NPOMEXYTOYHbIX
NPOLYKTOB HE U3MEHSIOTCA.

4. NIaMeHeHne NOMHOCTbID OMNUCbIBAETCS B OTKPbITOM 4Yactu (4actu "saasutens”
M®OADC (ecnv NPUMEHUMO).

5. AktmBHas dapmaueBTMyeckass cybctaHuMss He gaBnsetca  Guonorndeckomn
(nmmyHORnornyeckomn) cybctaHumnen.

6. I3meHeHune He 3aTparmBaeT reorpadmn4eckm NCTOYHUK, CNOCOd Npon3BoaCTBa UNK
NPUroTOBIIEHNA NIEKAPCTBEHHOIO PacTUTENbLHOIo npenapara.

7. \ameHeHune He 3aTparueaeT 3akpblTon Yactn MOADC.

[JokymeHTauus

1. lNonpaBka Kk cooTBeTCcTBYyOWEMY(-UM) pasgeny(-am) [ocbe, BKAYaa npsmoe
CpaBHEHME TeKyLLero 1 HOBOro NPoLEeCccoB.

2. [laHHble aHanusa cepuin (B dopmaTe CpaBHUTENBbHON Tabnuubl) N0 MEHbLUEN Mepe
2 cepuin (MO MeHbLLEN Mepe, ONbITHO-MPOMbILLIIEHHbIX), MPON3BEAEHHbBIX C MOMOLLbIO
ofobpeHHOro 1 npeanaraemoro npoLeccos.

3. Konuun yTBep>KAEHHbIX cneumduKkaunum akTuBHOM hapmMmaueBTUYeckon cybcTaHumm.
4. [eknapauus pepxatens perucTpaumoHHOro YAOCTOBEPEHUS WU AepaTens
MOADC COOTBETCTBEHHO, YTO W3MEHEHMEe KayeCTBEHHOrO0 W KONUYECTBEHHOIO
npoduns npumecen nnm Pusmko-XMMmM4eCcKnx CBOUCTB OTCYTCTBYET, CNocob cuHTesa,
cneundukaumm akTMBHOW papmaueBTUYECKOM CyOCTaHUMM W NPOMEXYTOYHbIX
NPOAYKTOB HE N3MEHSAIOTCS.

Mpumeyan |[llog 3HaYMTENbHBIMU U3MEHEHUSIMU aKTMBHbIX apmaueBTUYECKMX
ne cybcTaHumm, NOMyYeHHbIX nyTem XMMNYECKOro CUHTE3a,
nogpasymeBaloTCs U3MEHEHUA cnocoba CuHTE3a Wnu  YCroBui
NpPoOM3BOACTBA, KOTOPblE CNOCOOHbI M3MEHUTb BaXHble MNoKasaTenu
KayecTBa aKTMBHOW (papmMaueBTUYEeCKON CyObCTaHUMKW, Takne Kak
KQYeCTBEHHbIN W  (MNKN) KOMWYECTBEHHBIN Npodunb NpUMeEcen,
Tpebyowmn  kBanudukaunumn, wunn  QOU3NKO-XMMNYECKMEe CBOWNCTBA,
BNusoLMe Ha BMOJOCTYMHOCTD.

b.l.a.3. W3meHeHne pasmepa cepun | Heobxogumble | JokymeHT | [Mpouenypa

(BkNOYasa AnanasoHbl pasMmepa cepun) ycnosus bl N
aKTUBHOMN doapmaLeBTNYECKON AaHHble
cybCTaHUMM UM NPOMEXYTOYHOro

npoaykTa, NCMNOSIb3yemMoro

B npouecce MNpou3BOACTBaA aKTUBHOW
drapmaueBTMYECKON cybCcTaHLmn

a) ysenuyeHne pasmepa cepum BnnoTb | 1, 2, 3, 4, 5, 6, 1,2,5 1A
npo 10 pas no cpaBHEHUO C 7,8
3aperncTpmpoBaHHbIM pasMmepom

0) 10-kpaTHOE pa3yKpyrnHEHne 1,2,3,4,5 1,2,5 IA

B) u3MeHeHue TpebyeT aHanusa - - Il
COMoCTaBMMOCTU BGuonornyeckomn
(MMMyHONOrMyeckom) aKTUBHOW




dapmaueBTMYEeCKon cybCcTaHumm

r) yBenuyeHne pasmepa cepum 6onee - 1,2,3,4 B
10 pas no CPaBHEHMIO C
3aperncTpMpoBaHHbIM pa3mMepom

a) yBenumyeHue (ymeHbLueHune) - 1,2,3,4 IB
mMacwTaba Npon3BoACTBa
Buornoruyeckon  (MMMYHOMOrMYECKOWN)
aKTUBHOM hapmavreBTMYECKOn
cybcTaHumm 6e3 namMeHeHus npouecca
npon3BoAcCTBa (Hanpumep,
AybénnpoBaHme NNHUK)

YcnoBusa

1. Bce M3MeHeHna MeTO4OB MPOM3BOACTBA 3aTparMBaloT Nub Heobxogumble AONis
YKPYNHEHUS UNWN pasyKpynHEeHUs, Hanpumep, Ucrnonb3oBaHne obopyaoBaHue opyroro
pa3mepa.

2. Heobxoanmo npencraBuTb pesynbTaTbl UCMbITAHUA COrfacHo cneumdunkaumam He
MeHee 2 cepun npegnaraemMoro pasmepa cepun.

3. PaccmaTtpuBaembil NieKapCTBEHHbIA MpenapaT He sABnseTca 6uonorndeckum
(MMMYHONOrMYeCKNM) NIEKapCTBEHHbLIM NpenapaTomMm.

4. N3MeHeHWe He BnusSeT HexenaTenbHbIM 00pasoM Ha BOCMPOM3BOAMMOCTb
npouecca.

5. NameHeHne He OOMKHO BbiTb cnegcTBUEM HenpeaBUOEHHbIX CUTYaLUNN, BO3HUKLLNX
B X04€e Npou3BOACTBa, UM HapyLUEHUSA CTabnnbHOCTH.

6. Cneundukauymm aktmBHOM papmaueBTUYECKOM cybcTaHuum (MPOMEXYTOUHbIX
NPOAYKTOB) HE N3MEHSIOTCS.

7. AkTMBHas hapmaueBTUdeckas cybcTtaHUmnA He ABMSETCA CTEPUITbHOMN.

8. Pasmep cepumn Haxoosatcs B npepernie 10-kpaTHOro AwanasoHa pasmepa cepum,
NpegyCMOTPEHHOrO MpU pernctTpauum unu nocre nocnenyrwero U3MeHeHusl, He
asngasLlerocsa nameHeHvewm IA Tuna.

[JoKkyMmeHTauus

1. MNMonpaBka Kk cooTBeTCTBYOLEMY(-MM) pasgeny(-am) gocbe.

2. Homepa cepui ncnbiTaHHbIX CEPUA UMEIOT Npeasiaraembli pasmep Cepumn.

3. [laHHble aHanusa cepuin (B dopmaTe CpaBHUTENbHON Tabnuubl) N0 MEHbLUEN Mepe
OAHOW MPOMBILIIIEHHON Cepun akTUBHOM papMaueBTUYECKOM CyOCTaHUMM Unn
NPOMEXYTOYHOro MpoAyKTa COOTBETCTBEHHO, NPOU3BEAEHHOW B YTBEPXOEHHOM U
npegnaraemom pasmepe. [lo 3anpocy Heobxoaumo npeacTaBUTb AdaHHblE MO
cnegylowmm AByM NOSMHBIM NPOMBbILLNIEHHBIM CEPUAM; AepxaTenb 0653aH coobLWmnTb,
ecnu pesynbTaTbl aHanMs3a He yKaablBaoTcs B cneumngukaumio u npeasioxknTsb nnax
OencTBuUn.

4. Konun ogobpeHHbIX cneundukaunn aktmeHom apmaueBTudeckon cybctaHumm (1
MPOMEXYTOYHbIX MPOAYKTOB, €CIN MPUMEHUMO).

5. [Heknapauusa pepxatens pernctpauuoHHOro YAOCTOBEPEHUS WNU  AepxaTens
M®ADC cOOTBETCTBEHHO, YTO BCE M3MEHEHUS METOL0B NPOM3BOACTBA 3aTparnBaroT




nnWb HeobxoaMMmble 4K YKPYMHEHUS UNW pa3yKpyNHEHUS, HanpuMmep, MCNOoNb30BaHMe
obopyaoBaHue Opyroro pasmepa; U3MeHeHue He BNUSeT HexenaTenbHbiM 06pa3omM Ha
BOCMPOM3BOAMMOCTb  MpoLecca; W3MEeHeHMe He  gBnseTcd  crneacTtBuem
HenpeaBWOEHHbIX CUTyauuln, BO3HWUKLLIMX B Xo4e NPOW3BOACTBA, WM HapyLUEeHWUs
ctabunbHoCTN;  cneumdukaumMm  akTMBHOW  bapmaueBTUYECKOW  cybcTaHuum
(MPOMEXYTOYHbIX NPOAYKTOB) HE N3MEHSIOTCS.

b.l.a4. N3meHeHne | Heobxoaumble | [JOKyMEHT Mpouenypa
BHYTPUNPON3BOACTBEHHbIX UCMbITAHUN yCnoBwus bl U
nnn Kputepmes npUemMmnemMocTn, AaHHble
NCMONb3YHLWMXCA MpU NPOU3BOACTBE
aKTUBHOM hapmavreBTMYECKON
cybcTaHumm

a) Y)KECTOYEHNE 1,2,3,4 1,2 A
BHYTPUNPON3BOACTBEHHbIX KpUTEpMEB
npuemMnemMocTm

0) pobasneHue HOBbIX 1,2,5,6 1,2, 3,4, A
BHYTPUNPON3BOACTBEHHbIX WCMNbITAHUN 6
NN KPUTEPUEB NPUEMITEMOCTH

B) WUCKNoYeHne He3Ha4YMmoro 1,2, 7 1,2,5 IA
BHYTPUNPON3BOACTBEHHOIO UCMbITAHUS

r) pacwunpeHune 0406pEHHbIX - - Il
BHYTPUMNPON3BOACTBEHHbIX KPUTEPUEB
npuemMnemMocTu, KOTOopble MoryT
CYLLECTBEHHO NOBJIATH Ha COBOKYIMHOE
KayecTBO aKTMBHOW
dapmaLeBTMYECKON cybCTaHLmMn

a) NCKIIOYEeHne - - Il
BHYTPUMNPON3BOACTBEHHOIO
NCnblTaHWUS, KOTopoe MOXeT
CYLLLECTBEHHO MOBMNUATb HA COBOKYMHOE
KayecTBo aKTUBHOMN
drapmaueBTMYECKON cybCcTaHLmn

e) pobasneHune nunm 3amMeHa - 1,2, 3,4, IB
BHYTPUNPON3BOACTBEHHOIO UCMbITAHUSA 6
n3 coobpaxeHnn 6e3onacHOCTU WK
KayecTBa

YcnoBus

1. VIameHeHne He aBnsaeTca cneacTtBueM Kakoro-nmbo obasaTtenbcrsa, NPUHATONO Mo
pe3ynbTaTtaM paHee npPOBEAEHHbIX 3KCNepTu3 C LUerbio aHanmsa Kputepues
npuemMriemMocTu cneuudukauum (Hanpumep, B Xo4e perucrpauum Wnu BHECEHUS
n3ameHeHun Il Tuna).

2. NameHeHne He gABnseTcA cneacTBMeM HernpeaBUOEHHbIX CUTyauuil, BO3HUKLLMX B
Xoe npou3BoACcTBa, HaNpMMep, HoBas HeKBanNMMUUUpoBaHHas NPUMeCh, USMEHEHUE




npegenoB cogepXXaHna CyMmbl NpUMecen.

3. JTtoboe n3ameHeHne OOMKHO yknaabliBaTbCs B Anana3oH AeNCTBYHOLWMX 0406pEHHbIX
Kputepues nNpuemMmnemMocTu.

4. AHanuTnyeckas MeToamka He U3MEHSAETCS NN U3MEHSETCA HE3HAYUTENBbHO.

5. Hn oguH HOBbIN MeTOA4 WUCMNbITAHUA HEe OCHOBAH Ha HOBOW HecTaHOapTHOW
MEeTOA0SIOMMN U CTaHAapPTHOM METOAO0SIOMMN, UCNONb3YEMOM NO-HOBOMY.

6. HoBbIM MeTOo4 UCObITaHUA He sBRdeTcss GUoNormvyeckumMm (MMMYHOSOMMYECKUM,
NMMYHOXMMWYECKNM) U METOAOM, B KOTOPOM UCMOMb3YyeTcs BMONornyecknin peaktns
Ans BMonorn4yeckon akTMeHon bapmaueBTU4ecKon cybctaHumMm (3a WCKNIYEHNEM
CTaHOapTHbIX ddapMakonenHbiX MUKPOBNONOrM4ecknx MeToaos).

7. MapameTp cneundukaunmm He 3aTparMBaeT KPUTUYECKUA MapameTp, Hanpumep,
nobon n3 cnefylowmx: KONUYECTBEHHOE onpeaeneHne, npumecn (ecnm TOmbKo
onpeaeneHHbl  pacTBOpUTENb OAHO3HAYHO HE WUCMNONb3yeTcs B MNPOU3BOLCTBE
aKTUBHOM apmaueBTnyeckon cybctaHuum), nwbaa kputmyeckaa dusndeckas
XapakTepucTuka, Hanpumep, pasmep 4acTuy, HacbiNHasi NAOTHOCTb OO W nocne
YNSIOTHEHNA, UCMbITaHWE Ha MNOAMMHHOCTb, BOAa, fNOOOM 3anpoc Ha W3MEHEHWe
4YaCTOTbl UCMbITAHUMN.

HokymeHTauus

1. MNonpaBka Kk cooTBeTCTBYOLWEMY(-MM) pasgeny(-am) gocbe.

2. CpaBHuTenbHas Tabnuua Tekywmx u npeaniaraeMblX BHYTPUNPOU3BOACTBEHHbIX
NCNbITaHUN.

3. lNogpobHoe onucaHne HOBOW HedapMaKkonemHoM aHanuTUYeCKon METOOUKN U
AaHHble Mo Banugauumn (B COOTBETCTBYHOLLMX Cryvasix).

4. [aHHble aHanu3a OBYX NPOMbILWIEHHbLIX Cepun (ans GMonornvyecknx akTUBHbIX
dapmMaueBTMYECKMX CyOCTaHUMN, B OTCYTCTBME [OSMKHbIX OOOCHOBaHWNW, - TpU
NPOMBbILLSIEHHbIE CEpUM) aKTMBHOM (papmaueBTUYECcKon CcybCcTaHUuuMM MO BCEM
napameTpam creuyudunkaumn.

5. O6ocHoBaHMe (OLUEHKa PUCKOB) CO CTOPOHbI AepXaTensa perucTpaLyoHHOro
yaoctoBepeHna mnun gepxarend MOADPC cooTBETCTBEHHO, MOATBEPXAAOLNE, YTO
BHYTPUNPON3BOACTBEHHbIE NapamMeTpbl ABNATCA HE3HAYNUMbIMU UMW YCTapEBLUUMN.
6. O6ocHoBaHWe co cTopoHbl AepxaTtens PY unu gepxatens MOADC cooTBETCTBEHHO
HOBbIX BHYTPUNPON3BOACTBEHHbIX UCMbITAHUN M NPEeAENoB.

b.l.a.5. N3meHeHne akTuBHOM | Heobxognmble | [JokymeHT Mpouenypa
drapmaueBTNYECKOM cybcTaHumm yCnoBus bl U

CEe30HHOW, npernaHgeMU4eckon  Unu JaHHble
naHaeMn4eckomn BaKLMHbI ans

NpOodUIaKTUKM rpunna

a) 3ameHa wTamma(-oB) Ce30HHOW, | - - Il
npenaHaeMnyeckon nnu
naH4eMUYEeCcKom BaKLMHbI ans
NpodUIaKTUKM rpunna




B6.1.6) KoHTponb KayecTBa akTUBHOM (hapmaueBTUYECKOU CyOCcTaHLuum

b.1.6.1. N3meHeHne napameTpoB | Heobxogum | [JOKyMeEHTbI Mpouenypa
cneundukaumm un  (ANKn) KpUTEPUEB | ble YCIOBUA | W OaHHble
NPUEMSIEMOCTH aKTUBHOM

dapmMaueBTNYECKOM cybcTaHumm,

NCXOAQHOro mMatepuana

(NMpomexyTo4yHoro npoaykTa,

peakTua), UCNOSIb3yEMbIX B NnpoLecce

npounssoacTea aKTUBHOMN

dapmaueBTMYEeCKon cybCcTaHUmmn

a) y)KECTO4YEHne Kputepmes 1,2,3,4 1,2 IA
npuemMnemMocTm cneundmkaumnm HY
neKapcTBEHHbIX npenapaTos,

nognexalimx BbIMYCKYy cepun

odmumanbHbIM KOHTPOJTbHLIM OPraHoMm

0) yXXecToveHune Kputepuen 1,2,3,4 1,2 A
npuemMnemMocTu cneumdunkaymnm

B) pobasneHne B cneuucukaumwo | 1,2,5,6,7 | 1,2,3,4,7 A
HOBOro napameTpa "

COOTBETCTBYIOLLEIO emy MeToaa

NcnbiTaHUA

r) UCKNOYeHne He3Ha4YnTerbHOro 1,2,8 1,2,6 IA

napameTpa crneundukauum (Hanpumep,
UCKIKOYEHMe ycTapeBLIEero napameTpa)

a) NCKNIOYEHNe napameTpa
cneundukaumm, KOTOpbIN MOXeT
CYLLLECTBEHHO MOBMNUATb HA COBOKYMHOE
KayecTBO AKTUBHOM
hapmaueBTMyeckon  cybectaHuum  um
(Mnwn) nekapCcTBEHHOro NpenapaTa

€)  W3MEHeHue, BbIXxogsdlwlee  3a

ofobpeHHbIn  AnanasoH  KpuUTepueB

npuemMnemMocTun cneumukaumnm

aKTMBHOW drapmMaueBTUYECKON

cybcTaHumm

X) pacLupeHue 0000pEeHHbIX - - Il
KpuTepmen npuemMnemMmocTu

cneyndgukaumm Ha ncxogHble

mMaTtepuanol (MpoMeEXyTOYHbIE

NPOAYKTbI), KOTOopble MOryT

CyLLeCTBEHHO NOBJIMATb HA COBOKYIMNMHOE




KayeCcTBO aKTMBHOW
dapmaueBTmyeckon cybectaHuum  um
(Mnwn) nekapCTBEHHOro NpenapaTa

3) nobasneHne unu 3ameHa (Uckno4vas - 1,2,3,4,5, IB
BMOMOrNYEeCKyto 1 MMMYHONOMNYECKYHO 7

cybCcTaHumIo) napameTpa

cneundukaumm mn COOTBETCTBYHOLLEIO

emy meToda ncnbITaHUA n3

coobpaxeHun  6esonacHocTM  uUnu

KayecTBa

n) ecnu Ha aKTUBHYHO - 1,2,3,4,5, IB
drapmMaueBTUYECKYIO cybcTaHumo 7

OoTCyTCTBYyeT cTatba  dapmakoneu
Cotoza unn chbapmakonen rocygapcraa-
yneHa, U3MeHeHne  COBCTBEHHbIX
AaHHbIX cneunMdukauum Ha OaHHble
HeodMumanbHOM dapmakonen unu
dapmMakoneun TpeTben CTPaHbI

YcnoBus

1. VIameHeHne He gaBnseTca cnegcrevem noboro obssaTenbcTBa, NPUHATOrO Mo
pesynbTataM paHee MNpOBeAEHHbIX 3KCNEPTU3 C LUenbk MnepecMmoTpa Kputepues
npuemMnemMocTu crneundukaumm (Hanpumep, B Xoge perucrpaumm JiekapCTBEHHOro
npenapaTta unu BHECEHUN n3MeHeHun Il Tuna).

2 VIameHeHne He aBnNgAeTCsa CreacTBMEM HernpeaBUAEHHbIX CUTyauuin, BO3SHUKLUUX B
Xo4e Npoun3BoaCcTBa, Hanpuvep, HOBOW HekBanMUUUPOBaHHOW NPUMECH, U3MEHEHUS
npeaesnioB coaep)XaHus CyMMbl NpUMecen.

3. Jlloboe u3MeHeHMe AOMKHO YyKnaablBaTbCA B AManasoH TeKywMX OA0OpeHHbIX
Kputepues nNpuemMnemMocTu.

4. AHanuTnyeckas MeToamka He U3MEHSAETCH NN U3MEHSETCA He3HaYUTENbHO.

5. HnW oguH HOBbIN MeToA WUCNbITAHUA He OCHOBAH Ha HOBOW HecTaHOapTHOW
MeToLOMNOrMn UNn CTaHgapTHON METOAO0NOMKU, UCNOMb3yEeMOM NO-HOBOMY.

6. HoBbIM MeTOA4 UCMbITaHUA He SABnseTcs Oumonorndyecknm (MMMYHOMOTMYECKUM,
NMMYHOXUMWYECKNM) U METOAOM, B KOTOPOM UCMOMb3YyeTcs OMONOrniyecknin peaktns
ans 6Guonornvyeckon akTMBHOW dpapmMaleBTUYECKON cyObCcTaHuMM (3a MCKITOYEHMEM
CTaHgapTHbIX dapMakonenHbiX MUKPOBNONOrM4ecknux MeToaos).

7. NlameHeHne noboro matepuana He 3aTparMBaeT reHOTOKCUYHYHK npumech. Ecnu
BOBIieYeHa aKkTMBHasa hapMaLeBTMYeckas CyoCcTaHUus, 3a UCKNIOYEHNEM OCTaTOYHbIX
pacTBopuUTeNien, KOTOpble OOMMKHbI COOTBETCTBOBaTb MNpeferniamMm COOTBETCTBYHOLLEN
ctatbe ®apmakonen Cow3a, KOHTposrb JiobON HOBOWM MpUMECU  [OOSTKEH
cooTBeTcTBOBaThL Papmakonen Cotosa nunu oapmakoneun rocygapcrea-yreHa.

8. MNapameTp cneundumkauum He 3aTparvBaeT KPUTUYECKUW MapameTp, Hanpumep,
nobon 13 cnegylowwmx: KonMYeCcTBEHHOEe ornpeaeneHne, npumecu (ecnu ToSbKo
onpegenieHHbI  pacTBoOpUTENb OAHO3HAYHO HE WUCMNOoNb3yeTcs B MPOU3BOLCTBE




akTMBHOM papmaueBTnyeckon cybctaHumm), nwbas kKpuTuyeckas duanyeckas
XapakTepucTuka, Hanpumep, pasMep 4acTuy, HacbiNHas MAOTHOCTb OO0 WM nocne
YANOTHEHUHA, WCNbITAHWE Ha NOASIMHHOCTL, Boda, Mnbor 3anpoc Ha MpPOomnycK
NCNbITAHUS.

[JoKymMeHTauus

1. lNonpaBka k COOTBETCTBYIOLLEMY(-MM) pasgeny(-am) gocbe.

2. CpaBHuTENbHAA Tabnuua TekyLwmx u npeanaraembix crneundukaymmn.

3. MNMogpobHoe onucaHue nObGON HOBOW aHANMTMYECKOM METOAMKM W AaHHble MO
Banugaumm

(B COOTBETCTBYHOLLMX CyYasix).

4. [laHHble aHanu3a [OBYX MPOMbILWSIEHHbIX cepun (B oOTcyTcTBME OBOCHOBaHMS
obpaTHoro Ans 6monornyecknx akTMBHON hapmaueBTU4eCcKnx cybctaHumm - 3 cepun)
COOTBETCTBYIOLLEN aKTUBHOW (hapMaLeBTMYECKON CyBCTaHLMM N0 BCEM NapameTpam
cneumdukaumn.

5. B cooTBeTCTBYHOLWMX Chnyyasx [AaHHble TecTa CPaBHUTENbHOW KUHETUKK
pacTBOpEeHUs NeKapCTBEHHOIO npenapara, coaepkaLiero aKTUBHYIO
dhapmaueBTMYECKYD CYOCTaHUMIO MO MEHbLEN Mepe M3 OMbITHO-NPOMbILLSIEHHON
cepun, COOTBETCTBYIOLLYH AEUCTBYHOLWMM UM npegnaraembiM crneumdpurkaumsam. B
OTHOLUEHUN NEKAPCTBEHHbIX pacCTUTENbHbLIX NpenapaTtoB MOryT ObiTb 4OCTATOYHbI
AaHHble CpaBHUTENbHOW pacnagaemMocTy.

6. O6ocHoBaHMEe (OLUEHKa PUCKOB) CO CTOPOHbI AepXaTensa perncTpalyoHHOro
yooctoBepeHuss unn gepxatens MOAPC cooTBeTCTBEHHO, NOATBEPXAAOLWMNE, YTO
BHYTPUNPON3BOACTBEHHbIN NapameTp SABNSETCS HE3HAaYUMbIM UMW YCTapEBLLMM.

7. ObocHoBaHMe co cTopoHbl AgepxaTtens PY nnu gepxatens MOADPC cooTBETCTBEHHO
HOBbIX MapameTpa crneundmrkaLmm n KpUTEPMEB NPUEMNEMOCTH.

6.1.6.2 WN3meHeHne aHanutnyeckon | Heobxogmum | [JOoKyMeHTbl [Mpouenypa

METOANKN aKTUBHOW | ble YCIOBUS | W AAHHblE
dhapmaueBTMyeckon cybcTtaHuum wunum
NCXOAHOro mMartepuana
(NpomexyTo4yHoro npoaykTa,
peakTuea), NCNONb3yeMbIX

B npouecce MNpou3BOACTBaA aKTUBHOW
drapmaueBTMYEeCKOn cybCcTaHLmmn

a) He3Ha4YnmMble N3MEeHeHns 1,2,3,4 1,2 IA
0A00pPEHHON aHaNUTUYECKON METOANKM
0) NCKIOYEeHNne aHanuTU4yeckomn 7 1 IA
MEeTOOUKU aKTUBHOMN
hapmaueBTMyeckon cybctaHuum wunm
NCXOAHOro Matepuana
(MpomMexxyTo4yHOoro npoaykTa,
peakTMBa), ecnu anbTepHaTMBHaa eun
aHanuTuyeckas MeToaunka yxe

ogobpeHa




B) Npoyne u3MeHeHust aHanutuyeckon | 1,2, 3,5,6 1,2 1A
MEeTOAUKN  (BKMKOYasi 3aMeHy  unu
aobasneHne) peakTuBa, KoTopasi He
OoKasblBaeT 3Ha4YMMOro BIUSHUS Ha
COBOKYIMHOe KayecTBO aKTMBHOW
drapmaueBTMYECKON cybCTaHLmn

) CYWEeCTBEHHOE W3MEHEHNE WUNK - - Il

3amMeHa ouonorn4yeckoro
(MMMyHOnoruyeckoro,
NMMYHOXMMWNYECKOTO) MmeToaa

MCNbITaHMUS UM MeToda, B KOTOPOM
ncnonb3yeTca 6MONOrMYecknii peakTue
ans ounonorun4yeckon aKTUBHOMN
dapmaLeBTMYECKON cybCTaHLmn

) Npovne NU3MeHeHUs aHanUTUYeCKOn - 1,2 IB
MeToauKn (Bknovaa gobaBneHve mnu
3aMeHy) aKkTMBHOW (hapmMaueBTUYECKOMN
cybCTaHUMM NN NCXOAHOro Matepuana
(MpoMeXyTOoYHOro NpoayKra)

YcnoBus

1. CornacHo cooTBeTCTBYylOWUM pykoBogcTBam Coto3da, nposeneHa Heobxoanmas
Banuaauus, noareepxgarowas 1o, YTo OB6HOBEHHAA aHanuTu4eckass Metoguka no
MEHbLLEN Mepe 3KBMBASIEHTHa NnpeablayLuen.

2. [llpepenbl codepXaHWsi CyMMbl  nNpuMeced He  U3MEHWSIUCb, HOBble
HekBanMMUMPOBaHHbIE MPUMECU HE OOHapPYXXEHBbI.

3. MeTtog aHanmMsa He u3MeHunca (Hanpumep, W3MEHeHWe ANUHbI KOMOHKU Wnn
TemnepaTtypsbl, HO He OPYrov BUA KOFOHKW U METOA).

4. MeTog wucnblTaHNa He saBRsgeTcsa  OBMONorMyeckum  (MMMYHOMOMMYECKUM,
NMMYHOXUMWYECKMM) UM METOL0M, B KOTOPOM UCMOSb3yeTCca BMONorMyecknin peaktns
ans 6Guonornvyeckon akTMBHOW dpapmMaleBTUYECKON CyObCcTaHuMKM (3a MCKITIOYEHMEM
CTaHAapTHbIX hapMakonenHbIX MUKPOBNONOrM4ecKUX MeToa0oB).

5. H1 oguH HOBbIN METO, UCMNbITaHUS HE OCHOBAaH Ha HOBbIX HECTaHAAPTHbIX MeToAax
WNKU cTaHAApTHLIX MeToAax, UCMOSMb3yeMbIX MO-HOBOMY.

6. AkTMBHas dapmaueBTU4eckass cybCTaHuMss He sBndeTcs ©Ouonornyeckom
(MMMyHORoOrn4eckon).

7. AnbTepHaTuBHasa aHanuTU4eckass MeToguka ONns napameTpa crneundukaumm yxe
ofobpeHa, Npyn 3TOM Takas mMeToauka He Bbina BkntodeHa nocpeactsom IA (1A HY)-
yBEJOMJIEHMS.

[JokymMmeHTauus

1. MNonpaBka Kk cooTeeTcTBYyOLWEMY(-UM) pasgeny(-am) Aocbe, BKMAYas onucaHue
aHanMTU4YeCcKo MeToaOoNornn, pestoMe AdaHHbIX Mo Banuaaumm, nNepecMoTPeHHble
cneyndukaumm Ha npumecu (ecrnm NPUMEHUMO).

2. CpaBHuTenbHble pes3ynbTaTbhl BanugaunMm wnuv npuv  Hanndmm o6OCHOBAHUS




CpaBHUTENbHblE pe3ynbTaTbl aHanu3a, MoATBepXdawwmue, 4YTo Tekylwee W
npeaniaraemMoe UcnbiTaHne 3KBMBaneHTHbl. HacTosiee TpeboBaHMe He NpUMeHsieTcs,
ecnu gobaBnseTcs HoBasi aHanNUTMYeckas MeToauka.

b.1.B) YnakoBO4YHO-yKynopo4Has cuctema

b.l.B.1. N3meHeHne nepeu4Hon | Heobxogmm | [JOKyMeEHTbI Mpouenypa
yrnakoBKu aKTUBHOM | ble YCIOBUS | W OAHHblE
drapmaueBTMYECKON cybCTaHLmn

a) KayecTBeHHbIN " (nnu) 1,2,3 1,2,3,4,6 A
KOJIMYECTBEHHbIN COCTaB

0) KauyecTBEHHbIN n (nnn) - - Il
KONMNUYECTBEHHbIN COoCTaB Aans

CTEPUNbHbLIX UMW HE3aMOPOXKEHHbIX
ouonornyecknx  (MMMYHOMOMNYECKMUX)

aKTUBHbIX drapmaLeBTUHECKNX

cybcTaHummn

B) YKngkue aKTUBHbIE - 1,2,3,5,6 IB
dapmaueBTnyECKmne cybcTaHumm

(HecTepunbHbIE)

YcnoBus

1. Mo cooTBeTCTBYIOLWMM CBONCTBaAM npeasiaraeMbliil yNnakoBOYHbIN MaTtepuarn 4oSKeH
MO MeHbLUEeN Mepe BbITb 3KBMBANEHTHbIM 000OPEHHOMY.

2. HavaTtbl cooTBeTCTBYyWLUME UCCNeOoBaHUS CTabUIIbHOCTU B COOTBETCTBUWN C
AokymeHTammn Coto3a UM 3asBUTENIEM Ha MOMEHT BBeAEHUS  U3MEHEHUN
NpoaHanuanpoBaHbl COOTBETCTBYHOLLME NapamMeTpbl CTabUnbHOCTU HE MeHee YeM Ha
2 ONbITHO-MPOMBILUSIEHHBIX WX MPOMbILIIEHHbIX CEepUsiX, B €ro pacrnopsiKeHnn
HaxoOATCs YAOBNETBOPUTESIbHbIE pe3ynbTaTbl MO MeHbLen Mepe 3-MecaA4yHOro
n3yyeHusi ctabunoHoctn. OgHako, ecnu npegnaraeMmas ynakoska bonee yctonymea no
CPaBHEHUIO C 3apermcTpMpoBaHHON, TO 3-MeCsiYHble AaHHble Mo CTabUrbHOCTU He
Tpebyotca. [lo 3aBepweHnn Takux uWUccnegoBaHWW, ecnn  pesynbTaTbl  He
yKnagbliBaotcsa B cneumdpmkauum wunum NoTeHuManbHO MOryT He YNOXUTbCA B
cneundmrkaumMm Ha KoHel, cpoka rogHocTu (nepuoga MOBTOPHOMO WCMNbITAHWUA), WX
HeobXoQMMO HemeasNleHHO NpeacTaBUTb  YMOMIHOMOYEHHOMY OpraHy Hapsagy c
npegnaraemMbiM nnaHoM LENCTBUN.

3. Nckntovas ctepunbHble, Xugkue n buonorndyeckne (MMMyHOMOrMYeCcKkne) akTuBHbIE
dapmaueBTMYECKNE cybCcTaHUNN.

[JokymMmeHTauus
1. MNonpaBka k cooTBeTCTBYOLLEMY(-MM) pasgeny(-am) gocbe.
2. Heobxogumble faHHble O HOBOW ynakoBKe (Hanpumep, cpaBHUTENbHbIE AaHHbIE MO

NPOHNLAEMOCTUN, Hanpmmep, a4 OZ’ CQ’ Brnarm U T. ,El,.), BKIo4aa nogreepxgeHune




TOro, 4TO MaTepuan COOTBETCTBYeT COOTBETCTBYWOLWMM  (apMakonenHbIm
TpeboBaHMAM wunu 3akoHogatenbcTBy Col3a O nnacTUdecknx matepuanax wu
00beKTax, KOHTaKTUPYHOLLMX C NULLEBBIMM NPOAYKTaAMM.

3. B cooTBeTCTBYHOLLMX CRyYasix He0OXoANMMO NpeacTaBuTb NOATBEPXKOEHME TOr0, YTO
B3aMMOOENCTBME MeXAY COOAEPXKMMbIM U YNaKoBOYHbIM MaTepuanom He npoucxXoanT
(Hanpumep, OTCYTCTBYET NepeMeLleHne KOMMOHEHTOB Npeanaraemoro marepmana B
ero coaepXumoe, KOMMOHEHTbl JEeKapCTBEHHOro npenaparta He nepexoaaT B
yNakoBKy), BKIo4as MNOATBEPXOAEHWe TOoro, 4YTO MaTepuan COOTBETCTBYET
COOTBETCTBYIOLWMM (hapMakonenHbiM TpeboBaHMsaM unm 3akoHogatenbctsy Coro3a o
nNnacTn4eckux matepmanax n obbekTax, KOHTaKTUPYHOLWLMX C NULLLEBBbIMU NPOAYKTaMM.
4. [eknapauus gepxatenss permcTpauyMoHHOro YAOCTOBEPEHUS WKW AepxaTens
M®OADC, yto Tpebyemble nccnegoBaHns CTabunNbHOCTM HadaTbl B COOTBETCTBUN C
aokymeHTammn Coto3a (C ykazaHMeM HOMEPOB CeEpUN); M 4YTO (B COOTBETCTBYHOLLNX
cnyyasix) Ha MOMEHT BBEOAEHUS W3MEHEHMA B €ro pacrnopsXXeHUM HaxoAUIUCh
Tpebyemble MYHMMarbHblE YOOBMETBOPUTENbHbIE AAHHbIE MO CTABUNBHOCTU; U YTO
NMeILLNECH AaHHble He CBMAETENbCTBOBAM O Kakon-nmbo npobneme. Heobxoanmo
TakKe NpeactaBuUTb NOATBEPXKAEHME TOro, YTO UCcreaoBaHus ByayT 3aBepLueHbl, U
4YTO ecnu pesynbTaTbl HE ByayT yknagbiBaTbCs B cneundukaumnm unm noTeHumanbHo
MOTYT He YNOXUTbCA B cneungukaumm Ha KOHew, Cpoka rogHoCTu (nepuoga noBTOPHOro
NUCMbITaHWS), WX HEeMeOSIEHHO NpPeAcTaBAT YMNOSIHOMOYEHHOMY OpraHy Hapsgy c
npeasfiaraeMblM Nf1iaHOM OENCTBUN.

5. Pesynbtatbl uccrnegoBaHui CTabUIbHOCTW, MPOBELEHHbLIX B COOTBETCTBUMM C
TpeboBaHuAMN akToB, BXoAswmx B npaBo Cow3a, N0 3HAYUMMbIM MapameTpam
CTabunbHOCTM HE MEHee YeM Ha 2 OMbITHO-MPOMbILIIEHHbBIX UM MPOMbILLIIEHHbIX
cepusaix, 0OXBaTbIBaKOLNX HE MEHEE 3 MECSILIEB, M NOATBEPXKAEHNE TOFO, YTO YKa3aHHble
nccnepoBaHua 6yayT 3aBeplleHbl, U ecnn pes3ynbTaTbl He ByayT yknagblBaTbCs B
cneyndukaumm nnm noTeHumanbHO MOryT He YNOXUTbCA B cneundukaumm Ha KOHel
CpoKa rogHoctu (nepuvoga MNOBTOPHOMO MCMbITAHUS), UX HEMEONEHHO NpeacTaBAT
YNOSTHOMOYEHHOMY OpraHy Hapsaay C npeasfiaraemMbiM niaHoM AENCTBUN.

6. CpaBHeHMe OENCTBYIOWNX N NpeanaraemMblx crneumdukaumin NnepBMYHON YNaKOBKM
(ecnn NPUMEHNMO).

b..B.2. VameHeHne napameTpoB | Heobxoamum | [JOKyMeHTbI Mpouenypa
cneuyndukaumm un  (MNKn) KpUTEPUEB | ble YCNOBUA | W AaHHble
NPUEMSIEMOCTM MEPBUYHON YMAKOBKM
aKTMBHOW drapmMaueBTUYECKON
cybcTaHumMm

a) y)XeCTo4YeHune Kputepmes 1,2,3,4 1,2 1A
npuemMnemMocTu cneundukaumm

0) pobasneHne B cneunukaumo 1,2,5 1,2,3,4,6 A
HOBOro napameTpa "
COOTBETCTBYHOLLEMY emy MeToaa
ncnbITaHUN

B) WCKIOYEHME  HecyLeCTBEHHOro 1,2 1,2,5 IA




napameTpa cneyndukaunmn (Hanpumep,
NCKNIYEHNE yCTapeBLLEro napamMeTpa)

r) oobaBneHue nnu sameHa napameTpa - 1,2,3,4,6 IB
cneumukaumnm n3 coobpaxeHnn
©e3onacHOCTU U KavyecTBa

YcnoBusa

1. IameHeHune He sBndeTcs CneacTBMEM Kakoro-nmbo obsisatenbcrTea, NPUHATOrO Mo
pesynbTataMm paHee nNpoBeAEHHbIX JKCMNepTU3 C LUenbi aHanusa Kputepues
npuemMnemMocT cneuudukaumm (Hanpumep, B Xo4e perncrtpaumm JekapCTBEHHOro
npenapata WM BHECEHUA WU3MEeHeHWn Il Tuna), ecnnm TONbKO OHO paHee He
paccMOTPEeHO 1 0400OpPeEHO B KA4YeCTBE Mepbl NocneayrLlero HabnaeHus.

2. \ameHeHne He aABnsieTcs cneacTBueM HenpeaBuaeHHbIX CUTyauui, BO3HUKLUMX B
Xo4e npom3BOACTBA YMNAKOBOYHOrO MaTtepuana wunv npu  XpaHeHUn akTUBHOW
hapmavreBTMYECKON cybcTaHumN.

3. Jlloboe u3MeHeHne OOSMKHO YKNaablBaTbCA B AManasoH TeKyWuX ogobpeHHbIX
KpUTepues NpMemMnemMocTu.

4. AHanuTnyeckas MeToamka He N3MEHAETCS NN UBMEHSETCA HE3HAYUTENBbHO.

5. Hn oguH HOBbIN MeETOA4 WUCMNbITAHUA HEe OCHOBAH Ha HOBOW HecTaHOapTHOW
MEeTOLONIOMNN NN CTaHAAPTHOWM MeTO40M0rMm, UCNofb3yeMon No-HOBOMY.

[JoKyMmeHTauus

1. MNonpaBka Kk cooTBeTCTBYOLWEMY(-MM) pasgeny(-am) gocbe.

2. CpaBHuTenbHas Tabnuua TekyLwmx 1 npeanaraemMbix cneumdmkaumm.

3. MogpobHoe onucaHue nbon HOBOW aHANUTUYECKON METOAUKM W AaHHble MO
Banuaauum (B COOTBETCTBYIOLMX Cryyasx).

4. [laHHble aHanu3a 2 cepui YNakoBOYHOro MaTepuana no BceM napameTpam

cneumdukaumn.
5. O6ocHoBaHWe (OLUEHKa PUCKOB) CO CTOPOHblI AepXaTensa perucTpaLyoHHOro
yAOCTOBEpPEHUS nnu aepxatens M®OADC, nogTeepXxaatoLme, yTO

BHYTPUNPON3BOACTBEHHbIN NapameTp ABNSETCS HE3HAYNUMbIM U YCTapEBLLMM.
6. O6ocHoBaHMe coO CTOpoHbl gepxatena PY wnu pgepxatena MOADPC HoBbIX
napameTpa crneundukaumm u KpuTepmeB NPUEMIIEMOCTMN.

b6.1.8.3 WM3ameHeHue aHanutmnyeckon | Heobxogmum | [JoKyMeHTbl Mpouenypa
MeTOaANKMN NcrnbiTaHUsA NepBUYHON | ble yCNoBUs N OaHHble
ynaKkoBKU aKTMBHOW
drapmaueBTMYEeCKOn cybCcTaHLmn

a) He3HauunTerbHbIE N3MEHEHUS 1,2,3 1,2 IA
yTBEPXKOEHHOM aHanuMTn4eckom
MeTOaNKMN

0) npoyne M3MEHEHUA aHanNUTUYECKOMN 1,3,4 1,2 1A
MeToAuKn (BkNovaa gobaBneHve mnu
3aMeHy)

B) NCKINoYeHne aHanuMTn4eckom 5 1 1A
METOANKKN, eCnn anbTepHaTMBHas eWn




MeToauKa yKe yTBEPKAeHa | | |

YcnoBus

1. CornacHo cooTBeTcTByOWNM AokymeHTam Coto3a, npoBegeHa Heobxogumas
Banuaauus, NoATBepXxagawowas To, YTO OOHOBNEHHAA aHanMTU4eckass MeTogmka no
MEHbLLEN Mepe 3KBMBANEeHTHa npeabiayLuen.

2. Metog aHanu3a He W3MeHWUnca (Hanpumep, WU3MEHeHue AOSIMHbI KOSIOHKU UMK
TemnepaTtypbl, HO HE OPYron BUA KONOHKN Ui MeTos).

3. Hn oguH HOBbIN MeTO, UCMbITAHUW HE OCHOBAH Ha HOBbIX HECTaHAAPTHbIX MeToAax
NN CTaHAApPTHbLIX MeToAaX, UCMOMb3yeMbIX MO-HOBOMY.

4. AKTnBHaa dapmaueBTmyeckad cybcTtaHuMst (NekapCTBEHHbIM MpenapaT) He
ABNAITCA Bronorn4ecknmm (MMMyHOMOrMYECKUMN).

5. B oTHoweHuM napameTpa cneundukaLmm CoxpaHsaeTcs aHanMTnieckas MeToauka,
npu 9TOM Takaa MeToguMka He ©Obina pobasneHa nocpeactsom |IA (IA HY)-
yBEOOMJIIEHMS.

HokymeHTauus

1. lNMonpaBka K cooTBeTCTBYOLWEMY(-MM) pa3geny(-am) Oocbe, BKMNKOYas onuvcaHue
aHanMTMYeckon MeTogonormm, pestomMe AaHHbIX N0 Banugaumu.

2. CpaBHuTenbHble pesynbTaTbl BanugauMM unuv, nNpu Hanuyaun o6OoCHOBaHMSA,
CpaBHUTEMbHbIE pe3ynbTaTbl aHanusa, noaTBepXaawlwme TO, 4YTO TeKyllee W
npeaniaraeMoe uUcnblTaHe 3KkBMBaneHTHbl. HacTosiwee TpeboBaHve He NpuMeHseTcs,
ecnun gobaensieTca HoBas aHanUTU4YecKasi MeToguka.

B.l.r) CrabunbHoCTb

B.l.r.1. N3meHeHune nepvoga | Heobxoaum | [JOKyMeEHTbI Mpouenypa
MOBTOPHOrO  UCMbiTaHMs  (Nepuoja | ble YCNnoBusa | U AaHHble
XpaHEHNs) wunu YCroBUWA XpaHEeHUs
aKTUBHOW dhapmaueBTNYEeCKOn
cybCcTaHumn, ecnn B perucTpaLoHHOM
aocbe OTCyTCTBYET ceptudukaTt
COOTBETCTBUA EBponewnckon
dapmakonee, oxBaTblBalOWMA Nepuos
NOBTOPHOrO UCMNbITAHUS

a) [lepvon NOBTOPHOrO WUCNbITAHMSA
(nepuopg xpaHeHus)

1. CokpalleHune 1 1,2,3 A

2. YBenuyeHue nepuoga NOBTOPHOrO - - [l
MCNbITAHUA  NyTeM  SKCTpanonauum
AaHHbIX N0  CTabMNbHOCTMW, He
cooTBeTCTBYlOLWEN JOKyMeHTaMm Coto3a

()

3. YBenuyeHve nepuoga XpaHeHus - - Il




Guonornyeckon  (MMMYHOMNOTMNYECKOWN)
aKTUBHOM hapmavreBTMYECKON
cybcTtaHumn, He COOTBETCTBYHOLLME
ofobpeHHOW  nporpaMme  U3y4YeHus
cTabunnbHOCTH

4. YBenuyeHune unuv BBedeHne nepuoga - 1,2, 3 IB
MOBTOPHOrO  MCNbITaHMs  (Nnepuoaa
XpaHeHust), NoaTBEPXOEHHOIO
AaHHbIMW €CTECTBEHHOIO XpaHeHus

0) YcnoBusi XxpaHeHus

1. WV3meHeHne ycnoBum xpaHeHUs 1 1,2,3 1A
aKTUBHOMN doapmaueBTNYECKOMN
cybcTaHuMn Ha bonee cTporne

2. W3meHeHVe yCnoBW XpaHEHWs - - Il
ouonornyecknx  (MMMYHOMOMNMYECKMUX)
aKTUBHbIX dhapmaueBTUYECKNX
cybcTtaHumn, ecnn  MCCrefoBaHuUs
cTabunbHOCTU  NpoBedeHbl He B

COOTBETCTBUU C TEeKyLIUM

YTBEPXKOAEHHbLIM NPOTOKOSIOM

cTabunbHOCTH

3. W3meHeHue ycnoBum XpaHeHus - 1,2, 3 IB
aKTMBHOW drapmMaueBTNYECKON

cybcTaHumm

B) N3ameHeHne yTBEPXOEHHOMN 1,2 1,4 1A
NporpamMmbl N3y4eHus CTabusibHOCTU

YcnoBus

1. NlameHeHne He O0SMKHO ObiTb CneacTBMeEM HenpeaBuaeHHbIX CUTyaunm, BOSHUKLLIMX
B XO04€ NPOU3BOACTBA, UM UBMEHEHUSI CTAabUNBHOCTM.

2. NameHeHus1 He NPUBOLAT K pacLUMPEHNIO KPpUTEPUEB MPUEMIIEMOCTU UCTLITYEMbIX
napameTpoB, MWCKMIOYEHUIO MnapamMeTpa CTabUNbHOCTU WM CHWKEHWUID 4acTOTbl
NUCMbITaHUN.

[JoKkyMmeHTauus

1. TllonpaBka K cooTBeTcTBYHOWEMY(-MM) pasgeny(-am) pgocbe. Heobxoanmo
npeacTaBuUTb  pes3ynbTaTbl COOTBETCTBYIOLIMX UCCNegoBaHMA  CTabUMbHOCTM B
peanbHOM BpPEMEHW, MNPOBEOEHHbIX B COOTBETCTBMM C COOTBETCTBYHOLLMMMU
pykoBoACTBaMMW MO CTabuNbHOCTM He MeHee 4emM Ha 2 (and 6uonornyeckux
NeKapCTBEHHbIX MpenapaTtoB - TPEX) OMbITHO-NPOMbBILUIIEHHbIX WX NPOMbILLIIEHHbIX
cepusax akTUBHOM dhapmaueBTUYECKON cybcTaHuuM, YNakoBaHHOM C  MOMOLLbIO
3aperMcTpMpoBaHHOrO  YNakoBOYHOIMO  Matepuana, W  OXxBaTbiBalWKUX  BeCb
npeanaraemMbli Nepuvoa MOBTOPHOIMO WUCMbLITAHUA WNKM  npegnaraemble  yCrnoBus
XpaHeHWs.

2. [loaTBepXgeHue TOro, 4YTO uMccrnegoBaHwa CcTabunbHOCTM  MNPOBEAEHbl B




COOTBETCTBMM C Tekywen oaobpeHHon nporpammon. PesynbTaTtbl MccnegoBaHuUs
OOIDKHbI  MOATBEPXAaTb, YTO COOTBETCTBYKOLWME o0[00peHHbIe cneundukaumm
npoaoskatT cobnoaaTbea.

3. Konun yTBepXaeHHbIX chneuuukaumm Ha aKTUBHYK dapMaueBTUYECKYHO

cybcTaHumio.
4. O6ocHOBaHMe npeanaraeMbiX U3MEHEHUN.
*) Mepnog NOBTOPHOrO MCMNbITAHUS HE MNPUMEHUM K OMONOrM4yeckum

MpumeyaHn | (MMMYHONOrMYECKMM) aKTUBHBIM hapMaLeBTUYECKMM CYyBCTaHLMAaM
e

B.1.a) NMpoekTHOe none 1 NPOTOKON NOCTPErncTpaumMoOHHbIX U3BMEHEeHUN

b.l.o.1. BeegeHne HoBoro npoektHoro | Heobxogmm | [JOKyMeEHTbI Mpouenypa
nonsa unu pacwmpeHme oaoOpPEHHOro | ble YCoBUS | U AaHHble

NPOEKTHOro nosns aKTUBHOW

drapmaueBTNYECKOMN cybecTaHumu,

3aTparvsaroLlee

a) OOHy OnepaumoHHY  eguHuLy - 1, 2,3 I
npouecca nNpPoOu3BOACTBA  aKTUBHOW

drapmaueBTNYECKOMN cybcTaHumm,

BKIto4ad COOTBETCTBYOLIME

BHYTPUNPON3BOACTBEHHbIN  KOHTPOSIb
(Mnwn) aHaNNTUYECKNE METOANKN

0) aHanUTUYeckne MeToaNKN UCXOOHbIX - 1,2,3 I
MaTepuanos (NMpOMEXYTOYHbIX
NpOaYKTOB) n (vnn)  aKTMBHOWM
dapmaLeBTMYECKON cybCTaHLmn

JokymMmeHTauus

1. MNpoekTHoe none 6bino pa3paboTaHo Ha OCHOBAHUN COOTBETCTBYIOLLNX AOKYMEHTOB
Cot3a ” MexayHapoaHbIX HayudHbIX pyKoBOACTB. PesynbTaTbl uMccnegoBaHuin
pa3paboTkn npoaykra, npouecca W aHanuTudeckonm meTogonornm (Hanpumep,
B3aMMOOENCTBME pPas3nNU4YHbIX NapamMeTpoB, hOPMUPYIOLLMX MNoANexaliee U3yvyeHuto
NPOEKTHOE none, BKMYass OUEHKY PUCKOB W  MHOFOMEPHblE UCCnegoBaHUs
COOTBETCTBEHHO), B COOTBETCTBYHLLMX Clydasax NOATBEPXAAOLMeE TO, YTO JOCTUTHYTO
LLleNIOCTHOE MEeXaHUCTUYEeCcKoe MOHMMaHWe MnokasaTenen KavecTtBa MaTepuanoB U
napameTpoB nNpouecca Ha KPUTMYECKMEe MnoKasaTenn KayvyectBa  aKTMBHOW
dapmaLeBTMYECKON CybCcTaHUMN.

2. OnucaHme NPoeKTHOro nonsi B TabnnyHoMm BuAae, BKNoYasa nepeMeHHble (CBOMCTBa
MaTepuanoB KU NapaMeTpbl Npouecca NPoOM3BOACTBA) U UX NpeanaraeMble AnanasoHbi.
3. [MonpaBka K COOTBETCTBYOLLUUM pasgenam LOCbe.

b.l.o.2. BeegeHne | Heobxoaum | [OKyMeEHTbI Mpouenypa
NOCTPEerncTpaLmuoHHOro NpoTOKONa | ble YCroBus N JaHHble




ynpaBneHus N3MEHEHUSMN,
3aTparnBaroLLMm aKTUBHYIO
dapmaLeBTMYECKYO CcybCTaHUMIO

- 1,2, 3 Il
[JoKyMmeHTauus
1. NMoapobHoe onncaHue npegnaraemMoro N3MeHeHus:.
2. [MpoTOoKON  ynpaBneHMss  M3MEHEHUsSIMKM,  3aTparnBalOWMMN  AKTUBHYIO
hapmMaLeBTMYECKYIO CyBCTaHLMIO.
3. lMonpaBka K COOTBETCTBYHOLLUUM pasgenam LOCbe.
b.l.a.3. WNckntoueHne | Heobxoaum | [OKyMEHTbI Mpouenypa
NOCTpPEerMcTpaunoHHOro NpoTOKONa | ble YCNOBUA | U OaHHbIE
ynpasneHus N3MEHEHUAMMN,
3aTparmsaroLMm aKTUBHYIO
dapmMaueBTUYECKYIO CyOCTaHLMIO

1 1,2 IA

HY

YcnoBus
McknoyeHne  nNocTperncTpauuoHHOro  MpOTOKoNa  yrpaBfeHust  U3MEHEHUAMM,
3aTparMBalolMMN  aKTUBHYKO dhapMaueBTMYECKyl0 cybcTaHuuio, He sABnseTcs

CcrneAcTBMEM HenpeaBUOEHHbIX CUTyauuii UM HECOOTBETCTBMSA cneuudukaumm B xoae
BBEAEHMS UIBMEHEHWIA, ONMUCaHHbIX B NMPOTOKOSE, U HUKaK He BIMSIET HA YTBEPXKAEHHbIE
CBeAeHUs], BKIHOYEHHbIE B PErMcTpaLMoOHHOE JOChE.

[JoKyMmeHTauus
1. O6ocHOBaHMe npeanaraemMoro UCKNKYEeHus.
2. NonpaBka K COOTBETCTBYOLLNM pa3genam A4oChbe.

b.l.o.4. W3meHeHus ytBepxaeHHoro | Heobxoamm | [JOKyMEHTbI Mpouenypa
NPOTOKONAa ynpaBNeHNa USMEHEHUAMU | ble YCIIOBUA | U AaHHble

a) 3HayMMble M3MEHEHUs npoToKona - - Il
ynpasneHus N3MeHeHNAMn

0) He3HayMMble U3MEHEHNs NPOTOoKoNa - 1 IB

ynpaslieHnda WU3MEeHEeHUAMUN, KOTOopble
HE UBMEHAKT CTpaTerno, onnMcaHHyro B

NpOTOKONEe

JokymMmeHTauus

Heknapauusi, 4TO nOOOE UIMEHEHME [OOMKHO YyKNnagbiBaTbCA B AManasoH
OENCTBYIOLWMX  YTBEPXKOEHHbLIX  KpuTepueB npuemnemoctn. [lomumo  aToro,
Aeknapaums  Toro, 4YTO B OTHOWEHUMM OBuornorndyecknx (MMMYHONOrMYECKUX)
NeKapCTBEHHbIX NpenapaTtoB He TpebyeTcsa oueHKka CONOCTaBUMOCTH.

b.l.a.5. Peanusauyus nameHeHun, | Heobxognm | [JOKYMEHTbI Mpouenypa
npeayCcMOTPEHHbIX YTBEPXKAEHHDBIM | ble YCITOBUS | U AAHHbIE

NPOTOKONOM ynpaBneHus

N3MEHEHNAMN




a) peanusauus U3MeHeHust He TpebyeT 1 1,2,4 IA
AOMONHUTESNbHBIX  BCMOMOraTesnbHbIX HY
AaHHbIX

06) peanu3aumsi M3MeHeHus Tpebyet - 1,2,3,4 IB
OOMONHUTENbHBIX  BCMOMOraTenbHbIX
AaHHbIX

B) peanusauns N3MEHEeHUS - 1,2,3,4,5 IB
BGronornyeckoro (MMMYHONOMMYECKOrO)
neKkapCTBEHHOro npenapara

YcnoBus
MNpeanoXxeHHoOe N3MeHEeHNe OCYLLLECTBIIEHO B MOSTHOM COOTBETCTBUN C YTBEPXKAEHHbLIM
NPOTOKOSIOM YNpaBNeHNUs U3BMEHEHNSAMM.

[JokyMmeHTauus

1. Ccblfika Ha yTBepXOeHHbIN MPOTOKOS ynpaBfeHNs N3MEHEHUSAMN.

2. [eknapauusi, 4YTO W3MEHEeHMe COOTBETCTBYET YTBEPXOEHHOMY MNPOTOKOMy
ynpaBfeHNss MU3MEHEHUSIMM W YTO peaynbTaTbl UCCNedoBaHUSA YyOOBMETBOPSHOT
KpUTEPUAM NPUEMIIEMOCTU, OrOBOPEHHbIE B NpoToKose. NoMumo aToro, geknapaums
TOro, 4YTO B OTHOWEHUM OBunonorndyecknx (MMMYHOMOIMMYECKMX) NeKapCTBEHHbIX
npenapaTtoB He TpebyeTcs OLeHKa CONOCTaBMMOCTW.

3. Pesynbtatbl uccnegoBaHui, NPOBEAEHHbIX B COOTBETCTBUN C YTBEPXOEHHbLIM
NPOTOKOSIOM YNpaBneHnUst USMEHEHNAMM.

4. [MonpaBka K COOTBETCTBYHOLLEMY pasgeny Aockbe.

5. Konus yTBepXOeHHbIX crneuuMukaumm Ha akKTMBHYH dapMaueBTUYECKYHO
cybcTaHumio.

B.ll llekapcTBeHHbIN Npenapar

b.ll.a) BHewHUn BuA n coctas

b.ll.a.1. N3ameHeHne wnnu pobasneHune | Heobxoamm | [JOKyMEHTbI Mpouenypa
OTTMUCKOB, T[PaBUPOBKN UMM  WUHbIX | ble YCIOBUA | W AaHHble
3HaKoB, BKMNOYas  3aMeHy  unu
pobaBneHne 4YepHUr, MUCMNonNb3yeMblx
npu NPOM3BOACTBE NEeKapCTBEHHOrO

npenapara

a) WU3MEHEHUs1 OTTUCKOB, PaBUPOBKMU 1,2,3,4 1,2 IA
NN UHbIX 3HAKOB HY
0) n3mMeHeHne pUCoK (NMHUI pasnoma), - 1,2,3 IB

npeagHa3HavYeHHbIX ond pas3geneHna Ha
paBHbl€ O003bl




YcnoBus

1. Cneundukaumm nekapCTBEHHOIo nNpenapara Ha BbIMyCK U Ha KOHeL, Cpoka rogHOCTU
He N3MEHSAITCA (3a UCKITIOYEHNEM BHELLHENO BNAaA).

2. Bce yepHuna [OMKHbI COOTBETCTBOBATb AeWCTBYKOWEMY (apmaueBTUYeCKoMy
3aKoHo4aTesbCTBY.

3. Puckn (nvHMn pasnoma) He npefHa3HayYeHbl 48 pa3geneHns Ha paBHble J03bl.

4. 3HaKu NekapCTBEHHOro npenapara, ucnonb3yemble ANA pasnuyeHns O03UPOBOK,
NOJSIHOCTBIO HE yaaneHsbl.

[JoKymMeHTauus

1. NMonpaBka K coOTBETCTBYOLEMY(-MM) pa3aeny(-aMm) gocbe, BkAoYaa nogpobHoe
rpacmyeckoe nnm noBecTBOBaTENIbHOE ONMCAaHNE TEKYLLEero 1 HOBOro BHELLHEro BUAa,
a TakkKe COOTBETCTBYIOLLNIN NepecMoTp MHOpMaLMM O NekapCTBEHHOM npenapare.
2. B cOOTBETCTBYIOLLUNX CryYasx obpasubl flekapCTBEHHOro npenapara.

3. Pesynbtatbl COOTBETCTBYHOLWMX UCNbITaHMA no  ®dapmakonee Cotosa,
noATBEPXKOarLWmMe 3KBMBANIEHTHOCTb CBONCTB (MPaBUITbHOCTb 4O3MPOBaHUS).

b.1l.a.2. W3meHeHne d¢opmbl wmnu | Heobxogmm | [JOKyMEHTbI Mpouenypa
pa3MepoB JIeKapCTBEHHON POPMbI ble YCNOBUA | W JaHHble

a) TabneTku, Kancynbl, Cynno3MTopun 1 1,2,3,4 1,4 IA
neccapum c HeMeaneHHbIM HY
BbICBOOOXOEHMEM

0) nekapcTBeHHble dopmbl c - 1,2,3,4,5 IB
OTCPOYEHHBLIM,  MOANMPULMPOBAHHBLIM
nnu NPONOHIMPOBaHHbLIM
BbicBOOOXOeHnem wn Tabnetkm ¢
pucKon, npegHasHa4YeHHoOW ansi
pasgernieHns Ha paBHble JO3bl

B) pob6aBneHne HoBoro Habopa Ans - - Il
pagnodapmMaLeBTUYECKOro
NeKkapCcTBEHHOro npenapaTta C gpyrum
06bEMOM 3aN0NHEHUS

YcnoBus

1. Npodunb pacTBOPEHNA N3MEHEHHOMO SIEKAapCTBEHHOrO nNpenapara ConocTtaBumM Co
cTapbiM, ecnu npumeHumo. [lpy HEBO3MOXHOCTM NPOBEOEHUS  UCMbITaHUA
pacTBOPEHNA BpeMs pacrnagaemMocTV HOBOIMO JleKapCTBEHHOro rnpenapaTta B
CpaBHEHUN CO HEM3MEHEHHbIM.

2. Cneumndpmkaymm nekapcTBEHHOro npenapara Ha BbIMyCK U Ha KOHEeL, CpOKa rogHOCTH
He 3MEHUITUCDL (3a UCKINIOYEHNEM pa3MepoB JIeKapCTBEHHOM (PopMbl).

3. KayecTBEHHbIN N KONMYECTBEHHbIN COCTaB U CPefHSss Macca He N3MEHUSTUCD.

4. WN3ameHeHne He 3aTparMBaeT TabneTkm C pPUCKOW, npefHa3HayYeHHoOW [Ans
pasgeneHus nekapcTBeHHOM hopMbl Ha paBHble 403bl.

[JokymMmeHTauus
1. MNMonpaBka K cooTBeTCTBYOLEMY(-MM) pa3geny(-aMm) gocbe, BkAYaa nogpobHoe
rpacpmyeckoe oToOpaxXeHWe TeKkywero W npeanaraeMoro nosioKeHusl, a Takke




nepecMoTp MHopMauum o nekapcTBeHHOM rpenapaTe COOTBETCTBEHHO.

2. CpaBHUTErNbHbIE JaHHble PacTBOPEHUS He MeHee YeM 1 OMNbITHO-NPOMbILLSIEHHON
cepyn C TeKylwumMu W npeanaraemMbiMy pasmepamu (OTCYTCTBUE 3HAYUTENbHbIX
pasnMYnin c TOYKN 3pEHNSI CONOCTAaBUMOCTU - CM. [1paBuna npoBeaeHna nccrnegoBaHum
OMO3KBMBANEHTHOCTN JIEKAPCTBEHHbLIX MpenapaTtoB B EBpa3MMCKOM 3KOHOMUYECKOM
coto3e (goanee - [lpaBuna npoBedeHUs uccnegoBaHMn GUO3KBMBaANEHTHocTK)). B
OTHOLUEHUN NEKapCTBEHHbIX pacTUTENbHbLIX NpenapaTtoB MOryT 6bITb npuemMnemsbl
AaHHble CpaBHUTENBHOM pacrnagaeMocCTMw.

3. O6ocHoBaHMA  HenpeacTtaBreHWa  pe3ynbTaTOB  HOBOrO  UCCRegoBaHUs
OMO3KBMBANEHTHOCTH cornacHo MpaBunam nposedeHuns nccnenoBaHum
OMO3KBMBANEHTHOCTH.

4. B cooTBETCTBYIOLNX Crydasx obpasubl NekapcTBEHHOro npenapara.

5. PesynbTtatbl COOTBETCTBYWOLWMX UCNbITaHMAn no ®dapmakonee Cotosa,
noATBepX4aroLwme 3KBMBaNIEHTHOCTb CBOMNCTB (NPaBUITbHOCTb JO3MPOBaHUS).

™ Ona bB.l.a.2 B nwoboe wn3MeHeHue [O03UMPOBKM JeKapCTBEHHOO
MpumeyaHun | npenapaTta TpebyeT nogayun 3asBrneHNa O paclUMpeHnn perncTpauunm.
e

B.ll.a.3. N3ameHeHune coctaBa | Heobxoanm | [JOKyMeEHTbI Mpouenypa
(BcnomoraTesnbHbIX BELLECTB) | ble yCroBus W AaHHble
NIeKapCTBEHHOrO npenapara

a) W3MEHeHMe coCTaBa BKYCOBbIX
nobasok (apomaTtmnsaTtopos) nnm

Kpacuteneu

1. [Jo6aBneHune, wucknwoyenne wm| 1,2,3,4,5, | 1,2,4,5,6 IA
3amMeHa 6,7,9, 10 HY
2. YBennyeHne wunun ymeHblleHne | 1,2, 3,4, 10 1,2, 4 IA
cofepxaHus

0) npoyme BCcrnomoraTesnbHble BewecTBa

1. Tlobas He3HaumTenbHas koppekuma | 1, 2, 4, 8, 9, 1,2,7 IA
KOJSTIMYECTBEHHOIO cocTaBa 10

BCNoMoraTernbHbIX BELLEeCTB

NeKapCTBEHHOrO npenapara

2. KayecTBeHHbIE NN KONUYECTBEHHbIE - - Il
N3MEHEeHMA  ogHoro wunn  bonee
BCNOMoOraTesibHbIX BELeCTB, KOTopble
MOryT CYLIEeCTBEHHO MNOBMUATbL Ha

KayecTBoO, ©e3onacHoOCTb nnu

3 (peKTUBHOCTb nekapcTBeHHOro

npenapara

3. N3meHeHue, 3aTparusatoulee - - 1

ouonornyecknn - (MMMYHOMNOTNYECKNIA)
npenapar




4. Jloboe HOBOe BcromoraTesribHoe - - 1

BeLlEeCTBO, npegnonararilee
ncnoJyib3oBaHue mMaTtepunanos
yeroBe4vecKoro nnn XMUBOTHOIO

NPoOnNCXOoXOeHUs, TpebylLmnx OueHKN
AaHHbIX BUpPYyCHOW 6e3onacHocTM U
(nnun) pucka TI'S

5. N3meHeHue, obocHoBaHHOE - - Il
pesynbTatamm nccnenoBaHus

ONO3KBMBANEHTHOCTH

6. 3ameHa ogHoOro BCroMoraTeribHOro - 1,3,4,5,6, IB
BellecTBa CXO4HbIM BCNOMOraTenbHbIM 7,8,9, 10
BELLLEeCTBOM c TeMu xe

d)yHKHMOHaﬂbeIMM XapakKTepuctnukamm
B aHaAJ1ON'M4YHOM KOJIn4ecrtBe

YcnoBus

1. A3MeHeHus OyHKUMOHAamNbHbIX XapaKTepUCTUK flekapCTBEHHON hopMbl, HAanpumep,
BpeMeHU pacrnagaemMocTun, Npoduns pacTBOPEHNSA, OTCYTCTBYHOT.

2. BCsKyl0 He3HauUTENbHYIO KOPPEKUMIO cOCTaBa ANdA nogaepxaHmsa obuien macchl
HeobXOAMMO OCYLLEeCTBNATbL BCMOMOraTeSibHbIM BELLeCTBOM, COCTaBfslWMM B
HacTosILLiee BpeMsi OCHOBHYIO YacTb fleKapCTBEHHOro npenapara.

3. Cneundmkaumna nekapcTBEHHOro npenapaTta obHOBMEHa B 4YacTu BHELLUHEro Buaa
(3anaxa, Bkyca) 1, npy HEOBXOAMMOCTH, UCKINKYEHO UCMNbITaHME Ha NOASMHHOCTb.

4. HavaTbl coOTBeTCTBYWOLUME WCCNeoBaHUA CTabunbHOCTU B COOTBETCTBUM C
AokymeHTammn Coto3a (C  ykasaHMeM HOMEpPOB Cepun); npoaHann3npoBaHbl
COOTBETCTBYIOLIMNE MapaMeTpbl CTabUNIbHOCTM HEe MeHee 4YeM Ha 2 OnbITHO-
MPOMBILLSIEHHBIX MW NPOMbILLIIEHHBIX CEPUSX; B PACNOPSKEHUM 3as8BUTENA HAXOOATCS
yOooBneTBOpUTENbHbIE pe3yNnbTaTbl MO MeEHbLEen Mepe 3-MeCAYHOrOo U3yYeHUs
ctabunbHOCTM (Ha MOMEHT BBefeHua uameHeHun |A Tuna u yBegomneHna o6
n3meHeHusx 1B Tvna); npocunb cTabunbHOCTM CXOX C YTBEPXAEHHbIM B HacTosLlee
BpemMs npodunem. NoareepxaeHne Toro, YTo uccregoBaHus 6yayT 3aBepLleHbl, U 4TO
eCnu pesynbTaTbl Ha KOHeL, CpoKa rogHOCTU He ByayT yknaabiBaTbCA B cneundukaumm
WA  MOTyT MOTEHUMANbHO He YNOXWUTbCA B cneuudukaumm, WX HemenneHHO
npeacTaBAT yNnosIHOMOYEHHOMY OpraHy Hapsiay ¢ npegnaraemMbiM MAaHOM OEeNCTBUNA.
Kpome TOro, B COOTBETCTBYKLUMX ClyyYyasix HeobXoguMmo nNpoBECTU WUCMblTaHue
doTOCTabMNBLHOCTM.

5. Bce HOBble KOMMOHEHTbI JOMKHbI YAOBNETBOPATbL TPeOOBaHUAM COOTBETCTBYHOLLMX
AokymeHToB CoOl03a, KacalWMXCs KpacuTenew, WCMonb3yeMblX B MNULLEBON
NPOMbILLIIEHHOCTHU, N BKYCOBbIX 406aBOK.

6. HM oOMH HOBLIM KOMMOHEHT He npejnoriaraeT WUCMoNnb3oBaHWE MaTepuanos
4YenoBEeYECKOro WM XXMBOTHOMO MNPOUCXOXAEHUS, TPeOyLWnNX OUEHKN [AaHHbIX
BUPYCHOW  ©e3onacHOCTM WM COOTBETCTBUSA  AENCTBYyOWMM  TpeboBaHUAM
dapmakonen Cow3a N0 MUHMMKU3ALMW puUCKa nepedadn  areHToB rybyaTtom




3HUedanonaTMmM KMBOTHbIX MOCPEACTBOM  JNEKapCTBEHHbLIX MpenapaToB ANS
MEeANLMHCKOro U BETEPUHAPHOIo NMPUMEHEHUS.

7. B COOTBETCTBYWOLWUX CriydasiXx WM3MEHEHUS He BIIMAKT Ha pasnuuus Mexay
AO3UPOBKaMN M He OKasblBaldT HEraTMBHOIMO BIWSHUS Ha BKYCOBble CBOWCTBA
neKapCTBEHHbIX NpenapaToB, NpegHa3Ha4YeHHbIX AN geTen.

8. MNMpodunb pacTBOpEHNS HE MEHee YeM 2 OMNbITHO-MPOMBbILMEHHbIX CEPUA HOBOIO
NeKkapCTBEHHOro  npenapata COMOCTaBMM CO  HEU3MEHEHHbIM  (OTCyTCTBUE
3HauYUTENbHbIX Pa3fiMyMi C TOYKN 3PEHNSA CONOCTaBUMOCTM - CM. [1paBuna npoBeaeHus
nccnenoBaHun 0GuoakBmBaneHTHOCT Coto3a). [Mpy HEBO3MOXHOCTM MpPOBEAEHUS
NCNbITAHNA PacTBOPEHUS C NEKapCTBEHHbIMU pacTUTENbHbIMK NpenapaTtaMmy BpeMs
pacnagaemMoCcTu HOBOrO NieKapCTBEHHOro rnpenapaTa cConocTaBUMO CO HEM3MEHEHHbIM.
9. N3meHeHne He SABNAETCHA CreACTBMEM HeCcTabunbHOCTUM U (MNKU) He [OIHKHO
CKasblBaTbCHA Ha 6e30MacHOCTU, T.e. pasnuunsax Mexagy 403UpOBKaMM.

10. PaccmaTtpuBaemMbli NieKapCTBEHHbIN MNpenapaTt He SABnseTcs OMOoNnornyeckmm
(MMMYHONOrMYeCcKNM) NIeKapCTBEHHbLIM NpenapaToMm.

HokymeHTauus

1. lMNMonpaBka K COOTBETCTBYHOLUEMY(-MM) pa3geny(-am) Oocbe, BKMA4Yas MeTonbl
MCNbITaHNA Ha MNOAJSIMHHOCTb BCEX HOBbIX KpacuTenewn (ecnu npuMeHMMOo), a Takke
nepecmoTp MHpopMauum o nekapcTBEHHOM rnpenapaTe COOTBETCTBEHHO.

2. [exknapauusi, 4TO HavaTbl Tpebyemble wuccnegoBaHusi CTabunNbHOCTU B
COOTBETCTBMM C AokymeHTamum Coto3a (C ykasaHMEM HOMEPOB cepuin); U 4to (B
COOTBETCTBYIOLMNX CIy4asiX) HA MOMEHT BBELEHUS U3BMEHEHUN B €ro pacropsXeHun
Haxoaunucb Tpebyemble MWHUMarnbHblIE  YOOBMETBOPUTENbHbIE  AaHHbIE MO
CTabunbHOCTU; M YTO MMELLUMECH AaHHble HE CBUOAETENLCTBOBANM O KaKoOM-nnbo
npobneme. HeobxogMmo Takke NpencTaBUTb MNOATBEPXAEHME TOro, 4To
nccnepoBaHusa dyayT 3aBepLUEHbl, U YTO ecnn pesynbTaThl He ByayT yknagblBaTbCs B
cneyndurkaumm nnm noTeHumanbHO MOryT He YNOXUTBCA B cneundukaumm Ha KoHel
CpoKa rogHoOCTU, UX HEMEANEHHO NPeacTaBAT YNONIHOMOYEHHOMY OpraHy Hapsigy C
npegnaraemMbiM nnaHoOM LENCTBUN.

3. Pesynbtatbl uccrnegoBaHu CTabUIbHOCTW, MPOBEAEHHbIX B COOTBETCTBUMM C
AokymeHTammn Coto3a, No 3Ha4YMMbIM NapamMeTpam CTaburnbHOCTM HE MEHEEe YeM Ha
ABYX OMbITHO-MPOMBILLAEHHbBIX WX MPOMBbILNEHHbIX CEPUsiX, OXBaTbIiBaKOLWMX He
MeHee 3 MecdueB, U NoATBEPXAEHME TOro, YTO yKasaHHble uccnegoBaHua 6yayT
3aBeplleHbl, N ecnu peaynbTaTbl He OyayT yknagbiBaTbCs B crneundukaumm unm
NOTEHUMaNbHO MOTYT HE YNOXUTbCA B CNeUndUKaLmMm Ha KOHEL, CpoKa rogHOCTU, UX
HeMedsIeHHO npeacTaBAT YNOHOMOYEHHOMY OpraHy Hapsagy ¢ npegnaraembiM
nnaHoM AeNCTBUN.

4. B cOOTBETCTBYHOLMX Ccriydasix obpasubl HOBOro nekapCTBEHHOro npenapara.

5. Nlnbo ceptudmkat cootBetcTBUA EBponenckon dapmakonen no T3 Ha niodon
HOBbIW WUCTOYHMK MaTepuana, nubo (ecnvm NPUMEHUMO) AOKyMEHTanbHOe
NoATBEPXAEHMNE TOro, YTO UCTOYHUK MaTepuana, NoABEPXKEHHLIN pucky TID, paHee
NpoBepPeH YMNOSIHOMOYEHHbIM OpraHoM; U ObifN0 NOATBEPXAEHO €ro COOTBETCTBUE
aencreyroulen ctatbe Papmakonen Corosa no MMHUMMMU3aL MM pUCKa Nepegaym areHToB




rybyaTon aHuedanonatmum XXUBOTHbLIX NOCPEACTBOM JIEKAPCTBEHHbLIX NpenapaToB A
MELMLMHCKOrO 1 BETEPMHAPHOro NpuMeHeHus. [na Kaxxgaoro Takoro poga martepuana
HeobxoaMmMo nNpeacTaBuTL CriedyllmMe CBeAeHUs: HasBaHue Mpou3BOAMTENS; BUA
XMBOTHbIX M TKaHW, M3 KOTOPbIX MOSlydeH MaTepuarn; cTpaHa MNPOUCXOXAEHNS
XMBOTHbIX N €0 NCNOSb30BaHME.

6. B cooTBeTCTBYyHOLWMX ChnyyYasx [OaHHble, MOATBEpXdawlwmne TO, YTO HOBOE
BCMOMoOraTesfibHoe BELLECTBO HE B3aMMOAEWCTBYET C aHANMTUYECKMMU MeToauKamu
crneundmrkaumm nekapcTBEHHOro npenapara.

7. Heobxogumo nocpeacTBOM Haanexaiwen dapmaueBTuydeckon paspaboTku
(Bkno4aa BOMPOCHI CTAbBUMBHOCTM M MPOTUBOMUKPOOHOINO KOHCEPBUPOBAHMUS, €Cnun
NPUMEHNMO) NpeacTaBnTb 060CHOBaHME CMeHbI (BbiIGopa) BCnoMoraTesibHbIX BELLECTB
nT. o

8. CpaBHUTEnNbHbIE OaHHbIE NPOMUNIA PacCTBOPEHUS TBEPAbIX NTEKAPCTBEHHLIX hopMm
He MeHee 4YeM Ha 2 ONbITHO-MPOMbILLIEHHbLIX CEpPUSAX NEeKapCTBEHHOro npenapara
HOBOrO M CTaporo cocTtaBoB. B OTHOWeEHWN NEeKapCTBEHHbIX pPacCTUTENbHbIX
npenapaToB MOryT ObITb 4OCTATOYHbI AAaHHbIE CPABHUTENbHOW pacrnagaemMocTy.

9. OG6ocHoBaHMA  HenpeacTtaBreHWa  pe3ynbTaTOB  HOBOrO  UCCNedoBaHus
OMO3KBMBANEHTHOCTU B COOTBETCTBUM C [lpaBunamm NpoBedeHUs UccreagoBaHUn
onoakBmBaneHTHocTn Cotosa.

b.1l.a.4. N3ameHeHne maccbl obonoykn | Heobxogmm | [JOKyMEHTbI Mpoueaypa
neKkapcTBeHHbIX OpPM ANs NpuMemMa | ble YCroBusa | UM LaHHble
BHYTPb  WNW  M3MEHEHWEe  Macchbl
000N04KM Kancynbl

a) TBepable nekapCTBEHHble (OopMbl 1,2,3,4 1,2 1A
Anga npuema BHYTPb

0) fieKkapcTBEHHbIE dopmbl C - - Il
OTCPOYEHHbIM,  MOAMPULNPOBAHHBLIM
nnu MNPONOHIMPOBAHHbBIM
BbICBOOOXAEHNEM, B KOTOpPbIX
obonouyka sABnAeTcH KMoYeBbIM
hakTopOM BbICBOOOXKAEHNSA

YcnoBusa

1. Mpodunb pacTBOpeHNA He MeHee YeM 2 OMNbITHO-MPOMBbILIIEHHbLIX CEPUN HOBOIO
NeKapCTBEHHOrO npenaparta CconoctaBMMm CcO  cTapbiM. [lpy  HEBO3MOXHOCTU
NpoBeOeHNss  UCMbITAHUA  PacTBOPEHUA C  FIEKAPCTBEHHbIMU  pPacCTUTENbHbIMU
npenapaTtamMnm BpeMs pacnagaemMoCTU HOBOrO JIeKapCTBEHHOro npenaparta B
CpaBHEHUWN CO CTapbIM.

2. O6bono4ka He aBnsieTca KnoyesbiM 0akTOPOM MexaHn3mMa BbICBODOXAEHMS.

3. Cneumndumkauma nekapcTBeHHOro npenaparta oOHOBMNEHa NWLb B 4acTM MacChbl U
pa3mepoB (ecrnn NPUMEHUMO).

4. Ha4yaTbl COOTBETCTBYKOLINE MWCCNEedoBaHUA CTabWUNBHOCTUM B COOTBETCTBUMU C
AokymeHTamm Coro3a He MeHee YeM Ha 2  ONbITHO-NMPOMBIWEHHbIX  WUIn




MPOMbILUNEHHbIX CEPUSAX; B PaCnopsiKeHUM 3asiBUTENs Ha MOMEHT BBeOeHUs
N3MEHEHMUIN HaxoaATCsA YAOBNETBOPUTENBbHbIE MO MEHbLUEN Mepe 3-MecsYHble AaHHbIe
No cTabunbHOCTM; NOATBEPXKAEHNE TOro, YTO UccneaoBaHMs 6yayT 3aBeplueHbl. Ecnu
pe3ynbTaTbl He yKnagblBalwTCs B cneuudukaumMm Wnu noTeHuuanbHO MOryT He
YNOXUTbCA B crneumduKkaumm Ha KOHel, cpoka rogHoCTh, UX HEMEANEHHO NpeacTaBsaT
YyNONMHOMOYEHHOMY OpraHy Hapsiay ¢ npegnaraemMbiM NiiaHOM OEACTBUN.

[JokyMmeHTauus

1. MNonpaBka Kk cooTBeTCTBYOLLEMY(-MM) pasgeny(-am) gocbe.

2. [eknapauus, 41O Ha4vatbl Tpebyemble wnccrnenoBaHus cTabunbHOCTU B
COOTBETCTBMM C JokymeHTamum Coto3a (C ykasaHMEM HOMEPOB cepuin); U 4to (B
COOTBETCTBYIOLMX CIy4asX) HA MOMEHT BBeLEHUS UBMEHEHUIN B €ro pacnopsiKeHnm
Haxogunucb Tpebyemble  MUHMManbHble  YOOBMETBOPUTENbHbIE  OaHHble MO
CTabuNbHOCTU; U YTO MMEKLMECs AaHHble He CBUAEeTeNbCTBOBaNM O KakKom-nnbo
npobneme. Heobxognmo Takke nMpeacTaBUTb NOATBEPXKAEHME  TOro, 4TO
nccnegoBaHusa 6yayT 3aBepLUeHbl, U YTO ecnn pedynbTaTthl He ByayT yknagbiBaTbCH B
cneundmrkaumm nnn NoTeHUManbHO MOTYT HE YNOXUTbCA B cneumdurkaumm Ha KoHew,
CpOKa roAHOCTU, UX HeMeOneHHO MpeAcTaBAT YNOSHOMOYEHHOMY OpraHy Hapsgy C
npeanaraeMbiM nnaHom aencteun. Kpome TOro, B COOTBETCTBYHOLLMX ClyyasnX
Heo6X0ANMO NPOBECTM MUCMbITaHMe POTOCTabUITbHOCTMW.

b.1l.a.5. W3meHeHne koHueHTpauun | Heobxogmm | [JOKyMEHTbI Mpouenypa
OAHOOO03HOro, MOJSIHOCTLK BBOAWMOrO | ble YCNOBUA | W AaHHble

napeHTepanbHoOro NeKapcTBEHHOIO
npenaparta npwu HEN3MEHHOCTH
cofepxaHus aKTMBHOW

hapmaueBTMYeckon cybecTtaHumMM Ha
eavHuuy 0o3bl (T.e. JO3UPOBKN)

b.l1l.a.6. WckniouveHne koHTenHepa c | Heobxogum | Tpebyemas Bug
pactBoputenem (pasbaButenemM) U3 | ble yCNnoBus | JOKYMeEHTal, | npouenypbl
ynaKoBKU nsi

- 1,2 B
JokymMmeHTauus

1. OBOCHOBaHME WCKMNIOYEHUS, BKNOYas YKasaHWe Ha anbTepHaTUBHbIE CMNOCOObI
nonyvyeHus pacTteoputens (pasbasutend) B uenax 6e3onacHoro n adEKTUBHOIO
NPUMEHEHUs NNIeKapCTBEHHOIO NpenaparTa.

2. [NlepecMmoTpeHHas nHpopmMauus o nekapcTBeHHOM rnpenapare.

B.11.6) NMNpousBoacTBo

b6.1.6.1. 3ameHa wnu pobGasneHne | Heobxogmm | [JOKyMEHTbI Mpouenypa
HOBOW MNPOW3BOACTBEHHOM NMOLAAKN | ble YCNOBUSA | M AaHHble
Ans 4actTu WM BCeX MpOLEecCoB




npoun3soCcTBa nekapcTBEHHOro

npenapara

a) nnowagka no BTOPUYHOM ynakoBKe 1,2 1,3,8 1A

HY

6) nnowagka Nno NepBUYHON yNakoBKe 1,2,3,4,5 | 1,2, 3,4,8, IA
9 HY

B) nnowaaka, Ha KOTopomn - - Il

OCYLLECTBNAOTCA NPOM3BOACTBEHHbIE

onepauum ans Bronormyeckmnx

(MMMYHONOrMYECKNx) NeKapCTBEHHbIX

npenapaTtoB  WNU  NEKAPCTBEHHbIX

dopM, Npon3BEOEHHbIX C MOMOLLbIO

CINOXHbIX NPOM3BOACTBEHHbIX

NpouEeccoB, 3a UCKITIOYEHNEM Bbinycka

Cepun, KOHTPOMSA KavecTBa cepumn WU

BTOPMYHOWN YNAKOBKU

r) nnowagka, Tpebyowasn nposegeHns - - I

NepBUYHON UNU NpPoAYyKTCneunduyHoOmn

MHCNEKLUMN

a) nnowlaaka, Ha KOTOpOW - 1,2,3,4,5, IB

OCYyLLECTBNAKTCA nobble 6,7,8,9

NpPOM3BOACTBEHHbIE  onepauun  Ans

HeCTepUnbHbIX nekapCTBEHHbIX

npenapaToB, 3a UCKITIOYEHNEM BbiNycka

cepumn, KOHTPONS cepun, NepBUYHON n

BTOPMYHOW YNAKOBKU

e) nnowianka, Ha KOTOpou - 1,2, 3,4,5, IB

OCyLLecTBnATCA nobble 7,8

NPOM3BOACTBEHHbIE  oOnepaumm  co

CTEPUNbHbLIMU nekapcTBeHHbIMMU

npenapatamu, MNPOU3BOASALMMUCA C

NCnonb30BaHNEM acenTn4eCcKnx

MeToAoB (Mcknoyas BGuonornyeckue

(MMMyHORNOrMyeckne) rnekapCTBEHHbIE

npenapaThbl), 3@ UCKITIOYEHNEM BbINycKa

Cepun, KOHTPOSs KadecTBa cepun W

BTOPUYHOWN YNaKOBKMU

YcnoBus

1. YpgoBnetBopuTenbHas  MHCMEKUMS B TeYeHue nocrnegHux  Tpex  net

MHCNEKTUPYIOLLUMMN  OpraHamMn rocyfapCTB-YfieHOB, WM CTPaHOW, C KOTOPOW

3aKJ1Ho4eHOo ﬂeﬁCTBmeee cornawieHne o B3aMMHOM TPpU3HaHUN Hagnexawlemn




NPOM3BOACTBEHHOW NMPAKTUKMN.

2. lnowapgka nuueHsnpoBaHa B YCTAHOBMIEHHOM rnopsagke (4Ans nNpous3BoACTBa
paccMaTpuBaeMom fiekapCTBEHHOM (OpMbl NN IEKAPCTBEHHOIO Npenaparta).

3. PaccmaTpmnBaembln nekapcTBEHHbIW NpenapaTt He ABMAETCS CTEPUNbHbIM.

4. B cooTBETCTBYIOLLMX Crlydasax, HAaNnpuMmep, B OTHOLLEHUW CYCMNEH3UN NN 3MYTbCUN,
MMEEeTCa cxema Banugauuu unm B COOTBETCTBUM C TEKYLLUMM MPOTOKOSIOM YCMELLUHO
npoBegeHa Banuaauusi HOBOM NMMOWAAKM C HEe MeHee 4eM 3 MPOMbILLSIEHHbBIMU
cepuamMMm.

5. PaccmaTtpuBaeMbli NeKapCTBEHHbIM npenapaTt He $BnseTcs OMonornvyecknv
(MMMYHONOIrMYECKNM).

[JoKymMeHTauus

1. [llogTeBepxgeHue TOro, YTO nMpegnaraemMas nowagka nvueH3MpoBaHa B
YCTaHOBNEHHOM MoOpsaKke [And  MPOM3BOACTBA  fIeKApCTBEHHOW  (pOopMbl UK
paccMmaTpuBaeMoro fiekapCTBEHHOro npenapara.

2. B cootBeTcTByWOWMX criydagx HeobxoAuMmo ykasaTb HoOMepa cepum,
COOTBETCTBYIOLLME pa3Mep cepun 1 aaTy Npon3BoacTBa cepuin (23), MCNONb30BaHHbIE
B BanugauMoOHHOM WCCNenoBaHUK, W NPeACcTaBUTb [OaHHble MO Banugaumm unu
NPOTOKON (CXeMy) Banugaumm, nognexawinin nogade.

3. B NyHKTE O BHOCUMBbIX U3MEHEHUAX 3asiBfIeHUs1 O NPUBEAEHUN PErncCTpauNoOHHOIo
Aocbe B COOTBETCTBME C TpeboBaHMsimu Coto3a (B CONPOBOAUTESTIbHOM NUCbME, hopme
3as5IBNEHNA O BHECEHUM U3MEHEHWUMN, MPUMOKEHHON K COMPOBOAUTENBHOMY MUCbMY)
HeobxoaMmMo  4YeTko 0003HauYnTb paHee OoOOOpeHHbIX W npeanaraemblX
Npou3BOaUTESNEN, KaK YKa3aHo B pasgerne 2.5 opMbl 3adBIIEHUS.

4. Konuun yTBEpXAEHHbIX crneumdmrkaLmi Ha BbiNYCK U KOHEL, CpOKa rogHOCTM (ecnu
NPUMEHNMO).

5. [laHHble aHanu3a OAHOW NMPOMbILLNIEHHON Cepun U ABYX OMbITHO-NPOMbILUIEHHbIX
CEpUN, UMUTUPYIOLLMX NPOLIECC NPOM3BOACTBA (MU OBe MPOMbILUIIEHHbIE CEPUN) U
CpaBHUTEMbHbIE AaHHble C Tpemsi cepusiMu, NPOU3BEAEHHbIMM Ha npeablaylien
Npon3BOACTBEHHOW nnowaake. Mo 3anpocy HeobxoaMmo MpeacTaBUTb LaHHble MO
cnegyowmm ABYM MOSMHBbIM NPOMbILLSIEHHBIM CEPUSM; HEOHBXOANMO COOBLUTL, ecnu
pe3ynbTaTbl aHanuMsa He YKnagblBalTcs B crneumdukaumioo, U npegnoxutb nnaH
JEeNCTBUN.

6. CooTBeTCTBYIOLWMNE AaHHble NO Banujauuu, BKAYas pesynbTaTbl MUKPOCKOMUK
pacnpegeneHns nNo pasmMepaMm 4actuy M UxX MopdosiorMm MSAKUX U XKUOKUX
nekapcTBeHHbIX (hopM, B KOTOpbIX drapmaueBTuyeckass cybcTaHuMsi HaxoguTcs B
HepacTBOPEHHOM COCTOSIHUM.

7. Ecnu Ha HOBOW Npon3BOACTBEHHOM MNIOWAAKN B Ka4eCTBE UCXOOQHOro maTtepuana
ncrnonb3yeTca  akTuBHaa  dpapmaueBTMyeckad  cybectaHuus, - Aeknapaumsa
YNOSTHOMOYEHHOrO fivua niowazkn, OTBETCTBEHHOIO 3a BbIMYCK CEPUN, YTO aKTUBHAaS
dapmaueBTMyeckas cybCTaHuMs npousBedeHa B COOTBETCTBUM C [lpaBunamu
Hagnexatllen Npon3BoacTBEHHOM NpakTnke Coto3a Ans UCXOAHbIX MaTepuarnos.

8. NonpaBka k cooTBeTCTBYOWEMY(-UM) pasgeny(-am) gOCbe.

9. Ecnn npomsBoacTBEHHas niowiagka M niolwiagka, Ha KOTOpOM OcCyullecTBnseTcs



http://pravo.eaeunion.org/document?id=71446280&sub=1000

nepBMYHasa ynakoBka, pasnuyatotcd, HeobxoaMmo onucaTtb U BanvMampoBaTth YCrOBUS
TPaHCNOPTUPOBKM N XpaHEHU HepacdacoBaHHoro npenapaTta (bulk).

MpumeyaH
us:

Mpn n3ameHeHnn NN HOBOW NPOM3BOACTBEHHOM NIoWanKke B CTpaHe 3a
npegenammn Coto3a, C KOTOPOW He 3aKro4YeHOo cornaweHne 0 B3anMHOM
NPU3HaAHUM Hagnexawen npou3BoACTBEHHOW MNPAKTUKW, OepXaTensm
00 nojdadn yBeoOMIEHUS PEKOMEHAYETCS MPOKOHCYNbTUPOBATLCA C
YNOSTHOMOYEHHLIMW OpraHaMn W nNpPeacTaBuUTb CBEAEHUS O BCeX
npegblaywmx nHenekumsax Corosa 3a nocriegHue 2-3 roga u (Unm) Bcex
3annaHnpoBaHHbIX MHcnekumax Coro3a, BKAYas OaTbl MHCMEKUWUHN,
KaTeropum MWHCNEKTUpPYEMbIX MPOAYKTOB, HaA30pHOE BEeAOMCTBO W
npoune ceegeHna. Bce 310, npu  HeobxoammocTwn, byageT
cnocobcTBoBaTb MNPUrOTOBMEHUAM K WHCMEKUMW Ha COOTBETCTBUE
[MpaBunam Hagnexailien nNpov3BOLCTBEHHOW MNpaKkTUKM EBpasmmnckoro
9KOHOMMYECKOro COK3a MHCNEKTOPATOM rocygapcTBa-yneHa.
[deknapaunn ynosiTHOMOYEHHOrO JfiMua, 3aTparnBalroime akTUBHYHO
dapmaueBTMYECKyro cybcTaHunio

[epxatenu nMueH3nn Ha Nnpon3BoaCcTBO 0653aHbl B KAYECTBE MCXOOHbIX
mMatepuanos ncnonb3oBaThb NCKNKOYUTESTBHO aKTUBHbIE
dapmaueBTmyeckne cybctaHuuu, npovsBeeHHble B COOTBETCTBUM C
GMP, noaTtomy Kaxablin gepxxaTerb NIMUEH3UM Ha NPOU3BOACTBO 0653aH
npogeknapupoBatb, 4TO OH B KayecTBe WCXOOQHOro MaTepuana
ncrnonbsyet aKTUBHYIO hapmaLeBTUYECKYHO cybcTaHumio,
npounsseneHHyto B cootBetctBuM ¢ GMP. Kpome TOro, nockomnbky
YNOSTHOMOYEHHOE §NLO, OTBETCTBEHHOE 3a cepTudukauunio cepuu,
BGepeT Ha ceba 0Oy OTBETCTBEHHOCTb 3a KaXKAyl CEpUIo, ecnu
nnowagka, BblMycKawowaa ceputo, OTNMYaeTcs OT YKasaHHOW Bblle,
YNOSTHOMOYEHHOE §NLO, OTBETCTBEHHOE 3a cepTuduKauuio cepum,
OOJKHO NPeaAcTaBUTb AOMNONHUTENBHYO AeKnapauuto.

Bo MHoOrmx cnydasix BOBMeYeH Nub OOMH AepXaTernb NUUEH3UN Ha
NPOU3BOACTBO, MNO3TOMYy noTpebyeTca nuwb ofHa Aeknapauus.
OpHako, ecnu BOBMEYEHbl HECKOSbKO BragenbLeB NUUEH3UA Ha
NPOU3BOLCTBO, BMECTO NoAayn HECKONbKUX AeKkrapauuin gornyckaeTtcs
nogate O4HY Aeknapauuvio, MoANUCaHHY OAHMM YNOSHOMOYEHHbIM
nuuom. 3To 4ONYCTUMO NPU YCIIOBUN TOTO, YTO:

B [AeKkrapauum 4YeTKOo YKasaHo, YTO OHa noanmcaHa OT Nnuua BCex
BOBJI€YEHHbIX YNOMHOMOYEHHbIX J1L;

AOroBOPEHHOCTU CKpeneHbl TEXHNYECKUM COrfallleHneM, OnnMcaHHbIM B
rnase 7 lNpaBun Hagnexalien npon3BoacTBEHHOM npakTukm Cotosa, n
YNOSIHOMOYEHHOE MU0, nojalliee AeKknapaunto, ykasaHO B TakoOMm
cornaweHumn kak 6epyliee Ha cebs 06a3aTenbCTBO NO COOTBETCTBUIO
npounsBoanTeNnsi(en) akTMBHOM  dhapmaueBTU4EecKon  cybCcTaHumm
MpaBunam Hagnexawen npousBoaCcTBEHHON npakTukn  Cotosa.
NMpumeyaHue: yKasaHHble cornaweHus daBnalTCa  NpegmMeToMm
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‘ MHCNEeKUMN YNOJIHOMOYEHHbIX OpPraHoOB.

b.1.6.2. N3meHeHne nmnoprtepa, | Heobxoamm | [JoKyMeHTbI Mpouenypa
cornallieHui O BbINyCcke Cepurh U | ble YCNOBUSA | W OaHHble
MCMbITAHUA MO KOHTPOMKO KadecTea
NeKapCTBEHHOrO npenapara

a) 3ameHa unm gobasneHue nnoLlagKku, 2,3,4,5 1,2,5 A
Ha KOTOPOW OCYLLIECTBNSAETCA KOHTPOIb
KayecTBa (UCrnblTaHne) cepum

0) 3aMeHa nnm nobaBneHue Il
npon3BoANTENHA, OTBETCTBEHHOINO 3a
BbIMYyCK cepun BGronornyeckoro
(MMMYHONOrMYecKkoro) nekapCTBEHHOro
npenapata w1  nobblx  MeToO0B
MCNbITAHUA,  OCYLLECTBISIEMbIX  Ha

nnowiagke, ABNSAOLLNXCA
ouonornyecknm  (MMMYHOOMNYECKUM)
MEeTO40M

B) 3amMeHa nnu pobaBneHune
Npon3BoaAUTENS, OTBETCTBEHHONO 3a
BbINyCK cepum

1. 3a UCKITIOYEHNEM KOHTPOSS KadecTBa 1,2,5 1,2,3,4 IA
(ncnbiTaHms) cepun HY
2. Bknw4vaa  koHTponb KadectBa | 1,2,3,4,5 1,2,3,4 IA
(vcnbiTaHne) cepuin HY

3. Bknwo4yaa  KOHTponb  KayecTBa Il
(ncnbiTaHme) BGruonornyeckoro
(MMMyHONOrMYeckoro) fekapCTBEHHOro
npenapata “ OAMH U3 METOAOB
MUCMbITAHWN,  OCYLLUECTBMSIEMbIA  Ha
nnowagke saBnsetca OuMonornyecknm
(MMMyHORNOrMYecknMm,

NMMYHOXMMUYECKNM)

YcnoBusa

1. lMNpoussognTenb, OTBETCTBEHHbLIN 3a BbINYCK Cepuun, OOSMKEH pacnosiaratbCs B
npegenax Cots3a. B Colw3e coxpaHseTcss Nno MeHbllen Mepe ofHa nnowagka no
BbIMYCKy Cepui, CnocobHas cepTuduuMpoBaTb UCMNbITAHUA  FIEKapCTBEHHOO
npenapaTta B Lensx BbiNycka cepui B npegenax Cotrosa.

2. Nnowagka nuueH3npoBaHa B YCTaHOBIIEHHOM MOpsiAKeE.

3. JlekapcTBeHHbIN npenapaT He 4ABNAeTcs OMONOrMYyeckMMm (MMMYHOSOMMYECKUM)
neKapCTBEHHbIM NpenapaTomMm.

4. TpaHcdep TEXHOMOMMN CO CTapor Ha HOBYHO MAoOLWaAKy UM HOBYHO UCNbITaTENbHYHO




nabopaTtopuio NPon3BeaeH YCneLLHO.

5. B Coto3e unun B cTpaHe, C KOTOPOM 3aKNYEHO OENCTBYIOLLIEE N COOTBETCTBYHOLLIEE
cornaweHve O B3aMMHOM MNPU3HAHUW HaAnexallen npou3BOACTBEHHOW MPAKTUKM
Mexagy aTton ctpaHon n Cor3oM, CoOXpaHAeTCsl N0 MEHbLUEN Mepe oAHa nroLwiagka no
KOHTPOSO (UCMbITaHUIO) Cepun, cnocobHasi NPoOBOAUTL UCMbITaHWS Npenaparta B Lensx
Bblnycka cepui B npegenax Cotosa.

[JokymeHTauus

1. Konusa nuueH3nn Ha npon3BoacTBO UMK B UX OTCYTCTBUE - cepTUdmKaTt Hagnexatwlemn
NPON3BOLACTBEHHOM TMpaKTUKe, BblAaHHbIA B TedyeHne 3 nocnegHux net
COOTBETCTBYIOLLNM YNOSTHOMOYEHHBIM OPraHoOM.

2. B nyHKTE 0 BHOCUMbIX U3BMEHEHUSIX 3asiBNEHUS O NPUBEAEHUN JOCbEe B COOTBETCTBUE
c TpeboBaHusmn Coto3a (B COMPOBOAUTENBHOM MNUCbME, opme 3asBneHus O
BHECEHUN WU3MEHEHUN, MPUNOXEHHOM K COMPOBOAUTENBHOMY MUCbMY) HEOBXOOUMO
4YyeTKO 00603HauMTb paHee of0OpeHHbIX W npegnaraemblx MNPOM3BOAMTENEN, Kak
yKasaHo B paszgesie 2.5 opMbl 3asBEHNA.

3. deknapauunsa ynosiIHOMOYEHHOro nuua, OTBETCTBEHHOMO 3a cepTudukaumo cepun, B
KOTOPOW YyKasblBaeTCsl, 4YTO MNpPOU3BOAUTENbL(-M) aKTMBHOW apMaLeBTUYECKON
cyOCTaHUMN, YKasaHHOW B perncTpaumMoHHOM Jocbe, paboTaeT B COOTBETCTBUM C
[MpaBunamn Hagnexailen npou3BOACTBEHHOM MpakTnukn Col3a AN UCXOAHbIX
maTepuanos. Mpu onpegeneHHbIX 06CTOATENBCTBAX AOMYCKaeTCs NpeacTaBnsiTh O4HY
aeknapauuio (cMm. npymeyaHme K nameHeHuno b.11.6.1).

4. MNMonpaBka Kk cooTBeTCTBYOLWEMY(-UM) pasgeny(-aMm) gocbe, BKIoYas nHopmawmm
O JleKapCTBEHHOM Mpenapare.

b.11.6.3 N3meHeHne npouecca | Heobxoanm | [JOKyMEHTbI Mpoueaypa
npomnssoacTea neKapcTBEHHOrO | ble yCrnoBus N OaHHble

npenapaTa, BKIO4Yas MPOMEXYTOYHbIN

NPOAYKT, Ncnonb3yemMbln B

npon3BoAcTBe nekapcTBEHHOrO

npenapara

a) He3HauuMble M3MeHeHus npouecca | 1,2, 3,4,5, | 1, 3,4, 5, 6, IA
npon3BoacTBa 6, 7 7,8

6) 3HauMMble M3MEHEeHWsa npoLlecca - - Il
NPOV3BOACTBA, KOTOPbIE MOTYyT OKa3aTb
CYLLIECTBEHHOE BNUSHME Ha Ka4yecTBO,
0e3onacHoCTb U 3PGEKTUBHOCTb
NeKapCTBEHHOro npenapara

B) JleKapCTBEHHbIN npenapar sBnseTcs - - Il
ouonormyecknm (MMMYHONOMMYECKUM),
MW N3MEeHeHWe  TpebyeT  OUEHKM
COMNOCTaBMMOCTH

r) BBeAeHne HecTaHOJapTHOro - - Il
TepMUHaNbHOro MeToga crepunmsaunm

[) BBeJEHUe unu ysennyeHme n3bbitka, - - Il
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NCMNONb3yeMOro B OTHOLLEHUN aKTUBHOM
dapmaueBTMYEeCKon cybCcTaHUmm

e) HecyLeCcTBEHHOEe N3MEeHeHne - 1,2,4,6,7, IB
npouecca Npon3BoACTBa BOZIHOMN 8

CYyCNEH3UN ans npuema BHyTpPb

YcnoBusi

1. \3aMeHeHns1 Ka4eCTBEHHOIO UK KONTMYECTBEHHOIO Npodunsa npumecemn unn pusmnko-
XUMUNYECKNX CBONCTB OTCYTCTBYIOT.

2. N3ameHeHne kacaeTcs TBepOou nekapcTBeHHoM opMbl Ond npuema BHYTPb
(pactBOpa pAgna npuvema BHYTPb) C  HeMeAfleHHbIM BbICBODOXAEHWEM W
paccMaTpuBaeMbIl  NEKAPCTBEHHbIN NpenapaT He sABnseTcsa  buonornyeckum
(MMMYHONOIrMYECKUM) UIN PaCTUTESbHBIM.

3. [MpuvHuun npou3BoACTBa, BKMOYas OTAENbHbIE €ro 3Tanbl, HE W3MEHSTCH,
Hanpumep, obpaboTka NPOMEXYTOYHbIX MPOOYKTOB, OTCYTCTBYIOT U3MEHEHUSA KaKUX-
nnbo pacTeBopuTenen, UCNoSb3yeMblX B NpoLecce Npon3BoaCcTBa.

4. 3aperncTtpypoBaHHbIi B  HacTosillee BpeMsa  npouecc Npou3BoACTBa
KOHTPONMPYETCA BHYTPUNPOM3BOACTBEHHBIMU KOHTPOMSAMW, U U3MEHEHME TaKux
KOHTpOsien (pacumpeHmne num NCKIYeHne Kputepmes NnpueMnemocTin) He TpebyeTcs.
5. Cneundukaumm nekapcTBEHHOro npenapara UM nNpoMeXyTOYHbIX NPOLYKTOB He
N3MEHSIOTCS.

6. Mo pe3ynbTatam HOBOro Npouecca OOMKeH 00pa3oBbIBaTbCA NOEHTUYHbIA C TOYKK
3peHns BCeX acneKToB KavecTBa, 6e3onacHOCTU U aPPEKTUBHOCTU NIEKapPCTBEHHOMO
npenapara.

7. CornacHo cCOOTBETCTBYKOLINM AokymMeHTam Coro3a HadaTbl COOTBETCTBYHOLLME
nccnenoBaHns ctabunbHOCTM HE MeHee YyeM Ha 1 ONbITHOM MW NPOMBbILLSIEHHOM
cepun; B pacrnopsikeHUn 3asaBuTensa HaxoaaTcs yooBNeTBOpUTENbHbIe pesynbTaTthbl No
MeHbLUEen Mepe 3-MeCSAYHOro u3yvyeHust ctabunbHocTu. lNMoaTBepXxaeHue Toro, YTo
nccnepoBaHua 6yayT 3aBeplleHbl, U ecnn pesynbTaTbl He ByayT yknagbiBaTbCs B
cneyndukaumm nnm MoryT noTeHUnanbHO He YNOXUTBCA B cneundukaumm Ha KoHel
CpoKa rogHoOCTU, UX HEMEANEHHO MNPeacTaBAT YNOSIHOMOYEHHOMY OpraHy Hapsgy C
npeasiaraeMblM N1IaHOM OENCTBUN.

JokymMmeHTauus

1. MNonpaBka k COOTBETCTBYOLLEMY(-MM) pasgeny(-am) gocbe.

2. B OTHOWEHUN MATKMX N XUOKUX NEeKapCTBEHHbIX (POpM, B KOTOPbIX aKTUBHas
gapmaueBTnyeckaa cybCcTaHuMs HaxoauTCs B  HEPACTBOPEHHOM  COCTOSHWUMW:
Hagnexawass Banuaauusi U3MEHEHWUs, BKIToYasi MUKPOCKOMUIO YacTuy B Lensax
NPOBEPKN  BUAUMBIX U3MEHEHUA  MOPJOSOrnMK; CpaBHUTENbHbIE [OaHHble O
pacripegeneHnun no pasmMepy 4actuy (AUCMEpPCHOCTU), MOMyYeHHble Haanexalinum
crnocobowm.

3. B oTHoweHun TBepabix nekapcTBEHHbIX (POPM: AaHHble Npoduriss pacTBOPEeHUs
O[HOW penpe3eHTaTUBHOM MPOMBILLNIEHHON CEPUN N CpaBHUTENbHbIE OaHHble Tpex
nocrnegHuUx cepuin, NPoM3BeAeHHbIX C NOMOLLbIO NpeablayLero npouecca. 1o 3anpocy
HeobXxoAMMO NpeAcTaBUTb AaHHble MO cnegyruwmm ABYM NOSTHbIM NPOMbILLAEHHbLIM




cepysiMm UnNu coobLWMTb, ecnv pesynbTaTbl He YKNaAblBalOTCHA B cneuudukauuio u
NpeanoXnTe nnaH [encTBuiA. B OTHOWEHMM neKapCTBEHHbIX pPacCTUTENbHbIX
npenapaToB MOryT ObITb 4OCTATOYHbI AAaHHbIE CPAaBHUTESTbHOW pacrnagaemMocCTy.

4. O6GoCHOBaHMA  HenpeacTaBneHUs  pesynbTaTOB  HOBOIO  UCCefoBaHus
OMO3KBMBANEHTHOCTN B COOTBETCTBUM C [lpaBunamm NpoBeAeHUs UCcreoBaHUN
BuoaksuBaneHTHocTn Cotosa.

5. Npu n3ameHeHun napameTpa(-oB) NpoLecca, KOTOpble CYNTAOTCH HE OKa3blBaKOLLMMHU
BNSHME Ha Ka4yeCTBO NIeKapCTBEHHOro npenapara, Aeknapaunsd, 4To 3T0 AOCTUTHYTO
B X04€e paHee npoBefeHHOM 0406pEeHHON OLEHKN PUCKOB.

6. Konun cneundukaumm Ha BbINyCK U KOHeL, CpoKa rogHOCTH.

7. JaHHble aHanuaa cepuin (B popmaTe CpaBHUTENBHON Tabnuubl) N0 MEHbLUEN Mepe
OLHOW cepun, NPON3BEAEHHON C NOMOLLbIO 0400PEHHOro 1 Npegnaraemoro npouecca.
Mo 3anpocy HeobxoouMmo npeacTaBUTb LaHHble MO crnegylwmm OBYM MNOJSTHbIM
NPOMBILLSIEHHBIM CepusiM; crnefyeT CcooOWMTb, ecnu pesynbTaTbl aHanmMsa He
yKnagplBaoTcs B cneumdukaumio 1 npeanoxuTb nnaH 4eNCcTBUN.

8. [eknapauusi, 4TO HayaTbl COOTBETCTBYKOLINE MCCreaoBaHUs CTabWMNbHOCTU B
COOTBETCTBMM C AoKymMeHTamu Coto3a (C ykazaHMEM HOMEPOB CEPUN) U M3YYEHBbI
Heobxoanmble napameTpbl CTabuNbHOCTM MO MeEHbLUEW Mepe Ha OAHOW OMbITHO-
NPOMBILUSIEHHON WNXM  NPOMbILWUIIEHHOW CEPUM WU HA MOMEHT yBEOOMIIEHUA B
pacnopskeHun 3asiBUTENs HaxOAWNUCb YOOBETBOPUTENbHbIE pe3ynbTaTbl MO
MeHbLLEN Mepe 3-MECSYHOro M3yYeHusi CTabunbHOCTM; U NPoduib CTabUnNbHOCTH
aHanormyeH TeKyLen 3apermcTpmpoBaHHOM cuUTyaumn. lMpeacTaBneHo
noATBeEpPXKAeHWe TOoro, YTo nccrenoBaHnsa 6yayT 3aBepLUeHbl, U YTO eCnun pesynbTaThbl
He OyayT yknagbiBaTbCs B crieumdukaumm unm MoryT noTeHUManbHO He YITOXUTBCA B

cneuncrkaumMm Ha KOHeL, cpoka rO4HOCTW, WX HeMeLneHHO npeacTaBaT
YNONHOMOYEHHOMY OpraHy Haps4y ¢ npegnaraemMbiM NaHoOM OENCTBUN.
6.11.6.4. N3ameHeHne pasmepa cepun | Heobxogmm | [JOKyMEHTbI Mpoueaypa
(Bkntovaa AnanasoHbl pasMepa cepuu) | ble YCroBUS | U AaHHble
NIeKapCTBEHHOrO npenapara
a) ykpynHeHue Bnnotb Ao 10 pas no| 1, 2, 3, 4, 5, 1,4 IA
CpaBHEHUIO C 0406PEHHBIM 7
0) pasykpynHeHue go 10 pas 1,2,3,4,5, 1,4 IA

6
B) u3aMeHeHne TpebyeT aHanusa - - Il
COMoCTaBMMOCTM BGuonornyeckoro

(MMMYHONOrMYecKoro) nekapCcTBEHHOro
npenapara wunu M3MeHeHue pasmepa
cepun TpebyeT HOBOro uccriefoBaHus
OMO3KBUBAIEHTHOCTU

) W3MeHeHWe  3aTparMBaeT  BcCe
ocTasibHble JeKapCTBEHHble (OpMbl,
npounssogsLmecs C MOMOLLbIO
KOMMJIEKCHbIX npoueccos




Nnpon3BoACcTBa

A) ykpynHeHne ©Gonee 10 pa3 no - 1,2,3,4,5, IB
CpPaBHEHMIO C 000OPEHHBIM pa3mMepom 6
cepun  nekapcTtBeHHbIX  dopM  C
HemMeLMeHHbIM BbICBOOOXAEHNEM (Ans
npuemMa BHYTpPb)

e) macLuTab npomn3BoACTBa - 1,2,3,4,5, IB
Buonoru4yeckoro (MMMYHOMNOMNYECKOrO) 6
neKkapCcTBEHHOro npenapaTta

yBenuuuncs (yMeHbLUMncs) 6es

N3MEHEHNA npoLecca MNpou3BoACTBa
(Hanpumep, oybnnpoBaHne NNMHUK)

YcnoBus

1. \ameHeHne He BNMUSAET Ha BOCMPOU3BOAMMOCTb M (MNKM) NOCTOSIHCTBO KadecTBa
nekapCTBEHHOro npenapara.

2. \ameHeHne 3aTparnBaeTt cTaHA4apTHbIE NekapCTBEeHHble hOpMbl 4SS pUemMa BHYTPb
C HemMedfneHHbIM BbICBODOXAEHNEM WNU HECTEPUSibHbIE XUAOKME JleKapCTBEHHbIe
dopMmbl.

3. Jltobble M3MeHeHus MeTOAOB MPOM3BOACTBA WU (MNN) BHYTPUMNPOU3BOACTBEHHbLIX
KOHTPOMen Heobxoaumbl InUWb AN U3MEHEeHUs pasmepa cepun, Hanpumep,
ncnosb3oBaHne obopynosaHve gpyroro pasmepa.

4. NmeeTcsa cxema Banugaumm Unu B COOTBETCTBUM C TEKYLLIMM NPOTOKONIOM YCMELLHO
npoBedeHa Banvaauusa npovM3BoLCTBa HE MeHee YeM Ha 3 NPOMbILLIIEHHbIX CEPUSIX C
HOBbIM pa3mMepoM B COOTBETCTBUN C NPUMEHNMbIMU TpeboBaHUSMN.

5. PaccmaTtpuBaeMbli NEeKapCTBEHHbIM npenapaTt He ABnseTcs OMonornvyecknv
(MMMyHORNOrMYecKnMm).

6. 'ameHeHne He JOMKHO BbITh CrneacTBUEM HenpeaBUAEHHbIX CUTYyaU M, BO3HUKLLINX
B X04€e Npou3BOACTBa, UM N3MEHEHUs1 CTabunbHOCTH.

7. Pasvep cepun yknagbiBaetca B 10-kpaTHbIM AnanasoH, NpeayCMOTPEHHbIN Npu
perncTpaumm, Unm nocrie nocnenyLwero N3MeHeHus!, He ABNSBLUEroCH N3MeHeHneM
IA TMna.

JokymMmeHTauus

1. NonpaBka K cooTBETCTBYOLWEMY(-MM) pa3geny(-am) gocbe.

2. [laHHble aHanusa cepuin (B dopmaTe CpaBHUTENbHON Tabnuubl) N0 MEHbLUEN Mepe
OAHOW NPOMBILWSIEHHON CepuKn, TMPOU3BEOEHHON B  3aperncTpMpoBaHHOM W
npegnaraemMom pasmepax. 1o 3anpocy HeobxoaMMO npeacTtaBuTb [[aHHble MO
cnegywowmMm OBYM MOSMHbIM MPOMBILWSIEHHBIM cepusiM;  gepxatenb PY ob6sa3aH
coobWwmnTb, ecnu pesynbTaTbl aHanu3a He YyKnagblBalwTcsa B crneundukaumio, wu
NpeanoXuTb NnaH 4eNCTBUN.

3. Konun ogobpeHHbIX cneumdurkaumii Ha BbiMyCK N KOHEL, CpoKa rogHOCTMN.

4. B COOTBETCTBYWOLMX Crydyasix HeobxoOuMO ykasaTb HOMepa Cepun,
COOTBETCTBYIOLIME pa3Mepy cepun U gate nx nponsBoacTea (=3), MCNOSb30BaHHbIX B
BanngauMoOHHOM UCCnefoBaHUM, U NpeacTaBUTb NPOTOKON (CXeMy) Banngauumu.




5. Heobxoanmo npeacrtaBuTb pesynbTaThl Banugauun.

6. PesynbTatbl uccnegoBaHuin cTabunbHOCTM, MPOBEAEHHbLIE B COOTBETCTBUMM C
AokymeHTammn Cotosa, No 3Ha4yMMbIM NapamMeTpam CTabunbHOCTU NO MEHbLUEN Mepe
Ha OHOM OMbITHOW UIN MPOMBILLIIEHHON CEPUN, OXBaTblBalOLLLEN NO MEHbLLUEN Mepe 3
Mecsua; NOATBEPXKAEHME TOro, YTO TakMe uccnegoBaHusa GyayT 3aBepLUEHbl, U 4YTO
ecnu pesynbTaTbl He ByayT yknagbiBaTbCs B cneumngukaumm unm MoryT NnoTeHumManbHo
HEe YMOXWUTbCA B cheundukaumm Ha KOHel, Ccpoka rogHOCTW, WX HeMeaSIEHHO
npeacTaBaAT YyrNnoSIHOMOYEHHOMY OpraHy Hapsa4y ¢ npeanaraemMblM MiaHOM OEeNCTBUMN.
B oTHOLWeEHUn Guonormyecknx (MMMyHOTOrMYeCKMUX) CPeACTB: AeKnapauus, YTo OLeHKa
COMOCTaBMMOCTU He TpebyeTcs.

b.11.6.5. N3meHeHne | Heobxoaum | [JOKyMeHTbI Mpouenypa
BHYTPUMNPON3BOACTBEHHbIX MWCMNbITAHUM | ble YCIIOBUS | U OAHHbIE
nnn KpUTEpmeB NPUEMITIEMOCTH,

MCMONb3YHLMXCSA MpU  NPoU3BOACTBE
nekapCTBEHHOro npenapara

a) YxecTtoyeHune 1,2,3,4 1,2 A
BHYTPUNPON3BOACTBEHHbIX KPUTEPUEB
npuemMnemMocTm

0) [Job6aBneHne HOBbIX UCMbITAHUA UK 1,2,5,6 1,2,3,4,5, A
KpUTEpMEB NPUEMNEMOCTU I

B) Wcknio4veHne  HecyweCTBEHHOro 1,2,7 1,2,6 IA
BHYTPUNPON3BOACTBEHHOIO UCMbITaHUSA

r) ckntoueHne - - Il
BHYTPUNPON3BOACTBEHHOO
NCNbITaHUS, KoTopoe MOXET
CYLLIECTBEHHO MOBMMATb HA COBOKYMHOE
Ka4eCTBO JIEKAPCTBEHHOrO npenapara

a) PacwupeHne 0406peHHbIX - - Il
BHYTPUNPOU3BOACTBEHHbIX KpUTEpUeEB
NpUemMIeEMoCTH, KOTOpble MoryT
CYLLEeCTBEHHO NOBSIUSATH HA COBOKYMHOE
Ka4yeCTBO JIeKapCTBEHHOro npenapaTa

e) [obasneHne nunm 3aMeHa - 1,2,3,4,5, IB
BHYTPUNPON3BOACTBEHHOIO UCMbITAHUSA 7

n3 coobpaxeHnn 6e3onacHOCTU WK

KayecTBa

YcnoBus

1. VIameHeHne He aBnaeTca cneacTtBueM Kakoro-nmbo obasaTtenbcrsa, NPUHATOrO Mo
pe3ynbTaTtaM paHee npPOBEAEHHbIX 3KCNepTu3 C LUerbio aHanmsa Kputepues
npuemMriemMocTu cneuudukauum (Hanpumep, B Xo4e perucrpauum Wnu BHECEHUS
n3ameHeHun Il Tuna).

2. NameHeHne He sABnsieTca cneacTBMEM HernpeaBUAEHHbIX CUTyauui, BO3HUKLLMX B
Xoe npou3BoACcTBa, HAaNpMMep, HoBas HeKBanNMMUUUpoBaHHas NPUMECh, USMEHEHUE




npeaesnioB cCoAep)XaHUs CyMMbl MpUMeCeNn.

3. Jlloboe m3MeHeHne OOMKHO YKNaabiBaTbCA B AManas3oH TEeKyLWMX 0a06peHHbIX
KpUTEpPUEB NPUEMNEMOCTH.

4. AHanuTuyeckas MeTogmka He U3MEHSIETCHA NN U3MEHSIETCHA HE3HAUYUTESbHO.

5. Hn oguH HOBbIN MeTOA4 WUCMNbITAHUA HEe OCHOBAH Ha HOBOW HecTaHOapTHOW
MeToLOMNOrmn UnNn cTaHgapTHON METOAO0NOMMKU, UCMNOMNb3yeMOK NO-HOBOMY.

6. HoBbli meTOod MCMbITaHUS He saBnsieTcs Guonorndyecknm (MMMYHONOMMYECKUM,
NMMYHOXMMWYECKNM) AN METOAOM, B KOTOPOM UCMOMb3yeTcst B1onornyecknin peaktms
Ans BMonorn4yeckon akTMeHon bapmaueBTU4ecKon cybctaHumMm (3a WCKNIYEHNEM
CTaHAapTHbIX hapMakonenHbIX MUKPOBNONOrM4eckux MeTogoB).

7. BHYTpMNpOM3BOACTBEHHOE WUCMbITAHWE He 3aTparMBaeT KOHTPOSib KPUTUYECKOro
napameTpa, Hanpumep:

KONM4eCTBEHHOE ornpeaeneHue;

npymecu (ecnn TOMNbKO onpeaerneHHbI pacTBOpPUTENb OQHO3HAYHO HEe MUCMONb3yeTCs
B MPOUN3BOACTBE);

Moby0  KPUTMYECKYD (PU3NYECKYI0 XapaKTEPUCTUKY (pa3mep 4acTul, HacCbIMHYHO
NNOTHOCTBLIO 4O M Nocne YNAOTHEHNA U T. 4.);

UCMbITaHWE Ha MOASIMHHOCTL (B OTCYTCTBME MNOLXOALWEro anbTepHaATUBHOMO
KOHTpOns);

MUKPOOMONOrMYECKUI KOHTPOSNb (ECNM TONMbKO OH He TpebyeTcss B OTHOLUEHUM
onpeaeneHHoOn NIeKapCTBEHHOM (hopMmbl).

HokymeHTauus

1. lNonpaBka kK COOTBETCTBYOLLEMY(-MM) pasgeny(-am) gocbe.

2. CpaBHuTenbHas Tabnvua Tekywmx u npeafiaraeMblXx BHYTPUNPOU3BOACTBEHHbIX
NCNbITAHUA N KPUTEPUEB MPUEMITEMOCTM.

3. NogpobHoe onucaHne HOBOM aHaNUTMYECKON METOANKN 1 AaHHbIE No Banvgaumn (B
COOTBETCTBYIOLLNX CIyyasXx).

4. [aHHble aHanu3a [AByX MPOMbLIWIIEHHbIX Ccepuh (B OTCYTCTBUE AOSIKHbIX
obocHOBaHM A5st BMONOrMYecknX akTUBHbIX (hapmMaueBTUYECKUX CybCcTaHuun - Tpu
cepun) NekapCTBEHHOro npenapara no BCeM napameTpam cneungukauun.

5. B COOTBETCTBYIOLUUX CIlyvasiXx CpaBHUTESbHble AaHHble MNpodunsa pacTtBopeHus
NeKapCTBEHHOro npernaparta He MeHee 4eM Ha 1 OnbITHO-MPOMbILLIIEHHON Cepuu,
NPOVN3BEAEHHON C MCMONb30BaHMEM TEKYLUMX W HOBbIX BHYTPUNPOU3BOACTBEHHbIX
NCNbITaHUN.

6. B OTHOLIEHUN NeKapCTBEHHbLIX PaCTUTESbHbBIX NpenapaToB MOryT ObiTb JOCTATOYHbI
AaHHble CpaBHUTENBHOW pacnagaeMocTMw.

7. O6ocHoOBaHWe (oLeHKa PUCKOB), NOATBEPXAAKOLWMNE, YTO BHYTPUNPON3BOACTBEHHOE
NCNbITaHNE ABMASIETCA HECYLLLECTBEHHbBIM UMK yCTapero.

8. O6ocHOBaHME HOBOr0 BHYTPUMPOU3BOACTBEHHONO WCMNbITAHUS W KpUTEpPUEB
NpUemMnemMocTu.

B.1l.B) KoHTponb ka4yecTBa BCnomMmoratesibHbIX BeLlecTB




b.11.8.1 N3meHeHne napameTpoB | Heobxogum | [JOKyMeEHTbI Mpouenypa
cneundmkaumm wn  (MNKN) KPUTEPUEB | ble YCNOBUSA | W OaHHblEe

npuemMnemMocTun BCNOMOraTenbHoro
BellecTBa

a) YxecToyeHune Kputepmes 1,2,3,4 1,2 A
npuemnemMocT cneymdunkaumm

6) [HobaBneHne B cneundmkaumio | 1,2,5,6,7 | 1,2, 3,4,6, A
HOBOro napameTpa cneundukauum u 8
COOTBETCTBYIOLLEIO emy MeToaa

NUCMbITaHU

B) Wcknio4veHne  HecyweCTBEHHOro 1,2 1,2, 7 A

napameTpa crneuudukauum (Hanpumep,
UCKIKYEHNe ycTapeBLUEero napameTpa)

r) N3meHeHue, BbIxoasiLLiee 3a - - [l
o4obpeHHbIE KpUTEPUM NPUEMNEMOCTM

cneumgukaunm
a) NcknioyveHune napametpa - - Il
cneumdukaumn, KOTOpbIN MOXeT

CYLLECTBEHHO MOBMUATbL Ha COBOKYMHOE
Ka4yeCTBO NNEKApCTBEHHOrO npenapaTta

e) [lobaBneHne unu sameHa (Mcknovas - 1,2,3,4,5, IB
OMONOrMYeckKMn N MMMYHOSOTNYECKNI 6, 8
npenapaT) napameTpa cneuuukaynm
M COOTBETCTBYKOLLUEN0O €emMy MeToaa

NCNbITaHWI n3 coobpaxxeHnn

6e30nacHOCTN NN KayecTsa

g) Ecnm Ha  BcnomorateneHoe - 1,2,3,4,5, IB
BeL,ecTBO oTCcyTCTBYET cTaTtbs 6, 8

dapmakonen Coro3a unu apmakonen
rocygapcrea-yneHa, W3MEeHeHue B
COBCTBEHHbBIX AaHHbIX cheyndukaumm
Ha HeodumUnanbHYO papmMakone nnu
dapmakoner TpeTben CTpaHbl

YcnoBus

1. \ameHeHune He sBndaeTcsl CNeacTBMEM Kakoro-nmbo obssaTtenbcrea, NPUHATOrO Mo
pe3ynbTaTaM paHee nNpPOBEAEHHbIX 93KCNepTU3 C LUenbi aHanmMsa Kputepues
NpuemMnemocTu cneuudukauum (Hanpumep, B Xo4e perucTpauumn fekapCTBEHHOro
npenapaTa unu BHECEHUU n3MeHeHun Il Tnna).

2. lameHeHne He sBnsieTca crneacTBMeEM HenpeaBuOEHHbIX CUTyauui, BO3HUKLINX B
Xo4e Npoun3BoaCcTBa, Hanpumep, HOBOW HekBanMUUMPOBaHHOW NPUMECH, N3MEHEHUS
npenenoB coaepXxaHnsa CyMmbl NPUMECEN.

3. Jlloboe m3MeHeHne AOMKHO YKNaablBaTbCA B AManas3oH TEKYLMX 0406peHHbIX




KpUTepues NpMemMnemMocTu.
4. AHanuTnyeckas MeToamka He U3MEHSETCH UNU U3MEHSETCA HE3HAYUTENBHO.

5. HM oonH HOBbLIN MeTOL WCNbITAHMS HE OCHOBaH Ha HOBOW HecTaHOapTHOWM
MEeTOA0SIOMMN U CTaHAapPTHOM METOAO0SIOMMN, UCNONb3YEMOM NO-HOBOMY.

6. HoBbli meTOoq MCMbITaHUs He saBnsieTcss Guonorndyecknm (MMMYHOMOMMYECKUM,
NMMYHOXUMWYECKMM) UM METOLO0M, B KOTOPOM UCMONb3yeTCs BMONOrM4yecknin peaktne
ans 6uonornvyeckon akTMBHOW dhapMaueBTUYECKON CybCTaHuMKn (3a WCKITOYEHUEM
CTaHAapTHbIX hapMakonenHbIX MUKPOBNONOrMYECKMX METOL0B).

7. N3aMeHeHne He KacaeTCsl FeHOTOKCUYHOM NPUMECH.

8. MNMapameTp cneundmkaunmm He 3aTparMBaeT KOHTPOSIb KPUTUYECKOrO napameTpa,
Hanpumep:

npumMecu (ecnm ToSbKO onpeaenieHHbI pacTBOPUTENb OQHO3HAYHO HE UCNOMb3yeTcH
B NPON3BOACTBE)

NoBy  KPUTUYECKYHD (PU3NYECKYIO XapaKTEePUCTUKY (pasmep 4YacTul, HaCbIMHYHO
MNNOTHOCTbLIO 4O M NOcne YNfOTHEHNA N T. 4.)

NCMblTaHWe Ha NOASIMHHOCTL (B OTCYTCTBUE NOAX0ASALWEro anbTepHaTUBHOIO KOHTPONS)
MUKPOOMONOrMYECKUN KOHTPOSb (ECNM TONMbKO OH He TpebyeTcss B OTHOLUEHWUM
onpeaeneHHon NIekapcTBEHHOM hopMbl)

HokymeHTauus

1. lNonpaBka k COOTBETCTBYOLLEMY(-MM) pasgeny(-am) gocbe.

2. CpaBHuTENbHAA Tabnuua Tekywmx u npeanaraembix cneundukaummn.

3. lMNMoopobHoe onucaHue nboro HOBOM aHaNMUTUYECKON METOAUKM W AdaHHble Mo
Banuaauum (B COOTBETCTBYIOLMX Cryyasx).

4. [laHHble aHanm3a 2 NPOMbILLIIEHHbIX CEPUN (B OTCYTCTBUE OOSMKHbIX 06OCHOBAHUN
Ans 6UoNorMyeckMx akTMBHbIX dapMaueBTUYEeCKUX cybcTtaHumm - 3 cepun)
BCNoMoraTenbHOro BellecTBa no BceM napamMmeTpam cneungukaumm.

5. B cooTBETCTBYWOLWMX CrydasaX [OaHHble TecTa CPaBHUTENbHOW KUHETUKK
pacTBOPEHNSA JIEKAPCTBEHHOrO Mpenapata MO MEHbLEW Mepe OOHOM OMbITHO-
NPOMbILLIIEHHOM cepun, coaepxallen BCromoraTtesibHoe BELLECTBO,
COOTBETCTBYIOLLErO TeKywen W npegnaraemon cneundukaumsm. B OTHOLEHUM
NEKapCTBEHHbIX pPaCTUTESNbHbLIX NpenapaTtoB MoOryT ObiTb A0CTaTOYHbl AaHHblEe
CpaBHUTENbLHOM pacnagaeMocTu.

6. O6ocHOBaHMA  HenpeacTaBfeHWa  pe3ynbTaTOB  HOBOrO  MUCCregoBaHUs
OMO3KBMBANEHTHOCTU B COOTBETCTBUM C [lpaBunamu npoBeAEHUs UCCeaoBaHUN
onoaksmBaneHTHocTn Cotosa.

7. OBbocHOBaHME (OLEeHKa PUCKOB), NMOATBeEpXAalLlmne TO, YTO MapamMeTp SABMseTcA
HEeCYLLEeCTBEHHbIM UMK yCTapen.

8. O6ocHOBaHMe HOBOro NapameTpa cneungukaunmm n KpUTeEpPUEB NPUEMIEMOCTH.

b6.11.LB.2 W3meHeHne aHanutmnyeckon | Heobxogmm | [JOKyMeHTbI Mpouenypa
MeTOOMKNW  OnA  BCNOMOraTesfibHOro | ble ycnosus M JaHHble
BelLlecTBa

a) Hesnauynmble N3MEHEHUS 1,2,3,4 1,2 IA
0A00pEHHON aHaNUTUYECKON METOANKM




0) WckntoueHne aHannTU4YecKomn 5 1 IA
METOOMKM, €eCnv anbTepHaTuBHas ewn
MeToaunka yxxe ogobpeHa

B) 3ameHa BGuonornyeckoro - - Il
(MMMyHOnornyeckoro,
NMMYHOXMMWNYECKOrO) meToaa

MCMblITAHUN WM MeToda, B KOTOPOM
Mcnonb3yeTcst OMONOrMYECKNA peakTuB

r) MNMpoyne nM3MeHeHus aHanUTU4ECKON - 1,2 IB
MeToaukn (Bknovaa gobasneHve mnu
3aMeHy)

YcnoBusa

1. CornacHoO COOTBETCTBYHOLIMM  [OKYMEHTaM, npoBedeHbl Heobxoanmble
BanuaauuoHHble  UCCrefoBaHus, NOATBepXaawwue To, 4YTOo  OBHOoBnNeHHas
aHanuMTMyeckas MeToamuka no MeHbLUEn Mepe SKBUBaANeHTHa NpeablayLLen.

2. [llpepenbl codepXaHuUsi CyMMbl NpuMecen He  U3MEHWSIUCb, HOBble
HekBanMuUMpoBaHHbIE NPUMECK HE ODHapPYXKEHBbI.

3. MeTtogq aHanm3a He u3MeHuncsa (Hanpumep, W3MEHEeHWEe ANUHbI KOFOHKW WNnn
TemnepaTtypsbl, HO He OPYrov BUA KOMOHKU U METOA).

4. HoBbln MeTo4 WCMbITaHUA He saBnseTca buonornyeckum (MMMYHOMOMMYECKUM,
NMMYHOXMMWYECKNM) I METOAOM, B KOTOPOM UCMOSb3yeTcst BMONornyecknin peaktme
(3a ncknoveHnem ctaHgapTHbIX hapMakonenHbIX MMKPOBMONOrM4eckux MeToaoB).

5. AnbTepHaTuBHaa aHanuTU4eckas MetToauka Ans napameTpa cneumdukaumm yxe
ogobpeHa, npu 3TOM Takas MeToauka Obina BkrtoyeHa He ¢ nomoubto 1A (IA HY )-
yBEJOMJIEHMS.

[JoKkyMmeHTauus

1. lNMonpaBka K COOTBETCTBYKOLLEMY(-MM) pa3geny(-am) Oocbe, BKMNKOYas onuvcaHue
aHanMTMYecKon MeTOLONOorMMN, pes3toMe AaHHbIX MO Banvgauun, NepecMoTpPeHHble
cneundmrkaumm Ha npumecu (ecnn NPUMEHUMO).

2. CpaBHuTenbHble pesynbTaTbl BanujauuuM unu, nNpu Hanuyiun o6oCHOBaHUSA,
CpaBHUTEMbHbIE pe3ynbTaTbl aHanusa, noaTBepXaawlwme TO, YTO TeKyllee W
npeanaraeMoe UCnbiTaHNe 3KBUBANEHTHbl. [laHHoe TpebGoBaHMe He NpUMeHsieTCs,
ecnun gobaenseTca HoBas aHanUTUYeckasi MeToguka.

b.1..3. N3meHeHue ncTodHnka | Heobxoamm | [JOKyMeEHTbI Mpouenypa
nony4vyeHns BCNOMOraTesnbHOro | ble YCrnoBua | U AaHHble
BELLlEeCTBa UK peakTmea ¢ puckom 11D

a) U3 martepuana ¢ puckom Tl Ha
maTepuan pacTUTENbHOIo nnm
CUHTETUYECKOrO NPOUCXOXAEHUS

1. Inga BcnomMmoraTenbHbIX BELWECTB UK 1 1 A
peakTMBoB, He  UCMNOSib3yeMbIX B
Npou3BOACTBE brnonormnyeckon
(MMMYHOROrMYecKon) aKTMBHOW




dapmaueBTmyeckon cybctaHuum wunm
BGronornyeckoro (MMMyHONOMMYECKOrO)
neKkapCTBEHHOro npenapara

2. [Ina BcnomoraTernbHbIX BELWECTB UIN - 1,2 IB
peakTBOB, MCNONb3YyeMbIX B
Npon3BOACTBE Gronornyeckom
(MMMyHORNOrMYeckom) aKTUBHOWM
dapmaueBTmyeckon cybctaHuum wunm
Buonorn4yeckoro (MMMYHOMNOINYECKOrO)
NIeKapCTBEHHOIO Npenapara

6) n3meHeHne nnu BBEAEeHue - - Il
mMaTtepuana ¢ puckom T3 nnu 3ameHa
mMatepmana ¢ puckom TI'D Ha gpyron
mMatepwuan ¢ pyuckom TI9, He nmeroLwmnn
cepTudpmnkaT cootseTcTBmga no T3

YcnoBus
1. Cneumndmkaumm Ha BbIMNyCK M KOHEL, Cpoka rogHOCTU BCNOMOraTenbHOro BeLlecTBa
N NEKApPCTBEHHOIo npenapara He N3MEHSIKOTCS.

[JoKkyMmeHTauus

1. [leknapauma npomsBoauTensa Unu gepxatenst perncTpaunoHHOro yaoCToBEPEHMS
mMartepuana, 4TO OHW  MOSIHOCTbD  PaCTUTENBbHOMO UM CUHTETUYECKOro
NPOUCXOXAOEHMS.

2. WNccnepoBaHne 3KBMBANEHTHOCTM MaTepuarnoB M BrAWSHME Ha MNPOU3BOACTBO
roToBOro mMatepuana v BfWSHWE Ha XapaKTepUCTUKM (Hanpumep, XapakTepucTUKu
pacTBOPEHNSA) NeKapCTBEHHOrO npenapara.

b.1l.LB.4. W3meHeHne cuHTE3a wnun | Heobxogmm | [JOKYyMEHTbI Mpouenypa
nonyyeHus HedapMaKkonenHoro | ble yCNnoBus | U1 AaHHble
BCMOMOraTesfibHoro Beullectsa (ecnu
onucaH B perncTpaumoHHOM A0CbE) UK
HOBOroO BCMOMOraTeslbHOro BeLlecTsa

a) HecyLleCTBeHHoe n3MeHeHne 1,2 1,2,3,4 1A
CUHTEe3a nnu nony4eHus
Hed)apMakonenHoro

BCrnnomMmoraTtesibHoro BellecCTBa nin
HOBOro BCnomMmorartesibHoro sBewecrtBa

6) wuamMeHsiOTCA crneundurkaumm  unu - - Il
nmeetcsa N3MeHeHue dom3sunko-
XUMUYECKNX CBOWUCTB
BCMoOMoOraTeribHOro BellecTsa, Kotopble
MoryT NoOBNUATH Ha KayecTBO
neKapCcTBEeHHOro npenapara

B) BCromoraTenbHOe BeLlecTBO - - - Il
ouonormyeckoe  (MMMYHONOIrMYECKOE)




BELLECTBO | | |

YcnoBus

1. Cnocob cuHTe3a 1 cneumdurkaumm UOEHTUYHbI U OTCYTCTBYIOT KayeCTBEHHble U
KONMUYECTBEHHbIE  M3MEHEeHUss npoduna npumecen  (UCKNKYas ocTaTo4Hble
pacTBOPUTESN, MPU YCIOBUN TOrO, YTO X KOHTPOSb OCYLLECTBIISIETCA B COOTBETCTBUMU
C npeferibHbIM cogepXxaHueM, ykasaHHbiM B JokymeHTax Coro3a) mnu dqusunko-
XUMWNYECKNX CBOMUCTB.

2. Vckntovas aabloBaHThI.

[JokymeHTauus

1. lNonpaBka k COOTBETCTBYOLLEMY(-MM) pasgeny(-am) gocbe.

2. [laHHble aHanu3a cepui (B bopmaTe cpaBHUTENbHOM Tabnuubl) N0 MeHbLLEN Mepe
2 cepun (N0 MeHbLLEN Mepe, OMNbITHO-NMPOMBILLSIEHHbIX) BCNOMOraTeflbHOro BeLecTBa,
Npon3BeAeHHbIX C MOMOLLbIO CTApOro 1 HOBOrO MPOLIECCOB.

3. B cootBeTCcTBYWOWMX Crydasax [OaHHble TecTa CpPaBHUTENbHOW KUHETUKK
pacTBOPEHNSA NIeKapCTBEHHOrO npenaparta no MeHbllen mepe 2 cepuin (M0 MeHbLUen
Mepe OMbITHO-MPOMBbILWSEHHbIX). B OTHOWEHUM neKkapCTBEHHbIX pacTUTENbHbIX
npenapatoB MOryT ObITb 4OCTATOYHbI AAaHHbIE CPAaBHUTESTbHOW pacrnagaemMocCTy.

4. Konusa ogobpeHHOn 1 HOBOM (eCnv NpUMeHNMO) cneundmrkaunin BCrnomoraTenbHOro
BeLleCcTBa.

B.Il.r) KoHTponb KayecTBa NnekapCcTBEHHOro npenapara

B.1l.r.1. M3meHeHne napameTpoB | Heobxogmm | [JOKYMEHTbI Mpouenypa
cneuyndukaumm un  (MNKn) KpUTEPUEB | ble YCNOBUA | W AaHHble
npuemMnemMocTm nekapCcTBEHHOro
npenapara

a) Y)KECTOUYEHNEe Kputepumes 1,2,3,4 1,2 A
npuemMnemMocTu cneumdukaymm

0) YXKEeCTOYEHNE Kputepumes 1,2,3,4 1,2 IA
NPUEMITIEMOCTH cneundunkaumm HY
neKapcTBEHHbIX npenaparos,
nognexalimx BbIMYCKY cepun
odunumManbHbIM KOHTPObHLIM OPraHoMm

B) pobasneHne B cneuucukaumo | 1,2,5,6,7 | 1,2,3,4,5, A
HOBOIO napameTpa " 7
COOTBETCTBYIOLLEIO emy MeToaa
ncnbITaHUN

)  WCKMOYEHWEe  HecyLeCTBEHHOro 1,2 1,2,6 A
napameTpa cneyndukaunmn (Hanpumep,
NCKINIYEHNE YCTapeBLLEro napamMeTpa)

a) N3MEHeHHe, Bbixoasillee 3a - - I
040bpeHHbIE KpUTEPUM NPUEMNEMOCTM




cneumgukaunm

e) NCKNIYEHne napameTpa - - Il
cneundukaumnm, KOTOpbIN MOXET
CYLLLECTBEHHO MOBMNUATb HA COBOKYMHOE
Ka4yeCTBO JIEKapCTBEHHOIO NpenaparTa

X) gobaBneHue nnu 3ameHa (UCknYyas - 1,2,3,4,5, 1B
OMOMNOrNYeCcKUn U NMMYHOSTOrMYECKNI 7
npenapaT) napameTpa cneuupukauum
M COOTBETCTBYHOLLEro emy MeToaa

ncnbiTaHUM n3 coobpakeHnn

©e3onacHOCTM NN Ka4yecTBa

3) ob6HoBneHne pocbe C uenbto | 1,2, 3,4,7, 1,2 IA
COOTBETCTBMUA NONOXXEHUAM 8 HY
oB6HOBNEHHON obuien cTaTbu

dapmakonen Coto3a Ha

nekapcTBeHHbIN npenapar (*)

n) BBOAUTCA cTaTtbsd Papmakoneun 1,2,10 1,2,4 IA

Coto3a "OgHOpOAHOCTb 4O3UPOBAHHbIX
eanHuy" B Uenax 3aMeHbl paHee
ogobpeHHOro  3aperncTpupoBaHHOroO
meTtoga nubo ctatbs "OgHOPOOHOCTb

Macchl eaANHULbI A031MPOBaHHOWN
nekapcTBEHHON dopmbl
(Ao3mpoBaHHOro neKapcTBEHHOIO
npenaparta)"

YcnoBusa

1. \ameHeHune He sBndaeTcs CneacTBMEM Kakoro-nmbo obsizatenbcTsa, NPUHATOrO Mo
pesynbTataM paHee MNpOBeAEHHbIX 3KCNEPTU3 C LUenbl MnepecMmoTpa Kputepues
npueMnemMocTu cneundukaumm (Hanpumep, B XoOe perncrpaumm NekapCTBEHHOro
npenapata WNM BHECEHMN WU3MeHeHun |l Tuna), ecnu TonbKo 0OOCHOBLIBalOLLAA
AOKyMeHTauma He Oblna paHee npoBepeHa W yTBepXAeHa B paMKkax [Lpyrou
npoueaypbl.

2. lameHeHne He ABnseTCH CrneacTBUEM HenpeaBUAEHHbIX CUTyauuin, BO3HUKLLUUX B
Xo[4e Npon3BOACTBaA, HaNnpuMep, HOBOW HekBannduUUMpOBaHHOM NPUMECHU, N3MEHEHNS
npenenos coaepXXaHnsa CyMMbl NpUMeCen.

3. Jlloboe m3MeHeHne AOMKHO YKNaabiBaTbCA B AManas3oH TEKYLWMUX 0406peHHbIX
Kputepmnes NpnemMsieMocTH.

4. AHanuTn4yeckas MeToanka He NBMEHSETCSA UM N3MEHAETCS HE3HAYUTESbHO.

5. HM oonH HOBbLIN MeTOL WCMNbITAHMSA HE OCHOBaH Ha HOBOWM HecTaHOapTHOM
MeTOLONOrNN UNn CTaHAapTHOWM MeTO40M0rMn, UCNOoSb3yeMON No-HOBOMY.

6. HoBbLIM MeTo4 UCMbITaHUA He SBRsSieTcs OMonornyecknm (MMMYHOMOTUYECKUM,
NMMYHOXUMWYECKMM) UM METOLOM, B KOTOPOM UCMOSNb3yeTcs BUONormyecknin peaktus
Ans BMONornM4yeckon akTMBHOM cbapmaueBTUYecKon cybcTtaHumMm (3a WCKNKYEHUEM




CTaHOapTHbIX ddapMakonenHbiX MUKPOONONOrniyecknx MeToaos).

7. lameHeHne He 3aTparvBaeT Kakume-nubo npumecu (BKMYas reHOTOKCUYHbIE) UNnn
pacTBOpEHNE.

8. N3meHeHne 3aTparnsaeT obHoBNEHME Kputepmes npuemMnemocTu
MUKPOOMONOrM4YEeCcKUX KOHTPONEN B LENsAxX COOTBETCTBUSA Aencteyowen Papmakonee
Coto3a, a 3aperncTpmpoBaHHbIE HbIHE KPUTEPUM NPUEMITEMOCTN MUKPOBNONOrNYECKMX
KOHTPOSIEN HE BKOYAKT Kakue-nmbo OOMONHUTESNbHbIE KOHTPOSIM, BKIOYEHHbIE B
cneundurkaumio, NoMmMmo apmMakonenHblx TpeboBaHMIn B OTHOLLEHUN OnpeaeneHHON
nekapcTBeHHON hopMblI.

9. NapameTp cneundmrkaummn He 3aTparmBaeT KPUTUHECKUN NapaMeTp, Hanpumep:
KONMYecTBEHHOE onpeaerieHne

npumMecu (ecnu TOSbKO onpeaeneHHbI pacTBopuUTeSNlb OAHO3HAYHO HE MUCMNOSIb3yeTCs
B NPOM3BOACTBE JIEKAPCTBEHHOrO NpenapaTa)

NGy  KPUTMYECKYHD (OU3NYECKYHD XapaKTEPUCTUKY (MPOYHOCTb UMM  XPYMNKOCTb
TabneTok, He NOKPbITbIX 000NOYKON, pasmepsbl, U T. 4.)

nobor 3anpoc Ha NPoMNyCcK UCMbITaHNSA

10. [lpegnaraembii KOHTPOMb MOMHOCTbIO COOTBETCTBYET Tabnuue CcTaTbu
dapmakoneun Coro3a "OgHOPOAHOCTb MacChl e4MHULbI 4O3UPOBAHHOW fIEKApPCTBEHHOMN
dopMbl  (OO3MPOBAHHOIO JlEKApCTBEHHOrO npenapata)" M He BK4YaeT B cebs
npeanoXeHnst anbTepHaTUBHbIX UCMbITAHU OAHOPOAHOCTU AO3MPOBAHUSA C MOMOLLIbIO
BapuauMm MaccCbl WMNU OAHOPOAHOCTM COAEPXKaHUSA, €ClN 3TU anbTepHaTUBHbIE
NCnblTaHNa yKasaHbl B Tabnuvue cratbn ®apmakonen Corosza "OgHOPOOHOCTb Macchl
eaNHULUblI 0O3MPOBAHHOM JleKapCTBEHHOM (POPMbI (403MPOBAHHOMO feKapCTBEHHOMO
npenapara).

JokymMmeHTauus

1. MNMonpaBka Kk cooTBeTCTBYOLEMY(-MM) pasgeny(-am) gocbe.

2. CpaBHuTENbHaA Tabnuua TekyLwmx u npeanaraembix cneundukaummn.

3. MNMoapobHoe onucaHue nBOro HOBOWM aHanNUTUYECKOW METOOAMKM WU OaHHble Mo
Banuaauum (B COOTBETCTBYIOLMX CryYasx).

4. [aHHble aHanu3a [AByX MPOMbLIWIIEHHbIX Ccepuh (B OTCYTCTBUE AOSIKHbIX
obocHOBaHM OnNa OMONOrMYEecKnX akTUBHLIX hapMaueBTMYEeCKUX cybcTtaHuum - 3
cepun) nekapCTBEHHOro npenapaTa no BceM napameTpam cneumdukaumn.

5. B cooTBeTCTBYWOWMX Crydasax [OaHHble TecTa CpaBHUTENbHON KUHETUKK
pacTBOPEHUSA NEeKapCTBEHHOro mnpenaparta Mo MeHblIen Mepe OOHOM OMbITHO-
NPOMBbILWIIEHHOW  CepuKn,  COOTBETCTBYWOLLUME  TeKylwewm u  npegnaraemMmomn
cneundgukaumam. B OTHOWEHMM neKkapCTBEHHbIX pacTUTenbHbIX npenapaToB MOryT
OblTb 4OCTATOYHbI JAaHHbIE CPaBHUTENTbHOW pacrnagaemMocCTMu.

6. O6ocHoBaHMe (OLEHKa PWUCKOB), MNoATBepXAawwme, 4YTO napameTp SBMSETCA
HEe3Ha4YUMbIM.

7. O6ocHOBaHWE HOBOro NapamMeTpa crneundukaumm n KpuTepmes NPUEMNEMOCTM.

™ ecnn B [0Cbe 3aperMcTpupoBaHHOrO rekapCTBEHHOro npenapara
MpumeyaHn | ynomunHaeTcs "Tekywee wmsgaHuve" HeobxoaAMMOCTb B YBEAOMSEHUMU
e YNOSIHOMOYEHHbIX opraHoB 06 o6HoBreHHoW cTtatbe Papmakoneu




Coto3a unu hapmakonen rocygapcrea-yneHa. B cBasm ¢ aTum Ttakoe
N3MEHEHNE NPUMEHSAETCS NPU OTCYTCTBMM YNOMUHAHUA OOHOBMEHHON
dapmakonenMHon cCTaTbM B TEXHMYECKOM [OOCbe, a W3MEHEHUe
OCYLLECTBNAETCA B LENAX BKIOYEHUA YNOMUHAHUA OBHOBMEHHON
BEPCUMN.

b.Il..2 W3meHeHne anHanutnyeckon | Heobxogmm | [JOKyMEHTbI Mpouenypa
METOANKN NNEKAPCTBEHHOIO Npenaparta | ble yCnoBus N OAHHblE

a) He3HauunTerbHbIe N3MEHEeHUS 1,2,3,4 1,2 IA
yTBEPXOEHHOM aHanuMTn4eckom

METOAMNKM

0) NCKIHOYEHNE aHanMTMYecKom 4 1 IA

METOANKW, €eCnn anbTepHaTMBHaA eWn
MeToamnka yxxe ogobpeHa

B) N3MeHeHue (3ameHa) - - Il
Buonornyeckoro (MMMYHOJSTOrM4YecKoro,
NMMYHOXUMWYECKOro) WUCMbITaHUS WUNn
mMeToda, B KOTOPOM UCronb3yeTtcs
OMONornyecknn peakTmes, UNN 3amMeHa

Bronormyeckoro npenapara

CpaBHEHMUS, He OXBa4YE€HHOI0

YTBEPXKAEHHBLIM MPOTOKOJIOM

) NpoYMe M3MEHEHUA aHaNUTUYECKON - 1,2 B
MeToaAuKn (BkNovaa gobaBneHve mnu

3aMeHy)

a) obHoBNeHne aHanuTU4eckomn 2,3,4,5 1 A
METOANKMN

B LEensx CooTBeTCTBUS OOHOBMEHHON
obuwen ctatbe Papmakoneun Corosa

€) B Uensix oTpaXeHusi COOTBETCTBUSA 2,3,4,5 1 IA
dapmakonen Cow3a WM UCKNHYEHUSA
yNOMUHaHUA ycTapeBLlen co6CTBEHHOMN
aHanUTU4YecKon METOANKN U ee HoMepa

()

YcnoBus
1. CornacHo COOTBETCTBYWOLWMM OOKYMEHTaM NpoBeAeHbl  Heobxoaumble
BanuaauMoHHble nccnenoBaHus, noaTBepXxaatoLune, yTo OOHOBIeHHada

aHanuTuyeckast MeToAmMKa No MeHbLLEN Mepe 3KBUBANEHTHa npeablayLuen.

2. [lpepenbl cogepxaHWa  CyMMbl  NpUMeEcen He  U3MEHWUCb, HOBblE
HekBanMuUMpoBaHHbIE NPUMECU HE OOHapPYXXeHbI.

3. Metog aHanusa He U3MeHWsica (Hanpumep, U3MEeHeHue [OfUHbI KONOHKU WNnu
TemnepaTtypbl, HO HE OPYron BUA KONOHKU U MeTos).

4. HoBbln MeTOo4 WCMbITaHUA He saBnseTca buonornyeckum (MMMYHOMOMMYECKNM,
NMMYHOXMMWYECKNM) Ui METOAOM, B KOTOPOM UCMOMb3YeTcs OBMONOrn4yecknin peaktns




(3a ncknoYeHnem cTtaHgapTHbIX dapMakonenHbIX MUKPOBNONIOrMyeckmx MeTogoB).

5. BapernctpupoBaHHasa aHanuTU4eckasa MeToamKka yxxe ccblriaeTca Ha o0LLyto CTaThbio
dapmakonen Coto3a, a nobble U3MEHEHUS SABMAKOTCA He3HauYuMbiMU U TPebytoT
O0BHOBMIEHMS TEXHNYECKOrO A0ChE.

[JoKymMeHTauus

1. lNMonpaBka K cooTBeTCTBYOLWEMY(-MM) pa3geny(-am) Oocbe, BKNKYas onuvcaHue
aHanuMTMyYeckon MeTodOoNormn, pestoMe AaHHbIX Mo Banvgauun, nNepecMoTpeHHble
cneyndukaumm Ha npumecu (ecrnm NPUMEHUMO).

2. CpaBHuTEnbHble pe3ynbTaTbl Banvgauun wWnNu npuv  Hanmiunm o6OCHOBaHUS
CpaBHUTEMbHbIE pe3ynbTaTbl aHanusa, nogTBepXaawlwme TO, YTO TeKyllee W
npeasfiaraeMoe 1cnblTaHne aKBMBaneHTHbl. HacTosiwee TpeboBaHme He NpumMeHseTcs,
ecnun gobaensieTca HoBas aHanUTU4YecKasi MeToguka.

@) Ecnu B pgocbe 3apernctpumpoBaHHOrO fekapCTBEHHOro npenaparta

MpumeyaHn | ynomnHaeTcs "Tekyllee msgaHue", Heob6XOAUMOCTb B yBeO4OMISIEHUU

e YNOSTHOMOYEHHbIX opraHoB 06 o6HoBreHHon cTtatbe Papmakoneu
Coto3a OTCyTCTBYET.

b.1l.r.3. MameHeHune, 3aTparmBatowee | Heobxogmm | [JOKyMEHTbI Mpouenypa
BBeEHMEe BblNyCka B  pearibHOM | ble YCIOBUS | U AaHHblEe
BPEMEHN UMK BbINyCKa MO napaMmeTpam
Npy MPOU3BOACTBE  JleKapCTBEHHOro
npenapara

B.ll.a) YnakoBo4YHO-yKynopo4yHasi cuctema

b.1l.o.1. N3meHeHne nepsuyHon | Heobxogmm | [JOKyMEHTbI Mpouenypa
YyNaKoBKM NEKapCTBEHHOro npenapara | ble YCNoBUA | W AaHHble

a) Ka4yeCTBEHHbIN W KOJNMMYECTBEHHbLIN

CcoCTaB
1. TBepable NekapcTBEHHbIE (hopMbI 1,2,3 1,2,3,4,6 1A
2. Mdarkue un HecTepunbHble XUakune - 1,2,3,5,6 IB

nekapcTBeHHble OpPMbl

3. CtepunbHble nekapCcTBEHHbIE - - Il
npenaparbl n BGuonormnyeckme

(MMMyHONOrMYeckne) rnekapCTBEHHbIE

npenaparthbl

4. VIameHeHWe 3aTparvBaeT YnakoBKY, - - Il
obnagaroLLyo MEHbLUMMU 3aLLUUTHBIMM
CBOMCTBaMM  MpPU  OOHOBPEMEHHbIX
N3MEHEHUSIX YCNOBUIA XpaHeHUs 1 (Unn)
COKpaLLeHNn CpoKa rogHoCTH

0) n3MeHeHWe BuOA KOHTEMHepa Wnu - -




noGaBneHre HOBOro KOHTeHepa

1. TBepable, MsArkMe N HecTepurbHble - 1,2,3,5,6, IB
XUAKne nekapcreeHHble dopMbl 7

2. CTtepunbHble nexKapcTBeHHble - - Il
npenaparthbl n Buonornyeckme
(MMMyHONOrM4Yeckne) rnekapCTBEHHbIE
npenaparbl

3. VickntoveHne KOHTenHepa nepBuYHOM 4 1,8 1A
YyNakoBKW, KOTOpPOE He npuBoauT K
MOSMMHOMY WCKIHOYEHNIO JO3UPOBKN UK
nekapcTBeHHON hopMbl

YcnoBusa

1. M\amMeHeHne 3aTparMBaeT TONbKO OAWH W TOT Xe BWUA YNakoBKM (KOHTEWHepa)
(Hanpumep, Gnnctep Ha Bnuctep).

2. Mo 3Ha4YnMMbIM cBOWCTBaM NpeanaraeMblii yNnakoBOYHbIN MaTepuar 4OSmMKeH ObITb No
MEHbLLEN Mepe 9KBUBASNEHTHbIM 0406pEeHHOMY.

3. Hayatbl cooTBeTCTByWOLIME UCCNefOBaHUS CTabuNibHOCTU B COOTBETCTBUWN C
AokymeHTammn Coto3a UM 3asgBUTENIEM Ha MOMEHT BBeAEHUA  U3MEHEHUN
NpoaHanuanpoBaHbl COOTBETCTBYIOLLME NapamMeTpbl CTabunNbHOCTU HE MeHee YeM Ha
2 ONbITHO-MPOMBILMEHHbBIX WX MPOMBILSIEHHBIX CEpUsiX, B €ro pacrnopsikeHun
HaxoOATCs YAOBNETBOPUTESIbHbIE pe3ynbTaTbl MO MeHbLen Mepe 3-MecA4yHOro
n3yyeHusi ctabuneHoctn. OgHako, ecnu npegnaraemMasi ynakoska donee ycrondmsa no
CpaBHEHUIO C 040BpEeHHON, TO 3-MecAYHbIe JaHHble NO cTabunbHOCTU He TpebytoTcs.
NcecnepoBaHna OosmkHbl ObITh 3aBepLUEHbl, eCrnn UX pe3ynbTaTbl HE YKNaablBalTCs B
cneyndukaumm nnm noTeHumanbHO MOryT He YNOXUTBCA B cneundukaumm Ha KoHel
CpoKa rogHOCTW, WX HeobXxoauMO HeMefeHHO MpeacTaBUTb YNONHOMOYEHHOMY
opraHy Hapsiay ¢ npegnaraemMbiM MiaHoOM AeNCTBUMN.

4. OcrtaBwasica (octaBwmecs) opma(-bl) BblINycKka JleKapCTBEHHOro rnpenapaTta
AormkHa(-bl) ObITb gocTaTOYHA(-bl) 4S8 BbINOSIHEHUS PEKOMeHOaLUmMi No 4O3UPOBaHUIO
N NPOOOIKUTENBHOCTM  fleYeHusi, YyKasaHHblx B  0OWen XxapakTepucTuke
NeKkapCTBEHHOrO npenapara.

JokymMmeHTauus
1. MNonpaBka k COOTBETCTBYOLLEMY(-MM) pasgeny(-am) gochbe.
2. Heobxogumble AaHHbIE O HOBOW ynakoBKe (Hanpumep, CpaBHUTESNbHbIE AaHHbIE MO

NPOHULIAEMOCTU, Hanpumep, ans % €O grammn. a.).

3. B cooTBETCTBYIOLLMX CryYasix HeobxoaMMo NpeacTaBUTb NOATBEPXKAEHME TOrO, YTO
B3aMMOAENCTBME MEXAY COAEPKUMbIM U YNaKOBOYHLIM MaTepuanom He NpoucxoauTt
(Hanpumep, OTCYTCTBYET NepemellleHne KOMMOHEHTOB Npeanaraemoro matepuana B
ero CoAepXmmoe, KOMMOHEHTbl NEKapCTBEHHOro npenapata He nepexoaaT B
YyNakoBKy), BKMYas noaTBEPXAEHWEe TOro, YTO MaTepuan COOTBETCTBYET
COOTBETCTBYOLMM hapMakonenHbiM TpeboBaHUsM unu 3akoHoaaTtenscTey Cotosa o
NNacTMYeckMx MaTepmanax u o6bekTam, KOHTAKTUPYIOLWMM C NULLIEBBIMU NPOAYKTaMMU.




4. [eknapauusi, 41O Hadvatbl Tpebyemble wuccnegoBaHus CTabunbHOCTM B
coOTBeTCTBMM C JokymeHTamu Colo3a (C ykasaHMeM HOMepPOB cepuin); U 4Tto (B
COOTBETCTBYIOLNX CNyyasxX) HA MOMEHT BBEAEHUA W3MEHEHUA B pacrnopsikeHun
3aaBUTENSA HaxoAUNUCb Tpebyemble MUHMMarbHbIE YOOBNETBOPUTENbHbIE AaHHbIE MO
CTabunNbHOCTN; N YTO MMEKLMECs AaHHble He CBMOETEeNnbCTBOBaANM O KaKoW-nnbo
npobneme. Heobxognmo Takke nMpeacTaBUTb NOATBEPXKAEHME  TOro, 4TO
nccnegoBaHusa 6yayT 3aBepLUeHbl, M YTO eCcnu pesynbTaTthl He ByayT yknagbiBaTbCA B
cneyndukaumm nnm noTeHumanbHO MOryT He YNOXUTbCA B cneundukaumm Ha KoHel
CpoKa rogHOCTU, UX HEMeONEeHHO MpeacTaBAT YNONIHOMOYEHHOMY opraHy Hapsigy C
npegnaraemMbiM nnaHoM JENCTBUN.

5. PesynbTatbl uccrnegoBaHun cTabunbHOCTU, MPOBEAEHHbIX B COOTBETCTBUM C
AokymeHTammn Coto3a, No 3Ha4YMMbiM napameTpam cTabunbHOCTM HE MEHee YeM Ha 2
OMNbITHO-MPOMBILLMIEHHbIX UMW NPOMBILIIEHHbLIX CEPUsIX, OXBaTbIBaKOLWMX HE MeHee 3
MecsLeB, U NOATBEPXAEHME TOro, YTO yKa3aHHble uccrneaoBaHnsa OyayT 3aBepLUeHbl,
N ecnu pesynbTaTtbl He ByayT yknagbiBaTbCs B cneuudukauum mnu noteHunanbHO
MOryT He YNOXWUTbCA B cneuynduKkaumm Ha KOHeL cpoka rogHoCTu, UX HemMeaneHHo
npeacTaBAT yNnorIHOMOYEHHOMY OpraHy Hapsay ¢ npegnaraembiM NiiaHoOM OEeNCTBUMN.
6. CpaBHeHME TeKyLUMX U NpegnaraemMblx crneungukaumin NnepBMYHON YNakoBKK (ecnm
MPUMEHUMO).

7. B COOTBETCTBYHOLLMX Cny4Yasix obpasubl HOBOro KOHTENHepa (YKYNOpKN).

8. eknapauusi, 4To ocTaBwmmnca (octaBLUMecs) pa3mep(-bl) yNakoBKM COOTBETCTBYET(-
I0T) pexumMy [O03MPOBaHUA W NPOAOIDKMTENTIbHOCTU JNeYeHUss U OOCTaTOuHbl Afs
BbIMOSfIHEHUS  pekoMeHdauuMhn No  O03UMPOBaHUIO, NPUBEAEHHbIX B obuen
XapaKTepPUCTUKE NeKapCTBEHHOro npenapara.

Mpumeyan | na B.1.[.1.6) - ecnn nameHeHne npmBoauT K "oOpas3oBaHUO HOBOW
e nekapcteseHHon ¢opmbl", TO Takoe u3MeHeHue TpebyeT nogayn
3adBfIEHNA O pacLUMPEHNN perncTpaumn.

b.1l.Lo.2. WN3meHeHne  napameTpoB | Heobxogum | [JoKymMeHTbl Mpouenypa
cneundukaumm un  (MNKn) KpUTEPUEB | ble YCNOBUA | W AaHHble
NPUEMSIEMOCTM MEPBUYHON YMNAKOBKM
NeKapCTBEHHOro npenapara

a) yXXecTovyeHue Kputepues 1,2,3,4 1,2 1A
npuemMnemMocTu cneumpukaymnm

0) pobaeneHne B cneundukaumo 1,2,5 1,2,3,4,6 A
HOBOTO napameTpa "
COOTBETCTBYIOLLEN EMY aHANUTUYECKOM
MeTOANKMN

B) WCKMOYEHNE  HecyLeCTBEHHOro 1,2 1,2,5 A
napameTpa cneyndumkaunmn (Hanpumep,
MCKINIYEHNE YCTapeBLLEro napamMmeTpa)

r) oobaBneHne nnu saameHa napamMmeTpa - 1,2,3,4,6 IB
cneundunkaumnm n3 CcoobpaeHnn
©e30nacHOCTM UNKn KavYecTBa




YcnoBus

1. IameHeHune He sBndeTcs CneacTBMEM Kakoro-nmbo obssatenbcrea, NPUHATOrO Mo
pesynbtataM paHee nNpPOBEAEHHbIX 3JKCMEepTU3 C LUENb aHanuMsa KpuTepues
npuemMnemMocTu cneundukaumm (Hanpumep, B Xo4e perncrtpaumm NekapCTBEHHOro
npenapaTa unn BHeCeHun nameHeHun Il tuna).

2. lameHeHne He sBnsieTca cneacTBMeM HenpeaBuaeHHbIX CUTyauuid, BO3HUKLINX B
Xo4e Npou3BOACTBA.

3. Jlloboe m3MeHeHne OOMKHO YKNaabiBaTbCA B AManas3oH TEeKyLWMUX 0ao06peHHbIX
KpuTepmnes NpnemMsiemMocTH.

4. AHanuTn4eckas MeToAnKa He NBMEHSAETCS UM N3MEHAETCS HE3HAYUTESBbHO.

5. HMW oomH HOBbIN MeTOL WCMNbITAHMSA HE OCHOBAH Ha HOBOM HeCTaHOapTHOM
MeTOLONIOMNN UK CTaHAAPTHOWM MEeTOA0M0rMn, UCNOofb3yeMON No-HOBOMY.

[JokKyMmeHTauus

1. lNonpaBka kK COOTBETCTBYOLLEMY(MM) pa3aeny(am) oocbe.

2. CpaBHuTeNbHaA Tabnuua TekyLwmx u npeanaraemMblix cneundukaummn.

3. NogpobHoe onnucaHne HOBOM aHaNUTUYECKON METOANKN M AaHHbIE NOo Banvgaumn (B
COOTBETCTBYIOLLNX Cnyyasx).

4. [laHHble aHanuMsa AOBYX Cepuir YNakoBOYHOrO MaTepuana no BCeM napameTpam
(nokasartenam) cneumdukaymnm.

5. O6ocHoBaHMe (OLEHKa PWUCKOB), MNoATBepXAawowme, 4YTO napameTp SBMSETCA
HEe3Ha4YMbIM.

6. O6ocHOBaHWE HOBOIro NapamMmeTpa cneuymdmkaunmn n KputTepmes NPUEMNIEMOCTN.

b6.1.a.3. W3meHeHne aHanutmnyeckon | Heobxogmm | [JOKyMEHTbI Mpouenypa
MEeTOOMKM [ONs NEepBUYHOW YMNAKOBKWU | ble YCNOBUSA | U AaHHble
rlekapCTBEHHOrO rnpenapara

a) He3Ha4YnmMble N3MEeHeHns 1,2,3 1,2 IA
0406pEeHHON aHaNNTUYECKON METOANKN

0) npoyne M3MeHeHus aHanUTU4YecKomn 1,3,4 1,2 A
MEeTOAUKM  (BKMOYasi 3aMeHy  Unu

aobaBneHue)

B) NCKItoYeHne aHanuTu4yeckoun 5 1 A

METOLMKM, €Cnv anbTepHaTuBHas ewn
MeToauka yxxe ogobpeHa

YcnoBus

1. CornacHO COOTBETCTBYKOLLUMM OOKYMEHTaM, npoBedeHa Heobxoaumaa Banuaauus,
noaTeepxgaroLwas To, 4To 06HOBNEHHAA aHaNMTUYeCcKas MeToanKka No MeHbLUEN Mepe
3KBMBareHTHa npeablayLen.

2. Metog aHanu3a He U3MeHunca (Hanpumep, U3MEHeHue ASIMHbl KOMOHKU Uin
TemnepaTypbl, HO He Apyrasi KOfloHKa UM MeToa).

3. Hn ogmH HOBbIN MeToAd WUCMNbITAHUA HEe OCHOBaH Ha HOBOW HecTaHOapTHOW
MEeTOA0SIOMMN U CTaHA4apPTHOM METOAO0SIOMMN, UCMONb3YEMOM NO-HOBOMY.

4. AKTMBHaa dapmaueBTnyeckad cybcTaHuMst (NekapCTBEHHbIM MpenapaT) He
ABNATCS BMONOrM4YeckKMMm (MMMYHONOTMYECKUMN).




5. AnbTepHaTMBHasa aHanuUTM4eckas MeToauKa And napameTtpa crneuudukaumm yxe
ofobpeHa, npu 3TOM Takas Metoauka bbina BknoyeHa He ¢ nomowbio 1A (IA HY)-
yBEOOMJIEHMS.

[JoKymMeHTauus

1. MNonpaBka K cooTBeTCTBYOLWEMY(MM) pa3aeny(am) gocke.

2. CpaBHuTenbHble pe3ynbTaTbl Banugauum unuv, npu Hanuyaun o6oCHOBaHMS,
CpaBHUTENbHbIE pe3ynbTaTbl aHanusa, noaTBep)Xaawlwme TO, YTO TeKyllee W
npegnaraeMoe UcnbliTaHne 3KBMBanNeHTHbl. HacTtosiwee TpeboBaHne He NpUMeHSeTCs,
ecnu gobaBnseTcs HoBasi aHanUTM4Yeckas MetToauka.

b.1l.Lo.4. W3meHeHne dopmbl wnu | Heobxogmm | [JOKyMeEHTbI Mpouenypa
pasMepoB MepBUYHON YMNAKOBKU WNU | ble YCIIOBUS | U AAHHblEe
YKYNopku (NepBUYHON YNaKOBKN)

a) HecTepurbHble  JfleKapCTBEHHbIE 1,2,3 1,2, 4 IA
npenaparsbl

0) naMeHeHue ¢OpMblI UM pasmMepoB - - Il
3aTparMBaeT KMYeBble MoKasaTenu
YyNakoBOYHOrO MaTepuana, KoTopble
MOFyT CYLWECTBEHHO MOBMAUATb Ha
AOCTaBKy, NpUMeHeHne, 6e30nacHoOCTb
Wnn  cTabunbHOCTb  NIEKAPCTBEHHOTO
npenapara

B) CTepurbHble nekapcTtBeHHble - 1,2,3,4 IB
npenaparbl

YcnoBua

1. KayeCTBEHHbIN 1 KONIMYECTBEHHbIN COCTaB NEPBUYHON YNAKOBKM HE M3MEHUIICS.

2. VIamMeHeHne He 3aTparmBaeT Kr4YeBble MnoKasaTenu kKavectBa YnakoBOYHOIO
mMaTepuana, KotTopble MOryT MOBMMATbL Ha JOCTaBKy, NpUMeHeHne, 6e30NacHOCTb UNnu
CcTabunnbHOCTb NEKapCTBEHHOrO Npenapara.

3. MNpun n3ameHeHun cBo6OOHOrO NPOCTPAHCTBA UMM OTHOLLUEHNS NOBEPXHOCTb (06beM)
COrnacHoO COOTBETCTBYWOWMUM AokyMeHTam Cots3a N0  CTaburbHOCTUM  HadvaThbl
COOTBETCTBYIOLLME nccnenoBaHus cTabunbHoOCTY; NpoaHann3npoBaHbl
COOTBETCTBYIOLIME MapaMeTpbl CTabUNIbHOCTM HE MeHee YeM Ha 2 OnbITHO-
NPOMbIWMEHHbIX  (Ana  6uonornyecknx  (MMMYHOMOMMYECKMX)  NEKapPCTBEHHbIX
npenapaTtoB - 3 cepusix) UM NPOMbILLNIEHHbBIX CEPUSIX; B PaCMoOpPsiKEHUN 3asBUTENS
HaxoO4AaTCsA YAOBMETBOPUTENbHbIE pe3yrnbTaTbl MO MeHbLen Mepe 3-MeCcsaYHOro
n3ydeHnsa ctabunbHoctTn (ons Guonorndecknx (MMMYHONOrMYECKMUX) NeKapCTBEHHbIX
npenapatoB - 6-meca4vHoro). lloaTBepxaeHuMe TOro, 4TO uccrnepoBaHusa OyayT
3aBepLUEHbl N YTO ecnu pe3ynbTaThl He ByayT yknagpiBaTbCs B cneumdukauum nnm
MOryT NOTEHUMANbHO He YyNOXUTbCA B cneumdukaumm Ha KOHeL cpoka rogHOCTU, UX
HeMeLneHHO MpeacTaBAT YMNOSIHOMOYEHHOMY OpraHy Hapsgy ¢ npegnaraembim
nnaHom OeNCTBUMN.

[JokymMmeHTauus
1. lonpaBka K cooTBeTCTBYOWEMY(-MM) pa3geny(-aMm) gocbe, BKNKOYas OnucaHue,




NOAPOGHLIN YepTeXX U COCTaB MaTepuana KOHTEMHepa WM YKYMNOpKW, a Takke
nepecMoTp nHdopmauumn o nekapCTBEHHOM npenapare.

2. B cooTBeTCTBYOLWMX Ccriydasax obpasLbl HOBOro KOHTENHEpPa (YKYNopKK).

3. MNMpoBeaeHbl NOBTOPHbIE BanNnngauMoHHbIE UCCIEL0BaHNA CTEPUIbHBLIX NpenapaTos,
noABepralownxcss TepMUHaNbHOW cTepunmusauun. B COOTBETCTBYHOLWIMX Criydasx
HeoOXoOMMO yka3aTb HOMepa CEepul, WUCNOMb30BaHHbIX B  BanMOauWNOHHbIX
NCcCrneaoBaHUAX.

4. Mpn n3ameHeHnn cBo6OOHOIO NPOCTPAHCTBA UM OTHOLLIEHMSI MOBEPXHOCTU K 06 beMy
AeKknapauus, YTo HavaTbl Tpebyemble nccrneaoBaHnst CTabuibHOCTM B COOTBETCTBUM C
aokymeHTammn Coto3a (C ykazaHMeM HOMEPOB Cepun); U 4YTO (B COOTBETCTBYHOLLNX
crny4asx) Ha MOMEHT peanusauum yBegomrneHus o6 nameHeHum |A Tvna n nogayn
yBegomneHnss o6 wm3ameHeHunm B TMna B ero pacnopsikeHum HaxoaaTcs
yOOBNETBOPUTENbHbIE pe3yrnbTaTbl M3YYEHUs CTabWMbHOCTU; U 4YTO MMELMECS
AaHHblE HE yKa3blBalOT Ha Kakue-nnbo npobnembl. Heobxoammo Takke npeacraBuTb
noATBEpPXAeHMe TOoro, YTo nccrnenoBaHnsa OyayT 3aBepLUEHbI, U YTO €Crnin pe3ynbTaTbl
He OyayT yknagbiBaTbCs B cneumdukanLmm unm MoryT noTeHumManbHO He YNOXUTbCS B
cneumdukaumMm Ha KOHEL Cpoka rogHOCTW, WX HeMegneHHO npeacTaBsaT
YyNOMHOMOYEHHOMY OpraHy Hapsigy ¢ npegnaraemMbiM NJIaHOM SEVNCTBUN.

b.11.4.5. 'ameHeHne pa3smepa ynakosku | Heobxogmum | [JoKymMeHTbl Mpouenypa
NekapCTBEHHOro npenapara ble YCNOBUS | W faHHble

a) W3MEHeHue KonuyecTsa eauHuL
nekapcteeHHoM ¢opmMbl  (Hanpumep,
TabneTok, amnyn v T. A4.) B yNakoBKe

1.  W3meHeHue yknagbiBaeTcs B 1,2 1,3 IA
OOOOpEHHbIN  AnanasoH  pa3MepoB HY
yNaKoBOK

2. VlameHeHne He yknagbiBaeTcs B 1,2, 3 IB
OOOOpEHHbIN  AnanasoH  pa3MepoB

ynaKoBOK

0) nameHeHme pasmepa(-oB) ynakoBKU(- 3 1,2 IA
0K)

B) W3MEHEHMEe HOMWHANbHOW MaccChbl - - Il
(HOMMHanNbHOroO ob6bema) CTEPUNbHbLIX
MHOrof4O3HbIX (MM OOHOLO3HbLIX C

YaCTUYHbIM n3BrieyeHmem)

napeHTepanbHbIX neKkapcTBEeHHbIX

npenapaToB n BGuonornyeckmx

(MMMyHONOrMYeCcKmXx) MHOIO403HbIX

napeHTepanbHbIX nekapcTBEHHbIX

npenaparos

) W3MEHeHMe HOMWHanbHOW MaccChl - 1, 2,3 IB
(HOMMHarnbHOro obbema)

HenapeHTeparibHbIX MHOIrogoO3HbIX (VIJ'II/I




OAHOA03HbIX c YaCTUYHbIM
N3BNeYeHneM) nekapCTBEHHbIX
npenapaToB

YcnoBus

1. HoBbln pasmep ynakoBKWM [JOSMKEH COOTBETCTBOBATb PEXUMY [A03MPOBaHUA U
NPOAOIPKUTENBHOCTN NEeYEHNs], YKka3daHHbIM B OOLLEN XapaKTepUCTUKE NeKapCTBEHHOMO
npenapara.

2. Matepunan nepBUYHON YNaKOBKU HE N3MEHAETCS.

3. OcrtaBwmrecs @opMbl BbiMycka MO3BOSIAKT BbIMNONHUTL PeEKOMeHZ4auuMuM no
AO3UPOBaHNIO U ANUTESIbHOCTU JleYeHUs, yKasaHHble B 00LWen XapakTepucTuke
NeKapCTBEHHOrO npenapara.

[JoKymMeHTauus

1. MNMonpaBka K cooTBeTCcTBYOWEMY(-MM) pasgeny(-am) OOCbe, BKIOYasi NepecMmoTp
NHpopmaL MM O NekapCTBEHHOM npenaparTe.

2. ObocHoBaHMe, 4YTO HOBble (OCTalwLWMecs) pasmepbl YNakoBOK COOTBETCTBYIOT
peXNMy [O3MPOBaHWUS W NPOOOIDKUTENbHOCTU NEeYeHus, YykasaHHbiM B o0Lien
XapakTepUCTUKE NEeKapCTBEHHOrO npenapara.

3. [eknapauusi, 4TO €ecnuM OXugaeTcd BNUSIHUE Ha CTabWNbHOCTb, COrMAacHo
COOTBETCTBYOLWNM AokyMeHTam Coto3a 6yayT HayaTbl MccrneaoBaHnst CTabunbHOCTH.
[aHHble Heo6xoanMMo npeacTaBnTb (C NpeanaraembimM NaHOM OENCTBUI), NULLb €CNN
OHW He yKnagplBaKTCsa B cneundukaumnu.

Mpumevan |[Ona B.1.a.5.8 u B.1l.4.5.r - ecnn nameHeHne NpuBOAUT K U3MEHEHMIO

ue: "003MPOBKN" NEKApCTBEHHOIO Npenaparta, TO Takoe N3MeHeHue TpebyeT
nogayvv 3asiBfeHnsi 0 pacLUMpPEHNN.

B.1l.a.6. N3meHeHne Kakon-nnoo | Heobxoanm | [JOKYMEHTbI Mpouenypa

COCTaBnsAoLLEN YNaKOBKW | ble YCNOBUS | W JaHHble

(ynakoBO4YHOro martepwuana),

HenocpeacTBEHHO He

conpukacarwLwencss ¢ fiekapCTBEHHbIM

npenapaTtom (Hanpumep, uBeT

CbEMHbIX KOJINaykos, LUBETHblE

KOOOBble  KOMbLA Ha  amnynax,
N3MEHeHWe Konnadka, 3aluuiaroLlero
nrny (ncnonb3oBaHme Apyroro
nnacTtuka), M1aMeHeHne gmsanHa, LBeTa
MapKUPOBKM, HaHECEeHue LWTpUX Koaa
(2D, 3D), HaHeceHne wpudTa bpanns)

a) n3MeHeHue, 3aTparuBatroLlee 1 1 1A
NHopMaLUIO o) nekapcTBeHHOM HY
npenaparte

0) wun3MeHeHue, He 3aTparuBawouiee 1 1 A

MHOPMaLUMID O  NeKapCTBEHHOM
npenapare




YcnoBus

1. AamMeHeHne He 3aTparMBaeT 4acTu YNakoBOYHOro MaTepwuana, KoTopble MOryT
NOBNUATb Ha  AOCTaBKy, MpUMEHeHMe, 6e3onacHOCTb WK  CTaburibHOCTb
nekapCTBEHHOro npenapara.

[JoKymMeHTauus
1. MNMonpaBka K cooTBeTCcTBYOWEMY(-MM) pasgeny(-am) gOCbe, BKIOYasi NepecMmoTp
nHdopMaLmm 0 iekapCTBEHHOM npenapare.

b.1l.a.7 N3meHeHne noctaBswmka | Heobxoaum | [JOKyMeHTbI Mpouenypa
KOMMOHEHTOB yNakoBKM UMW | ble YCIIOBUS | U AaHHble

YCTPOWCTBA (eCnu yKasaHo B JOCbE)

a) VcknoveHne nocrasLumnKa 1 1 A

0) 3ameHa nnm pobasneHue 1,2,3,4 1,2,3 A
nocTaBLMKa

B) Jlioboe wu3MeHeHMe noCTaBLUKOB [l
cnencepos A03MPOBaHHbIX

NHransTopoB

YcnoBus

1. cknioyeHrne KOMNOHEHTA YyNakoBKU UMW U3AeNUsS He NPOUCXOANT.

2. KayeCTBEHHbIN N KONMMYECTBEHHbIA COCTaB KOMMOHEHTOB YMNAaKOBKM (M3genus) m
cneundgukaLmm ackn3a He N3MEHSTCS.

3. Cneundukaumm n MetToabl KOHTPONA KavyecTBa NO MEHbLUEN MEPE SKBMBASNIEHTHbI.
4. MeToA cTepunusaunm n ee ycnosmusa He N3MeHATCs (ecnv NPUMEHMUMO).

HokymeHTauus

1. MNonpaBka Kk cooTBeTCTBYOLWEMY(-MM) pasgeny(-am) gocbe.

2. lNogTeepxaeHne pernctpaumm meguumHckoro msgenvst B Coro3e B OTHOLUEHUM
MeOVLNHCKUX U3OENUIN, NpunaraemMblx K JiekapcTBEHHOMY npenaparTy.

3. CpaBHuTenbHass Tabnuua TeKywux W npegnaraembix cneundukaummn (ecnm
NPUMEHUMO).

B.ll.e) CtabunbHOCTb

b.ll.e.1. N3meHeHne cpoka rogHocTtn | Heobxogmm | [JOKyMEHTbI Mpouenypa
nnu yCrnoBumn XpaHeHUs1 | ble YCroBUS | U AaHHble
rlekapCTBEHHOrO rnpenapara

a) cokpalleHWe cpoka rogHOCTU
NeKapCTBEHHOro npenapara

1. YnakoBaHHOrO B KOMMEPYECKYHo 1 1,2,3 1A
YyNaKoBKYy HY
2. [locne nepBOro BCKPbITUA 1 1,2,3 1A

HY




3. Mocne pa3BefeHuns nnm
BOCCTaHOBIIEHMS

1,2,3

A
HY

0) yBenuyeHne Ccpoka  rOAHOCTU
rekapCTBEHHOro npenapaTta

1. YnakoBaHHOrO B KOMMEPYECKYIO
ynakoBKy (nogTBepXXAEeHHOE AaHHbIMMY B
peasibHOM BPEMEHN)

1,2,3

2. Mocne nepBoro BCKPbITUS
(nogTBEpPXKOEHHOE AaHHbIMM B
pearibHOM BPEMEHN)

1,2,3

3. Mocne pa3BefeHuns nnm
BOCCTAHOBIEHUSA (nogTBEpPXKOEHHOE
AaHHbIMM B peanbHOM BPEMEHM)

1,2,3

4. YBenuyeHne cpoka rogHocTu nytem
3KCTpanonaAuumn AaHHbIX no
CTabunbHOCTN, HE COOTBETCTBYIOLLEN
AokymeHTam Cotosa*

5. YBenuyeHue nepuoga XpaHeHus
Bronormyeckoro (MMMYHOSTOrMYECKOro)
NeKapCTBEHHOIO npenapara B
COOTBETCTBUM c 0006peHHOM
NporpaMmMon n3y4yeHus ctTabunbHOCTH

1,2,3

B) W3MEHeHMe YCNOBUW XpaHEeHUs
ovonormyecknx  (MMMYHOMOMMYECKMX)
neKkapcTBEHHbIX MpenapaToB, ecnu
nccnegoBaHus cTabunbHOCTH
npoBedeHbl He B COOTBETCTBUU C
Tekywien ofobpeHHoM nporpamMmmon
N3y4eHnsa cTabunbHOCTH

) W3MEHeHue YCNnOBUMA XpaHeHus
nekapcTBeHHOro  npenapaTta nnu
NeKkapCcTBEHHOro npenaparta nocrne
pasBegeHns (BOCCTaHOBNEHMS)

1,2,3

A) n3ameHeHne ogobpeHHOro NpoTokona
cTabunbHOCTU

1,2

1,4

YcnoBus

1. l3aMeHeHne He OOIMKHO ObiTb cneacTBUEM HenpeaBUAEHHbIX CUTYaL Ui, BOSHUKLINX

B Xoge npom3soacTtea, Ui USMeHEHUA cTabunbHOCTW.

2. \ameHeHus He NpUBOOAT K paCLUMPEHNIO KPUTEPUEB NPUEMIIEMOCTM UCMbITYEMbIX

napamMmeTpoB, WCKIMIYEHUIO MNapaMeTpa cTabunbHOCTY,

NUCMbITaHUN.

nnnm CHWXEeHUK 4YacToTbl

[JoKyMmeHTauus




1. NonpaBka Kk cooTBeTCcTBYOWEMY(MM) pasgeny(am) gocbe. OHa JOMKHaA coaepXaTb
pe3ynbTaTbl COOTBETCTBYIOLWNX UCCNELOBaHMN CTabUAbHOCTU B pearlbHOM BpeMeHU
(oxBaTbiBaKOLWMX BeCb CPOK FOAHOCTM), MPOBEAEHHbIX COrflacHO COOTBETCTBYHOLLMM
AokymeHTam Coto3a No MeHbLUeNn Mepe Ha ABYX OMbITHO-MNPOMbILLMEHHbIX cepusix(l)
NeKapCTBEHHOro npenaparta, YnakoBaHHOrO C MNOMOLLBID  3aperMcTpupoBaHHOIO
YyNakoBOYHOro mMartepuana u (Mnm) cCOOTBETCTBEHHO MOCHe MePBOro BCKPbITUS UMK
pasBedeHns; B COOTBETCTBYHOLUMX Clyyasx Heobxoanmmo npeactaBuUTb pesynbTathbl
MUKPOBNONOrMYEeCKUX UCNIbITAHWUNA.

2. NepecmoTpeHHas nHpopmMauusa o nekapcTtBeHHOM rnpenapare.

3. Konun yTBepXOeHHbIX crneuuukaumn Ha KOHel, cpoka rogHOCTU U, ecnu
NPUMEHUMO, cneuudukauun nocne pasBedeHus (BOCCTAHOBMNEHUS) WK nocne
NepBOro BCKPbITUSI.

4. OBocHOBaHMeE npegnaraemMblX MU3MEHEHU.

* B oTHOWweHMn Brnonornyeckoro (MMMyHONOMMYECKOro) NeKapCTBEHHOIO

MpumeyaHmn | npenaparta 3KCTpanonsaAUna HeENpPUMEHUMA.

e

1 Mpn Hannumm obss3aTenbcTBa NPOBEPUTbL CPOK TOAHOCTM  Ha
NPOMBILLSIEHHBIX CEPUSIX AONYCTUMbI ONbITHO-MPOMbILLIIEHHbIE CEPUN.

B.ll.xx) NMpoekTHOE nosne u NPOTOKON NOCTPErMCTPaALMOHHbIX UBMEHEHUN

B.1l.x.1. BeBegeHne HoBoro npoektHoro | Heobxogmum | [JoKymMeHTbl Mpouenypa
nons WNn pacwmpeHme ogoObpPEHHOro | ble yCnoBus N AaHHble
NPOEKTHOrO  MOMisi  JIEKAPCTBEHHOrO
npenaparta (3a NCKNoYEeHnem
O1oNorMyeckoro), saTparmBatoLLee:

a) OpgHy wnn 6onee oTaenbHble - 1,2, 3 [l
onepauun npouecca npouM3BoACTBa
fleKkapCTBEHHOrO npenapaTta, BKo4as
COOTBETCTBYHOLLUN
BHYTPUNPON3BOACTBEHHbIN KOHTPOSb U
(Mnn) aHanNUTU4YECKNE METOLMKM

0) AHanuTuyeckne MeToaMKM Ons - 1,2, 3 [l
BCMOMOraTerbHbIX BELLeCTB
(MPOMEXYTOYHbIX NPOAYKTOB) U (Unn)
rIeKapCTBEHHOrO rnpenapara

[JokymMmeHTauus

1. Pe3ynbTaTthl uccnegoBaHun pa3paboTkn npenapaTta v npouecca (BK4vas OLEHKY
PUCKOB N MHOFOMEpPHbIE UCCNeaoBaHMA COOTBETCTBEHHO), NoATBEpXKAAKOLLME TO, YTO
AOCTUTHYTO UENOCTHOE MEXaHUCTUYEeCKoe MOHUMaHue nokasaTenen kKadvecTtsa
MaTtepuanos W MNapamMeTpoB rMpoLecca Ha KpuUTUyYeckne napamMeTpbl KavecTBa
nekapCTBEHHOro npenapara.




2. OnncaHme NpPoeKTHOro nons B TabnnyHoM BuAe, BKMOYasa nNepemMeHHble (CBOMCTBaA
MaTepuarnoB 1 napamMeTpbl Npouecca NPoM3BOACTBA) U UX NpeanaraeMble AnanasoHbl.
3. NonpaBka k cooTBeTCTBYHOWEMY(-UM) pasgeny(-am) gOCbe.

B.11.x.2. BeeneHne | Heobxoaum | [JOKyMeHTbI Mpouenypa
NoCTperMcTpaunoHHOro NpoTOKONa | ble YCNOBUA | W AaHHbIE
ynpasneHus N3MEHEHNAMMN,
3aTparmsaroLmMm neKapcTBEHHbIN
npenapart

- 1,2,3 Il
[JokymeHTauus
1. NogpobHoe onucaHue npeanaraemMoro N3MeHeHus.
2. [lpoTokon yrnpaBfieHUs U3MEHEHUsMU, 3aTparMBaloLMMN  NeKapCTBEHHbIN
npenapar.
3. lNMonpaBka kK cooTBeTCTBYOLWEMY(-MM) pasgeny(-am) gocbe.
B.11.x.3. UcknoveHne ytBepxaeHHoro | Heobxogum | [JoKymMeHTbl Mpouenypa
NPOTOKOMa yNpaBfeHUs1 UBMEHEHUSIMU, | ble YCIIOBUS | U AAHHblE
3aTparmearoLmMm neKapcTBEHHbIN
npenapat

! 1 A

HY

YcnoBus

1. WcknoyeHrne noCTperncTpaumoHHOrO MNpOTOKoNa yrnpaBneHuss WU3MEHEeHUsIMU,

3aTparMBaloLMMN  fleKapCTBEHHbIN

npenapar,

HE

ABINAETCA

cneacTenem

HenpeasnaeHHbIX CMTyaLLMVI UIin HECOOTBETCTBUA CFIGLI,I/I(*)I/IKaLI,I/II/I B XO04e BBeOEHUA
N3MEHEHUIN, ONMNCAHHbIX B NPOTOKOJ1E, N HUKAK HE BJTINAET Ha YTBepPXKXAeHHble CBeAeHNA,

BKIMHOYEHHbIE B JOCbHE.

JokymMmeHTauus

1. O6ocHOBaHMe npeanaraemMoro UCKNKYEHMs.
2. NonpaBka Kk cooTBeTCTBYHOWEMY(-UM) pasgeny(-am) gocCbe.

B.llx.4. W3ameHeHus ytBepxaeHHoro | Heobxogum | [JoKyMeHTbl Mpouenypa
NPOTOKONAa ynpaBneHna U3MEHEHUAMUN | ble YCNoBUS N OaHHble

a) 3HayMMble M3MEHEeHUs npoToKona - - Il
ynpasneHUs N3MeHeHNAMn

0) He3HayMMble U3MEHEHUs NPOTOoKoa - 1 IB

ynpaBneHuss U3MEHEeHUsMMU, KoTopble
HE U3MEHSIIOT CTpaTerunio, ONUCaHHY0 B
NpoToKone

[JoKyMmeHTauus
1. [eknapauua, 4Tto noboe u3MEHEHME [OOMKHO YyKnagblBaTbCsd B AnanasoH
OENCTBYOLMX  YTBEPXKOEHHbIX  KpuTepueB npuemrnemocTtn. [lommmo  aToro,

[eKknapauus, YTo B OTHOLLEHUM BMONOrMYecknx (MMMYHOIOTMYECKNX) NEKAPCTBEHHbIX
npenapaToB He TPebyeTcsl OLleHKa CONMOCTaBMMOCTW.




B.Ilx.5. Peanusauma wn3ameHeHun, | Heobxogmm | [JOKyMeHTbI Mpouenypa
npeaycMoTPEHHbIX YTBEPXKAEHHDBIM | ble YCITOBUS | U OAHHbIE
NPOTOKOIOM yrnpaBneHus
N3MEHEeHUSAMU

a) peanusauus U3MeHeHusi He TpebyeT 1 1,2,4 IA
AOMOMHUTENbHBIX  BCMOMOraTesibHbIX HY
AaHHbIX

0) peanu3aumsi M3MeHeHus Tpebyet - 1,2,3,4 IB
AOMONMHUTENbHbIX ~ BCMOMOraTerbHbIX
AaHHbIX

B) peanusauus N3MEHEeHUS - 1,2,3,4,5 IB
Bronormyeckoro (MMMYHOSTOrMYECKOro)
NeKapCTBEHHOro npenapara

YcnoBus

1. [pegonoxeHHoe W3MeHeHWe OCYyLeCTBfIEHO B [MOfIHOM COOTBETCTBUMM C
YTBEPXKAEHHBLIM NPOTOKOSIOM YrNpaBfieHNa N3MeHeHNAMU, Tpebytollee HeMeOTEHHOO
yBeOMINEHNA NOCMe ero peannsaunu.

HokymeHTauuns

1. Ccbifika Ha yTBEPXXOEHHbIN NPOTOKON yrpaBfieHNUs U3MEHEHNAMM.

2. [exnapauusi, 4YTO W3MEHeHMe COOTBETCTBYET YTBEpPXOEHHOMY MpOTOKOMy
ynpaBfieHNss U3MEHEHUSIMMU W YTO pesynbTaTbl UCCNedoBaHUA YyOOBMETBOPSHOT
KpUTEpPUAM NpuemMnemMocTu, OroBOPeHHbIe B NpoTokorie. NomMumo aToro, geknapaums
TOro, 4YTO B OTHOWEHUN 6MoNorMyecknx (MMMYHONOMMYECKNX) NeKapCTBEHHbIX
npenapaToB He TpebyeTcs oueHKa CoNoCTaBMMOCTU.

3. Pesynbtatbl uccrnegoBaHui, NpoBeAEHHbIX B COOTBETCTBUW C YTBEPXOEHHbIM
NPOTOKOJSIOM YrpaBneHUss U3MeHEeHUAMM.

4. [MonpaBka k COOTBETCTBYOLLEMY(-MM) pasgeny(-am) gochbe.

5. Konusa yTBep)XaeHHbIX cneundukaunm Ha JiekapCTBEHHbIM Npenapar.

b.1l.3) BesonacHOCTb B OTHOLLEHMX MOCTOPOHHUX areHTOB

b6.11.a.1  O6GHoBneHne unHpopmauun | Heobxogmm | [JOKyMEHTbI Mpoueaypa
"OueHka 6e30MacHOCTM OTHOCUTESNbHO | ble YCIOBUS | U AaHHble
MOCTOPOHHUX areHToB" (pasgern 3.2.A.2
peErmcTpaunmoHHOro JoChbe)

a) wvccnegosaHus,  3aTparvearoLme - - I
NPOM3BOACTBEHHbIE 3Tarlbl, U3y4YeHHble
BNepBble Ha nNpegMeT OAdHOro wunm
©onee NOCTOPOHHUX areHToB

0) 3amMeHa ycTapeBLINX UccrenoBaHum,
3aTparmBalolnX  MNPOM3BOLACTBEHHbIE
aTanbl U MOCTOPOHHWE areHTbl, paHee




BKIMlO4YEeHHbIe B JOCbEe

1. C 'BMEHEHMEM OLEHKN PUCKOB

2. 6e3 N3MEHEHNs1 OLEHKN PUCKOB

1,2,3

IB

[JoKymMeHTauus

1. NMonpaBka K cooTBETCTBYHOLEMY(MM) pa3aeny(am) 4ocbe, BKIIOYast BBEAEHMNE HOBbIX
NccrneaoBaHUn, HanpaBneHHbIX Ha 3yYeHne cnocoBHOCTM NPOM3BOACTBEHHbIX 3Tanos
NHAKTMBMPOBAaTb (ANMMNHNPOBATL) MOCTOPOHHNE areHTbl.

2. O6oCHOBaHME TOro, YTO UCCNEAOBaHUS HE N3MEHSIOT OLEHKY PUCKOB.

3. Monpaeka Kk MHpopMaLnn 0 NekapcTBEHHOM NpenapaTe (ecnn NPUMEHNMO).

B.lIll Ceptudukar coorsetrctBua EBponenckon ®apmakonee (CEP) (npun
Hanuuuum), n (unn) TrI, u (Mnun) ctatbmn

B.1l1.1 Nopaya
0BOHOBMNEHHOrO
COOTBETCTBUS
dapmakonee NCKIOYEHNE
cepTudukaTa COOTBETCTBUS
EBponenckon ®apmakoriee

HOBOIO nnm
cepTudukaTa
EBponenckon

nnu

Heobxognm
ble yCroBus

[oKyMeHTbI
N AaHHble

Mpoueaypa

Ha dpapmaueBTuyeckyto cybcTaHumio
Ha wucxogHeln wmaTepman (peakTus,
NPOMEXYTOYHbIN NPOaYKT),
NCNOSIb3yeMbIN B npoecc
npousBoacTBa doapmaLieBTNYECKON
cybcTaHummn

Ha BcrnomoraTtenbHoe BELLECTBO

a) CepTtudukar COOTBETCTBMSA
EBponeickon dapmakonee
COOTBETCTBYIOLLEN ctaTbe
EBponenckon Papmakoneu

1. HoBbIn cepTudukar oT
0406peHHOro NpPon3BoANTENS

paHee

1,2,3,4,5,
6,9

1,2,3,4,5

A
HY

2. O6HOBNEHHBbIN cepTUduUKaT OT paHee
0406peHHOro Npon3BoANTENS

1,2,3,4,6

1,2,3,4,5

3. HoBbIM cepTudukar oOT HOBOrO
npounssoauTens (3ameHa nnu
AobasneHue)

1’ 2’ 3’ 4’ 5’
6,9

1,2,3,4,5

A
HY

4. NcknioyeHne ceptudukaTos (ecnm K
mMaTtepuany npuraranucb HeCKOSbKO
cepTudunkaTon)

8

5. HoBbin cepTudukar Ha

1,2,3,4,5




HECTEPUNbHYIO aKTMBHYIO

hapmaLeBTUYECKYHO cyGcTaHumio,
noanexallyto  UCMOMb30BaHUIO B
CTEPUITBHOM NeKapCTBEHHOM

npenaparte, Npu UCMonb30BaHUM BOAbI
Ha nocriegHeM 3Tane cuHTe3a, a B
OTHOLLEHUN MaTepuana He 3asiBIeHO
OTCYTCTBME B HEM 9HAOTOKCUMHOB

0) CepTtudmkar COOTBETCTBUS
Esponenckon ®apmakoneun no TIS Ha
aKTUBHYIO dhapmaneBTUYECKYHO
cybcTaHumo  (MCXOOHbIM  MaTepuan
(peaktnB, NPOMEXYTOYHbIA NPOAYKT),
BCNoMoraTesibHOe BELLECTBO)

1. HoBbIn cepTudmkat Ha akTUBHYHO 3,59 1,2,3,4,5 A
dapmaueBTMYECKYD CyBCTaHuMo OT HY
HOBOrO WM  paHee 0O0OpeHHOro
Npon3BOaUTENS

2. HoBbin ceptudukaTt Ha 3,6,7 1,2,3,4,5 IA
dhapmaLeBTUYECKYHO cybcTaHumio
(ncxogHbIn mMartepwuarn, peaKkTuB,
NPOMEXYTOYHbIN NPOaYKT,
BCNomMoraTtenbHoe BELLECTBO) oT
HOBOrO WNM  paHee 0O0OpeHHOro
Npon3BOAUTENS

3. O6HOBNEHHbIN cepTUdMKaT OT paHee 7 1,2,3,4,5 A
0406pEeHHOro NPon3BOANTENS

4. VNcknioyeHne ceptudukaTos (ecnm K 8 3 1A
mMartepuany npunaranucb HeCKOSbKO
cepTudukaToB)

5. HoBbin (0BHOBMEHHBIN) cepTudukat - - Il
OT paHee 0O0OOpPeEHHOro (HOBOrO)

npon3BoanNTENA, ncnonb3yrouiero
MaTtepuarbl yeroBe4decKkoro 17
XMBOTHOIO NMPOUCXOXOEHUA, B

OTHOLLUEHMM KOTOPLIX TpebyeTcs oLeHKa
Ha npeaMeT pucka noTeHUManbLHON
KOHTaMMHaLuUK NMOCTOPOHHMMMU
areHTamu

YcnoBusa

1. Cneundukaumm Ha BbIMyCK U Ha KOHEL, CpOKa roAHOCTU SIeKapCTBEHHOrO npenapaTta
He N3MEHSAITCA.

2. HeunsmeHeHHble (McKknYasd yxecTodeHue) pgononHutenbHble (K dapmakonee




Coto3a) cneundukaumMm Ha npumecu (UCK4vas ocTaTOYHble pPacTBOPUTENU, MNpU
yCrnoBuMnM WX COOTBETCTBUA TpeboBaHusM akToB opraHoB Coro3a) npoayKT-
cneundgunyHble TpeboBaHusa (Hanpumep, NPodunn pasMmepoB YacTul, NOMMOPMHbIE
dopMbl), ECIN NPUMEHUMO.

3. lNpouecc npon3BoaCTBa akTMBHOW hapMaueBTUYECKOW CybCTaHUMWM, UCXOOHOro
MaTepuana (peaktvsa, MPOMEXYTOYHOro MpoAyKTa) He BKIIYaeT MCNoSfib3oBaHWe
MaTepuarnoB YernoBEeYECKOro Nnn XXMBOTHOIO MPOUCXOXOEHUS, AN KOTOPbIX TpebyeTca
npoaHannanpoBaTtb AaHHbIE O BUPYCHOW Be30nacHoCTH.

4. WckniounutenbHO ONA akTMBHOM dhapmaueBTudeckon cybctaHuuu: oHa Oyget
MCcnbiTaHa HeNnocpeACcTBEHHO nepen MCNofb3oBaHWEM, €Cnu nepuog MNOBTOPHOro
MCNbITaHUS HE BKIMOYEH B cepTudmkaT cooTBeTcTBUS EBponenckon dapmakonee mnu
AaHHble, 000CHOBbIBalOLWME NEepnos MOBTOPHOrO MCMbITAHUSA, YXXe He BKMYEHbl B
AoCbe.

5. AktuBHas dapmaueBTnyeckas cybctaHuma (ucxogHbli matepuan (peakTus,
NPOMEXYTOYHbIN MPOAYKT), BCNOMOraTteflbHoe BeLweCTBO) HECTEPUSTbHBDI.

6. PactutenbHble dapmaueBTnyeckne cybctaHummu: cnocob Npou3BOACTBA,
dom3nyeckoe COCTOosIHNE, AKCTParnpyoLmin pacTtBopuUTesnb N KO3 MULMEHT SKCTPaKLUm
neKkapCTBEHHOro CpeacTBa He U3MEHSATCS.

7. Ecnu coctaBe nekapcTBEHHOro mnpenaparta AN napeHTepasibHOro BBeAEHUS
MCNONb3yeTCHa XenaTuH, NPou3BedeHHbI U3 KOCTeW, ero npou3BOACTBO [AOJTHKHO
OCYLLIECTBNIATLCSA NCKITIOYUTESTBHO B COOTBETCTBMUM c TpebosaHMaMHU
COOTBETCTBYIOLLEN CTPaHbI.

8. B gocbe octaeTcs No MeHbLIen Mepe OANH NPOU3BOANTESNb 3TON CyDCTaHUMN.

9. Ecnn aktuBHas (papmaueBTudeckasi cybcTtaHuus HecTepunbHa, HO OyaeTt
MCNONb30BaTbCA B COCTaBe CTEPUNBbHONO feKapCTBEHHOro npenapaTa, Torga, B
cootBeTcTBMM ¢ CEP, Ha nocnegHem aTtane CMHTe3a HeNb3sa UCMNOSb3oBaTb BOAY WIN,
€Cnu Takoe npoucxoanT, Heobxoaumo obecneunTb OTCYTCTBME OakTepuarbHbIX
9HOOTOKCMHOB B aKTMBHOWM (hapmMaueBTUYECKON CybCcTaHUMN.

JokymMmeHTauus

1. Konusa penctsytowlero (0GHoBNEHHOro) ceptudumkarta cooTBeTCcTBUA EBponenckon
dapmakonee.

2. lNpu pobaBneHun nNPou3BOACTBEHHOW MNMOWAAKA - B MNYHKTE O BHOCUMBbIX

N3MEHEHNAX 3asiBNEeHNA O NPMBEOEHUN PErNCTPALMOHHOIO AOCbE B COOTBETCTBUE C
TpeboBaHuamn Coto3a (B CONPOBOANTESNTBHOM NUCbME, hopMe 3asBfIEHNS O BHECEHUM
N3MEHEHUIN, MPWUMNOXEHHON K COMPOBOAUTENBHOMY MUCbMY) HEOOXOAMMO YETKO
0003HauNTb TEKYLUNX U NpegnaraeMblx NPOnU3BOANTESNEN, KaK yKa3aHO B pasgernie 2.5
dopMbl 3a8BIIEHUS.

3. MNMonpagka kK cooTBETCTBYOLWEMY(MM) pasgeny(am) gocke.

4. Ecnn npuMeHUMO, [OOKYMEHT, coepXxallun cBedeHna O BCexX MaTepuanax,
BXOAALWMX B chepy npumMmeHeHus ctatbn @apmakonen Corosa No MUHMMU3aALUMN puUcKa
nepegaym  areHToB  rybyatonm  sHuedanonaTtumM  XMBOTHbIX  NOCPEOCTBOM
nekapCTBEHHbIX npenapaTtoB ANs MeOULUWHCKOro WU BEeTEPUHAPHOro NpPUMEHEHUS,
BKIOYasa MCNoSib3yeMble B NPOM3BOACTBE aKTUBHbIE (bapMaLeBTUYECKOM cybcTaHLmm




(BcnomoraTenbHOro BellecTra). [1ns Kaxaoro Takoro poga martepmana Heobxogmmo
npeacTtaBuTb Creayrolme CBeAeHUs: Has3BaHue NPou3BOAUTENS; BUL XUBOTHbIX U
TKaHW, U3 KOTOPbIX MOMlyYeH maTepuan; cTpaHa MNPOUCXOXOEHMUS XMBOTHBLIX U €ero
NCNosib3oBaHme.

5. B oOTHOWweHun akTmBHOW pbapmaueBTU4ECcKOn cybCcTaHumK: Aeknapauus
YNOMMHOMOYEHHOro fnua KaXagoro NUueH3MpoBaHHOIMO NPOM3BOAMTENS, YKa3aHHOMO B
3asiBNeHnn, NCNosib3yoLLero akTUBHy hapmMaLeBTUYeCKyo CybCTaHUMIo B KayecTBe
MCXOOHOr0 MaTtepuana, M YNONHOMOYEHHOro fuua KaX4oro fuuUeH3NpoBaHHOMO
NPOM3BOANTENS, YKA3aHHOrO B 3asBfiEHUN B KayeCTBe OTBETCTBEHHOro 3a BbIMyCK
cepun. B pgeknapaumax HeobXoouMMO yKasaTb, YTO MNPOU3BOAUTESNb(-U) aKTUBHOW
dhapmaueBTMYECKON CybCTaHUMK, YKasaHHbIN(-€) B 3asBNEHUN, OCYLLECTBASAET(-t0T)
CBOI OeATeNbHOCTb B COOTBETCTBUM C [1pasmnammn Hagnexawien npon3BoaCcTBEHHOM
npaktukn Cor3a B OTHOLWEHUN WCXOAHbIX MaTepuanoB. [lpu onpegeneHHbIX
obcToATeNnbCTBaxX AONyCcKaeTcsa NpeacTaBnaTb OAHY Aeknapauumio (CM. npymedaHme K
nameHeHuto b.11.6.1). Ecnu 3aTparusatotcs kakne-nmbo obHOBNEHUs cepTUdUKaToB Ha
akTMBHble (papmaueBTMyeckme CcybCcTaHuMM W MPOMEXYTOYHblIE MPOAYKTbl, OT
npounsBoanTENEn MNPOMEXYTOYHbIX MNPOAYKTOB Takke Tpebyetca geknapaums
YNOMMHOMOYEHHOro Nnua; Aeknapauus ynosIHOMOYEHHOMo Nuua Hy>KHa, NULb ecrv no
CpaBHEHMUIO C paHee 3aperncTpMpoBaHHON Bepcmen ceptTudmkaTa MMeeTcsl USMeHeHue
OENCTBYIOLLMX, BKIMIOYEHHbIX B NepeyYyeHb NPON3BOACTBEHHbIX NOLWALOK.

6. Hagnexawee noarBepXaeHue, CBMOETENbCTBYOLLEE O COOTBETCTBUM BOAbI,
MCNONMb3yeMON Ha nocriegHeM 3Tane CcuHTe3a aKTUMBHOW dhapMaLeBTUYECKOM
cybcTaHuMn, COOTBETCTBYKOLWIMM TpeboBaHMAM KayectBa [Ans  BoAbl  Ans
dhapMaLEeBTMYECKOro NPUMEHEHNS.

B.1l.2 N3meHeHunsa B uensax | Heobxogum | [JOoKyMeHTbI Mpouenypa
cooTBeTCcTBUA ®apmakonee Cotosa unuv | ble ycroBus N JaHHble
dapmakonee rocygapcrBa-yneHa

a) usMeHeHue cneundukaymm(n) paHee
HedpapmakonenHon  cybctaHuumn B
uenax cooteseTcTBuMa  dapmakonee
Coto3a nnn cbapmakonee rocygapcraa-

yneHa
1. AKTMBHON dapmauestnyeckon | 1, 2,3,4,5 1,2,3,4 IA
cybcTaHummn HY
2. BcnomoratenbHoro BellecTBa 1,2, 4 1,2,3,4 IA

(ncxogHoro  martepuana)  akTUBHOM
dapmaueBTMYECKON cybCTaHLmMn

0) U3MeHeHus B LenaxX COOTBETCTBUA 1,2,4,5 1,2,3,4 A
obHOBNEHHON COOTBETCTBYIOLLEN
ctatbe @apmakonen Cowsa wunm
drapmakonee rocygapcrBa-yneHa

B) M3MEHeHuMe crneumgukaumm ¢ 1,4,5 1,2,3,4 A
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dapmakonen rocygapcTBa-unieHa Ha
dapmakoneto Corosa

YcnoBusa

1. VIameHeHne ocyLecTBNAeTCA WUCKNIYUTENBHO B LENsX MOSIHOr0 COOTBETCTBUS
dapmakonee. Bce wucnbiTaHns B cneuyudukaumMm OOSMKHbI  COOTBETCTBOBATb
dapMakonenHoMy CTaHgapTy nocrne W3MeHEeHUs, 3a UCKMIYeHMeM  mobbIxX
AOMNONHUTESbHBIX BCMOMOraTesbHbIX UCMbITAHWUNA.

2. [ononHuTenbHble K apmakonee creundukaumm Ha npoAyKT-cneunduyHble
CBOMCTBA He M3MeHSATCa (Hanpumep, npodunn pasmepoB 4vacTuu, nonmmopdHas
dopma nnu, K npumepy, buonornyeckme MeToaukn, arperatbl).

3. 3Ha4YnMble N3MEHEHUA Ka4eCTBEHHOIro M KONMUYECTBEHHOro npodunen npumecemn
OTCYTCTBYIOT (32 UCKITIOYEHNEM YXKECTOYEeHUs cneumdukaumnn).

4. [lononHutenbHaa Banugaumsi HOBOW UM N3MEHEHHOW ddapMakonenHOn MeTOANKM
He TpebyeTca.

5. PactutenbHble dapmaueBTnyeckne cybctaHummn:  cnocob Npou3BOACTBA,
PM3MYEeCKOe COCTOSIHME, IKCTPareHT N KOIPPUUNEHT IKCTPaKUMKU feKapCTBEHHOro
cpeacTBa He N3MEHSHOTCS.

HokymeHTauuns

1. MNonpaBka Kk cooTBeTCTBYOLEMY(-MM) pasgeny(-am) gocbe.

2. CpaBHuTENbHAA Tabnuua Tekywmx u npeanaraembix cneundukaummn.

3. [laHHble aHanusa cepuin (B hopmaTe cpaBHUTENBHOW Tabnuubl) N0 MeHbLUEN Mepe
2 NPOMBILWIIEHHbLIX CEpUA COOTBETCTBYOLWEN cybCcTaHumMM (BewecTBa) No BCEM
NCNbITAHNAM HOBOW cneundukauumn n, JONOMHUTENBHO, eCAN NPUMEHMMO, pe3ynbTaThl
TecTa CpaBHUTENbHOM KMHETUKU PacTBOPEHUA MO MeHbLUeN Mepe OAHOM OMbITHO-
NPOMBILLSIEHHON CEepuM NeKapCTBEHHOro npenaparta. B OTHOWeHMM nekapCTBEHHbIX
pacTuTenbHbIX MpenapaTtoB MOryT ObiTb JOCTaTOYHbl AaHHble CpPaBHUTENbHOM
pacnagaemocTu.

4. [laHHble, noaTBepXgawwme nNpUrogHoCTb CTaTbW ANs KOHTPONSA KadecTBa
cybcTaHumn, Hanpumep, CpaBHEHME MNOTEHUMarnbHbIX NPUMECcen C npuMevaHnem
npo3payHocTh ctatbm (transparency note of the monograph).

MpumeyaHun |yBedoOMNATb YMNOSTHOMOYEHHbIE oOpraHbl 06 OOHOBMEHWUM CcTaTbu
e: dapmakorien Corosa unu dpapmakoriey rocygapcraa-yrieHa B criydae
BHEAPEHNA COOTBETCTBUSA OOHOBIIEHHOW CTaTbe B TeYeHne 6 MecsueB
nocrne ee onybGrnMKOBaAHUA M HaNMYMM CCbINIKM Ha "OENCTBYHOLLYIO
pegakuuio" B OOCbe  3aperucTpupoBaHHOrO  JIeKapCTBEHHOro
npenapara.

B.IV MeanuuHckue usgenuvs

B.IVA N3meHeHne  mnamepsaowero | Heobxoanm | [JOKyMEHTbI Mpouenypa
n3genna unn n3genus ans BBe4eHus ble YCNOBUS | U AAHHblE

a) JobaBneHne vnu 3ameHa u3genus,




He SBMSAKOLWErocs 4acTblo NepBUYHON

ynaKkoBKU

1. MeauuyunHckne n3genua, | 1,2,3,5,6 1,2, 3 IA

3apernctpmpoBaHHble B Cotose HY

2. Cnencepsbl A03MPYHOLLMX - - Il

NHransiTopoB U Opyroro yCTPOMCTBA,

KOTOPbIN MOXeT oKasaTtb

CYLWEeCTBEHHOE BNUSIHNE HA OO0CTaBKY

dapmaLeBTNYECKON cybcTaHumm

npenapaTta (Hanpumep, Hebynansep)

6) UcknioueHne nsgenus 4 1,4 IA
HY

B) [lobaBneHne unn 3ameHa nsgenus, - - [l

SBNSAOLWErocs  4acTbld  MEepPBUYHOMN

ynaKkoBKU

YcnoBus

1. MNMpepnaraemoe namepswoLee nsgenne OOMKHO TOYHO OTMepuBaTb HEOOXOANMYHO
[03y paccMaTtpMBaemoro JiekapCTBEHHOro rpernapara corfiacHo ogobpeHHoMy
crnocoby npMMeHeHus, criegyeT NpeacTaBuUTb pesynbTaThl TakUX UCCREe0BaHUN.

2. HoBoe nsgenue coBMeCTUMO C JieKapCTBEHHbIM rnpenapaToMm.

3. ViIameHeHne He [0SMKHO MpMBOAUTL K 3HAYUMOMY M3MEHEHUD WHpopmMauumn o
nekapCcTBEHHOM npenapare.

4. JlekapCTBEHHbIN NpenapaTt MOXXHO NPOoAoIKaTb TOYHO 403MPOBaTh.

5. MeaguuuHckoe wu3genve He  UCNOoSb3yeTcd B KayecTBe  pacTBOpUTENs
rnekapCTBEHHOro npenapara.

6. Ecnn npegycmoTpeHa uameputenbHasa (PyHKUMS, OHa AOMKHa OblTb BKMOYEHA B
O0Cbe TaKoro nsgenus.

JokymMmeHTauus

1. NonpaBka K COOTBETCTBYLOLWEMY(-MM) pa3geny(-aMm) gocbe, BKNYas NoapobHbIN
3CKM3 M COCTaB MaTepuana usgenus 1M nocTaBLUMKa, eCcriv MPUMEHUMO, a Takxke
COOTBETCTBYIOLLNIA NEPECMOTP MHOpMaLMM O fIeKapCTBEHHOM npenapare.

2. MNogTBepXxaeHne perncTpaumm meguumHckoro nsgenus B Cotose.

3. O6pasubl HOBOro U3genus, ecnv NPUMEHUMO.

4. OBoCcHOBaHME UCKITHOYEHUA U3OeNus.

Mpumeyvann | [na B.IV.1.8 - ecnn nameHeHue npmBoguT K obpasoBaHWMO HOBOW
e: nekapcTtBeHHOM opMbl, TO Takoe Wu3MeHeHue TpebyeTr nogaym
3asBNeHNs 0 pacLUMPEHUN permcTpaumun.

B.V BHeceHuss U3MeHeHUN B peructpaumoHHoe Aocbe, 06ycnoBrieHHble
MHbLIMU PerynsaTopHbIMU Npoueaypamm




B.V.a) M®I (M®BA)

b.V.a.1 BkntoyeHune HoBoro, | Heobxogum | JokymeHTbl | [llpouenypa
OOHOBMEHHOrO0 UMM UCMNPABMNEHHOIO | ble YCroBus N OAaHHbIE
MacTtep-cdanna nnasmol B

perncTpaunoHHoe aocbe

nekapCTBEHHOIO npenapaTta

(npouenypa M®I1 2-ro atana)

a) nepBoe BKMKYEHME HOBOro MacTep- - - Il
danna nnasmbl, BAUAKOWEro Ha
CBOWCTBA NeKapCTBEHHOIO npenapara

0) nepBOEe BKMNHOYEHME HOBOrO MacTep- - 1,2,3,4 IB
danna nnasmbl, He BNUAKOWEro0 Ha
CBOWCTBA NNEKAPCTBEHHOIO Npenapara

B) BKINKOYEHME OOHOBNEHHOro - 1,2,3,4 IB
(ncnpaBneHHoro) mMacTep-danna
nnasmbl:  M3MEHEHUss BNUAKOT  Ha
CBOWCTBA JIEKAPCTBEHHOrO Npenapara

r) BKIOYEHME OOHOBNEHHOro 1 1,2,3,4 IA
(ncnpasneHHoro) mMacTep-danna HY
nnasmbl: M3MEHEHUS He BMAUAIOT Ha
CBOWCTBA JIEKAPCTBEHHOrO Npenapara

YcnoBusa

1. Ha 06HOBREHHbIN NNn nameHeHHbIn M®I BolgaH cepTugukaT COOTBETCTBUSA akTam
opraHoB Coto3a B cooTBeTcTBMM C npunoxeHnem N 1 k MNpaBunam perncrtpaumm u
3KCNepTu3bl  JIEKAPCTBEHHbIX CPeacTB  ANnd  MeOUUMHCKOrO  NpUMEHeHUs,
yTBepXxagaembiM EBpasnnckon 3KOHOMMUYECKOM KOMUCCUEN.

[JoKkyMmeHTauus

1. Deknapauus, 4to ceptnudumkat MOl 1 skcnepTHbIN OTYET NOMMHOCTLI NPUMEHUMbI
K 3apernctTpmpoBaHHOMY fiekapCTBEHHOMY npenaparTy, aepxartens MOl npeacrasun
aepxarento PY (ecnu gepxatens PY n gepxatens M®Il1 He aBnaioTCca ogHUM N TeM
Xe nuuom) ceptudpukat MOrI, akcnepTHbIN oTYeT 1 ocbe Ha M®T1, cepTudumkat MOIT
N 3KCNEPTHbIN OTYET 3aMEHSIOT NpeablayLLyo JoKyMeHTauuo Ha M®IT ans gaHHoro
rfiekapCTBEHHOro nNpenapara.

2. Ceptudpmukat M®PI1 n akcnepTHbIN OTYET.

3. [eknapauusi 9KcnepTa, XxapakTepusywwasi BCe BBOAUMbIE C MOMOLLbIO
ceptudpuumpoBaHHoro MOl un3MeHeHMs W oueHuBawLWwasi MX MNOoTeHuManbHoe
BNIUSIHWE Ha NeKapCTBEHHble npenapaThbl, BKIYas OUEHKM MPOAyKT-cneunduyHbIX
PUCKOB.

4. B copme 3aaBneHNa O BHECEHUN WU3MEHEHUN HeobXoOMMO 4YeTKO OTpasnTb

"pencTeyrowmn” 1M "npegnaraembin”  ceptudpmkatr MOl (Homep Koga) B




perMcTpaunuoHHoM focbe. Ecnv npumeHnmo, B opme 3asiBIEHUSI O BHECEHUU
N3MEHEHNN TaKXe cregyeT 4YeTko nepeyncnutb Bce npodne MOl Ha KoTopble
CCbIfTaeTCcs NeKapCTBEHHbIN npenapaT, AaXe eCfiv OHU He ABNAKTCA NpeamMeToMm
3asBreHns.

b.V.a.2 BkntoyeHune HoBoro, | Heobxogmum | JokymeHTbl | [lpoueaypa
OOHOBMNEHHOrO0 UMM UCNPABMEHHOrO | ble YCNOBUA | W AaHHble
MacTtep-danna BakKUMHHOMO aHTUreHa B
perncTpaumoHHoe aocbe
NeKapCTBEHHOIO npenapara
(npoueaypa MOBA 2-ro atana)

a) nepsoe BKIHOYEHME HOBOro MacTtep- - - Il
dranna BakUMHHOIo aHTUreHa

0) BKINOYEHME OOHOBIEHHOro - 1,2,3,4 IB
(ncnpasneHHoro) mMacTep-danna
BaKLUMHHOIO  aHTUreHa: W3MEHeHUus
BMNAIOT HA CBOWCTBA NeKapCTBEHHOro

npenapara
B) BKIOYEHne 0OHOBMEHHOro 1 1,2,3,4 IA
(ncnpaBneHHoro) mMacTep-danna HY

BaKLUMHHOTO aHTUreHa: U3MEHEHUs He
BMMSAIOT Ha CBOWCTBA I€KapCTBEHHOro
npenapara

YcnoBus

1. Ha oOHOBNEHHbIN NN nameHeHHoln M®PBA BblgaH cepTudukaT COOTBETCTBUSA
3akoHopaTenbctBy Cotw3a B cootBeTcTBUM C [lpunoxeHnem | k [NpaBunam
perncTpaumm 1 aKCnepTu3bl fIeKapCTBEHHbIX NpenapaTtoB B pamkax EBpasuiickoro
9KOHOMWYECKOro Co3a.

JokymMmeHTauus

1. Deknapaums, uyto ceptudpukat MOBA 1 aKCnepTHbIM OTYET NOSIHOCTHIO MPUMEHUMbI
K 3apermcTtpupoBaHHOMY JieKapCTBEHHOMY npenapaty, Aepxatens MOBA
npencrasun gepxarento PY (ecnu gepxatens PY u gepxatens M®BA He aBnsatoTca
OA4HUM M TeM Xe nuuom) ceptudpukat MPBA, akcnepTHbIN OTYeT N focbe Ha MOBA,
ceptucpukat MOBA 1 akCcnepTHbIN OTYET 3aMEHAIOT NpeablayLLyo JOKYMeHTauMo Ha
M®BA ansa gaHHOro nekapcTBEHHOro npenapara.

2. Ceptncpukat MOBA 1 akcnepTHbIN OTYET.

3. [eknapauuss aKcnepTa, XapakTepusylowasi BCe BBOAUMblIE C MOMOLLbLHO
ceptuduuymposaHHoro MPBA wnamMeHeHns U oueHMBaKwLWas MX MNoTeHunanbHoe
BNUSIHWE Ha feKapCTBEHHbIE MpenapaThbl, BKNYas OUEHKM NMPoAyKT-cneunduyHbIX
PUCKOB.

4. B copme 3aaBneHNs O BHECEHUN WU3MEHEHUN HeobXoauMO YEeTKO OTpasuTb
AencTteywowmMn 1M npegnaraemoln  ceptucmkatr MOBA  (Homep koga) B
perncTpaymoHHoM pgocbe. Ecnn npumeHumo, B popme 3asBneHuUsi O BHECEHUU
N3MEHEHUN TakKXe cnegyeTr 4YeTko nepedncnutb Bce npoune MOPBA, Ha koTopble




CCbl1aeTc4d ﬂeKapCTBeHHbIVI npenapart, gaxe e€cCriin OHN He ABIAITCA NnpegmMeToMm

3asBNeHNS.
B.V.6) O6palieHune B aKCNepTHbIA KOMUTET
B.V.6.1 O6HoBneHne pocbe no | Heobxogum | [OokymeHTbl | [Mpoueaypa
Ka4yecTsy, HanpaBrieHHOEe Ha | ble yCNnoBus | W gaHHble
peanu3auuio 3aKknyYeHnst 3KCNepTHOro
KomuTeTa
a) U3MEeHeHne peanuayeT 3aknyeHue 1 1,2 1A
3KCNepTHOro KomuTeTa HY

0) rapMoHm3aLmsi 4OCbE MO Ka4YecTBY He
aBnanacb 4YacTblo 3aKno4eHus
9KCMNEepTHOro KommteTa, n obHOBREHME
HanpasneHo Ha ero rapMoHn3aUmio

YcnoBue

1. PesynbTtat He TpebyeT ganbHenLwen aKkcnepTusbl.

JokymeHTauus

1. MpunoxeHHoe K CONPOBOANTENBHOMY NMUCbMY 3asBIEHNS O BHECEHUN U3MEHEHWIA:
CChIfika Ha paccMaTpuBaeMoe 3aknioYeHne 3KCNepTHOro KomuTteTa.

2. B pocbe HeobxoauMo YeTKOo 0003HAuYUTb WU3MEHEeHUs,

npoueaypbl 06paLLeHnst B 9KCNEPTHbIA KOMUTET.

BHECEHHble B XoAe

B. N3ameHeHMe 6e3onacHocTn, achheKTUBHOCTU U hapMaKoHaa3opa

B.l JlekapcTBeHHbIe npenapartbl AN MeAULUHCKOro NpuMeHeHus

B.I.1. N3meHeHune obLen
XapaKTepUCTUKN NeKapCTBEHHOroO
npenapaTta, MapKUPOBKU WM NUCTKa-
BKNagblLLla, HanpaBlieHHble Ha
peanusaumio 3akno4YeHnst 3KCNepTHOro
KoMmuTeTa

Heobxoanm
ble yCroBus

[OKyMEHThI
N OaHHble

Mpoueaypa

a) NnekapcTBEHHbI npenapaT oxBa4eH
npoueaypon obpalLeHnsa B 9KCNEPTHbLIN
KOMUTET

1,2,3

A
HY

0) nekapcTBeHHbI npenapat He
OXBayeH npouenypon obpalleHna B
9KCMNEPTHbIN KOMUTET, HO W3MEHEHUS
peanu3yeT 3akfiyeHue 3JKCMEepPTHOro

1,2,3

IB




KOMUTETa, HOBblE [AOMOJSIHUTENbHbIE
JaHHble aepxarenem PY He
npeacTaBneHbl

B) JeKapCTBEHHbI npenapat He - 1,3 Il
OXBayeH npouenypon obpalleHna B
9KCNEPTHbIN KOMUTET, HO W3MEHEHUs
peanuayeTt 3aKr4vyeHue 3IKCNepTHOro
komuTeTa, gepxartenb PY npegcraBun
HOBbl€ JOMONHUTENbHbIE JAaHHbIE

YcnoBus

1. W3ameHeHue peanuayeT OPMynMPOBKY, 3aTpebOBaHHY YMNONIHOMOYEHHbIM
opraHom, n He TpebyeT nogaynM OOMNOSMHUTENbHbLIX CBEAEHUN U (MNKN) OanbHenwen
3KCNepTm3bl.

HokymeHTauuns

1. MNpunoxeHHOe K cConpoBOAUTENBHOMY MUCbMY 3a8BfIEHNS] O BHECEHUN U3MEHEHUN:
CCblfIka Ha paccMmaTpMBaeMoe 3aKMYeHUe 3KCNEepPTHOro KoMUTeTa C NPUOBLLEHHOWN
obLLen xapakTepuUCTUKOM NEKapCTBEHHOro npenaparta, MapKMPOBKOW MW FNIUCTKOM-
BKNagblLLeM.

2. [eknapauusi, 4TO COOTBETCTBYKOLUME pa3genbl npegnaraembix  obuien
XapakTepUCTUKN FeKapCTBEHHOrO npenapaTta, MapKUMpOBKM W NMCTKa-BKNaablwa
NOEHTUYHbI MPUOOBLLIEHHBIM K 3aKINOYEHUIO 3KCNEPTHOMO KOMUTETA.

3. lNMepecmoTpeHHasn MHgpopmaunsa o NekapCTBEHHOM npenapare.

B.l.2. N3meHeHwne obwen | Heobxogmum | [JOKyMEHTbI Mpoueaypa
XapaKTepUCTUKN NIEKapCTBEHHOIO | ble YCNOBUS | W aHHble
npenaparta, MapKMPOBKW WNW NUCTKa-
BKNnagbllla BOCMPOM3BEAEHHOrO, WK
rmbpuaHoro, wnu  GuoaHanorMyHoro
fekapCTBEHHOro  npenaparta nocre

OLLEHKM TOro xe N3MEHEHMS
pedepeHTHOro NEeKapCTBEHHOroO

npenapara

a) peanusaumss  U3MEHEHUA(n), B - 1,2 1B
OTHOLLEHUMU KOoToporo(-bix) oT

aepxarens PY  He  TpebyeTtcsa

npeacTaenaTb HOBblE

OOMNONHUTESNbHbIE AAHHbIE

0) peanusaums n3meHeHus(-n), - - Il
TpeObyoLmnx npeacTaBneHns

nepxarenem PY HOBbIX

AOMNONHUTENbHbIX AaHHbIX,

00O0OCHOBbIBaOLLNX Takne WN3MeHeHUs
(Hanpumep, coNOCTaBMMOCTb)

[JoKyMmeHTauus




1. MNpunoxeHHOe K ConpoBOAUTENBHOMY MUCbLMY 3aABIEHNS O BHECEHUN U3MEHEHUN:
3anpoc HauMoHarnbHOro yrnosIHOMOYEHHOro opraHa (ecnv NpMeHUMO).
2. [NepecmMoTpeHHada nHpopmMauma o nekapCTBEHHOM Npenapare.

B.1.3. N3meHeHne(-5) obwen | Heobxoaum | [JOKyMeHTbI Mpouenypa
XapaKTepUCTUKN NIEKapCTBEHHOIO | ble YCNOBUS | W aHHble
npenapara, MapKMPOBKW WU NUCTKa-
BKNadbllla nekapCTBEHHOro npenapaTta
ANs MeOUUMHCKOTO  MPUMEHEHMUS,
HanpasfieHHOe(-ble) Ha peanu3aunto

pesynbTaTa npouenypsl,

3aTparusatoLlemn NMnob nnu

NOCTpPEerncTpaumoHHoe uccnegoBaHue

B6esonacHocTH

a) BHECeHue OpPMYNNPOBKH, 1 1,2 IA
cornacoBaHHOM YNONHOMOYEHHbIM HY
OpraHom

0) BHECEHMEe WN3MEHEHUN, TPebyoLnX - 2 Il

npeacrtaBneHna  gepxarenem PY
HOBbIX  OOMOJSIHUTENbHbLIX  AAHHbIX,
0060OCHOBbIBaOLMNX TAKME U3MEHEHNS

YcnoBus

1. W3meHeHue peanuayeT OPMynMpPOBKY, 3aTpebOBaHHY YMNONHOMOYEHHbIM
opraHom, n He TpebyeT nogadn AOMNOSTHUTENbHbLIX CBEAEHUN U (MNn) OanbHENLEN
9KCNepTm3bl.

JokymMmeHTauus

1. MpunoxeHHOEe K CONPOBOANTENBHOMY NMUCbMY 3asBIEeHNS O BHECEHUN U3MEHEHUI:
CCbIfIKa Ha cornacume (OLUeHKy) YNOoSTHOMOYEHHOro opraHa.

2. NepecmoTpeHHasa nHpopmaLms 0 IeKapCTBEHHOM npenaparTe.

B.l.4. N3meHeHus, 3akntovarowmecs B | Heobxogmm | [JOKyMEHTbI Mpouenypa
3Ha4YMMoM N3MEHeHUN obuen | ble ycrioBus | W AaHHble
XapakTepuCTUKK neKapCcTBEHHOTO
npenapaTta BCnenCcTBUE HOBbLIX AaHHbIX
no KayecTBy, OOKITMHNYECKUM,
KIMUHWYECKMM OaHHbIM WM LaHHbIM
dbapmakoHagsopa
- - Il

NMpumeyaHn | JTO M3MEHEHNE HE MNPUMEHSIETCH, €CNU HOBble OaHHble NnoAaHbl B
e: COOTBETCTBMU C U3MeHeHneM B.1.13. B Takux criydasax usMeHeHue
obLLen xapaKTepuUCTUKN NEKApPCTBEHHOIO npenapara, MapKMpoOBKN U
(vnn) nucTka-BkNagbiwa nognagaer nog cdepy NpUMeEHeHUs
n3meHeHusa B.1.13.

B.I.5 W3ameHeHvne ycroBuin otnycka | Heobxoaum | JokymeHnTtsl | [Mpoueaypa




JIEKapPCTBEHHOIo rnpenaparta bl€ yCNnoBuA M JaHHblE

a) BOCNpOM3BEAEHHbIX U rMBpUaHbIX -
nnn BmoaHanorMyHbIX fNEKapCTBEHHbIX
npenapaToB nocne N3MEHEeHMs
yCrnoBumn oTnycka pedepeHTHOro
neKkapCcTBEHHOro nNpenapaTta

1,2 IB

6) WHblE NPUYMHBI UBMEHEHUS YCITOBMM - - Il
oTnycka

[JokymeHTauus

1. lNoaTBepXaeHne M3MEHEHUSs YCroBUK OTMycka pedepeHTHOro nekapCTBEHHOro
npenapaTta (Hanpumep, CcCbifika Ha COOTBETCTBYyHOLlee pelueHWe YNoSTHOMOYEHHOro
opraHa rocygapcTtBa-yreHa), NpuroXXeHHOe K COnpoBOAUTENBHOMY NMUCbMY 3asBeHNs
O BHECEHUWN N3MEHEHUN.

2. [MepecmoTpeHHasn MHgpopmaunsa o nNekapCTBEHHOM npenapare.

B.1.6 W3meHeHne(-a) nokasaHua(-1) K :zig:%iﬂ\; ;g&?ﬂy:mzi npoﬁemgypbl
NPUMEHEHUNIO

ns
a) BKNOYEHMEe HOBOro MnokasaHusa K - - Il
NMPUMEHEHUIO UMW U3MEHEeHue paHee
04o6peHHOoro
0) NCKMOYEHNEe nokasaHus K - - IB
NPUMEHEHUIO
Mpumeyan |Ecnn pobaBneHve wNM  M3MEHEHME MoKasaHUs K MNPUMEHEHUI0

ne npPoMcxXoauMT BCMNEeACTBME peann3aunmn  3akfloueHUs 3KCNepPTHOro
KOMUTETA UM N3MEHEHNIN MHGOPMaUNMN O fIeKapCTBEHHOM npenapaTte
BOCNPOM3BEAEHHOrO, WM rMbpuaHoro, wnu  BroaHanorm4yHoro
nekapCTBEHHOro npenapara Mnocrne 9KCNepTu3bl TOro XXe WU3MEHEeHUs
pedepeHTHOro fieKapCTBEHHOro Npenaparta, NPUMEHSAITCA N3MEHEHNS
B.l.1 n B.l.2 cooTBETCTBEHHO.

Heobxogum | Tpebyemas [Mpouenypa
B.l.7 UckntoueHune: ble YCrnoBUsA | OKyMeHTaL
nsa
a) NnlekapCTBEeHHOM (hopMbl - 1,2 IB
0) 4O31POBKM - 1,2 1B

[JoKkyMmeHTauus

1. Heknapauus, 4TO oOcTaBwas(une)ca dopma(bl) BbiNycka pocTaTodHa(bl) Ans
BbINOJSTHEHUS PEeKOMeHJaLuuMi No JO3UPOBaHUIO N ANUTESTbHOCTU NEeYEeHNs, ONUCcCaHHbIX
B 00Llen xapaKkTepuCcTrKe fiekapCTBEHHOro npenaparTa.

2. [NlepecMmoTpeHHas nHpopmMauusa o nekapcTBeHHOM rnpenapare.

Mpumeyan | Ecnn paccmatprnBaemMas nekapcteseHHasa oopmMa unm Ao3mpoBka bbina
ve 3aperncTpvpoBaHa B BUAe OTAENbHOro fiekapCTBEHHOro rnpenapara, To
NCKITIOYEHNE TaKoW JNeKapCTBEHHOW OOpMbl UM OO3MPOBKM OygeTt




‘ cYnTaTbCHA HE BHECEHNEM U3MEHEHUN, @ USBATUEM U3 o6pau_|,eH|/|;|.

B.I.8 BeemeHne wnu wn3ameHenue | Heobxogmm | [JOKyMeEHTbI Mpouenypa
pesloMe cuctembl ¢apmakoHaasopa | ble YCroBusS | U AaHHble
NeKapCTBEHHOroO npenapata  Aans
MeANLMHCKOro npumeHeHus (*)

a) DBsegeHne pesiome  cucTembl - - IA
dapmakoHagsopa, N3MEHEHNN HY
KBanMnumnpoBaHHOro niua no
dhapmakoHagsopy (Bknovasa
KOHTaKTHYyl0 uMHdopmaumo) u (1nu)
N3MEHeHne MEeCTOpPaCMoONOXeHMNS
mMacTtep-hanna CUCTEMbI
dapmakoHagsopa (MPCOD)

HokymeHTauuns

1. Pe3iome cuctembl hapmakoHagslopa unm OOHOBNEHME 3Ha4YMMbIX SNEMEHTOB
(COOTBETCTBEHHO):

- TlloaotBepxaoeHne TOro, 4TO 3asiBUTENb WMEET B CBOEM PaCnopsiKEHUN
KBanMnumpoBaHHOE InMLO, OTBETCTBEHHO 3a (papmakoHaa3op, M yTBEPXAEHME,
nognucaHHoe 3asBUTENEM, YTO 3asaBuUTenb obnagaeT HeobxoaAuMMbIMKU crnocobamu
BbIMONIHEHMS 3agday U 06A3aHHOCTEN, nepedncneHHbix B [MpaBunax Hagnexaluewn
nNpakTukn papmakoHagsopa Cotroasa.

- KoHTakTHaa wHpopmaums kBanuduuMpoOBaHHOIO nuua no dapMakoHaa3opy,
rocygapcTBa-yrieHa, B KOTOpPbIX pacnonaraeTcs KBanuuumpoBaHHOE nnuo Mo
dhapmakoHaa30py 1 BbINOMNHAET CBOWU 3agayun

- MecTopacnonoxexHne MOCP

2. Homep MOC® (npu Hann4mnm)

MpumeyaH |[laHHOe M3MeHeHMe oxBaTbiBaeT BBeaeHne MOPCO HeszaBucuMmo OT
ue: HanMunMs B TEXHUYECKOM YacTu PerncTpaumoHHOro gocbe nogpobHoro
onucaHusa cuctembl oapmakoHaasopa.

N3MeHeHna KOHTakTHOro nuvua no apmakoHaas3opy, BKIoYas
KOHTaKTHYI0 MHpopMauuto (Homepa TenedoHOB U (hakcoB, NOYTOBLIN
afpec 1 agpec ANEKTPOHHOM MOYTbI) U UISMEHEHUSI MECTOPAaCMNOSIOXKEHUS
M®CO (ynuua, ropon, WHOEKC, CTpaHa) AonyckaeTcd OOHOBMATb
NCKMIOYNTENBHO NOCPEACTBOM €AnHOoro peectpa (6e3 HeobxogmMmocTn
BHECEHUS UBMEHEHUN).

Ecnn pepxatens PY npuberaeT K BO3MOXHOCTU OBHOBNEHUSA
YyNOMSIHYTOW Bblle MHGOPMaUnn nocpencTBOM €4MHOro peectpa, OH
OOSKEH ykasaTb B perucrpaumMoHHOM [ocbe, 4YTO OOHOBMEHHas
MHdOpPMaLMs 3TUX AaHHbIX BKKOYEHA B €QUHbIN PEECTP.

B.I.9 WameHeHue  cyuwecTByowen | Heobxogmm | [JOKyMEHTbI Mpouenypa
CUCTEMbI (papMakoHag3opa COrfnacHoO | ble YCroBUA | U AaHHbIe
nogpobHOMYy  OMUCAHUIO  CUCTEMBbI
dapmakoHagsopa (MOCO)




a) u3MeHeHue KBanMPUUMPOBAHHOIO 1 1 IA
niua no dapmakoHaasopy, u (4nwu) HY
KOHTaAKTHOM uWHdopmaumn, un (1nu)
npouenypbl pesepsmMpoBaHus

0) N3MeHeHue 0asbl JAaHHbIX 1,2,3 1 IA
6esonacHoCTM UM (UNIX)  OCHOBHbIX HY
KOHTPaKTHbIX COrfaleHnn B uensx
BbINOJSTHEHMS dhapmMakoHaA30pPHbIX
obazatensCTB U (UNM) U3MEHeHue
mMecTa npoBeaeHns
drapMakoHaA30PHON OeATENbHOCTH

B) WHble un3amMeHeHna [10CP, He 1 1 A
BNusloWMEe Ha  PYHKUMOHMPOBAHME
cucteMbl hapmakoHaasopa (Hanpumep,
N3MEHEHNEe MECTOMNONOXEHUSA rNaBHOro

XpaHunuiia (apxuBa),

a4MWHUCTPAaTMBHbIE U3MEHEHMS)

r) BHeceHne uameHeHun B MNMOCD no 4 1,2 IA
pesynbtatam  akcneptmsbl  [N1OCO HY

APYyroro nekapcTBEHHOro npenapaTta
TOro xe gepxarens PY

YcnoBus

1. Cama cuctema cbapmakoHags3opa He N3MEHAETCS.

2. Cuctema 6a3bl AaHHbIX NpoLuia Banugaumo (ecnv NPpUMeEHUMO).

3. NepeHoc aaHHbIX N3 apyrnx cuctemMm 6a3 gaHHbIX BanngmMpoBaH (ecrnv NPpUMEHUMO).
4. Te xe nameHeHus B NNOCO BBeaeHbI AN BCEX NIeKapCTBEHHbIX NpenapaToB TOro xe
aepxarensa PY (ognHakoBasi okoH4YaTenbHasa sepcus NMOCO).

JokymMmeHTauus

1. MocnegHss Bepcusa NOCD u, ecnv NpUMEHMMO, NOCMeaHAs Bepcus npenapar-
cneuncpmyHoro  gononHeHns.  OHWM  OOMMKHbl B OTHOLWIEHUN  U3MEHEHUS
KBannduumMpoBaHHOro nuua no gpapmMakoHansopy BKI4YaTh a) KpaTkyto duorpaduio
HOBOro KBanuuuMpoBaHHOro nuua no dapmakoHaasopy, 0) HOBOE nonoXxeHue
aepxatens u ksanuuumpoBaHHOro nuua no apmakoHaasopy 06 nx cnocobHoOCTU U
NyTaX yBEAOMMEHUS O HexenaTemnbHblX peakuunsax, MNOAMUCAHHOE  HOBbIM
KBannuuMpoBaHHbIM NULO Mo ¢bapMakoHaa3opy WU gepxaTernem, u oTpaxawLuiee
ocCTasibHble BbiTEKaOLLMEe U3MEHEHUS, HAanpumep, B OpraHn3aLOHHON CXeMe.

Ecnn kBanuduumpoBaHHoe nuuo no dapmakoHaas3opy W (Unn)  KOHTaKTHas
NHOpMaLMs KBaNnnuUUMpoBaHHOIo nunua no hapmMakoHaa3opy nadHayanbHO He Bbinn
BkrtodeHbl B [TOCP nnu NMOCS He cyuwecTByeT, nogadya nepecmotpeHHoro NOCO He
TpebyeTcs, He0bXoaMMO NpeacTaBUTb TONLKO (POPMY 3asBEHMS.

2. Ccbinka Ha 3asaBrieHve (rnpoueaypy) M NekapCTBEHHbIW rpenapaT, B OTHOLUEHUN
KOTOPOro n3ameHeHust 6611 0gobpeHb!.

Mpumeyan |B.1.9 oxBaTbiBaeT N3MeHeHnsA cyllecTByoLen CUCTEMbI




ne

dapmakoHag3opa BeTepuMHApPHbIX NEeKapCTBEHHbIX MpenapaToB WU
NeKapcTBEHHbIX npenapaTtoB AN MEOUMUMHCKOrO MpPUMEHEHUd, Ha
KoTopble He 6bin BBeaeH PCO.

MpumeyaH
e Ans a)

N3mMeHeHuns kBannduumnpoBaHHOro nmua no hapmakoHansopy, Bko4vas
KOHTaKTHY0 MHpopMauuio (Homepa TernedoHoB N (pakcoB, NOYTOBbLIN
agpec M agpec 9neKTPOHHOM No4Tbl) AonyckaeTcss OBOHOBNATb
NCKMIOYNTESNTBHO NOCPEACTBOM eAnHoro peectpa (6e3 HeobxogmmocTn
BHeceHus nameHeHui). Ecnu gepxatens PY npuberaet K BO3MOXHOCTU
OOHOBNEHMs YNOMAHYTOM Bbille MHOPMaLMM NOCPeACTBOM €AUHOro
peecTpa, gepxartenb PY OOmKeH ykasaTb B perMctpaumMoHHOM O0Cbe,
4yTO OOHOBNEHHass MHopMauus 3TUX OaHHbIX BKMNKOYEHa B €4UHOro
peecTpa.

MpumeyaH
ve ans 6)

OueHka NMOC®, nogaHHOro Kak YacTb HOBOIO 3asBfEHNS O permcTpauum
(pacwmpeHns permctpaumm, BHECEHUSI U3MEHEHMUS), MOXET BEeCTU K
N3MEHEHNAM NO 3anpocy HaUMOHAIbHOro YMOSIHOMOYEHHOro OpraHa
Takoro MNOC®. B atom cnyyae Takue e U3MEHEHNS MOXHO BBECTMU B
MOC® ppyrmMx nekapCTBEHHbIX NpenapaTtoB TOro Xxe gepxatens PY
nytem nogaym (rpynnosoro) nameHeHust IAHY tuna.

B.1.10 W3meHeHne uyacTtoTbl n (unu) | Heobxogmm | Tpebyemas Bua
Aatbl Nogavn Nepuoaudeckoro oTyeTa | ble yCrnoBus | JOKYMeHTal | npouenypbl
no B6esonacHoCTH (MOB) na
NeKapCTBEHHbIX  npenapaToB  Ans
MeOVLNHCKOro NPUMEHEHMS
1 1,2 IA
HY

YcnoBus

1. ameHeHune 4vacTtoTbl U (Mnu) aatel nogadn MNOB cornacoBaHO HaUWMOHaNbHbIM

YNOJIHOMOYEHHbLIM OpPraHoOM.

[JoKkyMmeHTauus

1. NpunoxeHHOE K CONpoBOAUTENBHOMY MUCbMY 3a8BMEHNS O BHECEHUN U3MEHEHWUN:
CCblfIKa Ha cornatleHne ynosIHOMOYEHHOro opraHa.
2. NepecmoTpeHHas YyactoTa 1 (unn) gata nogaym NOB.

MpumeyaH |[daHHOe M3MeHeHMe npumeHsieTcs, nuwb ecnu uunkn MNOB ykasaH B

ue perncTpaumMoHHOM Jocbe cnocobamu, OTANYHBIMU OT YKa3aHUS CCbISKN
Ha nepeYyeHb OTYETHbIX AaT B COOTBETCTBMM C akTaMu, BXOASLWMMU B
npaso Coto3a, n npn HeobxognmocTtu nogaydn MNOB.

B.I.11 BeegeHne wunu wunameHeHus | Heobxogmm | [JOKyMeEHTbI Mpouenypa

0053aTenNbLCTB M YCOBUI perucTpaummn, | blie yCrnoBusa | U AaHHble

BKNKOYas NfiaH yrnpaBlieHNs puckamm

a) peanu3auyus dOpMYynNMPOBKK, 1 1,2 IA

COrnacoBaHHOM C  YMNOSTHOMOYEHHbIM HY

OpraHom




0) peanuaaums N3MEHEHWH, - - Il
TpebyoLmnx npeacTaBneHns

aepxartenem PY HOBbIX

AOMNONMHUTESbHBIX OaHHbIX,

HY>KAatoLLMXCS B aKcnepTmse

YNOHOMOYEHHbIM OpraHom (*)

YcnoBus

1. 'ameHeHune peanunisyeT gencreune, 3aTpedboBaHHOE YyNOfTHOMOYEHHbBIM OPraHoM, U HE
TpebyeT nogayn JONONTHUTENBHbLIX CBEAEHUN U (MNK) AaNbHENLIEN 9KCNEePTU3bI.

[JokymeHTauus

1. MNpunoxeHHOe K conpoBOAUTENBHOMY MUCbLMY 3aABMEHNS O BHECEHUN U3MEHEHWUN:
CCblJIKa Ha COOTBETCTBYHOLLEE peLleHne YNONTHOMOYEHHOro opraHa.

2. [NepecmoTpeHHasa MHpopmaunsa o NnekapCTBEHHOM npenaparTe.

NMpumeyaH
ve

OTO M3MEHeHMe OxBaTbiBaeT NULb CUTyauuto, B KOTOPOW BBOAUMOE
M3MEHeHne  3aTparmBaeT  MCKMIOYUTENbHO  ycrnoBuss W (Mnn)
o6a3aTenbCTBa perncTpauun, BKIOYasi NiaH ynpasneHUs puckamm u
ycnoBusa u (Mnn) obsizatenbCcTBa pernctpaumi npu UCKIOYUTENbHbBIX
006CcTOATENBCTBAX M YCIIOBHOW pEerMcTpauuu.

@) BeeneHnuve nraHa ynpasneHus puckamm, 3atpeboBaHHOE
YNONMHOMOYEHHbIM  OpraHoMm, Bcerga TpebyeT  CylleCTBEHHOW
9KCNepTun3bl.

B.1.12 BknioyeHne wunun wucknodeHne | Heobxogmm | [JOKyMeEHTbI Mpouenypa

YepHOro CMMBOSA UM NOSACHUTESTbHLIX | ble YCIOBUA | W AaHHble

yKasaHW1 B OTHOLLEHUN NEKapCTBEHHbIX

npenapatoB, BXOOALWMX B MepeyeHb

neKkapCTBEHHbIX npenaparos,

noanexatmx AOMNOSTHUTENBbHOMY

MOHUTOPUHTY

1 1,2 IA
HY
YcnoBus

1. JlekapCTBEHHbLIM NpenapaT BKAOYEH WUIIN UCKITIOYEH M3 NEPEYHsA feKapCTBEHHbIX
npenapaTos, Noasiexawmnx JoNONHNUTENNbHOMY MOHUTOPUHTY (COOTBETCTBEHHO).

[JoKkyMmeHTauus

1. MNpunoxeHHOe K ConpoBOAUTENBHOMY MUCbLMY 3aABMEHNS O BHECEHUN U3MEHEHUN:
CCblfIka Ha nepeyeHb fiekapCTBEHHbIX NpenapaTos, noasfiexawmnx ONONHUTENBHOMY
MOHUTOPWUHTY.

2. [NlepecMmoTpeHHas nHpopmMauusa o nekapcTBeHHOM rnpenapare.

MpumeyaH | gaHHOE M3MEHEeHMEe OXBaTbiBaeT CUTyauMio, NPU KOTOPOW BKIIOYEHUE
ve U UCKIIOYEHNE YEPHOro CMMBOSIA UIN NOACHUTESNbHbLIX YKa3aHu He
NPON3BOANTCS B pamMKax OpPYron perynsaTopHOn npouenypsl (Hanpumep,




npoueaypbl NPoANeHns NN n3MeHeHns, 3atparnsarLie tHpopMaLnto
0 JleKapCTBEHHOM Mpenapare).

B.1.13 MNpoune N3MEHEHUH, He
onucaHHble B  Apyrux  pasgenax
HaCTOSILLEro J[lononHeHus,

BKITOYAKOLWMX nNoJady uccrnegoBaHuin
YNOHOMOYEHHOMY oprany (*)

Heobxoaonm
ble yCIoBus

[OKyMeHTbI
N faHHble

Mpouenypa

MpumeyaH

Ecnn aKcnepTtn3a ynosiHOMOYeHHbIM OpraHoM noAdaHHbIX AaHHbIX

ne NPMBOOUT K W3MEHEHWU0 oOLen XapaKTepUCTUKN eKapCTBEHHOro

npenapaTa, MapKMpPOBKN MK NUCTKa-BKNaablwa, AaHHbIM U3MEeHEHMEM
OXBaTbIBAOTCA COOTBETCTBYHOLLME MONPaBKN K OOLLENn XxapakTepuctuke
NeKapCTBEHHOro nNpenapara, MapKMpPOBKE U JIUCTKY-BKagblLly.

(*) D,aHHOG M3IMEHEHUE HE TMNMPUMEeHAEeTCA K USMEHEHUAM, KOTOPbIE MOIyT

OblTb MPUHATbI B KayecTBe W3MeHeHun IB Tuna no ymonyaHuwo B
COOTBETCTBMM C NOObIM APYrvM pa3genomM HacToswero [JononHeHus.

. M@ (M®BA)

.1 WN3MeHeHue HasBaHua wn (unu) | Heobxogum | [JoKymMeHTbl Mpouenypa
agpeca gepxatena  cepTtudukarta | ble yCrioBus N JaHHble
M®BA
1 1 IA
HY
YcnoBus

1. depxatenb ceptudpukata MOBA JOmMKEH OCTaBaTbCH TEM Xe KPUANYECKAM JTULOM.

JokymMmeHTauus

1. OdmuymanbHbIn OOKYMEHT OT COOTBETCTBYIOLWLErNO YMNOSIHOMOYEHHOIO OpraHa
(Hanpumep, HANOroBOro opraHa), B KOTOPOM yKa3aHO HOBOE Ha3BaHue unn agpec.

.2 W3MeHeHue HasBaHua u (unu) | Heobxogum | [JoKyMeHTbI Mpouenypa
agpeca gepxatena ceptudpukata MPIl1 | ble ycrnosBus | 1 gaHHble
HY

YcnoBus

1. Oepxartenb ceptudmkata MOl gomkeH ocTaBaTbCHa TEM Xe HPUONYECKUM JTULOM.

[JokymMmeHTauus

1. OdmumanbHbI OOKYMEHT OT COOTBETCTBYHOLLErO YMNOSIHOMOYEHHOrO oOpraHa
(Hanprmep, HaNoOroBoro opraHa), B KOTOPOM YKa3aHO HOBOE Ha3BaHWE Unn agpec.

r.3 NameHeHune nnu
TEKyLlero gepxarens

TpaHcdep
ceptudukaTa

Heobxoaum
bl€ YCrOBMS

[OKyMeHTbI
N OaHHblEe

Mpouenypa




MoT1 HOBOMY aepxarernto
ceptudpukata MO - T.. agpyromy
topnanyeckomMy nuuy

- 1’ 2’ 3’ 41 51 |A
6 HY

[JokymeHTauus

1. [IOKyMeHT, BKNYas uMaeHTUduKaumio (HasBaHne u afpec) Tekyllero gepxartesns
M®Il1 (npaBooTdvyxgaTend) W wuvaeHTUdukaumo (HasBaHWe W agpec) nuua,
npuHUMatowero TpaHcdep (NpaBonpuobpeTtaTensl), a Takke npegnaraemyto gaty
cAenkun, nognucaHHom obenmMm KoMnaHusIMun.

2. Konua nocnegHen ctpaHuubl ceptudpukata MOIM - "Ceptudmkar cooTBeTCTBUSA
macTep-anna nnasmel (M®PI1) 3akoHogaTtenscTey Coto3a".

3. [loaTtBepxaeHue permcTpaumm HOBOro gepXxatens (Bbinucka W3 peecTpa
lopuanNYecKuX Inniy U NepeBod €e Ha pPYCCKUMM A3blK), nognucaHHoe obenmu
KOMMNaHNAMM.

4. MNoaTteepxaeHne TpaHcdepa Bcen gokymeHtaumm MOl ¢ nepson cepTudurkaumm
M®TI1 npasonpuobpeTtartento, nognucaHHoe o6enmMm KOMNaHUsIMU.

5. [loBepeHHOCTb, BKIOYAsA KOHTAKTHble CBeOEeHUSA nuua, OTBETCTBEHHOrO 3a CBA3M
Mexgy  YNOfHOMOYEHHbIM opraHoMm wn  gepxatenem MOl noanucaHHas
npaBonpuobpeTtaTenem.

6. NMcbMO-0053aTeNIbCTBO BbIMOSIHEHUSI BCEX OTKPLITLIX M OCTaBLUMXCH 0683aTeNnbCTB
(Mpn Hanuyun), nognucaHHoe npasonpuobpeTaTenem.

4 WN3meHeHue HasBaHua u (unnu) | Heobxogmm | [JOKyMEHTbI Mpoueaypa
agpeca yuvpexaeHun KpoBM, BKIOYasi | ble YCrOBUS | W OaHHble
LeHTPoB Mo cbopy Kposu (Nnasmbl)

1,2 1,2,3 IA

YcnoBus

1. YupexgeHne KpoBU LOMMKHO OCTaBaTbCs TEM Xe IopUaNyYeCcKuM fnNLOM.

2. 'ameHeHne J0MKHO OblTb aAMUHUCTPATUBHBLIM (Hanpumep, CAnsiHue, NornoLweHne);
N3MEHEHNE Ha3BaHUA ydpexaeHus KpoBu (LeHTpa no cbopy), Npy HEU3MEHHOCTU
y4pexaeHus KpoBMw.

JokymMmeHTauus

1. MNoanncaHHaa geknapauuns Toro, YTo U3BMEHEHNE HE BKINKOYAET UBMEHEHME CUCTEMBI
KayecTBa y4ypexneHunsa KpoBu.

2. lNognucaHHaa geknapaumsi TOro, YTO M3MEHEHUSs NepeyvHs LEeHTPoB cbopa He
NPOUCXOOMT.

3. O6GHOBMEHHbIE COOTBETCTBYIOLIME pasgenbl U ONONHeHUs K gocbe MOIT.

.5 3ameHa wnn pobaeBneHue ueHTpa | Heobxogmm | [JOKyMeHTbI Mpoueaypa
no cbopy KpoBW (MnNasmbl) B paMKax | ble yCrOBUS | U OAHHbIE
YUYPEXOEHNSA KPOBMW, BKMIOYEHHOMO B
Mor

- 1,2,3 IB




[JoKyMeHTauus

1. dnngemmonornyeckne gaHHble O BUPYCHbIX Mapkepax, 3aTparvearoLlme LeHTp Mo
cbopy kpoBu (Nnasmbl), oxeaTtbiBatowmne 3 roga. B oTHOWEHMM BHOBb OTKPbLITOrO(-biX)
ueHTpa(-oB) wunu B Cnyyae OTCYTCTBMS AaHHbIX, JAeknapauust TOro, uTo
annaemMuonornvyeckne pAaHHole 0OyayT npencrtaBfieHbl B OYepedHOM  eXerogHom
OBHOBIEHUM.

2. YKasaHue, 4TO LEeHTP PYHKLUMOHMPYET B TEX XKe YCNOBUSAX, YTO U Apyrne LEHTPbI,
NpyHagnexawme yuypexxaeHuo KpoBu, COrnacHo nonoXXeHnam cCTaHgapTHOro 4orosopa

Mexay ydpexaeHuem Kposu u gepxarenem Morl.
3. O6HOBMEHHbIE COOTBETCTBYIOLWME pasgenbl 1 OoNoNHeHus K gocbe MOrT.

.6 WcknioyeHne wnn  n3MeHeHue
cratyca  (PYHKUMOHMPYOLWMIA  UNn
HEYHKUNOHUPYIOWNIA)  YYPEXOEHUN
KpoBU (LEHTPOB), MCMNOSMb3YEMbIX ASIS
cbopa KkpoBu (Mnasmbl) wnuv - Ons
MCMbITAaHUS KPOBO- M nrasmogdady wu
NyfoB Naasmbl

Heobxoaum
ble YCroBus

[OKyMeHTbI
N OaHHblEe

Mpouenypa

1,2

1

1A

YcnoBus

1. MPUYMHBI UCKIIOYEHUS UM U3MEHEHUS cTaTyca He LOIMKHbl ObiTb 0BYCroBMEHbI

npobnemamu, ceazaHHbiMn ¢ GMP.

2. YuypexpgeHus (LWeHTpbl)  OOSMKHbI  COOTBETCTBOBATb  MHCMEKUMOHHOMY
3aKkoHoOgaTenbCTBY NPU  U3MEHEeHMM cTaTyca HEYHKLUNOHMPYIOLWMX  Ha
YHKLMOHUPYOLLNE.
JokymMmeHTauus
1. OGHOBNEHHbIE COOTBETCTBYHOLWME pasgenbl U 4ononHeHus K gocbe MOrT.
.7 BkntoyeHne HOBOro yupexaeHus | Heobxogmm | [JOKyMEHTbI Mpouenypa
KPOBU B Lenax cbopa KpoBwu (nnasmbl), | ble yCnoBus N AaHHblE
He BKNtoYeHHoro B MOr

- - [l
.8 3ameHa wunn Bkn4veHne HoBoro | Heobxogum | [JoKymMeHThl Mpoueaypa
LEeHTpa KpPOBU B LENSX WCNbITaHUS | ble yCNoBUS N AaHHblE
AOHaLMI KPOBU M Niasmbl 1 (MNun) Nynos
nnasmbl B pamKax YydpexaeHus,
BKNtoYeHHoro B MOI1

- 1,2 IB

[JokymMmeHTauus

1. YKasaHue, 4To ucnbiTaHus NnpoBOAATCA COIMacHO TEM Xe YTBepPXXOEHHbIM COI n

(vnun) meTogam ucnbITaHUA.

2. OGHOBNEHHbIE COOTBETCTBYIOLINE pa3aenbl M AononHeHus Kk gocbe MOIT.

.9 BkntoyeHWe HOBOro YyuypexaeHus
KpOBW 414 UCNbITAHUW JOHALMIN KPOBU U

Heobxoanm
ble YCIoBUS

[OKyMeHTbI
N OAHHbIE

Mpouenypa




nnasmbl 1M (MNK) NynoB nrasmbl, He
BKINOYEHHbIX B MOIT

.10 3ameHa unn BknoyeHne Hooro | Heobxogmm | [JOKyMeHTbI Mpouenypa
yuypexxaeHna KposBu unn ueHTpa(-oB), B | ble YCOBUA | W OaHHble
KOTOPOM(-bIX) XpaHUTCA nnasma

- 1,2 IB

[JoKymMeHTauus

1. YKasaHue, 4To LUEeHTp XpaHeHna PYHKUMOHUPYET B cooTBeTCTBUM C TeM xe COIl,

YTBEPXKAEHHBIM B YYPEXKAEHUMN.

2. OGHOBMEHHbIE COOTBETCTBYIOLIME pasgenbl U 4ononHeHus k gocbe MOrT.

.11 UcknioveHne ydpexaeHusa kposu | Heobxogmum | [JoKyMeHTbI Mpouenypa
unu ueHtpa(-oB), B KOTOPOM(-bIX) | ble YCNOBUS | W AAHHbIE
XpaHuTca nnasma

1 1 A
YcnoBue
1. MpnymHa ncknoYeHns He AosmkHa OblTb 0BycnosreHa NnpobnemMamu, CBA3aHHLIMU C
GMP.
[JoKyMmeHTauus
1. OGHOBMNEHHbIE COOTBETCTBYOLLME pa3agernbl U AoNonHeHus K gocke MOT.
12  3ameHa nnu BKNtodeHne | Heobxooum | [JOKYMEHTbI Mpoueaypa
opraHmsauuu, BOBJ1€YEHHOM B | ble ycrnoBus N OaHHblE
TPaHCNOPTMUPOBKY Nfiasmbl

- 1 IB

[JoKkyMmeHTauus

1. OBHOBNEHHbIE COOTBETCTBYOLWME pasaernbl N 4ONONHeHNs K gocbe MOIT, Bkntoyas
BCE yYpexgeHNa KpoBU, MOoNnb3yoLmecs 3TON TPaHCNOPTHOW opraHu3auuen, pestome
AencTBylOLWEN cucTeMbl, obecneumBarollen TPaAHCNOPTUPOBKY B Haanexalimx
ycrnoBuax (Bpemsi, Temrnepatypa U COOTBETCTBME Hagnexalien npoun3BoLCTBEHHOM
NpaKkTUKe) N NoATBEPXKOEHME TOr0, YTO YCIOBUSA TPAHCMOPTUPOBKN BaNMANPOBaHLI.

r.13 WcknoueHue opraHusauuu, | Heobxoanm | [JOKyMeHTbI Mpouenypa
BOBMIEYEHHON B  TPAHCMOPTUPOBKY | ble YCNOBUSA | U AaHHbIe
nnasmol

1 1 1A
YcnoBue

1. an/I‘—II/IHa NCKITIOYEeHNs He AOomKHa ObITb o6ycn03neHa npo6nemaM|/|, CBA3aHHbIMU C
GMP.

[JoKyMmeHTauus
1. OBHOBNEHHbIE COOTBETCTBYIOLWME pasgenbl 1 ononHeHus K gocbe MOrT.

.14 BknioueHne TecT-cuctemsbl, | Heobxoanm | [JOKyMeHThI Mpouenypa
3apeructpmposaHHon B Cow3e B | ble yCNOBUS | U JaHHble
KayecTBe MeOMUMHCKOrOo u3genus, B




Lensax UCMbITaHUSA OTAENbHbIX JOHALUNA
KPOBM W Nna3mMbl B KayecTBe HOBOW
TECT-CUCTEMbI

1 1,2 1A

YcnoBusa
1. HoBas TecTt-cuctema 3apeructpmpoBaHa B Corw3e B KavyecTBe MeOMLMHCKOro
n3genuvs.

[JoKymMmeHTauus

1. MNepeyeHb ncnbiTaTenbHbIX NOLWAA0K, B KOTOPbLIX UCMONb3yeTcs TeCcT-cuctemMa.

2. OBGHOBMNEHHbIE COOTBETCTBYHOLLME pa3aeribl 1 OOMNOMNHEHUs K gocbe MOI1, Bkntoyas
OOHOBNEHHbLIE cBeaeHust 06 UCNbITaHMSX B COOTBETCTBUM TpebosaHmamu Coto3a no
coctaBneHuto MO,

.15 BknodeHne TecT-cuctemMbl, He | Heobxogmm | [JOKyMEHTbI Mpouenypa
3apeructpuposaHHon B Cow3e B | ble yCroBus N OaHHble
KayecTBe MeOULUUHCKOro u3genvs, B
Lensax UcnbiTaHUs oTAesbHbIX AOHALNN
KPOBM M nfiasmbl B KayecTBe HOBOW
TECT-CUCTEMDI

a) HoBas wucCnbiTaTenbHass cucTema - - Il
paHee He 6bina ogobpeHa B MOl Hu
ANa OOHOro UuUeHTpa KpoBW B Uendax
NCMbITaHUA JOHALMN KPOBU U NMiasmbl

0) HoBas wucnbiTaTenbHas cuctema - 1,2 A
Obina ogobpeHa B MOl ana gpyrmx
LEHTPOB KPOBM B LENAX MWCMNbITaHUSNA
AOHaALNN KPOBU 1 NNasmbl

JokymMmeHTauus

1. MNepeyeHb ucnbITaTeNbHbIX LEHTPOB, B KOTOPbIX MUCNOMb3yeTcsa TecT-cuctema, U
nepeyveHb UCMbITaTeNbHbIX LLEHTPOB, B KOTOPLIX OHa ByaeT NCNnonb30BaTbCA.

2. OBGHOBNEHHbIE COOTBETCTBYOLLME pasaeribl N JONONHeHUs K gocbe MOIT, Bkntoyas
OBOHOBIEHHLIE cBeAeHUS1 006 UCNbITaHNAX B COOTBETCTBUKM TpeboBaHmamn Coro3a no
coctaBneHuto MOr1.

.16 N3meHeHue  wucnbiTatenoHon | Heobxoamm | [JOKyMEHTbI Mpouenypa
cuctembl  (MeToda), MCMNOSIb3YeMOro | ble YCrOoBUSA | U AaHHble
ANS UCNbITaHUA NynoB (UCMblTaHWe Ha
aHTuTena, aHTUrEeHbI nnu
aMnNMdmKaumnsa HYKNeNHOBbIX KACIOT)

.17 BeegeHne wnun pacwupenune | Heobxogum | Tpebyemas Bua
npouenypbl KAPAaHTUHHOIO XpaHeHMs ble YCNOoBUsS | JOKYMEHTal, | npoueaypbl
ns

1 1 1A




Ycnosue
1. MNpouenypa KapaHTUHHOIO XpaHeHnsa siBnseTcs 6onee cTporon (Hanpumep, BbiNyCK
NWLWb Nocrie NOBTOPHOW NPOBEPKM JOHOPOB).

[JoKymMeHTauus

1. OBHOBNEHHbLIE COOTBETCTBYOLLMNE pasdernbl N OONoNHeHns K gocbe MOI1, Bkntoyas
OCHOBaHUS BBEOEHMSI WAW paclUMpPEHns npoueaypbl KapaHTUHHOMO XpaHeHus,
NNOWaaKkn, B KOTOPbIX OCYLECTBASETCA KapaHTUHHOE XpaHEHWEe W U3MEHEHUS
npouenypsbl, AEPEBO PELLUEHNI, BKNKOYaAsA HOBbIE YCIOBUA.

.18 NcknovyeHnne nepuoga | Heobxoaum | [JOKyMeEHTbI Mpouenypa
KapaHTUHHOrO XpaHeHus Unn | ble ycrnoBus N AaHHblE
COKpaLleHNe ero NpoaoIMKUTENBHOCTH

- 1 IB

[JokyMmeHTauus
1. O6HOBMNEHHbIE COOTBETCTBYOLWME pa3genbl gocbe MO,

19 3ameHa wunn  pobasnenne | Heobxogmm | [JOKyMEHTbI Mpoueaypa
KOHTEMHEPOB NS KPOBW (Hanpumep, | ble YCNoBusa | U AaHHble
MeLLKOB, doJSTaKOHOB)

a) HOBble KOHTEWHepbl Afs KPOBU 1,2 1 1A
3apeructpypoBaHbl B Cow3se B
Ka4yecTBe MeMLUUHCKUX U3gennn

6) HOBble KOHTEWHepbl Ans KPOBU He - - Il
3apeructpupoaHsl B  Coto3e B
Ka4yecTBe MeaNUMHCKUX U3aenni

YcnoBus
1. KoHTelnHep 3apernctpupoBaH B Coto3e B Ka4ecTBe MeOMLIMHCKOro n3genust.
2. Kputepum ka4yectBa KpoBU, 3aKITHOYEHHON B KOHTENHED, HE N3MEHSAITCS.

JokymMmeHTauus
1. OBHOBNEHHbLIE COOTBETCTBYOLLMNE pasdernbl U 4ONONHEHUs K gocbe MOIT, Bkntoyas
HanMeHoBaHue KOHTENHepa, NpoOn3BOANTENS, cneyndukaumio pacTBopa

adHTUKoaryndHTa, nogrsepxngeHne pernmcrpaudmn B Coto3e 1 HasBaHue yypexneHua
KpoBH, B KOTOPOM NCMNOJIb3YyeTCA KOHTeIZHep.

.20 N3meHeHne XpaHeHusi | Heobxoanm | [JOKYMEHTbI Mpouenypa
(TpaHCNOPTUPOBKM) ble YCNOBUS | W aHHble

a) ycrnoBum  xpaHeHna u  (Mnn) 1 1 1A
TPaHCNOPTUPOBKK

0) MakcMmanbHOro Cpoka XpaHeHus 1,2 1 A
nnasmol

YcnoBus

1. MA3MeHeHMe [OfmMKHO YXecTodaTb YCNOoBUS M COOTBETCTBOBATb TpeboBaHMsM
dapmakonen Cotosa, npeabsBngeMbiM K Nfiasame vyenoseka ans dpakuMoHNPOBaHUS.
2. MakcnmarnbHbI CPOK XpaHEHNSA KOpoYe npeabiaywero.

[JoKyMeHTauus




1. OBGHOBNEHHbLIE COOTBETCTBYOLLNE pa3aenbl N 4oNoNHeHns K gocbe MOIT, Bkntoyas

nogpobHoe onMcaHMe HOBbLIX YCIOBUW,

nogreepXxageHne Bannagauummn yCJ'IOBI/IIZ

XpaHeHus1 (TPaHCNOPTUPOBKM) W HasBaHWEe yypexaeHusi(M) KpoBW, B KOTOPbIX
NPONCXOANT N3MEHEHME (ECNU MPUMEHMMO).
.21 BeeoeHne  ucnbitaHuss  Ha | Heobxogum | [OKyMEHTbI Mpouenypa
BMPYCHble  MapKepbl, e€ecnn Takoe | ble YCNoBusa | W AaHHble
BBEAEHME  OKaXeT  3HauyuTesibHoe
BINSHNE Ha OLIEHKY BUPYCHbIX PUCKOB

- - Il
.22 NameHeHne npurotoBneHus nyna | Heobxogum | [JOKyMeHTbI Mpouenypa
nnasmbl (Hanpumep, MeTo4a | ble YyCroBUS | W JaHHble
NPOn3BOACTBA, pasmepa nyna,
XpaHeHusi 06pasLoB nyna nnasmbl)

- 1 IB
[JoKyMmeHTauus
1. OGHOBNEHHbIE COOTBETCTBYOWME pasgenbl gocbe MOTI1.
.23 WN3meHeHne mep, npuHumaemblx | Heobxogum | [JoKymMeHTbl Mpouenypa
Npy pPeTpPOCNEKTUBHOM OBHapyXeHUn, | ble yCrnoBus | U1 gaHHble

4YTO OOHAUMW KPOBM M NnasMmbl
noanexaT UCKNYeHno n3 obpabotkm
(npoueaypa PEeTPOCNEKTUBHOIO
aHanusa)

MHdopmaumsa 06 nameHeHusx:

LononHeHue VI u3smeHeHo ¢ 19 Oekabpss 2023 2. - PeweHue Coeema
Eepasutickol akoHomu4Yeckol komuccuu om 22 masi 2023 2. N 60

CmM. npeodbIOywyo pedakyuro

OdononHeHwue VI

MepeyeHb U3MeHEeHUN, KOTOpPbie B COOTBETCTBUM C NYHKTOM 172 MNMpaBun
peructpauum n 3KCcnepTusbl JIeKapCTBEHHbIX CPEeACTB, MOTYyT BHOCUTbLCS

3asABUTEeNIeM O4HOBPEMEHHO C Npoueaypon NnpuBeneHust

perucTpaumMoHHOro AocChbe JIeKapCTBEHHOrO Nnpenaparta B COOTBETCTBME C
TpeboBaHusasmu Corosa

C nameHeHUsIMU N OONOSTHEHUSAMU OT:

17 mapta 2022 r., 22 maqa 2023 r.

1. OgHOBpeMeHHO C nopayven B YMOMMHOMOYEHHbIN OpraH (3KCNepTHYH
opraHuM3auuio) rocygapcrBa-yrieHa 3asiBieHus Ha npoBedeHue npoueaypbl



http://pravo.eaeunion.org/document?id=406978610&sub=10214
http://pravo.eaeunion.org/document?id=76717808&sub=119600

NpUBEeAEHNS PErMCTpaLNoOHHOro Aocke B COOTBETCTBME C TpeboBaHmsmu Cotosa
He MOryT nofaBaTbCs U3MEHEHUS, ABMAKOLWMECH pacLUMPEHEM permctTpaumm, 3a
NCKIMIOYEHNEM WU3MEHEHUsT unu pobaBneHMss HOBOW [O03MPOBKM (@KTMBHOCTMW)
nekapCcTBEHHOro npenapara.

A. ADMUHUCTpPATUBHbIE UBMEHEHUS

A1 N3meHeHne aepxartens | Heobxogu | JokymeHT | [lpoueaypa
perncTpaLmMoHHOro yaoCcToBEPEHMS Mble bl N

yCcrnoBus AaHHblE
M3meHeHne Ha3BaHus 1 (UnNn) agpeca 1 1,3 IA HY
aepxxaTtenst perucTpaunoHHoro
yOOCTOBEPEHMS
TpaHcdep perncTpaumoHHOro 2 1,2,3,4 IA HY
yAOCTOBEPEHNSA OT OQHOro AepXaTens
APYyromy 1opuan4yeckomy nuuy

YcnoBusi

1. HdepxaTenb perucrtpauuoHHOro YyOOCTOBEPEHUS [OOSMKEH oOcTaBaTbCs TEM Xe
IOPUANYECKUM JTULIOM.

2. [epxaTtenb perncTpalmoHHOro yAOCTOBEPEHUA ABMSAETCA APYTUM HOPULONYECKUM
NALIOM.

JokymeHTauus

1. Konus gokymeHTa, BblAAHHOMO COOTBETCTBYHOLMM YNOSIHOMOYEHHbLIM OpPraHoM
CTpaHbl  perucTpaumm KpUaMYecKoro nvua gepxartens  perncrtpauuoHHOro
yOoCTOBEPEHUs (HanpMMmep, HanoroBoro opraHa), B KOTOPOM yka3aHO HauMeHoBaHue
N agpec tpuaNYEeCcKoro nuua HOBOMo AepXaTensa permcTpaLmMoHHOro yaocToBepeHust.
2. [1oKyMeHTbl, 060CHOBbIBaOWME TpaHcep perncTpaLmoHHOro YAOCTOBEPEHUS WU
nogTeepxgarowme  BO3MOXHOCTb  HOBOrO  gepxaTtena  permctpauyMOHHOro
yoocTtoBepeHusi obecneumBatb Hagnexauiee BbINOSIHEHME Bcex 00s3aHHOCTeN
AepxaTensi perMcTpaunoHHOro yaoCTOBEPEHNS:

KOMna OOKYMeHTa, NoATBepXaatoLero TpaHcdep pernctTpaunoHHOro YaoCToOBEPEHUS
OT OAHOro KPUANYECKOro Nuua apyroMmy opuanyeckomy nuuy;

nepecMOTpeHHas KpaTkad XapakTepucTuka CcucTeMbl apmakoHagsopa wunu
nepecMOTpPEHHbIN MacTep-gpansi cucTtemMbl (papmakoHagsopa, €Ccrli OH BKIOYEH B
perncTpaumMoHHOe A0CbE;

ceBedeHuss o6 opraHusaumn, OTBETCTBEHHOM 3a paboTy C peknamaumamum B
EBpasunickoMm aKOHOMUYECKOM COKo3€.

3. lNepecmoTpeHHasa B COOTBETCTBYOLWMX pasgenax nHdpopmaumsa O nekapcTBEHHOM
npenapaTe, HOPMATUBHbBIN JOKYMEHT MO Ka4yecTRy.

4. [OKyMeHT (OOKYMEHTbl) OT pUOMYEeCcKoro nuua, KOTopoMy nepegaroTcs
MNOSTHOMOYMNA [epXaTenis pPerucTpauvoHHOro YAOCTOBEPEHUS, MNOATBEPXAaoLWnn
OTCYTCTBME W3MEHEHUA B WH(pOpMaUMM O JeKapCTBEHHOM npenaparte, He




OTHOCSLLMXCS K TpaHcdepy perncTpaLMoHHOro yaOCTOBEPEHMS.

A.2. N3meHeHne (Toprosoro) | Heobxogum | [JokymeHT | [lpoueaypa
HavMeHOBaHUA NEeKapCTBEHHOrO | ble YCNoBUS bl 1

npenapara OaHHble

0) JlekapcTBEHHbIE npenaparhl, - 2 IB

3apermcTpmpoBaHHbLIe MO HaLWOHaIbHON
npouenype (perucrtpauma TONMbKO B
pedepeHTHOM rocyaapcrse)

[JokymeHTauus
2. [NepecmMoTpeHHada nHpopmMauma o nekapCTBEHHOM Npenapare.
A.3. N3meHeHne HanmMeHoBaHus | Heobxoanm | [JokymeHT Mpouenypa
aKTUBHOMN dapmMaueBTUYECKON | ble YCIroBUS bl U
cybCTaHuMM  unu  BCNOMOraTesibHoro AaHHbIE
BellecTBa

1 1,2 IA

HY

YcnoBus

1. apmaueBTnyeckasi cybctaHums (BcrnomMmoraTenbHOe BELLECTBO) HE N3MEHSAETCS.

[JoKyMmeHTauus

1. CBngetenbctBo BcemupHOW opraHusaumm 3sgpaBoOXpaHeHust o0 yTBepXaeHUn
MEeXOYHapO4HOr0  HenaTeHTOBaHHOIO  HaMMEHOBAHUS WM KOMUS  NepeyHs
MeXayHapOoLaHbIX HenaTeHTOBaHHbIX HaMMeHOBaHUMN. Ecnn NPUMEHMMO,
noagTBepXxaeHne Toro, YTo M3MeHeHune cooTBeTcTByeT ®Papmakonee Corosa wnu
hapmakonesm rocyaapcTs-4sieHoB. [leknapaund, 4To HaMMeHOBaHWe NeKapCTBEHHbIX
pacTuUTenbHbIX NpenapaToB COOTBETCTBYET akTaMm, Bxogawmum B npaso Cotosa.

2. [MepecmoTpeHHasa MHpopmaLnsa o NnekapCTBEHHOM npenaparTe.

A.4. N'ameHeHne HaumeHoBaHua u (Mnun) | Heobxogum | [JoKyMeHT Mpouenypa

agpeca: npou3soanTens (Bknw4vasd, ecnu | bie ycrnoBus bl U
NPUMEHNUMO, NMOWAA0K MO KOHTPOIo JaHHble
kayecTBa), unu gepxatens MOADPC, nnn

nocTaBLLMKa aKTUBHOWN

drapmaueBTNYECKOM cybcTaHumn,

MCXOOHbIX MaTepuanoB, PeakTUBOB WIN

NPOMEXYTOYHbIX NpOaYKTOB,

MCMNONb3yeMbIX B MPOM3BOACTBE aKTUBHOM
dapmaueBTMyeckon cybcTtaHuum (ecnu
YKa3aHO B TEXHWYECKOM [J0Cbe), ecnun B
peErncTpaumMoHHOM [JoCbe OTCYTCTBYHOT
cepTudpukaTbl cooTBeTcTBUA Ph. Eur., nnu
npoun3BoanTENs HOBOIO
BCMOMOraTenbHoro  BewectBa  (ecnu
yKa3aHO B TEXHWMYECKOM [OCbe)




| 1 [ 1,2,3 | IA

YcnoBus
1. lNpomnsBoacTBeHHas nnowagka M HU odHa M3 NPOU3BOACTBEHHLIX Onepaunn He
N3MEHSIETCS.

[JoKyMmeHTauus

1. OcbmuymanbHbIn 4OKYMEHT OT YNOSTHOMOYEHHOro opraHa (Hanpumep, HanoroBoro
opraHa), B KOTOPOM yKa3aHO HOBOe HanMeHoBaHue 1 (unn) agpec.

2. [MonpaBka K COOTBETCTBYOLLEMY pa3aeny permcTpaLmMoHHOro ochbe.

3. MMp  M3MeHeHMM  Ha3BaHUA  gepxaTtens  macTtep-dpamna  aKTUBHOM
dapmaueBTmnyeckon cybectaHumm (ganee - MOADC) - o6HOBMNEHHOE "paspeLleHmne Ha
poctyn".

A.5. N'ameHeHne HaumeHoBaHusa u (Mnun) | Heobxogum | okymeHT | [poueaypa
agpeca nNpou3BOAMTENSA NEKAPCTBEHHOTO | ble YCIOBUSA bl 1
npenaparta, BKMA4Yas  BbinycKawoLlime AaHHble
nnowagkn ” nrowagkm Mo KOHTPOS
kayecTBa

a) [Oeucteusi, 3a KOTopble oOTBevaeT 1 1,2 1A
nponssoguTens (UMMNopTep), BKIYaOT HY
BbINyCK cepum

0) pencteusi, 3a KOTOpble OTBeYaeT 1 1,2 A
npon3soauTenNb (vmnopTep), He
BKINKOYAIOT BbINYCK CEPUN

YcnoBus
1. MNMponsBoacTBEHHasA nnowagka, HassaHne n (Unu) agpec KOTOPON U3MEHSIOTCSH, U
HW OAWH N3 NPOLLECCOB NPOM3BOACTBA HE N3MEHSETCS.

[JokyMmeHTauus

1. Konna wucnpaBfieHHOro paspeleHusi Ha Mpou3BOACTBO (MpU Hanuuumn) unm
oomumarnbHbIi  JOKYMEHT OT COOTBETCTBYIOLWEro YNOAHOMOYEHHOrO0 opraHa
(Hanpumep, HanNoOroBoro opraHa), B KOTOPOM YNoMWHAETCA HOBOE HaMMeHOBaHUE U
(vnn) apgpec.

2. Ecnn npumeHnmo, nonpaBka K COOTBETCTBYHOLLEMY pasgeny perncTpauymoHHOro
Aocbe, BKYasg NepecMoTPEHHY MHPOpMaLMIO O NEKapCTBEHHOM Npenapare.

A.6. NameHeHune koga ATX Heobxoaum | [JOKyMeHT Mpouenypa
ble yCIoBUS bl N
OaHHble
1 1,2 1A
YcnoBus

1. lameHeHne BcneacTBue yTBepXAeHUs Unu nameHeHna BcemmpHon opraHusaumm
34paBOOXpPaHEHNA KOAOB aHaATOMO-TepaneBTUYECKON XMMWYECKOW Knaccudukaumm
NeKapCcTBEHHbIX CPEACTB.

[JokymMmeHTauus
1. CBuaetenbCcTBO BcemMupHOM opraHusauuun 3apaBoOXpaHeHusi 06 yTBepXOeHun




KOOQOB aHaToOMO-TepaneBTUYECKOM XMMUYECKOM Kraccudpmukaumm JekapCTBEHHbIX
CpeacTB UMM KOMUA  MepeyvHs KOAOB aHaTOMO-TepaneBTUYECKOM XMMUYECKOW
Knaccuurkaumm nekapCcTBeHHbIX CPeacTB.

2. [NepecmoTpeHHada nHgpopmMauma o nekapCTBEHHOM Npenapare.

A.7. WckniouyeHne npousBoacTteeHHom | Heobxoamm | [JoKyMeHT Mpouenypa

nnowagkn (B TOM 4ucrne Ons akTUBHOW | ble YCIOBUS bl U
dapmaLeBTNYECKON cybecTaHumn, JaHHble
NPOMEXYTOUYHbIX NPOAYKTOB,

nekapCTBEHHOIO npenapara,

ynakoBLUMKa, npou3BoanTens,

OTBETCTBEHHONO 3a BbIMYCK CepuMm,
KOHTPOIS KayecTBa cepun nnu
NoCTaBLUMKA  WCXOAHOro  MaTepuana,
peakTuBa nnu BCNoMoraTenbHOro
BellecTBa (ecrnn yKasaHbl B
perncTpaumMoHHOM A0Cke))

1,2 1,2 IA

YcnoBus

1. JomkHO ocTtaTtbCca He MeHee 1 paHee 040BpeHHON NPON3BOACTBEHHOW NIOLLAAKM
(npounsBoauTeENs), OCYLWECTBNAKOWEN Te Xe QYHKUMK, 4YTo U nognexawme
ncknyeHno. Ecnn nppmeHumo, B pamkax Coro3a ocTtaeTcsl N0 MEHbLUEN Mepe OOUH
Npon3BoauTESNb, OTBEYalLWNUN 3a BbIMNYCK CEpuUn, CNocobHbIM cepTuduumMpoBaTtb
McnbiTaHMe NpoayKTa B LEeNsax Bbinycka cepun B pamkax Cotosa.

2. WcknoyeHne He [OOMKHO ObiTb CrneacTBUEM  KPUTUYECKMX  HEeOOoCTaTKoB
Npon3BOACTBA.

[JoKkyMmeHTauus

1. B NyHKTE O BHOCUMbIX U3MEHEHUAX 3asIBNIEHUS O NPUBEOEHUN PErUCTPALMOHHOMO
Aocbe B cooTBeTCTBUE C TpeboBaHmsMmn Coto3a (ConpoBOANTENbHOM NUCbMe, chopme
3asIBNEHNA O BHECEHUN U3MEHEHUN, NPUIIOXEHHOW K COMPOBOAUTENBHOMY MUCbMY)
HeobxoaMmo 4eTKo 00603HauMTb paHee OAdoOpeHHbIX U npeanaraembiX
npousBoguTesNien, Kak ykasaHo B pasgerne 2.5. opMbl 3a8BIIEHUS.

2. MNonpaBka K COOTBETCTBYIOLWEMY pasgeny (pasgenam) perMctpaumoHHOro Joche,
BKITOYas NepecMOTPEHHY0 MHOPMaUMIO O IeKapCTBEHHOM npenaparTe.

A.8. WMameHeHus patbl ayamta pgnga | Heobxogum | [JOKyMeHT Mpouenypa

Bepudukaumm COOTBETCTBMS | ble YCIOBUS bl N
nponssoauTens aKTUBHOM AaHHbIE
drapmMaueBTUYECKOM cybcTaHumm

npasuiam Hagnexawleun

HpOI/ISBOLI,CTBGHHOVI NPaKTUKn

- - 1A

[JokymMmeHTauus
MncbmeHHoe  noAaTBeEpPXXAEHME NpPoM3BOAMTENS  NEKAPCTBEHHOro  npenapara,
cofepxallee ykasaHve O BepuduMKauum COOTBETCTBUSA MPOU3BOAUTENS aKTUBHOW
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dapmaueBTmyeckon cybcTtaHuum

[MpaBunam

NpakTuKn EBpasnmnckoro 3KOHOMMYECKOro cor3a.

Hagnexawen

NPOV3BOLACTBEHHOM

B. U3meHeHua KayecTBa

b.l. AkTBHas pbapmaueBTudeckas cybctaHumus

b.1.a) NpounssoacTeo

b.l.a.1. W3meHeHuMe npowussoguTens
NCXOQHOrO MaTepuana (peakTtuBa,
NPOMEXYTOYHOro npoaykTa),
NCMNOnb3yemMoro B npowecce
npou3BoaCTBa aKTMBHOW
hapmaueBTMYeCcKon  cybcTaHuum  mUnu
N3MEHEHNE NPOU3BOOAUTENS  aKTUBHOW
drapmaueBTNYECKOMN cybcTaHummn
(BKkntovas, ecnn NPUMEHUMO, MIoLaaKku
MO  KOHTPOSKO  KayecTBa) aKTUBHOWM
dhapmavueBTmnyeckon cybctaHuumn, ecnun B
perncTpaumMoHHOM [JOCbe OTCyTCTBYeT
cepTudukaT cooTBeTCcTBMA EBponenckon
dapmakonee

Heobxognm
bl€ YCrOBUS

[okymeHT
bl U
AaHHble

Mpouenypa

a) npegnaraembln
NpUHaaNeXuT K TOW xe
hapmMaueBTMYECKON  rpynne, 4YT0 W
0406peHHbIV Npon3BoanTENb

npon3BoauUTEIb

1,2,3

1,2,3,4,
5,6,7

A
HY

r) HOBbIA MNpou3BOAUTENb MaTepuana,
TpebytoLlero OLIeHKU BUPYCHOM
B©esonacHocTu 1 (unn) pucka S

€) MW3MeHeHWe nopsidka  KOHTpons
KayecTBa aKTUBHOW apmaLeBTUYEeCKOn
cybctaHumn: cmeHa wnu pgobasBneHue
nnowaakn, Ha KOTOPOM OCYyLLeCTBISeTCA
KOHTPOJIb (MCMbITaHNE) cepum

2,4

1,5,8

3) BKITOYEHMNE anbTepHaTUBHOWN
nnowankn no crepunusauum akTUMBHOM
drapmMaueBTUYECKOM cybcTaHumm C
ncnonb3oBaHnem metoga Papmakoneun
Cotoza wunu papmakonen rocyaapcts-
YeHoB

1,2,4,5,

N) BHeceHue HOBOM

MUKPOHU3aLUNnN

nnowankm no

2,5

1,4,5,6
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K) N3MEHeHUs cornallueHumn no 4,5 1,2,4,6, 1
MCMbITAHUSAAM MO  KOHTPOM KayecTeBa 7,8
Bronormnyeckom aKTUBHOWM
dhapmaneBTMYECKON CybCTaHUMN: 3aMeHa
NN BKITKOYEHME MNOWAAKN, Ha KOTOPOW
OCYLLECTBIIAETCA KOHTPOSb (MCMbITaHNSA)

cepun, BKNo4vas ovonornyecknm

(MMMYyHOnormyeckun, NMMYHO-

XUMUNYECKNIN) METOS,

1) HoBas nnowagka no XpaHeHuto - 1,5 IB

rmaBHOro GaHka KneTok u (Mnu) paboumnx
6GaHKOB KNeTokK

Ycnosus

1. Cneumndumkaumnm UCXOOHbLIX  MaTepuanos w peakTuBoB  (BKNtoYas
BHYTPUMNPOU3BOACTBEHHbIE  KOHTPONW, METOAbl aHanu3a BCex MaTepuarnos)
NOEHTUYHDI paHee 0406pPEHHBIM. Cneumndumkauunm (Bkntovasn

BHYTPUNPON3BOACTBEHHbIN KOHTPOSb, METOAbI aHanM3a BCceX Matepuarnos), Cnocobbl
NPUroToBrEHNA (BKNOYaa pasmep cepuu) UM noapobHbIM  crnocob cuHTesa
NPOMEXYTOYHbIX NPOAYKTOB U aKTUBHbIX (hapMaueBTUYeCKUx cybCcTaHUMn NOEHTUYHDI
paHee 0406pEHHbIM.

2. AxTuBHaa (papmaueBTuyeckasi CcyOCTaHUMSA He 4dBnseTca Ouonornyeckon
(MMMYHONOrMYeCcKon) UnNn CTePUbHON.

3. Ecnn B npouecce nponsBoAcTBa MCMNOSb3YKTCA Matepuarnbl YenoBe4YecKoro nnm
XXMBOTHOIO MPOUCXOXOEHUS, MPOM3BOAUTENb HE MCMONb3yeT HOBOMO NOCTaBLiMKa, B
OTHOLLUEHUN KOTOpOro TpebyeTcs oueHka BUPYCHOW 6e30nacHOCTM U COOTBETCTBUE
dapmakonee Cotosa unm papmakonesm rocyaapcTB-4sieHOB N0 MUHMMU3aLNN prUCKa
nepegayn  areHToB  rybyaton  sHuedpanonaTtMM  KMBOTHbLIX  MOCPEACTBOM
neKapCcTBEHHbIX NpenapaToB 4151 MeAULMHCKOrO U BETEPUHAPHOIo NPUMEHEHNS.

4. TpaHcdep meToaa co CTapon Ha HOBYIO NIIOLLAAKy NPpon3BeneH YCNELLHO.

5. Cneundumkaumnsa Ha pasmMep YacTul, akTUBHOW hapmMaueBTMYECKOW cybcTaHumnm m
COOTBETCTBYIOLLNA aHANIUTUYECKUN METO HE U3MEHSIOTCS.

[okymeHTauns

1. Ecnu npumeHumo, nonpaeBka K COOTBETCTBYWOLIEMY pasgeny (pasgenam)
perncTpaunuoHHOro JoCbe.

2. [eknapaumsa pepxaTensi pernctpauuoHHOro yAOCTOBEPEHUA WNu Aepxartens
M®ADC cooTBETCTBEHHO, YTO NPOLIEaYPbI KOHTPONS KayecTBa cnocoba cuHTesa (unum
AN NeKapCTBEHHbIX pacTUTENbHbIX MpenapaTtoB (COOTBETCTBEHHO): MeToAa
NPUroToBEHNS, reorpapuyeckoro UCTOYHUKA, MNPOM3BOLCTBA pPaCTUTENbHOM
dhapmaueBTMyeckon cybcTtaHuum u npouecca MNpPOU3BOACTBA) M crneundurkaumm
aKTMBHOM dhapMaueBTUYECKOM CyBCTaHUMM M MUCXOQHOrO Martepuana (peaktusa,
NPOMEXYTOYHOro NPOAYKTa) B Npouecce Npon3BoAcTBa akTMBHOM dhapMaLeBTUYECKOM
cybCcTaHumm (ecnm NPUMEHNMO) HE OTNNYAaKTCA OT paHee 0400pEHHBbIX.

3. JInbo ceptudpukaT cooTBeTcTBMs EBponenckon ®apmakonee no TI3 gna nwboro




HOBOrO WCTOMHWKA MaTepuwana, nmbo (ecnn NPUMEHMMO) [AOKyMeHTarbHoe
NoATBEPXOEHNE TOro, YTO UCTOYHUK MaTepuana, noaBep>XeHHbIN pucky TI9, paHee
nccnegosBarsics YrnonHOMOYEHHbIM OpraHoM (9KCNepTHOM opraHu3almen) rocygapcrsaa-
yneHa wn 6bINO noaTBepXxaeHO ero cootBeTcTBMe dapmakonee Corws3a wnu
hapmakonesMm rocyaapcTB-4SieHOB MO MUWHUMM3AUUM puUCKa nepedadn areHToB
rybyaTon aHuedanonaTnum >XMBOTHLIX NOCPEACTBOM fleKapCTBEHHbIX NpenapaToB A5
MEOVUMHCKOTO W BeTepuMHapHOro npumeHeHus. Heobxogumo npeacTaBuTb
cnegywowime CBefeHVsi: HanMeHOBaHWe NPOM3BOAMTENS; BUA XMBOTHbLIX U TKaHW, U3
KOTOPbIX MOMy4YeH mMartepuan; CTpaHy MPOUCXOXOEHMUS KMBOTHbIX, MCMONb30BaHME
AAHHOro MaTtepuana n ero NpuemMreMocTb B MPOLLSIOM.

4. laHHble aHanu3a cepui (B opmaTe CpaBHUTENbHON Tabnuubl) N0 MEHbLLUEN Mepe
2 cepui (MO MeHbLUEN Mepe, OMNbITHO-NPOMbILLIEHHbIX) aKTUBHOW dpapMaueBTUYECKON
cybGCTaHUMM OT TEKYLUMX M NpeanaraemMblx NnpomM3BoauTenen (NNowaagok).

5. B nyHKTE O BHOCUMMBbIX U3MEHEHUSIX 3asBNEHNA O NPUBEAEHUN PErmcTpaumoHHOro
Aocbe B cooTBeTCTBUE C TpeboBaHMsamu Cotosa (ConpoBoANTENBHOM NUcbMe, hopme
3as5IBNEHNS O BHECEHUN U3MEHEHUN, NPUITOXEHHOW K COMPOBOAUTENBHOMY MUCbMY)
HeobxoaMmo 4eTKko 0603Ha4MTb paHee OAobpeHHbIX U npeanaraembiX
Npou3BOaUTESNEN, KaK YKa3aHO B pasgerne 2.5. opMbl 3a8BIIEHUS.

6. Ecnu aktmBHaa apmaueBTUdeckas cybcTaHuusi WUCMonb3yeTca B KadecTBe
MCXOQHOro MaTepuana, geknapaumsi YnofHOMOYEHHOro nuua Kaxgoro AepkaTtens
AULEH3UN Ha MPOU3BOACTBO, YKa3aHHOro B 3asiBMIEHWU, U YNONHOMOYEHHOro nuua
KaXkQoro gepxatens nuueH3nmn Ha nponsBoACTBO YKa3aHHOIO B 3as8BfIEeHNM B KaYecTBe
OTBETCTBEHHOro 3a BbINYCK cepun. B pgeknapauusx HeobxoaMMmo YykasaTb, 4TO
nponssoguTens (NPOU3BOAUTENM) aKTMBHOM (papmMaueBTUYECKOW cybcTaHuumu,
yKasaHHbIl B 3asdBfEeHUN, OCYLLeCTBNAEeT CBOK [OeATeNbHOCTb B COOTBETCTBUMM C
[MpaBunamum Haanexawen NpPOU3BOLCTBEHHOW NpakTUKn EBpasunckoro
9KOHOMWYECKOrO COH3a B OTHOLUEHUM UCXOOHbIX Matepuanos. [Mpu onpeaeneHHbIX
obcToaATenbCcTBax [Aonyckaetca npeactaBnate 1 Aeknapauuio (MpymedaHue K
n3ameHeHuo 6.11.6.1).

7. Ob6sa3aTenbCcTBO (npwm HeobXo4MMOCTH) npousBoguTens aKTMBHOW
dapmaueBTMyeckon cybecTaHuMm  onoBewaTb  AepxaTens  perMcTpaumoHHOro
yOoCTOBEpPEHUs O NoBbIX M3MEHEeHUAX npolecca Npou3BOACTBa, crneundukauun m
aHanUTUYeCcKUxX MeETOAMK aKTUBHOM (papMaueBTUYEeCKOM CybCTaHUMW.

8. [loaTtBepxaeHuve TOro, 4YTO npeanaraeMas nnowagka AOSMKHbIM - 0bpasom
NUUEH3MpOBaHa B OTHOLUEHMM paccMaTpMBaeMOW  JieKapCTBEHHOW  (POpMbl,

nekapCTBEHHOro npenapara unn npon3BoACTBEHHOM onepauun.

b.l.a.2. N3meHeHuns npouecca | Heobxoaum | [JokyMeHT Mpouenypa
npou3BoacCTBa aKTMBHOW | ble yCnoBus bl U
drapmaueBTMYECKON cybCTaHLmn JaHHble

a) HecyLleCTBEHHOe nameHeHwue | 1, 2, 3, 4, 5, 1,2,3 1A
npouecca npoun3BoaCcTBa aKTMBHOW 6,7

drapmaueBTMYECKON cybCcTaHLmn

a) HecyLleCTBEHHOoe N3MEHeHne - 1,2,3,4 IB
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3aKkpbIToi YacTn MOAPC | |

Ycnosus

1. HexenartenbHoe W3MEHEHWe KayYeCTBEHHOro0 WNU KOJNIMYECTBEHHOro npoduns
npumMecen Unn PU3NKO-XMMMUYECKNX CBONCTB OTCYTCTBYET.

2. Cnocob cuHTE3a OCTaeTcs TEM Xe, TO eCTb MPOMEXYTOYHble MNPOAYKTbI, He
N3MEHSIOTCA U B MNPOLECC He BBOOATCH HOBble peakTUBbl, KaTanu3aTopbl WIu
pacTBoputenn. [eorpadmMyecknm WUCTOYHUK, NPUrOTOBIIEHME  JIEKAPCTBEHHOIO
pacTUTENbHOrO Cbipbsi M CnNoco® MNpomM3BOACTBA NEKAPCTBEHHbIX PaCTUTENbHbIX
npenapaToB HE N3MEHSIOTCS.

3. Cneundumkaumm akTMBHOWM papmMaueBTUYECKOM CyOCTaHUMM U MPOMEXYTOYHbIX
NPOAYKTOB HE U3MEHSIOTCA.

4. N3meHeHne NOSTHOCTbIO OMUCLIBAETCA B OTKPbLITOM 4YacTu (4actu “"3assutens")
M®ADC (ecnv NPUMEHUMO).

5. AxTuBHaa papmaueBTuyeckasi cyOCTaHUMS He 4dBnsieTcd OmMonornyeckon
(vMMyHOnoruyeckon) cybctaHumen.

6. MlameHeHue He 3aTparmBaeT reorpaduyeckmi UCTOYHUK, CNocob NpoM3BOACTBaA Un
NPUroTOBMEHUS NEKAPCTBEHHOIO pacTUTENbHOro npenapara.

7. \ameHeHuWe He 3aTparmeaeT 3akpblTon Yactn MOADC.

HokymeHTaums

1. MNMonpaska K cCOOTBETCTBYOLLEMY pa3geny (pasgenam) permctpaumoHHOro gockbe,
BKItOYaa NpsAIMOe CpaBHEHME TeKyLLero 1 HOBOro NpPoLeccos.

2. [laHHble aHanu3a cepui (B popmaTe CpaBHUTENBHOW Tabnuubl) N0 MeHbLUEN Mepe
2 cepui (N0 MeHbLUEN MepE, OMbITHO-MPOMbILUSIEHHbIX), NPOU3BEAEHHbLIX C MOMOLLbIO
of0bpeHHOro 1 NpeanaraeMoro NpoLeccos.

3. Konuun yTBep>KAEHHbIX cneumdukaunum akTuBHoOM hapmMmaueBTUYeckon cybcTaHumm.
4. [eknapauuns fpepxaTtens pernctpauuoHHOro yAOCTOBEPEHUA WNU Aepxartens
M®PADPC coOTBETCTBEHHO, YTO W3MEHEHMEe KayeCTBEHHOro U KONMYeCTBEHHOro
npoduns npumecen nnn U3NKo-XMMmMYeCKNX CBOMCTB OTCYTCTBYET, CNOCob CUHTE3a,
cneyndukaumm akTMBHOM (apMaueBTUYEeCKOM CyOCTaHUMW U MPOMEXYTOYHbIX
NPOAYKTOB HE U3MEHSIOTCA.

MpumeyaHne | lNog 3HauYUTENBbHBIMU N3MEHEHUAMU aKTUBHbIX hapmMaLeBTUYeCKNX
cybcTaHumn, NnofyyeHHbIX  NyTeM  XUMWYECKOro  CUHTesa,
nogpasymeBaloTCs U3MEHeHus crnocoba cuHTe3a Wnu ycrnosum
NPOMN3BOACTBA, KOTOpPble CMOCOBHbI M3MEHUTb BaXHble MOKasaTenu
KayecTBa aKTMBHOM apMaueBTUYeCcKOW cybCTaHUMW, Takue Kak
KaYeCTBEHHbIN W (MNK) KONMUYECTBEHHbIM NpOoUIib  npuMecen,
Tpebytowmn kBanudukauum, mnu QU3NKO-XMMUYECKME CBOWCTBA,
BAngAOLLME Ha BUOLOCTYNHOCTb.

b.l.a.3. WN3meHeHne pasmepa cepun | Heobxogmm | [JOKyMeHT Mpouenypa
(Bkno4as [guanasoHbl pa3Mepa CcepuM) | ble YCIioBUS bl N

aKTUBHOM dhapmavreBTMHECKON AaHHble
cybcTaHumm nnm NPOMEXYTOYHOIro
npoAayKTa, MCcnonb3yemMoro B npouecce




npomnssoacTea aKTUBHOMN
dapmaueBTMYEeCKon cybCcTaHUmm

a) yBenuyeHne pasmepa cepum Bniotb 4o | 1, 2, 3, 4, 5, 1,2,5 A
10 pas no CpaBHEHUIO C 6,7,8
3aperncTpmpoBaHHbIM pasMmepom

0) 10-kpaTHOE pasyKpynHeHne 1,2,3,4,5 1,2,5 A
r) yBennyeHme pasmepa cepum 6onee 10 - 1,2,3,4 IB
pas no CpaBHEHMIO c
3aperncTpmpoBaHHbIM pasMepoMm

A) yBenunyeHue (ymeHblUeHne) MacluTaba - 1,2,3,4 IB
npou3BoaCTBa Ounonornyeckon
(MMMyHORNOrMYeckom) aKTUBHOWM
dapmaueBTmyeckon cybctaHuum  6e3
M3MEHeHMs  npouecca NPoOu3BOACTBa
(Hanpumep, oybnmpoBaHue NNMHUK)

Ycnosus

1. Bce nameHeHns meTonoB NPoOM3BOACTBA 3aTparMBaloT TOMbKO HeobXoaumble Ons
YKPYMHEHUS U pas3yKpynHEHUS, Hanpumep, ncnonb3oBaHne ob6opyaoBaHUs Opyroro
pasmepa.

2. Heobxoommo npeactaBuTb pesynbTaTbl UCNbITAHMIA COMNTAaCHO cneundukaumsam He
MeHee 2 cepui npeanaraemoro pasmepa cepun.

3. PaccmaTtpuBaeMblil nekapCTBEHHbIN MpenapaT He saBnseTcsa 6uonorndyeckum
(MMMYHONOrMYeCKNM) NIEKapCTBEHHLIM NpenapaTomMm.

4. N3meHeHMe He BnUseT HexenaTernbHbiIM 06pasomM Ha BOCNPOM3BOANUMOCTb
npouecca.

5. 'ameHeHne He JOMmKHO BbITb CneacTBMEM HeNpeaBUOEHHbIX CUTyaL M, BOSHUKLLINX
B X04€e Npou3BOACTBA, UM HapyLUEHUSA CTabunbHOCTH.

6. Cneundukaumm akTMBHOW apmMaLeBTUYECKOM CybCcTaHUuMM (MPOMEXYTOYHbIX
NPOAYKTOB) HE U3MEHSAOTCS.

7. AkTMBHas hapmaueBTUdeckas cybcTtaHUmnA He ABMSETCA CTEPUITbHOMN.

8. Paamep cepumn Haxogatca B npegene 10-kpaTHOro guanasoHa pasmepa cepuu,
NpegyCMOTPEHHOIO Mpu perucTpaumm WUnu nocre nocreaylowero U3aMeHeHud, He
asngBLeroca nameHeHvem A tmna.

[okymeHTauns

1. MNonpaBka K COOTBETCTBYIOLLEMY pa3feny (pasgenam) perucTpaumoHHOro 4oche.
2. Homepa cepui ncnbiTaHHbIX CEPUN UMEIOT NpeasiaraemMbii pasmep Cepumn.

3. NaHHble aHanu3a cepun (B bopmaTe cpaBHUTENBHOM Tabnuupbl) N0 MEHbLLEN Mepe
1 NPOMBILLIIEHHON CEpPUN aKTUBHOM (bapMaueBTUYeCKOn cybcTaHumm nnu
NPOMEXYTOYHOro NpoayKTa COOTBETCTBEHHO, NPOU3BEAEHHOW B YTBEPXKAEHHOM U
npegnaraeMmom pasmepe. o 3anpocy Heob6xoaMmMo NpeacTaBuUTb AaHHbIE NO
cnegyrowmm ABYM MOSTHLIM NPOMBILLMEHHBIM CEPUSIM; AepXKaTenb perncTpaLMOHHOro
yOoocToBepeHusi 0643aH coobLmTb, eCcniv pesynbTaThl aHanmMsa He yKnagbiBaloTCs B
cneumukaunio n NpeasioXnTb nNnaH AenCTBUN.




4. Konnn ogobpeHHbIX cneungukaunin aktTueHom bapmaueBTudeckon cybctaHumm (1
NPOMEXYTOYHbIX NPOAYKTOB, €CNU NMPUMEHNMO).

5. Neknapauna gepxatens permctpaumMoHHOro yaocToBEpPEHUS Unu aepkaTens
M®ADC cooTBETCTBEHHO, YTO BCE M3MEHEHUSI METO40B NPOM3BOACTBA 3aTparnBalT
TONbKO HEOBXOAUMbIE ANSA YKPYMHEHUS UK pa3yKpynHEHUs, Hanpumep,
ncnosb3oBaHne obopyaoBaHUs Apyroro pasMmepa; U3MeHeHue He BrmseT
HexenaTtenbHbIM 06pa3om Ha BOCNPOM3BOAMMOCTb NpoLuecca; U3MeHeHne He
ABNSAETCA CNeAcTBUEM HenpeaBuOEeHHbIX CUTYaLUNn, BO3HUKLLMX B XO4e
NPOM3BOACTBA, UMW HapyLUEeHUst CTabunbHOCTU; cneunguKkaumnm akTMBHOM
drapmaLeBTMYECKON CyOCTaHLUMN (MPOMEXYTOYHbIX MPOAYKTOB) HE N3MEHSIOTCS.

b.l.a.4. N3meHeHne | Heobxoaumbl | JokymeHThl | [Npouenypa
BHYTPUNPOUN3BOACTBEHHbIX  UCMbITAHUN | € YCIoBUS N OaHHbIE

nnu Kputepues npUeMnemMocTu,

MCMONb3YLWMXCA NpU  NPOU3BOACTBE

aKTMBHOW hapmavreBTMYECKON

cybcTaHumm

a) Y)KEeCTOYEHNE 1,2,3,4 1,2 A
BHYTPUMNPON3BOACTBEHHbIX Kputepmes

NpUeMnemMocTin

0) pobasneHune HOBbIX 1,2,5,6 1,2,3,4,6 A

BHYTPUINPON3IBOACTBEHHbIX NCMbITaHUN
nin Kputepmes npnemiemMmoCcTiu

B) NCKNoYeHune He3Ha4YnMmMmoro 1,2, 7 1,2,5 1A
BHYTPUNPON3BOACTBEHHOIO UCMbITaHUSA

e) nobasneHve nnm 3aMeHa - 1,2,3,4,6 B
BHYTPUNPON3BOACTBEHHOMO UCMbITaHUSA U3

coobpaxeHun 6e3onacHoCcTH nnm

KayecTBa

Ycnosus

1. N3ameHeHne He ABNSeTCsa CreacTBMEM Kakoro-nmbo obasaTtenbcrtBa, NPUHATOrO Mo
pe3ynbTaTaM paHee nMpOBEeAEHHbIX 3KCNepTU3 C Lefbk aHanmsa KpuUTepueB
NpuemMnemocTn cneundukaummn (Hanpumep, B X04e pernctpaumm Wunm BHECEHUs
nameHeHun Il Tnna).

2. \ameHeHne He ABnseTcsa CneacTBMEM HenpeaBUAEHHbIX CUTyauun, BO3HUKLLMX B
Xo4e Npon3BoAcCTBa, HAaNpUMep, HoBasi HekBanMUUUMPOBaHHaAA NPUMECH, NU3BMEHEHNE
npenenoB coaepXxaHnsa CyMmbl NPUMECEN.

3. loboe nameHeHne OOMKHO yKnaablBaTbCs B AMana3oH AeNCTBYOLWMX 0406pEHHbIX
KpuTepues NpMemMnemMocTu.

4. AHanuTn4eckas METOANKa HE NBMEHSAETCS UM N3MEHSAETCS HE3HAYUTESBHO.

5. Hn oguMH HOBbLIM MeTOA WUCMbITAHUA He OCHOBaH Ha HOBOW HecTaHO4apTHOM
MEeTOLOMNOrMN NN CTaHgapTHON METOAO0NOrMKU, UCNOMb3yEeMOK NO-HOBOMY.

6. HoBbIM MeTOa ucnbiTaHUs He ABndeTcs Guonornyeckum (MMMYHOMOMMYECKNM,
NMMYHOXMMWYECKMM) UM METOAOM, MPU KOTOPOM MCnonb3yeTcsa GUonorn4eckun




peaktB ansa 6GuonorMyeckonm akTMBHOM (papmaueBTuyeckon cybctaHuum (3a
NCKITIOYEHNEM CTaHOapPTHbIX hapMaKkonenHbiX MUKPOBMONOrnyecknx MeToaoB).

7. MNMapameTp cneundukaumum He 3aTparMBaeT KPUTUYECKUW MapameTp, Hanpumep,
nobon n3 crnegyowmnx: KoONMYECTBEHHOE onpeaenieHne, npumecn (ecnu TOSbKO
onpegesieHHbI  pacTBOpUTESlb OAHO3HAYHO HE MCMNosib3yeTcsd B MPOU3BOACTBE
aKTUBHOM (papmaueBTudeckon cybctaHuum), nwbas Kputndeckas dumanyeckas
XapakTepucTuka, Hanpumep, pasmep 4YacTul, HacbiNHasi NAOTHOCTb A0 W nocne
YANOTHEHUSA, UCMbITaHWE Ha MOANMHHOCTb, BoAda, NbOM 3anpoc Ha M3MEHeHue
4acCTOTbl UCMbITAHUMN.

[okymeHTaums

1. MNonpaBka K COOTBETCTBYHOLLEMY pa3geny (pasgenam) permctpaumoHHOro 4OChe.
2. CpaBHuTenbHasa Tabnuua Tekywmx 1M npeaniaraeMbiX BHYTPUMNPOM3BOLCTBEHHbIX
NCNbITaHUN.

3. MNogpobHoe onucaHne HOBOWM HedapmMakonernHOW aHanUTUYECKON METOAUKM WU
AaHHble Mo Banugaunn (B COOTBETCTBYHOLLNX CIiyvasx).

4. [laHHble aHanu3a ABYX MPOMbILWSIEHHBIX cepui (ans GUonornvyecknx akTUBHbIX
dapmaueBTMYECKNX cybCcTaHuun, npu OTCYTCTBMM OOSMKHbIX OBOCHOBaHUK - TpU
NPOMbILUNIEHHbIE CEPUN) aKTUBHOM (papMaueBTUYEeCKOM CcybCcTaHuMM Mo BCEM
napameTpam cneumukayunm.

5. Ob6ocHoBaHMe (OLEHKA PUCKOB) CO CTOPOHbI AepXxaTens pernctpaumoHHOro
yooctoBepeHust unu gepxarensa MOADPC cooTBeTCTBEHHO, NoATBEPXKAAOLWNE, YTO
BHYTPUMNPON3BOACTBEHHbIE NapaMeTpbl ABASTCA HE3HAYNMbIMWN UITN yCTapeBLUNMMU.
6. OBocHOBaHME CO CTOPOHbI AepxaTend perucTpauuoHHOro YAOCTOBEPEHUA WK
aepxarensa MOADPC cooTBETCTBEHHO HOBbIX BHYTPMMNPON3BOACTBEHHbIX UCMbITAHWUI U
npenenos.

b.l.a.5. N3meHeHune akTuBHoOM | Heobxoaumbl | [lokymeHTbl | NMpoueaypa
drapmaueBTNYECKOM cybCcTaHuMn | e ycrnosus N OaHHble

CEe30HHOMN, npenaHgeMm4eckon nnm

naHaeMn4eckomn BaKLMHbI ans

NPodOUNaKTUKN rpmnna

a) 3ameHa lwTamma (wtammoB) - - Il
CE30HHOMW,  npenaHgeMU4eckon  Unu
naH4eMUYeCcKom BaKLVHbI ans
NPodOUNaKTUKN rpmnna

6.1.6) KoHTporb kayecTBa akTUBHOW hapmMaLeBTUYECKON cybCTaHLmMn

b..6.1. N3meHeHne napameTpoB | Heobxoanmbl | [JokymeHTbl | [Npouenypa
cneuyndukaumm un - (UNn)  KpUTEPUEB | € YCIOBUS N faHHble
npMeMsIeMOCTH aKTUBHOM
drapmMaueBTUYECKOM cybcTaHumn,
McXogHOro Matepuana (MpoMeXyTo4HOro
NpoAyKTa, peaktusa), MUCNosrb3yemMbiX B




npouecce  nNpPouM3BOACTBA  aKTUBHOWM
dapmaueBTMYEeCKon cybCcTaHUmm

a) Yy)KEeCTOoYeHne Kputepuen 1,2,3,4 1,2 IA
npuemMnemMocTm cneyndurkaumnm HY
neKapCcTBEHHbIX npenaparos,

noanexatymx BbIMYCKY cepun

odmumanbHbIM KOHTPOIbHbIM OPraHoM

0) YXKEeCTOYEHNE Kputepues 1,2,3,4 1,2 1A
npuemMnemMocTu cneumdnkaumm

B) AobaBneHue B cneundukaymo Hosoro | 1,2,5,6,7 1,2,3,4,7 1A

napameTpa M COOTBETCTBYIOLLENO emy
MeTo[a UCMbITaHUs

r) WUCKINoYeHne He3Ha4YnUTenbHOro 1,2,8 1,2,6 1A
napameTpa cneuudukauun (Hanpumep,
NCKIMIOYEHNE yCTapeBLLEero napameTpa)

3)# pobaeneHne unn 3ameHa (UCkno4vas - 1,2,3,4,5, IB
OMOMOrNYEeCKyl0 M MMMYHOSOMMYECKYHO 7
cybCcTaHumM0) napameTpa crneundukaumm
M COOTBETCTBYIOLLEr0O emMy MeToaa

NCnblTaHNA n3 coobpakeHnn
©e3onacHoCTU Unun KavyecTsa
YcnoBuga

1. isameHeHne He gaBnseTtca cnegcrtevem nboro obsizatenbCcrtBa, NPUHATOrO Mo
pesynbTataM paHee npoBeLeHHbIX JKCMEPTU3 C LeNbio nepecmMoTpa Kputepues
npuemMnemMocT cneumukaumm (Hanpumep, B XoAde perucrpaumm rekapCTBEHHOro
npenapaTta unu BHECEHUM n3MeHeHn Il Tuna).

2. A'ameHeHne He sBNdaeTCcs crneacTBMeEM HenpenBUAEHHbIX CUTyauun, BO3HUKLINX B
Xoe Nnpou3BoAcTBa, HanpumMep, HOBOW HEKBaNMAULMPOBAHHOW NPUMECU, U3MEHEH WS
npeaesnioB coaep)XaHus CyMMbl NpUMecen.

3. Iloboe mnameHeHMe [OO0SMKHO yKNaablBaTbCA B [Mana3oH TeKylMX of0b6peHHbIX
Kputepues nNpuemMnemMocTu.

4. AHanuTnyeckas MeToauka He U3MEHSAETCS NN U3MEHSETCA He3HaYUTENbHO.

5. Hn oguMH HOBbLIM MeTOA WUCMNbITAHUA HEe OCHOBaH Ha HOBOW HecTaHO4apTHOW
MEeTOA0SIOMMN U CTaHO4apPTHOM METOA0SIOMMN, UCMONb3YyEMOKN NO-HOBOMY.

6. HoBbIn MeTOog uchbITaHUA He gaBnseTca Ouonormvyeckum (MMMYHOSOMMYECKUM,
NMMYHOXMMWUYECKUM) WU METOAOM, MPU KOTOPOM UCMOMb3yeTcs Buonornyeckum
peaktB AOnsa 6Guonornyeckon akTMBHOM apmaueBTMyeckon cybctaHumm (3a
NCKIMIOYEHNEM CTaHAapPTHbIX hapMaKoNenHbIX MUKPOOMONOrn4yecknx MeToaos).

7. N3ameHeHne noboro matepuana He 3aTparMBaeT FeHOTOKCUYHYIO npumech. Ecnn
BOBIieYeHa akTuBHasi papmaueBTndeckast CyocTaHums, 3a UCKNIYEHNEM OCTaTOYHbIX
pacTBopuUTESen, KOTopble LOSMKHbI COOTBETCTBOBATL MpeaenamM COOTBETCTBYIOLLEN
ctatbe ®apmakonen Coto3a unm CooTBETCTBYHOLLEN CTaTbe hapMakoneun rocygapcTs-
YNIeHOB, KOHTPOSNb 06O HOBOW NpUMECKH AOSMKEH COOTBETCTBOBaTb Papmakonee




Coto3za nnu gpapmakonesim rocygapCTB-4eHoB.

8. MNapameTp cneundukaumm He 3aTparmBaeT KPUTUYECKUA NnapameTp, Hanpumep,
nobon 13 criegyrowmx: KONMUYECTBEHHOe onpeaeneHue, npuMmecu (ecnu TOmbKo
onpefeneHHbl pacTBOpUTENb OAHO3HAYHO HEe WUCMOoMb3yeTcsa B MPOU3BOACTBE
akTMBHOM (pbapmaueBTudeckon cybctaHumm), nwbas Kputnyeckass duamyeckas
XapakTepucTuka, Hanpumep, pasMep 4YacTuu, HacbiMHas NIOTHOCTb OO M nocne
YANOTHEHUA, WCNbITaHWE Ha NOLMWHHOCTbL, Boda, NboW 3anpoc Ha nponyck
NCMbITaHWS.

[okymeHTaums

1. NonpaBka K COOTBETCTBYIOLLEMY pasgeny (pasgenam) peructpaumoHHOro SocCbe.
2. CpaBHuTEnNbHaA Tabnuua Tekywmx u npeanaraembix cneundukaummn.

3. lMogpobHoe onucaHme nobor HOBOW aHANMUTMYECKOW METOAMKN WU OaHHble Mo
Banuaauum (B COOTBETCTBYIOLMX CryYasx).

4. [aHHble aHanuM3a 2 npOMbIWEHHbIX cepuit (NpU OTCYTCTBUM OBOCHOBaHUS
obpaTHoro ans BMoNorMYecKNX akTUBHOM hapMaueBTUYEeCKUX CybcTaHumn - 3 cepun)
COOTBETCTBYIOLLEN aKTMBHOM (bapMaLeBTUYECKON CyDCTaHLMM MO BCEM nNapameTpam
cneumdukaumn.

5. B cooTeeTCcTBYWOWNX CryyasX [LaHHble TecTa CpaBHUTENbHOW KUHETUKK
pacTBOpPEHUSA neKapCTBEHHOIO npenapara, cogepxatlero aKTUBHYIO
dapmaueBTMYECKy0 CybCTaHUUO, MO MEHbLUEN MeEpPEe U3 ONbITHO-MNPOMbILLIEHHON
cepun, COOTBETCTBYHOLLYI AEWUCTBYWOWMM W npeasiaraeMbiM cneundukauuam. B
OTHOLUEHUN FEKAPCTBEHHbLIX PacCTUTENbHbLIX MpenapaTtoB MOryT ObiTb OOCTATOYHbI
AaHHble CpaBHUTENbHOW pacnagaemocTy.

6. O6ocHoBaHMe (OLEHKA PUCKOB) CO CTOPOHbI AepXaTens perncTpaumoHHOro
yooctoBepeHust unu gepxarensa MOADPC cooTBeTCTBEHHO, NoATBepXAatlowwme, YTo
BHYTPUNPON3BOACTBEHHbIN NapameTp SABNSAETCS HE3HAYNUMbIM MU YCTapPEBLLMM.

7. OBocHOBaHME CO CTOPOHbI AepaTens PeruMcTpauuoHHOro y4OCTOBEPEHUA WNn
aepxarena MOADC cooTBETCTBEHHO HOBbIX NapameTpa cneyndukaumm n Kputepmes
NpUemMnemMocTMw.

6.1.6.2 W3meHeHne  aHanutmnyeckon | Heobxoamn | [JoKkymMeHTbI Mpoueaypa
METOOMKN aKTUBHOW (hapmaLeBTUYECKOMN Mble N JaHHble
cyOCTaHUMM U UCXOAHOro maTtepuarna | YCroBus
(NMpomexyToyHOro npoaykra, peaktvea),
NCNONb3yeMbIX B npouecce
npou3BoacCTBa aKTUBHOM
drapmaueBTMYECKON cybCcTaHLmn

a) He3HaunmMble n3ameHeHnsa ogobpeHHon | 1, 2, 3, 4 1,2 A
aHanUTU4ecKom MeTOAUKN

0) nckno4YeHne aHanUTUYECKon MeTOaNKN 7 1 IA
aKTUBHOM dhapmavreBTMHECKON
cybcTaHuMM unm UCXOAHOro martepuana
(MpoMeXyTO4YHOro npoaykTa, peakTuBa),
ecnvn anbTepHaTUBHAasi en aHanuMTuyeckas




MeToauKa yxe ogobpeHa

B) Npoyne U3MEeHeHuUs aHanuTuyeckom | 1,2, 3, 5, 1,2 A
METOAMKM  (BKMOYAs  3aMeHy  Unu 6
pobaBneHne) peaktmBa, KoTopasi He
OKasblBaeT 3HAYMMOro BIUSAHUA Ha

COBOKYMNHOE KayecTBO aKTUBHOWN

drapmaueBTMYECKON cybCTaHLmn

A) npoyve u3MeHeHuUs aHanutuyeckom | 1,2, 4,5, 1,2 IB
mMeToaukn (Bknoyvass pobasneHve unm 6

3aMeHy) aKTUMBHOW (papmaueBTUYECKOM
cybcTaHuMM unm UCXOAHOro martepuana
(MpoOMEXyTOYHOro NpoaykTa)

Ycnosus

1. CornacHo COOTBETCTBYKOLIMM akTam, Bxogswwmm B npaso Cor3a npoBefeHa
Heobxoanmas Banuaaumd, noaTeepxpatowas To, YTo 0GHOBNEHHas aHanUTU4YecKas
MeToAMKa NO MeHbLUEeN Mepe 3KBMBaneHTHa npeablayLuen.

2. [llpepenbl cogepXaHUs  CyMMbl MNpUMECEN He  U3MEHUNUCb, HOBble
HekBanMUMpoBaHHbIE NPUMECU HE OOHapPYXXEHbI.

3. Metog aHanu3a He u3MeHuncsa (Hanpumep, U3MEHEeHWe [OSIMHbl KOSIOHKU Wn
TemnepaTtypsbl, HO HEe OPYrov BUA KOMMOHKN U MeToa).

4. MeTog wucnbiTaHua He saABnsieTca OGuonorndecknm  (MMMYHOSOMMYECKNM,
NMMMYHOXMMWYECKMM) WNN METOAOM, B KOTOPOM WCMOMb3yeTcss OBuonornyeckum
peakTuB Ansi OGuMONorMyeckonm akTMBHoOW pbapmMaueBTUYeckon cybcTaHumn (3a
NCKIIOYEHNEM CTaHOapTHbIX hapMakonerHbiX MUKPOBMONOrnyecknx MeToaoB).

5. H1n oguH HOBbIV MeTOoq UCMbITaHMSA HE OCHOBAH Ha HOBbIX HECTaHAAPTHbLIX MeToAax
WNKW cTaHAApTHLIX MeToAax, UCMOSMb3yeMbIX MO-HOBOMY.

6. AkTuMBHas papmaueBTuyeckasi cyOCTaHUMSA He 4dBnsieTca Ouonornyeckomn
(MMMyHORoOrn4eckon).

7. AnbTepHaTMBHaa aHanuTudeckasa MeToamka Afsa napameTtpa cneumdukaumm yxe
ogobpeHa, npu 3TOM Takas MeToguka He Bbina BkrtoveHa nocpeactsom IA (1A HY )-
yBeAOMMEHUS.

[okymeHTauns

1. NonpaBka Kk COOTBETCTBYIOLIEMY pasfdeny (pasgenam) perucTpaumMoHHOro Aocke,
BKItoYas

onucaHve aHanuUTUYecKon MeTodonornn, pestoMe [aHHbIX N0 Banuaauum,
nepecMOTpeHHbIe crneundukaumm Ha npumecu (ecnu NPUMEHMUMO).

2. CpaBHuTenbHble pesynbTaTbl BanuauuuM unv npu  Hanudum o6ocHOBaHUS
CpaBHUTEMbHbIE pe3ynbTaTbl aHanusa, nogTeBepXaawlwime, 4TO Tekylwlee W
npeanaraeMoe ucrblTaHne 3KBUBaneHTHbl. HacTosiwee TpeboBaHMe He NpUMeHsAeTCs,
ecnv gobasnseTcs HoBas aHanUTU4YecKkas MeToauka.

B.1.B) YnakoBOYHO-yKyrnopoyHasa cuctema




b.1.B.1. NameHeHne nepBuYHOM ynakoBkn | Heobxoam | [JOKyMeHTbI Mpouenypa
aKTMBHOW dapmMaueBTUYECKOMN Mble W OaHHble

cybcTaHumm yCcrnoBus

a) KauyecTBeHHbIN % (1nn) 1, 2,3 1,2,3,4,6 A
KOJINYECTBEHHbIN COCTaB

B) ’Knakme aktmBHble papmaLeBTnyecKkmne - 1,2,3,5 6 IB
cybcTaHumm (HecTepunbHbIe)

Ycnosusa

1. Tlo cooTBeTCTBYIOLWMM CBOMCTBAM npeafaraeMbii YNakoBOYHbIA MaTepuan no
MeHbLUEN Mepe OOMMKeH ObiTb 3KBUBaANEHTHbIM 0400peHHOMY.

2. Hauatbl cooTBeTCTByKOLIME WUCCEegOBaHUA CTabMABHOCTU B COOTBETCTBUMM C
akTamu, Bxoaswmmu B npaso Coto3a n 3agBuTenemM Ha MOMEHT BBEAEHUS USMEHEHUN
NpoaHann3npoBaHbl COOTBETCTBYIOLLME NapaMeTpbl CTabUNbHOCTN HE MeHee YeM Ha
2 ONbITHO-MPOMbILUIEHHbLIX WX MPOMBbILSIEHHbIX CEPUSX, B €ro pacrnopsiKeHun
HaXoO4ATCHA YOOBMETBOPUTENbHbIE pe3yrfbTaTbl MO MEHbLEN Mepe 3-X MECSAYHOro
n3yyeHust ctabunobHoctn. OgHako, ecnu npegnaraeMmas ynakoska 6ornee ycronymea
MO CPaBHEHWIO C 3aperMCTPUPOBAHHON, TO 3-X MeCSAYHble AaHHble MO CTaburbHOCTU
He TpebytoTca. 1o 3aBeplleHUM TakMx WCCredoBaHWW, €ecnv pesynbTatbl He
yKnagplBaoTcsa B crneundukaumm unm noTeHumanbHO MOryT He YIOXWUTbCH B
crneundurkaumm Ha KOHeL, cpoka rogHoOCTW (mepuoja MOBTOPHOrO UCMbITAHUS), WX
HeobXoANMO HeMeaNneHHO MnpeacTaBuUTb YMNOSTHOMOYEHHOMY OpraHy (3KCNepTHOM
opraHu3aumm) rocygapcrBa-yneHa BMecTe ¢ npegnaraembimM NiaHoM OENCTBUN.

3. Vckntoyasa ctepunbHble, Xugkme n buonormyeckme (MMMYHONOMMYECKNE) akTUBHbIE
dapmMaueBTMYeckme cybcTaHumu.

[okymeHTauns

1. NonpaBka K COOTBETCTBYIOLLEMY pa3aeny (pasgenam) perucTpauuoHHOro JOcChe.

2. Heobxoaumble gaHHble O HOBOWM ynakoBke (Hanpumep, CpaBHUTENbHbIE AaHHbIE MO
NpoHuLaemocTn, Hanpumep, ana O/ 2, CO 2, Bnarm n 1. A4.), BKNoYaa nogreepxgeHue
TOro, 4TtOo MaTepuan cootBetcTByeT dPapmakornee Cotsa wnu apmakoneam
rocyaapCTB-YfeHoB, UM aktam Bxogswum B npaBo Cors3a Mo nnacTU4eckum
MaTtepuanam n obbekTam, KOHTaKTUPYHOLLNM C NULLEBLIMU NPOAYKTaMU.

3. B cooTBeTCTBYIOWMX Criydadx HeobxoaAnMOo NpeacTaBUTb NOATBEPXKAEHNE TOrO, YTO
B3aMMOOENCTBME MeXay COAEPKUMbIM U YNaKoBOYHbIM MaTepuanomM He NpouCXoanT
(Hanpumep, OTCYTCTBYET NepemMeLleHre KOMMOHEHTOB npegnaraemMoro matepmana B
ero CcoaepXmmoe, KOMMOHEHTbl JeKapCTBEHHOro Mpenapata He nepexogaT B
YyNakoBKy), BKMYas MOATBEPXAEHME TOro, 4YTO MaTepuan COOTBETCTBYET
dapmakonee Cotosa unm oapmMakonesm rocyaapCTB-4IEHOB, UK akTaM BXOASALWMM B
npaBo Cot3a Mo nnacTtuyeckum martepuanam um obbekTam, KOHTaKTUPYHLWUM C
NULLLEBBLIMU MPOOYKTaAMM.

4. [eknapauunsa pepxaTens pernctpauuoHHOro yAOCTOBEPEHUA WNu aepxartens
M®ADPC, yto Tpebyemble nccnenoBaHnsa CTabunbHOCTU HavaTbl B COOTBETCTBUM C
akTamn, Bxogswmmum B npasBo Cot3a (C ykasaHMeM HOMEPOB cepui); N 4Tto (B
COOTBETCTBYIOLMX CryYasiXx) HA MOMEHT BBEAEHUS UBMEHEHUIN B €ro PacnopsiKeHnn




Haxogunucb Tpebyemble MUHMManbHblE  YAOBNETBOPUTESNIbHbIE [aHHble MO
CTabunbHOCTN; N YTO UMElOLMECH AaHHble He CBUAETENbCTBOBaNM O Kakom-nnbo
npobneme. HeobxogMmo Takke nNpeacTtaBuUTb MNOATBEPXKOEHME  TOro, YTO
nccnegoBaHua OyayT 3aBeplleHbl, U ecnu pesynbTatbl He ByayT yknaablBaTbCs B
cneyndukaumm nnm noTeHuManbHO MOryT He YNOXUTbCA B cneumdukauum Ha KoHew,
CpoKa rogHocTu (nepuoga MOBTOPHOIMO WUCMbITAHWUS), UX HEMeOSIeHHO MpeacTaBAT
YNONTHOMOYEHHOMY OpraHy (3KCNepTHOW opraHusauuun) rocygapcrea-yrieHa BMecTe C
npeanaraeMblM Nf1iaHOM OENCTBUN.

5. PesynbTaTbl nccnegoBaHun CTabunbHOCTWU, NPOBEOEHHbIX B COOTBETCTBUU C
akTamu, Bxogdawmmm B npaso Coto3a, N0 3Ha4YMMbIM NapameTpamMm CTaburbHOCTU He
MeHee 4YeM Ha 2 ONbITHO-MPOMBIWEHHbIX WX MNPOMbBILMEHHbIX  Cepusix,
OXBaTblBaAKOLWNX HEe MeHee 3-X MecCsAueB, U MOATBEPXKOAEHUE TOro, YTO YKasaHHble
nccnegoBaHua OyayT 3aBeplleHbl, U ecnu pesynbTatbl He ByayT yknagbiBaTbCHa B
crneunmrkaumm nnn NoTeHUnanbHO MOryT He YNOXUTbCA B cneuudukauum Ha KoHew
CpoKa rogHocTn (nepuoga MNOBTOPHOrO WUCMbITAHWUA), UX HEMeOSeHHO npeacTaBaT
YNOSTHOMOYEHHOMY OpraHy (39KCnepTHOM opraHusaumu) rocygapcrBa-yreHa BMmecTe ¢
npeasiaraeMblM NfiaHOM OENCTBUN.

6. CpaBHEHME OENCTBYOLWNX MU Npeanaraembix cneumdukaymim nepBMYHON ynakoBKK
(ecnn NpUMEHNMO).

b.l.B.2. N3meHeHne napameTpoB | Heobxogumebl | [lokymeHT | [Mpoueaypa
cneundukaumm n - (MNK)  KPUTEPUEB | € YCIOBUS bl N
NPUEMIIEMOCTM  MEPBUYHOM  YNAKOBKM AaHHble
aKTMBHOW dapmMaueBTUYECKOMN
cybcTaHumm

a) yXecTouyeHue Kputepues 1,2,3,4 1,2 1A
npuemnemMocTn cneumukaumm

0) nobaeneHne B cneundurKkaunio HOBOro 1,2,5 1,2, 3,4, A
napamMeTpa M COOTBETCTBYIOLIEMY €My 6
MeToda UCNbITaHUN

B) UCKNtoYeHune HeCyLeCTBEHHOro 1,2 1,2,5 IA
napameTpa cneunukaumm (Hanpumep,
NCKIMIOYEHNE YCTapeBLLEero napameTpa)

r) gobaBneHne unu 3ameHa napameTtpa 1,2, 3,4, IB
cneyndurkaumnm n3 coobpaxeHnn 6
©e3onacHOCTM UnNu KavyecTea

Ycnosus

1. U3meHeHne He aBnsieTcs creactsneM Kakoro-nnbo obszatenscrTea, NPUHATOMO Mo
pesynbTataM paHee MpOBEAEHHbIX 3JKCMEPTU3 C LUenbld aHanuMsa Kputepues
npuemMnemMocTu cneumgukaumm (Hanpumep, B XoAe perucrpaumm JriekapCTBEHHOro
npenapata wWnn BHeCEeHUs Wu3MeHeHun |l Tuna), ecrnm TONbKO OHO paHee He
paccMoTpeHo 1 ofobpeHo B KayecTBe Mepbl nocnenyLwero HabnogeHns.

2. A'ameHeHne He sBndaeTcs crneacTBMEM HenpenBUAEHHbIX CUTyauun, BO3HUKLINX B
Xo4e nNpou3BOACTBA YMaKOBOYHOrO MaTepuana Wnu npu  XpaHeHWU akTUBHOW




dapmaneBTMYECKON cybCcTaHUumN.

3. Jlloboe n3mMeHeHue OO0MKHO YyKNagblBaTbCA B AManNasoH TeKywMxX OgobpeHHbIX
KpuTepmnes NpMeMnemMocTH.

4. AHanuTn4yeckas MeToanKa He NBMEHSETCS UM N3MEHAETCS HE3HAYUTESbHO.

5. Hn oguvH HOBbLIM MeTOA4 WUCMbITAHUA He OCHOBaH Ha HOBOW HecTaHOapTHOWM
METOA0SIOMMN U CTaHAAPTHOM METOAO0SIOMNN, UCNONb3YEMOM NO-HOBOMY.

[okymeHTaums

1. MNonpaBka K COOTBETCTBYHOLLEMY pa3geny (pasgenam) permctpaumoHHOro OChe.
2. CpaBHuTEnNbHaA Tabnuua Tekywmx u npeanaraembix cneundukaummn.

3. MNMoopobHoe onucaHue nOON HOBOW aHaNUTUYECKOM METOAWKM W OaHHble Mo
Banuaauum (B COOTBETCTBYIOLLMX Cryyasix).

4. [aHHble aHanu3a 2 cepur YNakoBOYHOro MaTepuana no BCEM MnapamMmeTpam
cneumdukaumnn.

5. Ob6ocHoBaHMe (OLEHKA PUCKOB) CO CTOPOHbI AepxaTens perncTpaumoHHOro
yOOCTOBEpEHUS unm nepxartens M®PADC, noaTreepXxgatowme, 4yTo
BHYTPUMNPON3BOACTBEHHbIN NapameTp SBAAeTCS HE3HAYUMbIM USTU YCTapeBLLNM.

6. OBocHOBaHME CO CTOPOHbI AepXaTens PerMcTpaumMoHHOro yAOCTOBEPEHUS UN
aepxarensga MOADPC HoBbIX napameTpa cneumdmrkaumm n KpuTepmes NPUEMIEMOCTN.

B.1.B.3. N3ameHeHune aHanuTtudeckon | Heobxoaumel | JokymeHT | [Npouenypa
MeTOaANKMN NcnbiTaHUsA NepBUYHON | € ycnoBus bl N

yNakoBKM aKTUBHOW (papmMaueBTUYECKOMn JaHHble
cybcTaHumm

a) He3HauYuTernbHble N3MEeHeHUs 1,2,3 1,2 IA
YTBEPXKOEHHOM aHANNTUYECKON METOLUKN

0) npoune Wn3MEHEHUs aHanUTUYECKOM 1,3,4 1,2 IA
MeToaukn (Bknovas pobaeneHve unm
3aMeHy)

B) ncknoyeHne aHanuTuyeckoun 5 1 A
METOAMKM, ecnn anbTepHaTuBHas eu
MeToAMKa yXe yTBep)KaeHa

Ycnosua

1. CornacHo COOTBETCTBYHWOLWMM akTam, BXxoaswum B npaBo Coto3a npoBedeHa
Heobxoavmasn Banugaumsa, NOATBeEpXAawLwasa To, YTO 0O6HOBMEHHAA aHanNUTU4ecKas
MeTOoAMnKa No MeHbLLEN Mepe SKBMBAreHTHa npeabiayLuen.

2. Metog aHanmsa He WM3MeHwurnica (Hanpumep, U3MEHEHWe [ONMHbI KONOHKUM Uin
TemnepaTypbl, HO He APYron B KOFIOHKU UK MEeToL).

3. Hn ognH HOBLIM METO UCMbITaHUM HE OCHOBAH Ha HOBbIX HECTaHAAPTHbLIX MeToax
WU CTaHZ4apTHbLIX MeToAax, UCMONb3yeMbIX MO-HOBOMY.

4. AxktTMBHas dapmaueBTnyeckan cybcTtaHuus (NekapCTBEHHbIM MpenapaT) He
ABNATCA BMONOrM4yecknMm (MMMYHOMNOTNYECKUMN).

5. B oTHoweHUN napameTpa cneumdukaunm coxpaHseTcsa aHanuTnieckass METoauka,
npu 9TOM Takad MeToguka He Obina pobasneHa nocpeactsom A (IA HY )-
yBeOMIEHNA.




[okymeHTauns

1. NonpaBka Kk COOTBETCTBYHOLLEMY pasdeny (pasgenam) perucTpaumMoHHOro 4ockbe,
BKIHOYAsi ONUCaHNe aHanUTUYeCKon METOL40NOrMun, pe3tomMme JaHHbIX N0 Banuaaumm

2. CpaBHuTenbHble pesynbTaTbl Banuaauum wunu, nNpu Hanuyimm o6OoCHOBaHWS,
CpaBHUTEMbHbIE pe3ynbTaTbl aHanua3a, noATBepXaawlme TO, YTO TeKyuwlee W
npeanaraeMoe ucnbiTaHue aKBMBaneHTHbl. HacTosilwee TpeboBaHne He npuMeHsieTcs,
ecnv gobaenseTca HoBas aHaNUTUYeCKas MeToauka.

B.l.r) CtabunbHoCTb

b.l.r.1. ameHeHne nepuoga nostopHoro | Heobxogumel | lokymeHT | [Mpoueaypa
ncnblTaHnsa  (Nnepuoga XpaHeHusd) Wnn | e ycrnosus bl U
yCnosum XpaHeHus aKTMBHOW AaHHble
dhapmavueBTmnyeckon cybctaHuumn, ecnun B
perncTpauMoHHOM [oCbe OTCYTCTBYET
cepTtudukaT cooTBeTCcTBMSA EBponenckomn
dapmakonee, oxBaTbiBalOWMA Mepuos
NOBTOPHOrO UCNbITAHUS

a) [lepnog NOBTOPHOrO  MCMbITAHUA
(nepmopg xpaHeHus)

1. CokpalleHune 1 1,2,3 A
4. YBenuyeHne wnu BBedeHWEe nepuoaa - 1,2, 3 IB
NMOBTOPHOIO ncrnblTaHNA (nepuoga

XpaHeHus1), NoaATBEePXOEeHHOro LaHHbIMU

€CTEeCTBEHHOIo XpaHeHus

0) YcnoBusi xpaHeHus

1.  WN3MeHeHVMe yCnoBurM  XpaHeHus 1 1,2,3 IA
aKTUBHOW dhapmMaueBTU4ECKON

cybcTaHuMn Ha Bonee cTporne

3. W3MeHeHMe ycnoBuM  XpaHeHus - 1,2,3 IB
aKTUBHOW dhapmMaueBTU4ECKON

cybcTaHumm

B) AI3aMeHeHne yTBep>KAEeHHON NporpamMmebl 1,2 1,4 1A
N3yyYeHusi CTabnnNbLHOCTH

Ycnosus

1. \3ameHeHne He JOMKHO ObITb CNeacTBMEM HENPEABUAEHHbIX CUTYaLMA, BO3HUKLLINX
B X04e Npou3BoAcCTBa, U U3MEHEHUSI CTabUNBbHOCTH.

2. A3MeHeHUs He NPUBOAAT K pacLUMPEHNIO KPUTEPUEB NMPUEMITIEMOCTM UCTBbITYEMbIX
napamMeTpoB, WCKMOYEHNIO nNapameTpa CTabuUNbHOCTU WAN CHUXEHWUID 4acTOTbl
MUCnNbITaHUN.

[okymeHTaums
1. NonpaBka K COOTBETCTBYIOLIEMY pasfdeny (pasgenam) perMcTpalmMoHHOro 4ocChe.




Heobxogumo  npeacraBuTb  pe3ynbTaTtbl  COOTBETCTBYHOLWMX  UCCNEQOBaHUN
cTabunbHOCTM B peanbHOM BpPEMEHMU, NPOBEAEHHbIX B COOTBETCTBMM C akTamu Mo
cTabunbHOCTK BXxoadawmMMM B npaBo Coro3a He MeHee 4YeM Ha 2 (ana Guonornveckunx
nekapcTBEHHbIX MpenapaTtoB - 3) OMNbITHO-NPOMbBILUMEHHbIX WAN MPOMbILLIIEHHbIX
cepusax akTMBHOM papmaueBTUYECKOM cybcTaHuuK, YNakoBaHHOM C MOMOLLbIO
3aperMcTpMpoBaHHOrO  YNakoBOYHOrO  MaTepumana, W OxBaTblBalOWMX BECb
npegnaraemMbli  Nepuog MNOBTOPHOrO WCMbITAHUA WKW Npeanaraemble  yCnoBus
XpaHeHwus.

2. [logTeepxoeHuMe TOro, 4TO MccnegoBaHWa CTabMMbHOCTM NpPoOBEedEHbl B
COOTBETCTBMM C Tekyllen onobpeHHon nporpammon. PesynbTatbl MccnegoBaHUs
AOIMKHbI  NoATBepXaaTb, YTO COOTBETCTBYKOLWME o0O0bpeHHble cneumdukaumnm
npogosmKatT cobnogaTbes.

3. Konuu yTBepXOeHHbIX crneuudukaumn Ha akKTUBHYIO (apmaueBTUYECKYHO
cybCcTaHumio.

4. O6ocHOBaHMe npegnaraeMbiX U3MEHEHNN.

b.1.0) NpoekTHOe none n NPOTOKON NOCTPErNCTPALNOHHBLIX NU3MEHEHWNI

b.l.0.1. BeegeHue HoBoro npoekTtHoro | Heobxogmm | JokymeHTbl | [Mpoueaypa
nons wnuM pacwupeHme oAoBPEHHOrO | ble YCroBUS | U AaHHbIe
NPOEKTHOro nons aKTUBHOMN
dapmaueBTNYECKOMN cybcTaHumm,
3aTparmsaroLlee

a) OOHY  OnNepaumoHHY  eauHuuy 1 1,2,3 Il
npouecca npon3BoAcCTBa aKTMBHOM
drapmMaueBTNYECKOM cybcTaHumm,
BKIo4ad COOTBETCTBYIOLLUNE
BHYTPUMNPON3BOACTBEHHbIN KOHTPOSIb
(MnKn) aHanNUTUYECKMEe METOANKN

0) aHanuTU4eckme MeTOOMKU WCXOAHbIX 1 1,2,3 [l
mMaTepuarnoB (MPOMEXYTOYHbIX
NPOAYKTOB) n (vnn) aKTUBHOM
dapmaueBTMYECKON cybcTaHumMm

YcnoBuga
1. [1aHHblE U3MEHEHNA NPOEKTHOro Nonsa He 3aTparnBatoT roTOBbIA MPOAYKT.

[okymeHTauns

1. MpoekTHoe nofie ObiNo pa3paboTaHO Ha OCHOBaHMM COOTBETCTBYHOLLMX aKTOB,
BXoaswWwmnx B npaBo Cot3a M MexayHapoAHbIX HayuvHbIX PYKOBOACTB. PesynbTarthbl
nccnegoBaHun paspaboTkm MpoaykTa, npouecca M aHanuMTUYeckom MeTOAO0Sormu
(Hanpumep, B3aumogencTeue pasnuyHbIX NapaMmeTpoB, POPMUPYIOLLMX NoAsnexallee
N3y4YeHUI0 NPOEKTHOE Nore, BKIYasi OLEHKY PUCKOB M MHOrOMEpPHbIE UCCreaoBaHus
COOTBETCTBEHHO), B COOTBETCTBYIOLIMX Criydadx noaTBepXpawlwmne To, 4To
OOCTUIHYTO LeNMOCTHOE MEXaHUCTUYECKOe MOHMMaHWe nokasaTenen KadvecTsa




mMatepuanoB M MnapamMeTpoB Mpouecca Ha KPUTUYECKME MoKasaTenu KadecTBa
aKTUBHOM hapmaueBTUYecKon cybcTtaHumnu.

2. OnucaHne NpoeKTHOro nons B TabnmMyHoOM Buae, BKOYasa nepemMeHHble (CBOMCTBA
MaTtepuanoB 1 napameTpbl Npouecca NPOM3BOACTBA) U UX Npeanaraemble AnanasoHbl.
3. [MonpaBka K COOTBETCTBYOLUM pasgenam permcTpaumoHHOro Joche.

b.l.a.3. WNckntouenne | Heobxoaum | [lokymeHTbl | [Npouenypa
NOCTPEerncTpaLnuoHHOro NpOTOKONa | ble YCNOBUSA | U AaHHbIE
ynpasneHust N3MEHEHNAMMU,
3aTparmearoLmm aKTUBHYIO
drapmaueBTMYECKYO cybCTaHLUMIO
HY

Ycnosus

McknoyeHne  noCTperucTpaumMoHHOro  npoToKona  ynpasBfieHUs  U3MEHEHUSIMU,
3aTparMBalolUMN  akTUBHYKO dpapmaueBTUYeCKy0 CcybCcTaHuuio, He sABnseTcA
cneacTBMEM HENPeABUAEHHbIX CUTYaLUUM UM HECOOTBETCTBUSA crneundukaumm B xoae
BBEAEHUS N3BMEHEHWNIN, ONNCAHHbBIX B MPOTOKOE, M HUKAK HE BIIUSIET Ha YyTBEPXKOEHHbIE
CBeAEHUS, BKINOYEHHbIE B PErMCTpaLMOHHOE JOCLE.

[lokymeHTauums
1. OBocHOBaHMe NpegnaraeMoro UCKYeHUs.
2. lNonpaBka K COOTBETCTBYIOLLUMM pa3genam perMcTpaunoHHOro oche.

b.l.o.4. WameHeHuss  yTBepxaeHHoro | Heobxoamm | okymeHTbl | [Mpoueaypa
NPOTOKOMa ynpasneHns UaMeHeHUs MM ble YCNOBWS | W AaHHble

0) He3HauyuMMble M3MEHEHUA MpPOTOKONa - 1 IB
ynpaefieHUa U3MEHEHUAMU, KOTopble He
N3MEHAIOT CTpaTernio, OnucaHHyl B
NnpoToKone

[okymeHTauns

Heknapauusa, 410 nwboe un3MeHeHWe [OOMKHO YKnaablBaTbCAd B AManasoH
AENCTBYIOLLMX  YTBEPXOEHHbIX KpuTepueB npuemnemoctn. [lomumo  3TOroO,
Aeknapauus TOro, 4YTo B OTHOWeEHUMM 6Buonormyeckux (MMMYHONOrNYECKUX)
rlekapCTBEHHbIX NpenapaToB He TpebyeTcs oueHKa CONoCTaBUMOCTH.

b.l.a.5. Peanunsauusa nameHeHun, | Heobxoaum | JokymeHTol | lNpoueaypa
NpeayCMOTPEHHbIX YTBEPXXOEHHbIM | ble YCIOBUS | U AaHHble

NPOTOKOSIOM YNpaBneHNss NU3BMEHEHNAMU

a) peanusaumsa U3MeHeHust He Tpelbyet 1 1,2,4 IA
JOMONMHUTENbHbIX BCromoraTenbHbIX HY
AaHHbIX

06) peanusauua U3MeHeHna Tpebyet - 1,2,3,4 IB
JOMONMHUTENbHbIX BCromoraTenbHbIX

AaHHbIX

B) peanusauus N3MEHEHUA - 1,2,3,4,5 IB




ouonormyeckoro  (MMMYHOMNOIMMYECKOro)
NeKapCTBEHHOIO nNpenapara

YcnoBusa
MpeanoxeHHoe N3MeHeHMe OCyLLECTBIIEHO B MOSTHOM COOTBETCTBUM C YTBEPXKOEHHBLIM
NPOTOKONIOM ynpaBfieHUst UAMEHEHNAMMN.

[okymeHTaums

1. Ccblfika Ha yTBepXOeHHbIN MPOTOKOS ynpaBfeHNs N3MEHEHUSAMN.

2. [eknapaums, 4YTO WU3MEHEHMe COOTBETCTBYET YTBEPXOEHHOMY MPOTOKOSY
ynpaBneHns UsMeHeHUAMU 1 pe3ynbTaTthl UCCIIeA0BaHNS YOOBETBOPAOT KPUTEPUSAM
NPUEeMIIEMOCTU, OTOBOPEHHbIE B NpoTOKose. NMoMnuMo aToro, geknapaumst Toro, 4To B
OTHOLUEHUN OUNONOrNYECKNX (MMMYHOSOMMYECKMUX) NeKapCTBEHHbIX MpenapaTtoB He
TpebyeTcsa oLeHKa COnoCTaBUMOCTM.

3. PesynbTtaTtbl uccnegoBaHuin, NPOBEAEHHbIX B COOTBETCTBUM C YTBEPXAEHHbLIM
NPOTOKOSIOM YNpaBneHnst U3SMEHEHNAMM.

4. [MonpaBka K COOTBETCTBYHOLLEMY pa3feny permcTpaunoHHOro JocCbe.

5. Konusa yTBepxAeHHbIX crneundukaumMn Ha aKTUBHYIO (apmaueBTUYECKYHO
cybCcTaHumio.

B.1l. JlekapcTBeHHbIN Npenapar
b.1l.a) BHewHwn Bug 1 coctas

b.ll.a.1. WMameHeHne wnn pobaeneHune | Heobxogum | JokymeHTbl | [Mpoueaypa
OTTUCKOB, MPaBUPOBKM UMM NHLIX 3HAKOB, | ble YCINOBUS | W AaHHble

BKMOYaa 3ameHy wunuM  pgobasneHue

YyepHun, NCMNONb3yeMblIX npu

Npou3BOACTBE nekapCcTBEHHOro

npenapara

a) N3MEHEHNSA OTTUCKOB, rPaBUPOBKN NNK 1,2,3,4 1,2 IA
MHbIX 3HAKOB HY
Ycnosus

1. Cneumndmkaymm nekapCcTBEHHOro npenapaTa Ha BbIMyCK U Ha KOHeL, CpoKa rogHOCTH
He N3MEHSAITCS (3a UCKITIOYEHNEM BHELLHENO BNAa).

2. Bce 4yepHuna [omkHbl COOTBETCTBOBATL AeUCTByOWEeMY dapMaueBTUYECKOMY
3aKoHoOaTesrnbCTBY.

3. Pucku (nvHumn pasnoma) He npefHasHavyeHbl AN pasgeneHust Ha paBHble J03bl.

4. 3Haku JIEKApPCTBEHHOIO npenaparta, UCnosrib3yemMble O3 pa3nnyeHnsa OO3NPOBOK,
NOJIHOCTbKO HE yaaJ1eHbl.

[okymeHTaums

1. NonpaBka K cOOTBETCTBYOLIEMY pasfeny (pasgenam) perucTpaumMoHHOro Aocke,
BKNtoYas nogpobHoe rpaduyeckoe Unm noBecTBOBATENbHOE OnMuMcaHue TeKyLlero u
HOBOro BHELLHEro Buaa, a TakkKe COOTBETCTBYHOLMKA MNepecMoTp MHdopMauuu o
rlekapCTBEHHOM npenapare.




2. B cooTBeTCTBYHOLNX Criydasax obpasubl NeKapCTBEHHOro npenapara.

b.1l.a.2. WN3meHeHne  dopmbl  unun | Heobxoamm | dokymeHTbl | [Mpoueaypa
pa3MepoB fieKapCTBEHHON DOPMbI ble YCNOBUS | W AaHHble

a) Tabnetku, kancynbel, cynno3utopun n| 1,2, 3,4 1,4 IA
neccapuu c HeMeaneHHbIM HY
BbICBOOOXOEHMEM

0) nekapCTBEHHbIE dopmbl c - 1,2,3,4,5 IB
OTCPOYEHHbIM, MOANMDULNPOBAHHBIM UK

NPOSIOHIMPOBAHHBLIM BbICBOBOXAEHMEM 1

TabneTkn € puckon, npegHasHa4YeHHON

Ans pa3geneHnst Ha paBHble 403bl

Ycnosusa

1. Npodhunb pacTBOPEHUS N3MEHEHHOrO fleKapCTBEHHOIO npenapaTta conocTaBuM Co
cTapbiM, ecnu npuMeHummo. [lpy HEBO3MOXHOCTM MPOBEOAEHUS  MUCMbITAHUSA

pacTBOPEHNS BpPEMSA pacnagaemMocT HOBOro JieKapCTBEHHOro npenapata B
CpaBHEHUN C HEM3MEHEHHbIM.

2. Cneumndumkauum nekapCTBEHHOrO npenapaTta Ha BbIMYCK U Ha KOHeL, CpoKa rogHOCTH
He N3MEHUITUCL (3a UCKIIOYEHNEM pa3MepoB JSIeKapCTBEHHOM (hopMbl).

3. KayecTBeHHbIN 1 KONUYECTBEHHbLIN COCTaB U CPeHAs Macca He N3MEHUITUCH.

4. WN3meHeHMe He 3aTparnBaeT TabneTkm C PUCKOW, npeaHasHadeHHon ans
pasgeneHuns nekapcTBeHHon oopMbl Ha paBHbIE A03bl.

[lokymeHTauums

1. MNMonpaska K cOOTBETCTBYIOLLEMY pa3feny (pasgenam) perMcTtpauumoHHOro ochbe,
BKMtoYaa noapobHoe rpaduyeckoe oToOpakeHuMe TeKywero wu npeasaraemoro
NONOXEHUNA, a Takke nepecMoTp WHOPMaUMM O feKapCTBEHHOM MpenapaTe
COOTBETCTBEHHO.

2. CpaBHUTENbHbIE AAHHbIE PAaCTBOPEHUS HE MeHee YeM 1 OnbITHO-NPOMbILLITEHHOWN
cepun C TeKywuMMmu 1 npegnaraeMbiMu pasmepamu (B OTCYTCTBUE 3HAYUTENbHbIX
pasniMuMm C TOYKM 3pPeHUs COMocTaBMMOCTM B COOTBETCTBUMM C [lpasBunamu
npoBedeHNs nccrnegoBaHUn BGUMOIKBMBANEHTHOCTU NEKapCTBEHHbIX npenapaToB B
EBpa3snickoMm aKOHOMMYECKOM COto3e). B OTHOLIEHNN NeKapCTBEHHbIX PacTUTESTbHbIX
npenapaToB MOryT 6bITb NpuemMnemMbl AaHHblE CPaBHUTENBHOW pacnagaeMocCTu.

3. O6ocHoBaHVMs  HenpeacTaBfeHUs  pes3ynbTaTtoB  HOBOIMO  UCCegoBaHUsA
OMO3KBMBANEHTHOCTU B COOTBETCTBUM C [lpaBunamu nNpoBefeHus mnccreoBaHun
OMO3KBUBANEHTHOCTN NleKapCTBEHHbIX NpenapaTtoB B EBpasninckoM 3KOHOMWUYECKOM
cotose.

4. B cOOTBETCTBYIOLMNX Crydaax obpasubl NekapcTBEHHOro npenapara.

5. PesynbTaTbl COOTBETCTBYHOLWMX WUCNbITaHM no dapmakonee Cow3a unm no
hapmakonesMm rocyaapCTB-UNeHOB, NoATBepXaalowme SKBMBANEHTHOCTb CBOWCTB
(MpaBuNbHOCTb J03MPOBaHNA).

* MpumeyvaHune Ona B.1l.a.2. B ntoboe namMeHeHne O03UPOBKN JIEKAPCTBEHHOIO
npenapata TpebyeT nogayn 3adBneHUs O pacLIMpeHnn
perncrtpauunm
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b.ll.a.3. N3meHeHne coctaBa | Heobxogum | [JokymeHTbl | [Npoueanypa
(BcnomoraTesnbHbIX BELLECTB) | ble YCrOBUS | W AaHHble
NeKapCTBEHHOrO npenapara

a) U3MeHeHne cocTaBa BKyCOBbIX 40BaBOK
(apomaTn3aTopoB) UK KpacutTenen

1. Job6aBneHune, ncknodexHme nnm 3amena | 1, 2,3,4,5,1 1,2,4,5,6 1A
6,7,9, 10 HY

2. YBenuyeHne wvnNu  yMeHblleHne | 1,2, 3, 4, 1,2, 4 A
coepxxaHus 10

6) Nnpoyne BcnoMoraTenbHble BelllecTBa

1. Jlobaa HesHaumTenbHas kKoppekuus | 1,2, 4, 8, 9, 1,2, 7 A
KOSIM4EeCTBEHHOIo cocTaBa 10
BCNOMOraTenbHbIX BELLECTB
NleKapCTBEHHOro npenapara

6. 3ameHa oaHOro BcrnomMoraTenbHOro - 1, 3,4,5, 6, IB
BewecTBa CXOAHbIM BCNOMOraTenbHbIM 7,8,9, 10
BELLECTBOM C TeMu xe
YHKLUNOHANBbHBbIMU XapakTepUCTUKaMn B
aHanornyHoOMm Konmyectae

Ycnosus

1. NameHeHna pyHKLMOHaNbHbIX XapakTepUCTUK NekapCTBEHHON dOpMbIl, HanNpumep,
BPEMEHM pacnagaemMocTn, NPodunsa pacTBOPEHUS, OTCYTCTBYHOT.

2. Bcakyto He3HaunTenbHYH KOPPEKUMI0 COoCTaBa Ans noggepxaHust obuien macchbl
HeobXoAMMO OCYyLEeCTBASATL BCMOMOraTesibHbIM BELEeCTBOM, COCTaBNSAOWNMM B
HacTosiLee BPeMsi OCHOBHYH YacTb IEKAPCTBEHHOrO npenapara.

3. Cneuundukaumsa nekapCcTBeHHOro npenaparta ob6HOBNEHa B YacTu BHELUHEro Buaa
(3anaxa, Bkyca) n, npy HeEOH6XOANMOCTHU, UCKITHOYEHO UCTbITAHNE Ha NOATMHHOCTb.

4. HauyaTbl COOTBETCTBYWOLINE UCCNefoBaHMA CTabunbHOCTM B COOTBETCTBUM C
AokymeHTamn Coto3a (C  ykasaHMeM HOMEPOB Cepui); npoaHanmns3npoBaHbl
COOTBETCTBYIOLIME MNapaMeTpbl CTAOWMNBHOCTM HE MeHee 4YeM Ha 2 OMbITHO-
NPOMBILUSIEHHBIX WM NPOMbBILWIIEHHbLIX CEepUsX; B PacCroOpsKEHUUM 3asiBUTEnNs
HaxXo4ATCHA YOOBIETBOPUTENbHbIE pe3ynbTaTbl MO MeHbLen Mepe 3-X MeCSYHOro
N3y4yeHns ctabunbHOCTM (Ha MOMEHT BBEAEHMSA N3MEHEHUI |A Tna n yBeaoMneHns
06 un3ameHeHusix IB Tuna); npodunb CTabUNBbHOCTM CXOX C YTBEPXAEHHbIM B
HacTosiee Bpems npocdunem. lNoaTeBepxaeHwe TOro, 4TO uccnegoBaHus OyayT
3aBeplUeHbl, WU, 4YTO ecnu pesynbTaTbl Ha KOHEeL, Cpoka roAHOCTU He 6yayT
yknagplBatbCsl B cneuudukauum uMnm  MOryT MoTEeHUManbHO He YNOXUTbCA B
crneundmkaumm, Nx HEMeasIeHHO NpeacTaBAT YNOSTHOMOYEHHOMY OpraHy (3KcnepTHON
opraHusauuu) rocygapcrBa-yrieHa BMecCTe C npeanaraemMmbiM MNfaHOM AenCcTBUN.
Kpome TOro, B COOTBETCTBYKOLIUX Cry4assx HeobXogMMO npPOBECTU MUCMbITaHWE
doTOCTabMNBLHOCTM.

5. Bce HOBble KOMMOHEHTbI JOMKHbI YO0OBNETBOPATL TPeO0oBaHMSAM COOTBETCTBYHOLLMX




akToB, BXxogswwmx B npaBo Coto3a, KacalwWwMxca KpacuTernen, UCMOoSib3yeMblX B
MULLEBON NPOMBILLUNIEHHOCTU, U BKYCOBbIX 400OaBOK.

6. HnW oguMH HOBbBIN KOMMOHEHT He npegnonaraetT UCNofb3oBaHME MaTepuanos
4YEesIOBEYECKOr0 WM KMBOTHOMO MNPOMCXOXAEHUA, TPebylowwmx OueHKM OaHHbIX
BUPYCHOM ©e30MacHOCTM UnM  COOTBETCTBUA  AEUCTBYHOLWMM  TpeboBaHUAM
dapmakonen Corosa unm papmakonesm rocyaapcTB-4yieHOB N0 MUHMMU3ALUNN pUCKa
nepefayn  areHToB  rybyaton  SHUedanonaTtUM  XKUBOTHbIX  MNOCPELCTBOM
nekapCTBEHHbIX NpenapaToB Ans MeAULMHCKOro U BETEPMHAPHOIO NPUMEHEHUS.

7. B cooTBeTCTBYIOLWMX CIydasX WM3MEHEHUSI He BNUAKT Ha pasnuuuns Mmexay
A03MPOBKaMM M He OKasblBaldT HEraTMBHOIO BIIMAHWA Ha BKYCOBble CBOWMCTBA
nekapCTBEHHbIX NpenapaToB, NpegHa3HaYeHHbIX Ans AeTen.

8. MNpodunb pacTBOpEHUSs HE MeHee YeM 2 OMbITHO-MNPOMBbILIIIEHHbLIX CEPUA HOBOMO
NIeKapCTBEHHOrO  npenaparta  COMoCTaBMM C  HEU3MEHEHHbIM  (OTCyTCTBUE
3HauYUTENbHbIX PA3fiMyMi C TOYKU 3pEHUS conocTaBUMOCTu (cMm. [NpaBuna npoBeaeHus
nccnegoBaHnm GUMO3KBMBANEHTHOCTU JIEKAPCTBEHHbIX nNpenapatoB B EBpasnnckom
3KOHOMMYECKOM coto3e)). [Npn HEBO3MOXXHOCTU NPOBEAEHUSA UCMbITAHUA PaCTBOPEHUS
C NeKapCTBEHHbIMU PacCTUTENbHLIMW MpenapaTaMn BpeMsi pacnagaemMocTh HOBOIO
fleKapCTBEHHOIO Npenapara conoCcTaBUMO C HEM3MEHEHHbIM.

9. NsameHeHne He 4dBnsieTca cnencTtBMEM HecTabunbHOCTM U (UNN) He [OO0SIHKHO
CkasblBaTbCA Ha 6€30MacHOCTU, TO €CTb Pa3NNYNAX MEXAY 403UPOBKaMN.

10. PaccmaTpvBaembii NIEKAPCTBEHHbIN NpenapaT He sBnsgeTcsas 6uonorndyeckum
(MMMYHONOrMYECKUM) NNIEKAPCTBEHHbLIM NPenapaToM.

[lokymeHTauums

1. MNonpaBka K cOOTBETCTBYOLWEMY pa3geny (pasgenam) perMcTpaumMoHHOro gocbe,
BKMOYas MeToAbl WUCMbITAHMA Ha NOAMMHHOCTL BCEX HOBbIX KpacuTenem (ecnu
NMPUMEHMMO), a Takke nepecmoTp MHGOPMaUUM O feKapCTBEHHOM Mpenaparte
COOTBETCTBEHHO.

2. [eknapaumsi, 4TO HayaTbl Tpebyemble wuccnegoBaHMst CTabunNbHOCTU B
COOTBETCTBMM C aKTamu, Bxoadawwmmm B npaso Cotosa (C ykazaHMeM HOMEPOB CEPUNn);
M 4To (B COOTBETCTBYKOLUMX CRy4yasix) HAa MOMEHT BBEOAEHUS M3MEHEHUA B €ro
pacrnopsikeHMM Haxogunucb Tpebyemble MUHUManbHble YOOBAETBOPUTENbHbIE
JaHHble No CTabuUNbHOCTU, N UMEKLLIMEeCH JaHHble He CBUAETENbCTBOBANN O KaKoOW-
nnéo npobneme. HeobxoguMmo Takke npeacTtaBUTb MNOATBEPXAEHME TOro, 4TO
nccnepoBaHus OyayT 3aBeplleHbl, U, eCcniv pesynbTatbl HEe ByayT yknaabiBaTbCa B
cneyndukaumm nnm NoTeHuManbHO MOryT HE YNOXUTbCA B cneumdukaunum Ha KoHel
CpOKa rogHoOCTN, UX HEMEeANEHHO NpeacTaBAT YNONIHOMOYEHHOMY OpraHy (3KCnepTHON
opraHmMsauum) rocygapctBa-yfieHa BMecTe ¢ npegnaraemMbiM ninaHoM AeNCTBUN.

3. PesynbTatbl uccnegoBaHMM CTabWMNbHOCTW, MPOBEAEHHbLIX B COOTBETCTBUN C
akTaMmu, Bxogswummmn B npaso Coto3a, No 3Ha4YMMbIM napameTpam CTaburbHOCTM He
MeHee 4YeM Ha 2 ONbITHO-NMPOMBILMNEHHbIX WU  MNPOMbILMEHHbLIX Cepusix,
OXBaTblBaOLWNX HEe MeHee 3 MecsaueB, U MNOATBEPXKAEHWE TOro, YTO YKa3aHHble
nccnepoBaHus OyayT 3aBepLUEHbl, U ecnu pesynbTaTbl HE OyayT yknagbiBaTbCs B
cneundmkaumm nnn NoTeHUnanbHO MOryT He YNOXUTbCA B cneumdukauum Ha KOHel
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CpOKa rogHOCTU, X HEMeLNEeHHO NpeACcTaBAaT YNONTHOMOYEHHOMY OpraHy (3KCnepTHON
opraHuMsauum) rocygapcrea-ysieHa BMecTe ¢ npegnaraemMbiM niaHoM AeNcTBUN.

4. B coOTBETCTBYHOLMX Criydasix obpasubl HOBOro nekapCcTBEHHOro npenapara.

5. Jlnbo ceptudukat coorBetcTBus EBponenckon dapmakonen no TIO Ha nodown
HOBbIM WCTOYMHMK MaTtepuana, nmbo (ecnn MNPUMMEHUMO) AOKyMeHTarbHoe
noaTBePXOeHne Toro, YTO UCTOYHUK MaTepuana, NoABeEpPXKEHHbIM pucky TI9, paHee
NpoBepeH YMNONIHOMOYEHHbIM OpPraHoM; U ObINIO MOATBEPXOEHO ero COOTBETCTBME
pencteyowen ctatbe Papmakonen Corosa unu OencTByOLWEN CcTaTbe dpapmMakoneu
roCyaapCTB-4fieHOB NO MUHMMM3AUUM pUCKa Mepefadnm areHToB rybyaTton
3HUedanonaTUM XUBOTHLIX MOCPEACTBOM JleKapCTBEHHbIX MpenapatoB  Anis
MeLMLMNHCKOrO U BETEPUHAPHOIO NpUMeHeHus. [na Kagoro Takoro poga matepuana
HeobxoaAMMO NpeacTaBUTb Crnefylolne CBeAeHUs: Ha3BaHMe MNPOU3BOAUTENS; BUA
XMBOTHbIX W TKaHW, W3 KOTOPbIX MOMyYeH Martepuan; cTpaHa MNPOUCXOXOEHMS
XMBOTHbIX N €r0 NCNOSb30BaHME.

6. B cooTBeTcTBYHOWMX Criydadx [AgaHHble, noaTBepXaawlwme TO, 4YTO HOBOE
BCNomMoraTesibHOe BellecTBO He B3aMMOAENCTBYET C aHaNUTUYECKUMU MEeTOLMKaMU
crneundmrkaLmm nekapCcTBEHHOro npenapara.

7. Heobxogonmo nocpeacTBOM Hagnexawen apmaueBTMYeckon paspaboTku
(BknO4aa BOMPOCbI CTAOUNBLHOCTU U NPOTUBOMUKPOOHOIO KOHCEPBUPOBAHUA, €Crnun
NPUMEHNMO) npeacTaBuTb OBOCHOBaHME CMeHbl (Bblbopa) BcrnomoraTenbHbIX
BELECTB U T. A.

8. CpaBHuTENbHbIE AaHHbIE NPOGUNIS PAacTBOPEHMS TBEPAbIX NEKapCTBEHHbIX hopMm
HEe MeHee 4YeM Ha 2 OMbITHO-MPOMbILEHHbIX CEepUAX JleKapCTBEHHOro npenapara
HOBOrO W CTaporo CcocTtaBoB. B OTHOWEHUM neKkapCTBEHHbIX pPacTUTENbHbIX
npenapatoB MOryT ObITb 4OCTATOYHbI AAaHHbIE CPAaBHUTESNbHOW pacrnagaemMocCTy.

9. O6ocHoBaHMA  HenpeacTaBfieHUs  pes3ynbTaTOB  HOBOMO  MUCCnegoBaHWUSA
OMO3KBMBANEHTHOCTU B COOTBETCTBUM C [lpaBunamv nNpoBefeHus mnccreoBaHun
OMO3KBMBANEHTHOCTN NEKapCTBEHHbIX MpenapaTtoB B EBpasnviicKoOM 9KOHOMUYECKOM
cotose.

b.ll.a.4. N3ameHeHne maccbl obonouykn | Heobxoan | [JOKyMEHTbI Mpoueaypa
nekapCcTBeHHbIX opM AN npuema Mble N OaHHblEe

BHYTPb UM N3MEHEHNE MacCbl 060SOYKN | YCrOBUS

Kancynbl

a) TBepAble NnekapcTBeHHbIE opmbl ans | 1, 2, 3,4 1,2 1A
npuema BHYTpPb

Ycnosua

1. MNpohunb pacTBOPEHUss HE MEHee YeM 2 OMbITHO-NPOMBbILLSIEHHbBIX CEPUA HOBOIO
nekapCTBEHHOro npenapara CconoctaBuM CcO cTapbiM. [lpy  HEBO3MOXHOCTU
NPOBEAEHNS UCMbITAHUA PacCTBOPEHUSI C  NEKAPCTBEHHbIMW  PaCTUTENbHbIMU
npenapatamMum BpeMsi pacnagaemMoCTU HOBOMO JIEKapCTBEHHOro npenapata B
CpaBHEHWNWN CO CTapbIM.

2. Obornoyka He siBNSeTCA Ko4eBbIM (hakTOpOM MexaHn3mMa BbICBOOOXOEHUS.

3. Cneuundumkauma nekapCTBEHHOro npenaparta 0OHOBMNEHA TONLKO B YacTW MaccChl U
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pa3mepoB (ecrnn NPUMEHUMO).

4. HayaTbl COOTBETCTBYHOLIME WCCNEAOBaHUS CTabUNbHOCTM B COOTBETCTBMM C
akTamu, Bxogswmmm B npaBo Coto3a He MeHee YeM Ha 2 ONbITHO-NPOMBILLSIEHHbIX UK
NPOMBILUMIEHHBIX CEPUSAX; B PacCropsKEHUN 3aaBUTENISI HA MOMEHT BBeAEHUS
N3MEHEHNN HaxXOAATCA YOOBMETBOPUTENbHbIE MO MEHbLUEN Mepe 3-X MeCsiYHble
AaHHble no CTabunbHOCTWN; NOATBEPXAEHWE TOro, 4YTO WUccrnegoBaHust 6yayT
3aBepweHbl. Ecnu pesynbTatbl He yknagbiBawTCs B - cneuudukaumm - unm
NOTEHUNANbHO MOryT HE YNOXUTbCSA B cneundukaunm Ha KOHel cpoka rogHoCTu, nx
HemMedsIeHHO npenCcTaBAT YMNONTHOMOYEHHOMY oOpraHy (9KCMepTHOM opraHusaummn)
rocygapcrBa-ysieHa BMECTE C npeanaraembiM NnaHoOM SENCTBUMN.

[okymeHTaums

1. NonpaBka Kk COOTBETCTBYIOLLEMY pasaeny (pasgenam) perucTpaumoHHOro AOChe.
2. [eknapauusi, 4TO Ha4yaTbl Tpebyemble wuccnegoBaHuMs CTabunbHOCTM B
COOTBETCTBMM C aKTamu, Bxoadawwmmm B npao Corosa (C ykazaHMeM HOMEPOB CEPUN);
M 4YTO (B COOTBETCTBYKOLUMX Cryvasix) Ha MOMEHT BBEAEHUS W3MEHEHUA B €ro
pacnopsikKeHMn Haxogunucb Tpebyemble MUHUManbHblE YAOBNETBOPUTESNbHbIE
AaHHblE MO CTAabUNBHOCTY; U UMELMECS AaHHblE HE CBMAETENbCTBOBANN O KaKOW-
nmbo npobneme. HeobxoouMmo Takke NpeAcTaBUTb NOATBEPXKOAEHME TOro, 4TO
nccnenoBaHua OyayT 3aBeplueHbl, U ecnu pedynbTatbl He OyayT yknagbiBaTbCs B
crneundunKkaumm unm NoTeHUManbHO MOTYT HE YIIOXUTBCA B cneundukaumm Ha KoHel,
cpoka rogHOCTU, UX HEMEAJIEHHO NPEACTaBAT YNONIHOMOYEHHOMY OpraHy (3KCnepTHON
opraHu3auum) rocygapcrBa-yrieHa BMeCTe C npeanaraembiM MAaHOM AeNCTBUMN.
Kpome TOro, B COOTBETCTBYHLMX Cry4yasx Heob6XOAMMO MpOBECTM MWCMbITaHWe

dOTOCTabUNBLHOCTN.
b.1l.a.6. WcknioyeHne kKoHTenHepa c | Heobxogn | Tpebyemas Bug
pactBoputenem (pasbasutenem) wu3 Mble AOKyMeHTa npoueaypobl
ynaKkoBKU ycrnoBus ums

- 1,2 IB
[okymeHTauns

1. OB6ocHOBaHME WCKIIIOYEHUS, BKIOYasl yKka3aHMe Ha anbTepHaTUBHbIE CNOCOOLI
nonyveHus pactBoputens (pasbaeutens) B uensax 6e3onacHoro n 3adEKTUBHOIO
NPUMEHEHUs NIeKapCTBEHHOro npenaparTa.

2. [MepecmoTpeHHasa MHpopmaLnsa o NnekapCTBEHHOM npenapare.

b.1l.a.7. WN3ameHeHus, sasnsawowmecs | Heobxoan | JokymeHTbl 1 | [Npoueanypa
pacLumpeHnem perncrpawumm no Mble AaHHble
J03MPOBKe JIEKapCTBEHHOro npenapara* | ycnosus

1,2,3 1,2,3 IB

YcnoBus

1. JobaBnsemble unv BBOAUMbIE B3aMEH paHee 3aperMcTpupoBaHHbIX LO3UPOBKW,
AOMMKHbI, Ha MOMEHT noJayn 3asiBfieHMs O TMpUBELEHUM B COOTBETCTBUE
perncTpaumoHHOro gocbe, 6biTb 3aperncTpupoBaHbl XOTd 6bl B OOHOM W3 OpYyrnx
rocygapCTB-YreHoB.

2. Ha MOMeHT nogayn 3aaBreHns o0 NpuBegeHUn B COOTBETCTBUE PErMCTPaLMOHHOIO




aocbke, B pethepeHTHOM rocyaapcTBe A0S KHbI OblTb 3aperncTpmMpoBaHbl HAMMEHbLLAS
n Hanbonblas OO3UPOBKN, NMMOO OO3MPOBKA, ONpeaerieHHas Ha OCHOBaHMM aHanuaa
PUCKOB, B OTHOLLUEHMM KOTOPbIX MpPOBedeHbl COOTBETCTBYHOLUME WCCreaoBaHUS
BGMO3KBMBANEHTHOCTU UMW KITMHUYECKUE UCTIbITAHUA, pe3yrbTaTbhl KOTOPbLIX MOTYT ObITb
3KCTpanonupoBaHbl Ha OCTarnbHblE JO3MPOBKM.

3. [HomxHbl ObITb cobnogeHbl KpuTepun 6GuoBenBepa AONS  AOMNOMNMHUTENbHbIX
A031POBOK, onucaHHble B MpaBunax npoBeaeHus nccnenoBaHUm
OMO3KBMBANEHTHOCTUN NEKaApPCTBEHHbIX NpenapaTtoB B EBpasninckoM 3KOHOMUYECKOM
col3e.

[okymeHTaums

1. Konum  pernctpauuoHHbIX  YyOOCTOBEPEHUA  OpPYyrux  rocygapCTB-4YS1EHOB,
noaTBepXxgarLWwmx permctpaunm BHOBb 3asBNSEMbIX 4O3UPOBOK.

2. Mogynb 3 permcTpaumoHHOro OCke Ha Kaxayt HOBYHO JO3MPOBKY B COOTBETCTBUM
c TpeboBaHmsamu 4actn | npunoxeHna N 1 Kk Hactoawwmm [Mpasunam. Bo3amoxkHa
mMoamdukaums cyuwlecTByrowmMx pasgenos ¢ gobasneHnem B HUX MHOpMaumn o
A03MPOBKax B COOTBETCTBYIOLLNX CIlydasX.

3. O6ocHoBaHMe BO3MOXHOCTWM 3KCTpanonsumMm pesynbTaToB MCCrneaoBaHWUi
OMO3KBUBANEHTHOCTU UCMNbITAHUW Ha HOBblE JO3UPOBKKU, 3asBfieHHble Ha BuosenBep.
B cny4ae GrnoBenBepa Ha ocHoBaHUM BuodrapmaLeBTUHECKON KnacCuduKaLMOHHON
cucTeMbl ycrnosus GuosenBepa O0SKHbI ObiTb BbIMNOMAHEHbI B OTHOLUEHUWN KaXOoW
O03UPOBKMU.

* MpumeyvaHune noboe M3MeHeHMe O03MPOBKMU NIEKAPCTBEHHOro npenapara
TpebyeT Nnogaym 3asiBNEHNSA O pacLUMPEHNUN PermcTpaumm.

6.11.6) MNpounssoacTeo

b.11.6.1. 3ameHa unn pobasneHne HoBon | Heobxoamn | JokymeHTol 1 | [poueaypa
NPOV3BOACTBEHHOW MIOLAAKN ANSA YacTu Mble AaHHblE
Wnn BceX MpoLeccoB MNPOW3BOACTBA | YCNOBUS
NeKapCTBEHHOrO nNpenapaTta

a) nfowagka no BTOPUYHOM ynakoBKe 1,2 1,3,8 IA
HY
0) nnowagka no NnepBMYHOM yNakoBKe 1,2,3,4, | 1,2,3,4,8, IA
5 9 HY
a) naowagka, Ha KOTOpou - 1, 2, 3, 4,5, IB
OCYLLECTBNATCS noodble 6,7,8,9
NPON3BOACTBEHHbLIE onepauun ans
HEeCTEepPUNbHbIX NeKapCTBEHHbIX

npenapaToB, 3a WCKMHOYEHNEM Bblnycka
CEpUN, KOHTPONS cepur, NEPBUYHOU WU
BTOPUYHOWN YNaKOBKM
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Ycnosus

1. YpooBneTBopuTenbHas UHCNEKUNA B Te4eHNe NocneaHnx 3 neT MHCNeKTUpYLWwumMm
opraHamu rocyfapcCTB-4YrieHOB, UM CTPaAHOW, C KOTOPOW 3aKIllo4YeHO OeNCTBylLllee
cornaweHue 0 B3anMHOM MPU3HaHUK Hagnexawien npon3BoaCTBEHHON NPaKTUKMN.

2. lnowagka nuueH3upoBaHa B YCTaHOBIIEHHOM nopsagke (4Ans npovsBoacTsa
paccMaTpuBaeMom fiekapCTBEHHOM (OpMbl NN NTIEKAPCTBEHHOIO Npenaparta).

3. PaccmaTpmnBaembln nekapcTBEHHbLIW NpenapaTt He ABMAETCS CTEPUNbHbIM.

4. B cOOTBETCTBYIOLMX Cryyasx, Hanpumep, B OTHOLLEHUN CYCNEH3NN NNn aMyIibCUn,
NMeeTca cxema Banugaumm UnNu B COOTBETCTBMU C TEKYLUMM MPOTOKOSIOM YCreLHO
npoBegeHa Banuauus HOBOW NMOWadkuM C HEe MeHee 4eM 3 MPOMbILSIEHHBIMU
cepusamum.

5. PaccmaTpuBaembiil NeKapCTBEHHbI npenapaTt He sBnseTca OMonornyeckmm
(MMMYHONOIrMYECKNM).

[lokymeHTauums

1. TlloaTBepxgeHwe TOro, 4YTO nMpegnaraemas nnowagka nuueHsnpoBaHa B
YCTaHOBMIEHHOM nMopsagke [And  npou3BOACTBA  NIeKAapCTBEHHOW  (POPMbl UK
paccmMmaTpuBaeMoro fiekapCTBEHHOro npenapara.

2. B coorBetcTBYlOWIMX criydasx HeobxoOuMMO yKasaTb HOMepa  cepun,
COOTBETCTBYIOLLNE pasMep cepunm U paTty npoussBoacTBa cepuin (He MeHee 3),
MCMNonNb30BaHHbIE B BanuaauuoHHOM WCCrefoBaHUW, W NpeacTaBUTb AaHHble Mo
Banugaumm unm NnpoTokon (Cxemy) Banugaumu, noanexawmim nogade.

3. B NyHKTE O BHOCUMBbIX U3MEHEHUSX 3asiBIEHNA O NPUBEAEHUN PErncTpaLnoHHOro
Aocbe B COOTBETCTBUE C TpeboBaHMsimu Coto3a (ConpoBoANTENBHOM NUcbme, dhopme
3asBNEeHNS O BHECEHUN U3MEHEHUN, NPUITOXEHHOW K COMPOBOAUTENBHOMY MUCbMY)
HeobxogMmMo  4eTKo 0603Ha4MTb paHee OAODpeHHbIX U npeanaraembiX
npousBoauTesNien, Kak ykasaHo B pasgerne 2.5. opMbl 3a8BIIEHUS.

4. Konun yTBEpXKAEHHbIX cneumduKkaunin Ha BbINyCK U KOHEL, CpoKa rogHoCTu (ecnu
NPUMEHNMO).

5. [laHHble aHanm3a 1 NPOMbILMEHHON CEPUN U 2 OMbITHO-MPOMbILSIEHHBIX CEPUN,
NMUTUPYIOLLMX NpOLlecCC nNpou3BoACTBa (MM OBE MNPOMbILSIEHHbIE Cepun) U
CpaBHUTENbHbIE [daHHble C 3 CcepuaMu, TMPOU3BEOEHHbIMM Ha npeablayLllen
Npoun3BoACTBEHHOM nnowaake. o 3anpocy HeobxoanMMoO NpeacTaBUTb AaHHbIE MO
cnegyrowmm 2 MNOSIHbIM MNPOMbILWAEHHBIM CepUaM; HeobxoamMmo CoobLWKUTb, ecnu
pe3ynbTaTbl aHanu3a He ykrnagbliBalTCA B cneumdukauumio, U npeanoxuTts nnaH
JEeNCTBUN.

6. CooTBeTCTBYIOWME OaHHble NO Banugauuu, BKIYas pesyfibTaTbl MUKPOCKOMUK
pacrnipegeneHna no pasmepam 4Yactuy U UX MOPJQONOorMM MSAMKMX W KUOKUX
neKkapCTBEHHbIX OpPM, B KOTOpbIX akTMBHaa dapmaueBTMyeckass CcybcTaHuus
HaxoAUTCS B HEPACTBOPEHHOM COCTOSIHUM.

7. Ecnn Ha HOBOW NPoOW3BOACTBEHHOW NIOWAAKe B Ka4eCcTBe MCXOOQHOro Matepuana
MCNONMb3yeTCa  aKTMBHas  (papmaueBTMyeckass  cybcTtaHuma -  geknapauus
YNOSTHOMOYEHHOro Nnuua nowwankn, OTBETCTBEHHOIO 3a BbIMYCK CEPUN, YTO akTUBHASA
dapmaueBTmyeckaa cybctaHuMa npousBedeHa B COOTBeTCTBMM C  [lpaBunamu
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Hagnexawien Npou3BOACTBEHHOW MPaKTUKM EBpasninckoro 3aKOHOMWYECKOro cokosa
AN UCXOAHbIX MaTepmaros.

8. NonpaBka kK COOTBETCTBYIOLWEMY pasgeny (pasgenam) permctpaumoHHOro 4oche.
9. Ecnu npousBogcTBeHHaa nnowiazgka v nnowagka, Ha KOTOpPOM OCyLLeCTBNAeTCA
nepBUYHasa ynakoBka, pasnmyatorcs,, Heobxoaumo onucaTb U BannampoBaTth YCIOBUS
TPaHCNOPTUPOBKM N XpaHEHUs HepacdacoBaHHoro npenapaTta (bulk).

MNpumevaHus:

Npn M3MEHEeHUM nMpPOM3BOACTBEHHOM MMOWAadKM UKW HOBOW
NPON3BOLCTBEHHOM MNnowaake B CTpaHe 3a npegenamu Cotosa, C
KOTOPOW He 3akr4vyeHO corfawleHMe O B3avMHOM  NpU3HaHUK
Hagnexallen Npon3BoL4CTBEHHOM MPaKTUKK, AepxaTenam 0o nogadu
yBeJoOMIIEHNS pekomMeHayeTcs MPOKOHCYSIbTUPOBATLCA C
YNOSTHOMOYEHHbIMX ~ OopraHamu  (9KCNepTHbIMWU  OpraHu3aumsimn)
rocygapcrea-yrnieHa 1 npeacrtaBuUTb CBEOEHUA O BCEX WHCMEKUUSX,
NpoBefeHHbIX (apMaueBTUYECKMMU MHCNEeKTopaTaMu rocyaapcTtB-
4YneHoB 3a nocriegHue 2-3 roga M (unu) BCex 3annaHMpPOBaHHbIX
NMHCMEeKUMax apMaueBTUYECKUMN  MHCNEKTopaTamMu rocyapcrs-
4YfeHOB, BKMOYas AaTbl MHCNEKUMWA, KaTeropum WHCNEKTUPYEeMbIX
NPOAYKTOB, HAA30pHOE BEAOMCTBO U Npoyune ceeaeHund. Bece ato, npu
HeobxogumocTn, Oyget  cnocobcTBoBaTb  MPUIrOTOBIIEHUAM K
MHCNEeKUunmn Ha COOTBETCTBUE MpaBunam Hagnexawen
NPOM3BOACTBEHHOW MPaAKTUKKU EBpPa3mMMCKOro SKOHOMUYECKOro Coko3a
NPaKTUKN MHCMEeKTopaToM rocygapcrtea-yneHa.  [eknapauuu
YNOSTHOMOYEHHOro nnua, 3aTparuearoLine aKTUBHYO
dapmaueBTmyeckyto  cybctaHumto.  [epxatenun  nuueH3Mi  Ha
Npon3BOACTBO 00si3aHbl B Ka4yeCcTBe UWCXOAHbIX MaTepuanos
MCMONb30BaTb  UCKMIOYUTENTbHO  aKTUBHblE  ddapmaleBTUYeCKue
cybcTtaHumn, npousBedeHHble B cooTBeTcTBUM C  [lpaBunamu
Haanexatiemn NPOn3BOLCTBEHHOW NpPaKTUKK EBpasunckoro
9KOHOMMYECKOro COK3a, NO3TOMY KaXKabl AepXaTenb NUUEeH3NN Ha
NPOM3BOACTBO 00s3aH MpoAeknapupoBaTtb, YTO OH B Ka4decTBe
MCXOOQHOro MaTepuarna Mucnorb3yeT akTUBHYK (papmMaueBTUYECKYHo
cyOCTaHUuMO, NpPOU3BEAEHHYD B cooTBeTcTBUM C  [lpaBunamu
Haanexawen NPON3BOACTBEHHOMN NPaKTUKK EBpasuinckoro
3KOHOMMYecKoro coto3a. Kpome TOro, nocKofbKy YMNOrHOMOYEHHOe
nnuo, OTBETCTBEHHOE 3a cepTudmkaumo cepumn, b6epet Ha cebsa
oOLLYyl0 OTBETCTBEHHOCTb 3a KaXayl Ccepuo, ecnv nrnolwanka,
BbiycKalollad cepuio, OTfiMyaeTcsa  OT  YyKa3aHHOW  Bbllle,
YNOSITHOMOYEHHOE MU0, OTBETCTBEHHOE 3a cepTuduKauuio cepuu,
AOIMKHO npeacTtaBuTb AOMNOSHUTENbHY Aeknapaunmio. Bo MHormx
Cnyyasix BOBMEeYeH TOMbKO OAWH AepXaTenb JUUEH3MM Ha
NPOM3BOACTBO, MO3TOMYy MOTpebyeTcss TOMbKO OOHA Aekrnapauus.
OpHako, ecnu BOBfEYeHbl HECKOSNbKO BragesibLueB JUUEeH3UA Ha
NpPOn3BOACTBO, BMECTO NOoAa4YM HECKOSTbKMX AeKrapauuni 4onycKaeTcs
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nogatb OAHY AeKnapauuto, NoAnucaHHyr OLHUM YMNOSTHOMOYEHHLIM
nuuyom. ITo AONYyCTUMO MNPU YCrOBUK TOroO, YTO: B AeKnapauum 4eTko
yKaszaHo, 4TO OHa nognucaHa OT §fuua BCEX BOBMEYEHHbIX
YNOSTHOMOYEHHbIX WL, OOrOBOPEHHOCTU CKpPenneHbl TEXHUYECKUM
cornawleHvem, onucaHHbelM B rnase 7 [lpaBun Hagnexawen
NPON3BOACTBEHHON MPaKTUKN EBPa3nMmNCKOro 3KOHOMMUYECKOrO COHO3a,
N YyNOSTHOMOYEHHOE NNUO, Nogarollee geknapaumio, ykazaHo B TakOM
cornaweHumn kak 6epyuiee Ha cebsa 06a3aTenbCTBO MO COOTBETCTBUIO
npounssoguTensa (npoussBoauTernien) akTMBHOW drapmaLeBTUYECKON
cybcTtaHumn lNpaBunam Hagnexawen npousBOACTBEHHOW MPaAKTUKK
EBpasnnckoro 3KOHOMWUYECKOrOo COl3a. YKasaHHble cornalleHus
ABNAKTCA NPeaMETOM  MHCNEKUMW  YNOSTHOMOYEHHbIX  OpraHoB
(3KCnepTHbIX OpraHn3aummn) rocygapCcTB-4YieHoB.

b.1.L6.2. WN3meHeHne  umnopTtepa, | Heobxoaumbl | JokymeHTbl 1 | [poueaypa
cornalieHui O BbINyCcke Ccepurl WU | € ycroBus AaHHble
MCNbITAHWA MO KOHTPOSO Ka4yecTBa
NeKkapCTBEHHOrO nNpenapaTta

a) 3aMeHa nnm pobasneHune 2,3,4,5 1,2,3,4 A
nnowiagKku, Ha KOTOpOK
OCYLLECTBIIAIETCA KOHTPOSIb KayecTBa
(ncnbiTaHme) cepun

B) 3amMmeHa nnu pnobaBneHne
NpoOn3BOAUTENS, OTBETCTBEHHOro 3a
BbINyCK cepum

1. 3a uCKNYeHMEM  KOHTpoOns 1,2,5 1,2,3,4 IA
KayecTBa (MCnblTaHWs) cepun HY
2. Bknioyas koHTponb kKayvectBa | 1,2,3,4,5 1,2,3,4 IA
(ncnbiTaHne) cepuin HY
Ycnosusa

1. MNponssoanTenb, OTBETCTBEHHbIA 3a BbIMYCK Cepuu, OOSHKEH pacnonaraTtbCa Ha
TEppUTOPUM Kak MMHUMYM OOHOrO rocygapcTBa-dneHa. Ha Tepputopumn kKak MUHUMYM
OLHOro rocyfdapcTBa-yrieHa COXpaHSeTCHA MO MeHblue Mepe oAHa nnowiagka no
BbINYCKy Cepwuin, cnocobHas cepTuduuupoBaTb UCMbITAHUA FIEKAapCTBEHHOrO
npenapaTta B LieNsx BbiNycka cepui B pamkax Cotosa.

2. Nnowagka nuueH3npoBaHa B YCTaHOBIIEHHOM MOpsiAKeE.

3. JlekapCcTBeHHbI nNpenapaT He sBnseTca OuMonornvyecknm (MMMYHONOMNYECKUM)
neKapCTBEHHbIM NpenapaTomMm.

4. TpaHcep TEXHONOIMMM CO CTapOM Ha HOBYIO NSIOLWLAAKY UM HOBYHO UCMbITATENbHYIO
nabopaTopuio NPon3BeaeH yCneLuHo.

5. B rocygapcTtBe-urieHe unn B CTpaHe He ABNSAILWLENCS rocyaapCTBOM-YIIEHOM, C
KOTOPOW 3aKM4YeHO OeNCcTByKLllee M COOTBETCTBYKLIEe corfalleHne O B3aMMHOM



http://pravo.eaeunion.org/document?id=71446280&sub=1700

NPU3HaHMM Haafexawen npou3BOACTBEHHOW MPAKTUKN Mexay 3TOM CTpaHOu U
Coro30M, coxpaHsieTcs Mo MeHbllen mepe 1 nnowazka no KOHTPOM (UCNbITaHWUIO)
cepuin, cnocobHasi NpoBOAMTb UCMbITAHUSA npenapaTta B LENsX BbiNycka Cepuin B
pamkax Cotosa.

[okymeHTaums

1. Konna nuueH3nn Ha npousBOACTBO N cepTUdUKaT COOTBETCTBUA MPOM3BOAUTENS
TpeboBaHuaM [lpaBun Hagnexawlen npou3BOACTBEHHOW NpakTuku EBpasunckoro
9KOHOMMYECKOro COK3a, Bbl4aHHbIN B TeYeHne 3 nocreaHnx net cooTBETCTBYHOLLMM
YNOSTHOMOYEHHbLIM OpPraHoOM (3KCMEepPTHOW OpraHu3aumen) rocygapcraa-yneHa.

2. B nyHKTE O BHOCUMBbIX U3MEHEHNAX 3asiBNEHUS O NPUBESEHUN PErMcTPaLnNOHHOIo
Aocbe B cooTBeTCTBUE C TpeboBaHmsMmmn Coto3a (CoONpoBOANTENTbHOM NUCbMe, chopme
3asBreHNa 0 BHECEHUN U3MEHEHWUWN, NMPUMNOXEHHOW K CONPOBOAUTENBHOMY MUCbMY)
HeobxoaMmMo  4eTKo 0003HauuMTb paHee OAOOpEHHbIX UM npeanaraembix
Npou3BOaUTESNEN, KaK YKa3aHO B pasgerne 2.5. opMbl 3asBIIEHUS.

3. [eknapaunsa ynonHOMOYEHHOrO fiMua, OTBETCTBEHHOMO 3a cepTUdUMKaLNIO cepuu, B

KOTOPOW  yKasblBaeTCs, YTO npousBoauTesie  (MPOU3BOOAUTENM)  aKTUBHOM
dapmaueBTnyeckon cybctaHunmn, ykasaHHOM B perMcTpaunoHHoM gocke, paboTtaeT B
cooTBeTCTBMM € [lpaBunamu  Hagnexawen npouM3BOACTBEHHOW  MPaKTUKK
EBpasninckoro 9KOHOMMYECKOro Ccot3a [Ansd  UCXOOHbIX  maTtepuanosB. [lpu

onpeaeneHHbix 06CTOATENLCTBAX A0MYCKAETCA NPeACTaBNATb OAHY AeKnapaumio (Cm.
npumevaHme K nameHenuro b.11.6.1).

4. MNonpaBka K COOTBETCTBYHLLEMY pasfaeny (pasgenam) perucTpaumMoHHOro 4ocke,
BKIIHOYasi MHOpMaL MK O NIEKapCTBEHHOM Mpenapare.

b.11.6.3 N3meHeHne npouecca | Heobxoan | JoKymMeHT Mpoueaypa
npou3BoacCTBa nekapcTBEHHOro Mble bl U

npenapaTa, BKMYas MPOMEXYTOYHbIM | YCNOBUSA AaHHble

NpOaYKT, NCronb3yemMbIn B

Nnpou3BoOACTBE nekapcTBEHHOro

npenapara

a) He3HauyMMmble M3MeHeHust npouecca | 1,2,3,4,5,| 1,3, 4,5, 1A
npon3BoacTBa 6, 7 6,7,8

e) HecyLleCTBEeHHoe N3MeHeHne - 1, 2,46, 1B
npouecca npoun3BoacTBa BOOHOM 7,8

CYCMeH3un ans npuema BHyTpb

Ycnosua

1. VI3mMeHeHna KayeCTBEHHOro WM KOMWYECTBEHHOro npoduna npumecen unm
PU3MKO-XMMUYECKNX CBOUCTB OTCYTCTBYIOT.

2. N3ameHeHne kacaeTca TBepaAowW rnekapcTBEHHOW OpMbl Afs NpuemMa BHYTPb
(pactBOpa Ona  npuemMa BHYTPb) C  HEMeENEeHHbIM  BbICBOOOXAEHMEM, U
paccMaTpuBaeMbIl  NIEKApCTBEHHbLIM NpenapaT He aBnseTcs OGuonornvyecknm
(MMMYHONOrMYEeCKNM) U pacTUTESTbHbIM.

3. lNpuHUMN NPOM3BOACTBA, BKMYAA OTAENbHble €ro aTanbl, He W3MEHSITCH,
Hanpumep, 06paboTka NPOMEXYTOYHbIX NPOAYKTOB, OTCYTCTBYHOT M3MEHEHUS KaKuX-
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nnbo pacTBopuUTENEN, NCNOMb3YyEMbIX B NPOLLEeCCe NPON3BOACTBA.

4. 3aperucTtpuypoBaHHbIi B  HacCTosillee Bpemsi npouecc npou3BOACTBa
KOHTPOSNIMPYETCA BHYTPUMNPOU3BOLACTBEHHLIMU KOHTPOSISIMW, U U3MEHEHUE TaKux
KOHTpOSien (paclumpeHmne Unmn UCKNYeHne KputepmeB NpMemMnemMocTun) He TpebyeTcs.
5. Cneuundmkaumm nekapCTBEHHOro npenapara unm NpoMeXyTOYHbIX NPOAYKTOB He
N3MEHSIOTCS.

6. Mo pesynbTaTam HOBOro npouecca JomKeH 06pa3oBbIBaTbCA MAEHTUYHBIN C TOYKN
3peHNs BCEX acnekToB KadecTBa, 6e30nacHOCTM M 3EEKTUBHOCTU NIEKAPCTBEHHOIO
npenaparTa.

7. CornacHo COOTBETCTBYWOLWMM akTtam, Bxogswmm B npaBo Cow3a Ha4vaTbl
COOTBETCTBYIOLWIME UCCNEAOBaHUA CTabUNbLHOCTU HE MeHee YeM Ha 1 OnbITHOM unn
NPOMBbILLITIEHHOM cepuu; B pacnopsikeHun 3asButens HaxoasTcs
yOoBneTBOpUTENbHbIE pe3ynbTaTbl MO MEHbLEN Mepe 3-X MECSYHOro U3yYeHus
ctabunbHocTK. MNoaTBepXxaeHne TOro, YTO UccrnenoBaHus 6yayT 3aBepLUeHbl, U eCnn
pesynbTaTbl He ByayT yknaablBaTbCA B cneundukaumm niam Moryt noTeHunansHO He
YNOXNTBCA B crieundukanmm Ha KOHew, Cpoka rogHOCTU, UX HEMeOEeHHO NpeacTaBaTt
YNOSTHOMOYEHHOMY OpraHy (3KCNepTHOM opraHusaumu) rocygapcrBa-yrieHa BMecTe C
npeasiaraeMblM N1IaHOM OENCTBUN.

HokymeHTaums

1. NonpaBka K COOTBETCTBYOLLEMY pasgeny (pasgenam) peructpaunoHHOro JOCke.
2. B OTHOWEHUN MSATKUX W XUOKNX NEeKapCTBEHHbIX )OPM, B KOTOPbIX akTUBHadA
hapmaueBTMyeckad CyOCTaHUMS HaxoOuTCA B  HepaCTBOPEHHOM  COCTOSIHUWN:
Hagnexawass Banuvgauns WM3MEeHEeHUus, BKYasi MWUKPOCKOMMIO YacTul, B Uensx
NPOBEPKN  BUOUMBIX WU3MEHEHUN MOpPKONoOrMn; CpaBHUTENbHbIE [AaHHble O
pacrnpegeneHnn no pasmepy 4actuy (OUCNEepCHOCTU), MONyYeHHble Hagnexalmm
crnocobom.

3. B oTHOWweHnn TBepablX nekapcTBEHHbIX (POPM: AaHHble Npoduris pacTBOPEeHUN
O[HOW penpe3eHTaTUBHOW MPOMBIWNIEHHON Cepuu U CpaBHUTESbHbIE [AaHHble 3
nocnegHuUx cepumn, NpomnsBeaeHHbIX C MOMOLLbIO NpeablayLero npouecca. o sanpocy
HeobxoaMmMo npencTaBUTb AaHHble MO CrneaylwmuM 2 MOMAHbIM NPOMbILINIEHHbIM
cepusim Unn coobwnTb, ecnn pesynbTaThl He YyKnagbliBalTca B cneumdukaumio v
npegnoXuTb nMnaH AenctBuiA. B OTHOWEHUMM NeKapCTBEHHbIX pPacTUTESNbHbIX
npenapaToB MOryT 6bITb 4OCTATOYHbI JaHHbIE CPaBHUTENLHOW pacnagaemMocCcTy.

4. O6ocHOBaHMA  HernpeacTaBNeHUs  pe3ynbTaTOB  HOBOMO  UCCefoBaHus
OMO3KBMBANEHTHOCTU B COOTBETCTBUM C [lpaBunamv nNpoBefeHus mnccreoBaHun
OMO3KBUBANEHTHOCTN NleKapCTBEHHbIX NpenapaTtoB B EBpasninckoM 3KOHOMWUYECKOM
cotose.

5. MNpun n3meHeHun napameTtpa (NapameTpoB) Mpouecca, KOTOPbIM CYMTAETCA He
OKa3blBalOLLMMU BIIUSIHNE Ha Ka4eCTBO fIEKapCTBEHHOIrO Npenaparta, Aeknapauus, 4to
3TO AOCTUTHYTO B X04€e paHee npoBeAeHHON 040bpeHHON OLLEHKM PUCKOB.

6. Konun cneumdukaumin Ha BbINyCK U KOHeEL, CpoKa rogHOCTH.

7. JaHHble aHanusa cepun (B doopmaTte cpaBHUTENbHOW Tabnuubl) N0 MEHbLUEN Mepe
OLHOW cepun, NPomn3BeEeHHON C MOMOLLbK 0406PEHHOI0 1 NpeasiaraemMoro npolecca.
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Mo 3anpocy HeobxoaMmO nNpeacTaBUTb AaHHble MO crneayrwyMm ABYM MOSMHbLIM
NPOMbILLNEHHBIM CepusM; crnegyet coobwuTb, ecnu pes3ynbTaTbl aHanus3a He
yKnagblBaloTcs B crieyndukaumio U npeanoXxunTb nnad gencteun. [deknapaums, 4to
Ha4aTbl COOTBETCTBYIOLLNE UCCNEOBaAHMS CTabUNBHOCTU B COOTBETCTBUN C aKTamu,
BXoaswmumm B npaso Coto3a (C ykazaHnem HOMEpPOB CEPUn) U n3yveHbl HeobxoaMmble
napameTpbl CTabMNbHOCTM MO MEHbLUENW Mepe Ha 1 OnbITHO-NPOMbILLEHHON WN
NPOMbILLNIEHHON CEpUM U Ha MOMEHT YyBEAOMSIEHMSI B pacrnopsXKeHUu 3asBuTens
Haxo4uUNUCb YOOBNETBOPUTENbHbIE pPedyfibTaTbl MO MEHbLUEN Mepe 3-X MECSYHOro
N3y4yeHmss CTabunbHOCTU; M nNpodunb CTabUNbLHOCTU aHanorMyeH TeKyLen
3aperncTpmpoBaHHon cutyauuu. [llpeactaBneHo noaTBepXaeHue  Toro,  4To
nccnepoBaHusa OyayT 3aBepLleHbl, U YTO ecnn pesdynbTaTbl He OyayT yknaabiBaTbCH B
cneumukaumn nnnm MoryT noTeHumManbHO He YNOXUTbCHa B crneundukaumm Ha KoHel,
CpoOKa rogHOCTU, X HEMEANEHHO NPeACcTaBAT YNONTHOMOYEHHOMY OpraHy (3KCnepTHON
opraHmsauum) rocygapcrBa-yfieHa BMecTe ¢ npegnaraeMblM niaHoM OeNCTBUN.

6.11.6.4. WN3ameHeHne pasmepa cepumn | Heobxoaum | JokymeHTol 1 | [Mpoueaypa

(BkNO4aa AnanasoHbl pa3Mmepa Cepun) | ble yCrnoBus JaHHble

NIeKapCTBEHHOIO Npenapara

a) ykpynHeHune Bnnotb o 10 pas no| 1, 2,3,4,5, 1,4 A

CpaBHEHUIO C 0406pPEHHBIM 7

0) pasykpynHeHune oo 10 pas 1,2, 3,45, 1,4 A
6

A) YKkpynHeHne 6ornee 10 pa3 no - 1,2,3,4,5, IB

CpaBHEHUIO C OO0OpPEHHBLIM pas3MepoM 6

cepun  feKapCTBEHHbIX  opm C
HemeneHHbIM BbicBOOOXAEHMEM (AN
npuema BHYTpPb)

e) macLuTad Npon3BoACTBa - 1,2, 34,5, 1B
duonormyeckoro (MMMYHOSOMMYECKOro) 6
neKkapCTBEHHOrO npenaparta

yBenuuuncs (yMeHbLUMncs) 6es

N3MEeHeHus rpouecca npou3BOACTBa
(Hanpumep, oybnmpoBaHue NNHUK)

Ycnosus

1. IameHeHne He BnMSeT Ha BOCMPOU3BOOMMOCTb U (MNKM) NOCTOAHCTBO KadecTBa
rfieKkapCTBEHHOro npenapara.

2. N3ameHeHne 3aTparvBaeT cTaHOapTHble JieKapCTBEHHble hopMbl AN npuema
BHYTPb C HeMeAsieHHbIM  BbICBOOOXOEHMEM UMM HECTepUsibHble  KUAKME
nexkapcTBeHHble OPMbI.

3. Jllobble nameHeHMss MeTOAOB NPOM3BOACTBA U (MNKN) BHYTPUNPOU3BOACTBEHHbLIX
KOHTpOMnen HeobxoauMmbl TOMbKO AN M3MEHEHWA pasmepa cepuu, Hanpumep,
ncnosb3oBaHne obopyaoBaHUs Apyroro pasmepa.

4. \meeTca cxema Banugauum Unmn B COOTBETCTBUM C TEKYLLIMM MPOTOKONOM YCMELLUHO
npoBefeHa Banvaaums Nnpou3BoACTBa HE MeHee YeM Ha 3 MPOMbILLIIEHHbIX CEPUSIX C




HOBbIM pa3mMepoM B COOTBETCTBUMN C NPUMEHNMbIMU TpeboBaHUSMN.

5. PaccmaTpuBaembil NeKapCTBEHHbIM npenapaTt He sBnseTcd OMonornyeckmm
(MMMyHORNOrMYeCKNMm).

6. IameHeHune He JOmKHO BbITb cnegcTBMEM HeNpeaBUOEHHbIX CUTyauu, BO3SHUKLLMX
B X04€e Npou3BOACTBA, UM N3MEHEHUS CTabnnbHOCTH.

7. Pasvep cepumn yknagbiBaetca B 10-kpaTHbI AnanasoH, nNpegyCMOTPEHHbIN Mnpu
perncTpaumm, unv nocrne nocnenyrwero UsSMeHeHns, He ABNSABLUIEroCa U3MEHEHNeM
IA Tvna.

[okymeHTaums

1. NonpaBka K COOTBETCTBYIOLLEMY pasgeny (pasgenam) peructpaumoHHOro SocCbe.
2. laHHble aHanu3a cepun (B hopmaTe cpaBHUTENBHOM Tabnuubl) N0 MEHbLLEN Mepe
OAHOW MNPOMbBILLSIEHHOM Cepuu, TMPOU3BEOEHHOW B  3apermcTpyupoBaHHOM W
npegnaraemMom pasmepax. 1o 3anpocy HeobxoOuMO NpeacTtaBuUTb AaHHble MO
cnegylowmm 2 nosiHbIM MNPOMbILWSIEHHBIM CEpPUsM; AepXaTeflb PerMcTpaunuoHHOro
yOoocToBepeHusi 0683aH coobLWnTb, ecnu pesynbTaTbl aHannsa He yknagblBalTcH B
cneundukaumio, u NpeasioXknTb NNaH AeNCTBUN.

3. Konuun ogobpeHHbIX cneundukaumin Ha BbiNyCK U KOHEL, CPOKa rOAHOCTH.

4. B COOTBETCTBYWLWNX crydasx HeobxoaumMo ykasaTb HOMepa Ccepun,
COOTBETCTBYIOLIME pasMepy cepunm u pgaTte ux npoussonctsa (He MeHee 3),
MCNOSb30BaHHbIX B BanuauMOHHOM WCCNefoBaHUKU, UMW NpeacTaBUTb MNPOTOKOS
(cxemy) Banngaunu.

5. Heobxoanmo npencraBuTb pesdynbTaTbl Banugauum.

6. PesynbTaTbl uccrnegoBaHui CTabunbHOCTU, NPOBEAEHHbIE B COOTBETCTBMM C
akTamu, Bxogdwmmm B npaso Coto3a, No 3Ha4YMMbIM NapameTpam CTabunbHOCTU MO
MeHbLlen Mepe Ha 1 OMbITHOM WU MNPOMBILSIEHHOMW Cepuu, OxBaTblBalOLWEN MO
MeHbLlen mepe 3 Mecsua; NOATBEPXKAEHME TOro, YTO TakMe uccriegoBaHus 6yayt
3aBepLUEeHbl, U ecnv pe3ynbTaTthl He ByayT yknagbiBaTbCd B cneumdukaumm unm MoryT
NOTEHUMANbHO He YMOXWUTbCA B cheumukaumm Ha KOHeL Cpoka FOOHOCTU, UX
HeMedsIeHHO npeaCcTaBAT YMNOSIHOMOYEHHOMY oOpraHy (9KCNepTHOM OpraHusaummn)
rocygapcrBa-dfieHa BMecTe C npefgnaraembiM MnaHoM AenctBuin. B oTHoweHun
ovonormyecknx  (MMMYHONOIMMYECKUX) CPeacTB:  Aeknapauusi, 4YTO  OLUEHKa
COMNOCTaBMMOCTU He TpebyeTcs.

B.11.6.5. N3meHeHne | Heobxoan | [lokymeHTbl U | [lpouenypa
BHYTPUMNPON3BOACTBEHHbIX UCMNbITAHUN Mble JaHHble
nnu Kputepuen npuemMnemMocTu, | ycrnosus

MCMONb3YILMXCA NpU  NPOU3BOACTBE
NeKapCTBEHHOro npenapara

a) yxectoyeHne | 1,2, 3,4 1,2 A
BHYTPUNPON3BOACTBEHHbIX  KpUTEpues

NpUemMnemMocTm

0) nobaBneHne HoBbIX ucnblTaHun mwnn | 1,2,5,6 |1,2,3,4,5,7 A

KpUTEpPMEB NPUEMNEMOCTH

B)  WCKNKOYEHME  HEeCyLLECTBEHHOIO 1,2, 7 1,2,6 1A




BHYTPUNMPON3BOACTBEHHOIO NCMNbITAHNA

e) pobasneHune nnm 3amMeHa - 1,2,3,4,57 IB
BHYTPUMPON3BOLCTBEHHOIO MCMbITAHUSA
n3 coobpaxeHun O6e3onacHOCTU Wnu
kayecTBa

Ycnosus

1. IameHeHne He sBnsaeTcs CneacTtBMEM Kakoro-nnbo obsi3atenscTBa, NPUHATOrO No
pesynbTataMm paHee [MPOBELEHHbLIX 9KCMepTU3 C LUenblo aHanmMsa KpuTepueB
NpUeMnemMocTin

cneundukaumm (HaNnpumMep, B Xoae permctpaunm nnn BHeceHnsa nameHenun |l tmna).
2. lameHeHne He siBngeTca cneacTBneM HenpeaBUOEHHbLIX CUTyauuin, BO3HUKLINX B
Xo4e nNpom3BoAcTBa, HanNnpuMep, HoBasi HekBanMUUUMpoBaHHasa NPUMECH, U3MEHEHNE
npenenos coagepXxaHnsa CyMMmbl NPUMECEN.

3. Jlloboe m3amMeHeHWe [OO0MKHO YKNaablBaTbCA B AManasoH TeKywux ogobpeHHbIX
KpuTepmnes NpnMemMsniemMocTH.

4. AHanuTnyeckas MeToamka He U3MEHSAETCH UNU U3MEHSETCA HE3HAYUTENBbHO.

5. Hn oguMH HOBbLIM MeTO[ WUCMbITAHUA He OCHOBaH Ha HOBOW HecTaHO4apTHOWM
MEeTOA0SIOMMN U CTaH4apTHOM METOA0SIOMMN, UCMONb3YyeMOM MO-HOBOMY.

6. HoBbin MeTog ucChbITaHUA He gaBnsieTca Ouonornvyeckum (MMMYHONOMMYECKUM,
NWMMYHOXUMWYECKMM) WM METOAOM, B KOTOPOM MCnonb3yeTcsa 6uonornveckun
peakTms Ans OMONOrMyeckom akTMBHOW (pbapmMaueBTUdeckon cybcTaHumn (3a
NCKMIOYEHNEM CTaHAApPTHbIX dapmakonenHblX MUKPOONONOrM4eckux MeToaoB);
MCMblTaHME Ha MOASIMHHOCTbL (B OTCYTCTBME NOAXOASALWEro anbTepHaATMBHOIO
KOHTPOnS).

7. BHyTpunponsBoACTBEHHOE WUCMbITaHWE He 3aTparMBaeT KOHTPOSIb KPUTUYECKOro
napamMmeTpa, Hanpumep: KONMYECTBEHHOE ornpeaeneHne; npumecu (ecrnm TONbKO
onpeaeneHHbln pacTBOPUTENb OO4HO3HAYHO HE WUCMNONb3yeTcsl B MNPOU3BOACTBE);
Noby  KPUTUYECKYIO (PU3MYECKYHD XapaKTepuUCTUKy (pa3Mep 4acTuu, HaCbIMHYHO
NNOTHOCTLIO OO M rocre YnfOTHEHWA W T. [.); UChNbiTaHWe Ha NOASIMHHOCTL (a
OTCYTCTBME NOAXOOALLEro anbTEPHATMBHOIO KOHTPONS); MUKPOOMONOrnyeckuni
KOHTPOSNb (ecnn TOMbKO OH He TpebyeTca B OTHOLWEHUMM OnpeaerieHHON
neKapcTBEHHON POpMblI).

[lokymeHTauums

1. lNonpaBka K COOTBETCTBYHOLLEMY pa3aeny (pasgenam) permcTpaumoHHOro 4OChe.
2. CpaBHuTenbHass Tabnuua Tekywmx U npeanaraembiX BHYTPUNPOU3BOLACTBEHHbIX
NCNbITAHWUA N KPUTEPUEB NPUEMIEMOCTN.

3. NogpobHoe onncaHMe HOBOW aHANUTUYECKOM METOAMKN N OaHHbIE MO Banugaunm
(B COOTBETCTBYHOLLMX CyYasix).

4. [laHHble aHanu3a 2 NPOMbILLIEHHbIX Cepuin (B OTCYTCTBUE LOSMKHbIX 060CHOBaHWMI
ans  buonormyeckux akTuBHbIX apmaueBTUYeckux cybctaHumm - 3 cepun)
nekapCTBEHHOro rnpenapara no BCeM napamMmeTpam cneumdukaumnm.

5. B cOOTBETCTBYIOWMX Crny4vyasdx CpaBHUTENbHble OaHHble NMpPogunsa pacTBOpeHUs
NeKapCcTBEHHOro npenapara He MeHee 4YeM Ha 1 ONbITHO-MPOMBLILISIEHHON CeEpuUN,




NPON3BE4EHHON C MCMNOMb30BaHMEM TEKYLIMX M HOBbIX BHYTPUMNPON3BOACTBEHHbIX
NCNbITAHUNA.

6. B oTHOLLIEHMM NeKapCTBEHHbIX PaCTUTENbHbBIX MPpenapaToB MOryT ObiTb 4OCTATOYHbI
AaHHble CPaBHUTENbHOW pacnagaemMocTu.

7. OBocHoBaHwMe (OLeHKa pPMCKOB), NoaTBepXKAatoLLee, YTO BHYTPUMNPOM3BOLACTBEHHOE
NCNbITaHNE ABMNSETCA HECYLLLECTBEHHbLIM UMK yCTaperno.

8. O6GocHoBaHME HOBOro BHYTPUMPOM3BOLACTBEHHOIO WCMbLITAHUA W  KPUTEpUEB
NpUeMNeMoCTMW.

b.11.8) KoHTponb KavyecTBa BCcomoraTenbHbIX BELWLECTB

b.1l.s.1. N3meHeHne napameTpoB | Heobxogmum | JokymeHTbl | [Mpoueaypa
cneundukaumm n - (MNK)  KPUTEPUEB | ble YCIOBUA | U OAHHblE
npuemMnemMocTm BCMOMOraTenbHOro

BellecTBa

a) YxecTto4yeHune Kputepues | 1,2,3,4 1,2 A
npuemMnemMmocTu cneumdunkaymnm

0) JobasneHue B cneundumkauyuto Hoeoro | 1,2,5,6,7 | 1, 2, 3, 4, 6, A
napameTtpa cneumgukaumnm n 8
COOTBETCTBYIOLLEIO emMy MeToaa

ncnbITaHUN

B) Ncknovernne HeCyLeCTBEHHOro 1,2 1,2, 7 IA

napameTpa creuudukauum (Hanpumep,
UCKIKYEHNe ycTapeBLUEero napameTpa)

e) [JobaBneHne unu 3ameHa (MUCKNOYas - 1,2,3,4,5, IB
OMonorMyeckMn - 1 UMMYHOJSOTNYECKUN 6, 8

npenapaT) napameTpa cneuudukaummn m

COOTBETCTBYIOLLErO emMy MeToada

NCNbITaHWI n3 coobpaxeHun

©e30nacHOCTM UNKn KavYecTBa

X) Ecnu Ha BcnomoraTenbHOe BeLecTBO - 1, 2, 3,4,5, IB
oTcyTcTBYeT cTaThd Papmakonen Cotosa 6, 8

nnn  dpapmakonen rocygapcrB-yrieHoB,
N3MEHEHME B COOCTBEHHbIX [JaHHbIX
cneunMukaumm  Ha  HeodMUMaNbHYIO
dhapmakonero unn gapmMakoner TpeTben
CTPaHbI

Ycnosu4a

1. lameHeHne He siBNsieTcs cneacTBMEM Kakoro-nnmbo obsi3atenbcTBa, NPUHATOrO No
pesynbTataM paHee T[MPOBELEHHbLIX 9KCMepTU3 C LUenblo aHanmMsa KpuUTepueB
npueMnemMocT cneumukaumm (Hanpumep, B XoAde perucTpaumm fekapCTBEHHOro
npenapaTa unu BHECEHUU nameHeHnn |l Tuna).

2. lameHeHne He aBndeTca cneacTBneM HenpeaBuOeHHbIX CUTyauun, BOSHUKLUNX B




Xo[4e Npou3BoACTBa, Hanpumep, HOBOW HEKBaNUUUMPOBaAHHOW NPUMECH, U3BMEHEHUS
npegenoB cogepXXaHnsa CyMmbl NpUMecen.

3. Jlloboe m3amMeHeHne AOO0SMKHO YKNnaabiBaTbCA B AManasoH TEKyLWKUX oO06peHHbIX
Kputepues nNpMemMnemMocTu.

4. AHanuTn4yeckasa MeToamka He N3MEHSETCS UMW N3MEHSIETCSA HE3HAYUTENBLHO.

5. HnW ogmH HOBbIN MeTOO WUCMbITAHMSI HE OCHOBaAH Ha HOBOW HecTaHO4apTHOMU
MEeTOA0SIOMMN U CTaHAAaPTHOM METOAOSIOMMN, UCMONb3YEMOM NO-HOBOMY.

6. HoBbIM mMeTOA4 ucnbITaHUs He sABnAeTca Guonornyeckum (MMMYHOMOMMYECKUM,
NMMMYHOXMMWYECKMM) WU METOAOM, B KOTOPOM WUCMOMb3yeTcs Buonornyeckui
peakTuB Ansi OGuMONorMyeckom akTMBHOW bapmMaueBTUYeckon cybcTaHumn (3a
NCKIMIOYEHNEM CTaHAAPTHbIX hapMaKONENHbIX MUKPOOMONOrMYeCcKnx MeToa0B).

7. N3amMeHeHne He KacaeTCsl FreHOTOKCUYHOM NPUMECH.

8. MNMapameTp cneunukaumm He saTparmBaeT KOHTPOSb KPUTUYECKOro napameTtpa,
HanpumMmep: nNpumMecu (ecnn TONbKO ONpederfieHHbI pacTBOpPUTENb OAHO3HAYHO He
NCMNonb3yeTca B NPOU3BOACTBE); MOBY0 KPUTUYECKYHO (PU3NYECKYI0 XapaKTepUCTUKY
(pasmep YacTuu, HaCbIMHYH MAOTHOCTBIO 40 U Mocsre YNIOTHEHUA U T. A.); UCMbITaHne
Ha MOASIMHHOCTL (B OTCYTCTBME MNOAXOASLLEr0 anbTEePHATMBHOIO KOHTPONS)
MUKPOONONOrNMYECKUI KOHTPOSMb (€Crn TONbKO OH He TpebyeTca B OTHOLUEHWUM
onpeaesieHHON fieKapCTBEHHOM (hopMbl).

[lokymeHTauums

1. lNonpaBka K COOTBETCTBYHOLLEMY pa3geny (pasgenam) perucTpaumoHHOro 4OChe.
2. CpaBHuTeNbHaA Tabnuua TekyLwmx u npeanaraemMblix cneundukaummn.

3. lMogpobHoe onucaHue nbor HOBOW aHANUTUYECKOW METOAWMKU WU OaHHble Mo
Banuaauum (B COOTBETCTBYIOLMX CryyasXx).

4. [laHHble aHanu3a 2 NPOMbILLIEHHbIX Cepuin (B OTCYTCTBUE LOSMKHbIX 060CHOBaHMI
Ans OMONOrMyecknx akTUBHbLIX apmMaueBTudeckux cybctaHuum - 3 cepun)
BCNoMoraTenibHOro BELLECTBa N0 BCEM NapamMeTpam cneumndukaumm.

5. B cooTBeTCcTBYWOWNX CchyyasiX [[aHHble TecTa CpPaBHUTENbHON KUHETUKU
pacTBOPEHNS NEKAapCTBEHHOro npenapata Mo MeHbwen Mepe 1  OonbITHO-
NPOMBbILLITIEHHOM cepum, cofepaLlen BCromorartesibHoe BeLecTBo,
COOTBETCTBYIOLLErO TeKyllen wn npeanaraemMon cneuudpukaumam. B oOTHoweHun
NeKapCTBEHHbIX pPacCTUTENbHbIX MpenapaTtoB MOryT OblTb JOCTaATOYHbl AaHHble
CpaBHUTENbHOW pacnagaemMocCTu.

6. O6ocHoBaHMA  HenpeacTaBfieHMs  pe3ynbTaTOB  HOBOMO  MCCneaoBaHUSA
OMO3KBMBANEHTHOCTM B COOTBETCTBMM C [lpaBunamm NpoBeneHUs UccnegoBaHWin
OMOSKBMBANIEHTHOCTM NEeKapCTBEHHbIX NnpenapaTtoB B EBpPasninckoM 3KOHOMUYECKOM
cotose.

7. ObocHoBaHMe (oLeHKa pUCKOB), NoATBEpXAalllee TO, YTO napameTp aABnseTcs
HeCyLeCTBEHHbIM UK ycTapen.

8. OBbocHoBaHME HOBOro napameTpa cneungukaunm n Kputepmes NpUeMNEMOCTM.

b.1l.B.2. NameHeHne aHanutudeckon | Heobxoamm | [JOKYMEHTbI U Mpouenypa
MEeTOOMKM ANns  BCNOMOraTesibHOro | bie yCcrioBus AaHHble
BeLlecTBa
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a) HesHauynmble N3MeHeHUs 1,2,3,4 1,2 1A

ogobpeHHom aHannTU4YecKomn
METOLMKM
6) MWcknoyeHne — aHanUTU4ecKowm 5 1 IA

METOANKWN, ecnn anbTepHaTMBHaa en
MeToaunka yxxe ogobpeHa

r) Mpo4yne nameHeHUss aHanNTUYECKOM - 1,2 IB
meToaukm (BKnovas gobasneHune unm
3aMeHy)

Ycnosus

1. CornacHo COOTBETCTBYKOLMM OOKYMEHTaM, NpoBeAeHbl Heobxoaunmble
BanugauMoHHble  UCCredoBaHus, noaTeBepxpawwme TO, 4YTO OBHOBMEHHad
aHanuTMyeckas MeToauka no MeHbLUEen Mepe SKBUBasneHTHa npeablayLen.

2. [lpepenbl cogepXaHws  CyMMbl  NpUMeEcCen He  MU3MEHWNIUCb, HOBblE
HekBanMUMpoBaHHbIE NPUMECU HE OOHapPYXXEHbI.

3. Metog aHanu3a He u3MeHuncsa (Hanpumep, U3MEHEeHWe [OSIMHbl KOSIOHKU Wn
TemnepaTtypsbl, HO He OPYrov BUA KOFIOHKW U METOA).

4. HoBbli MeTOA4 WCNbITaHUA He sABNsSeTcsa 6Monornyeckum (MMMYHOSOMMYECKNM,
NMMMYHOXMMWYECKMM) WNN METOAOM, B KOTOPOM WUCMOmnb3yetcs Buonornyeckum
peakTMB (3a WCKIOYEeHMEM CTaHAapTHbIX bapmMakonenHbiX MUKPOBUONOrmyecKnx
MeToLOB).

5. AnbTepHaTMBHas aHanuTU4eckas MetToauka Angd napameTtpa crneumdukaumm yxe
ogobpeHa, Npu 3TOM Takas MeToamka Obina BkrtoveHa He ¢ nomouwbio |A (IA HY )-
yBeAOMMEHUS.

[okymeHTauns

1. NonpaBka Kk COOTBETCTBYIOLLEMY pasdeny (pasgernam) perucTpaumMoHHOro Aocke,
BKIOYasi onvcaHne aHanuTU4eckon MeTodonornn, pestome AaHHbIX MO Banugauuu,
nepecMOTpeHHbIe crneundukaumm Ha npumecu (ecnu NPUMEHMUMO).

2. CpaBHuTernbHble pes3ynbTatbl BanugauuvM wunu, MNpyv HanmMyunm o6O0CHOBaHUSA,
CpaBHWUTEMNbHbIE pe3ynbTaTbl aHanuia, MOoATBepXJawlne TO, YTO Tekyllee U
npegnaraeMoe ucnbiTaHWe SKBMBareHTHbl. [laHHoe TpeboBaHWe He npuMeHseTcs,
ecnv gobasnseTca HoBas aHanNnUTU4Yeckas MeToauka.

b.1.B.3. N3meHeHwne NCTOYHMKa | Heobxoaumbl | [JOKyMEHTbI Mpouenypa
nony4yeHus BCNOMOraTenbHOro | e ycrioBus N faHHble
BeLLeCTBa UM peakTuea ¢ pyuckom T

a) n3 matepmana ¢ puckom TI3 Ha
mMartepwuan pacTUTENbHOIo nnm
CUHTETUYECKOro NPOUCXOXKAEHUS

1. [Ons BcnomoraTenbHbIX BELLECTB 1 1 1A
WNN peakTUBOB, HE WCMOSIb3yeMbIX B
Npoun3BoaCTBE BGuonornyeckomn
(MMMyHORormyeckon) aKTUBHOW
dapmaueBTMYECKON CybCTaHUNN mnu




BGuonornyeckoro
(MMMyHORNOrMYecKkoro)
neKkapCcTBEHHOro nNpenapaTta

2. [Ona BcnomoraTenbHbIX BeLLECTB - 1,2 IB
WNM  pPeakTUBOB, MWCMNOMb3yEMbIX B
Npon3BOACTBE Guonornyeckom
(MMMyHORNOrMYeckom) aKTUBHOWM
dapmaueBTMYecKon cybcTtaHunm mnu
BGuonornyeckoro
(MMMyHORNOrMYecKoro)
NeKapCTBEHHOrO npenapara

YcnoBusa
1. Cneundmkaumm Ha BbINyCK N KOHeL, Cpoka rogqHOCTN BCMOMOraTesnibHOro BellecTBa
N NEKapCTBEHHOro npenapaTa He N3MEHSIOTCS.

HokymeHTaums

1. Jeknapauusa npousBoguTens Unu gepxatenst permctpalmMoHHOro yaoCcToBepeHus
maTtepuana, 4YTO OHW  MOMHOCTbID  PACTUTENbHOrO  WUMAM  CUHTETUYECKOro
NPOMCXOXOEHUS.

2. WccnepoBaHue 9KBMBANEHTHOCTM MaTepuanoB W BRUSHME Ha NPOWU3BOACTBO
rOTOBOro Marepuana u BIMsSiHAE Ha XapakTepUCTUKU (Hanpumep, XapakTepucCTUKM
pacTBOpPEHUs) NekapCTBEHHOro npenapara.

b.1l.B.4. W3meHeHne cuHTe3a wnu | Heobxoaumbl | [JOKyMeEHTbI Mpoueaypa
nonyyeHus HedbapMaKkonemnHoro e ycnosus N OaHHble
BCNoMoraTenibHOro BellecTtBa (ecnu
onucaH B pPerucTpaumMoHHOM [OCbe)
nnu HOBOTO BCNOMOraTenbHoro

BellecTBa
a) HecyLleCTBEeHHoe N3MeHeHne 1,2 1,2,3,4 IA
CUHTE3a nnn nony4yeHus

Hed)apMakonenHoro

BCrnnomMoraTtesribHoro Bewecrtea WIn
HOBOro BCnomMmorartesibHoro sBewecrtBa

Ycnosus

1. Cnocob cuHTe3a 1 cneunukaumm MOeHTUYHbl U OTCYTCTBYKOT KavyeCTBEHHbIE U
KONMUYECTBEHHbIE  U3MEHEeHus npoduna npumecen  (UCKMYad  OCTaTOYHble
pacTBOpPUTENN, MPU YCNOBUKN TOMO, YTO UX KOHTPOJIb OCYLLIECTBNAETCSH B COOTBETCTBUM
C npegenbHbIM coaepXXaHMEM, yKasaHHbIM B akTax, Bxoadwmux B npaso Cotosa) unm
PU3NKO-XMMUNYECKNX CBOUCTB.

2. Vckntovasi aabloBaHThI.

[okymeHTauns

1. NonpaBka K COOTBETCTBYOLLEMY pasgeny (pasgenam) peructpaynoHHOro JocChe.
2. [laHHble aHanu3a cepui (B oopmaTe CpaBHUTENBbHOW Tabnuubl) N0 MEHbLLUEN Mepe
2 cepuu (N0 MeHbLIEN Mepe OMbITHO-MPOMbILLIIEHHbIX) BCIOMOraTenbHOro BeLecTsa,




Npon3BeaeHHbIX C MOMOLLIbIO CTAaporo U HOBOIrO NPOLECCOB.
3. B coortBeTcTBylOWMX chyyasXx [OaHHble TecTa CpPaBHUTENbHOM KUHETUKW
pacTBOPEHNSA NEKAPCTBEHHOrO npenaparta no MeHblen mepe 2 cepun (N0 MeHbLUEN
Mepe OMbITHO-MPOMbILWEHHbIX). B OTHOWEHUN NneKapCTBEHHbIX pPaCTUTENbHbIX
npenapaTtoB MOryT ObITb 4OCTATOYHbI AaHHbIE CPAaBHUTENbHOW pacnagaemMoCcTu.

4. Konunsa ogobpeHHOM 1 HOBOW (€CNU NPMMEHMMO) cneumngukalmin BCnoMoraTesibHoro

BeLlecTBsa.

B.1l.r) KoHTponb kadecTBa nekapcTBeHHOro npenapara

b.ll.r.1.  W3meHeHne  napameTpoB
cneundukaumm n (MNn) KpUtepues
NpYemMsIeMocTu neKkapCTBEHHOro
npenaparta

Heobxoanmsl
e ycrnosusi

[OKyMeHTbI
N OaHHblE

Mpoueaypa

a) YyXKeCTo4eHne Kputepues
NpMeMNEMOCTU cneundmkaymm

1,2,3,4

1,2

0) Yy)KEeCTOoYeHne Kputepues
NPMEMIIEMOCTH cneundmrkaumm
NeKapCTBEHHbIX npenapaTos,
noanexaimx BbINYCKY cepun
odnumManbHbIM KOHTPOSbHBIM OpraHoMm

1,2,3,4

1,2

A
HY

B) pnobaBneHve B cneundukaumio
HOBOIro napameTpa n
COOTBETCTBYKOWEro eMy  MeToaa
UCMbITaHUU

1,2,5,6,7

1,2,3,4,5,

) WCKMOYEHNE  HECYLLECTBEHHOIO
napameTpa cneundukaumnm
(Hanpumep, NCKITOYEHNE yCcTapeBLLEro
napameTpa)

1,2

1,2,6

X) pobasneHue nnu 3amMeHa
(ncknovas Buonormnyeckni n
NMMYHOSOMMYECKNI npenapar)
napameTpa cneumukaumnm n
COOTBETCTBYIOLLEr0O eMy  MeToaa
NcnbITaHUM n3 coobpaxxeHun
©e3o0nacHOCTM UNKn KavYecTBa

1,2,3,4,5,

3) o0OHOBNeHMe perncTpalmoHHOro
AOCbe C  LUenbi  COOTBETCTBUS
NONOXeHnaAM OOHOBIeHHOM 0bLen
ctatbM  Papmakonen Corwsa Ha
NeKapCTBEHHbIN NpenapaT®

1,2,3,4,7,

1,2

A
HY

n) BBogutca crtatbsa  Papmakoneu

1,2,10

1,2,4




Coto3a "OQHOPOAHOCTb
A03MpPOBaHHbIX eauHuy" B Lensax
3aMeHbil TEKyLLEero
3aperncTpMpoBaHHoOro metoga nmbo
ctatbsl  "OOHOPOAHOCTb  €4MHULbI

0031pPOBaHHON nekapcTBEHHOMN
dopmbl (Ao3mpoBaHHOrO
nekapcTBeHHOro npenapara)"
Ycnosusa

1. U3meHeHne He aBnsieTcs creacteneM Kakoro-nnbo obsisatenscrea, NPUHATOrO Mo
pesynbTataM paHee MnpoBeAeHHbIX JKCMepTU3 C Ueriblo nepecmMoTpa Kputepues
npuemMnemMocT cneumukaumm (Hanpumep, B XoAde perucrpaumm JriekapCTBEHHOro
npenapata WnNn BHeceHUn uameHeHun |l Tmna), ecnu TonbKO OBOCHOBbLIBAKOLLAS
AOKyMeHTaumss He Oblna paHee npoBepeHa W yTBepXOaeHa B paMKax Apyrou
npoueaypbl.

2. NameHeHne He sBndAeTCcs crneacTBMEM HenpenBUAEHHbIX CUTyauun, BO3HUKLUNX B
Xo[e NpousBoACTBa, Hanpumep, HOBOW HEKBaNUOUUMPOBaAHHOW NPUMECH, U3BMEHEHUS
npenenos coaepXXaHnsa CyMMbl NpUMecen.

3. Jlloboe m3amMeHeHue [OOIMKHO YKNaablBaTbCA B AManasoH TeKywux ogobpeHHbIX
KpUTEpMEB NPUEMNEMOCTH.

4. AHanuTuyeckas MeToguKa He U3MEHSIETCA NN U3MEHSIETCHA HE3HAYMTENbHO.

5. HW ogvH HOBbBIN MeTo4 MWCNbITAHMS HE OCHOBAH Ha HOBOW HecTaHOapTHOW
MeTo4OMNOrMmn UNn cTaHgapTHON METOAO0NOMKU, UCMNOMNb3yeMOK NO-HOBOMY.

6. HoBbln MeTOA4 ucnbITaHUs He daBndeTcs 6uonornyeckum (MMMYHOMOMMYECKUM,
NWMMYHOXUMWYECKMM) WM METOAOM, B KOTOPOM McCnonb3yeTcs 6uonornveckum
peakTms Ans OMONOrMyeckom akTMBHOW (pbapmMaueBTUYeckon cybcTaHumn (3a
NCKIIOYEHNEM CTaHOapTHbIX hapMakonenHbiX MUKPOBMONOrnyecknx MeToaoB).

7. IameHeHne He 3aTparnBaeT Kakue-nmbo npumecun (BKrovast reHOTOKCUYHbIE) Unun
pacTBOpeEHneE.

8. N3meHeHne 3aTparusaet obGHoBreHne Kputepmes npuemMnemocTu
MUKPOBNONOrNMYECKNX KOHTPOSMEN B LeNsiX COOTBETCTBUA AencTBytowen Papmakonee
Coto3a unu papmakonesm rocyaapcrB-yfieHOB, a 3apermcTpupoBaHHbIE KpUTEPUN
NPUEMNEMOCTU  MUKPOOMOSNOrMYECKMX KOHTPOMEW He BKIYalT  Kakne-nmbo
AOMONHUTENbHbIE  KOHTPONW,  BKMIOYEHHble B crneundukauuio,  NOMUMO
dhapmakonenHbix TpeboBaHMN B OTHOLLEHWUM ONpeaEenieHHON NekapCcTBEHHON OOPMbI.
9. MNapameTp crneundukaumm He 3saTparvBaeT KPUTMYECKUA NapamMeTp, Hanpumep:
KONuM4YecTBeHHOe  onpefeneHve; npuMmecn (ecnu  TOMbKO  onpedenieHHbIn
pacTBOpUTESlb OAHO3HAYHO HE WUCMONb3yeTcsa B MPOU3BOACTBE JIEKAPCTBEHHOro
npenapaTta); nobyo KpUTUYECKYID (U3UYECKYHD XapaKTepUCTUKY (MPOYHOCTb WUnu
XPYMKOCTb TabneTok, He NOKPbITbIX 000NOYKON, pa3mepsbl, U T. 4.); Nbor 3anpoc Ha
NPONYCK UCMbITaHNA.

10. TlpegnaraemMbli KOHTPOfb MOMHOCTLIO COOTBETCTBYET Tabnvue cTaTbu
dapmakoneun Corosa "OgHOPOAHOCTb Macchl €anMHNLbLI JO3UPOBAHHOM NeKapCTBEHHON




dopmbl  (0O3MPOBAHHOIO  NEKapCTBEHHOro npenapaTta)’ M He  BK4aer
anbTepHaTUBHbIE UCMbITAHUA OAHOPOLHOCTU A03UMPOBaHMS C NOMOLLBLIO Bapuauum
MaccCbl NN 0QHOPOAHOCTU COAEPXKaHUA, ecnv nocnegHue ykasaHbol B Tabnvue cratbum
dapmakonen Coroza "OgHOPOAHOCTb MaCChl €ANHMLbI 4O3UPOBAHHOW NTEKapCTBEHHON
doopMbI (4O3MPOBAHHOIO JIEKAPCTBEHHOIO Npenaparta)"

[okymeHTaums

1. NonpaBka K COOTBETCTBYOLLEMY pasgeny (pasgenam) perMcTpaynoHHOro JocChe.
2. CpaBHuTENbHAA Tabnuua Tekywmx u npeanaraembix cneundukaymmn.

3. lMogpobHoe onucaHue nbon HOBOW aHaNUTMYECKOW METOAMKWU M OaHHble Mo
Banuaauum (B COOTBETCTBYIOLMX CryYasx).

4. [laHHble aHanmn3a 2 NPOMBbILLSIEHHbIX CEPUN (B OTCYTCTBME OOMKHbIX 060CHOBaHMI
ans  uonormyeckux akTuBHbIX apmaueBTUYecKnx cybctaHumm - 3 cepun)
nekapCTBEHHOro npenapara no BceM napameTpam cneuudukauun.

5. B COOTBETCTBYWOLUMX Chyyasx [AdaHHble TecTa CPaBHUTENbHOW KUHETUKU
pacTBOPEHNA FeKapCTBEHHOro0 npenapata no MeHbwen wmepe 1 OnbITHO-
NPOMBILLNIEHHON  Cepun,  COOTBETCTBYKOLIME  TeKywen W npeagnaraemon
crneundurkaumsam. B OTHOLEHUN NeKapCTBEHHbIX pacTUTENbHbLIX NpenapaTtoB MOryT
ObITb 4OCTATOYHbI JA@HHbIE CPaBHUTENbHON pacrnagaemMocTMu.

6. ObocHoBaHMe (oueHKa PUCKOB), noaTBepxawuiee, 4YTO MapamMeTp SABMseTCA
He3Ha4YMMbIM.

7. OBocHoBaHWE HOBOro NapameTpa cneumdukaLmm 1 KputTepmes NPUeMNEeMOCTH.

* [MprmeyaHue | ecnu B PeructpaumMoHHOM  [OCbe  3apermcTpupoBaHHOroO
nekapCTBEHHOro npenaparta YynoMuHaeTcs "Tekywee wsgaHue"
HeobxoAMMOCTE B YBEAOMMEHUN  YMNOSIHOMOYEHHbIX OpraHoB
(aKcnepTHbIX OpraHuM3auun) rocygapcrB-yrnieHoB 06 OBGHOBEHHOM
ctatbe ®apmakonen Corosa unv goapmakoneun rocyaapcrs-yneHos. B
CBA3M C 3TUM TakKoe MU3MEHEeHWe MPUMEHHAETCH Npu OTCYTCTBUU
ynoMuvHaHUS 0OHOBNEHHOM (papMaKONenHOW CTaTbW B TEXHUYECKOM
Aocbe, a W3MEHEHMe OCYLLEeCTBMSeTCA B LUenax BKAYEHUNA
YyNOMUHaHWS 06GHOBIEHHOW BEPCUMN.

B.Il.r.2. W3meHeHne aHanutmnyeckon | Heobxoamm | [JOKyMEHTbI Mpouenypa
METOAMKWN NTEKAPCTBEHHOIO NpenapaTa | ble yCroBus | W JaHHble

a) He3HauYuTenbHble N3MEHEHUS 1,2,3,4 1,2 A
yTBEPXXOEHHOM aHanuMTn4eckom

METOONKMN

0) NCKMOYEHNE aHannTU4YecKomn 4 1 IA

METOANKKN, €Cnn anbTepHaTMBHas €ewn
MeToauka yxxe ogobpeHa

a) obHoBNEeHne aHanuTU4eckomn 2,3,4,5 1 A
MEeTOAUKN B LENsaX COOTBETCTBUSA
obHOBNEHHON obuien cTaTtbe

dapmakonen Coro3a unun dpapmakoneu
rocy4apcTB-4YreHOB




€) B uenax OTpaXeHusi COOTBETCTBMUSA 2,3,4,5 1 1A
dapmakonen Cotosa unu cdapmakoneu
rocyapcCTB-4leHOB U UCKITHOYEHUs

YNOMWUHaHUSA ycTapesLlemn

cobcTBEHHOM aHannTU4YecKomn

METOOMKN U ee HoMmepa™

Ycnosusa

1. CornacHO COOTBETCTBYWOLWMM OOKYMEHTaM NpoBedeHbl  Heobxoaumble
BanuaauMoHHbIE nccneaoBaHus, noaTeepxgatowme, 4yTOo oOHOBNEHHas

aHanuTMyeckas MetToauka no MeHbLUen Mepe SKBMBasrieHTHa npeablayLen.

2. [llpepenbl cogepXaHusi CyMMbl NpPUMeEcCed He  U3MEHWNUCb, HOBble
HeKkBanMuUMpoBaHHbIE NPUMECK HE OBHapPYXXEHbI.

3. Metog aHanu3a He M3MeHuncsa (Hanpumep, U3MEHEHWe OSIMHbl KOSIOHKU Wn
TemnepaTtypsbl, HO He OPYrov BUA KOMOHKW U METOA).

4. HoBbli MeTOA4 WCNbITaHUA He sABNseTcsas GMoNornyeckum (MMMYHOSOMMYECKNM,
NMMMYHOXMMWYECKMM) WNN METOAOM, B KOTOPOM WCMOMb3yeTcss OBuonornyeckum
peakTMB (3a WCKIOYEeHMEM CTaHAapTHbIX bapmMakonenHbiX MUKPOBUONOrmYecKnx
MeToLOB).

5. 3apeructpnpoBaHHasi aHanMTMyeckas MeToamKa yXe cCblinaeTcs Ha ObLLYI0 CTaTbio
dapmakonen Cotosa nnum obuyto ctatblo dpapmakoneun rocygapcTB-4rneHoB, a nobble
N3MEHEHUs ABNAITCA HE3HAYUMbIMU N TPeBYIOT OOHOBNEHNS TEXHUYECKOTO JOChE.

HokymeHTaums

1. NonpaBka Kk COOTBETCTBYWOLEMY pasgeny (pasgenam) perncTpalmoHHOro Aochbe,
BKIOYasA OonuMcaHMe aHanmuTMYecKonW MeTOAONornn, pestoMe AaHHbIX NO Banuaauumu,
NnepecMoTpeHHble cneungrkaumm Ha npuMecu (ecnu NPUMEHNMO).

2. CpaBHuTenbHble pesynbTaTbl BanuauuMm unv npu  Hanudum o6oCHOBaHUS
CpaBHMTENbHbIE pe3ynbTaTbl aHanu3a, noaTBepXaawlwme TO, YTO Tekyuiee W
npeanaraeMoe UcnbiTaHue aKBMBaneHTHbl. HacTosilwee TpeboBaHue He NnpuMeHsieTcs,
ecnu gobaenseTca HoBas aHanuTM4yeckas MeToamka.

*pumeyaHne |Ecnu B perucTpaumMoHHOM  [OCbe  3aperncTpupoBaHHOMO
nekapCcTBEHHOro npenapata YnNoMMHaeTcs "Tekywee usgaHue",
HeobXoOMMOCTb B YBEAOMSEHUM  YMOSIHOMOYEHHbIX OpraHoB
(3KCnepTHbIX opraHuMsauuin) rocygapcTB-y4rieHoB 06 OBHOBMEHHOM
ctatbe ®apmakoneun Coto3a unm papmakonen rocygapcrB-4sieHOB
OTCYTCTBYET.

B.1l.0) YnakoBo4YHO-yKynopo4Hasa cuctema

b.ll.a.1. N3meHeHune nepsu4Hon | Heobxoamm | [JOKyMeHTbI K Mpouenypa
YNaKOBKW NEKAapCTBEHHOro npenapara | ble ycnosua JaHHble

a) Ka4yeCTBEHHbIA N KOSIMYECTBEHHbIN
COCTaB

1. TBepble NNeKapCTBEHHbLIE (POPMbI 1,2,3 1,2,3,4,6 IA




2. Markue u HecTepurbHble XWOKue - 1,2,3,5,6 IB
neKapcTBeHHble (hopMbl

0) n3ameHeHne BMaa KOHTEMHEpa unm - -
pobaBrneHne HOBOro KOHTerHepa

1. TBepAable, MsArkMe n HecTtepunbHble - 1,2,3,5,6, IB
XUAKne nekapcreeHHble dopMbl 7
3. NckntoyeHne KOHTENHepa 4 1,8 1A

NepBUYHON YMNaKOBKW, KOTOPOE He
NPUBOANUT K MOSIHOMY UCKIHOYEHUIO
[031POBKM nnu nekapCcTBEHHOM

dopmbl

Ycnosus

1. VIameHeHne 3aTparmBaeT TOSMbKO OOWMH W TOT XE& BWUL YNAKOBKM (KOHTEWHepa)
(Hanpumep, 6nnctep Ha Gnnctep).

2. [1o 3Ha4YMMbIM CBOWMCTBaM npeasiaraembii yNnakoBOYHbIN MaTepuan SOSmMKEH BbiTb
MO MeHbLLEN Mepe KBUBANIEHTHbIM 040OpEHHOMY.

3. HavaTbl cooTBeTcTBylOWME UCCNefoBaHNA CTaburibHOCTU B COOTBETCTBUM C
akTamu, Bxogdawmmm B npaso Coro3a u 3asgBuTeneM Ha MOMEHT BBEOEHUS N3MEHEHUI
NpoaHann3npoBaHbl COOTBETCTBYIOLLME NapaMeTpbl CTabUNbHOCTN HE MeHee YeM Ha
2 OMbITHO-NMPOMBILWEHHbLIX WS MPOMbILIIEHHbIX CEepusx, B €ro pacrnopsiKeHun
HaxoOATCs yaoBNeTBOpUTENbHbIE pe3yfibTaTbl MO MeHblen Mepe 3-X MeCs4HOro
n3yyeHust ctabunbHocTn. OgHako, ecnu npegnaraemasa ynakoska 6ornee ycronymea
MO CpaBHEHUIO C OA0OpEeHHOW, TO 3-X MeCsYHble AaHHble Mo CTabunbHOCTU He
Tpebytotca. MccnemoBaHns O0MmKHblI ObiTb 3aBeplleHbl, eCnu UX pesynbTaTbl He
yKnagblBaloTcsa B cheuyndukaumm unm nNoTeHuManbHO MOryT He YIOXUTbCA B
crneundmrkaumm Ha KoHel, cpoka rogHOCTU, NX He0BXO0ANMO HeMeaIeHHO NpeacTaBuTb
YNOfTHOMOYEHHOMY OpraHy (3KCnepTHOW opraHusauuun) rocygapcrsa-yreHa BMecTe C
npegnaraemMbiM nnaHoM LENCTBUN.

4. OcTtaBLwasdacsa opma (hbopmbl) BbiNycka NekapCTBEHHOrO npenapara AOoMmMKHa ObiTb
goctatodHa  ans BbIMOSIHEHUS pekoMeHgaunm no  [A03UPOBaHUIO n
NPOLOIMKUTENBHOCTU NEYEHNS, yKa3aHHbIX B O0LLEN XapaKTePUCTUKE SIeKapCTBEHHOIO
npenapara.

[lokymeHTauums

1. NonpaBka K COOTBETCTBYOLLEMY pasaeny (pasgenam) perucTpayunoHHOro JocCke.
2. Heob6xoaumble aaHHbIE O HOBOW ynakoBKe (HanpumMep, CpaBHUTESNbHbIE AAHHbIE NO
npoHnyaemocTu, Hanpumep, ana O 2, CO 2, Bnarm n 1. 4.).

3. B cooTBeTCTBYIOLLMX Criyvasx HeobxoaMMo nNpeacTaBuTb NOATBEPXKAEHNE TOrO, YTO
B3aMMOOENCTBME MeXOy COAEPXKUMbIM MU YNakoBOYHbIM Matepuariom He NpouCXoauT
(Hanpumep, OTCYTCTBYET nNepemeLleHne KOMMOHEHTOB NpeafaraeMoro matepuana B
ero Ccoaepxummoe, KOMMOHEHTbl NEeKapCTBEHHOro Mpenapata He nepexoaar B
YyNakoBKy), BKMYasi MOATBEPXAEHWE TOro, 4TO MaTepuan COOTBETCTBYeT
dapmakonee Cotosa nnu papmakonesam rocyaapCcTB-4neHoB, NN akTam, BXOASALWNM B
npaBo Col3a no niacTuyeckMm martepvanam uM obbekTam, KOHTaKTUPYHLMM C




NULLEBLIMU MPOAYKTaMMU.

4. [eknapaums, 4TO HavaTbl Tpebyembie wuccrnegoBaHuss CTabunbHOCTM B
COOTBETCTBMM C aKkTaMu, BXoasawmnM B npaBo Coto3a (C ykazaHMeEM HOMEPOB CEPUN); K
YTO (B COOTBETCTBYHIOLLMX CIyYasX) HA MOMEHT BBEAEHUSA U3BMEHEHNI B pacnopsXKeHnn
3aaBuUTENSA Haxoamnucb TpebyemMble MUHMMarbHbIE YO0BETBOPUTESbHbIE AAHHbBIE NO
CTabunNbHOCTU; N YTO UMelWMeCca AaHHble He CBUAETENbCTBOBaNM O Kakom-nnbo
npobneme. HeobxogMmo Takke nNpeacTtaBuUTb MNOATBEPXKOEHME  TOro, YTO
nccnegoBaHua OyayT 3aBeplleHbl, U ecnn pesdynbTatbl He GyayT yknagbiBaTbCs B
crneundmkaumm nnn NoTeHUnanbHO MOryT He YNOXUTbCA B cneumdukauum Ha KoHew
CpOKa rogHoCTU, UX HemMeLneHHO NpeacTaBAT YNOSIHOMOYEHHOMY OpraHy (3KCnepTHON
opraHusauummu) rocygapcra-dneHa BMecTe ¢ npegnaraembimM NiaHoM OeNCTBUN.

5. PesynbTaTtbl mnccnegoBaHUn CTabUMAbHOCTWU, NPOBEAEHHbIX B COOTBETCTBUM C
akTamu, Bxogdwmmm B npaso Coto3a, N0 3Ha4YMMbIM NapameTpamM CTaburbHOCTU He
MeHee 4YeM Ha [ABYX OMbITHO-MPOMBILWEHHbIX WM  MPOMbILAEHHBIX CepusX,
OXBaTblBAlOLNX HE MeHee 3-X MecsueB, W MOATBEPXAEHMEe TOro, YTO YKa3aHHble
nccnenoBaHua OyayT 3aBepLUeHbl, U ecnu pe3ynbTaTtbhl He ByayT yknagbiBaTbCHa B
crneunmrkaumm nnn NoTeHUnanbHO MOryT He YNOXUTbCA B cneuudukauum Ha KoHew
CpOKa rogHoCTH, UX HeMeLneHHO NpeacTaBAT YNOSIHOMOYEHHOMY OpraHy (3KCnepTHON
opraHu3aumm) rocygapcraa-yrieHa BMecTe ¢ npegfaraembimM niiaHoM OeNCTBUN.

6. CpaBHeHME TEKYLWMX M NpegnaraeMblx cneumdukaymim nepBUYHON ynakoBkn (ecnm
NPUMEHNMO).

7. B cooTBeTCTBYIOLWNX CcnyYasx o6pasLbl HOBOro KOHTENHepa (YKynopKm).

8. [leknapauus, 4To ocTaBLUMCSA pa3Mep (pasMepbl) yNakoBKM COOTBETCTBYET PEXUMY
A03MPOBaHNS U NPOLOIMKUTENbHOCTU JIeYEHUA W AO0CTATOYHbl Af1S1 BbINOSTHEHMS
pekoMeHgaumMn no [[O3UPOBaHUID, MpPUBEOEHHbIX B 0OWEen XapakTepuctuke
NeKkapCTBEHHOrO npenapara.

Mpumeyann | Ona B.11.4.1.6) - ecnn nameHeHne npmBoauT K "obpasoBaHWO HOBOM
e nekapctBeHHOW dopMmbl", TO Takoe Uu3MeHeHue TpebyeT nogayn
3asiBMEHNA O pacLUMPEHUN perncTpaumu.

b.1.Lo.2. WameHeHne napameTpoB | Heobxoammbl | [okymeHTbl 1 | [Mpoueaypa
cneundvkaumm n (MnNn) KputepueB | € YCroBUS AaHHble
NpUeMNeMocT NepPBUYHON YNakoBKK
NeKapCTBEHHOro npenapara

a) Y)KECTOYEHne Kputepues 1,2,3,4 1,2 A
npuemMnemMocT cneumdukaymm

6) pobGaeneHve B cneuudurKaLmo 1,2,5 1,2,3,4,6 IA
HOBOro napameTpa "
COOTBETCTBYHOLLEN emy
aHanNUTU4YeCcKon METOAMKN

B) WCKIIOYEHME HECYLWECTBEHHOIO 1,2 1,2,5 IA
napameTpa cneundukaunm
(Hanpumep, NCKITIoYEHne
ycTapeBLlero napameTpa)




r) pobaeneHue unm 3aMeHa - 1,2,3,4,6 IB
napameTtpa cneyndukaumm n3
coobpaxeHun 6esonacHoOCTU Wnu
KayecTBa

Ycnosu4

1. \ameHeHne He sBnaeTca cneacrBmMem Kakoro-nmbo obsizatenbCcTea, NPUHATOrO Mo
pesynbTataM paHee MpPOBEAEHHbIX 3KCNEPTU3 C LUEenbld aHanmMsa Kputepues
NpMeMnemMocTu cneunukaumm (Hanpumep, B Xo4e perncrpaumm rekapCTBEHHOro
npenapaTa unun BHeCeHun nameHeHun Il Tuna).

2. A\ameHeHne He sBndaeTCcs crneacTBMEM HeNpenBUAEHHbLIX CUTYaLUUN, BO3HUKLLNX B
Xo4e npounsBoacTea.

3. Jlloboe n3mMeHeHue OO0MKHO YKNnaabiBaTbCA B AManas3oH TeKywux ogobpeHHbIX
KpUTepues NpMemMnemMocTu.

4. AHanuTn4eckass METOANKA HE NBMEHSAETCS UM N3MEHSAETCS HE3HAYUTESbHO.

5. Hn ogouvH HOBbLIN MeTod4 WCMNbITAHMS HEe OCHOBAH Ha HOBOW HecTaHOapTHOW
METOA0NIOMMN NN CTaHAAPTHOM METOA0NIOMNN, UCNONb3YEMOM MO-HOBOMY.

[lokymeHTauums

1. lNonpaBka K COOTBETCTBYHOLLEMY pa3geny (pasgenam) permctpaumoHHOro 4OChe.
2. CpaBHuTeNbHaA Tabnuua TekyLwmx u npeanaraemMblix cneundukaummn.

3. NogpobHoe onncaHne HOBOW aHaNUTUYECKOM METOAMKN N OaHHbIE MO Banugauum
(B COOTBETCTBYIOLMNX Criy4yasx).

4. [laHHble aHanu3a OBYyX CEpuh ynakoBOYHOro maTepuana no BCEM napameTpam
(nokasaTtensm) cneundukaumm.

5. ObocHoBaHMe (oueHka pUCKOB), noaTBepxdawuee, YTO MNapamMeTp SABMSETCS
HEe3Ha4YMMbIM.

6. OBocHOBaHME HOBOro NnapameTpa cneundukaunm n Kputepmes NpUEMNEMOCTM.

b.11.a.3. U3ameHeHne ananuTtuyeckon | Heobxogumebl | OokymeHTbl 1 | [Mpouenypa

MEeTOAMKM NSl NePBUYHOWN YMNAKOBKW | € YCroBUs JaHHble
NleKapCTBEHHOro npenapara

a) He3HauYnMmble N3MEeHeHUs 1,2,3 1,2 IA
ogobpeHHOM aHanuTU4yeckomn

MeTOaUKMN

0) npo4ne N3MEHEeHUs 1,3, 4 1,2 A

aHanMTU4eCcKon MeTOAMUKM (BKNoyas
3ameHy unu gobasneHue)

B)  WCKMNIOYEHME  aHanuMTU4eCcKon 5 1 1A
METOLMKM, eCriv anbTepHaTUBHAsS en
MeToamnka yxxe ogobpeHa

Ycnosuda

1. CornacHo COOTBETCTBYHOLLMM OOKYMEHTaM, NpoBeAeHa Heobxoanmasa Banngaums,
noaTBepxaatoLas To, YTo OOHOBMNEHHAs aHanNnUTU4Yeckas MeToaunka no MeHbLLen mepe
9KBMBAreHTHa npeablayLen.

2. Metog aHanmsa He M3MeHwsica (Hanpumep, U3MEHEHWe [ONWHbI KONMOHKU Un




TemnepaTypbl, HO HE gpyras KONoHKa unn meTon).

3. Hn oguMH HOBbLIM MeTOA WUCMbITAHUA He OCHOBaH Ha HOBOW HecTaHOapTHOM
MEeTOA0SIOMMN U CTaH4apTHOM METOAO0SIOMMN, UCNONb3YEMOM MO-HOBOMY.

4. AkTMBHas dapmaueBTnyeckaa cybctaHuus (NekapCTBEHHbIM npenapaT) He
AaBnaATCA GronornyecknmMmm (MMMyHOMOMMYECKUMN).

5. AnbTepHaTuBHaa aHanuMTMyeckasa MeToauka Ons napameTtpa cneumdukauumn yxe
ogobpeHa, Npu 3TOM Takas MeToamka Obina BkrovyeHa He ¢ nomouwbio |A (IA HY )-
yBEOOMIIEHMS.

[okymeHTaums

1. MNonpaBka k COOTBETCTBYOLLEMY pasaeny (pasgenam) permcTpaumoHHOro oche.
2. CpaBHuTenbHble pe3ynbTaTbl BanugauMM wunu, Npyv HanMyuum o060CHOBaHUSA,
CpaBHUTEMbHbIE pe3ynbTaTbl aHanui3a, noATBepXaallme TO, YTO TeKyuwlee W
npeanaraeMoe ucnbiTaHve 3KBMBaneHTHbl. HacTosilwee TpeboBaHne He NnpuMeHsieTcs,
ecnv gobaenseTca HoBas aHaNUTUYEeCKas MeToauka.

b.1l.o.4. W3meHenne dopmbl unun | Heobxogumel | [JokymeHTbl M | [Mpoueaypa
pa3mepoB MNEPBUYHON YNAKOBKU UKW | € YCIoBUS AaHHble
YKYNopKku (NepBUYHOMN YNaKoBKN)

a) HecTepwuSibHble JleKapCTBEHHbIE 1,2,3 1,2, 4 1A
npenaparbl

B) CTepurbHble  JIEKAPCTBEHHbIE - 1,2,3,4 IB
npenaparsbl

Ycnosus

1. KayecTBEHHbIN 1 KONTIMYECTBEHHbLIN COCTaB NEPBUYHOWN YNAKOBKU HE U3MEHWUIICS.

2. /AIaMeHeHne He 3aTparmBaeT KM4eBble MOKa3aTenu KavecTBa YNaKOBOYHOMO
mMaTepuana, KoTopble MOryT MOBAUSATbL HA AOCTaBKY, MPUMEHeHne, 6e30MacHOCTb Unu
CcTabunbHOCTb NeKapCTBEHHOro nNpenapara.

3. MNpun nameHeHnn cBobOLHOro NPOCTPAHCTBA UIM OTHOLLEHUS NOBEPXHOCTL (06bEM)
COrfnacHoO COOTBETCTBYHOLUMM akTam, Bxoaswmm B npaso Coro3a no cTabunbHOCTU
HayaTbl COOTBETCTBYWOLINE WUCCMedoBaHUs CTabuUnbHOCTW; MpOaHanNn3npoBaHbl
COOTBETCTBYIOLMNE MNapaMeTpbl CTabWUMBHOCTM HEe MeHee 4YeM Ha 2 OnbITHO-
NPOMBbILWAEHHbIX (AN Guonornyecknx  (MMMYHOMOMMYECKMX)  NeKapCTBEHHbIX
npenapaTtoB - 3 cepusax) UM NPOMbILLNIEHHbIX CEPUSIX; B PACNOPSHKEHUN 3asiBUTENS
HaxXo4ATCHA yOOBIETBOPUTENbHbIE pe3ynbTaTbl MO MeHbLen Mepe 3-X MeCSYHOro
n3yyeHus ctabunbHocTn (Ans Guonorndyecknx (MMMYHOSTOrMYECKNX) NEKapPCTBEHHbIX
npenapatoB - 6-TM MecsiyHOro). oarBepXaeHue Toro, YTo mMccnenoBaHus GyayT
3aBepLUeHbl U B criydae ecnu pesynbTaTbl He ByayT yknagbiBaTbCa B cneumdukalmm
MW MOTYT NOTEHLMAanNbHO He YNOXUTBCA B crneunmkaumm Ha KOHew, Cpoka rogHOCTMH,
NX HEMEANEHHO NpeacTaBAT YNONHOMOYEHHOMY OpraHy (SKCMepTHOW opraHu3aunmn)
rocygapcrea-dsieHa BMECTe ¢ npeasiaraeMbiM nNyiaHoM eNCTBUN.

[okymeHTaums

1. NonpaBka Kk COOTBETCTBYHOLLEMY pasfeny (pasgenam) perycTpaumMoHHOro Aochbe,
BKIMOYas onucaHue, noapoOHbI YepTex K COCTaB MaTepuana KOHTenmHepa Wnu
YKYMNOPKKY, @ TakKe nepecMoTp MHGopMauumn o IekapcTBEHHOM npenapare.




2. B cooTBeTCTBYOLWMX Criydasx obpasubl HOBOro KOHTenHepa (YKyrnopKu).

3. [NpoBeaeHbl MOBTOPHbIE BanuaauMOHHbIE NCCNeAOBaHUSA CTEPUNbHbLIX NpenapaTos,
noABeprarwLwwmnxcs TepMuHanbHOW cTepunusauun. B cooTBeTCTBYHOLWMX Cryyasx
HeobxoAMMO YykasaTb HOMepa Cepur, MWCMNOMb30BaHHbIX B  BanM4auWUOHHbIX
nccnegoBaHUAX.

4. Mpu n3ameHeHmMm cBobo4HOro NPOCTPaAHCTBA UMM OTHOLLEHUS MOBEPXHOCTU K 06 beMY
Aeknapauusi, YTo HadaTtbl Tpebyemble nccnegoBaHus cTabunbHOCTU B COOTBETCTBUM
C aktamu, Bxoasawummn B npaBo Coto3a (C ykasaHMeM HOMepOoB cepun); U 4To (B
COOTBETCTBYIOLLMX CIly4asix) Ha MOMEHT peanusaumv yseaomnenns o6 nsmeHeHuu 1A
TMNa v nogayun ysegomsieHmsi 06 nsmeHeHuu IB Tmna B ero pacnopsikeHum HaxoaaTcs
yOooBneTBoOpuTENbHblE pesynbTaTbl U3YYeHUs CTabunbHOCTU;, U YTO UMeloLMecs
AaHHble He yKa3blBaloT Ha Kakme-nmbo npobnembl. Heobxogmmo Takke npeacraBuTb
noaTBepXaeHue Toro, 4To uccnenoBaHus dyayT 3aBepLueHbl, U YTO ecrniv pesynbTaThl
He ByayT yknagbiBaTbCs B crieunumkaumm nnm moryt NnoTeHUnanbHO He YNOXUTbCS B
creundurkaumMm Ha KOHel, Cpoka TrOOHOCTW, WX HeMmedneHHO npeacTaBAaTt
YNOMTHOMOYEHHOMY OpraHy (3KCnepTHOW opraHw3auuun) rocydapcTB-yrieHa BMecTe C
npeasiaraeMblM Nf1IaHOM OENCTBUN.

b.11.4.5. ameHeHne pasmepa ynakoBkn | Heobxoan | dokymeHTbl 1 | [Mpoueaypa
nleKkapCTBEHHOro nNpenapara Mble AaHHble
yCcrosusi
a) W3MEHeHWe Konu4yecTBa eaunHUL,
nekapcTteBeHHon opmbl  (Hanpumep,
TabneTok, amnyn v T. A4.) B yNakoBKe
1. N3meHeHne  yknagbiBaeTcs B 1,2 1,3 IA
ofobpeHHbIM  Anana3oH  pasmepoB HY
yNaKoBOK
2. WsmeHeHMe He yknagbiBaeTca B 1,2, 3 IB
ofobpeHHbIM  Anana3oH  pasmepoB
ynaKoBOK
0) un3MeHeHne pasmepa (pasmepoB) 3 1,2 IA
ynakoBKM
) W3MEHEeHMe HOMWHaNbHOW MacChl - 1,2,3 IB
(HOMMHanNbHOro obbema)
HenapeHTepanbHbIX MHOrO4O03HbIX (Mnn
OAHOOO03HbIX C YaCTUYHbIM
N3BNeYeHnemM) neKapcTBEHHbIX
npenapaTos
YcnoBusa

1. HoBbIM pasmMep YynakoBKM AOSHKEH COOTBETCTBOBAaTb PEXUMY [O03UPOBaHUSA W
NPOOOIMKUTENBHOCTM NIEYEHMS, YKa3aHHbIM B 06LLEN XapaKTEPUCTUKE NIEKAPCTBEHHOIO
npenapara.

2. MaTepunan nepBMYHON YyNakoBKU HE U3MEHSETCH.

3. OcrtaBwmecs QOopMbl BbiNyCKa MO3BONAKT BbIMNOSIHUTL PEeKoOMeHZaunn no




[I03UPOBaHNI0 U ANUTENbHOCTU TNEYeHUs, ykasaHHble B OOLlel XapaKTepucTuke
neKapCcTBEHHOro npenapara.

[okymeHTaums

1. MNMonpaBka K COOTBETCTBYOLLEMY pa3feny (pasgenam) perMcTpaumoHHOro 4ochbe,
BKIIOYas NepecMoTp UHopMaLmm O NekapCTBEHHOM npenaparTe.

2. OBocHoBaHMe, 4TO HOBble (OcTalWMecs) pasMepbl YNakoOBOK COOTBETCTBYHOT
peXuUMy [O03UPOBaHUA W MPOAOIDKUTENBHOCTU fNEeYeHnd, ykKasaHHbiM B obLien
XapaKTepUCTUKe NekapCTBEHHOro npenapara.

3. [eknapaums, 4TO ecnv OXugaetcs BAUAHME Ha CTabunbHOCTb, COrMacHo
COOTBETCTBYIOLNM aKTaMm, BXoadawmm B npaBo Coto3a ByayT HayaTbl nccnegoBaHus
ctabunbHocTn. [aHHble HeobxogMmo npeacTtaBuTb  YMNOHOMOYEHHOMY OpraHy
(aKcnepTHOWM opraHu3aumm) rocygapcrea-yneHa (C npeanaraembiM nyiaHom AencTBuin),
TOMbKO B CIlydae ecriv OHM He yKnagblBaTcs B cneumdumkaumm.

Mpumeyanue | Ana B.11.4.5.r - ecnu nameHeHne npnBoauT K U3MEHEHUIo "0o3mpoBkn"”
: nekapCTBEHHOro npenapaTta, TO Takoe uU3MeHeHue TpebyeT nogayu
3as1BNIEHUS O pacLUMpeHun.

b.1.4.6. N3meHeHne Kakon-nnoo | Heobxoanmel | JokymeHTbl | MNpoueaypa
COCTaBNSAOLEN YNAKOBKN (YyNakOBOYHOIO | € YCroBus N OAHHblE
maTepmana), HEMOCPEACTBEHHO  HE

conpukacarLwencss C NeKapCTBEHHbIM
npenapatoMm (Hanpumep, LBET CbeMHbIX
KONNa4ykoB, LIBETHbIE KOAOBbIE KONbLia Ha
amnynax, N3MEeHeHNe Konnauka,
3awmwarowero  mrny  (Mcnonb3oBaHue
ApYyroro nractuka), UsSMeHeHne u3aniHa,
LBETA MapKMPOBKW, HAHECEHME LUTPUX
koga (2D, 3D), HaHeceHue wpugTa

Bpawnns)

a) N3MeHeHune, 3aTparvBaroLlee 1 1 IA
MHdOpMaLMIO o) nekapcTBeHHOM HY
npenapaTe

0) wu3MeHeHWe, He 3aTparmeatouiee 1 1 A
MHdOpMaLMIO o) nekapcTBeHHOM

npenapaTe

Ycnosusi

1. VIameHeHne He 3aTparMBaeT 4YacTuM YNaKoBOYHOrO MaTepwuana, KoTopble MOryT
MOBMUATL Ha [OOCTaBKy, MpuMMeHeHue, 6e3onacHOCTb MM CTabuibHOCTb
nekapCcTBEHHOro npenaparTa.

[okymeHTauns
1. NonpaBka Kk COOTBETCTBYHOLLEMY pasfdeny (pasgenam) perucTpaumMoHHOro 4ocke,
BKIT0Yas NepecMoTp MHopMaumm O NeKapCTBEHHOM npenapare.

b.1l.a.7 N3meHeHne noctaBwumka | Heobxogn | dokymeHThbl 1 | [Npoueanypa
KOMMNOHEHTOB YNaKOBKWN UM YCTPOWCTBA Mbl€ AaHHbIE




(ecnn ykazaHO B perncTpauuoHHOM | YCnoBUS

A0Cbe)

a) VcknoveHne nocraBLUmKa 1 1 IA
0) 3ameHa nnu pobasneHne | 1,2,3,4 1,2,3 A
nocTaBLLMKa

Ycnosusi

1. VcknoyeHne KOMMOHeHTa YNakoBKU UIMU U3JENUSA HEe NPOUCXOOUT.

2. KayecTBEHHbIN N KOJNIMYECTBEHHbLIN COCTaB KOMIMOHEHTOB YMNakoBKU (M3Oenus) u
crneundukaumm 3cKn3a He U3MEHSAITCS.

3. Cneumdukaumm n MeToabl KOHTPOMS Ka4eCcTBa No MeHbLUen Mepe SKBUBANEHTHbI.
4. MeTopg cTepunmsaummn n ee ycrnoBusi He M3MeHsIoTCA (eCnn MPUMEHUMO).

[okymeHTaums

1. NonpaBka K COOTBETCTBYIOLLEMY pasaeny (pasgenam) perucTpaynoHHOro JocCke.
2. MNMoaTtBepxaeHne perucTpaunn megumuuHckoro nsgenmst B Coto3e B OTHOLUEHUM
MEeLULUMHCKNX U3AENUIN, NpunaraemMblx K iekapcTBEHHOMY npenapary.

3. CpaBHuTenbHaa Tabnuua TeKywux W npeanaraembix cneumdukauynim (ecnm
NPUMEHNMO).

b.1l.e) CtabunbHOCTb

b.ll.e. 1. N3ameHeHne cpoka rogHocTtu | Heobxoaum | JokymeHTol 1 | [Mpoueaypa
NI YCIOBUI XPaHEHUS NTEKAPCTBEHHOIO | ble YCrOBUS JaHHble
npenapara

a) COKpalleHMe Ccpoka  [OAHOCTM
NeKapCTBEHHOro npenapara

1. YnakoBaHHOro B KOMMEPYECKYH 1 1,2,3 IA
ynakoBKYy HY
2. [Mocne nepBOro BCKPbITUSA 1 1,2,3 IA

HY
3. MNocne pasBeneHus nnm 1 1,2,3 IA
BOCCTaHOBIEHMUA HY

0) yBenuyeHne cpoka  FOAHOCTMU
neKkapCcTBEHHOro npenapaTta

1. YnakoBaHHOrO B KOMMEPYECKYHO - 1,2,3 IB
yNakoBKy (noATBepXXAeHHOe JaHHbIMU B
peanbHOM BpeEMEHM)

2. Nocne nepBoro BCKpPbITUA - 1,2,3 IB
(nogTBepxaeHHoe JaHHbIMU B
peanbHOM BpeMEHM)

3. Nocne pasBegeHuns nnm - 1,2,3 IB




BOCCTaHOBNEHUS (noaTBepxaeHHoe
AaHHbIMW B peanbHOM BPEMEHN)

5. YBenuyeHne nepuoga XpaHeEHUs - 1,2,3 IB
Buonorn4yeckoro (MMMYHOMNOMMYECKOro)

nekapCTBEHHOrO npenapaTta B

COOTBETCTBUM C opobpeHHOM

NporpaMmon n3yyeHusi CTabunbHOCTHU

) W3MEHEeHWe YCIOBUA  XpaHEeHUs - 1,2,3 IB

NeKapCTBEHHOIO npenapara nnu
NeKkapCTBEHHOro  npenaparta  nocre
pasBegeHns (BOCCTaHOBNEHNSA)

) n3MeHeHne ogobpeHHOro NpoTokona 1,2 1,4 A
cTabunbHOCTH

YcnoBusi

1. \3ameHeHne He JOMMKHO ObITb CneacTBMEM HenpeaBUOeHHbIX CUTyaL i, BO3HUKLLINX
B XO04€ NPOU3BOACTBA, UM U3MEHEHUS CTAabUNBHOCTMW.

2. NaMeHeHns He NPUBOASAT K pacLUMPEHUIO KpUTEPUEB NPUEMITIEMOCTU UCTILITYEMbIX
napameTpoB, WCKMIOYEHMIO MapamMeTpa CTabUIIbHOCTU, WIAN CHWXXEHUIO 4acTOoTbl
NUCNbITaHUN.

[lokymeHTauums

1. MNonpaBka K cOOTBETCTBYOWEMY pasgeny (pasgenam) perMcTpaumoHHOro JOCbe.
OHa [gomkHa  cogepxaTb  pesynbTaTbl  COOTBETCTBYKOLWWUX  MCCregoBaHUn
CTabunbHOCTM B pearibHOM BpeEMEHU (OXBaTbiBAlOWMX BECb CPOK FOOHOCTH),
NPOBEAEHHbIX COrfacHO COOTBETCTBYHOLMM akTam, Bxogawumm B npaso Coro3a no
MEHbLLEN Mepe Ha 2 ONbITHO-NPOMbILLIIEHHbLIX CEPUSAX, NNIEKAPCTBEHHOrO Npenapara,
YNaKOBaHHOMO C MOMOLLbIO 3aperncTpUpoOBaHHOIO yNakoBOYHOro matepuana u (unm)
COOTBETCTBEHHO MNOCIE MepBOro BCKPbITUS UMW pa3BefeHusi; B COOTBETCTBYHLLMX
cny4yasax HeobxoaMMo NpeacTaBUTb pesynbTaTbl MUKPOOBMOMOrNMYECKUX UCTIbITAHUNA.

2. [MepecmoTpeHHasa MHpopMaLnsa 0 nekapCTBEHHOM npenaparTe.

3. Konun yTBepXaeHHbIX chneum@ukaumm Ha KOHeL, CpoKa rogHOCTU W, ecnu
NpUMEHUMO, cneundumkaumm nocne pasBeaeHnsa (BOCCTAHOBMEHUSI) WNK  nocrne
NEepBOro BCKPbITUSA.

4. OBoCcHOBaHME NpegnaraemMblX U3MEHEHU.

1 ﬂpvl Hanuunn obsas3aTenbLcTBa npoBepntb CPOK TrOAHOCTU Ha
NPOMBbILUNIEHHbLIX CEPUAX, O0MNYCKaeTCA NpoBepKa CpoKa rogHOCTUN Ha
ONbITHO-NPOMBbILUJITEHHBLIX CEpPUAX.

B.11.x) NpoekTHOe nosie 1 NPOTOKOS NOCTPErNCTPaALMOHHBIX NU3MEHEHWUN

B.1lx.3 WcknioueHne ytBepxaeHHoro | Heobxoanm | [JOKyMeHTbI Mpouenypa
NpoTOKONa YNpaBfeHNa M3MEHEHUSMMU, | ble YCNOBUSA | U AaHHbIe
3arparmearoLMmn neKapcTBEHHbIN
npenapart




1 1 IA
HY

Ycnosus

1. WcknioyeHne noCTPErncTpaumoHHOro npoTokona YynpasneHUs WU3MEHEHUSIMMU,
3aTtparMBalolWMMM  JIEKAPCTBEHHbLIA  MpenapaTt, He sBnAdeTcd  CrneacTBueM
HenpeaBMAEHHbIX CUTyaunin UnNn HECOOTBETCTBUSA cneumdukaumm B xoae BBeAEHUS
N3MEHEHUIN, OMUCaHHbIX B MNPOTOKOME, W HUKAK He BNUSET Ha YTBEpXOEHHble
CBeAEHUS, BKIMOYEHHbIE B pErMCTpaLMOHHOE JOChE.

[okymeHTaums
1. O6ocHoOBaHMe npeanaraemMmoro UCKNKYEeHns.
2. NonpaBka K COOTBETCTBYOLLEMY pasgeny (pasgenam) permcTpaumoHHOro gochbe.

B.ll.x.4 W3meHeHus yTBepxaeHHoro | Heobxoanm | [JOKyMeHTbI Mpouenypa
NPOTOKONa ynpaBneHna U3MEHEHUAMUN | ble YCNOBUA | W OaHHble
0) He3HayMMmble U3MEHEHUA NpoToKona - 1 IB

yrnpaBneHusi U3BMEHEHUSIMU, KOTOPbIE HE
N3MEHSIIOT CTpaTeruio, OMuUCaHHYyl B
npoTokone

HokymeHTaums
1. Oeknapaumsi, 4to noboe W3MEHeHWe [OIPKHO YKMNaablBaTbCA B Auanas3oH
AENCTBYIOLLUMX  YTBEPXOEHHbIX KpuTepueB npuemnemocTtn. [lommmo  aToro,

Aeknapauusi, YTo B OTHOLLEHUM GUonormyecknx (MMMyHONOrMYECKMX) NEKAPCTBEHHbIX
npenapaToB He TpeGyeTcsi OLleHKa CONoCTaBUMOCTMU.

B.1l.x.5 Peanunsauusa N3MEHEHUN,
npeaycMOTPEHHbIX YTBEPXAEHHbLIM
NPOTOKOSIOM YNpaBneHNss NU3MEHEHNAMU

Heobxoanm
bl€ yCroBus

[OKyMEHTbI
N faHHble

Mpouepnypa

a) peanusauuns N3MeHeHus He Tpebyet
AOMONMHUTENbHBIX ~ BCMOMOraTesnbHbIX
AaHHbIX

1

1,2,4

A
HY

0) peanusaumsa un3MeHeHus Tpebyet
AOMONMHUTENbHBIX ~ BCMOMOraTesnbHbIX
AaHHbIX

1,2,3,4

IB

B) peanusauyus N3MEHEHUS
Buonormyeckoro (MMMYHOSOMMYECKOro)
neKkapCcTBEHHOro npenapaTta

1,2,3,4,5

Ycnosusa
1. [lpepnoxeHHoe

yYBEOOMJIEHUA MOCIE ero peann3aunn.

M3MEeHEHNE OCYLLIEeCTBIIEHO

B

NOJIHOM COOTBETCTBMKN C
yTBEPXOEHHBLIM NMPOTOKOJIOM YyNnpaBiieHNA NSMEHEHNAMN, Tpe6y+ou.1ee HeMeaJ1IeHHOro

[okymeHTaums

1. Ccbinka Ha yTBep)K,EI.eHHbIVI NPOTOKOJ1 ynpasrieHNnAa UAMeHEeHNAMN.

2. [Hexnapauus,

yrnpaBfeHusi M3MEHEHUSIMM U YTO pe3ynbTaThl

YTO WU3MEHEHUEe COOTBETCTBYET YTBEPXOEHHOMY [POTOKOIY
ncenegoBaHnAa  yaooBJ1ETBOPAKOT




KpUTEPUAM NMPUEMSIEMOCTU, OrOBOPEHHbIE B NpoTokone. [NloMMmo aToro, geknapaums
TOro, 4YTO B OTHOWEHUN OMONOrMYECKUX (MMMYHOSTOTMYECKMX) NEeKapCTBEHHbIX
npenapaToB He TpebyeTcs oueHKa CONOCTaBMMOCTU.

3. PesynbTaTbl uccnegoBaHuin, NPOBEAEHHBIX B COOTBETCTBUM C YTBEPXOEHHbIM
NPOTOKOSOM YynpaBreHnUst U3MEHEHNAMMN.

4. [MonpaBka K COOTBETCTBYHOLLEMY pa3feny (pasgenam) permcTpaumoHHOro 4oChe.
5. Konusa yTBep)XaeHHbIX cneundukaunm Ha JIeKapCcTBEHHbIM Npenapar.

B.11.3) BesonacHOCTb B OTHOLLEHUM NOCTOPOHHUX areHToB

b6.11.a.1  O6GHoBneHne unHbopmauun | Heobxoan | JokymeHTbl 1 | [Mpoueaypa
"OueHka 6e30MacHOCTM OTHOCUTESBbHO Mble AaHHble
NOCTOPOHHUX areHToB" (pasgen 3.2.A.2 | ycnosus
perncTpaunoHHOro 4ochbe)

0) 3aMeHa ycTapeBLUMX UCCriegoBaHuUMN,
3aTparMBallWnX  NPOM3BOACTBEHHbIE
aTanbl U MOCTOPOHHME areHTbl, paHee
BKITHOYEHHbIE B PErMCTPaLMOHHOE 40Che

2. 6€3 N3MEHEHUNS OLIEHKN PUCKOB - 1,2,3 IB

[lokymeHTauums

1. MNonpaBska Kk cooTBeTCTBYOLWEMY pasgeny (pasgenam) perMcTtpauuoHHOro ochbe,
BKITOYas BBeAEHME HOBbIX MCCNefoBaHUN, HanpaBneHHbIX Ha n3y4YyeHne cnocobHoCTU
NPON3BOACTBEHHbIX 3TANOB MHAKTUBMPOBATL (3MMMUHMPOBATb) NOCTOPOHHME areHThl.
2. ObocHOBaHWe TOro, 4YTO UCCreaoBaHUs He N3MEHSIOT OLEHKY PUCKOB.

3. NonpaBka K MHopMaLunKn o NekapCcTBEHHOM npenapaTte (ecnn NPUMEHUMO).

B.lIIl Ceptudmkat cootBetctBus EBponenckon Papmakonee (CEP) (npwu
Hanuyum), n (unn) TS, n (Mnn) cTatbu

B.111.1 Nopava HOBOroO nnu | Heobxoaum | [lokymeHTtbl n | [Mpoueaypa
0BHOBNEHHOro cepTudukaTa | ble ycrnosusg JaHHble

COOTBETCTBMUSA EBponewnckon

dapmakonee nnm NCKINOYEHNEe

cepTtudukaTa COOTBETCTBMUA

EBponenickon Papmakonee

Ha dapmaueBTnyeckyto cybectaHumio;
Ha wucxogHbin maTepuan (peakTtums,

NPOMEXYTOYHbIN NPOaYKT),
NCMNonb3yeMbln B npovecc
npounssoacTea dhapmMaueBTUYECKON
cybCcTaHumm:

Ha BcrnomoraTtenbHoe BELLECTBO




a) CepTtudukar
EBponenickon
COOTBETCTBYIOLLEN
EBponenckon ®apmakonen

COOTBETCTBUS
dapmakonee
crtaTtbe

1. HoBblM cepTudmkatr oT paHee
0400peHHOro nponssoanTens

1’ 2’ 3’ 4! 5!
6,9

1,2,3,4,5

A
HY

2. OG6HOBMEHHbIN cepTudukat oT
paHee 0go6GpPEHHOro NPOM3BOANTENS

1,2,3,4,6

1,2,3,4,5

3. HoBbI cepTuukatr oOT HOBOro
npounssoauTens (3ameHa nnm
agobaBneHue)

1,2,3,4,5,
6,9

1,2,3,4,5

A
HY

4. NcknioyeHmne ceptudmkaToB (ecnu K
MaTepuwany npunaranucb HeCKOSbKO
cepTudukaTon)

5. HoBbIn
HECTEPUIbHYIO
dhapmaLeBTUYECKYHO
noanexailyto  UCNOMb30BaHUIO B
CTEPUSTBHOM neKapcTBEHHOM
npenaparte, Npu NCNOfb30BaHNN BOAbI
Ha nocnegHemMm 3Tane cuHTE3a, a B
OTHOLLUEHMN MaTepuana He 3asiBfieHo
OTCYTCTBME B HEM 3HAOTOKCMHOB

cepTudukar Ha
aKTUBHYIO
cybcTaHumto,

1,2,3,4,5

0) Ceptudumkar COOTBETCTBMSA
EBponenickon ®apmakonen no TID Ha
aKTUBHYIO hapMaLeBTUYECKYIO
cybcTaHumMo  (MCXOOHbIM  MaTepuan
(peakTmB, MPOMEXYTOYHLIN MPOAYKT),
BCNoMoraTesfibHOE BELLECTBO)

1. HoBbIn cepTUdMKAT Ha aKTUBHYHO
hapmaueBTMYecKyo cybctaHumioo ot
HOBOrO WNM paHee 0JO0BpPEeHHOro
npounssoguTens

3,59

1,2,3,4,5

A
HY

2. HoBbIn ceptudukar Ha
dhapmavLeBTUYECKYHO cybcTaHumio
(ncxogHbIN mMarepwuan, peakTuB,
NPOMEXYTOYHbIN NPOaYKT,
BCNoMoraTenibHOe  BewecTBo)  OT
HOBOrO WM paHee opobpeHHoro
nponssoguTens

3,6,7

1,2,3,4,5

3. OO6HOBNEHHLIN cepTudmKkat oT
paHee 0go6GpPEHHOro NPOM3BOANTENS

1,2,3,4,5




4. NcknroyeHune cepTmudmkaToB (ecrnu K 8 3 1A
mMaTtepuany npunarannucb HEeCKOSbKO
cepTnudukaTon)

Ycnosus

1. Cneumndumkaymm Ha BbINYCK M HA KOHEL, CpoKa ro4HOCTU JleKapCTBEHHOIO NpenapaTa
HEe N3MEHSIOTCS.

2. HenameHeHHble (UCKNtoYas y)xecTodeHne) gonosnHutenbHble (K Papmakonee Cotosa
nnu apmakonedam rocygapcCTB-YrieHoB) crneundukaumm Ha npumMecu (MUCKIoyas
OCTaTOYHble PaCTBOPUTENN, MPU YCNOBUN NX COOTBETCTBUSA akTaMm, BXOAALLUM B NPaBO
Cotosa) npoaykr-cneumdunyHble TpeboBaHus (Hanpumep, Nnpounu pasmepos HYacTul,
NONIMMOPdHbIE POPMbI), €CNN NPUMEHUMO.

3. lMpouecc npom3BoacTBa akTMBHOW hapMaueBTMYECKOM CyBCTaHUMW, UCXOOHOro
mMaTepuana (peakTusa, NPOMEXYTOYHOrO MpPOAyKTa) He BKIYaeT MCNoNnb3oBaHue
MaTepuanoB 4YesloBEYECKOrO0 WM  >KMBOTHOMO MPOUCXOXOEHUS, [ONs  KOTOPbIX
TpebyeTca npoaHannaMpoBaTh AaHHbIE O BUPYCHOW 6e30nacHOCTH.

4. WckniounTtenbHO ANs akTUBHOM dhapmaueBTUYecKon cybecTtaHumn: oHa 6byaet
MCnbITaHa HeNoOCPenCTBEHHO nepen MCNofb3oBaHWEM, ecnv nepuod MOBTOPHOro
NCNbITaHNA HE BKIOYEH B cepTudmKaT cooTBETCTBMS EBponerickon ®apmakonee unm
AaHHble, 06OCHOBbLIBaKOLNE NEPMOA NMOBTOPHOrO UCMbITAHUSA, YXXe HE BKIYEHbl B
perncTpaumoHHoOe A0Che.

5. AktmBHas apmaueBTUdeckass cybcTaHumsa (MCXOOHbIM MaTepuan (peakTus,
NPOMEXYTOYHbIN NPOAYKT), BCNOMOraTesibHOe BeLeCTBO) HECTEPUIbHbI.

6. PactutenbHble dapmaueBTMyeckne cybecrtaHumm: cnocob npomsBOACTBa,
dm3n4eckoe COCTOSIHME, SKCTparvupyrowmm pacteoputenb W KO3IMUUMEHT
3KCTpaKUMM NIeKapCTBEHHOIO CpeaAcTBa HE N3MEHSOTCS.

7. Ecnu B cocTaBe nekapCTBEHHOrO npenapaTta Ans napeHTepanbHOro BBeOEeHUSA
MCNOSb3yeTCHa XenaTuH, NPOU3BEAEHHbIN N3 KOCTEW, ero MpPOU3BOACTBO [AOSDKHO
OCYLLIECTBNIATLCSA NCKITIOHMUTESTBHO B COOTBETCTBUMU c  TpeboBaHMsMHU
COOTBETCTBYIOLLEN CTPaHbI.

8. B perncrpaumoHHOM JOCbe OCTAeTCs MO MeHbLUEN Mepe OA4MH NPOU3BOAUTESb 3TOW
cybcTaHumm.

9. Ecnu aktmBHaa (papmaueBTudeckasi cybCcTtaHUMA HecTepunbHa, HO Oyaer
MCMNoNb30BaTbCA B COCTaBe CTEPUNIbHOIO JNEeKapCTBEHHOro npenaparta, Toraa, B
cootBeTcTBMM ¢ CEP, Ha nocrneaHem atane CUMHTEe3a Henb3s UCMNoNb30BaTh BOOY UNU,
€Cnu Takoe npoucxoauT, Heobxoammo obecneynTb - OTCyTCTBME BakTepuanbHbIX
9HOOTOKCMHOB B aKTMBHOM dhapmaueBTUYECKON CybCTaHLmW.

[okymeHTaums

1. Konusa genctsyrowero (06HOBNEHHOro) cepTudmkara cootseTcTeusa Esponenckon
dapmakonee.

2. lMpn pobGaBneHMnM npou3BOACTBEHHOW MNMOWAAKA - B MYHKTE O BHOCMMbIX
N3MEHEHUNX 3asiBMeHNss O NPUBEAEHUN PErMcTPaLMOHHOIO JOCbe B COOTBETCTBUE C
TpeboBaHuamn Coto3a (conpoBoanTENbHOM NUCbME, hopMe 3asiBfIEHUS] O BHECEHUU
N3MEHEHUN, MNPUNOXEHHOMW K COMPOBOAUTENBHOMY MNUCbMY) HEOBXO0OUMMO YeTKO




0003HauYNTb paHee O0OO0OPEHHbIX U NpeanaraeMbiX NPOM3BOAMTENEN, KaK YKasaHO B
pasgene 2.5. oopMbl 3asBNeHUs.

3. NMonpaBka K coOTBETCTBYIOLLEMY pasaeny (pasgenam) perncTpaumoHHOro goche.
4. Ecnn npumeHnMMO, [OOKYMEHT, coepXallnun cBefdeHuss O BCexX Marepuanax,
BXoOsaWwmMx B cdepy npumMeHeHus ctatbn Papmakonenm Corwsa wnu CcraTby
dapmakonen rocyaapcTB-4fieHOB MO MUHMMM3AUUKW pucka nepedavn areHToB
rybyaTton aHuedanonaTnum >XMBOTHLIX NOCPEACTBOM fleKapCTBEHHbIX NpenapaToB AJ1s
MEOULUMHCKOTO W  BETEPUHAPHOro MNPUMEHEHUs, BKIloYasi UCMNonb3yemble B
NPOM3BOACTBE aKTMBHble dhapmaueBTUdeckon cybctaHumMm (BcnomoraTtenbHOro
BewecTBa). [na Kaxgoro Takoro poga martepuana HeobxoouMmo npeacTaBuTb
cnegywwime CBeAEeHWUNA: Ha3BaHWe MPOU3BOAUTENSA; BUL >KMBOTHbIX W TKaHW, U3
KOTOpPbIX MOSlydeH MaTepuan; CcTpaHa MNPOUCXOXOEHUS JKUBOTHbIX WU €ero
NCNosib30BaHMe.

5. B OTHOWEHUN aKTUBHOW apmaueBTMYEeCKOn cybcTaHuMu: aeknapauus
YNOSTHOMOYEHHOrO Nnua Kaxkaoro fnuueH3npoBaHHOIo Npomn3BoauTenNs, YKasaHHOro B
3asiBreHnn, NCNOMb3YILWEro akTUBHY dapMaLeBTUYECKY0 CyOCTaHLUMIO B KayecTBe
MCXOOHOr0 Martepuana, U YMNONHOMOYEHHOrO Nvua Kaxgoro JiMUeH3MpOBaHHOro
NPOM3BOANTENS, YKa3aHHOrO B 3asiBNIEHUN B KayecTBe OTBETCTBEHHOrO 3a BbIMyCK
cepun. B geknapauunax HeobxogMmo ykasaTtb, YTO NpomsBoauTens (NPomM3BoauTENn)
aKTUBHOM dhapmMaLeBTUYECKON cybCTaHUUKM, YkasaHHbIA B 3a8BfIEHWN, OCYLLECTBNSET
CBOIO AeATeNIbHOCTb B COOTBETCTBUM C [paBunammn Hagnexawien npomsBoLCTBEHHON
NpakTMKn EBPasMiMCKOro 3KOHOMMYECKOrO0 COK3a B OTHOLWEHUM  UCXOOHbIX
maTtepuanos. [Mpu onpegeneHHbIx 06CTOATENBLCTBAX AOMNYyCKaeTCs NpeaCTaBNATb OAHY
aeknapauuio (cMm. npumedaHue K nameHeHuno b.11.6.1). Ecnu 3aTtparmBatotcsa kakue-
nnbo oBHOoBNEHUs cepTUUKATOB Ha akTUBHblE dapMaLeBTUYECKME CyOCTaHUUKN U
NPOMEXYTOYHbIE NPOAYKTbI, OT NPOMU3BOAUTENEN NMPOMEXYTOYHbBIX MPOAYKTOB TaKxXe
TpebyeTca Aeknapauus ynomHOMOYEHHOro nuua; Aeknapauusi YnOnHOMOYEHHOro
nvua HyxHa, B Cllyd4ae ecnu no CpaBHEHMUIO C paHee 3aperMcTpupoBaHHOM Bepcuen
cepTudukata UMeeTca WU3MEeHeHWe [OeNCTBYHLMX, BKIOYEHHbIX B MNepeyeHb
NPON3BOLCTBEHHbIX NNOLAA0K.

6. Hapnexalwee noaTtBepxaeHue, CBUOETENbCTBYKOLLEE O COOTBETCTBUM BOAbI,
MCMNOMb3yeMOM Ha nocregHemM 9aTane CuHTe3a akTUBHOW  (hapmaueBTUYEeCKOn
cybCTaHuMn, COOTBETCTBYWOWMM TpeboBaHMAM KayecTBa AnNs  BoAbl  ANA
dhapMaLeBTMYECKOro NPUMEHEHUS.

B.111.2 N3meHeHuns B uensix | Heobxoaum | JokymeHTbl 1 | [lNpoueaypa
cootBeTcTBMS Ddapmakoriee Coto3a | ble ycrnoBusd AaHHble
nnu drapmakonesm rocygapcrs-
YeHoB

a) N3MeHeHne cneundmrkaumm
(cneundmkaunn) paHee
HedpapmakonenHon cybctaHuMm B
uenax cooTBeTcTBMA  Papmakonee
Cotosa nnu drapmakonesm



http://pravo.eaeunion.org/document?id=71446280&sub=1000

rocyjapCTB-4YneHOB

1. AxktMBHOM  (pbapmaueBTudeckon | 1,2, 3, 4,5 1,2,3,4 IA
cybcTaHumm HY
2. BcnomoraTtenbHoro BellecTBa 1,2, 4 1,2,3,4 A

(vcxogHoro  marepuana) akTUBHOW
drapmaueBTMYECKON cybCcTaHLmn

6) n3mMeHeHus B Lenax COOTBETCTBUS 1,2,4,5 1,2,3,4 IA
OBGHOBIEHHOM COOTBETCTBYIOLLEN
ctatbe ®apmakonem Cowsa unu
dapmakonesim rocygapCTB-4s1eHOB

B) W3MeHeHwe crneundukaumm c 1,4,5 1,2,3,4 A
dapmakonen rocygapctBa-ynieHa Ha
dapmakoneto Cotosa

Ycnosus

1. A\ameHeHne ocyLlecTBNAeTCA WUCKMIYUTENBHO B LENAX MOMHOro COOTBETCTBUA
dapmakonee Coro3a unu dapmakonesm rocygapcTe-yneHoB. Bce wucnbitaHnsa B
cneundukaumm LOOSMKHbl COOTBETCTBOBATb (papMakonemHoMy CcTaHgapTy nocne
M3MEHEHNSA, 3a WUCKMYEeHNeM MbbIX  AOMNOSTHUTESbHBLIX  BCMOMOraTesbHbIX
NCNbITaHUN.

2. [ononHuTenbHble K dapmakonee crneuyudukaumm Ha npoaykT-cneumuyHsle
CBOMCTBA He U3MEHANTCH (Hanpumep, Npodunn pasMmepoB YacTuy, nonmmMopdgHas
dopma nnu, K npumepy, buonornyeckme MeToaukn, arperatbl).

3. 3HauynMble U3MEHEHUSI KAYECTBEHHOIO U KOMMYECTBEHHOIO npodunen npumecen
OTCYTCTBYIOT (32 UCKITIOYEHNEM YXKECTOYEHUs cneumduKkaumnn).

4. [lononHuTenbHas Banugaumsa HOBOW UM U3MEHEHHOW hapMaKkonemHom MeToauKN
He TpebyeTca.

5. PactutenbHble dapmaueBTMyeckMe cybcTtaHummn: cnoco® Npov3BOACTBA,
M3nYeCcKoe COCTOSAHWE, IKCTPAreHT U KO(PPUUMEHT IKCTpaKLMn NeKapCTBEHHOMO
cpeacTBa He U3MEHSATCA.

[lokymeHTauums

1. NonpaBka kK COOTBETCTBYOLLEMY pasgeny (pasgenam) peructpaynoHHOro JOcChe.
2. CpaBHuTeNbHaA Tabnuua TekyLwmx u npeanaraemMblix cneundukaymmn.

3. NaHHble aHanu3a cepun (B popmaTe cpaBHUTENBHOM Tabnuubl) N0 MeHbLUEN Mepe
2 MpPOMBbIWISIEHHBIX CepU CcooTBETCTBYOWEN cybcTaHuum (BewecTtBa) Mo BCEM
MCMbITAHUAM  HOBOW  crneundukaumm W, OOMONHUTENbHO, €ecnu  NPUMEHUMO,
pes3ynbTaTtbl TeCTa CPaBHUTENbHOW KUHETUKU PaCTBOPEHUA MO MeHbllen mepe 1
OMNbITHO-NPOMBILLSIEHHOW CepuUn  JiIeKapCTBEHHOro npenapata. B oTHoweHwun
NeKapCTBEHHbIX pPacCTUTENbHbIX NpenapaTtoB MOrytT ObiTb OOCTATOYHbl AaHHble
CpaBHUTENBHOM pacrnagaemMocTu.

4. [aHHble, noAaTBepxagawLwme nNpPUrogHOCTb CTaTbM [ONA KOHTPOSA KadvecTsa
cybCTaHuMn, Hanpumep, CpaBHEHWE MOTeHUManbHbIX NPUMECcCENn C npUMedaHnem
npo3payHocTn ctatbm (transparency note of the monograph).




B.IV MeanunHckne nagenus

B.IV.I N3meHeHune namepsaowero | Heobxoan | [JokymeHTbl Mpouenypa
n3genusa nnn n3pgenna Ansa BBeaeHus Mble W JaHHble
yCcrnoBus

a) [lobasneHne unun sameHa n3genus, He
ABNANOLLErocs yacTbio nepBUYHON

ynaKkoBKU
1. MeauuymnHckne n3pgenua, | 1,2,3,5,6 1,2, 3 IA
3aperncTpupoBaHHble B Cotose HY
0) ckntoveHne nagenus 4 1,4 IA

HY
Ycnosus

1. Npeanaraemoe n3amepsioLee nsgenne OMKHO TOYHO OTMepUBaTb HEODXO4NMYIO
A03y paccMaTpuMBaeMoOro fekapCTBEHHOro npenapaTta corfacHo oJobpeHHoMY
cnocoby npuMmeHeHus, cnegyeTt nNpeacTaBUTb pesdynbTaTbl TakMx UCCreoBaHUMN.

2. Hosoe nsgenve coBMeCcTMMO C fleKapCTBEHHbBIM NpenapaTomMm.

3. IameHeHne He OOMmMKHO NpUMBOAUTL K 3HAYMMOMY M3MEHEHUI0 MH(opmaumn o
nekapCcTBEHHOM npenapare.

4. JlekapcTBEHHbIV NpenapaT MOXHO NPOLOMKaTb TOYHO A403UPOBaThb.

5. MeguunHcKoe wu3genve He  UCMOoNb3yeTCA B KayecTBe pacTBOpuUTENS
nekapCTBEHHOro npenapara.

6. Ecnu npegycmoTpeHa nsMmeputenbHas (PyHKUMS, OHa OOSMKHA OblTb BKMOYEHa B
perncTpaumMoHHOe A0Cbe Takoro nsgenus.

[lokymeHTauums

1. MNonpaBka K COOTBETCTBYOLWEMY pa3geny (pasgenam) perMcTpaumoHHOro 4ocbe,
BKMOYas noapoOHbIA 3CKM3 M COCTaB MaTepuana msgenust U noctaBluMKa, ecnu
NPUMEHNMO, a TakKe COOTBETCTBYIOLINIM NEPECMOTP MHGOPMaLNN O fIEKapPCTBEHHOM
npenapare.

2. NoatBepxaeHne pernctpaunmn meguumnHckoro nsgenus B Corose.

3. Obpasubl HOBOro U3genusd, ecrnv NPUMeHNMO.

4. ObocHOBaHME UCKITIYEHUA U3genus.

6.V BHeceHVss N3MEHEHUN B perucTpaumoHHoe [oCbe, 00yCnoBfeHHbIe
WHbIMW perynaTtopHbIMy npouenypamMmm
b.V.a) MOIT (M®PBA)

b.V.a1 BkntoyeHne HoBoro, | Heobxoanm | JokymeHThl | [Npoueaypa
OOHOBNEHHOrO MW  WUCMPAaBfIEHHOrO | ble YCMOBUA | U AAHHblEe
MacTtep-canna nnasmebl B




perncTpaumoHHOe JOCbe NeKapCTBEHHOO
npenapaTta (npoueaypa M®I1 2-ro atana)

0) nepBoe BKIOYEHWE HOBOrO MacTep- - 1,2,3,4 1B
danna nnasmbl, He BMAOWEro Ha
CBOWCTBA NeKapCTBEHHOIO npenapara

B) BKINOYEHME OOHOBEHHOro - 1,2,3,4 1B
(ncnpasneHHoro) MacTep-danna
nnasmbl: UBMEHEHUS BIUSAIOT HA CBOMCTBA
NekapcTBEHHOIo npenapara

r) BKNOYEHME OOHOBEHHOro 1 1,2,3,4 IA
(ncnpasneHHoro) mMacTep-anna HY
nnasmbl: W3MEHEeHUs He BIUAKT Ha
CBOWCTBA JIEKAPCTBEHHOrO Npenapara

Ycnosu4

1. Ha obHoBREeHHbIN unu nameHeHHoln MOIT BblgaH JOKYMEHT COOTBETCTBUS aKTaMm,
Bxoaswmm B npaBo Cor3a B cooTBeTcTBUM C npunoxeHnem N 1 k [NpaBunam
perucTpauum U1  3KCNEepPTU3bl NEeKapCTBEHHbIX CPeacTB AN MeauuUMHCKOro
NPUMEHEHNS.

[lokymeHTaums

1. Deknapaums, 4To 4OKYMeHT Ha M®I1 n akcnepTHbIN OTYET NOSIHOCTLIO MPUMEHUMbI
K 3aperMcTpupoBaHHOMY fleKkapCTBEHHOMY npenapary, gepxatene MOl npegcrasun
AepxaTernto perMcTpaumoHHOro yaoCcToBepeHUs (ecnu gepxartenb pernctpaumoHHOro
yooctoBepeHus u gepxartenb MOl He 9BAsOTCA OAHUM U TEM Xe NULOM) LOKYMEHT
Ha M®T1, akcnepTHbIN OT4eT M focbe Ha MOIT, aokymeHT Ha M®I1 n akcnepTHbIN OTYeT
3aMeHsIT npeablayLlyo AokyMeHTaumo Ha MOl gna gaHHOro nekapcTBEHHOro
npenapara.

2. [lokymeHT Ha MOIT n akcnepTHbIN OTYET.

3. eknapaums akcnepTa, XxapakrepusyLias BCe BBOAMMbIE C MOMOLLbKO JOKYMEHTa
Ha MOl nsmeHeHna 1 oueHMBarLWas nx NnoTeHunanbHoe BrIMsiHNe Ha NekapCTBEHHbIE
npenapaTbl, BKIT0Yas OLEHKN NPOAYKT-CreundUyHbIX PUCKOB.

4. B hopme 3asBneHns O BHECEHUN U3MEHEHUA HeobXoOUMO 4YeTKO OTpasuTb
"gencteyrownin” 1 "npegnaraembin”  gokymMeHT Ha MOl (Homep «kopa) B
perncTpaumoHHoM pocbe. Ecnv npumeHumo, B opMe 3asiBlieHUs O BHECEHUU
N3MEHEHNN Takke crnegyet 4eTko nepedncnutb Bce npodne MOl Ha KoTopble
CCbIITaeTCa NeKapCTBEHHbIM npenapaTt, gaXe €eCfiv OHW He SABNAKTCA npeamMeToMm
3asiBreHus.

b.V.a.2 BkntoyeHne HoBoro, | Heobxoanm | JokymeHThl | [Npoueaypa
OGHOBMEHHOrO  WNU  UCNPABMNEHHOrO | ble€ YCNOBMUSA | W AaHHbIe
mMacTtep-hanna BaKUMHHOIO aHTUreHa B
perncTpalmMoHHOe JOCbe NIeKapCTBEHHOMO
npenapata (npouegypa MO®BA 2-ro
3Tana)

0) BKINIOYEHME 0OHOBNEHHOrO - 1,2,3,4 IB




(ncnpasneHHoro) MacTtep-anna

BaKLMHHOIO aHTUreHa: N3MEHEeHMS
BNMNAIOT Ha CBOWCTBA J1EKAPCTBEHHOIO

npenapara

B) BKITOYEHME O0BHOBMNEHHOIO 1 1,2,3,4 IA
(ncnpaeneHHoro) mMacTtep-anna HY

BAKLUMHHOMO aHTUreHa: W3MEeHEeHUss He
BMUAIOT Ha CBOWCTBA JEKapCTBEHHOro
npenapara

YcnoBusi

1. Ha O0OHOBNEHHbIN UK KU3MEHEeHHbIn M®BA BblgaH OOKYMEHT COOTBETCTBUSA
3akoHopaTtenbcTBy Coto3a B cooTBeTcTBUM C npurnoxeHnem N 1 k [MpaBunam
permcTpaumm wn 3KCNepTM3bl JIEKAPCTBEHHbLIX MpenapaTtoB And MeOULMHCKOro
NPUMEHEHNS.

HokymeHTaums

1. leknapauus, 4To AOKyMeHT Ha M®PBA 1 3KCnepTHLIN OTYET NOSTHOCTLIO NPUMEHNMbI
K 3aperncTpupoBaHHOMY fiekapCTBEHHOMY npenapary, gepxarens MOBA npeacrasun
aepxartesito permcTpayunoHHOro yaoCcToBepeHns (ecnv gepxaresib permcTpaumoHHOro
yoocTtoBepeHus u gepxatenb MOBA He aBnAl0TCA OOHUM U TEM XE NULOM) AOKYMEHT
Ha M®BA, akcnepTHbIM oTYeT K gocbe Ha MOPBA, nokymeHT Ha MOBA 1 akcnepTHbIN
OTYET 3aMeHslT npeablaywyro  gokymeHTauuw Ha MOBA gns gaHHoro
fieKkapCTBEHHOro nNpenapara.

2. lokymeHT Ha MO®BA n 5KCnepTHbIN OTYET.

3. Jeknapauus akcnepTa, XxapakrepusyoLiasa Bce BBOAUMbIE C MOMOLLbIO JOKYMEHTa
Ha M®BA wn3MeHeHMs U oueHuMBawwWwasa WX MNOTeHUnanbHOe BrUSHME Ha
nekapcTBeHHble NpenapaThbl, BKIToYas OLEHKU NPOAYKT-CneundUyHbIX PUCKOB.

4. B chopme 3asBneHns O BHECEHUN U3MEHEHUA HEOBXOOMMO 4YETKO OTpas3vTb
AeNCTBylOWMA U npegnaraemMbld  OOKyMeHT Ha M®BA (Homep «koga) B
perncTpaymoHHoM pfocbe. Ecnv npumeHumo, B opMe 3asiBlIeHUs O BHECEHUU
N3MEHEHNN Takxke crefyeTr 4eTKo nepedncnutb Bce npodne MOPBA, Ha koTopble
CCbIITaeTCa NeKkapCTBEHHbIM rnpenapaTt, gaXe ecliv OHW He ABNAKTCA npeamMeToM
3asBreHns.

6.V.6) O6paLlueHne B 9KCNEPTHLIN KOMUTET

b6.V.6.1 O6HoBneHne  mogyna 3 | Heobxogn | JOKyMEHTbI Mpouenypa
perncTpaumoHHOro Aocbe, Mble N OaHHble

HanpaBfeHHoe Ha peanusauuio | ycnosus

3aKIMYEHNS SKCNEPTHOro KOMUTETA

a) M3MEHeHue peanusyeT 3aknveHue 1 1,2 IA
3KCNepTHOro kKomuTeTa HY

0) rapmMoHu3aums MOAYIs 3 - - Il




perncTtpaumoHHOro gocbe He 4ABndllacb
YacTblo 3aKrn4yeHus QKCNepTHOro
KomuteTa, n obHOBNeHmne HarpasJieHo Ha
ero rapmMoHun3auguio

Ycnosus
1. PesynbTtat He TpebyeT aanbHenLWen aKkCnepTuasbl.

[okymeHTaums

1. MpnnoxeHHoe K CONPOBOANTESNTIbHOMY NMUCbMY 3asIBNIEHMUS O BHECEHUN U3MEHEHWN:
CCblIfika Ha paccMaTpMBaemMoe 3aKoyeHne IKCNePTHOro KomuTeTa.

2. B permctpaumMoHHOM Aocbe HeOBX0aUMO YEeTKO 0603HaUYNTb N3BMEHEHMS, BHECEHHbIE
B X04e npoueaypbl 06paLleHns B 3KCNEPTHbIN KOMUTET.

B. N3ameHeHMe 6e3onacHocTn, achheKkTUBHOCTU U hapMaKkoHaa3opa

B.l. ﬂeKapCTBeHHble npenapartbl And meamumnHCcKoro rnppMmeHeHuns

Heobxoan
Mble
ycrnoBusi

B.1.1 N3meHeHne obLen xapakTepucTuku
NeKapCTBEHHOIO npenapara,
MapKUpoOBKM  UNWU  NUCTKa-BKNagbliwa,
HanpaBneHHble Ha peanusaumio
3aKIYEHNA IKCNEPTHOrO KOMUTETA

[oKyMeHTbI
N AaHHblE

Mpoueaypa

a) nekapCTBEHHbIM npenapaTt OXBayeH
npoueaypon obpalleHus B 9KCNEepPTHbIN
KOMUTET

1,2,3

A
HY

0) NekapCTBEHHbIN NpenapaT He OXBa4veH

1,2,3

IB

npoueaypon obpalleHus B 9KCNEePTHbIN
KOMUTET, HO W3MEHeHus1 peanuayet
3aKniYeHne  3KCMepTHOro  KoMUTeTa,
HOBblE AOMNOSNHUTENbHbIE AaHHble
aepxatenem perncTpaLmMoHHOro
yOOCTOBEPEHUS HEe NpeacTaBieHbl

Ycnosus

1. W3meHeHne peanusyeT ¢OpPMYyNMPOBKY, 3aTpeboBaHHYl YNOHOMOYEHHbLIM
opraHom (3KCnepTHOW oOpraHu3aumen) rocygapctBa-yrieHa, U He TpebyeT nogaydu
AONOSTHUTESbHBIX CBEAEHUIN U (M) AanbHENLWEN KCNepTU3bI.

[okymeHTaums

1. MpunoxeHHOe K COnpoBOAUTENBHOMY MUCbMY 3as8BMEHNA O BHECEHUN U3MEHEHWIA:
CCbIflka Ha paccMaTtpuBaemoe 3aKnio4eHMne IKCMEepTHOro komuTeTa ¢ NpuobLLEeHHON
obLen xapakTepuCTUKOWN NeKapCTBEHHOro npenapata, MapkKUpOBKOW WKW FIMCTKOM-
BKragblLLeM.

2. [eknapauusi, 4TO COOTBETCTBYWOLME pasgensl npegnaraembix  obuien
XapaKTEPUCTUKN JIEKAPCTBEHHOrO npenapaTta, MapKUMpOBKWM W NUCTKA-BKNagblwa




NOEHTUYHbI NPUOBLLEHHBLIM K 3aKIMOYEHMIO SKCNEPTHOIO KOMUTETA.
3. lNepecmoTpeHHasa MHgpopmaunsa o nNekapCTBEHHOM npenaparTe.

Mpumeua |Ecnu pobasneHne wnu
Hue npouvcxoaut  BCneacTBue

BOCMPOM3BEAEHHOIO, UMK
NeKapCTBEHHOro npenapaTta nocrne 3KcnepTusbl
pedepeHTHOro NIeKapCTBEHHOrO npenapara, NPUMEHSIITCA U3MEHEHMUS
B.l.1 u B.l.2 cooTBeTCTBEHHO. Takke B JaHHOM TUME U3MEHEHUS MOTyT
paccmaTpuBaTbCA N3MEHEHMH,
perncTpaumMoHHOro 4oCcbe fiekapCTBEHHOMO npenapaTta NnoaroToBEHHOro
B COOTBETCTBMM C 3aKOHOAATENbCTBOM
cooTBeTcTBME TpeboBaHMAM K  WHCTPYKUMM MO
NPUMEHEHUIO JIEKAPCTBEHHOrO npenapaTta M obLlen XapakTepuctuke
nekapcTBEHHOro  npenaparta  Ans
yTBepXaeHHbIM PeweHnem CoBeTa EBpasnMcKoOn 3KOHOMUYECKOW
Komuccum ot 3 Hos16pa 2016 r. N 88.

n3MeHeHune

NoKa3aHmnAa K

peann3aunm  3aKrnt4vyeHus

rmbépunaHo

MPUMEHEHMIO
3KCNEepTHOro

KOMUTETa MU U3MEHEHUI MHOPMALMKM O NEKApPCTBEHHOM npenapaTe

ro, wnm  6moaHanorn4yHoro

obycnoBreHHble

MeANLMHCKOro

TOro Xe W3MeHeHUd

npmeBegeHnem

rocyqapcrBa-yneHa B

MeauLMHCKOMY

NnPUMEeHEHUA,

B.l.2 N3ameHeHune ooLwen
XapakTepuUCTUKK NeKapCcTBEHHOTO
npenaparta, MapKUPOBKW WNKU NUCTKa-
BKMagbilla BOCMNPOU3BEAEHHOrO, WNK
rmbpuaHoro, wunn  GuoaHanormyHoro
NekapCTBEHHOro  npenaparta  nocre
OLIEHKMN TOro xe N3MEHeHus
pedepeHTHOro NneKapcTBEHHOrO
npenapara

Heobxoaum
bl€ YCrOBUS

[OKyMEHTbI
N AaHHblE

Mpoueaypa

a) peanunsauus N3MEHEHUS
(M3MEeHeHNN), B OTHOLLEHMM KOTOPOro OT
Aepxarens perncTpalmoHHOro
yOOCTOBEPEHMS He TpebyeTcs
NPeACTaBnATb HOBbIE JOMNOSNHUTENbHbIE
AaHHble

1,2

[lokymeHTauums

1. MpunoxeHHOe K CONPOBOAUTENBHOMY NMUCbMY 3asiBlIEHUSI O BHECEHUN U3MEHEHWN:
3anpoc YnofTHOMOYEHHOrO OpraHa (3KCMepTHOM OopraHusauun) rocyaapcTea-yneHa

(ecnn NpUMEHNMO).

2. [NlepecMmoTpeHHas nHpopmMauusa o nekapcTtBeHHOM npenapare.

B.1.3. NameHeHne (n3ameHeHuns) obLuen
XapakTepuCTUKK NeKapcTBEHHOTO
npenapaTta, MapKUpPOBKM WNAW NUCTKa-
BKMagbllla NekapCTBEHHOro npenapaTa
ans MeaAULMHCKOro NPUMEHEHUS,
HanpaBfieHHOE Ha peanunsaumio

Heobxoaum
bl€ YCroBUS

[OKyMeHTHI
N OaHHblEe

Mpoueaypa
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pesynbraTta npoueaypeobl,
3aTparvmsaroLLen nepnoanyecKun

obHoBNAeMbI OTYET nNo 6e3onacHocTU

nnu NocTperncTpaunoHHoe

nccnegosaHne 6e30NacHOCTH

a) BHECEHMne dOpPMYNNPOBKY, 1 1,2 IA
cornacoBaHHOM YNOSTHOMOYEHHbLIM HY
opraHom (3KCrnepTHOW opraHn3aumen)

rocygapcrBa-yrieHa

Ycnosusa

1. W3meHeHue peanusyeTr ¢OpMynMpoOBKY, 3aTpeboBaHHYH YMONIHOMOYEHHbIM
OpraHoM (3KCnNepTHOW oOpraHu3aumen) rocygapcTBa-yfieHa, U He TpebyeT nogauyu
AONOSTHUTESbHBIX CBEAEHNIN U (UNN) AanbHENLWEN IKCNEPTU3bI.

HokymeHTaums

1. MprnoxeHHoe K CONPOBOANTESNTbHOMY NUCbMY 3asiBIIEHUSI O BHECEHUN U3MEHEHUN:
CCblfika Ha cornacue (oueHKy) YNONTHOMOYEHHOro opraHa (3KCnepTHOW OopraHu3aunn)
rocygapcrBa-yneHa.

2. lNepecmoTpeHHas UHopMaLns 0 NekapCcTBEHHOM NpenaparTe.

B.I.5 WameHeHne ycnosum otnycka | Heobxoanm | [JokymMeHTbI Mpouenypa
NekapCTBEHHOro npenapara ble YCNOBUS | W aHHble

a) BOCMNPOU3BEAEHHbIX UMK TMOPUOHBIX - 1,2 IB
nnn BGuoaHanornyHblIX feKapCTBEHHbIX
npenapaToB rnocrie U3MeHeHUs yCrnoBun

oTnycka pedepeHTHOro
niekapCTBEHHOrO rnpenapara
[lokymeHTauums

1. MNoaTeBepXxaeHne U3MEHEeHUs YCroBUIK OTnycka pedepeHTHOro fieKapCTBEHHOro
npenapata (Hanpumep, CCbifika Ha COOTBETCTBYIOLLEE peLlleHne YNONHOMOYEHHOro
opraHa (9KCMEpTHOM  OpraHuM3auun) rocygapcrBa-yrieHa), MNPUIOXEHHOE K
CONPOBOANTENBHOMY MUCbMY 3asiBIIEHUS O BHECEHUN U3MEHEHW.
2. NepecmoTpeHHasa nHopmaLms 0 IeKapCTBEHHOM npenapare.

B.l.6 N3meHeHwne nokasaHus | Heobxoan | Tpebyemas Bug

(nokasaHui) K NPUMEHEHUIO Mble AOKYMeHTal | npoueaypbl
yCnoBus ns

0) NCKIOYEHNE nokasaHus K - - IB

NPUMEHEHMIO

Mpumeyvann | Ecnn  poGaeneHne wnu  u3MEHEHWE NOKa3aHMs K MNPUMEHEHUIO

e npoucxoauT BCNeACTBME peanusaunm  3akoYeHUs  3KCMEpPTHOro

KOMUTETa UMY U3MEHEHUI MHOPMaLMK O NEeKapCTBEHHOM Mnpenapare
BOCMPOM3BEAEHHOrO, WNM  rMbpuaHoro, wunu  GuoaHanorm4yHoro
NeKapCTBEHHOro npenaparta rnocrne 3KCNepTu3bl TOro XXe M3MEHEeHUs
pedepeHTHOro NekapcTBEHHOrO NpenapaTa, NPUMEHSIIOTCS U3MEHEHUS




| B.I.1 1 B.|.2 cOOTBETCTBEHHO.

B.1.7 UckntoueHue: Heobxogn | Tpebyema Mpoueaypa
Mble S
YyCrnoBuUSA | OOKYMEHT
aummn

a) NNekapCTBEHHOM (hopMbl - 1,2 IB

0) 0O31POBKM - 1,2 IB
[okymeHTaums

Heknapauus, 4to ocTtaBwasca ¢dopma (popmbl) BbiNycka [OCTaTOuMHa Ans

BbIMNOSTHEHUST peKoOMeHAauMn No O3NPOBAHNIO N ONUTENbHOCTU NEeYeHNs, ONMCaHHbIX
B 0obLLEeln XxapakTepMCcTMKe NeKapCTBEHHOrO npenapara.
2. [NepecmMoTpeHHada nHpopmMauma o nekapCTBEHHOM Npenapare.

Mpumeyanun | Ecnu paccmaTpmBaemasi nekapcteeHHas opma mnu go3mvposka bbina
e 3aperncTpypoBaHa B Buae oTAernbHOro fiekapCcTBEHHOro npenapara, To
NCKMIOYEHNE TaKoW neKkapCTBEHHOM OpMbl UM A03MPOBKM Oyaer
CYMTATbCHA HE BHECEHMEM N3MEHEHUN, a U3bATUEM M3 0DpaLLeHus.

B..8 BeBegeHue vnun nameHeHune pestome | Heobxoan | JoKyMeHT Mpoueaypa
cuUcTeMbl dapmakoHagsopa Mble bl N

NeKapCTBEHHOIoO npenapara Ons | ycrnoBus JaHHble
MEANLMHCKOro NpMMeHeHns™

a) BBepneHune pestome cuUcTemsbl - - IA
drapmakoHaasopa, N3MEeHEeHNN HY
KBanMnumnpoBaHHOro niua no
dapmakoHag30py (BKIOYAs KOHTaKTHYHO
WHopmMmaum) wn  (MnNn)  U3MEHeHue
MeCTOpacnosioXeHNs mMacTtep-hanna

cuctembl papmakoHagsopa (MPCP)

[lokymeHTauums

1. Pestome cuctembl dapmakoHagsopa
(COOTBETCTBEHHO);

noagTBepXgeHue TOro, YTO 3adBUTENb  MMeeT  KBanuduuumpoBaHHOe  nuLo,
OTBETCTBEHHOE 3a (bapMakoHaa30p, U yTBepXaeHue, NoannucaHHoe 3asBuTeneMm, YTo
3aaBuTenb obnapaetr HeobxogumMbiMKM  crnocobamMn  BbINOMHEHMA 3agad WU
obsizaHHOCTEN,  nepeyucrieHHblx B [lpaBunax  Hagnexawen  NpakTUKu
drapmakoHaasopa EBpasnnckoro aKOHOMMYECKOro co3a;

KOHTaKTHaa WHQopMauus KeanuduuupoBaHHOrO nuua no dapmakoHaasopy,
rocygapcrBa-yrieHa, B KOTOPOM pacnonaraeTcss KeBanupuumpoBaHHOE Mvuo Mo
hapmakoHaZ30py M BbIMOSHAET CBOW 3a4auu;

mecTopacnonoxeHne MOCO.

2 Homep M®C (npu Hanuyum)

nnn OOHOBMNEHME 3HAYUMbIX 31EMEHTOB

[laHHOe n3meHeHWe oxsaTbiBaeT BBegeHne MPCP HesaBucUMMO OT
HanM4ynsa B TEXHNUYECKOW YacTU PermcTpaLmoHHOro 4ocke NoapoOHOro




onucaHmna cuctemol hapmakoHagsopa. IaMeHeHUst KOHTaKTHOro nuua
Nno dpapmakoHaa30py, BKOYAA KOHTaKTHYH MHopmMauuio (Homepa
TenedoHOB 1 hakcoB, MOYTOBbIN afgpec N agpec ANEKTPOHHOW MOYThI)
N U3MeHeHust mectopacnonioxkeHns MOCP (ynuua, ropod, MHAEKC,
CcTpaHa) gonyckaeTcsi BHOCUTb B eAuHbin peecTp (6e3 HeobxoammocTu
odopMIIEHNA OTAENbHOM MPOoLEeaypon BHECEHUA M3MeHeHuin). Ecnu
aepxartefnb  permcTpauMoHHOro  yaocTtoBepeHus  npuberaet K
BO3MOXXHOCTM OOHOBMNEHUS yKa3aHHOWM Bbille MHOpMauuM B e4MHOM
peecTpe, OH [OOfKeH YyKasaTb B pPermcrpaumoHHOM [OCbe, 4TO
0OHOBNEHHas MHPOPMaUNA ATUX AAHHbIX BKIIOYEHA B €ANHbIN peecTp.

B.1.9
CUCTEMDI
mMactep-thanny
dapmakoHagsopa (MPCOD)

N3meHeHne CyLLEeCTBYOLLEN
hapMmakoHag3opa COorfacHo
CUCTEMDI

Heobxoonm
ble YCrOoBUS

[OKyMeHTbI
N OaHHble

Mpoueaypa

a) MW3MeHeHne KBanMdpuuMpOBaHHOIO
nimua no apmakoHagsopy, v (Mnn)
KOHTaKTHOM wuHdopmaumn, u (unn)
npoueaypbl pe3epBMpoBaHUs

A
HY

0) N3MEHEHNE 6a3sbl
6esonacHoCTM UM (UN)  OCHOBHbIX
KOHTPaKTHbIX COrfaleHnn B Lensx
BbINOJSTHEHMS hapMakoHaA30PHbIX
06s3aTensLCTB N (UNN) NU3MEHEHNE MecTa
npoBeaeHunst dhapmakoHaa30pHOM
AEATENBHOCTH

OaHHbIX

1,2,3

A
HY

B) wWHble u3MeHeHus [1OCP, He
BAMAKOWNE HA  (PYHKUMOHMPOBaAHUE
cucTemMbl hapmMakoHag3sopa (Hanpumep,
N3MEHEHME MECTOMOSIOXEHUSA TNaBHOIO
XpaHunuiia (apxuBa),
a4MWHUCTPaTMBHbIE U3MEHEHMS)

r) BHeceHue wuameHeHun B MOCP no
pesynbtatam 9KCnepTn3bl Mnoco
ApYyroro riekapcTBeHHOro npenaparta
TOro Xe AepxaTtens permctpaunoHHOro
yOOCTOBEpPEHUS

1,2

A
HY

YcnoBuga

1. Cama cuctema papmakoHaasopa He U3MEHSETCA.
2. Cuctema 6a3bl faHHbIX NpoLunia Banvaauuio (ecrnv npuMeHnmMo).
3. MNepeHoc gaHHbIX 13 ApyrMx cuctem 6a3 AaHHbIX BannaupoBaH (ecriv NpUMMEHNMO).
4. Te xe nameHeHuns B NOC BBeaeHbl ANA BCEX NEKAPCTBEHHbIX NpenapaTtoB TOro
Xe pgepxaTtens pernctpauumoHHOro yaoctoBepeHusa (oAMHakoBas OKOH4YaTeslbHas

Bepcus MNOCP).




[okymeHTauns

1. MNocnegHsas Bepcusa NMOCD n, ecnn NpMMEHUMO, NOCNEeaHAs Bepcusa npenapar-
cneuyndgunyHoro  gonosiHeHna.  OHM  OOMKHbI B OTHOLIEHUM  U3MEHEHUS
KBanndunumpoBaHHOro nuua no dpapmakoHaa3opy BKIoYaThb a) KpaTKkyko duorpadguto
HOBOro KBanuMuUUUPOBAHHOIO nuua nNo dapmakoHaasopy, 6) HoBoe MecTo
HaxoXOeHnsa aepxartenst permcTpaunoHHOro yaoCcToBepeHns n KBanmguumpoBaHHOro
nmua no ¢papmakoHag3opy 06 X CNOCOBGHOCTM M NyTAX YBEAOMSIEHUS O
HexxenaTerbHbIX peakumnax, nognMcaHHOe HOBbIM KBaNMUUUMPOBAHHBIM fIULOM MO
hapmakoHaZ30py 1 gepXaTenem perncTpaunuoHHOro yaoCTOBEPEHUS U OTpaxatoLlee
ocCTasibHble CBSI3aHHbIE C 3TUM U3MEHEHUS, HaNpUMep, B OpraHM3aLnoHHOM CXEME.
Ecnn kBanuduumpoBaHHoe nuUO MO dapmMakoHaa3opy W (MNK) KOHTaKTHas
NHpopmaLma KBannMpuUUMpoBaHHOro nNuua no doapmakoHaa3opy n3HavanbHoO He Obinu
BkMtoYeHbl B [NMOCO unun NMNOCD He cywecTByeT, nogada nepecMmoTpeHHoro NMNOCS He
TpebyeTcs, Heo6xo0aNMO NpeaCcTaBUTb TONBbKO POPMY 3asBNEHMSI.

2. Ccbinka Ha 3asBrieHune (npoueaypy) v nekapcTBeHHbI npenapaT, B OTHOLUEHUU
KOTOPOro M3meHeHus1 611 0406peEHbI.

Mpumevanune | B.1.9 oxBaTbIBaeT N3MEeHeHNA CyLLECTBYIOLLEN CUCTEMbI
: papmakoHaZ30pa BeTepUHapHbIX JNEeKapCTBEHHbIX npenapaTtoB U
neKapCTBEHHbIX MpenapaTtoB ANA MeAUUMHCKOrO MPUMEHEHUS, Ha
KoTopble He Obin BBeaeH [PCO.

MpumeyaHne | UIameHeHns  kBanuuumpoBaHHOIrO nuua no  dapmakoHaasopy,
ans a) BKMOYAA KOHTAKTHYK MHpopMauuto (Homepa TernedoHoB 1 (hakcos,
MOYTOBbLIN agpec N agpec 3NeKTPOHHOM MOYTbI), AOMYyCKaeTCs BHOCUTb
B eauHbln peectp (6e3 HeobxoaumocTn odopMIIEHUS OTAESbHOM
npolenypom BHECEHUdA N3MEHEHUN). Ecnn aepxarenb
perncTpaumoHHOro ygocrtoBepeHus npuberaeT K BO3MOXHOCTU
OBOHOBMEHMS YKa3aHHOMW Bblle MHOpPMauuM B €OUHOM peecTpe, OH
AOIMKEeH ykasaTb B pPerncTtpaumoHHOM [OCbe, YTO OBOHOBMEHHas
NHOpPMaLMS 3TUX JaHHbIX BKNKOYEHa B €QUHbIN PEECTP.

MpumeyaHne | OueHka TMOC®, nogaHHOro kKak 4YacTb HOBOrO 3asiBfiEHUs O
ans 6) permctpauum (paclumpeHus pernctpauumn, BHECEHUS WU3MEHEHMS),
MOXET BECTU K U3MEHEHWsIM NOo 3arnpocy YNONHOMOYEHHOro opraHa
(akcnepTHOM opraHunsaummn) rocygapctea-yuneHa takoro NOC®. B atom
crnyyae TakuMe >Xe Wu3MeHeHuss MOXHo BBectn B [1OCO apyrux
nekapCTBEHHbIX NpenapaToB TOro Xe AepXaTensd perucrpauuoHHOro
yOOCTOBEpPEHUsA NyTeM nogaydu (rpynnosoro) nameHenus IAHY tuna.

B.1.10 W3meHeHne uyactotel u (Mnn) | Heobxogm Tpebyemas Bua
aatbl nogayv nepmoanyeckoro Mble AOKyMeHTauu | npoueaypsbl
oGHoBNSAIEMOro oTyeTa no | ycnosus FI

B6e3onacHoCTH neKapcTBEHHbIX

npenapaTtoB ans MeANLMHCKOro

NPUMEHEHUS




1 1,2 IA
HY

Ycnosus

1. WMN3MeHeHMe 4actoTbl M (Unn) patbl nogadv nepuoandeckoro ortyeTta Mo
6€e30nacHOCTN COrnacoBaHoO YNOSIHOMOYEHHbLIM OpraHOM (3KCMEPTHOW OpraHu3aumen)
rocygapcrBa-yseHa.

[okymeHTaums

1. NpnnoXxeHHOEe K CONPOBOANTENBHOMY NMUCbMY 3asBSIEHUSI O BHECEHUN U3MEHEHWNA:
CCblfIka Ha cornaweHne YrnofHOMOYEHHOro opraHa (3KCNepTHOW opraHM3aunn)
rocygapcrBa-yrieHa.

2. lNepecMoOTpeHHas 4Yactota M (MnuW) gaTa nogavv nepuogumyeckoro otveta no
©e3onacHocTW.

MpumevaHn |[daHHOe Un3MeHeHMe MNPUMEHSIeTCs, B  ClyyYae €eCcnn LUK
e nepmnoanyeckoro ot4yeTa no 6€30nNacHOCTN yKka3aH B permcTpaumoHHOM
Aocbe cnocobamu OTMMYHBbIMM OT YKa3aHUS CCbIfIKM Ha nepedeHb
OTYETHbIX JaT B COOTBETCTBUM C akTamu, Bxoadawmmm B npaeo Coto3a,
M npu HeobxoAMMOCTM nodayM nepuoaudeckoro oTyeTa Mo
©e3onacHocTw.

B.l.11 BeBepeHne wvnn  mn3meHeHus
00s3aTensLCTB M YCNOBUN perncTpaumm,
BKNKOYas NfaH yrnpasleHnst puckamm

Heobxogum
ble YCrOBUS

[OKyMEHTbI
N OaHHble

Mpoueaypa

a) peanunsauus dOpPMYnNPOBKY, 1
COrfacoBaHHOM C  YNOSITHOMOYEHHbLIM
opraHom (3KCnNepTHOW opraHusaumen)
rocygapcrea-yneHa

1,2 IA
HY

Ycnosus

1. MlameHeHne peanusyeT pencteue, 3atpeboBaHHOE YMNOSIHOMOYEHHbLIM OpPraHoM
(akcnepTHOM  opraHu3aumen) rocygapcrTBa-ynieHa, W He TpebyeT nogaydn
AONOSNTHUTESbHBIX CBEAEHNN U (UNN) AanbHENLWEN IKCNEPTU3bI.

[okymeHTauns

1. MNMpunoxeHHoe K cConpoBOAUTESNTIbHOMY NUCbMY 3a8BIEHUA O BHECEHUUN U3MEHEHUI:
CCbiflka Ha COOTBETCTBYIOLLEE peLleHne YMNOHOMOYEHHOro opraHa (3KCcnepTHOM
opraHusauumm) rocygapcraa-yreHa.

2. [NepecmoTpeHHasa nHopmaLms 0 NekapCTBEHHOM npenaparTe.

MpyMmevaHn | ATO U3MEHEHUEe OXBaTbiBaeT TOSIbKO CUTyauuio, B KOTOPOW BBOAUMOE
e M3MEHeHWe 3aTparMBaeT  UCKMIOYUTENbHO  YyCrioBus U (Mnn)
obsasatenbcTBa perncTpaunmn, BKOYasa nnaH ynpasnieHns puckamun m
ycrnosma n (Mnun) obasatenbctBa perncrpaumm npu UCKNIYUTENbHbIX
00CcTOATENBCTBAX M YCIIOBHOMW perucTpauuu.

B.1.12 BknwyeHne wunm  UCKNKYEHUue
YEpPHOro cCMMBOSIA WU MOACHUTESbHbIX
yKa3aHun B OTHOLIEHUN NEeKapCTBEHHbIX

Heobxoanm
bl€ YCrOBUS

[OKyMeHTHI
N OaHHble

Mpouenypa




npenapaToB, BXOAAWMX B MNepevYeHb
neKapCcTBEHHbIX npenaparos,
noanexatymx AOMNONHUTENTbHOMY
MOHUTOPUHTY
1 1,2 IA
HY
YcnoBusa

1. JlekapCTBEHHbIN npenapaTt BKMNKOYEH UMM UCKIOYEH U3 MEpPEeYHst fiekapCTBEHHbIX
npenapaTos, Noasexawmnx JoNoAHNUTENbHOMY MOHUTOPUHTY (COOTBETCTBEHHO).

[okymeHTaums

1. MpunoxeHHoe K conpoBOaUTENBHOMY MUCbMY 3asiBIEHUS O BHECEHUN U3MEHEHWUIA:
CCbIflka Ha nepeyYeHb NeKapCTBEHHbIX NpenapaToBs, Noanexawmx AonoNHUTENbHOMY
MOHUTOPUHTY.

2. [NepecMoTpeHHas MHpopMauunsa o nekapcTBEHHOM npenapare.

MpumeYaHn | LaHHOE M3MEHEHWe OXBaTbiBaeT CUTyaLMto, NPU KOTOPOW BKIOYEHMEe
e NN UCKIIOYEHNE YEPHOrO CMMBOSIA UMK MOSICHUTENbHbIX YKa3aHUA He
Npou3BoaMTCS B paMKax ApYyron perynstopHoi npoueaypbl (Hanpumep,
npouenypbl  MNPOAMEHUS UMW  M3MEHEHUs,  3aTparvBaroLlem
MHGOPMaLIMIO O NIEKapCTBEHHOM Npenapare).

. M@ (M®BA)

.1 NameHeHne HaumeHoBaHusa n (unu) | Heobxoaum | JokymeHTol 1 | [poueaypa
agpeca  gepxartens  cepTudukara | ble ycrnosus AaHHble
M®BA

1 1 IA

HY

Ycnosus
1. Depxatenb ceptudumkata MPBA JoOmKeH 0OCTaBaTbCs TEM Xe IpPUANYECKUM JTNLOM.
[okymeHTauns

1. OdmumanbHbI OOKYMEHT OT COOTBETCTBYIOLEro YMNOMHOMOYEHHOrO oOpraHa
rocygapcTBa- 4yrieHa (Hanpumep, HarnoroBoro opraHa), B KOTOPOM YyKa3aHO HOBOE
HaMMeHoBaHWe Unu agpec.

.2 NameHeHne HaumeHoBaHusa n (unu) | Heobxoaum | JJokymeHTol 1 | [poueaypa
agpeca gepxarens ceptudpukara MOl | bie ycnosus AaHHble

1 1 1A
HY

Ycnosus
1. Oepxartenb ceptudmkata MOl gomkeH octaBaTbCa TEM Xe KPUANYECKUM NTNLOM.




[okymeHTauns

1. OduumanbHbln OOKYMEHT OT COOTBETCTBYHOLWLENO YMNOSITHOMOYEHHOrO oOpraHa
rocygapcrBa-yrnieHa (Hanpumep, HanoroBoro opraHa), B KOTOPOM yKa3aHO HOBOE
HanMeHOBaHWEe UNKn agpec.

.3 WNameHeHne wunn  TpaHcdep | Heobxoanm | JokymeHTol 1 | [Mpoueaypa
TeKylwero gepxartena ceptudukarta | ble ycrnosus AaHHble
M®[T HoBOMY aepxaTento cepTudukaTta
M®I1 - To ecTb gpyromy topuandeckomy
nnuy

- 11 21 31 4’ 5’ IA
6 HY

[lokymeHTauums

1. [okymeHT, BKNouYas uaeHTMdMKaun (HaunmeHoBaHWe W afpec) TEeKyLero
aepxatensa MOl (npasooTyyxgatens) n ngeHTudukaumo (HammeHoBaHe 1 agpec)
nuua, NpuHuUMarwero TpaHcdep (npasonpuobpeTtaTens), a Takke npeasiaraemyto
AaTty caernku, nognucaHHon o6enmm KoMnaHnsMu.

2. Konua nocnegHen ctpaHuubl JOoKymeHTa Ha MOTT.

3. [logTteepxaeHve perncrtpauum HOBOro JAepxatens (Bblnucka w3 peecTtpa
lopuanyeckUX nuLy, M NepeBoS €e Ha pPYyCcCKMin A3blk), nognucaHHoe obenmu
KOMMaHNAMM.

4. MoaTteepxaeHue TpaHcdepa Bcen fokymeHTauum MOl ¢ nepson cepTudmkaumnm
M®IT npaBonpuobpeTartento, nognucaHHoe o6enmm KoMnaHNAMm

5. [loBEpeHHOCTb, BKNOYasA KOHTaKTHble CBeAEeHUs Nuua, OTBETCTBEHHOMO 3a CBSA3U
MeXay YNOSTHOMOYEHHbIM OpraHoOM (3KCNepTHOW opraHu3aunen) rocygapcraea-yneHa u
aepxarenem MOI1, nognucaHHasa npasonpuobpeTaTenem.

6. NMcbMOo-0693aTeNbCTBO BbINOSTHEHWSI BCEX OTKPbITLIX U OCTaBLUMXCH 0653aTenbCTB
(Mpy Hann4ymn), nognnucaHHoe npaBonpuobpeTaTenem.

.4 N3ameHeHne HaumeHoBaHus n (unn) | Heobxoaum | [JJOKyMeHT Mpouenypa
agpeca y4ypexnaeHun KpoBW, BKMOYad | ble yCrnoBus bl N
LLEHTPOB Mo cbopy KpoBU (Niasmbl) AaHHbIE

1,2 1,2,3 A
Ycnosusi

1. YupexaeHue KpoBM AOMKHO OCTaBaTbCsA TEM XKe IoPUANYECKUM MNULIOM.

2. 'ameHeHne AomkHO BbiTb aAMUHUCTPATUBHBIM (HanpuMep, CNnsiHue, NornoLLeHne);
N3MEHEHNE HauMEeHOBaHUS yYpeXXaeHnsl KpoBu (LeHTpa no coopy), Npy HEUM3MEHHOCTH
yuYpeXaeHUs KpoBM.

[okymeHTaums

1. NMognucaHHasa aeknapaums Toro, YT0 UISMEHEHWNE He BKIOYaeT U3MEHEHME CUCTEMbI
KayecTBa y4pexaeHnsa KpoBMU.

2. MNMoanvucaHHas Aeknapauus TOro, YTO M3MEHEHUA NnepeyHsa LUeHTpoB cbopa He
NPONCXOANT.

3. O6HOBNEHHbIE COOTBETCTBYOLWME pasfenbl U JononHeHus K gocbe MOIrT.




I".5 3ameHa nnun gobaeneHne ueHTpa no | Heobxoaum | [JoKymMeHT Mpouenypa
cbopy kpoBM (MNasmbl) B pamKax | ble yCrnoBus bl U
yuypexgeHnsa KpoBW, BKIIOYEHHOrO B AaHHble
MorT

- 1,2,3 IB
[okymeHTaums

1. dnngemuonornyeckme AaHHble 0 BUPYCHbIX Mapkepax, 3aTtparmsarolime LeHTp no
cbopy kpoBu (nnasmbl), oxBaTbiBawowmne 3 roga. B OTHOWEHMM BHOBb OTKPbLITOrO
LeHTpa (LEeHTpOB) unM B criydae OTCYTCTBMS [AaHHbIX, AeKnapaumsa Toro, 4Tto
anngemuonorndyeckne faHHble OyaoyT npeacTaBfneHbl B OYepefHOM  eXerogHOM
0oBHOBNEHUN.

2. YKasaHue, 4TO LeHTp (PYHKUMOHMPYET B TEX Xe YCNOBUAX, YTO U ApYyrne LeHTpbl,
NpUHagnexawme YYpexaeHuto KpoBW, COMMacHO MOMOXEHUAM CTaHO4apTHOro
AorosBopa Mexay ydpexageHnem Kposu u gepxatenem MOrl.

3. O6HOBMEHHbIE COOTBETCTBYOLWME pasgenbl N AOoNoNnHeHus K gocbe MOrT.

.6 WcknioyeHne wvnn  unameHeHue | Heobxoaum | JokymeHTol 1 | [poueaypa
ctatyca  ((PYHKUMOHUPYIOLMIA  WUNK | ble YCNoBUA AaHHble
HeYHKLUNOHUPYIOLLMIA) yypexaeHun
KpoBU (LEHTPOB), MCNOMb3YyEMbIX AJIS
cbopa «kpoBu (Mnasmbl) wnu  Oonsa
NCMNbITAHUA KPOBO- M nna3mMogad wu
NynoB Nnasmbl

1,2 1 IA

Ycnosus

1. TIPUYUHBI UCKIMIOYEHUS U UBMEHEHUA CTaTyca He OOMMKHbl ObiTb 06YyCroBMEHbI
npobnemamu, cBsizaHHbIMM C [1paBunamy Hagnexawen Npon3BoaCTBEHHOW NPaAKTUKK
EBpasnnckoro akoHOMMYEeCKOro coraa.

2.  YypexpgeHuss  (LUeHTpbl)  OOSMKHbI  COOTBETCTBOBATb  MHCMNEKUWOHHOMY
3aKkoHoOaTenbCTBY rocygapcrtea-yneHa npwu N3MeHeHU cTaTtyca c
HedYHKLMOHUPYHOLLUMX HA DYHKLMOHUPYOLLME.

[okymeHTauns
1. O6HOBNEHHbIE COOTBETCTBYOLLME pasaenbl n gononHeHus K gocbe MOIT.

.8 3ameHa wnu BkNOYeHMe HoBoro | Heobxoaum | JokymeHTol 1 | [poueaypa
LEeHTpa KpOBM B LEeNdX WCNbITaHUS | ble YCroBus AaHHble
AOHaLUM KpOBU 1 Nnasmbl 1 (Unn) NynoB
nnasmbl B paMKax  yypexgeHus,
BKNtoYeHHoro B MOI1

- 1,2 1B

[okymeHTaums

1. YKasaHue, 4To UCNbITaHUs NPOBOAATCA COrfnacHo TeM xe yTeepxgeHHbiM COIT n
(mnun) meTogam ncnbITaHUA.

2. OGHOBMEHHbIE COOTBETCTBYOLIME pa3genbl U 4ononHeHus K gocbe MOrT.
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.10 3ameHa wnu Bkn4veHne Hooro | Heobxoaum | [JokymeHTbl 1 | [poueaypa
ydpexngeHna  KpoBWM UMM LEHTpa | ble yCroBus AaHHble
(ueHTpOB), B KOTOPOM XpPaHUTCS Nnasma

- 1,2 IB

[okymeHTaums

1. YkasaHune, 4To LEHTP XpaHeHUs PYHKUMOHMPYET B cOOTBETCTBMM C TeM xe COIT,
YTBEPXKOAEHHBLIM B YYPEXOEHUN.

2. OGHOBMEHHbIE COOTBETCTBYIOLIME pa3genbl U 4oNonHeHus Kk gocse MOIT.

.11 WckniodeHne ydpexaeHus kposu | Heobxoaum | JokymeHTbl 1 | [poueaypa
mnu ueHtpa (LEHTPOB), B KOTOPOM | ble YCrOBUS AaHHble
XpaHunTCca nrasma

1 1 A

Ycnosus

1. MNpunymrHa ncknYeHna He JormkHa bbITb 0bycrnosneHa npobnemamm, CBA3aHHbIMA C
noaTBEPXXOEHMEM COOTBETCTBUS MNPOU3BOLACTBEHHOM NNOWAAKM MNPOU3BOAUTENS
[MpaBunam Haanexaten NPOM3BOLCTBEHHOW NPaKTUKN EBpasunckoro
3KOHOMWYECKOro COoH3a.

HokymeHTaums
1. OGHOBNEHHbIE COOTBETCTBYIOLWME pasgenbl U 4oNoNnHeHus K gocbe MOrT.

12 3ameHa Unn BKNtoyeHue | Heobxoaum | [lokymeHTbl 1 | [poueaypa
opraHusauum, BOBJ1EYEHHOWN B | ble ycrnoBus JaHHble
TPaHCNOPTMPOBKY NJias3mbl

- 1 IB

HokymeHTaums

1. OBGHOBMEHHbLIE COOTBETCTBYIOLWME pasaenbl U 4ononHeHus K gocbke MO, Bknioyas
BCE yUYpeXxaeHUs KPOBU, Mosb3yoLmecs 3TOM TPaHCMOPTHOM opraHu3aumen, pestome
AENCTBylOLLEN CUCTEMbI, obecnedmBalroLlen TPaHCMOPTUPOBKY B  Hagnexalimnx
ycrnoBuax (Bpems, TemnepaTypa MU COOTBETCTBME Haafexallen nponsBoaCTBEHHOM
NpaKTUKe) N NoATBEPXKAEHME TOro, YTO YCIOBUS TPAHCMOPTUPOBKN BanMaNpPOBaHbI.

13 WNckntouernne opraHunsauuu, | Heobxogum | [lokymeHTbl 1 | [Npoueaypa
BOBMEYEeHHOMN B TPaHCNOPTUPOBKY | ble YyCIrioBUA JaHHble
nnasmbl

1 1 A
YcnoBusi

1. MNprymrHa UckNYeHna He aomkHa 6bITb 0bycrnoBneHa npobnemamm, CBA3aHHbLIMK C
noaTBEPXXOEHNEM COOTBETCTBUSA MNPOM3BOACTBEHHOW NMOWAAKA MNPOM3BOAMTENS
[Mpasunam Hagnexaweun NPON3BOACTBEHHOMN NPaKTUKn EBpasuinckoro
3KOHOMWYECKOro Cor3a.

[okymeHTaums
1. O6HOBNEHHbIE COOTBETCTBYOLLME pasaenbl n gononHeHus K gocbe MOIrT.

.14 BkntoueHue TecT-cuctemel, | Heobxoanm | JokymeHThl 1 | lMpouenypa
3apeructpupoBaHHon B Cow3e B | ble ycnosus AaHHble
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KayecTBe MeAMLUHCKOro usaenud, B
Lensax UCMnbITaHUA OTAEeNbHbIX JOHaLWUN
KPOBU W Nna3smbl B KAYeCcTBe HOBOW TECT-
CUCTEMBI

1 1,2 1A

YcnoBusa
1. HoBasi TecT-cuctema 3sapernctpumpoBaHa B Cow3e B KayecTBe MeAULMHCKOro
n3genuvs.

[okymeHTaums

1. MNepeyeHb ncnbiTaTenbHbIX NOLWAA0K, B KOTOPbIX MCNOSb3YeTCcsl TECT-CUCTEMA.

2. OGHOBMEHHbIE COOTBETCTBYIOLLIME pa3aenbl U 4ONONHeHUs Kk gocbe MOI, Bkntovas
OOHOBNEHHbIE CcBeaeHMA 00 UCNbITaHUSAX B COOTBETCTBUM C akTaMu, BXOASLWMMU B
npaBo Coto3a no coctaBneHmo MOrl.

.15 BkntodeHne TecT-cuctembl, He | Heobxoaum | JokymeHTol 1 | [Mpoueaypa
3apeructpuposaHHon B  Cow3e B | ble ycrnosus AaHHble
KayecTBe MEOULUMHCKOro u3genus, B
Lensax ucnbiTaHMa OTAenbHbIX AOHALUN
KPOBW U Nfia3aMbl B KQ4ECTBE HOBOW TECT-
CUCTEMBI

0) HOBas ucnbiTatenbHas cucrtema beina 1,2 A
opobpeHa B MOl gna gpyrux LeHTpoB
KPOBM B LENAX WCMbITaHUA LOHAUUK
KPOBU 1 Nfiasmbl

HokymeHTaums

1. MNepeyeHb ncnbITaTenbHbIX LEHTPOB, B KOTOPbLIX MUCMOMNb3yeTCHA TeCcT-cUcTema, U
nepeyeHb UcnbITaTeNbHbIX LEHTPOB, B KOTOPbIX OHAa ByaeT NCnosib30BaThCS.

2. OBHOBMNEHHbIE COOTBETCTBYIOLWME pa3aensl 1 onoriHeHus K gocke MOIT, Bkrovas
OOHOBrIEHHbIE cBefeHUs 00 UCMbITaHMAX B COOTBETCTBUMM C aKkTaMu, BXOASALWMMU B
npaBo Coto3a no coctaBneHmto Morl.

.17 BeegeHve wunu  pacwmpeHue | Heobxogum | Tpebyemas Bua
npoueaypbl KAPAaHTUHHOIO XpaHEeHUs ble YCIOBUS | AOKYMEeHTauu | npouenypsbl
S
1 1 1A
Ycnosus

1. MNMpoueaypa kKapaHTUHHOIO XpaHeHNa aBnsieTca 6onee cTporon (HanpUMep, BbINYCK
TOJbKO MOCre NOBTOPHOM NMPOBEPKM JOHOPOB).

[okymeHTaums

1. OGHOBMEHHbLIE COOTBETCTBYIOLWME pasaenbl U gononHeHus k gocbke MO, Bknioyas
OCHOBaHWSA BBEOEHUS WM paclIMpeHus npoueaypbl KapaHTMHHOIMO XpaHeHwus,
NNoWwaakn, B KOTOPbIX OCYLIECTBAAETCS KapaHTUHHOE XpaHeHue, U U3MEHEHUs
npoueaypbl, AepPeBO peLLeHNn, BKNKYas HOBbIE YCOBUA.

19 3ameHa wnu  pobaenexue | Heobxoaum | JokymeHTsl v | Mpoueaypa




3apernctpupoBaHbl B Cotlo3e B KayecTse
MEAVNLMHCKUX U3aenuim

KOHTEMHEPOB ANA KpoBU (Hanpumep, | blie yCrioBus AaHHble
MeLLKOB, doJTaKOHOB)
a) HOBble KOHTEMHepbl ANns KpOBU 1,2 1 1A

YcnoBusa

1. KoHTenHep 3apermuctpupoBaH B Coto3e B Ka4ecTBe MeULNMHCKOro nsgenus.
2. Kputepum kayecTtBa KpOBU, 3aKMHOYEHHOW B KOHTENHEP, HE N3MEHSIOTCS.

nna3mbl

[okymeHTaums

1. OBHOBEHHbIE COOTBETCTBYIOLWME pasaenbl U JononHeHus kK gocbe MO, Bknioyas
HanMeHoBaHue KOHTENHepa, npounssoguTens, cneymdukaunio pacTteopa
aHTUKoarynsHTa, noareBepxaeHve peructpauunm B Colo3e U HanMeHoBaHue
yupexgeHusa KpoBu, B KOTOPOM MUCMNOSb3YEeTCH KOHTENHEP.

.20 N3meHeHne xpaHeHusi | Heobxoaum | [lokymeHTbl 1 | [Npoueaypa
(TpaHCNOpPTUPOBKMN) ble yCIoBus AaHHble

a) ycrnoBuMM  XpaHeHuss u  (Mnn) 1 1 IA
TPaHCNOPTUPOBKMK

0) MakcMmanbHOro Ccpoka XpaHeHus 1,2 1 IA

YcnoBuda

dapmakonen Cot3a wnu

TpeboBaHMAM
npeabsaBAsieMbIM K Nfia3Mme YyenoBeka Anga ppakumMoHNpoBaHus.
2. MakcmMmanbHbI CPOK XpaHeHUs1 Kopode npeablayLero.

drapmakoneu

1. M3ameHeHMe [OIMKHO Y)XecTodaTb YCrOBUS U COOTBETCTBOBATb TpeboBaHWSAM
rocy4apCTB-4r1EHOB,

[lokymeHTauums

1. OBGHOBMEHHbIE COOTBETCTBYIOLWME pasaenbl U JononHeHus k gocbe MO, Bknioyas
nogpobHoe onucaHue HOBbIX YCOBUN,
XpaHeHus1 (TPaHCMOPTUPOBKN) M HAUMEHOBAHME YYpeXOeHUA KPOBU, B KOTOPbIX
NPONCXOANT N3MEHEHME (ECNU MPUMEHMNMO).

noarBepxgeHune Banngaunmn yCﬂOBMIZ

MHdopmaumsa 06 nameHeHusx:

lNpunoxeHue OornonHeHo OornonHeHuem VII ¢ 29 uwHsa 2024 e. - PeweHue
Cosema Espa3sutickol sakoHomu4eckol komuccuu om 29 mas 2024 2. N 43

M3meHeHUs1 pacrpocmpaHsitomcsi Ha npasoomHOWeHUs], 603HUKWUe ¢ 1 Mapma

2024 e.
Cwm. 6ydyuwyto pedakyuro

PeweHuem Cosema Espa3sutickol skoHoMuYeckou komuccuu om 29 mas 2024
2. N 43 npunoxeHue 20 npudHaHo ympamuswum cusy ¢ 29 utoHs 2024 2.
M3MeHeHnsa pacnpoCTpaHATCA Ha NPaBOOTHOLIEHWUS, BO3HUKWME C 1

mapTa 2024
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