EBPA3HVCKAS DKOHOMHNYECKASI KOMUCCHS
KOJUVIET'UA

PEKOMEHTAIIUS

«23» anpens 2019 r. Ne 13 r. MockBa

O IIpaBuaax cocTaBjeHHs TPYNNHPOBOYHBIX HAUMEHOBAHMIH
JIeKapCTBEHHBIX MpenapaTon

Kosnternsi EBpazuiickoii dKOHOMHUYECKOH KOMHCCHUHM B COOTBETCTBUU
co ctatheit 30 JloroBopa o EBpa3zuiickoM 3KOHOMHUYECKOM cOr03e OT 29 Mas
2014 roma u mynktomM 3 cratbu 3 CornameHus O €AUHBIX MPHUHIMIIAX
U npaBuiax oOpallleHHs! JIEKAPCTBEHHBIX CPEACTB B pamkax EBpasuiickoro
SKOHOMHYECKOro corsa oT 23 gmexkabps 2014 roma, a Takke B LesX
YCTpPaHEHMS] pazIM4Mil B TPeOOBAHUSX, NPEABSBISEMBIX K COCTABJICHHUIO
IPYNIUPOBOYHBIX HAUMEHOBAHUH JIEKAPCTBEHHBIX I[IPENApaToB IPH HUX
peructpauuu  coryiacHo  IlpaBuiiam — perucrpauud M DKCIEPTU3BI
JEKapCTBEHHBIX CPEJICTB JJIsi MEJULMHCKOTO NMPUMEHEHUs, YTBEPHKIEHHBIM
Pemennem CoBera EBpa3suiickoli 5KOHOMHYECKOH KOMUCCUH OT 3 HOsIOps
2016 r. Ne 78, mepepeructpaliii U NpUBEJAEHUN PETrUCTPAIMOHHBIX JOCHE B
COOTBETCTBUE ¢ YKazaHHbIMU [IpaBunamu,

peKOMEeHaAyeT rocyjapctBaM  —  wieHaMm  EBpasuiickoro
SKOHOMHYECKOT0 CO03a MO0 MCTEUEHHUHM 6 MecsleB C aThl OMyOIMKOBaHUS

Hactosimed Pexomenpmanumu Ha odumuanbHOM caiite  EBpasuiickoro
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9KOHOMHUHYECKOTO COHO3a IPH COCTABJICHHUH TI'PYIIIHPOBOYHEIX HAaMMEHOBaHHUH
JICKAPCTBCHHEIX ImperaparoB NpHMEHSATD HpaBHna COCTaBJICHHUA

IPYNIIHPOBOYHBIX HAWUMEHOBAHUW JIEKAPCTBEHHBIX I B COIVIACHO

[MPUITOKEHHUHD.

[Ipencenarens Komternu
EBpa3zuiickoil 5JKOHOMUYECKON KOMUCCHHU



[TPUJIOXXEHUE

K Pexomennanuu Kosnerun
EBpazuiickoil 5KOHOMUYECKOH KOMUCCHH
ot 23 anpenst 2019 . Ne 13

IIPABUJA
COCTABJICHHS TPYNNHPOBOYHBLIX HAUMEHOBAHHUIA
JIEKapCTBEHHBIX NPenapaToB

. O61He moJIoXKeHUs

1. Hacrosimue IlpaBuma paspabGoTanbl B LEIsSX HACHTH(DUKAIAHT
JIEMCTBYIOLIMX BEIIECTB M JIEKApPCTBEHHBIX MPENapaToB JUIsl UX MPaBUILHOIO
BBIOOpa W HA3HAYEHHS] MENUIUHCKUMHU DPAOOTHUKAMH, OTIYCKA M3 aIlTeK
(papManeBTHYECKUMH paOOTHUKAMU U MpUeMa MallueHTaMH, a TAK)Ke B LIEIsAX
B3aMMOJEHCTBUS TPEICTABUTENIEH HAYYHOTO COOOIEeCTBA U CICLHATMCTOB
rocy/lapcTB — 4JeHOB EBpa3suicKOro JKOHOMHYECKOTO CcOro3a (Jajee —
rocyJapcTBa-ujieHbl) B cdepe  3ApaBOOXpaHEHUS W OOpalleHwus
JEKapCTBEHHBIX  CPeACTB M coZepXar  TOPSAOK — COCTaBJICHUS
IPYIIMPOBOYHBIX HAUMEHOBAHUHN JIEKAPCTBEHHBIX MPENapaToB.

2. Ina  uneneir  Hacrosmux  [lpaBun  monx  rpynnEpoOBOYHBIM
HalMMEHOBaHUEM MIOHMMAETCs HAaUMEHOBaHUE JIEKAPCTBEHHOTO TIpenapara, He
MMEIOLIEro  MEXAYHAapOJHOTO HeMNaTeHTOBAaHHOTO HAaWMEHOBAHHUS, WU
KOMOMHAIMM  JIEKAPCTBEHHBIX IpenapaToB, HCIOJIb3yeMoe B  IENsX
OOBEMHEHUS MX B TIpPYyNIy I[OJ OAHUM HAaWMEHOBAHHUEM WCXOIS M3
OJIMHAKOBOTO COCTaBa JEHCTBYIOLIUX BEILIECTB.

3. I'pynnupoBOoYHOE HAUMEHOBAaHHE TPUMEHSETCS MPH OTCYTCTBHH

MCXKAYHAPOAHOI'O HEIIATCHTOBAHHOIO HaWMEHOBaHWA, PEKOMEHIOBAHHOIO
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BcemupHoii opranusanueil 3apaBooOXpaHeHus I JaHHOTO JeHCTBYIOLIETO
BelleCTBa.

4. I'pynnupoBOYHOE HAUMEHOBaHME HEOOXOJUMO IS oOecrieueHusl
IPUMEHEHUs1 CcyObeKTamMu OOpallleHHss Ha TeppuTopu EBpasuiickoro
DKOHOMHUYECKOTO  CO03a  JIEKAPCTBEHHBIX  CPEACTB  YHHBEPCAJIbHBIX
HAaUMEHOBAHWM,  IO3BOJISIOIIMX  WJICHTHU(PHUIMPOBATH  JIEKAPCTBEHHBIN
npenapar.

5. 'pyninupoBoyHbIE HaMEHOBAHUS CIIeLyeT ¢dbopmupoBathb
OTJIMYAIOIIMMHUCS MO 3BYUAHUIO U HAIIMCAHHWIO BO M30eKaHHWE MyTaHMIIBI C
JIPYTUMH  IIMPOKO  HCIOJIB3YEMBIMU HAaWMEHOBAHHUSIMU  JIEKAPCTBEHHBIX
[peraparos.

6. IIpucBOE€HME  YIIOJIHOMOYEHHBIM OPraHoM TOCyJlapcTBa-uieHa
HAaUMEHOBAHMIO JIEMCTBYIOLIErO BELIECTBA JIEKAPCTBEHHOrO IIpemapara
cTaTyca IpylIIIUpOBOYHOIO HAUMEHOBAHMs O3HAYAET, UTO 3TO HaMMEHOBaHHE
HE MOXET OBITh 3apErUCTPHUPOBAHO B KaueCTBE 00BEKTA HHTEIIEKTYaILHOM
COOCTBEHHOCTH M OTHOCHTCSI K TpYIlle HeMmaTeHTOBAaHHBIX HAaWMEHOBaHHM
JIEMCTBYIOIIMX BELIECTB JIEKAPCTBEHHBIX IpenaparToB. Mcxoms w3 sToro
rPYNIMPOBOYHEIE HAUMEHOBAHUS MOIYT HCIIOJIb30BaThCsl 0€3 KaKuX-THOO
OrpaHUYEeHUH IS UAEHTU(UKAIUK JIGKAPCTBEHHBIX MPENapaToB, a TAKKe B
Ka4eCTBE HAMMEHOBAHUM BOCIIPOU3BEIEHHBIX JIEKAPCTBEHHEIX IIPEapaToR.

7. JIekapcTBEeHHOMY  TpenapaTy  IIpUCBaMBaeTCs  TaKoe  Ke
IPYHNIMPOBOYHOE HAWMEHOBAaHWE, 4YTO M JEHCTBYIOIIEMY BEIIECTBY, W3
KOTOPOI0 OH MpPOU3BOAUTCS. Eciu NeicTByroIIee BEIIeCTBO MpeaAcTaBJisieT
co0OM MpOU3BOJHOE AKTUBHOW W HEaKTHUBHOW YacTu (Hampumep, THApaT,
COJb, CIIOKHBIM 3GUp U T.1.), IJISI TOYHOI'O OTPAKEHHUS €ro XMMHUYECKOMH
CTPYKTYpHl (Hampumep, INpH YKa3aHWHW ero HAaWUMEHOBAHWS B COCTaBe
JIEKapCTBEHHOIO Ipernapara WM IIpd  HWCMOJIb30BaHUH B TOPrOBOM

HaMMCHOBaHHH JICKAPCTBCHHOT'O HpenapaTa) TIPUMEHSACTCA
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MOJAM(PHULUMPOBAHHOE TPYNIUPOBOYHOE HAaWMEHOBAaHHE, COCTOSIICE W3
IPYNIUPOBOYHOrO HAMMEHOBAHMS M HAMMEHOBAHWsI HEAKTMBHOW YacTH
JICMCTBYIOIIETO BEIIECTBA.

8. I'pynnupoBoyHOE  HaMMEHOBaHWE  BHOBbL  PErHCTPUPYEMOIO
JICKapCTBEHHOIO IIpernapara He JO/DKHO (DOHETHYeCKH U rpaduvecku
IOBTOPSATh HAWMEHOBAaHUE Y)XK€ 3aperuCTPUPOBAHHOIO JIEKAPCTBEHHOIO
npenapara, OTJIHYArOLIEr0cs 10 COCTAaBy U AEHCTBUIO.

9. HaumenoBanus, UMeollne CTaTycC IPYNIUPOBOYHBIX
HaMMEHOBAHUH, BEIOMPAIOTCS ONEPaTOPOM COOTBETCTBYIOIIETO CIIPABOUYHUKA
HOPMAaTHUBHO-CIIpaBouHOM wuHpopmanmu EBpa3suiickoro 3KOHOMHYECKOIO
COrO3a.

10.I'pynnupoBoYHble  HAaUMEHOBaHHWSI  BBIOMpArOTCS  Kak  JJIs
ONPElEeJIEHHBIX  BEIIEeCTB, KOTOpPbIE MOIYT OBITh  HEJABYCMBICIEHHO
OXapaKTepHU30BaHbl XMMUYECKUM HauMeHOBaHHeM (HMIu (PopMyJioii), Tak u
JUIL  CMeCel  BeIlleCcTB, KOMIIOHEHTBl  KOTOPBIX  IOJHOCTBIO  He
0XapaKTepHU30BaHbl U HE BKJIIOUEHBI B I'PYINITUPOBOYHBIE HAUMEHOBAHHUSI I10
OTIIEJIBHOCTH.

11.I' pynnupoBoYHblE  HAaWMMEHOBAaHMSI  TPUCBAMBAIOTCS  TaKXKe
JIEKapCTBEHHOMY pacTUTENBHOMY CBIPBIO, pPacTUTENIBHBIM
(apMalieBTHYECKIM CYOCTaHIUSAM (TperapaTaMm Ha OCHOBE JIEKAPCTBEHHOTO
pPaCTUTENBHOTO CBIPBS) M JIEKAPCTBEHHBIM PACTUTEILHBIM TIpernapaTtam,
a TaK)Ke BElecTBaM, KOTOpPbIE HCIIOJIB30BANUCH B TEYEHHE IUTECIIBHOTO
nepuoja B MEIUIMHCKUX LENSX [10J] XOPOIIO U3BECTHBIMU HAMMEHOBAHHUSIMU
(HanmpuMep, ankanouAsl (KOAEWH)) WIM IOJ TPUBHAIBHBIMU XHMHUYECKHMH
HaVMEHOBaHUSIMU  (HAIpUMep, MOJOYHAsE KHUCJIOTa). Takke  MOryT
UCIIOJIB30BAThCSl COKpAIIEHUS Ha OCHOBE XWMMWYECKMX HAMMEHOBAaHHH 3a

CUCT UCKJIFOYCHHMS JIOKAHTOB, ,[[6(1)I/ICOB HT. O.
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I1. O6mue noaxos! K COCTaBIEHUIO
IPyNIHAPOBOYHBIX HAUMEHOBAHMM

12.]lng  rpynnupoBOYHBIX ~HAaUMEHOBAaHMI  clelyer MmoadmpaTh
XapakTepHoe 3By4aHHe M Hanucanue. Ilpu BeIOOpe rpynmupoBOYHBIX
HAaUMEHOBaHUH ISl JIEKAPCTBEHHBIX [IPENIapaToB, COAEPIKAIHX KOMOUHAIUIO
JEMCTBYIOLIMX BELIECTB, HEOOXOAUMO YUUTHIBATD CIIEIYIOIINAE OCOOEHHOCTH:

a) eCIM B COCTaB JIEKAPCTBEHHOTO Mpemnapara BXOASAT 2 U Oosee
ACUCTBYIOIIUX BEIIECTBA, TO I'PYNIMPOBOYHOE HAUMEHOBAHUE MPEACTABIISACT
co00il mepedncieHne MeXIyHApOIHBIX HEMATEHTOBAHHLIX HAMMEHOBAHUIN U
(MnM) rpYNINUPOBOYHBIX HAaWMEHOBAHWH  JEWCTBYIOIIMX  BEIIECTB B
aJI(DaBUTHOM TIOPSIIKE Yepe3 3HAK «+»;

0) ecniu  (apmakosioruyeckasi akTHBHOCTH OJHOIO HJIM HECKOJBKHX
JACHCTBYIOLIMX BELIECTB HaNpsMyl0 HE CBs3aHa ¢ (GapMakoJIOrHYeCKUM
5P (HeKTOM JIeKapCTBEHHOTO Iperapara, a sBjseTcs BCIOMOTraTeNIbHO
(HarpyMep, yMEHbIIAET HEXeNaTelIbHbIC PeakiUh IPYroro IeHCTBYIOLIEro
BEIECTBA), TO HAUMEHOBaHME TaKoro JeHCTBYIOIIEr0  BelecTBa
(IeHCTBYIOIIMX  BEILIECTB) YKa3blBAaeTCs B  KOHIE IPYIITUPOBOYHBIX
HaWMEHOBAHUN B KBaJPaTHBIX CKOOKaX BHE 3aBHCHUMOCTH OT allh)aBUTHOTO
HOpsi/IKa.

13. T pynnupoBoYHEle  HaMMEHOBaHHs  clieqyer  (HOpMHpPOBATH
OTJIMYAOIIMMHCS OT CYLIECTBYIOLIMX TOPTOBBIX HAMMEHOBAHHMM HACTOJIBLKO,
4TOOLI MCKIIOYMTH BO3MOXKHOCTH HapyLICHHs aBTOPCKHX W WHBLIX NpaB. B
CBSI3U C OTUM JUIS IEUCTBYIOIIUX BEILIECTB, MOJyYaeMBIX IIyTEM XHMHUUECKOTO
CHHTE3a, peKoMeHAyeTcs OpaTh 3a OCHOBY XHMHUYECKOE HAMMEHOBAHME
COEIMHEHMSI.

14. I'pynnupoBoYHbIE HAUMEHOBAHHUS BEILIECTB, UCIIOIB3YEMBIX B BUJIE
COJIEH, MPUMEHSAIOTCS K  aKTUBHOMY  OCHOBAHHIO MIJIM  KHUCIIOTE.

I'pynmmupoBOYHbIE HAMMEHOBAHUS PAa3HBIX COJICH Wi 3(UPOB OJHOIO U TOTO
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K€  aKTHBHOIO  BemlecTBa  (MOAMOHUIMPOBAHHbIE  IPYMITHPOBOUHBIE
HAaUMEHOBAaHUs) OTJIMYAIOTCS TOJBKO OT HAUMEHOBAHWS HEaKTHUBHOMN
KHUCJIOTBI UJIM OCHOBaHMUSI.

15. Jlns BewiecTs, comepikKaluX YeTBEPTHYHOE COENMHEHUE aMMOHMSI,
KaTUOH M aHHOH CJIEAYEeT YKa3blBaThb KaK OTOEJIbHbIE KOMIIOHCHTBI
YETBEPTUYHOU COJIM, a HE KaK COJIM aMHHA.

16. Ciieryer OTKa3aThCsl OT MCIMOJB30BAHHS OT/AEBHBIX OYKB HITH
nudp, a Tacke gepuca. M3 XUMHYECKOrO HAMMEHOBAHUS KeJaTeIbHO

HCKIJIFOUUTB JIOKAHTHI U CKOOKH.

III. Crepeonzomepsl

17.Ecnma  m3BecTHa CTepeoXMMHUUECKas CTPYKTypa BeIeCTBa, 9Ta
MH(pOPMAIUs YKa3bIBAETCS B XUMUYECKOM HAUMEHOBAHUU (HAMMEHOBAHHSX)
BELIECTBA U CITY)KUT [JIsl HAEHTH(HUKALMK TOTO BellecTBa. [ pynmupoBouHoe
HaUMEHOBAaHHE  MOXET  HAECHTU(QULUUPOBATE  PALIEMHYECKYIO  CMECh,
JIEBOBpAILAIOIIKE WK TIPABOBPAILAIOIINE W30Mephl. Eciiu HY)HO cOCTaBUTH
rpyNIUPOBOYHOC HAUMEHOBAaHME JUIS PA3IMYHBIX SHAHTHOMEPOB HIIH
paleMHYecKuX ~ CMecei, K  CYIIECTBYIOIIEMY  IPYNIIUPOBOYHOMY
HaUMEHOBAHHUIO CJIEyeT JOOABUTH CIIe/TYIONINE MPEGUKCHI:

a) JUlsl JIEBOBPAILAIOIIIX U30MEPOB — IpeDUKC 1e60-;

0) Juis IpaBOBPAIIAOILUX H30MEPOB — MPEPUKC Oexc-;

B) I palleMUUECKO# cMecu — npeuKc pay-.

IV. PagnoakTuBHBIE BellecTRa

18. I'pynnupoBoyuHble HAaMMEHOBAHHUS JEKAPCTBEHHBIX IIPENApaToB,
COZIEpXKALLMX PAJIMOAKTHBHBIE aATOMBI, BKJIIOUAIOT B Ce0sl  ClEAYIOIIHe

KOMITOHCHTHI:
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a) HAMMEHOBAHHUE BEILIEeCTBA, CONIEPIKAIIEr0 PaJIMOAKTHBHBIA aTOM;
0)o003HayeHHWe MaccOBOTO UWCJIAa HW30TOMA B BHAE BEPXHErO
UG POBOro MHJIEKCA TIEPe]T CHMBOJIOM 3JIEMEHTA;
B) CUMBOJI DJIEMEHTA;

F) HAaMMCHOBAHUEC AI'CHTA-HOCUTEJIS TTPH HAJTHYHUH.

V. Cnenuduyeckue rpynibl OHOJIOTHYECKUX BEIIECTB
1. IlenTuapl, TIMKOMENTHABL, IPOTEHHBI U MNIUKONPOTEUHEI

19. I'pynnupoBoYHblE ~ HAUMEHOBAaHHSI  TENTHAOB  (IIPOTEHHOB)
BKJIFOYAIOT B CeOsl:

a) OCHOBY JUISI [VIABHOT'O BELLECTBA, HATIPUMED:

-noamun (IS MPOU3BOIHBIX 3PUTPOMOITHHA);

-~upyoun (IJ1sl TPOU3BOIHBIX THPYIHHA);

-xoe (1151 GaKTOPOB CBEPTHIBAHUS KPOBH ),

0) yKasaHuMe Ha NOJTPYIILY IIyTeM pPACLIMPEHUs] OCHOBHI (HaIpuMep,
-9NMAKo2, ~-OKMOKO2),

B) CIIyJaitHBbIiH npedukc (st BEILECTB c pas3uYHOK
[I0CJIE10BATEILHOCTEH) AMUHOKHUCIOT);

I') JIONIOJIHEHHUE B BUJIE OYKBBI IPeYEeCKOro andaBuTa B KAYeCTBE BTOPOM
YacTH HAWMMEHOBAHMs, COCTOSINEro M3 2 cJoB (JUIsl TVIMKO3UJIHPOBAHHBIX
BELIECTB C HJAEHTUYHOH  I0CJEJ0BATENIbHOCTRIO  aMHHOKHCIIOT, HO

pasIMYHbIMU THUIIAMH MIMKO3UITUPOBAHUSA).

2. ®akTOophl CBEPTHIBAHHS KPOBH

20.B rpynnuMpoBOYHBIX HAMMEHOBAaHUSAX PEKOMOMHAHTHBIX (HaKTOPOB
CBEPTHIBAHUS KPOBH MCIIOJB3YIOTCS CIIEAYIOIINE OCHOBHI:

(-) koe (07131 GaKTOPOB KOATYIISILIMKE KPOBH);



(-) snmaxoe (nns haxropa VII);

(-) okmoxkoz (nns paxropa VIII);

(-) Honaxoz (nns Gaxropa IX).

ITpedpukc HEoOXOaMM, eciHM TOCIENOBATEILHOCTE AMHUHOKHCIOT HE
COOTBETCTBYET MPUPOAHOMY BewlecTBy. CoryacHo o0mel cTparerun GyKBEI
a, f W T.A. JN00ABIAIOTCS K HAWMEHOBAHMAM TIIMKOIpPOTeHHOB. Korma
TpeOdyeTcs JIOMOIHUTENIbHOE YKa3aHHe «aKTHBUPOBAHHLIN» (HampumMep, s
(haxropa koarymauu kpoBu VIIa), 570 cIOBO MPUBOMUTCS MONHOCTBIO B

CKOOKax mocjie HAMMEHOBAHMSL.

3. Kononuectumynupyroiue HhakTopsl

21.B TpynnmMpoBOYHBIX HAUMEHOBAHMSIX KOJIOHHUECTUMYIUPYIOLIUX
(paKTOPOB UCTIONB3YIOTCS CIIELYIONINE OCHOBHI:

a) o01as 0CHOBA I KOJIOHHECTUMYIUPYIOMIUX (PaKTOPOB —CHILM;

6) BcrioMoraTeIbHBIE OCHOBBI [Tl PA3HBIX KATETOPHIL:

-Oucmum (IJ1sl COYETaHMs 2 PasHBIX THIIOB KOJIOHUECTUMYJIMPYIOIUX
¢dakTopoB);

-epacmum (Ul BEIIECTBA C KONOHHUECTHMYJMPYIOMUM (BaKTOpoM
rpanynouutos (G-CSF));

-epamocmum (JUIsL BEIECTBA C KOJOHMECTUMYJHPYIOIMM (HaKTOpOM
mMakpoQaros rpanyaouutos (GM-CSF));

-Mocmum (JUIsl BEIECTBA CO CTUMYITUPYIOWIUM (HaKTOPOM Makpodaros
(M-CSF));

-nnecmum (Ul IPOM3BOIHBIX M QHAIIOTOB HHTEpIIEHKrHA-3).

4. @epMeHTHI (3H3UMBI)

22.B rpynnmpoBOYHBIX HAWMEHOBaHUSX (EPMEHTOB (DH3UMOB) B

KauyecTBE OOIICH OCHOBEI HCIIOJIB3YCTCs OKOHYaHHE -a3d. BcenomorareinbHbie
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OCHOBBI ~ YKa3bIBalOT Ha [POMCXOKIEHWe BeulecTBa. Hampumep, B
TPYNIUPOBOYHOM  HAMMEHOBAHMM  TPYIIBl  aKTHBATOPOB  TKAHEBOTO
MJIa3MHHOINe€HA MM aKTHMBAaTOPOB IUIA3MHUHOTE€HA YPOKHMHA3HOTO THIIA K
0011Iel OCHOBE -a3a JIOOABIISIOTCS:

a) 0003HaYeHHE aKTUBHOCTH CYTNEPOKCHIMUCMYTA3bI: ~-OUCMA3A,

0) obo3HaueHue AKTUBHOCTH AaKTHBATOPA IUIA3MUHOTE€HA TKaHEBOTO
THIIA: -Mmeniasa;

B) 0003HaUe€HWE AKTUBHOCTH aKTHBATOpa TJIA3MHHOTE€HA YKa3aHHOTO
TUIIA -YNIa3a,

r) 0003HaUeHHe aKTUBHOCTH aKTUBATOPA IIa3MUHOTeHa B KOMOWHAIINN

C Ipyrum GepMeHTOM: -Quniasa.

5. DpUTPONOSTHHBI

23.B IPYIIIUPOBOYHBIX HAaUMEHOBaHUSIX OPUTPONIOATUHOB
UCTIOJIB3YETCS OCHOBA -nOMuH C JONOJHEHHEM B BHJIE OYKBBI TPEUYECKOI0O
andasuTa, oOO3HAUAIOUICH  pa3NWuMs  MEXKAY ~ COCAMHEHUSMH B
[OCJIE/IOBATENIBHOCTH aMHHOKUC/IOT, MOCKOJBKY 3PHTPOIIOITHHBI YeIOBEKa
pa3MyaloTCs IO THIly — [VIMKO3WJIMPOBaHMS. B rpynmupoBOYHBIX
HaMMEHOBAHMAX BEILECTB C Pa3HOH aMHUHOKHUCIIOTHOM MMOC/IEI0BATEIEHOCTBIO
UCIIOJIL3YETCSl OCHOBA —nO3mun, K KOTOpOH noOaBisieTcss BBIOpaHHBIM
Clly4allHbIM  00pasoM mpedHKCc (Hampumep, OOO3HAUEHHE POCTOBBIX

(paKTOPOB KPOBH, BIIUSIOIINX HA SPUTPOIIOI3: -2NOIMUH).

6. @akTopsl pocta

24.B  TIpynnMpoOBOYHBIX  HAaWMEHOBaHHSAX  (GaKTOpoOB  pocra

MCTIOJIB3YeTCs 001Iasi OCHOBA -EPMUH,
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25. BenomoraresibHBle OCHOBBI TTO3BOJISIOT OTJIMYHTL DPA3HbIE THITHI
(bakTopoB pocta (HampuMmep, snupepManbHble (HAKTOPH pocTa, (GaKTOPhI
pocTa 0JI0HTO0NACTOB U (PAKTOPBI POCTA HHCYJIHHOBOTO THIIA).

26.1lpu BEIOOpE TIPYNIIHMPOBOYHBIX HAMMEHOBAaHHWW it  (PaKTOPOB
Hekposa omyxoied (TNF) onn kmaccu@UUUPYIOTCS, TaK ke Kak ¥ (HakTopbl
pocra.

Hanpumep, HCTIONB3YIOTCS CIEIYIONIHE BCIIOMOraTe/IbHbIE OCHOBBIL:

-0epmun (I SMUIEPMaIbHEIX (aKTOPOB POCTA);

-ghepmun (111 GaKTOPOB pocTa OJOHTOOIACTOB);

-nepmun (1151 pakTopoB Hekpo3a omyxosek (TNF));

-naepmun (11 GaKTOPOB pocTa TPOMOOIIUTOB);

-cepmun (U1 HaKTOPOB POCTa HHCYIIMHOBOIO TUIA);

-mepmun (1J1s1 TpaHcHopMUpyoIero Gpakropa pocTa);

-0epmun (U1 GaKTOPOB POCTA SHIOTENHS COCYIOB).

7. 'opMOHBI pocTa

27.B  rpynnupoBOYHBIX  HAaNMEHOBAHHSX  T[OPMOHOB  pocTa
HCIIOJIb3YETCsI OCHOBA com-. JIJIsl BEIECTB, HE OTHOCSIITUXCS K BEIIECTBAM,
IPOAYUUPYEMBIM OPraHU3MOM YeJIOBEKA, K OCHOBE JJOOABISIOTCS Cy(HHHUKCHI,
0003HavaoIIMe UX CIENUPUIECKYIO CTPYKTYPY.

Hanpumep, Kk oCHOBE com- JOOABISIFOTCS:

-006 ()15 BellleCTB OBIYBETO THIIA);

-nop (17151 BELIECTB CBUHOT'O THIIA);

~caim (7151 BEUIECTB JIOCOCEBOTO THIIA).

8. AHaynoru rupyauHa

28.T'upynuH  sBiseTCs U3BECTHBIM Ha3BaHWEM AHTUKOArYJISHTA,

WU3BJIEYEHHOTO M3 MEIUMLMHCKUX MUIBOK. AHAJIOrU THpyAWHa MMPpEACTaBIAOT
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COOOM HETJIMKO3MIMPOBAHHBIE TIOJHICIITH/IBI, TMPOM3BOAUMbBIE METOIOM
peKOMOMHAMOHHON OuoTexHonornu. OCHOBA -upyOuH WCIOB3YeTCs B
FPYNITUPOBOYHBIX HAaWMEHOBAHMSX aHAJIOMOB THUPYIHHA, a BHIOpAHHbIH

CIydailiHbIM  00pa3soM TpepHKC XapaKTepu3yeT BEIeCTBA C  pa3HOIf

MOCJICA0BAaTCIBHOCTEKO aMHUHOKHCIIOT.

9. IlenTypl, CTUMYTUPYIOIIHE U HHIHOUPYIOLUE
BEIPA0OTKY TOPMOHOB

29.B rpynnmupoBOYHBEIX HAMMEHOBAHUSX IENTH/OB, CTUMYJIHPYIONUIHNX
BbIPaOOTKY FOPMOHOB, UCIIOJIB3YETCS 00IIAsi OCHOBA -peiuH.

B rpynnupoBOYHBIX HaMMEHOBAHMSIX IICNTHUAOB, WHIHOMPYIONINX
BEIPA0OOTKY FOPMOHOB, UCIIOB3YETCSI OCHOBA -penuKC.

Hanpumep, x ocHOBe -penun 100aBIISIIOTCS:

-MO (JUIs IENTHIOB, CTUMYTHPYIOLMX BEIPAOOTKY TOPMOHA POCTA);

-mu (Ul aHaloroB TOPMOHOB, CTHMYJHPYIOUIUX  BBIPAGOTKY

TUPEOTPOIIUHOIO TOPMOHA).
10. UuTepnefkunb

30.Mcxons mu3  HEOOXONUMOCTH TpPUCBOEHMS TIPYNIHPOBOYHBIX
HaWUMEHOBAaHWH BHOBb IIOAB/IAIOLIMMCS HHTEpJICHKUHAM, IIPUMEHSIOTCS

CJICAYIOLHE OCHOBEI IJIA peKOM6I/IHaHTHBIX HHTepHBﬁKHHOB, IIPUBCACHHBIC

B clieiyrouiei rabnuie:

Bun unrepneiikuna OcHoBa rpynmupoBOYHEIX HAMMEHOBAHUH
HJI-1 ~-HAKUH
HII-2 -NetKun
HJI-3 -naecmum
HII-6 -eKCAaKUH
HII-8 ~-OKMAKUH
HJI-11 -eN6eKun

HIl-12 -000€eKUH
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Bun unrepnelikuna OcHoBa rpynnupoBOYHBIX HAMMEHOBAHUN
HII-13 -mpeouKun
HII-18 -ubocmaoexun

31.B  rpynnuMpoBOYHBIX ~ HAaHMEHOBAHHSX  [JIMKO3UJIMPOBAHHBIX
VUHTEPIICHKUHOB  Hapsiny ¢ OykBaMH o, f W T.J. WCIOJIL3YKOTCS
HaUMEHOBAHHS MTHKO3UIUPOBAHHBIX MPOTEUHOB B COOTBETCTBUHU C MYHKTOM

19 nacrosinux [Ipasm.

11. AHTaroHUCTHI peLeNTOPOB HHTEPIEHKHHA

32.B rpynnuMpoBOYHBIX HAaHMMEHOBAHHUSX AHTArOHHUCTOB PELENTOPOB
MHTepIIeHKHHA UCII0/Ib3YyeTCsl 001Ias OCHOBA —KuHpd. JIs MHAWBUIYATbHBIX
BEIIECTB K OCHOBe J00aBiAIOTCS Ccy(QdHKCE, 0003HAYaOmMe UX
CIIELIUPUYECKYIO CTPYKTYPY:

-Ha (JJ1s1 aHTarOHUCTOB pelienTopa uHrepnetikuna-1 (MJ1-1);

-mpa (17151 aHTarOHKCTOB pelenTopa uHTepeikuna-4 (MJ1-4).

12. T'opmouns! runogusza

33.0cHoBa -mponun, peKOMeHJ0BaHHAas MeKIyHApOIHEIM COIO30M
TeopeTrueckoit u npukiaaaHoi xumun (IUPAC) u MexnyHapoaHBIM COHO30M
OnoxumMuu ®  MousleKyssipHoi  Oumonorum  (IUB), wWcmonmesyercs B
TPyHIUPOBOYHBIX HAaUMEHOBaHHUSIX BEIIECTB, AMUHOKHUCIIOTHAS
MOCJIEOBATEIbHOCTh KOTOPBIX HJIEHTHYHA I'OPMOHY, TPHCYTCTBYIOIIEMY B
opraHusme 4ejoBeka. Jlobapnenne OYKBBI rpedeckoro anhaBuTa B Ka4eCTBe
BTOPOTO  HAaMMEHOBaHMs  TO3BOJSIET  AUGB(EpeHIUPOBaTh  pa3indus
MEXIY  THIIAMHU TJIMKO3WIMPOBAHUS  BEIIECTB, MPOU3BE/IEHHBIX
OMOTEXHOJIOTHYECKIM METOOM.

Hanpumep, k ocHOBe -mponun 100aBISIOTCS:

-20HA00 (J11 TOPMOHOB, CTUMYJTUPYIOIIHMX TIOJOBLIE XKEJIEe3bl);
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-¢honnu (17151 TOPMOHOB, CTUMYJTUPYIONIHX (DOJUTHKYJIBI);

-0 (7151 IIOTEUHU3UPYIOLIUX TOPMOHOB).

13. MOHOKJIOHAJIBHEIE aHTUTEIA

34. Jlns COCTaBJICHUS IpyNIHPOBOYHBIX HalMEHOBaHUH
MOHOKJIOHAJIbHBIX QHTUTEJI [IPUMEHSIETCS CIIeAYIOIas CXxema:

a) ykazaHue o0Ie 0OCHOBBI —uao;

0) 106aBIeHHe  BCIIOMOTATeNIbHOW  OCHOBBI,  yKas3blBalolled  Ha
IPOUCXOXKACHUE aHTUTENA:

-y- (JU1s1 aHTUTENA, TTOIYYEHHOTO y YeJIOBEKA);

-u- (U1 aHTUTEJIA, BLIPAOOTAHHOTO B OpPraHU3Me IIPHUMATOB);

-a- (1J1s1 aHTUTENA, BBIPaOOTaHHOTO B OpPraHU3Me KPEIC);

-0- (1151 aHTUTENa, BEIPaOOTaHHOTO B OPraHU3Me MBIIIEH );

-e- (I aHTUTENa, BBIPAOOTAHHOTO B OpraHW3ME IPBLI3YHOB, 3a
MCKJIFOYEHHEM KPBIC ¥ MBIIIEH );

-Kcu- (JI11 XUMEPHOT0 aHTHTENIa);

-3y- (JUIsl TYMaHM3HUPOBAHHOI'O AHTHTEA).

XHUMEPHBIMU  SIBJIAIOTCS.  aHTUTENa, B  KOTOPHIX BapuabesbHbIe
JOMEHBI TsDKEJIBIX M JIETKUX Leneld UMMYHOTJIOOY/IHHA YeJIOBEKA 3aMELLEHbI
COOTBETCTBYIOLIUMHU JOMEeHaMU UMMYHOTJI00yTHHA JIPYroro
MPOUCXOKICHHS (IIPEUMYILECTBEHHO IOJIyYeHHBIMH OT T'PBI3YHOB (MBIIIEH
WJIM KpPbIC)), 00IaaatouMy TpeOyeMol aHTUIeHHOM ClieLU(pUUHOCTEIO.

['yMaHU3UPOBaHHLIMU SIBJISIIOTCSI aHTHTENA, B KOTOPBIX 3 KOPOTKHE
THIIepBapuadelIbHbIe OCIE0BaTEILHOCTH BapHaOe IbHBIX JTOMEHOB KaX /10
eNH UMMYHOrJIOOynuHa (y4acTKH, 3a CUeT KOTOPBIX IIPOUCXOJHUT
KoMIieMeHTapHoe cBsa3biBanue antureHa (CDRs)) umeror mbiiinHOe (Mian
APYroe) MpOUCX0XKIEHUE U BCTPOCHBI B CTPYKTYPY BapHaOelbHBIX TOMEHOB

MMMYHOIJI00y/IMHA 4YesoBeka. Jlpyrue wW3MeHeHHs TrurepBapuabensHoi
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MOCJIEIOBATEILHOCTH MOTYT OBITH BBEIEHBI [UIsl YJIYYIIEHHS CBSI3bIBAHUS
aHTUTEHa.

PekOMOUMHAHTHBIMK SABJISIIOTCS UENIOBEYECKUE AHTUTENA, B KOTOPHIX
BapuaOe/ibHbIe JIOMEHBI TSDKENBIX M JIeTKMX Lereidl MMMYHOIIOOyIMHa
4esloBeKa KOMOMHHMPOBAHBI ¢ KOHCTAHTHBIM PETHOHOM HMMYHOIJIOOY/IMHA
4yesioBeKa;

B) fo0OaBJieHHe BCIIOMOTATEeIbHON OCHOBBI, YKa3bIBAIOIIEH Ha LEJIEBYIO
IaTOJIOTUIO WITH 1IEeJIEBYIO TPYIIILY:

-6a(k)- (17151 TeueHus GakTepHatbHbIX HHOEKINH);

-yu(p)- (A5 BIUSHUS Ha CEPACYHO-COCYTUCTYIO CHCTEMY);

-oc- (U1 BIMSIHUSL HA KOCTHYIO CUCTEMY);

-u(m)- (7151 IMMYHOMOYJIMPYIOLIETO JEHCTBHS);

-ne(c)- (1S BIMSHYS Ha BOCHAJIMTENIbHBIE TTOPAXKEHHS);

-6u(p)- (115 IeYeHUs] BUPYCHBIX UH(DEKIIHIA);

-0 (1)~ (AJIsl JIeYeHUs! 3I0KAUeCTBEHHBIX HOBOOOPA30BaHMH B TOJICTOM
KHIIIKE);

-20(m)- (U1 JIe4eHHs 3JI0KaYeCTBEHHBIX HOBOOOPA30BaHMI B IMUKAX);

-20(6)- (I JIeYEHUS 3JIOKAYECTBEHHBIX HOBOOOpA30BaHHI B
SUUYHHKAX);

-ma(p)- (aas  JedeHHsl 3JI0KaueCTBEHHBIX HOBOOOpPa3OBaHUM B
MOJIOYHOM KeJie3e);

-me(n)- (JUIs JieyeHHus 3JI0KauecTBEHHBIX HOBOOOpPa3OBaHMN B BUJE
MEJIaHOM );

-np(o)- (Ang  JeueHHs] 3JI0KAYECTBEHHBIX HOBOOOpA3OBaHMH B
npocrare);

-my(m)- (1 UHBIX JOKaJIN3alui 3JI0KaY€CTBEHHEBIX

HOBOOOpa30BaHUH).
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[Ipy BO3HUKHOBEHHMH TPYJHOCTEH ¢ MPOU3HOIIEHHEM MOCeIHsAs OyKBa
BCIIOMOTaTENBHON OCHOBBI MOKET OITyCKAThCS;

r) nobaBjeHue IyTeM ciydaiiHoro Belbopa mpedukca, KOTOphli OyaeT
obecnieunBaTh (POPMUPOBAHUE YETKOTO HANMEHOBAHUSI;

1) noOaBjIeHUE BTOPOro CJIOBa B HAaUMEHOBaHHM (B Cilyyae, ecju
MOHOKJIOHQJIBHOE€ aHTUTEJIO IIOMEYEHO paJUOAKTHBHBEIM H30TOINOM WIIH
NPEJCTaBIsAeT COOOH CIIO)KHOE COeJMHEHHE ¢ APYTUM XMMHYECKUM
BEII[ECTBOM, HAIlPUMEP, ¢ TOKCHMHOM). HamMeHOBaHHE Takoro cCjoKHOIO
COE€IMHEHHS JIOIOIHACTCA OTJEIbHBIM BTOPBIM CJIOBOM HIIM TMOIXOISLIIUM
XAMUYeCKUM 0bo3HaueHneM. Korma MOHOKIIOHAIBHEIE aHTUTENA COEIMHEHBI
C TOKCHHOM, HCIIOJIb3yEeTCsl OCHOBA MOKcA- KaK 4YacTh HaMMEHOBAHWS,
BBIOPAHHOTO JIJIS TOKCHHA.

B ciydae ecaM MOHOKJIOHANbHOE AQHTUTENO HCHOJIB3YEeTCs Kak
HOCHTEJIb PaAJMOM30TONa, 3TOT M30TOI CIEAYeT YKa3hIBaTh IMEPBBIM B
rPYNIUPOBOYHOM  HaWMEeHOBaHWM  (Hanpumep,  Texserms (O "Tc)

nuHtymomab (Pintumomab)).

VI. CocraBnenue rpynnupoBOYHbIX HAUMEHOBAHH I
MMMYHOJIOTHYECKUX NeHCTBYIOIIMX BEIECTR
(3a HCKITIOYEHHEM MOHOKJIOHAIIBHBIX aHTHTE)

35. ' pynnupoBo4HOE HaMEHOBaHKE OHOJIOTHIECKOTO JIEKAPCTBEHHOTO
npernapara  HayuHAaeTcs ¢ TpyNOel  HauMeHOBaHMM  («Baximunay,
«Anarokcun»,  «CeiBopotka»,  «MMmyHornoOymun»,  «IIpoGHOTHKY,
«bakrepuodary, « Annepreny, « AJIEproua» u T. 1.).

36. lns rpynn «BakuvHBI» ¥ «AHATOKCHHBI» B TPYNIHPOBOYHOM
HaMMEHOBAHMM Mpernapara Iociie cjaoBa, 0003HAYAKIIEro MPUHAJIEKHOCTh

K rpynne («BaxkiuuHay uin « AHATOKCHHY») YKa3bIBaKOTC:
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a) uHbekuus WM HHQeKUMH Ul TPOOMIAKTHKH  KOTOPBIX
npejiHasHayeH npenapar (Hampumep, «BakiuHa and  npoduiIakTHKHU
maprepun» unu  «BaknuHa s npoQUIAKTHKH  MEHUHTOKOKKOBOM
MH(PEKIIUH CePOTHIIA KA »);

0) Ouosloruyeckoe COCTOSIHHE (st BaKIIWH) («oKkuBas»,
«MUHAKTUBUPOBAHHASY);

B) CTPYKTypa aHTUIeHa (HampumMep, «IoJiucaxapuHasy,
LIEJIbHOKJIETOUHAS), «XUMHYECKas»);

') METOJ [IOJIYYEHUSI (Hampumep, «axcopdbupoBaHHas,
«KOHBIOTUPOBAHHAs).

37. JIns Tpynn « AHTUTOKCHHBI» (CBIBOPOTKH) U «VIMMYHOTJIOOYTMHED
B IPYIIMPOBOYHOM HAUMEHOBAaHWUM TIIOC/e CJIOBa, O0OO3HAYAIOIIErO
MPUHAJIEKHOCTh K rpymre («AHTUTOKCUHY (CBIBOPOTKA),
«MIMMyHOT100yJIMHY) YKA3bIBAIOTCSI:

a) Juls aHTUTOKCHHA (CBIBOPOTKH) — Ha3BaHWE OaKTepPUALHOIO
TOKCMHA M  BUZOBas IPHHAUIEKHOCTh  (Hampumep, «AHTHTOKCHH
CTOJIOHAYHBIM  JIOWAJAUHBIA», «AHTHTOKCHH IIPOTHB  s7a  TaJloOKH
JIOIIAIUHBIN»);

0) uid  MMMYHOrnoOyNmHHA, CONEPIKAINETr0 AHTHTENA  Pa3IMYHON
CNEeUU(PUUHOCTH B OTHONIEHWH PA3IUYHbIX aHTHIEHOB — BUAOBAs
NPUHAIJIEKHOCTh  (YEI0BEK) M CJIOBO  «HOPMAIBHEIN»  (Hampumep,
«MIMMyHOTTIO0YJIMH YesloBeKa HOPMaJTbHBIH»);

B) JUIsl MMMYHOTIJIOOYJIMHA, COAEPIXKAIIero aHTHTeda K BO30YIUTENO
onpefeseHHoON HMH(EKUUH — BHJOBas TMPUHAUICKHOCT  (YEJIOBEK,
)KUBOTHOE), MH(PEKLKS, IPOTUB KOTOPOH HCIONB3yeTCs mpenapar, B hopme
IPUJIAraTejbHOr0 ¢ IPUCTABKON «IPOTHBO-» WM «aHTH-» WM TIPENJIora
«poTuB» (Hanpumep, «MMMyHOrIoOyIMH 4YeloBeKa MPOTHB KIIEIIEBOIO

sHUeDanuTay, «MMMyHOrIOOYJIMH YenoBeKa AHTHIIMTOMETraJOBUPYCHBINY,
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«MMmyHOr100YIMH yesJoBeKa IPOTUBOCTAPUIOKOKKOBBII »,
«MIMMYHOTII00YTMH IPOTUBOCUOUPESI3BEHHBIN JIOIIAIMHBIN );

T') V11 UMMYHOIJIOOYTMHOB CHIeLIUAIbHBIX — BUIOBAas TIPUHAIIEKHOCTE
(uenoBek, JKUBOTHOE) 3a00JieBaHKe ([IOKa3aHUeE), IIPH KOTOPOM HCIIOIB3YETCS
npenapar (Hanpumep, «MMmyHornoGyaun uenoBeka antHpesyc Rho[D],
«MIMMyHOTIOOYJTMH UenoBeKa IpoTUBoaIepruyeckuiiy, « IMMyHorno0ymuu
AHTUTUMOLMTAPHEIA Kposuuuit», «VMMMyHOrNoOyaMH aHTUTUMOIUTAPHBIH
JIOIIAAUHBIN ).

38. uist rpynnel «IIpoOnoTUKKM» B TPYyNIHPOBOUYHOM HaMMEHOBAHHH
M0CcJie HANMEHOBAHUS IPYTIIBI YKa3bIBAKOTCSI:

a) Ul Tperiapara, IOJy4eHHOro u3 OakTepuil OJHOro INTaMMa —
pOIOBOE M BHAOBOE HAaWMEHOBaHME OaKTepuit Ha PYCCKOM SI3bIKE B
POJIUTETBHOM najiexe MHO>KECTBEHHOTO quciia (Hanpumep,
«oudunodaxktepuit OUPUIYM», «OaKTEPHH KHIIEUHON MMATOYKN);

0) nast mpemnapara, MOJTYYEHHOTO W3 OaKTepHi HECKOJbKHUX IITAMMOB
OHOTO BHJA — POJIOBOE M BHJIOBOE HAaWMEHOBaHHE OaKTEpHil Ha PYyCCKOM
A3bIKE B POJUTENIBHOM MaJie)Ke MHOXKECTBEHHOrO 4Hcia (Harpumep,
«JTaKTOOaKTEpHUil altA0QHIBHBIXY);

B) I IIpemnapara, MOJyYeHHOTO U3 OaKkTepuil HECKOIBKHUX IITAMMOB
pa3HBIX BUJIOB OJHOTO U TOTO )K€ pPoja — POJOBOE HaUMEHOBaHue OaKTepuil
Ha PYCCKOM S3BIKE B POJUTEIBHOM TMaJeXe MHOXECTBEHHOI0 YHcja
(Hampumep, «IaKToOaKTepuil», «OupuaodaKTepU»);

T) s Tpenapara, IIOJy4eHHOro U3 OakTepuil pasHBIX pOJIOB |
BUJOB — POJOBOE U BUJOBOEC HAUMEHOBaHMS OakTepuil HAa PYCCKOM SI3LIKE B
POJMTENILHOM Ma/IeXKe MHOXKECTBEHHOIO UHMCIIa, Yepe3 3HaK «+» (Hampumep,
«OoubunodakTepuii OuuUIyM + KUIICUHOH TATOUKHY);

1) U1l Tpenapara, I[OJIy4eHHOrO0 Ha OCHOBe OaKTepuil OJHOro

mTamMmma — CJIOBO ((OHHOKOMHOHQHTHBIﬁ));
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€) Ul IIpenapara, MOJYYEHHOTO Ha OCHOBE OakTephil HECKOJIBKUX
IITAMMOB (BHJI0B, POJOB) — CJIOBO «MHOTOKOMITOHEHTHBII »;

’K) JUIs 1Iperapara, MOJMY4YeHHOro W3 OakTepuil cOpOMpPOBAHHBIX Ha
4acTHIaX aKTMBMPOBAHHOTO YIJI, KPEMHHS JHOKCHJIA KOJUJIOMIHOIO WIIM
JPYTHX COPOEHTaX — YKa3bIBAIOT CJIOBO «COPOMPOBAHHBIN;

€) JUld Iperapara, B COCTaB KOTOPOTO IOMHMO OaKTepuil BXOIST
AKTUBHbIE KOMIIOHEHTbl WHOW TPUPOILI (HApUMeEp, JIM30IMM, BHTAMHHBI,
MHUKPODJIEMEHTBL, TOPMOHBI U T. [I.) — CJIOBO «KOMOWHUPOBAHHBIMN.

39. JIna rpynner «bakreprodaru» B rpynnupoBOYHOM HaMMEHOBAHUH
Mocjie CJI0Ba, 0003HAYAIOIIEro PUHAJUIeKHOCTE K rpyme («bakteprodary)
YKa3bIBAIOTCSI:

a) IS Ipernapara, MoJly4deHHOTO Ha OCHOBE JIM3aTOB OaKTEpHi OHOrOo
pona, NMu3UpyeMbIX OakrepuodaraMy — HauMEHOBaHHE JH3UPYEMOTO poja
OakTepuii Ha PyCCKOM s3bIKe (Hanpumep, «0akTepuii kiebcuein, «GakTepuit
poTes», «0aKTepuit cTahUITOKOKKAY);

0) Ui npenapaTa, IOMIYyYEeHHOTO Ha OCHOBE JIM3aTOB OakTepuit
HECKOJIBKHX POJIOB, JIM3UPYEMBIX GakTeprHoharaMu, — HAHMEHOBAHMS BCEX
pONOB JIM3UPYyEeMBIX OaKkTepuil Ha pPYCCKOM sI3BIKE Yepe3 3HaK «+»
(HampuMmep, «OaKTepuil KUIIIEUHOW TAIOUKH + IIPOTEN»);

B) JUld IIpenapara, NOJy4YeHHOIO0 Ha OCHOBe OaKTepHil OHOro poja —
CJIOBO «OJHOKOMITOHEHTHBINY;

r) Ul Ipenapara, MOTy4YeHHOTO Ha OCHOBe OakTepuil HECKOJBKHX
POJIOB — CJIOBO «MHOTOKOMITOHEHTHEI.

40. /Ina rpynn «AJngepreHsl» U «AJUIEProwjibly B TPYIIHPOBOYHOM
HaMMEHOBaHHH IIOCJIE CJIOBA, 00O3HAUAIOIET0 MPUHAMIEKHOCTh K I'PYIIIE
(«Amnepreny, «AJIEPron») yKa3bIBACIOTCS:

a) Il MOHOIpEenapaToB — HAaWMEHOBAHHE HWCTOYHMKA BBIJEICHUS

(Hanpﬂmep, «HA3 alejbCUuHay, «JIoMallHen IbUINY», «H3 IICPCTH MOpCKOfI
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CBUHKM») WJIK UH(EKLMS, IPOTUB KOTOPOH UCIIOJB3YETCs Ipenapar B (popme
MpUIaraTeabHOro (HanpuMmep, «TYJIIPEeMURHBIN», «TYOepKYJIE3HBIN» U T. 11.);

0) 115 MHOTOKOMIIOHEHTHBIX  @UIEPreHoOB  (ajuleproujioB)  —
HAaUMEHOBAHHE HECKOJBKUX HWCTOYHUKOB BBIJICJIGHHSI C  TPUCTABKOH
«muxcm-» Tiepell HauMEHOBaHUEM Tpymnbl (Hampumep, «MHKCT-ajieprexn
kiema Jlepmarodarouiec nrepoHUcCHHyC + AoMaliHed MbUINY», «MHUKCT-
aJlJIepreH MOJICOTHEUHUKA + COPHBIX TpaBy, « MUKCT-aliiepron/1 MblUIbLEBON
Oepe3bl + JIEMMHBI + OJILXW»), PACIOJOXKEHHBIX B al(aBUTHOM TMOPSIKE
yepe3 3HaK «+» (Hampumep, €clM B COCTaB BXOJUT IbLIbLA HECKOJBKHUX
OJIEBBIX TpaB, TPYMIIHPOBOYHOE HAUMEHOBaHHUE (POPMHUPYETCS U3 POJAOBOTO
M TIPU HEOOXOJUMOCTH BHUIOBOTO HAaWMMEHOBAHMMU JIEKAPCTBEHHBIX PacTEHUM
Ha PYCCKOM SI3BIKE);

B) Ha3HAYEHHE MIPUMEHEHHUS C IPEAIOTOM «IJIs»: «JJISI JUarHOCTHUKHI»,
I THarHOCTHUKM W JIEUEHUS», «JJIs JeUeHHs», (Hampumep, «AJIepreH
MUIIEBON W3 anesibcuHa AJI IUarHOCTHKUY, «AJIeprou] NbUILLEBONH €XU
cObopHOW s JieueHHs», «AJUIEPreH M3 NbUIH Oepe3bl BHUCSYEH IS

AHUArHOCTHKH H JICHCHH A ))) :

VII. CocrapiieHue rpyninupoBOYHbIX HAUMEHOBAHHUH 11
BBICOKOTEXHOJIOTUYHBIX JIEKAPCTBEHHBIX IIPENapaToB

1. I'eHOTEpaneBTHUECKHE JTEKAPCTBEHHBIE IIPENaparhl

41.I'pynnupoBouHOE HalMEHOBaHHE reHOTEParieBTUYECKIX
JIEKapCTBEHHBIX MPENapaToB COCTOUT U3 JABYX CJIOB, 0003HAYAIOIIUX TCHHBIH
1 BEKTOPHBIH KOMIIOHEHTHI.

42. JInsi reHeTHYeCKOTr0 KOMITIOHEHTa YKa3bIBatOTCSI:

a) ciyyaiiHeli  npedukc, a8 o0ecriedeHHUs]  OTJIMYUTENLHOTO
HaWMEHOBAHHSI, HAIlPUMED:

an-,
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bem-;

san-;

O)uHpUKC A8 WACHTHPUKAINK I'eHa (110 BO3MOXXHOCTH HEOOXOIMMO
MCIIOJIB30BaTh CYILECTBYIOIIME OCHOBBI JUISl JIPYTUX OHOJOTHYECKHX
IPOJYKTOB), HAIPUMED:

-epmun- (paxTop pocta);

-cmum- (KOJIOHHECTUMYJIUpYIoIIne GakTopsbl);

-okmoxkoz- (paxtop cBeptbiBanus Kposu VIII);

B) rilacHbli cyddukc, Hampumep -(0) reHa;

43. Jljist BEKTOPHOIO KOMITOHEHTA YKa3bIBAIOTCSI:

a)coy4yalHbBI  mpedukc, Uit oOecrieueHUs — OTIHYUTEILHOIO
HaUMEHOBaHMUS;

0) undukc st nIeHTU(OUKAIIMN BEKTOpA, HAIIPHMED:

-adeno- (aJICHOBUPYC);

-neHmu- (JIEHTUBUPYC);

-napeo- (aneHoaccouupoBaliHbIN BUPYC)

-pempo- (PETPOBHPYC);

B) cy(duke a5 0003HaUEHHUS PEIITHKATHBHEBIX CBOWCTB!

-gex (7151 HepeIUTMKATUBHBIX BEKTOPOB);

-pengex (U1l peIUTMKAaTUBHEIX BEKTOPOB);

F) I TUIa3MHOHBIX BEKTOPOB - NAA3MUO.

2. [lpenapatsl KJIETOYHOR Teparuu

44, lnst COCTAaBJICHHUS IPYNITUPOBOYHBIX HauMEHOBaHU I
JIEKapCTBEHHBIX IIPENAPAaTOB HA OCHOBE COMAaTUYECKUX KIIETOK NMPUMEHSETCS
CIeAyIoLas cXema:

a) yKazaHue o011el OCHOBEHI -cerr;
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0) ykasaHue paHIOMHOTO TpeduKca, HapuMep:

-,

bem-;

ean-;

B) 100aBJieHde I1epBOro MH(HKCA 0003HAYAIOIIETO MPOBOAUMBIE
MaHHIIYJIALUUA € KJIETKaMM, 32 HCKJIIOUEHHEM HCIIOJIb30BAHMS LUTOKHMHOB
(mpenapaToB AJisl aKTUBALIMH ), HATIPUMED:

-2eH- (JI1s1 TEHETUUECKU MOIU(UIIMPOBAHHEBIX KIIETOK);

-@yc- (CAUsIHUE C KIIETKOH ).

MoyeT OBITP HECKONIBKO MEepBBIX HH(UKCOB B Cilydyae pasIM4HBIX
IIPOBOJMMBIX MAHUITYJISLUA C KJIETKAMU.

r) nobaBieHHe BTOpOro wWH(MUKca, 0003HAYAIOIIErO BHJ KIETOK,
Harpumep:

-Oen- (IeHIPUTHBIE JIETKH);

-muo(6)- (Muob6JIaCTHI);

-¢pu(6)- (pubpobnacTsr);

-kep(a)- (KepaTUHOLUTHI);

IIpu 3TOM, THII UCIONB3YEMBIX KIETOK (ayTOJOIMYHbIN, a/lJIOTEHHBIH 1

KC@HOTGHHBIﬁ) PCKOMCHYETCS YKa3bIBaTh B TOProBOM HAMMEHOBaHHU.

VIII. CocTaBnenue rpynnmupoBOYHBIX HANMEHOBAHUM
JIEKapCTBEHHBIX PACTUTEIBHBIX MPENapaToB
45. 1 pynnupoBoyHOE HAaWMEHOBAaHHWE JIEKAPCTBEHHBIX PACTUTENIBHBIX
MpenaparoB, NPEACTaBIAOIMX co00l  (acoBaHHOE  JIEKAPCTBEHHOE
pacTUTENIBHOE CBIPLE, U JIEKAPCTBEHHBIX PACTUTEJBHBIX IIPEnaparoB B
JIEKapCTBEHHON (POPME «IpaHyJIbl Pe3aHO-IIPECCOBAHHBIE», MPOU3BEIEHHbIX
M3  JICKapCTBEHHOI'O  pacTeHUs OOHOTO pojaa  (OJTHOKOMIIOHEHTHBIE

npenapaTBI), BKJIIOYAeT B ceds poaoBOE HW BHIOBOC HaMMCHOBaHUSA
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NPOU3BOMSIIErO PACTEHUSI HA PYCCKOM SI3bIKE U Ha MOCYAapCTBEHHBIX SI3BIKAX
rocy/1IapCTB-4IEHOB C YKa3aHHEM MOP(OIOruyecKoi TPyIIbl UCIIONIb3YEMOi
yacTu pacteHust (Hampumep, «Kanengyibsl JieKapcTBEHHOM  I[BETKHY,
«3Bepo00si MPOABIPSIBICHHOT'O TPABAY).

46.Ecnu s npoM3BOJCTBA  JIEKAPCTBEHHBIX — PACTHTEIBHBIX
[penaparoB, MNpPeICTaBILIOMMX co00i  (acoBaHHOE  JIeKapCTBEHHOE
pacTHUTENIbHOE  CBIPbE,  COOTBETCTBYIOUIEH  CTaThei dapmakorneun
EBpazuiickoro 5sKOHOMUYECKOro cor3a (a NpU OTCYTCTBHH B HeEl —
COOTBETCTBYIOLLUMHU CTaThsIMU papmaxorneit roCyIapCTB-4JICHOB)
IIPELYCMOTPEHO HUCIIOJIB30BAHKE HECKOIBKUX BUIOB OJJHOTO M TOTO e poja
NPOM3BOIAIIEIO pacTeHHsl, IPyNIIUPOBOUYHOE HAUMEHOBAHHE (POPMHUPYETCS
TOJIbKO M3 POZOBOI0 HAMMEHOBAHMS IIPOU3BOMSILIETO pacTeHUs (Harmpumep,
«bosipbllIHUKA OB, «BOSIPHIIITHAKA IIBETKH ).

47.Ecnu pa3Hble BUJBI JIEKAPCTBEHHOI'O PACTEHHUs, OTHOCSIIErocs K
OJJHOMY M TOMY € poJy, OOyCIaBIMBAIOT IOJY4YeHHE JIeKapCTBEHHBIX
IpernapaToB C Ppa3HBIM  CHEKTpOM  (HapMaKOJOTHYECKOTO  JIeHCTBHS,
B I'PyIIIMPOBOYHOE HAWMEHOBAaHUE TIOMHMO POJOBOTO BKJIIOYAETCS BHIOBOE
HaUMEHOBaHUE MPOU3BO/ISIIETO PACTEHHUS.

Hanpumep, U1  JIEKapCTBEHHBIX  PACTUTENILHBIX  MPENapaTos,
IIPOU3BOIUMBIX U3 JIEKAPCTBEHHOI'O PACTUTENILHOTO CHIPBSl ¢ OJHHAKOBLIM
poroBEIM HauMmeHoBaHWeM («lopew»), HO 00JaNalOIIUX Pa3IMYHBIM
(papMaKkoJIOTrMUeCKUM JEUCTBUEM B TIPYNIUPOBOYHBIX HAUMEHOBAHHIX
HEOOXOMMO yKa3bIBaTh M BHUIOBOe Ha3BaHue: «[ oplia mepeyHoro Tpasa» —
JUI JIEKAPCTBEHHBIX IIPENaparoB ¢ reMocTaTudeckumM aericteueM u «I opua
NTUYBErO0 TpaBa» — I JIEKAPCTBEHHBIX IPernapaToB C JUYPETHUECKUM
JIEMCTBHUEM.

48.Ecii B cocTaBe JIEKAPCTBEHHOTO CPEJCTBA  PACTHTENIHHOIO

IPOUCXOKACHHA B KAYECTBE aKTHBHOTO KOMIIOHEHTA BBIACIIACTCS KOMIIJIEKC
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OIpeesIeHHON Ipynnbl OMOJIOrMYECKH AKTHBHBIX BEHIECTB OJHMHAKOBOIO
(GapmMaKoIOruuecKkoro AelcTBUs, rPyNIUPOBOYHOE HAUMEHOBAHUE BK/IIOYAET
B ce0s poJoBOE W TMNpH HEOOXOJAMMOCTH BHJIOBOE HAHMEHOBAHMS
IPOU3BOJISILLEIO PACTEHUSI HA PYCCKOM SI3bIKE U HA TOCYIaPCTBEHHBIX SI3BIKAX
rOCyapCTB-WIEHOB, a TaKXe HaMMEHOBAHHUE HW3BIIEKAEMOW  CYMMEI
OMOJIOrMYeCKM  aKTHUBHBIX  BeUIECTB  (HAlpUMep:  TPYIIIHPOBOYHOE
HaUMEHOBaHUE JleKapcTBEHHOro cpeacrBa «Dmamun» — «beccMepTHHKA
[1eCYaHOTr 0 [BETKOB cyMMa (hJIaBOHOUJIOBY ).

49.Ecnu B cocTaBe JEKapCTBEHHOI'O CPEACTBA B KAYECTBE AKTHBHOTO
KOMIIOHEHTAa BBIACNSAETCS HMHAMBHIYAILHOE BEIIEeCTBO PACTHTENLHOIO
IIPOUCXOXKEHUS, TPU OTCYTCTBUM MEXAYHAPOJHOTO HEMATEHTOBAHHOIO
HaMMEHOBAHMS ATOrO BEIIECTBA, JIEKAPCTBEHHOMY CPEJCTBY MPHCBAUBAETCS
rpyNnMpOBOUYHOE HAMMEHOBAHUE BBIIEJIEHHOTO MHAMBUIYAIBHOTO BEIIECTBA
(Hampumep, «I'eciepuaun»).

50.1 pynnupoBOYHBIE HAWUMEHOBAaHUS JIEKAPCTBEHHBIX CPEACTB B
JeKapCTBEHHOH (QopMe «HACTOHUKHY», «IKCTPAKTBl JKUIKHE», «COKHY,
BKJIFOUYAIOT B ce0sl poIoBOE U, MPH HEOOXOIUMOCTH, BUIOBOC HAMMEHOBAHHS
IIPOU3BOSIIErO PACTEHUS HA PYCCKOM S3BIKE U HA FOCYJAPCTBEHHBIX SI3BIKAX
rocyJapCTB-4JIeHOB ¢ yKazaHueM MOpGhOJIOrMUecKON IpymIbl UCIIOIb3YeMOit
4acTH PAaCTeHUs a TAK)Ke BUJA MOJyUYEeHHOro MpoayKTa (HacToMKa, IKCTPAKT,
COK), Halpumep:

a) rpyINIUPOBOYHOE HAWMEHOBAHHUE JIEKAPCTBEHHOTO TMperaparta ¢
TOProBbIM HauMmeHoBaHueM «Banepuanwl HacTolikay — «Baepuansl
IeKapCTBEHHOM KOPHEBUII] ¢ KOPHSMH HaCTOMKAY,

0) rpynmUpoOBOYHOE HAaMMEHOBaHUE JIEKAPCTBEHHOTO TMpernapaTta c
TOProBbIM HamMeHOBaHHeM «PoMalllku 3KCTpakT KUAKUH» — «Pomalinku

alTe4YHOM LIBETKOB OKCTPAKT».
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51.I'pynnupoBouHsble HAaUMEHOBaHUS cbopoB u TPYTUX
MHOTOKOMITOHEHTHBIX  JIEKAPCTBEHHBIX  [IPElapaToB, IMOJIYYEHHLIX W3
JIEKapCTBEHHOIO PACTUTENIBHOTO CHIPbSl WJIM HAa OCHOBE pPaCTHUTEILHBLIX
papmaneBTHYeCKUX CYOCTAaHIMM, COCTaBISIOTCS W3 TPYNIHPOBOYHBIX
HAaUMEHOBAHUH JIEKAPCTBEHHOIO PACTUTEIBHOTO CHIPbSl WJIH PACTUTEIBHBIX
(papmaneBTuueckux — CyOCTaHIMH,  pacCIOJIOKEHHBIX B  aJ(aBUTHOM
nopsiiIke uepez 3HaK «+t» (ecam ux 3 u MeHee). Ecim B cocrase
MHOTIOKOMIIOHEHTHOTO JIEKapCTBEHHOI'O rpernapata Oojiee 3 HaMMeHOBaHUM
JIEKapCTBEHHOTO PacTUTENILHOrO CBIPbSI WJIA pacTUTETbHBIX
(papmanieBTHYeCKUX CyOCTaHIMM, JIOMYCKAaeTCs He IIPUCBAuBaTh TaKUM
MHOTOKOMITOHEHTHBIM ~ JIEKAPCTBEHHBIM  IIpernapaTaM  TPYNIUPOBOYHbBIE
HauMeHoBaHus. Ilpu  o5TOM, ecnu B KauecTBE  PACTUTENBHOM
(apmaneBTHUECKOH CyOCTaHLMKM MCHOJIb3YIOTCS HACTOMKA, SKCTPAKT, COK M
T. ., TPYyNIHPOBOYHOE HAWUMEHOBAHHWE TaKOH CYOCTAHLIMH COCTOMT M3
POZIOBOrO ¥ NpK HEOOXOJUMOCTH BHJIOBOTO HAaUMEHOBAHMH JIEKAPCTBEHHOTO
pacTeHHs PYCCKOM s3bIKE M Ha TOCYAApCTBEHHBIX SI3bIKAX TOCYIapCTB-
YJICHOB, @ TAK)KE HA3BaHUs [10JIy4EHHOTO MPOIYKTa (HaCTONKA, DKCTPAKT, COK
u T. 1.). Hampumep:

a) IpyNIIMPOBOYHOE  HAaWMEHOBAaHWE  Iperapata ¢  TOPrOBEIM
HauMeHOBaHueM «ButamuHHBIH cOop Ne 2», cocTosInero u3 U3MeIbYeHHbIX
IJI0JI0B KYCTAPHUKOB pPa3/IMYHBIX BUJIOB IIMIIOBHUKA M IEIBHBIX IUIOI0B
psiOuHbl — «PsaOuHBI 0OBIKHOBEHHOH 105! + IIIHIIOBHMKA 10 1B »;

0)rpynnupoBouyHOoe  HaMMEHOBAaHWE  [pernapara ¢  TOPrOBBIM
HauMeHoBaHueM «I'pynHoi cbop Ne 1», cocrosimero M3 KOpHeH ajires
JIEKApCTBEHHOTO W ajITeés apMSHCKOro, JIMCThEB MAaTh-H-MauyeXW W TpPaBhl
OYUIHIBl — «AnTes KopHu +/lymmubsl oOBIKHOBEHHOW TpaBa + MaThb-H-

Mayexu OOBIKHOBEHHOH JIUCTHS by
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B) IPYNIIMPOBOYHOE HAMMEHOBaHHE JIEKAPCTBEHHOrO TMpenapara ¢
TOPrOBbIM HauMeHOBaHUEM «JlaHbIIeBO-BallepuaHOBBIE KaIlIH, Karlulk Jis
npreMa BHYTPb», COCTOAIIEr0 W3 JIaHJbIIIA HACTOMKH U  BaJlepHaHbI
HaCTOWKH, IO HAMMEHOBAaHWIO AKTUBHBIX KOMIIOHEHTOB — «Basiepuansl
JIEKApCTBEHHOM KOpHEBMIL € KOpHSAMM HacTolika + Jlawjawplia Tpasbl
HacTOMKay;

r) IpernapaTty ¢ TOProBbIM HauMeHoBaHueM «I'pymHoit cGop Ne 4y,
COCTOSILEr0 M3 I00eroB OaryibHHKa OOJOTHOTO, IIBETKOB KajeH/IyJIbl
JIeKapCTBEHHOM,  JIMCTHEB ~ MATHI  IEPEYHOM,  LIBETKOB  pOMAIIKH
anTeYHOH, KOpPHEH COJIOAKU TOJIOM, TpaBbl (HUAIKH TPEXI[BETHOM,
IpyNIyupoOBOYHOE HAUMEHOBAHUE MOXET HE NMPHUCBAMBATHCS M 3aMEHATHCS B
3asIBJICHMM Ha PETUCTPALMIO TAKOrO Mpenapara yKazaHueM «He TPUMEHIMO.

48. Eciu s OpOM3BOJICTBA  JIEKAPCTBEHHOIO npenapara
UCIIOJIB3YIOTCS pacTuTeNbHbIe (papmaneBTHUECKHE cyOcTaHIuu
(mpemaparbl Ha OCHOBE JIEKapPCTBEHHOTO PACTUTENLHOTO CHIPhS), a TaKkKe
(papmanieBTHUeckue CyOCTaHIMM C MPUCBOEHHBIMU MEXIYHAPOIHBIMU
HETIaTeHTOBAHHBIMU HAaWMEHOBAaHUSAMHU (IpH Haauuuu) (rpynIUPOBOYHEIM
HAaMMEHOBAaHUEM, XWUMHMYECKMM HAaMMEHOBAHHEM), TO TPYHIHPOBOUHOE
HAaUMEHOBAHHWE JIEKAPCTBEHHOIO IIperapara COCTOUT W3 TPYNIIHPOBOYHBIX
HAaMMEHOBAaHWM  pPACTUTENBHBIX  (apMaleBTUYECKMX  CYOCTaHUMA U
MEXyHApPOHOTO HEIaTeHTOBAHHOIO HAaMMEHOBAHMSI, WU
IPYNIMPOBOYHOIO HAMMEHOBAHUA, WM XHUMUUYECKOTO HaMMEHOBaHHS
(papmaleBTHUECKOH  CyOCTaHIMM,  pacHOIOKEHHBIX B andaBUTHOM
nopsiike 4yepes 3Hak «t». Hanpumep, rpynnupoBOUHOE HAHMEHOBAHHE
JIEKApCTBEHHOr0 IIpernapara ¢ TOProBeIM HanMeHoBaHueM «KopBasodn
@uro», B cOCTaB KOTOPOrO BXOJAT MSTHI IEPEYHOU JINCTHEB MAcIIo,

MyCTHIPHMKA TPaBbl SKCTPAKT U STHIOpoMH30BaliepuaHar, «MSThI epeuHoit
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JIUCTHEB MacJyio + ITycTeipHuKa TpaBbl JKCTPAKT +

DTUNOPOMU30OBATIEpHAHATY.




