[MTPJIOXXEHUE

k Pemenunro CoBera
EBpa3uiickoil 5KOHOMHUYECKOH

KOMUCCHUHU
oT 20 1. Ne

U3MEHEHUNUA,
BHocuMbIe B [IpaBmiia perucTpanuu u 3KCNEPTU3bI JIEKAPCTBEHHBIX
CPeICTB JJIl MEIUIIUHCKOT0 MPUMEeHeHU s

1.Tlo tekcty ykazaHHbIX [IpaBui ciioBa «IJlaH ympaBJICHHS PUCKaMU
pyU NPUMEHEHUU JIEKAPCTBEHHOIO Mpenaparay 3aMEHHUTh CIOBAMU «ILJIaH
YIPaBICHUS PUCKAMU» B COOTBETCTBYIOILIEM IMA/IEKE.

2.1lo Tekcty mnpuioxkenus Ne 2 k ykazanHsiM [IpaBuiam croBa
«aKTUBHOM  (papMaiieBTHYECKOM  CyOCTaHIMS»  3aMEHHTh  CJIOBaMu
«aKTUBHOM (hapMaIrleBTUUECKON CyOCTaHIIUM.

3. B nynkre 38 ykazanHbix IIpaBun cnoBa «uHpopmanuu,
NPEJOCTAaBIAEMON  yYacTHUKAM  HUCCIEIOBAHUS;» 3aMEHHUTh  CJIOBaMH
«UH(POPMAIINH MPETOCTABIIEMON CyObEeKTaM UCCICIOBAHMUS .

4.B nynkre 66 ykazanabix [IpaBun cnoBa «Mmomyns 1
PErMCTPALIMOHHOTO JOChE Ha 3JIEKTPOHHOM HOCHUTENE.» 3aMEHUTh CIOBaMU
«vmonynisi 1 perucTpallMoOHHOrO J0Che Ha OyMaKHOM M 3JICKTPOHHOM
HOCHUTEIISX.».

5. JlormoHUTH ab3a1] 4eTBEPTHIN MyHKTA 86 CIIOBAMH:

«(JTOTIOTHUTENBHO MOJTYJIb | PErUCTPALIMOHHOTO JOChE MPEACTABIISIETCS
Ha OyMaXHOM HocuTelNle (32 HMCKJIIOYEHHUEM IUIaHa YIPaBJICHUS PUCKaMHU,
OCHOBHOTO  JIoche  (Mactep-daiina) TPOU3BOJACTBEHHOM  IUIOMIAIKH

(IpOU3BOJICTBEHHBIX IIIOLIAI0K) U MacTep-daiisa 1o (apMakoHaI30py));».
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6. B a63ame 2 nynkra 91 cioBa «He mo3aHee 14 KaaeHIAPHBIX JTHEH)
3aMEHUTH CJIOBAMU «HE Mo3/iHee 14 pabounx THE».

7.B mnynkte 102 ykazanaeix IIpaBun ciioBa «HMHTErPUPOBAHHOMN
UH()OPMAIIMOHHON CHUCTEMBI» 3aMEHHUTh CJOBAMU «UHTETPUPOBAHHOU
CUCTEMBD».

8.B mnynmkre 120 ykazanueix IlpaBunm cnoBa «Ha ocHoBanuu
MAChbMEHHBIX OOBSICHEHUH, MPEJICTAaBICHHBIX JepKaTENEM
PETrUCTPAlMOHHOTO  YJOCTOBEPEHHsS]  JIEKApCTBEHHOrO  mpemnapara B
COOTBETCTBUU C MyHKTOM 118 nHacTosimiux IlpaBuin,» 3aMeHUTH ciOBaMu
«Ha ocHOBaHMM THUCHMEHHBIX OOBSCHEHUN, MPEICTABICHHBIX JEpKATEIEM
PETUCTPAIMOHHOTO  yJAOCTOBEPEHUS  JICKAPCTBEHHOrO  Ipemapara B
COOTBETCTBHUU C MyHKTOM 119 Hacrosmux [IpaBumn,».

9. lononuuth myHKT 180 ab3anaMu Caeayroiero CoIepKaHus:

«Ilocne mnpuBeAeHHUs PETUCTPALMOHHOTO JOChE JIEKAPCTBEHHOIO
mpenapara B COOTBETCTBUE ¢ TpeOoBaHusiMm (Coro3a  JIOmycKaeTcs
MPOM3BOJICTBO M BBO3 JICKAPCTBEHHOTO Ipemnapara C PEeruCTPallMOHHBIM
YIAOCTOBEPEHUEM, BBIJIAHHBIM B COOTBETCTBUM C 3aKOHOAATEIbCTBOM
rocyjaapcTBa-ujieHa, B TeueHue 180 xaneHaapHbIX AHEH ¢ JaThl IPUBEICHUS
PETUCTPAIIMOHHOTO JO0Che B COOTBeTCTBHE TpeboBanusiM Coroza (nmartoit
MPUBEJCHUSI CUMTACTCS JlaTa BHECEHUs COOTBETCTBYIOIIHUX CBEICHUW B
€IMHBINA PEECTD).

JlommyckaeTcsi OIHOBPEMEHHAs peain3alus JEKapCTBEHHOIO Mpenapara
10 OKOHYaHMS €ro CpOKa TOJHOCTH B YIIAKOBKE M C HWHCTPYKLUHEH IO
MEJIUIIMHCKOMY MPUMEHEHUIO0, COOTBETCTBYIOIIMMH JTOKYMEHTAM M JTaHHBIM
pPETUCTPAMOHHOTO  JOChE,  YTBEPKICHHBIM B  COOTBETCTBUHM  C
3aKOHOJIATEILCTBOM T'OCYAapCTB-WICHOB, U IMPUBEJICHHBIM B COOTBETCTBUE

TpeboBaHusiM Coro3a.».
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10. B mynkte 1.6. pasmena | mpumokenuss Ne 1 K yKa3zaHHBIM
[IpaBunam cioBa  «komus oOTyera (KONMM  OTYETOB)  HHCIEKUUU
MPOU3BOJICTBEHHOW IUTOMAAKH (IIPOU3BOACTBEHHBIX IUIOMIAJ0K Ha Pa3HbIC
ATarbl MPOU3BOJICTBA)» 3aMEHUTh CIIOBAMHU «KOIHS OTYETa (KOMHU OTYETOB)
MHCIIEKI[MU MPOU3BOJICTBEHHON IIOMAIKU (IPOU3BOACTBEHHBIX IUIOMIA0K
Ha Pa3HbIX dTarax NpoU3BOJICTBA).

11.B nynkre 1.6.1. pazmena | npunoxenus Ne 1 k yka3aHHBIM
[IpaBuam cinoBa «3aBEpEHHbIE B YCTAHOBJIECHHOM TMOPSAJKE KOIHH
JNENUCTBYIOIINX JOKYMEHTOB, HOJATBEPKIAOIINX COOTBETCTBUE
MIPOU3BOIMTEINS HAJIEkKAILEH TPOU3BOJACTBEHHOM MpakTuke (naiee - GMP)»
3aMEHUTh CJIOBaMHU «3aBEPEHHbIE B YCTAHOBICHHOM MOPSAJIKE KOIUU
JNENCTBYIOIINX JOKYMEHTOB, MOATBEPKIAIOIINX COOTBETCTBHUE
MPOU3BOAUTENS] TPEOOBAHUSAM HAJJICKAIIeH MPOU3BOJCTBEHHOW MPAKTUKE
(manee - GMP)».

12. B mynkre 1.7. paznena | npunoxkenust Ne 1 k ykazanusiM [IpaBunam
no3uuuu 1.7.2 u 1.7.3. 3aMEHUTH TO3ULIUSIMHU CJIEAYIONIETO COJICPKAHUSA:

«1.7.2. Undopmanust o cheudanucre, MOATOTOBHUBIIEM pPE3IOME
JOKIIMHUYECKUX UCCIIEIOBAHUMU.

1.7.3. Undopmanius 0 coenuagucTe, TMOATOTOBHUBIIEM  PE3IOME
KJIIMHUYECKHUX UCCIIEIOBAHUN. ).

13.B nynkre 2 pazaena | npunoxenuss Ne 1 k ykazanubiM [IpaBunam
CIIOBa «IMOATOTOBUBILIMX PE3IOME IO KayeCTBY, JOKIMHUYECKUM U
KIIMHUYECKUM JAHHBIM.» 3aMEHHUTh CIIOBAMHU «IOATOTOBHUBIIMX PE3IOME IO
KA4yeCTBY, JOKIMHUYECKUM U KIMHUYECKUM HCCIIEI0OBAHUSIM. .

14.B nyskre 2.3. npuwioxenuss Ne 1 x ykazanusiM [IpaBuiiam cioBa
«Korja He CoOJII0IEHBl COOTBETCTBYIOIIME TPEOOBaHUS W YCTAHOBKK
3aMEHHUTh CJIOBaMHU «KOT/Ia HE COOJIOJIEHbI COOTBETCTBYIOLIME TPEOOBaHUs

PYKOBOJICTBa.
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15. B nynkre 2.5. paznena | npunoxenust Ne 1 x ykazanasim [IpaBunam
CJIOBa «IOKa3aHUs [JIsi MPUMEHEHUS» 3aMEHUTh CJIOBAMU «IOKAa3aHUS K
PUMEHEHUION.

16.B mnynkre 2.6. pazgena | npunmoxenuss Ne 1 k ykazaHHBIM
[IpaBunam:

a)cioBa «Pe3oMe MO JOKJIMHUYECKUM HCCIICIOBAHUSAMY 3aMEHUTH
cioBaMu «Pe3roMe TOKIMHUYECKUX UCCIICIOBAaHUM. »;

0)cimoBa «Pe3tomMe MOKIMHUYECKHX JAHHBIX» 3aMEHUTH CJIOBAMHU
«Pe3roMe TOKIMHUYECKUX UCCIICIOBAHUNY,

B)no3unuu  2.6.1. — 2.6.6. 3aMEHUTH NO3UIUSIMHU CIEIYIOIIETO
COJICpKaHMUS:

2.6.1. Pestome hapMakoJIOTUUECKUX HUCCIEIOBAHUN B TEKCTOBOM
dbopmare.

2.6.2. Pe3tome apMaKoIOrHuecKuX UCCICAOBAHUM B BU/IEC TAOJIHII.

2.6.3. Pestome (hapMakOKMHETHMUECKUX MCCIECOBAHUN B TEKCTOBOM
dbopmare.

2.6.4. Pe3tome (hapMaKOKMHETUUYECKUX UCCIEAOBAHUM B BUJIE TAOJIHII,

2.6.5. Pe3oMe TOKCUKOJOTMYECKUX HCCIEIOBAHUNA B TEKCTOBOM
dbopwmare.

2.6.6. Pe3roMe TOKCHUKOJIOTMYECKUX UCCIIEI0BAHNN B BU/IE TAOJINII.

17.B nynkre 2.7. pa3aena | npunoxenust Ne 1 k ykazanusiM [IpaBunam
cioBa «Pe3toMe KIMHUYECKMX JIaHHBIX.» 3aMEHUTh cloBamHu «Pe3rome
KIIMHUYECKHUX UCCIIEIOBAHUMN. ).

18. B moamynkTe 3.2.5.2.0) pa3nena | mpumoxxkennss Ne 1 k yka3aHHBIM
[IpaBuiam cioBa «O Ka)XJOM HCIOJIb3yEMOM IPOU3BOJICTBEHHOM YYacCTKE»
3aMEHUTh CJIOBAaMH «O0 KaXJOW UCIIOJIb3YEeMOM MPOU3BOACTBEHHOM

IJIOIIaAKE».
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19. B moamynkTte 3.2.P.3.a) pa3nena | mpunoxkenust Ne 1 K yka3aHHBIM
[IpaBunaM «0 KaXXIOM HCIIOJIB3YEMOM IPOU3BOJCTBEHHOM  YYacTKE»
3aMEHUTh CJOBAMHM «O KaXJOM HCHOJB3yEMOM IPOU3BOACTBEHHOM
TUTOIIATIKE.

20.B moanynkre 3.2.R.1 pasmena | mpunoxenus Ne 1 k ykazaHHBIM
[IpaBunaM cioBa «IPOHU3BOACTBEHHOI'O Y4YacTKa» 3aMEHUTh CJIOBaMU
«MPOMU3BOJICTBEHHOM IIOIIAJIKH. .

21.B nynkre 4.2.1. pazpena | mpunoxenuss Ne 1 K ykazaHHBIM
[IpaBunam cioBa «IMOKa3aHUSX Ui TPUMEHEHHUS» 3aMEHHUTh CJIOBaMU
«MOKa3aHUSX K MPUMEHEHHUIOY.

22.B nyHkre 5.2. pazaena | npunoxxenus Ne 1 k ykazanusiM [IpaBuiam
CIIOBA «IMOKAa3aHWM [JIsi MPUMEHEHMS» 3aMEHUTh CJIOBAMHM «IIOKAa3aHUM K
PUMEHEHUIOY.

23.B mynkre 5.3.1. pazmena | mpunoxenuss Ne 1 Kk ykazaHHBIM
[IpaBunam cnoBa «B ciydae mnpumeHeHus mpolenypsl OuoBeiBepa»
3aMEHUTH clioBamu «B ciyyae 6uoBeiBepa.

24.B nynkre 5.3.5. pazpena | mpunoxenuss Ne 1 Kk yka3zaHHbIM
[IpaBunam cnoBa «moKa3aHWUW MJIS TPUMEHEHHs» 3aMEHUTh CJIOBaMHU
«MOKa3aHUN K TPUMEHEHUIO.

25.B myskte 6.4. pazmena |l mpumokenuss Ne 1 k ykaszaHHBIM
[IpaBunam ciaoBa «3KBUBAJIEHTHOCTU IO MIpoLenype OHOBEWBEpP» 3aMEHUTH
CJIOBAMM «3KBUBAJICHTHOCTHU 10 OMOBENBEPY».

26.B mynkte 10.2 pasmena Il mpunoxenus Ne 1 k yka3zaHHBIM
[IpaBunam cinoBa «B oTdeTe wuCCAEAOBaHHUS WIM» 3aMEHHUTH CJIOBaMHU
«B ortuere 00 HcciieIOBaHUN UITN».

27.B nonnyunkre 12.2.2. paznena |1l npunoxenust Ne 1 k ykazaHHbIM
[IpaBunam cioBa «8. DkcmepTh3a W Bblaua 3aKIIOYEHUS.» 3aMEHUTh

cinoBamu «12.2.3. DxcnepTrsa 1 BblIa4a 3aKIFOYEHUM.».
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28.B monmynkrte 15.1.1. pasmena |1l mpunoxkennst Ne 1 k ykazaHHBIM
[IpaBunam cioBa «KaXAbId MPOU3BOACTBEHHBIM Y4YaCTOK» 3aMEHUTh
CJIOBAMH «KQXIYIO MPOU3BOJICTBEHHYIO TUIOIIAIKY.

29.B nysnkre 16 pazgena |l mpunoxenus Ne 1 k yKa3zaHHBIM
[IpaBuiiam ciioBa «(MCKJIIOYUTEIbHBIE OOCTOSITENBCTBA).» 3aMEHUTh CJIOBAMHU
«(perucTpallMOHHOE  JOCh€ JUJIsi  3asABJICHUM HA  PErUCTpaAllUi0  C
YCTAHOBJICHUEM MOCTPETUCTPAIMOHHBIX MEp (pEruCTpallis Ha YCIOBUSAX)).».

30. Tabnuy nynkta 1.1.3. mpunoxenus Ne 2 k ykazanubiM [IpaBunam

JTOTIOJIHUTH MTO3UIUEN CIETYIONIETO CONCPIKAHUS:

« HBIE TOCYAAPCTBA — YICHBI
EBpa3niickoro 3KOHOMHUYECKOT'0 COX3a
JUISL TOAa4M 3asiBKY (TIPY HAJTMYMH) ».

31. B paznene | npunoxxenus Ne 4 k ykazannbiMm [IpaBunam:

a) 100aBUTh MO3ULMIO clenytomero coaepxkanus: «1.5.7. IIpoekr
HOPMAaTUBHOI'O JOKYMEHTA MO Ka4€CTBY, MOATOTOBJIEHHBIM B COOTBETCTBUH C
PyKkoBOICTBOM MO COCTaBJICHHIO HOPMATHBHOIO JOKYMEHTa IO KauyecCTBY
JeKapCTBEHHOTO0  Tpemaparta, yTBepkaeHHbIM Pemenuem  Kosmeruu
EBpa3uiickoit 3xoHoMu4eckoi komuccuu oT 7 ceHtsiopa 2018 . Ne 115»;

0)no3unuto 1.6.9. 3aMeHUTh NO3ULIUEN CIEAYIOIIET0 CONCPHKAHNUSA:

«| 1.6.9. |cornacue Ha mpoBeneHue GapMareBTHUYECKON WHCIEKIIUU Ha
COOTBETCTBHE TPEOOBAHUSM MEXIYHAPOJHBIX JIOTOBOPOB H

aKTOB, cocTaBJsiOIIMX NpaBo Coro3a N

B)no3utuu  1.7.2. wu 1.7.3. 3aMEHHUTh TMO3ULHUSIMHU CIECAYIOIIETO

COJICPKAHMSI:

«| 1.7.2. |undopmanus  (KpaTkoe  pe3loMe) O  CIEIHUaIHUCTE,
MOATOTOBUBIIIEM PE3IOME JTIOKIMHUYECKUX UCCIIeT0BAaHUN

1.7.3. |undopmauuss  (KpaTkoe  pe3loMe) O  CIEUHAIUCTE,

MOATOTOBHUBIIIEM PC3HOMC KIIMHUYICCKUX I/ICCJ'ICI[OBaHI/II\/'I %
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rymosunun  2.6. — 2.7. 3aMEHUTh TO3UIUSAMH CJIEIYIOMIETO
COJIepKaHUS:
« 2.6. Pe3roMe TOKIIMHUYECKUX UCCIIEOBAHMIA
2.6.1. | Beeneuue
2.6.2. | Pe3roMe (hapMakoIOTMUECKHUX MCCIEIOBAHUM B TEKCTOBOM
dbopmare
2.6.3. | Pe3rome papmakosOrudecKux UCCIIEeI0OBAaHUN B BUJIC TaOJIHUII
2.6.4. | Pestome (hapMaKOKMHETHUYECKUX HMCCIEIOBAHUM B TEKCTOBOM
dbopmare
2.6.5. |PestoMe (QapMaKOKMHETHYECKUX HWCCICIOBAHUNA B BHUJC
Ta0JINII
2.6.6. | Pe3roMe TOKCHKOJIOTMYECKUX WCCIEIOBAHUN B TEKCTOBOM
dbopmare
2.6.7. | Pe3roMe TOKCUKOJIOTHUECKUX UCCIEIOBAHUI B BUAE TAOIHUII
2.17. Pe3roMe KIIMHUYECKUX MCCIEeI0OBaHUN »;

n)nosuiuio 3.2.P.5.2. u3n0XuTh B clenyrouie penakiuu: «3.2.P.5.2.

AHaJIMTUYECKHUE METOIUKHNY;

«

) no3unuio 3.2.A.3. 3aMEHUTh MO3ULIUSMH CJIETYIONIETO COACPKAHMS:

3.2.A.3. | HoBble BcmoMorareipHbIE BEMECTBA

3.2.A3.1. | CBeneuus 0 BCIIOMOTaTEIbHBIX BEILIECTBAX
(BOCCTAHOBUTEIISIX,  PACTBOPUTENSAX,  pa30aBUTEISX,
HOCHUTEJISIX)

3.2.A.3.2. |Onucanne © COCTaB BCIIOMOTATEIbLHOTO  BEIIECTBA
(BOCCTaHOBUTEIS, pacTBOpUTES, pa3z0aBuTel,
HOCHUTEIS)

3.2.A.3.3. | ®apmaneBTHueckasi  pa3padOTKa  BCIIOMOTaTEIbHOTO
BelIeCTBa (BOCCTAHOBUTEJS, PACTBOPUTEISI, pa30aBUTEIA,
HOCHUTEII)

3.2.A.3.4. |lIpouecc mnpoU3BOACTBA BCHOMOTATEIBHOTO BEIIECTBA
(BOCCTAHOBHTEIIS, pacTBOpHUTEIIS, pazbaBuTers,
HOCHTEJIS)

3.2.A.3.5. |CocraB Ha ceputo (MPOU3BOJCTBEHHAs peELENTYpa)

BOCCTAHOBUTCIISL, PACTBOPUTCIIA, p2136aBI/IT€J'I$I, HOCHUTCIIA
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3.2.A.3.6. | KonTponp KadecTBa BCIOMOIaTeJIbLHOTO  BENIECTBA
(BOCCTaHOBUTEIIS, pacTBOpUTES, paz0aBuTel,
HOCHUTEJIS)

3.2.A.3.7. | MuKpOOHOJIOTMYECKNE XapaKTEPUCTUKH BOCCTAHOBUTES,
pacTBOpUTEs, pa30aBUTENSI, HOCUTENS

3.2.A.3.8. | Cuctema ymnakoBkd (YKYNOPKH) JJII BCIIOMOTaTEIbHOTO
BeIlleCTBA (BOCCTAHOBUTEIS, PACTBOPUTEIISI, pa30aBUTEIIA,

HOCHUTEJIS)

3.2.A.3.9. | CtaOUIbHOCTD BCIIOMOTaTEJILHOTO BEILIECTBA
(BOCCTaHOBUTEIIS, pacTBOpUTES, pa3z0aBuTels,
HOCHUTEJIS)

3.2.A.3.10. | CBenenus 0 COBMECTUMOCTH BOCCTAHOBUTEIIA,
pacTBOpHUTEIIsl, pa30aBUTEIIsl, HOCUTENS »;

K) mo3unuio 3.2.R. 3aMEHUTDb MO3ULIUSIMU CIEAYIOIIETO CONCPKAHUS:

«| 3.2.R. | PernonanbHas undopmarus

3.2.R.1. | locke mpOM3BOJACTBEHHOM TUIOIIAIKH

3.2.R.2 | BanunanuoHHbBIM MacTep-TjiaH

3.2.R.3. | [Tocneanuii 0030p Mo Ka4eCTBY JICKAPCTBEHHOTO Mpernapara

3.2.R.4. | PykoBOACTBO MO KadecTBY (J1ab0OpaTOpPHOE PYKOBOJICTBO)
71a00paTOPUH KOHTPOJIS KA4eCTBA TIPOU3BOIUTEIIS

3.2.R.5. | CiuCOK aHaTUTUYECKUX METOJIUK, KOTOPBIC BBITIOJHSET
nabopaTopusi KOHTPOJIS KauyeCTBa MPOU3BOIUTEIIS »;

*k*k

3) CHOCKY CO 3HAKOM « » UCKJIFOUUTH;

32. B npunoxenun Ne 5 k ykazanHbiM [IpaBunam:

a)B HAaMMEHOBAHMM TPUIIOKEHHUS CJIIOBO «HA3HAYEHHUS» 3aMEHUTh
CJIIOBOM «IIPUMEHEHUSD;

0)pazaen VI u3noxuTh B cieayromiend peaakiuu.
«Monynb 1. AamunuctpaTuBHast “HGOpMaIus

1.1. Conepxanue

1.2. O6mas qoKyMeHTaIus

Monyib 2. Pe3tome 00111ero TeXHUYECKOTo IOKYMEHTa
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2.1. Conmepxanue Mmoaynei 2 — 5

2.2. Beenenue B OT/]

2.3. O011ee pe3romMe o Ka4eCTBY

2.4. O630p TOKIMHUYECKUX JAHHBIX

2.5. O030p KIMHUYECKUX JAHHBIX

2.6. Pe3roMe TOKJIMHUYECKUX MUCCIIEI0OBAHUI

Pestome (hapmMakoI0ruuecKux UcCieI0BaHUN

Pes3tome hapMakOKMHETUUECKUX HCCIIeIOBAaHUMN

Pe3tome TOKCMKOJIOTMYECKUX UCCIIEIOBAHUI

2.7. Pe3roMe KIIMHUYECKUX MCCIIEI0BaHNMI

Pe3tome 6nodapMarieBTUUECKUX UCCIEIOBAHUMN U CBSI3aHHBIX C HUMU
aHAJIUTUYECKUX METOJI0B

Pestome nccnenoBanuii Mo KIMHAYECKON (papMaKoIOruu

Pestome no knmnHu4Yeckoi 3PpPeKTUBHOCTH

Pestome mo kmHUYECKOM 0€301MacHOCTH

Konuu ucnonap30BaHHBIX JTUTEPATYPHBIX UCTOYHUKOB

Kpartkuii 0030p MHIUBUYATIBHBIX UCCIICIOBAaHUN
Monayns 3. KauectBo

3.1. Conepxanue Moyis 3

3.2 OCHOBHBIE CBEJICHUS

3.3. Konuu ucnonb30BaHHBIX JINTEPATYPHBIX HCTOYHUKOB
Monyinb 4. OTueThl 0 JOKIUHUYECKUX (HEKJIIMHUYECKUX ) UCCIICTOBAHUSIX

4.1. Conepxxanue Moy 4

4.2. Otyersl 00 HUCCIIeqOBAHUIX

4.3. Konuu ucnoJib30BaHHbBIX JUTEPATYPHBIX HCTOYHUKOB
Monyinb 5. OTueTbl 0 KIMHUYECKUX UCCIICTOBAHUSIX

5.1. Coneprxkanue MOayJIs 5
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5.2. IlepedyeHb BceX KIMHUYECKUX UCCIIEIOBAaHUMN (UCIIBITAHUM) B BUE
Ta0IuUIl

5.3. OT4eThl 0 KIMHUYECKUX UCCIIETOBAHUIX (MCTIBITAHUSAX )

5.4. Konuu ucnosib30BaHHBIX JIUTEPATYPHBIX UICTOUHUKOBY.

B)no3uniun 3.2.A.3 u 3.2.R pasgena VIl u3noxure B crnemyromein

peIaKInu:

3.2.A

LA LD G

\\ D0

N

\

A

-

3.2.R :\\i\\\i\\ii\\\\\\\\\\\\\i

33.Ilo Ttexkcry rpadsr mepBoii Tabmumel 2 gomoigHeHms Ne 1

npunoxenus Ne 10 k ykazanubim [IpaBunam 3ameHuts O0ykBy «C» Ha OYKBY

«Sy.
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34. B nonomuenun Ne 1 mpumnoxkennst Ne 10 x ykazanaeiM [IpaBuiam
no3unuio « TABJIMIIA U3SMEHEHMUWE) 3amenuts Ha no3unuio « TABJIMIIA
W3MEHEHU».

35.B pasnene «Tabnuma u3MeHEHUN MEXIAY Pa3IUYHBIMU BEPCHUIMU
MOADCy» pononnenuss Ne 3 mpunoxenus Ne 10 x ykazanueim [IpaBunam
CIOBAa «OPraHOM-TOCYJIapCTBAa-wICHA,» 3aMEHHUTh CJIOBAMH «OPTraHOM
rocyJapCTBa-4JICHA,».

36. B mynkrtax 1.1. pazgena |l mpunoxkenuss Ne 13 k ykazaHHBIM
[IpaBuiiam ciioBa «IOKa3aHHs MO MPUMEHEHUIO Y JAETEN» 3aMEHUTh CIOBAMHU
«MOKa3aHUs K TPUMEHEHUIO Y JIETEW».

37.B nynkre 1.1.3. pazgena Il npunoxenuss Ne 15 k yka3zaHHbIM
[IpaBuiam ciioBa «IOKa3aHHs MO MPUMEHEHUIO Y AETEN» 3aMEHUTh CIOBAMHU
«MOKa3aHUs K TPUMEHEHUIO Y JIETEI».

38. B nmoamynkte a) mynkta 2.1.1. paszmena Il mpunoxenuss Ne 15 x
ykazaHHbIM [IpaBmiam cioBa «Ha 0030pbl KIMHUYECKUX HCCIIECIOBAHUIN)
3aMEHUTH Ha CJIOBAMH «HA PE3IOME KJIMHUYECKUX UCCIECTOBAHUINY.

39.B nynkre 3.2. pazgena |l npunmoxenuss Ne 15 k yka3zaHHbIM
[IpaBunam cnoBa «B yacTu mokazaHui 10 MPUMEHEHUIO» 3aMEHUTH CJIOBAMU
«B 4JacTtu mokazaHuii K MPUMEHEHUIOY.

40.B myskte 1.4, pazgena | mpunoxenus Ne 16 Kk yka3aHHBIM
[IpaBuiaMm 3aMEHHUTB:

a) CJIOBa « HA BCEX y4acTKax» CIOBAMHU «HA BCEX IUIOLIATKAX Y,

0) ClOBa «JAaHHOTO y4acTKa» CIOBAMH «JAaHHOU TUIOMIAIKN;

B) CIOBa «IPOU3BOACTBEHHBIX YYaCTKOB) CIOBaMU
«MPOU3BOJICTBEHHBIX MIOMIAIOK;

I) CJOBa «HA ATHUX y4acTKax» CIOBaAMU «Ha 3THUX IUJIOMIAKaX.>;

JI) CJI0BA «TAaKHX y4acTKax» CJIOBAMHU «TAKHUX IJIOIIAAKAX.>.
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41. Pa3nen «PETTUCTPALHIUOHHOE YIOCTOBEPEHHUE
JIEKapCTBEHHOTO TMpenapara JJisi MEAUIMHCKOTO MPUMEHEHHUS» MPUIIOKCHUS
No 17 k ykazanubeiM IIpaBunaM [AONOJHUTH TO3MIMEH CIEAYIONIETO

COACPIKaHUA:

« | 14 | Cpok rogHoCTH ».

42. B nynkre A.7 nononHeHus V k npuioxeHuio Ne 19 k ykazaHHBIM
[IpaBunam no3zumuio «1. B ¢dopme 3asBieHus O BHECEHUM W3MEHEHUU
HEO0OXO0JIMMO YE€TKO 0003HAYUTh TEKYIIMX U MPEJIaraeMbIX TPOU3BOAUTENCH,
MEPEUYNCICHHbIX B pasnene 2.5 (opMbl 3asgBICHUS O PETHCTPALIUN.)
3aMEHUTh No3uluend «1. B MyHKTe O BHOCHMMBIX U3MEHEHUSX 3asBICHUS O
NpPUBEICHUU  JIOCh€ B  COOTBETCTBHE ¢  TpeboBanusimu EADC
(ConmpoBOIUTENIBHOM MHUChME, (OopMe 3asBICHUS O BHECCHUU W3MEHEHUH,
NPUJIOKEHHON K  CONPOBOJUTEIIBHOMY TIHMChbMY) HEOOXOAMMO 4YETKO
0003HAUUTh TEKYIIMX M MpeaiaracMbIX MPOU3BOAMUTENICH, KaK YKa3aHO B
pazzaeine 2.5. hopMbl 3asBICHUS. ».

43. B nynkre b.l.a.l. gomonnenus V k npunoxenuto Ne 19 k
ykazaHHbiM [IpaBunam nosunmio «5. B ¢dopme 3adBieHUss O BHECEHUU
U3MEHEHHI HEO0OXOJMMO YETKO O0003HAYUTh TEKYIIMX W TMpejylaracMbIxX
IPOU3BOIUTENCH, KaK yKa3aHo B pazfaene 2.5 GopMbl 3asBICHHS.» 3aMEHUTD
no3uuuen «5. B myHKTE 0O BHOCMMBIX M3MEHEHUSIX 3asBJICHUS O MPUBEICHUN
ochke B cooTBeTCTBUE ¢ TpeboBanusiMu EADC (compoBOAUTENHHOM MTUCHEME,
dbopMe  3asBiIEHHUST O  BHECEHUM  U3MEHEHUM, MNPUIOKEHHOU K
COTIPOBOJIUTEIILHOMY THChbMY) HEOOXOJIMMO YETKO 0003HAYUTh TEKYIIUX U
npeayiaraeMbIX TPOU3BOAUTENCH, KaK yKa3zaHo B paszaene 2.5. ¢opmbl
3asIBJICHUS.».

44. B nyskte b.l11.0.1. gomonnenuss V x npuioxkenuto Ne 19 k

YKa3aHHbIM HpaBI/IJIaM ITIO3UITUIO «3.B q)opMe 3ad4BJICHUA O BHCCCHHU



13

U3MEHEHHI HEO0OXOJIMMO YETKO YKa3aTh «TEKYIIUX» M «IPEIIaraeMbIX)»
MIPOU3BOIUTENCH JIEKAPCTBEHHOTO Mpenapara (coriacHo pazjaeny 2.5 Gopmsl
3asiBJICHUS).» 3aMEHUTH MO3UIMeH «3. B MyHKTE 0O BHOCHUMBIX HM3MEHEHUSX
3asBJICHUS O TPUBEICHUHU JIOChE B COOTBETCTBHE ¢ TpeboBaHusimu EADC
(conmpoBOIUTENIBHOM MHUChME, (OpME 3asBJICHUS O BHECEHUU H3MEHEHMU,
NPUJIOKEHHON K CONPOBOJUTEIIBHOMY TIMChbMY) HEOOXOAMMO 4YETKO
0003HAYUTh TEKYLIUX M TMpeiaraéMbIX ITPOU3BOJUTENICH, KaK YKa3aHO B
pazzaene 2.5. hopMbl 3asIBICHUS. ».

45. B nyskte b.11.6.2. pgomomuenus V k mnpunoxkenutro Ne 19
ykazaHHbIM [IpaBunam mnosunmio «2. B dopme 3asBieHHs O BHECEHUU
U3MEHECHH HEOOXOJIMMO  yKa3zaTh «TEKYIIUX» M  «IIPEIJiaraeMbIX)»
MPOU3BOIUTENCH JIEKAPCTBEHHOTO Mpenapara (coriacHo pazjaeny 2.5 Gopmsl
3asIBJICHUS).» 3aMEHUThH MO3ULMEN «2. B MyHKTE O BHOCHUMBIX HU3MEHEHUSIX
3asBJICHUS O TIPUBEICHUHU JOChE B COOTBETCTBHE ¢ TpeOoBanmsmMu EADC
(CoOmpoBOAUTENHHOM MHChME, (PopMe 3asBICHUS O BHECEHHH W3MEHEHUH,
NPUJIOKEHHONW K  CONMPOBOJUTEIIBHOMY TIMChbMY) HEOOXOAMMO YE€TKO
0003HAYUTh TEKYLIUX M TpeiaraéMbIX IPOU3BOJIUTENICH, KaK YKa3aHO B
pazaene 2.5. hbopMBbl 3asIBICHUS. ».

46. B nynkte b.11.6.4. nononuenus V npunoxxeanu Ne 19 k ykazaHHbIM
[IpaBuiiam 3aMEHHUTB:

a) CJIOBA «T') YKPYITHEHHUE» CJIIOBAMU «J) YKPYITHEHHUEY;

0) coBa «J1) MacITad» CIIOBaMHU «€) MacuITady.

47.B nynkre b.lIl11.1. nononnenuss V k mnpuwioxkenuto Ne 19 x
ykazaHHbIM [IpaBunam mozuruio «2. [Ipu mobGaBiaeHHM TPOU3BOACTBEHHOM
TUIOMAIKK — B (hOpMeE 3asBJICHHSI O BHECEHWU U3MEHEHU HEOOXOIUMO YETKO
0003HAYUTh «3aPETUCTPUPOBAHHBIX» M «IIPEIaraéMbIX» MPOU3BOJIUTEICH,
KaK yKa3aHo B paszzene 2.5 GopMbl 3asBJICHHUA).» 3aMEHUTh IO3UIIUEH

«2. Ilpn mobGaBIeHHHN TPOU3BOJICTBCHHOM TUIOMIAIKH — B ITYHKTE O BHOCHUMBIX
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U3MEHEHUSX 3asBJICHUS O MPUBEACHUM JOChE B COOTBETCTBHE C
TpeboBanusiMu EADC (conmpoBOIWUTENBRHOM NHCbME, (OpMe 3asBICHUS O
BHECEHUU W3MEHEHHH, NPUIIOKEHHON K CONPOBOJIUTEIBHOMY IHUCHMY)
HEOOXO0IMMO YETKO 0003HAYUTh TEKYILUX U MPEeAJiaraéMbIX MPOU3BOJUTEIIEH,
KaK yKa3aHo B pazzeine 2.5. (pOpMbl 3asBICHUS. ».

48. lonmonaute mpunoxkenue Ne 19 pgomomnenunem VI cremyromiero
COJEPIKAHUS:

«/JOITIOJIHEHHUE VI

IlepeueHb U3MEHEHNI, KOTOPBIE, B COOTBETCTBUH C ITYHKTOM 172
IIpaBui peructpanyy U 3KCHEPTU3BI JIEKAPCTBEHHBIX CPEACTB, MOTYT
BHOCHUTBCS 3asIBUTEJIEM OJHOBPEMEHHO C IPOLEYPOU IPUBEICHUS
PETUCTPALMOHHOTO I0ChE JIEKAPCTBEHHOIO IIperapara
B COOTBETCTBUE

1.OnHOBpEMEHHO € MOJAyer 3asBJICHHUS Ha MPOBEICHHE MPOLEAYPHI
IPUBEJEHUS B COOTBETCTBUE HE MOTYT MOAABAThCA U3MEHEHMUS, IBIISIOIINECS
pacCIIUPEHUEM PETUCTPALMH, 32 UCKIIOYEHUEM U3MEHEHHUs WU J0OaBICHUS

HOBOW JIO3UPOBKHU (AKTUBHOCTH).

A. AIMUHUCTPATUBHBIE U3MEHEHHUS

A.l. Usmenenue HaszBanuss u (wnm) azapeca | Heooxomaumeie | Jlokyments | [Iporenypa

JIepKaTelsi pErUCTPAIMOHHOTO YIOCTOBEPEHUS YCIIOBHS U JTaHHBIC
1 1,2 1Ay
Ycnosus
1. lepxarenb perucTpaiiioHHOTO YIOCTOBEPEHUS JOJDKEH OCTaBaThCA TEM K€ IOPUANYECKUM
JULOM.
JoxymeHTanus

1. JIokyMeHT OT COOTBETCTBYIOIIETO YIMOJHOMOUYEHHOIO OpraHa (HampuMep, HaJOoroBOrO
oprasa), B KOTOpOM yKa3aHO HOBOE Ha3BaHUE WJIU aJpeC.
2. IlepecmoTpeHHast nHGOpMaIKs O JEKapCTBEHHOM Ipernapare.

A.2. U3smenenue (toproBoro) HaumeHoBaHus | HeoOxonumeble | JIokyMeHTbI TMporeypa
JIEKapCTBEHHOTO Ipernapara YCIIOBHS U JJaHHbIE

0) JlekapcTBEHHbIE Ipernaparsl,

3apErUCTPUPOBAHHBIE IO  HAI[MOHAJIBHON B 9 B
nporeaype (peructparus TOJIBKO B

pedepeHTHOM rocyJ1apCTBe)

JloxymeHnTauus
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2. [TepecmoTpennast nHGOpMAIIHs O JIEKAPCTBEHHOM IIpemnapare.

A.3. U3smenenue HamMmeHoBaHUsi aktuBHOW | HeoOxommmeie | Jlokymentsl | [Iporenypa
bapmarieBTUYECKOM cyOcTaHIMH W YCIIOBHS U JaHHbIE
BCIIOMOT'aTEJILHOIO BEIIECTBA

1 1,2 1Any
YcnoBus
1. dapmarneBTrdeckasi cyocTaHIus (BCIOMOTaTeIbHOE BEIIECTBO) HE U3MEHSIETCS.
JoxymeHTanus

1. CBugnerensctBo BO3 00 yrBepknenun mnu komnus nepeuydss MHH. Eciau npumenumo,
MOJITBEPXKIEHUE TOrO, 4TO M3MeHeHue coorBercTByeT ®Papmakonee Corosa. [lexnapauus,
YTO HAWMEHOBAaHUE PACTUTENbHBIX JIEKAPCTBEHHBIX IPENapaToB  PacTUTEIbHOTO
IIPOUCXOKACHUS COOTBETCTBYET JoKkyMeHTaM Coro3a.

2. IlepecMoTpenHast HHPOPMAIUS O JIEKAPCTBEHHOM Ipernapare.

A.4. I3menenne HazBanuss u (wim) anpeca: | Heooxomumeie | Jlokymentsl | Ilponemypa
IPOU3BOUTENS (BKJIIOYAs, €CIM IPUMEHHUMO, YCIIOBHS U JJaHHBIC
IUIOMIAIOK [0 KOHTPOJIO KauecTBa), WIIHU
nepxkarens  MOADPC, wim  1OCTaBIIMKA
aKTUBHOM (apmalieBTUYeCKo cyOcTaHIuw,
WUCXOJIHBIX  MaTepHalioB, PEAaKTHUBOB  WJIH
MIPOMEXKYTOUHBIX MPOAYKTOB, UCIOJIb3yEMBIX B
IIPOU3BOJICTBE AKTUBHOW (hapMalleBTUUECKOM
cyOcTaHIMM (eciau YKa3aHO B TEXHHUYECKOM
JI0CbE), €CIM B PETUCTPALlMOHHOM JI0ChE
OTCYTCTBYIOT cepTu(ukarsl cooTBeTcTBUs Ph.
Eur., WIH IIPOU3BOUTENS HOBOT'O
BCIIOMOTaTeNILHOTO BEIIECTBa (€CU YKa3aHO B
TEXHHYECKOM JIOChE)

1 1,2,3 1A

VYcaoBus
1. TlpousBojacTBeHHas IUIOIIAAKa W HU OJHA U3 TMPOU3BOJCTBEHHBIX OIEpaluii He
U3MEHAETCS.

JloxymenTanus

1. OduruanbHbI TOKYMEHT OT YIIOJTHOMOUYEHHOTO OpraHa (HampuMmep, HAJIOTOBOTO OpraHa),
B KOTOPOM YKa3aHO HOBOE Ha3BaHME U (MJIN) aJpec.

2. TlompaBka K COOTBETCTBYIOIIEMY pa3aeiy J0Che.

3. Tlpu wu3MeHeHHMM Ha3BaHHS JAepxkarens MacTep-(aiina akTUBHON (hapmarleBTHUECKON
cyoctanmn (MPADC) — 06HOBIIEHHOE «pa3pelIeHne Ha JOCTYID»

A.5. I3menenne Ha3BaHua u (wim) anpeca | HeoOxoaumele | lokymentsl | Ilpouenypa
IIPOU3BOJIUTEINA JIEKAPCTBEHHOTO IIpenapara, YCIIOBHS U JJaHHBIE
BKJIIOYasi  BBINYCKAKIIME  IUIOIIAJKH U
IUIOUIAJIKH I10 KOHTPOJIIO Ka4eCTBa

a) IecTBus, 3a KOTOpBIE OTBEYaeT

MIPOU3BOUTEIND (ummopTep), BKJIFOYAIOT 1 1,2 1Any
BBIITYCK CEpPUIl

0) nelicTBus, 3a KOTOpBIE OTBEYAET

MPOU3BOAUTENH (MUMIIOPTEP), HE BKIIOYAIOT 1 1,2 1A
BBIITYCK CEpPUIl

VYcnosus

1. TIpousBoacTBeHHas IJIONIA/IKa, HA3BaHUE U (UJIU) aipeC KOTOPON U3MEHSIOTCS, M HU OJIUH
13 TPOIECCOB MPOU3BOICTBA HE M3MEHSFOTCSI.

JoxymeHnTanus
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Konus ucnpaBneHHOro paspenieHus: Ha MPOU3BOJCTBO (IPU HATUYUH) WIH OPUIIUATBHBIN
JOKYMEHT OT COOTBETCTBYIOIIETO YIOJHOMOYEHHOTO OpraHa (HampuMep, HajaoroBOTO
oprasa), B KOTOpOM yIIOMUHAETCsl HOBOE Ha3BaHHE U (WJIK) ajipec.

Eciu mpumennMmo, TmToOmpaBKa K COOTBETCTBYIOIIEMY pa3ieny J0Che, BKIIOUas

MIEPECMOTPEHHYIO HH(POPMAIUIO O JIEKAPCTBEHHOM Mperapare.
A.6. U3menenue xoma ATX Heobxommvbie | JloxymenTsr [Ipouenypa

yCIIOBUS U JJaHHbIE
1 1,2 1A
VYcnosus
1. 3menenue BeaeacTBUE yTBepkaeHus win usmeHenust BO3 koma ATX.
JoxymeHTauus
1. CuaerenbctBo (BO3) 00 yTBepkIeHnH WK Korus mepeyHs koaoB ATX.
2. IlepecmoTpeHHas nHGOpMaIKs O JEKApCTBEHHOM Ipernapare.
A.7. UckmtoueHne npousBoAcTBeHHOM | HeoOxomumeie | lokymenTsl | [Iponeaypa
wiomanaku (B TOM 4YHCIE I aKTUBHOM YCIIOBUS Y JTaHHBIE
(bapmareBTHYECKON cyOcTaHINH,
MIPOMEXKYTOYHBIX MPOJYKTOB, JICKAPCTBEHHOTO
mpemnapaTta,  YHakOBIIMKA,  IPOU3BOIUTEINS,
OTBETCTBEHHOTO 3a BBIMYCK CEPHH, KOHTPOJISI
KauecTBa CEpUil MU TMOCTaBIIMKA HCXOIHOTO
MaTepuaia, PeaKTUBa WA BCIIOMOTATECILHOTO
BellecTBa (€CJIM YKa3aHbI B I0CHE))
1,2 1,2 1A

YcnoBus

1. JomxHO ocTaThCcs HE MeHee | paHee OJOOpPEHHOW MPOU3BOJCTBEHHON TUIOMIAJAKU

(pou3BOAMTEINST), OCYIIECTBISIIONICH Te k€ (DYHKIMH, YTO M TOJISHKAIINE UCKITFOYCHUIO.
Ecmu npumennmo, B nipenenax Coro3a ocTaeTcs M0 MEHBIICH Mepe OJIMH MPOU3BOIAUTEb,
OTBEYAOIIUI 3a BBITYCK CEPH, CIIOCOOHBINH CepTU(UIIMPOBATh HUCIBITAHHE MPOAYKTa B
LIeTISAX BBIMycKa cepuii B paMkax Coro3za.

2. UckiroueHue He JOJIXKHO OBITh CJICACTBUECM KPUTHUYICCKHUX HCJOCTATKOB IIPOU3BOACTBA.

JoxymeHTanus

B nyHKTE O BHOCMMBIX M3MEHEHMSX 3asBJICHHUS O IPHUBEIECHUU JIOCHE B COOTBETCTBHUE C
TpeboBanusiMu EADC (compoBoAWUTENBHOM MHUCbME, (opMe 3asBICHUS O BHECEHHUH
U3MEHEHMH, MPUIOKEHHOM K CONPOBOAUTEILHOMY THMCbMY) HEOOXOIUMO YETKO
0003HAUUTh TEKYIIUX M TpejiaraeMblX MPOU3BOAMTENICH, KaK yKa3aHOo B pasueine 2.5.
(bopMBbI 3asBIECHUS.

. ITonpaBka K COOTBETCTBYIOIIEMY pa3ieny (pasleliam) J0Che, BKIIOYas MEPECMOTPEHHYIO

I/IH(I)OpMaI_[I/Ho 0 JICKapCTBCHHOM IIpC€11apare.

A.8. zmenenus JIaThI aynuira st | Heooxonumeie | Joxymentst | IIpomneaypa
BepU(DUKALMU COOTBETCTBUS IPOM3BOJIUTENS yCIIOBUS U JIaHHbIE
aKTUBHON  (hapMalleBTHUECKON CcyOcCTaHIMU
ITpaBuiiaM HajuieXkalied NpOU3BOACTBEHHOMN
MIPAKTUKHU
— — 1A

JloxymeHnTauus

[InceMeHHOE TIOATBEPKACHHUE IPOU3BOAUTENS JIEKAPCTBEHHOIO IIpenapara, COIeprKauliee
yKa3zaHHe O BepU(UKAIMH COOTBETCTBHUS IPOU3BOAUTENS aKTHUBHOM (apMalieBTUYECKOH
cyOcranimu [IpaBunam Hajiexalield mpou3BOJCTBEHHONW MPAKTHKU.

b. I3MeHeHus kauecTBa

b.1. AktuBHas papmaneBTHIECKAS CyOCTaHIIUSA
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b.1.a) [IpousBoacTBo

b.l.a.1. UI3MeHeHne mpou3BOAUTENSI UCXOTHOTO
Marepuana  (peakTuBa,  MPOMEKYTOYHOTO
MNPOJYKTa), HUCHOJIB3YEeMOro B  Ipolecce
IPOM3BOJICTBA AKTUBHOW (papMarieBTUIECKON
CyOCTaHIIMM WJIA H3MEHEHHE MPOU3BOAUTENS
aKTUBHOM  (hapMalieBTHUECKOH cyOcTaHIIuU
(BKJIIOYAs, €CIM MPUMEHUMO, IUIOUIAJIKH IO
KOHTPOJIIO KauecTBa) AKTUBHOM
dapmaneBTUYECKO  cyOcTaHIMU, €ClIu B
PErUCTPALIMOHHOM JI0ChE OTCYTCTBYET
ceptudukaTr  CcoOTBEeTCTBHS  EBpomeiickoit
dapmakornee

Heo0Oxonnmeie
YCIIOBUS

JIOKyMEHTBI
U JaHHBIE

[Ipouenypa

a) MpeajaraeMblit IIPOU3BOUTEIND
MPUHAUICKAT K TOW ke (apMaleBTHISCKON
rpynne, 4To u 0JJOOPEHHBINH TPOU3BOIUTEIND

1,2,3

1’ 2’ 3’ 4’ 5’
6,7

IAny

T') HOBBIi MIPOU3BOTUTEITH marepuara,
TpeOYIOLIEro OLIEHKH BHPYCHOW 0€30MacHOCTH
u (mm) pucka TI'D

€) U3MEHEHHE TMopsAKa KOHTpPOJII KadyecTBa
aKTUBHOH  (papMameBTUYECKOH CcyOcTaHIIUU:
CMEHa WX 100aBleHHe IO IK1, Ha KOTOPOH
OCYIIECTBJISIETCS] KOHTPOJIb (MCIIBITAHUE) CEPUI

2,4

1,5,8

3) BKJIIOUEHHUE albTEPHATUBHOM IJIOLIAJKU I10
CTepHIIN3ALMN aKTHBHOH (apMareBTUIeCKOi
CyOCTaHIIMM €  MCIIOJb30BAaHMEM  METOJa
®Papmakonen Coroza

1,2,4,5,8

I/I) BHCCCHHC HOBOM IJIomaaKu Io
MHKPOHHU3AIUN

2,5

1,4,5,6

K) U3MEHEHUs COTJIAIeHUH MO MCHBITAaHUSAM I10
KOHTPOJIIO KauecTBa OMOJOTHYECKONW aKTUBHOM
dapmareBTUUECKO CYOCTaHIIMU: 3aMeHa WIH
BKJIFOUEHHE TUTOLAKH, Ha KOTOpOM
OCYIIECTBIISIETCS ~ KOHTPOJb  (MCIBITaHUSA)
cepui, BKJIFOYas OMOJOTHYECKHIA
(MMMYHOJIOTUYECKUH, HMMYHO-XUMUYECKUH)
METOJT

4,5

1,2,4,6,7,

J'I) HOBasd IUIOHIaJAKa II0 XPAaHCHUIO TJIAaBHOI'O

OaHKa KJIeTOK U (1) pabouynx GaHKOB KJIETOK

1,5

IB

VYcaoBus

1. CHGI_II/I(I)I/IKaLII/II/I HCXOAHBIX MATCPUATIOB U PCAKTUBOB (BKJ'IIO‘Ia}I BHYTPUIIPOU3BOJACTBCHHLIC

KOHTPOJM, METOJbl aHaju3a BCEX MaTepualioB) WACHTUYHBI paHee O0J00pEHHBIM.
Crnenuduxanuu (BKIOYas BHYTPUIPOHU3BOJICTBEHHBI KOHTPOJb, METOJbl aHAJIN3a BCEX
MaTepUajoB), COCOObI MPUTOTOBJIECHUS (BKIIOYAas pa3Mep CEpuH) U MOJPOOHBIH crocod
CHHTE3a TPOMEXYTOUYHBIX IPOJYKTOB M AaKTUBHBIX (apMaleBTUUYECKUX CyOCTaHIUI
HUACHTUYHBI paHeC O)IO6pGHHBIM.

2. AxtuBHas  (¢apmaneBTHuUecKas ~ CyOCTaHUMs ~ He  sBIsETCS  OMOJIOTHYECKOM
(MMMYHOJIOTUYECKOW) MIIU CTEPUITBHOM.
3. Ecnimu B mpouecce mNpou3BOACTBA HCHOJIB3YIOTCS MaTepHUaibl YEIOBEUECKOTO MU

KUBOTHOI'O TIIPOUCXOXKACHHA, IMPOHU3BOAUTCIIL HC HCIOJB3YET HOBOI'O IIOCTaBIIMKA, B
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4.
S.

OTHOIIEHUU KOTOPOTO TpeOyeTcs OIeHKa BHPYCHON O€30MacHOCTH U COOTBETCTBHUE
@apmakoriee Coroza 1O MHHUMHU3AIMM pUCKAa TMEpedayd areHToB TIyOuaToit
sHIe(ANTONaTHH )KUBOTHBIX MMOCPEICTBOM JIEKAPCTBEHHBIX MPENapaToB AJs MEAUIIMHCKOTO
Y BETEPUHAPHOIO IPUMEHEHHUS.

Tpancdep merona co crapoii Ha HOBYIO IUIOIIAIKY MPOU3BEIEH YCIEIIHO.

Crnenuduxanus Ha pa3Mep 4YacTHIl AKTUBHOW (apMaleBTUYECKOH CyOCTaHIMH |
COOTBETCTBYIOIINH aHAIUTUYECKUI METOJ] HE U3MEHSIOTCS.

JoxymeHTauus
1. Ecnu npuMeHnMo, onpaBKa K COOTBETCTBYIOLIEMY pa3jieily (pa3zienam) 10Che.
2. Jlexnapamusi jaepskaTesisi PeruCTPAllMOHHOTO yaocTtoBepeHust win aepxarens MOADC

COOTBETCTBEHHO, YTO MpPOLEAYphl KOHTPOJISI KayecTBa crocoba cuHTe3a (Wih Ui
PaCTUTENBHBIX JIEKAPCTBEHHBIX IPENapaToB (COOTBETCTBEHHO): METOAA IPUTOTOBICHHS,
reorpaUyecKoro  MCTOYHHMKA, TMPOM3BOACTBA  PACTUTEIbHOM  (apMaleBTHUYECKON
CyOCTaHIIMM M Tpoliecca MPOU3BOJACTBA) U cHenu(UKauy aKTUBHOU (hapManeBTHUECKOM
CyOCTaHIIMM M MCXOJHOTO MaTrepuaia (peakTuBa, IPOMEXYTOUHOTO MPOIYKTa) B Mpoliecce
MIPOM3BOJICTBA AKTHUBHOW (hapMaleBTHUECKON cyOcTaHIMU (eciau MPUMEHHMO) He
OTIIMYAIOTCS OT paHee OJOOPEHHBIX.

. JIu6o ceprudukar coorserctBus EBporneiickoit ®apmakonee no TI'D mis moboro HOBOTO

HCTOYHUKA MaTepuaina, Ju0o (eciu MpUMEHHMO) AOKYMEHTAIbHOE MOJTBEPKIECHUE TOTO,
YTO WCTOYHMK MarTepuana, TMOABEpKEeHHbIM pucky TI'D, paHee wuccienoBaics
YIIOJTHOMOYEHHBIM OpPraHoM; W ObLIO MOATBEPKACHO ero coorBercTBue Papmakoree
Coro3a 1Mo MUHMMM3AIMU PUCKA MEpeaul areHToB rydouaToi sHiuedanronaTuu KUBOTHBIX
MOCPEACTBOM JIEKAPCTBEHHBIX MpPEmapaToB Ui MEIUIIMHCKOTO U BETEPUHAPHOTO
npuMeHeHus.  HeoOxoauMo — mpeAcCTaBUTh — CIEAYIONIME  CBEACHHS:  Ha3BaHUE
MIPOM3BOJIUTENS;, BUJ JKUBOTHBIX M TKaHU, M3 KOTOPBIX IOJY4YEH MaTepuai; CTpaHa
IMPOUCXOKACHUA ) KUBOTHBIX, €0 UCIIOJIB30BAHNUEC U ITPUCMIICMOCTD B ITPOIJIOM.

. Jlannble aHanu3a cepuil (B ¢opMare CpaBHUTEIBHON TAaOIMIIBI) MO MEHBIICH Mepe ABYX

cepuil (IO MeHbLIEH Mepe, ONBITHO-NPOMBILIUIEHHBIX) aKTUBHOW (papMalieBTHUECKON
CyOCTaHIIMM OT TEKYILIUX U MpeaaaraeMbIX IpOU3BOIUTENEH (TUIOMAI0K).

. B IMYHKTE O BHOCHMBIX M3MCHCHHIAX 3adABJICHUA O NPUBCACHHUU JOCHE B COOTBETCTBUC C

tpeboBanusmu EADC (compoBOAMTENILHOM MHChbME, (opMe 3asBICHHS O BHECCHUH
W3MEHCHHH, MPHUIOKCHHOW K COMPOBOAUTEIILHOMY TIHMCbMY) HEOOXOIUMO YETKO
0003HAYNTh TEKYIIUX M MpeAsiaraeéMbIX MPOU3BOJAUTENEH, KaK yKa3aHo B pazjaene 2.5.
(hopMBI 3asBICHUS.

. Ecnu akxTuBHasg (I)apMaLIeBTI/ILIeCKaH CY6CT8.HI_II/I$I HCIOJIB3YCTCA B KAYECTBE HCXOAHOTO

Marepuania, Aekiaaparmus kpanuduirposannoro juima (KJI) kaxmoro gepxarens JIULEH3UN
Ha MPOU3BOJICTBO, YKA3aHHOTO B 3asBJICHUH, U KBaupuimpoBanHoro juua (KJI) kaxmgoro
JepXKaTens JIMIEH3UM Ha IPOU3BOJACTBO YKAa3aHHOTO B 3asABJICHMM B KauecTBe
OTBETCTBEHHOI0 3a BBIMyCK cepuil. B nexnapanusx HeoOX0AMMO YKaszaTh, 4TO
MIPOU3BOJUTEIND (IIPOU3BOAUTENN) AKTUBHON (hapMalleBTUUECKON CyOCTaHIIMM, YKa3aHHBII
B 3afBJIEHUM, OCYILECTBISAET CBOK JEATENBHOCTh B COOTBETCTBMM C IlpaBmiiamn
HaJIexallel Nponu3BOoACTBEHHON npakTuku Coro3a B OTHOIIEHUH UCXOAHBIX MaTEpHUasIOB.
IIpu ompeneneHHBIX OOCTOSTENLCTBAX JIOMYCKAeTCsd MPEACTaBIATh 1 JeKiIapanuio
(npumeuanue k n3menenuro b.11.0.1).

. Obs3arenbcTBO (IpU HEOOXOJUMOCTH) TPOU3BOAMTENS AKTUBHOM (apMaleBTHYeCKOi

cyOcTaHIIMM OmoBenIaTh nepxarens PY o 00X M3MEHEHMsIX Tpoliecca MPOU3BOICTBA,
crienpuKaui 1 aHATUTHYECKUX METOAMK aKTUBHOU (papMarieBTUIEeCKON CyOCTaHIIHH.

. HO)ITBep)K}IeHI/Ie TOr0, 4TO Ipeiraracmas miomaaka J0JKHbBIM 06p330M JIMICH3UpOBAaHa B

OTHOIICHHNH paCCManHBaeMOﬁ HCKapCTBCHHOﬁ (bOpMBI, JICKApCTBCHHOT'O Ipfrapara HJIH
HpOH?;BOI[CTBeHHOI\/'I Oorcpanmnu.

b.l.a.2. Usmenenus mpouecca mpousBoacTtBa | Heooxomumeie | loxkymentst | [Ipomeaypa
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aKTUBHOH (papMalleBTUYEeCKOM cyOCcTaHIIUU yCIIOBUS U JTaHHbIE

a) HECYLIICCTBEHHOE ~ M3MCHEHHE  Ipolecca

MPOM3BOJICTBA aKTUBHOW (papmaneBTudeckoit |1, 2, 3,4, 5,6, 7 1,2, 3 1A
cyOcTaHIH

1) HECYIIIECTBEHHOE  M3MEHEHHE  3aKpBITON i 19234 B
gyactu MOADC T

Ycnosus

1. HexenaTellbHOE M3MEHEHHE KAaYSCTBEHHOI'O WIIM KOJMYSCTBCHHOT'O PO MpHUMeceh

2.

6.

7.

WM (PU3UKO-XUMUYIECKUX CBOHCTB OTCYTCTBYET.

Crioco0 cuHTEe3a OCTaeTcs TeM K€, TO €CTh IPOMEXKYTOUHbIE TPOIYKTHI HE U3MEHSIOTCS U B
IIPOLIECC HE BBOJATCA HOBBIE PEAKTHUBBI, KAaTaau3aTopbl WIM  PACTBOPUTEIIN.
l'eorpadmyeckuii UCTOYHUK, MPUTOTOBICHUE PACTUTENBHOTO CBIPbS W CHOCOO
MPOU3BOJCTBA JIEKAPCTBEHHBIX PACTUTEIIbHBIX ITPENAPATOB HE NU3MEHSIIOTCHL.
Crneuundukanuu akTUBHON (hapMalleBTUUECKOI CyOCTaHLIUN U IPOMEKYTOUHBIX POAYKTOB
HE U3MEHSIOTCS.

H3MeHeHne MOJTHOCTHIO OMUCHIBAETCA B OTKPHITONM YacTu (4actu «3assurenss») MOADC
(ecu MPUMEHUMO).

AKTHUBHas dapmaiieBTUYECKAS cyOcTaHIus HE SABIISIETCS OHOJIOTHYeCKON
(MMMYHOJIOTUUYECKON) CyOCTaHIIHEH.

N3menenue He 3aTparuBaeT reorpaduyecKuii HCTOYHHK, CIOCOO TMPOM3BOACTBA WIH
IIPUTOTOBJIEHUS JIEKAPCTBEHHOI'O PACTUTENIBHOTO IIpernapara.

W3menenue He 3atparuBaet 3akpbiToil yactu MOADC.

JoxymeHnTanus

1.

2.

Hw

ITonpaBka K COOTBETCTBYIOLIEMY pa3feiy (pasaesiaMm) A0Che, BKIOYas MPsSMOE CpaBHEHUE
TEKYILEro U HOBOT'O IPOLIECCOB.

JlanHble aHanu3a cepuii (B hopmaTe cpaBHUTEIbHOM TaOIMIIbI) 10 MEHbLIEH Mepe 2 cepuid
(10 MeHbIIeH Mepe, OIBITHO-IIPOMBIIIIEHHBIX ), IPOU3BEACHHBIX ¢ TOMOULIbIO 0JJ0OPEHHOIO
Y IIPEJUIaraeMoro MpoLeccoB.

Konuu yrBepk1eHHBIX cienupuKanuii akTUBHON (hapMalleBTUUECKOil CyOCTaHIINN.

. Jlexnapanus JeprkaTells perucTpalioOHHOTO yAoCToBepeHus niau aepxarens MOADC

COOTBETCTBEHHO, YTO M3MEHEHNE KaYECTBEHHOTO U KOJIMYECTBEHHOTO MPOUIsl IpUMeceit
Wil (PU3NKO-XUMUYECKUX CBOWCTB OTCYTCTBYET, CHOCOO CHHTEe3a, ChenupuKanuu
aKTUBHOM  (apMaleBTUYECKOW CYOCTaHIIMM W  TMPOMEXKYTOUYHBIX MPOAYKTOB HE
HU3MEHSIOTCS.

HpI/IMeLIaHI/IC HOI[ 3HAYUTCJIBHBIMHW  HU3MCHCHUSIMHU  aKTHUBHBIX q)apMaHCBTI/ILICCKI/IX

cyOcraHuii, MOJTy4EeHHBIX nyTeM XUMHUYECKOTO CHHTE3a,
HOApa3yMeBalOTCS ~ M3MEHEHus  crmocoda CHHTE3a WM YCJIIOBHH
IPOM3BOJICTBA, KOTOPbIE CHOCOOHBI HM3MEHHMTh BaKHBIE I1OKa3aTeNn
KayecTBa AaKTHUBHOH (apMaleBTHYECKOW CyOCTaHIIMHM, Takue Kak
Ka4eCTBEHHBIN U (MJIM) KOJIMUYECTBEHHBIN npoduib npumecei, Tpedyromui
KBATM(HUKAINY, WM (UIUKO-XUMHUECKHE CBOMCTBA, BIMAIONME Ha
OMOIOCTYIHOCTb.

b.l.a.3. U3menenne pasmepa cepun (Bkimouas | Heooxonumele | okyments! | IIpoueaypa
JMana3oHbl  pa3Mepa  CepuHM)  aKTHBHOM YCIIOBHS U JJaHHbIE
bapmareBTUIeCKOn cyOcTaHInH W

POMEKYTOUHOTO MPOAYKTA, UCIOIB3yEMOTO B

porecce MPOU3BOJICTBA AKTUBHOM

(dapmarieBTHYeCKOl CyOCTaHITNH

a) yBenuueHue pasmepa cepuu BruoTh jm0 10 | 1,2, 3, 4,5, 6, 125 IA
pa3 IO CPaBHEHMIO C 3aperMCTPUPOBAHHBIM 7,8 "
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pasmepom

6) 10-kpaTHOE pa3yKkpymHEeHHE 1,2,3,4,5 1,2,5 1A

I) yBelIuueHue pasmepa cepuu 6osaee 10 pas no
CPaBHEHHIO C 3aPErUCTPUPOBAHHBIM Pa3MEpPOM

- 1,2,3,4 IB

1) yBenuueHue  (yMEHbIlIEHuE)  Maciurada
MIPOU3BOJICTBA OHMOI0THYECKOM
(MMMYHOJIOTHUYECKOM ) AKTUBHOU
bapmareBTHIECKON cyOcTaHIuu 0e3
U3MEHEHHS npoiiecca MIPOU3BOJICTBA
(Hanpumep, n1yOIMpPOBAHKE JIMHUHN )

- 1,2,3,4 IB

VYcnoBus

1.

o &

~

Bce wu3MeHeHuss MeETOJOB MPOM3BOJCTBA 3aTParuBalOT JUIIbL HEOOXOIUMBIE IS
YKPYIIHEHUSI WM Pa3yKpPYIHEHHs, HalpHMeEp, HCIIOJIb30BaHUE O0OpYJOBAHUE JAPYroOro
pasmepa.

Heo6xoanMo npencTaBuTh pe3yabTaThl HCIIBITAHUH COTIIACHO CTIeUU(pUKAINAM HE MEHee 2
cepuil mpeIaraeMoro pa3Mepa CepuH.

PaccmaTpuBaemblii  JIEKapCTBEHHBIM  mpemapar  He  sBISETCS  OMOJOrMYECKUM
(MIMMYHOJIOTHYECKUM) JIEKAPCTBEHHBIM IIPENapaToM.

V3MeHeHne He BIUSET HeXeIaTeIbHBIM 00pa3oM Ha BOCIPOU3BOIUMOCTH MPOIECCa.
N3meHneHue He JOKHO OBITh CIEICTBUEM HEMPEIBUACHHBIX CUTYallUii, BOZHUKIIUX B XO/€
MIPOU3BOJICTBA, WM HAPYIIECHHS CTAOUIBHOCTH.

Crneuundukanuu akTUBHON papMarieBTHYecKol cyOcTaHIuu (IPOMEXYTOUHBIX MTPOTYKTOB)
HE U3MEHSIOTCSI.

AxTtuBHas QapMareBTU4ecKasi CyOCTaHIIUS HE SIBISETCS] CTEPHIIbHOI.

Pasmep cepum Haxomarcs B mpenene 10-kpatHoro Amana3zoHa pa3Mepa  CEpHH,
MPEIYyCMOTPEHHOTO TMPU PETHCTpalli WIA TOCJIe TMOCIAEAYIOUIEro H3MEHEHHs, He
SBIISIBIIETOCS] HI3MEHEeHUeM [A tuma.

JloxymenTanus

1.
2.
3.

[TormpaBka kK COOTBETCTBYIOIIEMY pazJieny (pa3aenam) 10Che.

Howmepa cepuii uCIIBITaHHBIX CEpU UMEIOT MpeJIaraéMblil pa3Mep CEpHUH.

Jlanubie aHanmza cepui (B popmare CpaBHUTEIBHON TAOIHIIBI) IO MEHBIIEH Mepe OJIHOMN
MIPOMBIIIJICHHON cepuM aKTHUBHOHM (papMalneBTH4ecKoil cyOCTaHIMK WM MPOMEXYTOYHOIO
MIPOJYKTa COOTBETCTBEHHO, MPOU3BEACHHON B YTBEP)KIEHHOM U IPEAaraéMoM pa3Mmepe.
Ilo 3ampocy HEOOXOIMMO WPEACTaBUTh JAHHBIE [0 CJIEIYIOUIMM JBYM HOJHBIM
MIPOMBIIIJICHHBIM CEpHUSIM; JiepKaTelb 00s3aH COOOIINTh, €CIM pe3yabTaThl aHAIU3a HE
YKJIQJBIBAIOTCS B CHIELIM(PUKALIMIO U TPEAJIOKUTD TUIaH ASHCTBHM.

Konuu onoOpenHsix crneuuduxanuii akTUBHOW (apmarieBTHUEeCKONH cyOcTaHiuu (U
MIPOMEKYTOUHBIX MPOTYKTOB, €CIIM IPUMEHUMO).

Jexnmaparusi iepkaTesis pPerucTparmoHHOr0 yaoctoBepeHus win aepxkarensi MDOADC
COOTBETCTBEHHO, 4YTO BCE M3MEHEHUS METOJOB IIPOMU3BOJCTBA 3aTParuBarOT JIMILIb
HEOOXOIUMBIE JJis YKPYNHEHHS WIM Ppa3yKpylNHEHUs, HalpuMep, HCIONIb30BaHHUE
000pyZIOBaHUS JIPYrOro pasMepa; M3MEHEHHE HEe BIIMAET HeKelaTelbHbIM 00pa3oM Ha
BOCIPOU3BOJMMOCTh TPOIECCa; M3MEHEHUE HE SIBJISETCS CIIECTBHEM HENpPEBUICHHBIX
CUTyallud, BO3HMKIIMX B XOJI¢ TPOM3BOJCTBA, WJIM HAPYLIIEHUS CTAOUIBLHOCTH;
crenugpuKanuy aKTUBHON (hapMalleBTUUecKOil cyOcTaHIIMU (IPOMEXYTOUHBIX MPOIYKTOB)
HE U3MEHSIOTCS.

b.l1 a.4. 3menenue BHyTpumnpon3BoAcTBeHHBIX | HeobOxomumbie | {oxymentsi | I[Ipomnemypa

UCIBITAHUN WM KPUTEPUEB IPUEMIIEMOCTH, yCIIOBUS U JaHHbIE
UCIOJIB3YIOIINXCS npu IIPOU3BOJICTBE
aKTUBHOH (papMalleBTHYECKON CyOCTaHIIUU
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a) Y)KeCTOUYCHHE BHYTPUITPOU3BOICTBEHHBIX 19234 19 IA
KPUTEPUEB NIPUEMIIEMOCTH T ’

0) mobaByeHHE HOBBIX

BHYTPUIIPOU3BOJICTBEHHBIX HCIBITAHUNA WIH 1,2,5,6 1,2,3,4,6 1A
KPUTEPHUEB MMPUEMIIEMOCTH

B) UCKIIIOUCHHE HE3HAYMMOI'O 127 1,25 IA
BHYTPHIIPOU3BOJICTBEHHOTO CIIBITAHHS

e) nobaBicHUE 1501051 3aMeHa

BHYTPUIIPOU3BOJICTBEHHOTO  HCIBITAHUS U3 - 1,2,3,4,6 1B
coo0OpakeHHI 6€30MaCHOCTH UJTH KauyecTBa

Ycnosus

1. V3meHeHue He SBISETCS CIEACTBHEM KaKOTro-TMOO 00s3aTeNbCTBA, MPHUHATOTO 10

&

pe3yJsibTaTaM paHee IPOBEAEHHBIX AKCIIEPTU3 C LIEIbI0 aHATIN3a KPUTEPUEB IPUEMIIEMOCTH
cneunpuKanuy (Hapumep, B X0J€ perucTpaliy Wik BHeceHus uamenenuit Il tuma).
W3meHeHne He ABISETCS CIEACTBUEM HEIPEIBUJIECHHBIX CHUTyallMi, BO3HUKIIUX B XOJ€
IIPOM3BOJICTBA, HAIIPUMEP, HOBasi HEKBAIU(UIIMPOBAHHAS IPUMECh, U3MEHEHHE IPEJIeIOB
COJIepKaHusl CyMMBbI IIpUMecei.

JIroboe u3MEeHeHHEe JOJDKHO YKJIaJIblBaThCA B JMAaNa3oH JEHCTBYIOIUX OJOOPEHHBIX
KpUTEPUEB MTPUEMIIEMOCTH.

AHanuTHuyeckas METOJUKA HE U3MEHSAETCS WM U3MEHSETCSl HE3HAUUTEIIbHO.

Hu onvH HOBBIM METOJ MCHBITAHHWS HE OCHOBAaH HAa HOBOM HECTAHJIAPTHOW METOJOJIOTHUHU
WM CTaHJAPTHOM METOMI0JIOTHH, UCIIOIb3YEMON 10-HOBOMY.

HoBelii MeTon wucnobiTaHust HE  SIBISETCd  OHMOJIOTMYECKUM  (MMMYHOJIOTUYECKUM,
MMMYHOXUMHUYECKUM) WIA METOAOM, P KOTOPOM HCHOJIb3yeTCs] OMOJIOTMUECKUI peakTHUB
JUIss  OMOJIOTMYECKOH aKTHBHOW (apMareBTUYCCKOW CYOCTaHIIMHM (32 UCKIIOYCHHEM
CTaHJAPTHBIX (hapMaKONEHHBIX MUKPOOUOIOTHYECKUX METOIOB).

[TapameTp crniennpukanuy He 3aTParuBaeT KPUTUUYECKUN TapameTp, Harmpumep, 000K 13
CIIEAYIOIIMX: KOJMYECTBEHHOE OIpe/ieieHue, MpUMecH (€cld TOJIbKO ONpeeICHHBbIH
pacTBOpUTENb ~ OJHO3HAYHO  HE  HUCHOJB3YeTCsl B IMPOU3BOJACTBE  AKTUBHOM
¢dapmanieBTHUECKOH CyOCTaHIIMM), JIt00as KpuTHUYecKass (u3MuUecKas XapaKTepHUCTHKA,
HampuMep, pa3Mep 4acTHUll, HAChIIHAs MJIOTHOCTb J0 U MOCJEe YIUIOTHEHUSI, UCIIBITAHUE Ha
MI0JUIMHHOCTB, BOJIa, JIF000M 3aITpoc Ha U3MEHEHHE YaCTOThI UCIIBITAHUH.

JoxymeHTanus

1.
2.

6.

[TorpaBka K COOTBETCTBYIOLIEMY pa3fieny (pa3jiesniaM) 10Che.

CpaBHuTenbHas Tabauua TEKYUIMX W MpeUlaraéMblX  BHYTPHUIIPOU3BOICTBEHHBIX
HCIIBITAHU M.

[Togpo6HOE onucanue HOBOM HedapMaKONEeHHON aHAIUTUYECKOW METOAMKU U JaHHBIC MO
BaJIMJAIMHU (B COOTBETCTBYIOIIUX CIYYasX).

JlanHble aHanaM3a JBYX [POMBIIIJICHHBIX cepuil (A OWOJIOTMYECKUX aKTHBHBIX
¢bapManeBTUYECKMX CyOCTaHLMH, NpU OTCYTCTBUH JOJDKHBIX OOOCHOBaHUN — Tpu
IIPOMBIIIJIEHHBIE CEPUU) aKTUBHOM (hapMalleBTUYECKON CyOCTaHIIMU MO BCEM MapameTpam
crienu(pUKaIum.

O6ocHoBaHMe (OLIEHKa PHCKOB) CO CTOPOHBI  JIep)KaTess  PEerucTpaliMoOHHOTO
ynocroBepeHuss unu aepxareni MOPADPC COOTBETCTBEHHO, IMOATBEPHKAAIOIINE, YTO
BHYTPHUITPOU3BOJICTBEHHbIE TAPaMETPhI ABJSIOTCS HE3HAUMMbBIMU HJIM YCTAPEBIIUMHU.
Ob6ocHoBanme co cTopoHbl nepxkartens PY wnu nepxkarens MOADC coOTBETCTBEHHO
HOBBIX BHYTPUIPOU3BOJCTBEHHBIX UCIIBITAHUN U TIPEJIENIOB.

b.L.a.5. U3meHeHue aktuBHOM | HeoO6xonumele | HoxkymenTs! | [Ipouenypa

dapmareBTUUeCKO  CyOCTaHIIUM  CE30HHOM, YCIIOBHSI Y TaHHBIE
MpernanIeMUIeCKOn WM TaHJAeMUYECKOU
BaKIMHBI JJIs1 NPOMUIAKTHKY TPUNNa
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a)3aMeHa ImTamMma (IITaMMOB)  CE30HHOM,

[IpenaHIeMUYECKON WU MTaHJIEMUYECKOU — — I

BaKIIMHBI AJIs1 HpO(bI/IJ'IaKTI/IKI/I rpuIiiia

b.1.6) Kontposas kauecTBa akTUBHOM (hapMalieBTUUECKOM CyOCcTaHIIuN

b.1.6.1. I3menenue napamerpoB crneunpukanuu | Heooxogumeie | Jloxkyments! |[Ipouemypa

u

(dapmaleBTHUECKON CyOCTaHIIMHM, HCXOJHOTO
Marepuania (IpoMeEKyTOYHOTO MPOJYKTa,

peakTHBa),  HCIOJB3YEeMBIX B  IpoIecce
MPOU3BOJICTBA AKTUBHOW  (papMarieBTUYECKOM
cyOcTaHuuu

(unu) KpUTEpUEB MPUEMIIEMOCTH AKTHUBHOM yCIIOBUS U JIaHHbIE

a) Y)KECTOUEHHE  KPUTEpPHEB  MPUEMIIEMOCTH
ceun(UKauy  JEKapCTBEHHBIX IPEraparos,
MOAJICKAIUX BBIMYCKY cepuil 0opUIUAIbHBIM
KOHTPOJIbHBIM OPTaHOM

1,2,3,4 1,2 |Any

0) y)KeCToueHHe  KpUTEPHEB  IPHEMIEMOCTH
crienuuKaIum

1,2,3,4 1,2 1A

B) 100aBiIeHNe B  CHENHU(UKAIMIO  HOBOI'O

napaMeTrpa U COOTBETCTBYIOLIETO €My MEeToia 1,2,5,6,7 1,2,3,4,7 1A

HUCIIBITaHUA

r) HCKIIIOYCHUC HC3HAUUTCIBbHOI'O IIapaMCTpa

crerupuKanuu (manpumep, HCKJIIOYEHHUE 1,2,8 1,2,6 1A

yCTapeBIIETo MapameTpa)

3) fobaBieHue  WIM  3aMeHa  (MCKJIoYas
OMOJIOTHYECKYIO " MMMYHOJIOTHYECKYIO

CyOCTaHIMIO) TMapamerpa crenuGuKamum Hu — 1,2,3,4,5 7 IB

COOTBETCTBYIOILIIETO €My METOJa HMCIBITAaHUS W3
cooOpaskeHH1 0€30MaCHOCTH MJTU KayecTBa

YciaoBus

1.

ok~

N3meHeHne He ABISETCS CIEACTBHEM JIFOOOr0 0053aTeabCTBa, IPUHITOIO MO pe3yibTaTaM
paHee MPOBEACHHBIX JKCIEPTH3 € LEJIbK IEPEeCMOTpa KPUTEPUEB NPUEMIIEMOCTH
cnenudukanuyu (HaNpuUMeEp, B XOJ€ PETUCTPAllMU JIEKAPCTBEHHOTO TMperapaTta WiIu
BHeceHuU u3MeHeHuit Il Tuma).

. I3MeHeHne He SBISETCS CJICACTBUEM HCHPCABUIACHHBIX CHTyaHHﬁ, BO3HUKIINX B XOA€

MIPOU3BO/ICTBA, HANPUMeEp, HOBOI HEKBaTM(PUIMPOBAHHOIN MPUMECH, U3MEHEHU S MPEIEIOB
COJIepKaHUS CYMMBI IPUMECEH.

. JIroboe m3meHeHue AOJDKHO YKJIAAbIBATBCS B JUAIIA30H TCKYIIUX O,Z[06peHHLIX KpUTCPHUCB

MIPUEMJIIEMOCTH.
AHanuTHuyecKas METOJUKA HE U3MEHSAETCS WJIN U3MEHSETCSl HE3HAUUTEIIbHO.

. Hu oguH HOBBIN METOJ MCHBITAHUS HE OCHOBAH HA HOBOW HECTAaHIAPTHOW METOJI0JIOTHUH

nIn CTaHI[apTHOﬁ METOA0JIOTHUH, I/ICHOJ'IL3yCMOI71 II0-HOBOMY.

. HoBriit METOA  HCIIbITaHUA HE  ABJISACTCA OHOJIOTMYECKUM (I/IMMYHOJ'IOFI/I'-IGCKI/IM,

UMMYHOXUMHUYECKUM) WIA METOOM, PH KOTOPOM HCHOIb3yeTCs] OMOJIOTHUECKUI peakTHB
JUis  OMOJIOTMYECKOM aKTHBHOM (apManeBTHUYECKOW CyOCTaHIMM (32 HUCKIIOYEHHEM
CTaHJApPTHBIX (hapMaKONEHHBIX MUKPOOUOIOTHYECKUX METOIOB).

. U3menenne mro0oro Marepuana He 3aTparuBaeT TI€HOTOKCHYHYIO IIpuMmech. Ecnu

BOBJICUEHA aKTHBHas (apMareBTU4ecKas CyOCTaHIMs, 3a HCKIIOYEHHUEM OCTATOYHBIX
paCTBopHTeneﬁ, KOTOPBIE AOJIKHBI COOTBETCTBOBATH IMPEACIaM COOTBeTCTByIOHIefI CTaThe
®dapmakonien Coro3za, KOHTPOIb JIOOOH HOBOM MpPUMECH JIOJDKEH COOTBETCTBOBATH
®dapmakonen Coro3a win GpapMaKornen rocy1apcTBa-uieHa.
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8. ITapamerp cnenudukanuy He 3aTparuBaeT KPUTUUECKUM MMapaMeTp, HampuMmep, J000i u3
CIICAYIOIIMX: KOJMYECTBEHHOE OIpe/eIieHne, MPUMECH (€CIM TOJIbKO OMpeeseHHBII
pacTBOpUTENlb ~ ONHO3HAYHO  HE  WCIOJNB3YeTCS B IPOU3BOACTBE  AKTUBHOU
(dapmaneBTHUECKONH CyOCTaHIIMM), JIt00as KpuTHUYecKass (Qu3MuecKas XapaKTepHUCTHKA,
HaIpUMep, pa3Mep YacTHIl, HACBIITHAS TUIOTHOCTh JI0 U MOCJIE YIUIOTHEHUS, UCIIBITAHUE HA
MOJUTMHHOCTB, BOJIA, JIF000H 3aITpOC Ha NPOITYCK HCIIBITAaHUSI.

JloxyMeHTanus

1. [TonpaBka K COOTBETCTBYIOIIEMY pa3jeny (pa3zenam) J0Che.

2. CpaBHuTeNbHAs TaOIUIA TEKYIIUX U IPEIaraeMbIX CrelrpUKaIii.

3. IlogpoOHoe onucanue ar000H HOBOW aHAITUTUYECKOW METOMKHU U JaHHBIE 110 BaJUIAIUH (B
COOTBETCTBYIOIIUX CITy4asx).

4. Jlanuble aHanu3a 2 IPOMBIIIICHHBIX CepHid (MIPH OTCYTCTBHH OOOCHOBAHMS OOPAaTHOTO JUIS
OMOJOTMYECKUX AaKTHUBHOW (papMalleBTUYECKUX CYOCTaHIMI — 3 cepuH) COOTBETCTBYIOLIECH
aKTUBHOHM (papMarieBTUYECKON CyOCTaHIIMK IO BCEM MapaMeTpaM CrienupUKaIIH.

5. B cootBercTByIOUIMX ciy4yasX JaHHbIE TecTa CPaBHUTENbHON KUHETHUKU PACTBOPEHHS
JICKApCTBEHHOTO TpernapaTa, COJASPXKAIIero aKTHBHYIO (apMaleBTHUECKYIO CYOCTaHIIMIO IO
MEHBIIeH Mepe M3 ONBITHO-MPOMBIIUIEHHOW CEpUU, COOTBETCTBYIONIYIO ACHCTBYIOUIUM U
npeuIaraeéMbIM crieuHUKaysIM. B OTHOIIEHUN J€KapCTBEHHBIX PACTUTENLHBIX IPENapaToB
MOTYT OBITh JOCTaTOYHBI JaHHBIE CPABHUTEIILHON PaciagaeMOCTH.

6. O6ocHOBaHME (OIICHKA PHCKOB) CO CTOPOHKI IePyKATENs PETUCTPAIMOHHOTO YIOCTOBEPEHUS
W nepKaTens MOADC COOTBETCTBEHHO, MOJITBEPKIAIOIIHE, 4TO
BHYTPUIIPOU3BOJICTBEHHBIN NTapAMETP SIBJISIETCS HE3HAYUMBIM UJIM YCTapEBIIUM.

7. O6ocHoBaHue co cTropoHbl aepxarens PY wmm nepxkarens MOPADC cooTBETCTBEHHO
HOBBIX MTapamMeTpa CrieuPUKAIHA U KPUTEPUEB TPUEMIIEMOCTH.

b.1.6.2 Usmenenne ananutuyeckoil metomuku Heob6xomumbie | Jokymentsl | IIpouemypa
aKTUBHOM  (papMalleBTUYCCKOW  CyOCTaHIIUU YCIOBHUS 1 JaHHBIC
WM UCXOJHOTO Marepuala (MPOMEXYTOYHOIO
MpPOAYKTa, pEaKTHUBA), HCIOJIb3YEMBIX B
rpouecce IIPOU3BOJICTBA aKTUBHOM
(hapmareBTUueCKol CyOCTaHITUN

a) He3HAYUMBbIC N3MEHEHUS 0J100peHHOM
AHAJIUTUYECKOU METOIUKU

1,2,3,4 1,2 IA

0) UCKJIFOYCHUE  AHAJTUTHUYECKOM  METOJUKHU
aKTUBHON  (apMalleBTU4YeCKoil cyOcTaHIIuU
WU UCXOJHOTO MaTepuaya (IIpOMEKyTOUYHOTO 7 1 1A
MIPOJYKTa, pEaKTHUBa), €CIIU aTbTepHATUBHAS el
aHAJIMTUYECKasi METOAMKA yXKe 0J00peHa

B) Iipoune U3MEHEHUS aQHATUTUYECKOM
METOAMKHU (BKJIFOYAsl 3aMEHY WJIU J00aBJIeHUE)
peakTuBa, KOTOpas He OKa3blBaeT 3Haummoro | 1,2,3,5,6 1,2 1A
BIIUSTHUS HA COBOKYITHOE KAaueCTBO AKTHBHOU
(apMareBTHYeCKON CyOCTaHIIUH

1) IpoYune W3MEHEHUS AHAJIUTHYECKOM

METOJIMKH (BKJItOUasi JOOABICHHUE WIIM 3aMEHY)

aKTUBHOM  (apMaIieBTUYECKOH CyOCTaHITUU 1,2,45,6 1,2 1B
WM UCXOJHOTO Marepuala (MPOMEKYTOYHOTO

MIPOJIYKTa)

YcaoBus

1. CormacHo COOTBETCTBYIOIINM pykoBojcTBaM Coro3a mpoBeaeHa HeoOXoauMas BaJIHIallus,
MOATBEPKIAIoasl TO, YTO OOHOBIIEHHAs aHANUTHYECKas METOJMKa IO MEHbIIEH Mepe
SKBUBAJICHTHA TIPEIBIIYIIEH.
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2. [Ipenensl comepkaHusi CyMMbI TIpUMecel HEe W3MEHWINCh, HOBbIE HEKBAJIU(DUIIMPOBAHHbBIE
MpUMecH He 0OOHAPYKCHBI.

3. Meton ananu3a He U3MEHWIICS (HAapUMep, U3MEHEHHUE JUTMHBI KOJIOHKH W TeMIIepaTyphl,
HO HE JPYTOH BUI KOJIOHKH HITA METOJ).

4. Meton UCIBITaHUS HE SBIIETCS OHOJOTrHYECKUM (MMMYHOJIOTUYECKUM,
UMMYHOXUMHYECKHM) WJIM METOJOM, B KOTOPOM HCIOJB3YEeTCsl OMOIOTUYECKUN PEaKTUB
JUis  OMOJIOTMYECKOM aKTHBHOW (apMaleBTUYECKOW CyOCTaHIMM (32 UCKIIOYEHHEM
CTaH/IAPTHBIX (PApMaKOTICHHBIX MUKPOOHOIOTHYECKUX METOIOB).

5. Hu oaun HOBBIH METOJA UCHBITAHUS HE OCHOBAaH HA HOBBIX HECTAHIAPTHBIX METOJAAX WM
CTaHJIAPTHBIX METO/IaX, HCIIOJIb3yEeMbIX [T0-HOBOMY.

6. AKTUBHAs (dhapmarneBTHUECKAS cyOcTaHIms HE SIBIISICTCS OMOJIOTHYECKOM
(MMMYHOJIOTUYECKOM).

7. AnpTepHaTHBHAs aHAJIUTUYECKAs METOAMKA Ui MapaMeTpa creurdukaiim yxe oa00peHa,
[IPU ATOM TaKas METOMKA He Oblia BKIItoueHa nocpeactBoM 1A (IAyy)-yBeToMIIeHuUS.

JloxyMeHTanus

1. [TonpaBka K COOTBETCTBYIOIIEMY pa3jeiy (pa3jesiaM) PerucTpalioOHHOTO JOChE, BKIIOUYas
ONMHMCAaHUE  AHAJIUTHYECKOM  METOJOJIOTHH, pPE3OME  JIaHHBIX 10  BaJWJaIluH,
MEPECMOTPEHHBIC CieNU(UKAIMHA HA TIPUMECH (€CITU IIPUMEHUMO).

2. CpaBHUTENbHBIE PE3YyIbTaThl BATUAALMYA WU TPU HATUYUA OOOCHOBAHMS CPaBHUTEIbHBIC
pe3yibTaThl aHajdu3a, MOATBEP)KIAIONIME, YTO TEKyIIee W MpeajiaraeMoe HCIBITAHUE
SKBUBaJeHTHBI. Hacrosmiee TpeOoBaHHME HE MNPUMEHSIETCS, €Cld J00aBIIIeTCS HOBas
aHaJUTUYECKas METOIUKA.

b.1.B) YakoBOUHO-yKyIOpO4Hasi CUCTEMA

b.I.B.1. I3mMenenue mnepBuuHoil  ymakoBku | HeoOxomumeie | Jlokyments | [Iporenypa

aKTHUBHOM (papMarieBTUYECKON CyOCTaHIIMH YCJIOBUS U JJaHHBIE
a) KauecTBeHHBII M (MIM) KOJIMYECTBEHHBIN
Cz)CTaB () 1,2,3 1,2,3,4,6 1A

B) Kunkue  akTuBHblE (hapMalleBTHUECKUE

- 1,2,3,56 IB
cyOcTaHImu (HECTepUIIHHBIE)

Ycenosus

1. ITo cOOTBETCTBYIOUIMM CBOWCTBaM IpeJUlaraeMblii yIaKOBOYHBIM MaTepual 10 MeHbIIeH
Mepe JOJIKEH ObITh SKBUBAJIEHTHBIM 0JJ00pPEHHOMY.

2. HauvaTel COOTBETCTBYIOIINE HCCIEIOBAHUS CTAOUIBHOCTH B COOTBETCTBUU C JOKYMEHTaMHU
Coro3a ¥ 3agBUTENEM Ha MOMEHT BBEIEHHUS HW3MEHEHUH NpOoaHaIM3HpPOBaHbI
COOTBETCTBYIOILIME TIapaMeTpbl CTAaOMJIBHOCTH HE MEHee 4YeM Ha 2  OIbITHO-
MPOMBIIIJICHHBIX MM TPOMBIIUIEHHBIX CEpUsIX, B €ro pacrnopsbKeHUU HaXOAsSTCs
YIOBJIETBOPUTEIBHBIE pPE3YyJbTaThl 10 MEHBIIEH Mepe 3-X MECAYHOIrO HU3Y4YECHHUs
crabmipHOCTU. OHAKO, €CIH TMpejyIaraeMas yrnakoBka 00Jiee yCTOWYHBA MO CPABHEHHIO C
3apeTUCTPUPOBAHHOM, TO 3-X MecsuyHble JaHHblE MO CTa0MIbHOCTUH He TpeOyrorcs. Ilo
3aBEpUICHUH TaKUX HCCIIEI0BAaHUM, €CIIM Pe3yJIbTaThl HE YKIIAIBIBAIOTCS B creU(UKALINN
WIA TOTEHLUAIBHO MOTYT HE YJOXHUTbCA B CHEeUM(UKALUU Ha KOHEL CPOKa TOJHOCTH
(meproga TOBTOPHOTO HCHBITAHUSA), WX HEOOXOJAMMO HEMEIJIEHHO TPEICTaBUTh
YIIOJTHOMOYEHHOMY OpraHy Hapsy ¢ IpejlaraéMbIM IIJIAHOM JEHCTBUI.

3. Uckmrovass cTepuiibHBIC, JKHIKHE W OHOJOTHYeCKHe (MMMYHOJIOTHYECKHE) aKTHBHBIC
¢dapmarieBTHYECKHE CyOCTaHIIMH.

JloxyMeHTanus

1. TlompaBka K COOTBETCTBYIOIIEMY pa3Jieny (paszenam) perucTpalioOHHOTO JOChe.

2. HeoOxonmMble JaHHBIE O HOBOW YIaKOBKe (HAmpuMep, CpPaBHUTEIbHBIC IaHHBIC I10
npoHutiaemoctu, Hanpumep, ans Oz, CO,, Bnaru u T. 1.), BKItOYask TOATBEPKIACHUE TOTO,
YTO MaTepuajd COOTBETCTBYET COOTBETCTBYIOIIHMM (apMaKONeHHbIM TpeOOBAaHUAM WIH
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3akoHoAaTenbcTBY Col03a O MJIACTHYECKUX MaTepuanax U 00beKTaX, KOHTAKTUPYIOUIUX C
MUIIEBBIMU TPOAYKTAMHU.

3. B cooTBercTByHOIMX Cciay4yasx HEOOXOJUMMO MPEACTaBUTh MOJATBEPKICHHE TOrO, YTO
B3aUMOJICHCTBHE MEXIY COACP)KUMBIM M YINAaKOBOYHBIM MaTEpHAIOM HE TPOUCXOAUT
(Hampumep, OTCYTCTBYET IepeMellleHne KOMIIOHEHTOB Ipe/ajiaraéMoro marepuana B €ro
COZIep)KMMO€, KOMIIOHEHTHI JIEKAPCTBEHHOTO TpenapaTa HE MEpeXOoAsT B YIAaKOBKY),
BKJIOYasi TMOATBEPKAEHHUE TOro, 4YTO MaTepuajl COOTBETCTBYET COOTBETCTBYIOIIUM
(dapmakoneHbIM  TpeOOBaHWSAM WM 3akoHoAarenbcTBY CoOr03a O  TMIACTHYECKHX
MaTepuagax U 00beKTaX, KOHTAKTUPYIOIIUX C MHUILEBBIMH MPOIYKTaMHU.

4. Jlexynapauusi Jepkarensi perucTpaliMOHHOrO yAocToBepeHus uiau jepxkarenss MOPADC,
41O TpeOyemble HCCIEAOBAHUS CTAOMIBHOCTHM HayaThl B COOTBETCTBHUH C JOKYMEHTaMU
Coro3a (c ykazaHreM HOMEpPOB Cepuil); U 4TO (B COOTBETCTBYIOLIUX CIIy4asix) HA MOMEHT
BBEJICHUS U3MEHEHUN B €ro pacHopsHKeHHH HaxOIWIHCh TpeOyeMmble MHHHMAaJbHbIC
yIOBJICTBOPUTEIbHBIC JlaHHBIE 1O CTAaOWJIBHOCTH; W 4YTO MMEIOUIMECs JaHHbIE He
CBUJCTEIbCTBOBAIM O Kakoi-mubo mpobieme. HeoOxomumo Takke MpeAcTaBUTH
MIOJITBEPKICHUE TOTO, YTO UCCIICAOBAHUS OyIyT 3aBEpIICHBI, U €CIIU PE3YIbTAaThl HE OyayT
yKJIaabIBaThCsl B CHEIU(UKAIMK WIU [OTCHIHMAIbHO MOTYT HE VYIOXKHUTbCA B
cnenn(UKau Ha KOHEI[ CpoKa TOJHOCTH (TepHofa TOBTOPHOTO UCIHBITAHUA), HX
HEMEJIEHHO MPEICTaBAT YIMOJIHOMOYEHHOMY OpraHy HapsiAy C MpeajiaraéMbIM ILIaHOM
JEACTBUU.

5. Pe3ynpTaThl UCCleq0BaHU CTAOMIBHOCTH, IPOBEICHHBIX B COOTBETCTBUH C TPEOOBAaHUSIMU
aKTOB, BXOASIIUX B IipaBo Co103a, 10 3HAYMMBIM ITapaMeTpaM CTaOMIBHOCTH HE MEHEe YeM
Ha 2 ONBITHO-TIPOMBIIUICHHBIX WM MPOMBIIIJICHHBIX CEPHUSX, OXBATHIBAIOUINX HE MEHee
3-X MecsI1eB, U IOATBEPKIECHUE TOTO, YTO YKa3aHHbIE HCCIEIOBAHUS OYIyT 3aBEPIICHBI, U
€CJIM pe3yibTaThl HEe OyAyT YKJIaAbIBAThCS B CHENU(UKALNY WK MOTEHIIMATIBHO MOTYT HE
VIOXKUTBCS B crnenu(ukanmuu HAa KOHEIl CpOKa TOJHOCTH (Nepuoja IOBTOPHOTO
UCIBITaHUSA), WX HEMEJIGHHO TMPEACTaBAT YIOJHOMOYEHHOMY OpraHy Hapsay ¢
MpeyIaracMbIM IJIAHOM JICUCTBUM.

6. CpaBHeHMe NEHCTBYIOMNX U MpELIaraeMbIX CrelMpUKAIUi MEPBUYHON YIIAaKOBKH (€CIH
IPUMEHUMO).

b.I.B.2. I3MeHeHune napamerpoB | Heo6xoaumeie | Jlokyments! | [Iponenypa
crenupuKanuu u (nnn) KpUTEpPUEB YCIIOBHSI U JJaHHBIE
IPUEMIIEMOCTH NEPBUYHOMN YIIaKOBKU

AKTUBHOM (papMarieBTUYECKON CyOCTaHIIUN

a) Y)KECTOUEHHE KpPUTEpUEB MPUEMIIEMOCTH

cnenudukanuu 1,2,3,4 1,2 IA
0) nobaBneHre B CHeUU(UKALUIO HOBOIO

rapamMeTpa U COOTBETCTBYIOIIIEMY €My METOja 1,2,5 1,2,3,4,6 1A
WCIIBITAHUI

B) UCKJIIOYEHHE HECYIIECTBEHHOI'O MapameTpa

cnenuduKanuu  (HampuMep,  HCKIIOYEHUE 1,2 1,2,5 1A
yCTapeBIIETO apameTpa)

r) 1o06aBIeHMe MM 3aMEeHa  IapaMeTpa

cnenudukanumn u3 COOOpaKeHHI - 1,2,3,4,6 1B
0€30IaCHOCTH WJIM KayeCTBa

Ycnosus

1. U3smeHeHne He SIBISETCS CJEICTBUEM KaKOro-TUOO 00s3aTeNbCTBA, MPHHSITOTO IO
pe3yibpTaTaM paHee MPOBEIECHHBIX YKCIIEPTU3 C L0 aHAIN3a KPUTEPUEB MPUEMIIEMOCTH
cnenuduKanuu (HampuMmep, B XOJE perucTparuu JEeKapcTBEHHOro IIpernapaTta WId
BHECeHHs M3MeHeHui [l Tuma), ecm TOIBKO OHO paHee HE PacCMOTPEHO U OJ00PEHO B
KaueCTBE MePHhI MOCIIEAYIOIEro HAOII0IeHUSI.
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2. VI3MeHeHHWe He SIBISIETCS CIEICTBUEM HENPEABHACHHBIX CHUTYallMii, BO3HUKIIUX B XOE
MPOM3BOJICTBA  YMAaKOBOYHOTO  MaTepuajga WIM  TOpU  XpaHEHUU  aKTUBHOM
(hapMareBTHUeCKOM CyOCTaHITUH.

3. Jlroboe n3MeHeHue JODKHO YKIIAIBIBAThCS B AMANA30H TEKYIIUX OJOOPEHHBIX KPUTEPUEB
MIPUEMIIEMOCTH.

4. Ananutudeckas METOAWMKA HE U3MECHSICTCS WU H3MEHSICTCS] He3HAUUTENBHO.

5. Hu onuH HOBBIM METOJ UCHBITAHUS HE OCHOBAaH Ha HOBOW HECTAaHAAPTHOW METOIOJIOTUU
WIN CTAaHJAPTHON METOJI0JIOTHH, UCIIOIb3yEMOM MT0-HOBOMY.

JloxyMeHTanus

1. TTonpaBka K COOTBETCTBYIOIEMY pa3zeiny (pa3zaenaMm) perucTpaluoHHOTO JOCKE.

2. CpaBHuTeNnbHas TabIUIA TEKYIIUX U MPearaeMbiX ceupuKauii.

3. [MoxpoGHoe omucanue 000K HOBOW aHATUTUYCCKOW METOJIUKH U JaHHBIE 1O BaJIHMAAlUN
(B COOTBETCTBYIOIIMX CIy4asx).

4. JlanHble aHAJHM3a 2 CEPHi yIIaKOBOYHOTO MaTepHala 1o BCeM IapaMeTpam CIieupHKaIHH.

5. O6ocHoBaHMe (OLIGHKa PHCKOB) CO  CTOPOHBI  JIEp)KaTesis  PETUCTPALUOHHOIO
YIOCTOBEPEHUS 158105 JepKarens M®OADC, MMOATBEPKIAIOIIHNE, 4TO
BHYTPHUIIPOU3BOJICTBEHHBIN MapaMeTp SIBISETCS HE3HAYUMBIM WJIH YCTAPEBIINM.

6. ObocHoBanme co cTopoHbl Aepxkarens PY wmm nepxkartens MOADC HOBBIX mapamerpa

CHGHI/I(bI/IKaI_II/II/I N KPUTCPUCB ITPUCMIICMOCTH.

b.1.B.3. I3menenne ananutuueckod wmeronuku |Heobxomumeie | Jlokymentsl | Ilpouemypa

UCIIBITAHUSI TICPBUYHON YITAKOBKH aKTHBHOM YCIIOBUS U JTaHHBIC
(hapmareBTHUECKON CyOCTaHIINH

a) HE3HAYUTEIIbHBIE M3MEHEHHS] YTBEP)KIECHHOU

aHAJINTUYECKON METOIUKU 1,23 1,2 IA
0) mpouue M3MEHEHUS aHAJIUTAYECKON 134 19 IA
METOJIMKH (BKIItOUYasi JOOABJICHNE WM 3aMEHY) ' '

B) UCKJIFOUCHHE aHATUTUICCKOW METOIMKH, €CITH 5 1 IA

AJIbTCpHATUBHAs el MeToauKa YKC€ YTBCPKIACHA

VYceaoBus

1.

CormacHo COOTBCTCTBYIOIIINM JOKYMCHTAM Coro3a IIpOBCACHA H€O6XOI[I/IM3.5{ Bajlnaanus,
moATBCpIXKAaromaAs TO, 4YTO OOHOBJICHHAs aHAJIUTHYECKAsS METOJIMKa II0 MCHbIIEH MEpe
OKBHBAJICHTHA npempmymeﬁ.

2. Metop aHanu3a He U3MEHHJICS (HanpuMep, M3MEHEHUE JITHHBI KOJIOHKU WIIM TEeMITepPaTyphl,
HO He JIpYToil BUJI KOJIOHKH WM METON).

3. Hu onuH HOBBI METOJ MCIIBITAHUI HE OCHOBAaH Ha HOBBIX HECTAHIAPTHBIX METOJAaX WU
CTaHJapPTHBIX METO/AX, UCIIOJIb3YEMBIX [T0-HOBOMY.

4. AxTtuBHasg (QapmaineBTUYecKas CyOCTaHLMs (JIEKAPCTBEHHBIM Mpenapar) He SBISIFOTCS
OMOJIOTNYECKUMHU (MMMYHOJIOTHYECKUMHU ).

5. B orTHomenun napamerpa crneuuruKanUM COXpaHsEeTCs aHAIUTUYECKas METOAMKA, MPHU
ITOM TaKasi MeTOIMKa He Obl1a jo0apieHa nocpenctsom IA (IApy)-yBeqomieHusl.

JloxyMeHTanus

1. TlompaBka K COOTBETCTBYIOLIEMY pa3jieny (pa3zienaMm) J0Cke, BKJIKOYas OIMCAHUE
aHAJIMTUYECKOW METOJI0JIOTHUH, PE3IOME JIaHHBIX MO BaJWAalUuN

2. CpaBHHUTENbHbIE  pe3yNAbTaThl  BaNWAAUUM  WIM, MpU  HAIMYUU  OOOCHOBAHMA,

CPaBHHUTCIIBHBIC PE3YJIbTATBl aAHAJIM3a, IIOATBCPXKAAOOIME TO, UYTO TCKYHIEC U
npeajaracMoeC UCIbITAHUC SKBUBAJICHTHEI. HaCTOﬂH_Iee TpeGOBaHI/Ie HC NIPUMCHSACTCH, €CIIN
)IO63BH$I€TC$I HOBasl aHAJIMTHYCCKAass METOJHKA.

b.I.r) CrabuibHOCTD
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b.Lr.1. U3menenue rnepuoja noBTopHoro | Heooxomumeie | loxkymentsl | [Ipomeaypa

ucHbITaHus (TepuoJia XpaHEHMs) WM YCIOBHUI YCIIOBUS U JJaHHBIC
XpaHEHUs aKTUBHOMN (bapmareBTHYECKON
CyOCTaHIIMM, €CIM B PErHCTPAlUOHHOM JIOChE
OTCYTCTBYET ceptudukar COOTBETCTBHS
EBponeickonn  @apmaxornee, OXBaTbIBAIOLIUN
IIEPHUOJ] IOBTOPHOT'O MCIIBITAHUS

a) [leppog TOBTOPHOrO HCHBITAHUS (TIEPUOL
XPAHCHHS )

1. Cokpaimenue 1 1,2, 3 1A

4. YBenuueHue  WIM  BBEACHUE  IEpHOJa
MOBTOPHOTO HCHbITaHUS (Tepuoja XpaHEHHUs),

MOJATBEPKICHHOIO  JIaHHBIMM  €CTECTBEHHOI'O B 1,23 B
XpaHeHus

0) YcnoBust XpaHeHHs

1. I3MeHeHue yciaoOBHM XpaHEHUS AaKTHBHOU

(dapmarneBTHUECKON cyOCTaHmmM Ha  OoJjee 1 1,2,3 1A
CTporue

3. I3MeHeHne YCIIOBUIT XpaHEHHUS aKTHBHOM B 123 IB
(dhapmalleBTHUECKOIl cyOCTaHIIUN B

B) I3MeHeHne  yTBEPKACHHOW  MPOTPaMMBbI 12 1,4 1A

HN3YUCHUSA cTaOMIILHOCTH

VYceaoBus

1.

N3meHeHue He JOJIZKHO OBITE CJICACTBUCM HCIIPCABUACHHBIX CHTyaHHﬁ, BO3HHUKIIIHX B XOJ€
IIPOMU3BOJACTBA, NI USMCHCHUA CTaO0MILHOCTH.

2. VI3MeHeHUs HE MNPUBOAAT K PACHIMPEHUI0 KPUTEPUEB MPUEMIIEMOCTH HUCIBITYEMbIX
rapaMeTpoB, HCKJIIOUEHHUIO TapamMeTpa CTaOWJIBHOCTH WJIM CHIDKCHHMIO YaCTOTBI
HUCHBITAaHUH.

JoxyMeHTanus

1. TTonpaBka K COOTBETCTBYIOLIEMY pazjlieny (pas3znenam) nocke. Heobxomumo mpeacTtaBUTh

pe3ysbTaThl COOTBETCTBYIOLIUX MCCIEAOBaHUN CTAOMIBHOCTH B pEajlbHOM BpPEMEHH,
MIPOBE/IEHHBIX B COOTBETCTBUU C COOTBETCTBYIOIIMMHU PYKOBOACTBAMH 110 CTAOUIBLHOCTH HE
MeHee 4YeM Ha 2 (s OMOJIOrMYECKHX JIEKapCTBEHHBIX IpEnapaToB — TPEX) OIBITHO-
MPOMBIIIICHHBIX WM MPOMBIIIICHHBIX CEPUSX aKTUBHOM (papmalnieBTH4ecKoil cyOcTaHIuH,
YIIAKOBAaHHOW € IIOMOIIBIO  33apETUCTPUPOBAHHOIO YINAKOBOYHOIO MaTepuana, |
OXBAaThIBAIOIIMX BECH MPEAJIAracMblil IIEPUOJ IOBTOPHOI'O UCIBITAHUS WU MpeJlaracMble
YCIIOBUSL XpaHEHHUSI.

. HO,Z[TBep)K,I[eHI/Ie TOTO, 4YTO HCCICAOBAHMUA CTaOUIIBHOCTH IPpOBCACHBI B COOTBETCTBUU C

TeKyIlel oI00peHHON mporpaMMoi. Pe3ynbTaThl MCCIeNOBaHUS JOJDKHBI MTOATBEPKIATD,
YTO COOTBETCTBYIOIINE 0JOOPEHHBIE CTIEIM(PUKAIINH MPOIOJKAIOT COOTIOAATHCS.

3. Kommu yTBep»/IeHHBIX crielU(pHUKaAIHA Ha aKTUBHYIO (DapMalleBTHYECKYIO CyOCTaHITHIO.
4. O6ocHOBaHME Ipe]IaraéMbIX H3MEHEHUH.

b.I.Ln) IlpoektHoe moOJie © MOPOTOKOJ TMOCTPETUCTPALIMOHHBIX

U3MEHEHUM

b.1.a.1. Beenenune HoBoro mpoektHoro mosst unu | Heooxomumeie| Jlokymentsr | Ilponemypa

pacidperre OJ0O0pEHHOT0 MPOEKTHOTO IO YCIIOBHS U JaHHbIE
aKTUBHOW  (hapMaIleBTUYECKOW  CyOCTaHIINH,
3aTparuBarollee
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a) OIHy OINEPAallMOHHYK €IUHHIy Ipolecca
MPOU3BOJICTBA AKTUBHOW  (papMarieBTUYECKOM
cyOcTaHInH, BKJIFOYAs COOTBETCTBYIOIIHE 1 1,2, 3 |
BHYTPUIIPOU3BOJICTBEHHBIH  KOHTPOJIb  (WJIN)
AHAJIMTUYECKHE METOAMKH

0) aHAJTUTUYCCKUC MCTOIUKU HCXOIHBIX

MarepuanioB (IIPOMEKYTOUYHBIX IPOJYKTOB) H 1 193 I
(un) AKTUBHOU bapmareBTUIECKOI B

cyOcTaHuu

VYcnoBus

1. JlanHbie U3MEHEHHUS MPOCKTHOTO TOJISI HE 3aTParuBalOT TOTOBBIA MPOIYKT.
JloxyMeHTanus

1. IIpoexTHOE moOJE OBUIO pa3pabOTAaHO HAa OCHOBAaHHHM COOTBETCTBYIOLIUX JIOKYMEHTOB
Coro3a ¥ MEXAYHApPOAHBIX HAYYHBIX PYKOBOJCTB. Pe3ynbTaThl MccienoBaHui pa3paboTKH
NPOAYKTa, Mpolecca W AaHAIUTUYECKOH METONOJIOTHH (HampuMmep, B3auMOJeHCTBHE
Pa3UYHBIX IapaMeTpoB, (OPMUPYIOIIUX IOJUIKAIIee H3YYCHUIO NPOEKTHOE IOJe,
BKJIIO4asA OLCHKY PUCKOB W MHOTOMCPHBIC HCCICAOBAHUA COOTBCTCTBGHHO), B
COOTBETCTBYIOIIMX CIIydasX IOATBEP)KIJAMOIIME TO, YTO JOCTUTHYTO IEIOCTHOE
MEXaHUCTHYECKOE TOHMMAaHHME I[IOKa3aTeNiell KadecTBa MaTepuajoB U  IapaMeTpoOB
mporecca Ha KPUTHUYECKHE IIOKa3aTeld KavyeCcTBa AaKTUBHOM (hapMalleBTUYECKON
CcyOCTaHIINH.

2. OnmcaHWe TPOSKTHOTO IOl B TaOJIMYHOM BHJIE, BKJIIOYAs IEPEMCHHBIC (CBOHCTBA
MaTepUajIoB U apaMeTphl IIpolecca MPOU3BOACTBA) U UX IpeUlaracMble JUarna3oHbl.
3. TlompaBka K COOTBETCTBYIOIIMM pa3JieliaM PETUCTPALMOHHOTO JOChE.

b.1.1.3. Uckimrouenue nocrpeructpanuonHoro | Heooxoaumeie | Jfokymentst | [Ipouenypa

MIPOTOKOJIA VIIpaBJICHUS W3MCHCHUSIMU, YCIIOBUS Y JIaHHBIE
3aTparuBarOIUMU AKTHUBHYIO
(hapMaIeBTHUECKyI0 CyOCTaHIINIO

1 1,2 IAny
YcnoBus
Uckmrouenune MOCTPETUCTPALIMOHHOTO MPOTOKOIIA yIpaBJICHUS W3MEHEHUSIMH,

3aTParuBalOIIMMH aKTUBHYIO (hapMalleBTHUECKYI0 CYOCTaHIIMIO, HE SIBISIETCS CIIEICTBHEM
HEMpPeIBUCHHBIX CHUTYalldid WJIM HECOOTBETCTBUS CHENU(UKALUA B XOJIe¢ BBEICHUS
W3MEHEHUM, OINMMCAHHBIX B MPOTOKOJIE, U HUKAK HE BIIMSET HA YTBEP>KICHHBIE CBEICHUS,
BKJIFOUEHHBIE B PETUCTPALMOHHOE JJOCHE.

JloxyMeHTanus
1. O6ocHOBaHME MpeAIaraéMoro HCKIIOUEHUS.
2. TlompaBKa K COOTBETCTBYIOIINM pa3/eliaM JIOChe.

b.I.n.4. I3menenust yrBepxkaeHHoro mnportokona | Heooxoaumele| lokymentsl | Ilponenypa
yYIpaBJI€HUS U3MEHEHUSIMU YCIIOBHSI U JJaHHBIE

0) He3HAUYUMBbIE U3MEHEHUs IIPOTOKOJIA

YIOPaBICHUS  W3MEHEHHUSIMH, KOTOpbIE  HE - 1 IB
U3MEHSIOT CTPATErvI0, ONIMCAHHYIO B IIPOTOKOJIE

JloxyMeHTanus

Jleknapanusi, 4To J1t000€ HM3MEHEHUE JIOJDKHO YKIIAJBIBAThCSl B JMANa3oH JeHCTBYIOIIUX
YTBEPKICHHBIX KpUTEpHEB mnpuemiieMocTd. Ilomumo »srToro, npekmapanuss TOro, 4ro B
OTHOIICHUU OMOJOTMYECKHX (MMMYHOJIOTHYECKHX ) JIEKAPCTBEHHBIX MPENapaToB He TpeOyeTrcs
OLICHKAa CONIOCTaBHUMOCTH.
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Bb.1.n.5. Peanuzamus n3meHenut, | Heooxomumeie | Jlokymentsl | Ilponemypa
Hpe,Z[yCMOTpeHHBIX yTBCp)KIIeHHI:IM HpOTOKOJIOM yCHOBI/IH 1 JAHHBIC
YIpaBJICHUS U3MCHECHUSIMU

a) peanM3anys ~ W3MEHEHHMs  He  TpeOyer

1 1,2, 4 |1Apy
JIONOJHUTEIBHBIX BCIIOMOTAaTEIbLHBIX TaHHBIX
0) peanu3anus U3MEHEHUS Tpedyer B 1234 B
JIOTIOJTHUTEIIBHBIX BCIIOMOTaTeILHBIX JaHHBIX T
B) peayiu3aiidsi  HU3MEHEHUs  OHOJIOTMYECKOTO
(MMMYHOJIOTUYECKOT0) JIEKApCTBEHHOTO - 1,2,3,4,5 1B
npenapara
VYcnosus

[IpemyioxkeHHOE W3MEHEHUE OCYIIECTBIEHO B IIOJIHOM COOTBETCTBUHU C YTBEPKICHHBIM
MIPOTOKOJIOM YIIPABJIEHUS H3MEHEHUSMM.

JloxyMeHTanus

1. Ccbuika Ha yTBEpKIEHHBIN IPOTOKOJI YIIPABJIEHNS U3MEHEHUSAMHU.

2. Jlexymapauusi, 4YTO W3MEHEHHE COOTBETCTBYET YTBEP)KICHHOMY IPOTOKOJY YIpaBICHUS
U3MEHEHUSMU U PEe3yNIbTaThl UCCIIEIOBAaHUS YIOBIETBOPAIOT KPUTEPHUSIM MPUEMIIEMOCTH,
OrOBOpEHHbIE B mporokoje. IlomuMo »3TOro, nekiapanus TOro, 4TO B OTHOIIEHUH
OMOJIOTUYECKUX (MMMYHOJIOTHYECKUX ) JIEKAPCTBEHHBIX MpPENapaToB HE TPeOyeTcs OleHKa
COIIOCTaBUMOCTH.

3. PesynbraThl nccien0BaHU, MPOBEICHHBIX B COOTBETCTBUH C YTBEPKACHHBIM IPOTOKOJIOM
yIIpaBJIEHUS] U3MEHEHUSIMH.

4. [lonpaBka K COOTBETCTBYIOLLIEMY pa3/Ieily J10ChE.

5. Konus yTBepKaeHHBIX crienu(uKaluil Ha akTUBHYIO (papMalieBTHYEeCKYI0 CyOCTaHIUIO.

b.11. JIekapcTBEeHHBIN ITpenapar

b.1l.a) Buemnuii Bug u coctan

b.Il.a.1. U3menenue nnu nobasnenue ortuckos, | HeoOxoaumeie | JlokymenTs! | IIpouemypa

TpPaBUPOBKHU HUJIM MHBIX 3HAKOB, BKJIIOYaA 3aMCHY yCJ10BUA 1 JaHHBIC
HNJIn ,[[O6aBJ'IeHI/Ie YCPHUJI, UCIIOJIb3YCMBIX ITPU
MPON3BOJACTBEC JICKAPCTBCHHOT'O ITpCriapara

a) U3MEHEHHSI OTTHCKOB, TPAaBUPOBKHU WJIH WHBIX 1,2,3,4 1,2 1Apy

3HAKOB

Ycenosus

1. Cnenudukanuu JIeKapCTBEHHOTO MperapaTa Ha BBITYCK M Ha KOHEIl CPOKa TOJHOCTH HE
MU3MEHSIOTCS (32 UCKITIOUYEHUEM BHEIIIHETO BUA).

2. Bce uepHMna  JOKHBI ~ COOTBETCTBOBaTh  JeHCTByromeMy  (apMaleBTUUYECKOMY

3aKOHOAATCIIbLCTBY.

3. Pucku (qMHUM pazioMa) He MpeAHa3HAYeHbI [l Pa3J/IeIeHUs] Ha PaBHbIE JI03bI.
4. 3HaKu JIEKApCTBEHHOTO Ipenapara, UCIOIb3YEMbIE AJI PA3INYEHUS T03UPOBOK, TOJHOCTHIO

HE YJAJICHBL.

JoxymeHnTanus

1. IlonpaBka K COOTBETCTBYIOIEMY pa3zieny (paszzaenam) Jocke, BKIIOYas MOApOOHOE
rpaduyeckoe WM MOBECTBOBATEIbHOE OMMCAHME TEKYIIEro M HOBOIO BHEIIHETrO BHAA, a
TaKXe COOTBETCTBYIOILUI MepecMOTp HH(POPMAIIUH O JIEKapCTBEHHOM Ipernapare.

2. B COOTBETCTBYIOIIMX CITydassx 00pa3Ifbl JICKapCTBEHHOTO TIperapara.

b.IlL.a.2. WM3menenue ¢Qopmbl wummu pasmepoB| Heobxomumslie | lokymentsl | Ilponenypa

JIEKapCTBEHHON (OPMBI yCIIOBUS U JJaHHbIE

a) TabJIeTKH, KaIlCyJIbl, CYIIO3UTOPUU U TIECCApUU 1,2,3,4 1,4 1Apy

C HEMEJIJICHHBIM BBICBOOOKIEHUEM
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0) TeKapCTBEHHBIC
MO[[I/I(I)I/II_[I/IpOBaHHBIM Wi MOpOJIOHTMPOBAHHBIM
BBICBOOOXKIICHHEM U
MPEJHA3HAYEHHON JUIA PA3JCJCHUs] Ha pPaBHBIE
JI03b1

GbOopMBI C  OTCPOYCHHBIM, - 1,2,3,4,5

TabIETKH C  PHUCKOH,

VYcnoBus

1.

3.
4. smeHeHue He 3aTparuBacT TaOJIETKH C pPICKOfI, npenHaSHaquHoﬁ IJIs1 pasaciaCHus

HpO(l)I/IJ'IB pacTBOPCHUA WU3MEHCHHOI'O JICKAPCTBEHHOI'O IIp€liapaTra COIIOCTaBUM CO CTaphbIM,
€CJIn INPUMCHHUMO. HpI/I HCBO3MOXHOCTH IIPOBCACHHA HUCHBITAHUA PACTBOPCHUA BpPEMA
pacnaga€MOCTH HOBOI'O JICKAPCTBEHHOTI'O ITPEIiapaTra B CpaBHCHHUHU C HCM3MCHCHHBIM.

. Cnenmdukanuu JIeKapCTBEHHOTO Ipernapara Ha BBINIYCK M Ha KOHEIl CpOKa TOAHOCTH HE

M3MEHWIKCH (32 UCKITIOUEHUEM Pa3MepOB JICKAPCTBEHHOU (DOPMBI).
KauecTBEHHBIN U KOJTMYECTBEHHBIN COCTaB U CPEHSS Macca HE U3MEHUIIUCh.

JICKapCTBEHHOHN ()OPMBI HAa PaBHBIC TO3HI.

JoxymeHTanus

1.

o s

[TompaBka K COOTBETCTBYIOLIEMY paszeny (pa3aeiiaMm) J0Che, BKJIIOYAs IMOIPOOHOE
rpaduveckoe OTOOpaKCHHUE TEKYIIETO0 M IMPEIaraéMoro IOJIOKEHUS, a TaKXKe MEePecMOTp
uH(pOpPMAIIUHU O JICKAPCTBEHHOM TIperapare COOTBETCTBEHHO.

CpaBHUTENbHBIE JIaHHBIE PACTBOPEHHUS HE MEHEe 4YeM | OMBITHO-MPOMBIIUICEHHON CEpUH C
TCKYIIUMU W HOpCjiaraCcMbIMHU pasMCpaMu (OTCYTCTBI/IG SHAYUTCIBbHBIX pa3J’IPI‘-IPII>i C TOYKHU
3pEHHS COMOCTAaBUMOCTH — cM. [IpaBuiia MpOBEACHUST MCCICIOBAHUN OMOIKBHUBAJICHTHOCTH
JICKapCTBEHHBIX IpernaparoB B EBpasuiickoM sKoHOMHYECKOM coro3e (nmaiee — IlpaBuma
NPOBEJICHUSI HCCIICJOBaHUI  OMOPKBUBAICHTHOCTH)). B  OTHONICHHM JIEKAPCTBEHHBIX
PACTUTCIIbHBIX npemnaparoB MOT'YT 6I>ITI) IMPUCMIICMBI JAaHHBIC CpaBHHTGHLHOﬁ
pacragaeMocTH.

OO0oCHOBaHUS HETPEICTABICHUST PE3yJIbTATOB HOBOTO HCCIEAOBAHUS OMOIKBUBAICHTHOCTH
coryiacHo [IpaBuiiaM npoBeieHus UCCIIeJOBaHUI OMOIKBHBAJICHTHOCTH.

B cooTBeTcTBYyrOmUX Cirydasx oOpasiibl IEKapCTBEHHOTO Mperapara.

Pesynbratel cooTBeTcTByromux wucnbiTanuii mo ®dapmakomnee Coro3a, MOATBEPKIAIOIINE
HKBHUBAJIEHTHOCTb CBOMCTB (IPaBHJIBHOCTH JI03UPOBAHUS).

() Hpumeuanue

Jnsa b.Il.a.2.B mo6oe M3MEHEHUE I03UPOBKHU JIEKAPCTBEHHOI'O Ipenapara
TpeOyeT Mmogauu 3asBJICHUS O PACIIUPEHUN PETUCTPALIUN

b.Il.a.3. M3menenue cocraBa (BcriomorarenbHblx| HeoOxoaumeie | JlokymenTs! | IIpouemypa
BEIIECTB) JICKAPCTBCHHOTO TIperapara YCIIOBUS U TaHHBIE
a) UI3MEHEHHE  COCTaBa  BKYCOBBIX  J00aBOK
(apomMaTH3aTOPOB) UITK KpacuTesei
1. loGaBieHME, HCKIIOUYCHUE UIH 3aMEHA 1,2,3,4,56,| 1,2,4,5,6 1Apy
7,9, 11
2. YBenuueHue Wiu yMeHbllieHue coaepxkanust | 1, 2, 3,4, 11 1,2,4 1A
0) mpoune BCIIoMOraTeNbHbIE BEIIECTBA
1. JIio0as He3HauYUTEeILHAs koppeknus| 1, 2, 4, 8,9, 10 1,2, 7 1A
KOJIMYECTBEHHOI'0 COCTaBa BCIIOMOTaTElIbHBIX
BEIIECTB JICKAPCTBCHHOTO TIperapara
6. 3aMeHa OJHOrO BCIIOMOTraTeIbHOI0 BEIIECTBA - 1,3,4,5,6, IB
CXOIHBIM BCIIOMOTATE€IbHBIM BEIIECTBOM C 7,8,9, 10
TeMH xKe (YHKITMOHATTEHBIMU
XapaKTEPUCTHUKAMU B aHAJIOTHIHOM KOJIMYECTBE

VYcnoBus

1. Vi3aMeHeHus pyHKIMOHANBHBIX XapaKTEPUCTHK JIEKAPCTBEHHON (hOPMBbI, HAIpUMEpP, BpEMEHU
pacragaeMocTu, NpoduiIst pacTBOPEHHs], OTCYTCTBYIOT.
2. BCsKyl0 HE3HAUHMTENBHYIO KOPPEKIHI0 COCTaBa JUIsl TOAJCpXKaHWUsS OOIIeH MacChl
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9.

HEOOXOUMO OCYILIECTBISATh BCIIOMOTaTEeIbHBIM BEIIECTBOM, COCTABISIOIIMM B HacTOsIIee
BpPEMsI OCHOBHYIO YacTh JIEKAPCTBEHHOTO IIpernapara.

Crneundukanus JekapCTBEHHOro Mpernapara OOHOBJIEHa B YacTU BHEIIHEro Buja (3amaxa,
BKYyCa) U, IpH HEOOXOAUMOCTH, UCKIIIOYEHO UCIIBITAHUE Ha MOAJIMHHOCTb.

Hauatbl cooTBeTCTBYIOLIME HCCIEAOBAaHUS CTAOMIIBHOCTH B COOTBETCTBUU C JOKYMEHTAMHU
Coro3a (c ykazaHMEeM HOMEPOB CEpUii); MpOaHAIU3UPOBaHbl COOTBETCTBYIOLIUE MapaMeTPhI
CTaOUIILHOCTH HE MEHEe YeM Ha 2 ONBITHO-NPOMBIIIJICHHBIX WM IPOMBIIUICHHBIX CEpUsX; B
paclopsLDKEHUU 3asiBUTEINS HAXOAATCS YIOBJIETBOPUTENIbHBIE PE3Y/IbTAThl 110 MEHBIIEH Mepe
3-X MECSYHOIO H3y4eHHUs CTAaOWIBHOCTH (Ha MOMEHT BBeAeHMs u3MeHeHuil [A Tuna u
yBenomiieHHsT 00 m3MeHeHusx IB Tuma); nmpodmib cTabUIbHOCTH CXO0XK C YTBEP)KICHHBIM B
HacToslee BpeMs npoduinem. [loarBep:kaeHue Toro, 4to ucciaen0BaHus OyAyT 3aBepILEHBI,
U 4TO €CJIM Pe3yJbTaThl Ha KOHEI] CPOKa TOTHOCTH He OyayT YKJIaJbIBaThCS B CIeUU(DUKAIIIH
WIM MOTYT NOTEHUHATbHO HE YJOXKUTHCA B CleUU(UKAIMU, UX HEMEIJICHHO IPEACTaBsT
YIOJTHOMOYEHHOMY OpraHy Hapsjay C OpeajiaraéMbIM IUIaHOM JeictBuid. Kpome Toro, B
COOTBETCTBYIOIIUX CIydasx HEOOXOAMMO IPOBECTH HCIbITaHHE (POTOCTAOMIBHOCTH.

Bce HOBbIE KOMIOHEHTHI JOJDKHBI YIOBJIETBOPSITH TPEOOBAHMUSIM COOTBETCTBYIOLIUX
JokymeHToB  Coro3a,  KacamIMXCs ~ KpacUTeleW,  HUCIOJb3YEMBbIX B  MHILEBOU
IIPOMBIIIIIEHHOCTH, U BKYCOBBIX J100aBOK.

Hu onuH HOBBI KOMIIOHEHT HE NIpEAIojiaraeT MUCIOJb30BaHUE MAaTEpPUaIOB YEJIOBEYECKOIO
WIN KHUBOTHOTO TIPOMCXOXKICHUS, TPEOYIOIINX OLIEHKN JaHHBIX BUPYCHOM O€301MacCHOCTH HITH
COOTBETCTBUS JAeicTByromuM TpeboBaHusmM Papmakorien Coro3a MO0 MUHUMHU3AIMU PUCKA
nepeAayn areHTOB ry04aroil SHIe(alONaTUU JKUBOTHBIX TTOCPEACTBOM JIEKAPCTBEHHBIX
MpenaparoB Jisl MEAUIIMHCKOIO U BETEPUHAPHOTO IPUMEHEHUSI.

. B COOTBCTCTBYIOIIHX ClIydasAaX U3MCHCHUS HC BJIMAIOT HA pas3iMdyudg MCXKAY AO3WMPOBKaMH U

HE OKa3bIBalOT HETaTMBHOTO BIUSHUS HAa BKYCOBBIE CBOMCTBA JIEKAPCTBEHHBIX IPEMapaToB,
MpeAHa3HAYEHHBIX IS IETEH.

[Ipodune pacTBOpeHHsT HE MEHEe YeM 2 OINBITHO-IIPOMBIIIJICHHBIX CEpUHd HOBOTO
JIEKapCTBEHHOI'0 Iperapara COMNOCTaBUM CO HEHW3MEHEHHBIM (OTCYTCTBHE 3HAUUTEJIbHBIX
pa3iauuuii ¢ TOYKU 3pEHUsl COMOCTaBUMOCTU — cM. [IpaBuia mpoBeieHUsS HCCIeIOBAaHUI
6unoskBuBasieHTHOCTH Cot03a). [Ipy HEBO3MOKHOCTH MPOBEICHUS UCIIBITAHUSI PACTBOPEHMUSI C
JEKAPCTBEHHBIMU  PACTUTENIbHBIMU  IIpernapaTaMd  BpeMsl  paclaJaeMOCTH  HOBOIO
JIEKapCTBEHHOI'0 IIperapara COoCTaBUMO CO HEM3MEHEHHBIM.

V3meHeHue He SBISETCs CIEACTBHEM HECTAaOWJIBHOCTH W (WJIM) HE JOJKHO CKa3bIBaThCs Ha
0€30MacHOCTH, T. €. Pa3INUUAX MEKIY JO3UPOBKAMHU.

10. PaccmaTpuBaeMblif  JIeKapCTBEHHBIM  mpemapar  He  sBIseTCs  OMOJOTMYECKHM

(MMMYHOJIOTHYECKIM) JIEKAPCTBEHHBIM MPENapaToM.

JloxymenTanus

1.

[TonmpaBka K COOTBETCTBYIOLLEMY pazjlieny (pa3zenaM) perucTpallMoOHHOTO JOChE, BKIIOYAs
METO/Ibl UCIIBITAHUS Ha MOJJIMHHOCTh BCEX HOBBIX KpacuTeNeH (€Cau IMPUMEHUMO), a TaKXKe
nepecMoTp MH(GOpPMaIU O JEKapCTBEHHOM IMpenapare COOTBETCTBEHHO.

. I[eKJ'IapaLII/IH, YTO Ha4aThbl Tpe6yeMHe HUCCICIOBaHUA CTaOUIIBHOCTH B COOTBETCTBHU C

nokymeHnTamu Coro3a (C yKazaHHEeM HOMEPOB CepHil); U 4TO (B COOTBETCTBYIOIIMX CIIydasix)
HA MOMEHT BBEJICHHS W3MEHEHHH B €ro pachopsiKeHHMM HaXOAWIUCh Tpedyembie
MUHHUMAJIbHBIE YIOBIETBOPUTEIHHBIC JAaHHBIC 10 CTAOMIBLHOCTH; U MMEIOIIUECS TaHHBIE HE
CBUJCTENLCTBOBAIM O Kakoi-nubo mpoOneme. HeoOxomumo Takke TMPEICTaBUTH
MOATBEPKJICHWE TOTO, YTO MCCIIENOBAaHUS OYIyT 3aBEPIICHBI, U €CJIM Pe3yJbTaThl HE OyayT
VKJIaIbIBaThCS B CIIeNU(UKAINH WM MOTEHIIUAIHLHO MOTYT HE YJIOXKHUTHCS B CHelU(UKAIINH
Ha KOHEI] CpOKa TOAHOCTH, MX HEMEIJICHHO TIPEICTABAT YIIOJTHOMOUYEHHOMY OpraHy Hapsay ¢
[peyiaracMbIM IJIAHOM JIEUCTBUM.

Pe3ynbpTaThl WcClieoOBaHU CTaOWUIBHOCTH, MPOBEJACHHBIX B COOTBETCTBUU C JOKYMEHTaAMU
Coro3a, MO 3HAYMMBIM [apamMeTpaM CTaOMIBHOCTH HE MEHee 4YeM Ha 2 OIBITHO-
MIPOMBINIUICHHBIX WJIM TPOMBINIJIEHHBIX CEPHUSAX, OXBAaTHIBAIOIINX HE MEHee 3 MecsIeB, U
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9.

MOJTBEPXKJIEHUE TOTO, YTO YKA3aHHbIE UCCIIEJOBaHMs OYAYT 3aBEpPIIEHBI, U €CIIU Pe3yJIbTaThl
He OyAyT YyKIaabIBaTbcs B CHENM(PUKALMK WIM TOTCHUUAIBHO MOTYT HE YJIOXHTHCS B
cnenuduKaluy Ha KOHEll CpOoKa TOAHOCTH, UX HEMEIJICHHO IMPEICTaBAT YIOIHOMOUYEHHOMY
OpraHy Hapsay ¢ InpeaaraéMbIM IJIAHOM JICHCTBUM.

B cooTBercTByIOmMMUX Ciiydasx oOpas3isl HOBOTO JIEKAPCTBEHHOI'O IIpernapara.

JIn6o ceprudukar coorBercTBusi EBponeiickoit @apmakornen mo TI'D Ha m000i HOBBINA
UCTOYHUK MaTepuaina, JIn0o (eciu MpuMEHUMO) JOKYMEHTAIbHOE MOATBEPKIEHUE TOTO, YTO
UCTOYHUK MaTepuaia, MoABEpkKEHHbIH pucky TI'D, paHee NpOBEpEeH YIOJIHOMOUYEHHBIM
OpraHoM; M OBLJIO TMOATBEPXkKACHO €ro COOTBETCTBUE AeicTByromleil crarbe dapmaxorneu
Coro3a M0 MMHUMU3AIMH PUCKA NEepeAaddl areHTOB Iy0uaTod SHIE(aIonaTHH >KUBOTHBIX
MIOCPEJICTBOM  JIEKAPCTBEHHBIX IpEnapaToB Uil MEAMIMHCKOIO U BETEPUHAPHOrO
npuMeHeHHs. J{JIsl KaKA0ro Takoro pojia Marepuana HeoOX0IUMO MPEICTaBUTh CIIEIYIOIINE
CBEJICHUA: HAa3BaHWE IPOU3BOAMTENSA; BHJ KUBOTHBIX M TKaHU, W3 KOTOPBIX MOJYy4YEH
MaTepHuall;, CTpaHa IIPOUCXO0XKICHU JKUBOTHBIX M €I0 UCIIOJIb30BaHUE.

B cooTBeTCTBYIOIUX Cily4asX JaHHbIE, TOATBEPKIAIOLINE TO, YTO HOBOE BCIIOMOI'aTENIbHOE
BEIIECTBO HE B3aMMOJACUCTBYET C AHATUTHUYECKUMH METOJWKaMHU crenudukanuu
JIEKapCTBEHHOIO Iperapara.

. Heobxomumo mocpencTtBoM Hajyiexkamiedn  (apManeBTHYECKOW pa3paboTku  (BKIIHOYast

BONPOCHl CTAOMIBHOCTH M TNPOTUBOMUKPOOHOIO KOHCEPBUPOBAHMS, €CIM INPUMEHUMO)
IpeJICTaBUTh OOOCHOBAHUE CMEHBI (BBIOOpA) BCIIOMOTATENIbHBIX BELUIECTB U T. 1.
CpaBHUTENbHBIE JaHHBIE NPO(UIS pacTBOPEHHs TBEPbIX JEKAPCTBEHHBIX (opM HE MeHee
YeM Ha 2 ONBITHO-TNIPOMBIIIIEHHBIX CEpUSAX JIEKAPCTBEHHOI'O Iperapara HOBOIO U CTaporo
COCTaBOB. B oOTHOWIEHMM JI€KapCTBEHHBIX PACTUTENIBHBIX IPENaparoB MOIYT ObITbh
JIOCTATOYHBI JaHHBIE CPABHUTEIBLHON PaclalaeMOCTH.

OO60CcHOBaHMS HENPEICTaBICHUS PE3YJIbTaTOB HOBOI'O UCCIIE0BaHUS OMOIKBUBAIEHTHOCTH B
cooTBeTcTBUM ¢ [IpaBunamu nposeeHus ucciieoBaHui 6noskBrBaieHTHOCTH Coro3a.

b.1l.a.4. U3MmeHeHue MaccChl obonouku| Heooxonumeie | lokymentsl | IIpouemypa

JICKApCTBCHHBIX (1)OpM il IpyueéMa BHYTPb WA yCJ10BUsA N JaHHBIC
M3MEHEHHE MaCChl 000JI0UKH KallCyJibl

a) TBEp/IbIE JICKAPCTBEHHBIE (POPMBI JJIs IpHUeMa 1,2,3,4 1,2 1A

BHYTPb

VYcaoBus

1.

N

[Ipodwie pacTBOpeHHss HE MeHee 4YeM 2 OIBITHO-NPOMBIIUIEHHBIX CEpUA HOBOTO
JIEKapCTBEHHOI'0 Ipernapara COMOCTaBUM €O cTapbiM. [Ipm HEBO3MOXHOCTU NPOBEACHUS
UCIBITAaHUS PACTBOPEHUS C JIEKAPCTBEHHBIMU PACTUTENIBHBIMU IIpeNapaTaMu  BpeMs
pacmnazaeMoCTH HOBOTO JIEKAPCTBEHHOI'O MIpernapaTa B CPABHEHUH CO CTapbIM.

O06oouka He SIBIISETCS KIIIOYEBBIM (PAKTOPOM MEXaHHU3Ma BBICBOOOXKICHHSL.

Crneunduxanus JeKapcTBEHHOIO Mpernapara oOHOBJIEHA JIMIIL B YAaCTH MAcChl U Pa3MEpOB
(ecny IPUMEHHUMO).

Hauatbl cooTBeTCTBYIOIIME UCCIIEOBAaHUS CTAOUILHOCTH B COOTBETCTBUHU C JOKYMEHTaMHU
Coro3a He MeHee 4YeM Ha 2 OIBITHO-IPOMBIIUIEHHBIX WM IPOMBIIIIEHHBIX CEPHUSX; B
pacnopsDKeHMM — 3asBHTENsl  Ha  MOMEHT  BBEAEGHHUS  W3MEHEHUH  HaxoJsATcs
yIIOBJIETBOPUTEIbHBIE IO MEHbIIEH Mepe 3-X MecsuHble JaHHble 10 CTaOMIBHOCTH;
MOJATBEPXKJIEHUE TOTo, YTO HCCilenoBaHUS OyAayT 3aBepiueHbl. Ecim  pesynbraTel He
YKJIAJIBIBAIOTCS B CIIEIU(HUKAIIMY UM TOTEHIMAIBHO MOTYT HE YIOXKHUThCA B CelU(DUKALUU
Ha KOHEI| CpOKa FOJTHOCTH, UX HEMEJJICHHO MPE/ICTaBAT YIIOJTHOMOUYEHHOMY OpraHy Hapsay ¢
IIPEIJIaraéMbIM IUIAHOM JEHCTBUM.

JoxymeHnTanus

1.
2.

[TorpaBka K COOTBETCTBYIOIIEMY pa3jieny (paseiiaM) 10che.
Hexmaparusi, 4yTo HadaThl TpeOyemble HCCIICIOBaHUS CTAOWIBHOCTH B COOTBETCTBUHU C
nokymeHTamu Coro3a (C yKazaHHeM HOMEPOB CepHil); U 4TO (B COOTBETCTBYIOIIUX CIydasix)
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Ha MOMEHT BBEICHHMS HW3MEHEHHH B €ro paclnopsDKeHHH HaXOMWINCh TpedyeMble
MUHHMAaJIbHBIE YIOBJICTBOPUTEIbHBIC JaHHbBIC IO CTAOMJIBHOCTU; U UMEIOIIUECS JaHHBbIC HE
CBHJICTEIBCTBOBAIM O Kakoi-mmOo mpobneme. HeoOxomumMo Takke TMPENCTaBUTH
HOJTBEPKJIEHHE TOTO, YTO MCCIIEAOBAaHMs OyIyT 3aBEpIICHBI, U €CIIM PE3yIbTaThl HE OyayT
YKJIQ/IBIBATHCSI B CIICHM(UKAIIMK MM TOTCHIUAIBHO MOTYT HE YJIOXHUTHCS B CIIEHU(PHUKALIH
Ha KOHEI[ CPOKa TOJAHOCTH, MX HEMEIUICHHO MPEICTABAT YIOJIHOMOYCHHOMY OpTraHy Hapsny C
npeagaraeMbIM IJIaHOM AelcTBHi. Kpome Toro, B COOTBETCTBYIOIIMX CIy4asX HEOOXOIMMO
POBECTU UCTIBITAHNE (POTOCTAOUIHHOCTH.

b.11.a.6. Vckitouenue KOHTEIHEepa c|Heobxomumeie| Tpebyemas Bun
pacTBopuTeneM (pa30aBUTeNIeM) U3 YIIaKOBKU YCIIOBHSI | AOKYMEHTAIMs | IPOLETypPhI

— 1,2 IB
JoxymeHTauus

1. OGocHOBaHME WCKIIFOUEHHSI, BKJIIOYAs yKa3aHWE HA AJbTEPHATHBHBIC CIIOCOOBI MOJTYYCHUS
pactBopuTens (pa3daBurensi) B HEMsIX 0e30macHOTO W A((EKTHBHOTO MPUMEHCHHS
JICKApCTBEHHOTO Iperapara.

2. TlepecMoTpenHas nHGOPMAIHUS O JICKAPCTBCHHOM TIperapare.

B.l1l.a.7. U3menenus, HeoOxonnmeie JIOKyMEeHTBI [Tpouenypa
SIBJISTFOIIAECS PACITUPEHUEM YCIIOBUS Y TaHHBIE
PETHUCTPALIMH I10 JIO3UPOBKE

JICKapCTBCHHOTO TIperapara’™

1,23 1,2,3 IB

YcnoBus

1. To6aBnisieMble UM BBOJMMBIE B3aMEH paHee 3aperuCTPUPOBAHHBIX JO3UPOBKH, TOJIKHBI,
Ha MOMEHT IOJa4i 3asIBJICHUS O MPUBEICHUH B COOTBETCTBHUE, OBITh 3aPETUCTPUPOBAHBI XOTS
OBl B OJTHOM U3 IPYTHX TOCYapCTB-UICHOB.

2.Ha MOMEHT mojauu 3asBICHHS O TPHUBEACHUH B COOTBETCTBHE, B pedepeHTHOM
rOCy/1apCTBE JIOJKHBI OBITH 3aperUCTPUPOBAHBI HAUMEHbBIIAs U HAUOOIbIIasl I03UPOBKH, THOO
JIO3UPOBKA, OIpEJCICHHass Ha OCHOBAaHWMM aHalM3a pPHCKOB, B OTHOIICHHUH KOTOPBIX
MPOBEJICHBl COOTBETCTBYIOIINE KCCIEAOBAHUS OMOAKBHUBAIICEHTHOCTH WM KJIMHUYECKUE
WCTIBITAHUS, PE3YJIbTAThl KOTOPBIX MOTYT OBITh SKCTPANOIUPOBAHBI HA OCTAJIbHBIE JO3UPOBKH.
3. lomkHbI OBITH COOJNIIOJIEHBI KpUTEpHH OWOBeWBepa A JOMOJHUTEIBHBIX JI03UPOBOK,
onucaHHeie B [IpaBmiax mpoBeneHUsS UCCIIENOBaHUN OMOIKBHUBAJIEHTHOCTH JIEKAPCTBEHHBIX
npenaparoB Coro3a.

JloxyMeHTanus

1. Konuu perucTpaniMoHHbIX YAOCTOBEPEHUH JPYTruX rOCyAapCTB-WIEHOB, MOATBEP)KIAOIINX
perucTpalnyy BHOBb 3asBIIIEMbIX JO3HUPOBOK.

2. Jlocbe 10 KayecTBY Ha KaKyI0 HOBYIO JIO3UPOBKY B COOTBETCTBUU C TPEOOBAHUSIMM YaCTH
I mpunoxenuss Ne 1 x Hacrosummm mnpaBuiaMm. Bo3moxHa Moaudukanys CyIEeCTBYIOIIMX
pa3zenoB ¢ 100aBiIeHUEM B HUX UH(OpPMAIMU O JO3UPOBKAX B COOTBETCTBYIOIINX CIYyYasiX.

3. O6ocHOBaHME BO3MOKHOCTH AKCTPANOISILUU pe3yJIbTaToB nccie10BaHui
OMOAPKBUBAJIEHTHOCTH MWCIBITAHUM Ha HOBBIE JO03UPOBKM, 3asBJICHHble Ha OHOBEHBep.
B cnyuae OuoseiiBepa Ha ocHOBaHMM OMO(apMaIieBTHUYECKON KIacCU(UKAITMOHHOW CHCTEMBI
ycJ0BUs OMOBeiiBepa TOKHBI ObITh BBIITOJHEHBI B OTHOIIEHUH Ka)KJ0N JT03UPOBKH.

<*> [Ipumeuanue mob0oe M3MEHEHHE JIO3UPOBKM JIEKAPCTBEHHOI'O IMpernapara
TpeOyeT Mmoayu 3asBJICHUS O PACIIUPEHUN PETUCTPALIUH.

B.11.6) IIpousBoacTBo

B.IL.6.1. 3amena wunu  npobaBinenue  HoBo#| HeoOxoaumeie | JJokyments! u | Ilponenypa
IIPOU3BOJCTBEHHON IUIOMIAJKK JUIsI 4YacTU WIM|  YCIOBUSA JTAHHBIE
BCEX IIPOLIECCOB IPOU3BOJCTBA JIEKAPCTBEHHOI'O
mpernapara
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a) TUIOMIA/IKA IO BTOPUYHOM YIaKOBKE 1,2 1,3,8 1Apy
0) ruToIIaIKa 1O MEePBUYHOMN YIIaKOBKE 1,2,3,4,5 |1,2,3,4,8,9 1Apy
1) TUIOIIA/IKa, Ha KOTOPOM OCYILECTBIISIOTCS - 1,2,34,5,6, IB
M00bIE  TPOW3BOJCTBEHHBIC  ONEpau s 7,8,9

HECTEPWIbHBIX JICKAPCTBEHHBIX IIPENAparToB, 3a
VCKJIIOYEHHEM BBIIYCKA CEpUl, KOHTPOJIS Cepul,
IIEPBUYHON ¥ BTOPUYHOM YIIAKOBKHU

VcnoBus

1.

w

5.

VY ioBneTBopuTenbHAsT HMHCHEKUUS B TEYEHHE MOCIEIHUX 3 JIE€T HHCHEKTUPYIOLIMMHU
OpraHaMHM TOCYJapCTB-UJICHOB, WJIM CTPaHOH, C KOTOPOM 3aKIIOYEHO JEHCTBYIOIIEEe
COIIallIEHUE O B3aMMHOM IPU3HAHUU HaJJIeXkallleld IPOU3BOJCTBEHHON IPAKTHKHU.

. Hnomam(a JIMIICH3UWPOBAHA B YCTaHOBJICHHOM IMOPAIKE (I[J'IH IIpOU3BOJACTBA

paccMaTprUBaeMOil JIeKapCTBEHHOM (hOPMBI MIIH JIEKAPCTBEHHOTO IIperapara).
PaccmarpuBaemblil T1eKapCTBEHHBIH ITpenapar He SBISIETCS CTEPUIbHBIM.

B cooTBeTCcTBYIOMUX ClTy4yasix, HAIpUMeEp, B OTHOIICHUH CYCIIEH3UN WM SMYJIbCUN, HMEETCS
CXeMa BaJUJAIMH WJIX B COOTBETCTBHH C TEKYUIMM IIPOTOKOJIOM YCIEUIHO IPOBEICHA
BaJIMAIMS HOBOH IUIOLIA/IKK C HE MEHEE YeM 3 TIPOMBIIIJICHHBIMH CEPUSMHU.
PaccmarpuBaemblii  JIEKapCTBEHHBIM  mpemapaT  HEe  SBISETCS  OMOJIOTHYECKUM
(MMMYHOJIOTUYECKUM).

JloxymenTanus

1.

o

[ToxTBeprkaeHHE TOro, YTO IpeiaraeMas IUIONIagKa JIMIEH3MPOBaHA B YCTAHOBJICHHOM
HOPSIAKE JUTS IPOM3BOACTBA JIEKAPCTBEHHOM (hOPMBI HITH paccMaTprUBaeMOTO JIEKaPCTBEHHOTO
npernapara.

. B COOTBCTCTBYIOIIIUX CJIydasax HeO6XO,Z[I/IMO YKa3aTb HOMEpa cepnﬁ, COOTBCTCTBYIOIIINC

pasmep cepud U JaTy TNPOU3BOACTBA cepuil (He MeHee 3), UCIOJb30BAaHHBIE B
BAJIMJAIMOHHOM MCCJIEJOBAaHUU, W MPEACTABUTH JAHHBIE M0 BaJuAallMd WIH IMPOTOKOJI
(cxeMy) BaIMAIIMH, MTOJUICKALTUHN TTO1a4e.

B nyHKkTe O BHOCHUMBIX W3MEHEHUSX 3adBJIICHHUS O NPHUBEACHUU JOChE B COOTBETCTBHUE C
tpeboBanusiMu EADC (compoBOIUTETHRHOM MHChbME, (QopMe 3asBICHHS O BHECEHHUH
U3MEHEHUH, MPUIIOKEHHOHN K COMPOBOAUTENILHOMY MUCbMY) HEOOXOAUMO YETKO 0003HAUNUTh
TEKYIIMUX U MpesiaraéMbIX IPOU3BOIUTENEH, KaK YKa3aHo B pasnene 2.5. GopMbl 3asBICHHUSL.
Konuu yTBep)KAEHHBIX cHEelU(pUKAIMA Ha BBITIYCK M KOHEI[ CpPOKa TOAHOCTH (eciu
IPUMEHHMO).

JlanHple aHanu3a | TOPOMBINUIEHHOW CepUM U 2  ONBITHO-IIPOMBIIUIEHHBIX —CEpHH,
MMUTHUPYIOLINX MPOIecC IPOU3BOCTBA (WK JIBE IPOMBIIIIEHHBIE CEPUH) U CPABHUTEIbHBIE
JaHHBIE C 3 cepHUsIMH, IPOU3BEIECHHBIMU Ha MPEAbIAYLIEH IPON3BOACTBEHHON Mutomazake. [1o
3arnpocy HEeoOXOAMMO MPEACTAaBUTh JIaHHBIE MO CIEAYIOIUM 2 TOJHBIM NPOMBIIIIEHHBIM
cepusiM; HEOOXOIUMO COOOLIUTh, €CIM pe3yJlbTaTbhl aHajdu3a HE YKJIAJbIBAIOTCS B
crenupuKaluio, U NPeayIoKUTh IUIaH JeHCTBUM.

CoOoTBeTCTBYIOIIME JaHHbIE MO BaJWJAlMK, BKIIOYAs PpPe3yJdbTaTbl MHUKPOCKOIUHU
pacnpeneneHus o pa3MepaM 4acTHIl U UX MOPQOJIOTUU MITKUX U JKUJIKUX JIEKapCTBEHHBIX
dopM, B KOTOpBHIX (apMareBTu4yeckass CyOCTaHIMs HaXOAUTCS B HEPACTBOPEHHOM
COCTOSIHUH.

. Ecnu Ha HOBOW MNpPOW3BOJACTBEHHOM IUIOMIAJKE B KA4eCTBE MCXOJHOTO MarepHaia

UCTIONIb3YyeTCsl aKTHBHAs (papmalieBTHUeCKasi CyOCTaHLUs, — JAEKIapanusl yIOoJHOMOUYEHHOTO
JUIa IJIOLAJAKH, OTBETCTBEHHOIO 3a BBIIYCK CEpUi, YTO aKTHUBHAasg (hapMmaleBTHUECKas
cyOCTaHIUs MPOU3BEJCHa B COOTBETCTBUM ¢ [lpaBmiiamu Hajyiexaiieil mpou3BOACTBEHHOMN
npakTiuky Coro3a Ui HCXOJHBIX MaTepHAaJIOB.

[TonpaBka K COOTBETCTBYIOIIEMY pasaeny (paszienam) 10Che.

Ecnu npousBojicTBeHHas IUIOMIAJKA U IUIOMIAJKA, HA KOTOPOIl OCYIIECTBISETCS MEePBUYHAS
YIaKOBKa, pa3InyaroTcs, HEOOXOIMMO ONUCATh M BaJIMIUPOBATh YCIOBUS TPAHCIIOPTUPOBKU
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U XpaHeHus HepachacoBarHoro npemnaparta (bulk).

Ilpumeuanus:

IIpy W3MeHEeHMM WJIM HOBOW IPOM3BOJACTBEHHOM IUIOIIAJKE B CTpPaHE 3a
npenenamu Coro3a, ¢ KOTOPOM HE 3aKIIOYEHO COIJIAlllEHHE O B3aUMHOM
IIPU3HAHUM HAJJIEKAIEH IPOU3BOJACTBCHHON IPAKTUKH, JEPKATEIAM [0
[OoJla4yil  YBEAOMJIEHMSI ~ PEKOMEHJYETCS  IPOKOHCYJIbTUPOBAaTbCA  C
YIIOJHOMOYEHHBIMU OpraHaMH U NPEACTABUTH CBEACHHS O BCEX IPEIBIIYIINX
nHcnekuusax Coro3a 3a nociennue 2 — 3 roja u (WIK) Beex 3allIaHUPOBAHHbBIX
nHcnekuusax Coro3a, BKIIIOYas JaThl MHCIEKLINUN, KATErOPUY UHCIIEKTUPYEMBIX
IIPOJAYKTOB, HAJA30pPHOE BEAOMCTBO M Ipouue cBeaeHus. Bce 370, mnpu
HE00XO0AUMOCTH, OyleT CIOCOOCTBOBaTh MPUIOTOBIEHUAM K HMHCHEKIUHM Ha
coorBercrBue IlpaBuimaM  Hammexamed IPOU3BOJACTBEHHOM  IPAKTUKHU
EBpa3suiickoro ’KOHOMHYECKOI0 COK03a HMHCIIEKTOPAaTOM TIOCYAApCTBa-dJICHA.
Jlexnapanuu ~ yNOJHOMOYEHHOTO  JMI[Aa,  3aTpParMBaloOlMe  aKTHBHYIO
GbapMmaneBTHUECKYI0 cyOcTaHLuio. Jlepxarenu nMLEH3UH Ha MPOU3BOJCTBO
00s13aHBI B KA4ECTBE MCXOIHBIX MAaTEPHAJIOB MCIOIH30BATH HCKIIOYUTEIHHO
aKTUBHbIE (hapMalleBTUYECKHE CYOCTaHLIMU, IPOU3BEICHHbIE B COOTBETCTBUU
¢ GMP, nostoMy Kaxablii JepKaTesb JIMLEH3UM Ha MPOU3BOACTBO 00s3aH
IIPOJEKIApPUPOBATh, YTO OH B KAa4eCTBE MCXOJHOIO MaTepuayla UCIOJb3yeT
aKTUBHYIO  ()apMalleBTUYECKYI0  CYOCTaHIIMIO,  IPOM3BEICHHYIO B
coorBercTBUM ¢ GMP. Kpome TOro, mnockoyibKy yIOJIHOMOYEHHOE JIHLO,
OTBETCTBEHHOE 3a cepruduKanuio cepuu, Oeper Ha cebs oO0mIyro
OTBETCTBEHHOCTb 3a KAKIYIO CEPHIO, €CIM IUIOLIA/IKa, BBIMYCKAIOIIAs CEPHUIO,
OTJIMYAETCS OT YKa3aHHOW BbIIIE, YIOJHOMOYEHHOE JIMII0, OTBETCTBEHHOE 32
CepTU(PUKALMIO CEPUH, JOJKHO MPEACTaBUTh JONOJIHUTENBHYIO JAEKJIAPALUIO.
Bo MHorux ciyyasx BOBJEYEH JMIIb OAMH JEpKaTellb JIMIEH3UU Ha
IIPOU3BOJICTBO, I03TOMY IOTpeOyeTcs JHIIb 0HA AeKknapanusd. OqHaKo, eciu
BOBJIEUEHBl HECKOJIbKO BIIAJENbLIEB JIMIIEH3UI Ha IPOU3BOJCTBO, BMECTO
II0J1a4l HECKOJIBKMX JEKJIapaluil AONMYyCKaeTcs MOoJaTh OJIHY JEKIapalHuio,
MOJANUCAHHYIO OJHUM YIOJIHOMOYEHHBIM JIMIOM. OTO JOMYCTHUMO MpH
YCIOBUM TOrO, YTO: B JIEKJIApalliMd YETKO yKa3aHO, YTO OHA IMOANKCAaHA OT
JIUIA BCEX BOBJICUEHHBIX YIIOJTHOMOYEHHBIX JIMII; IOTOBOPEHHOCTH CKPEIIICHbI
TEXHUYECKUM COTJIAIIEHUEM, ONHCAaHHBIM B miase 7 llpaBun Haanmexamen
MIPOM3BOJICTBEHHONW MpakTUKK Cor03a, U YHOJHOMOYEHHOE JIUIIO, MOJarollee
JeKJIapalldio, YKa3aHO B TaKOM COIJIAIlEHMM Kak Oepyiiee Ha ceOs
0053aT€IBCTBO IO  COOTBETCTBUIO  MpOU3BOAUTENS  (TPOM3BOAUTENEH)
akTUBHOM  (apmanieBTHUecKo  cyOcranuuu [IpaBunmam  Hajuiexaruei
MIPOU3BOJICTBEHHOW mpakTuku Coro3a. YKa3zaHHbIE COTJIAIICHUS SIBISIOTCS
IIPEIMETOM MHCIEKIIMH YIIOJTHOMOYEHHBIX OPraHOB.

Bb.11.6.2. I3menenne wummoptepa, cornamenuii| Heooxonumeie| Hoxymentst | Ilporemypa

O BBIITYCKE CepI/Iﬁ U HCHOBITAHUM II0 KOHTPOJIIO yCJI0BUSA U JaHHBIC
Ka4uCCTBaA JICKAPCTBCHHOI'O IIpCriapara

a)3aMeHa WIM J00aBJIICHWE IUIOINAIKH, Ha 2,3,4,5 1,2, 34 1A

KOTOPOH OCYIIECTBIISIETCS KOHTPOJb KadecTBa
(ucmpITaHKE) CepHid

B) 3aME€Ha WM J00aBIICHUE TPOU3BOJUTEIIS,
OTBETCTBEHHOTO 32 BBITYCK CEePHii

1.3a wuckIIOYEeHWEM KOHTPOJIS KadecTBa 1,2,5 1,2,3,4 1Apy

(ucmipITaHus) cepuit

2. Bxirouast KOHTpodb KadectBa (ucnbiTanue)| 1,2, 3, 4,5 1,2,3,4 1Apy

cepuii
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VYcnoBus

1.

N

[Ipou3BoauTeNb, OTBETCTBEHHBIM 3a BBIIYCK CEpHUH, JOJKEH pacrosararbcs B IMpeiesax
Coroza. B Coroze coxpaHsieTcs MO MEHbIIEH Mepe OJiHa IUIOIIAJIKa IO BBIIYCKY CEpHid,
CrocoOHast cepTU(UIIMPOBATh HCIBITAHUS JIEKAPCTBEHHOI'O Ipenapara B IENsAX BBITYCKa
cepuii B peaenax Coroza.

[1nomaaka TUIIEH3UPOBAHA B YCTAHOBJICHHOM MOPSIIKE.

JlekapcTBeHHBIN  mpemapaT He  sABIsAETCS  OMOJIOTMYECKUM  (MMMYHOJOTHYECKUM)
JIEKAPCTBEHHBIM MTPENapaTOM.

Tpanchep TexHOIOTH €O cTapoid Ha HOBYIO IUIOWIAAKY WM HOBYIO HCIHBITATEIbHYIO
1a00paToOpPHUIO MPOU3BEAEH YCIIELIHO.

B Coro3e wim B cTpaHe, ¢ KOTOPOH 3aKJIIOYEHO JIEUCTBYIOIIEE M COOTBETCTBYIOIIEE
COTJIAllICHUE O B3aUMHOM NPHU3HAHUU HAJUICKAIEH MPOU3BOJACTBEHHON MNPAKTUKU MEXKITY
9Toi cTpanoil u Cor30M, COXpaHSETCS MO MEHbLIEH Mepe OfHa IJIOLAJKa MO KOHTPOIIO
(MCTIBITAaHHIO) CepUld, CTIOCOOHAsS MMPOBOUTH UCIIBITAHUS TpEnapara B EIsIX BBITYCKa Cepuit
B npenenax Coroza.

JoxymeHTauus

1.

4.

Komusi nuieH3udi Ha TPOM3BOACTBO M CEePTH(HUKAT HAAJIEKAIICH MPOU3BOJICTBCHHOM
MPaKTUKHU, BBIAHHBIA B TEUYECHHE 3 TOCIEAHUX JIET COOTBETCTBYIOIIMM YIIOJIHOMOUYEHHBIM
OpraHoOM.

. B IIYHKTC O BHOCHUMBLIX HM3MCHCHUAX 3agABJICHHUA O MNPUBCACHUHU OOCHBEC B COOTBETCTBUC C

tpeboBanusimu EADC (compoBoauTenbHOM MNHUCbME, (GOpMe 3asiBICHUS O BHECEHHH
U3MEHEHHH, IPUIIOKEHHON K COMPOBOIUTEIFHOMY MHChMY) HEOOXOAMMO YETKO 0003HAUYNUTH
TEKYIIMX U MpeIaraeMbIX IPOU3BOANTENCH, KaK yKa3aHo B pazzene 2.5. GopMbl 3asiBICHUS.
Jlexiapanusi yIoJTHOMOYEHHOTO JIMIA, OTBETCTBEHHOTO 32 CEPTU(DHUKAINIO CEPUH, B KOTOPOM
YKa3bIBaeTCsi, YTO MPOM3BOAUTENb (IIPOM3BOIUTENN) AaKTUBHOW (hpapMareBTHYCCKON
CcyOCTaHIINM, YKa3aHHOW B PETUCTPAIIMOHHOM J0Che, paboTaeT B COOTBETCTBUU C [IpaBmiamu
Ha/JIekalled Mpou3BOACTBEHHON mnpaktuku Coroza Juid MCXOAHBIX MaTepuayoB. Ilpu
OIIPEJICTICHHBIX OOCTOSTENbCTBAX JOIYCKAETCA MPEACTaBIATh OJHY JAEKIapanuio (CM.
npuMedanue kK u3menenuto b.11.6.1).

[TonmpaBka K COOTBETCTBYIOLIEMY pasaerny (pasmenam) I0Che, BKIIoYas WHGOpPMAaIHU O
JIEKapCTBEHHOM IIpernapare.

Bb.11.6.3 U3smenenne mporecca mpousBoacTBa| HeoOxonumeie | Hoxymentsl | Ilponemypa

JIEKapCTBEHHOTO npenapara, BKJIIOYasi|  YCIIOBHUSA U JJaHHBIE
IIPOMEKYTOUHBIA IPOIYKT, HCIOJIB3YEMBIM B
IIPOU3BOJCTBE JICKAPCTBEHHOTI'O IIpenapara

a) HE3HAYNMBbIE H3MEHEHUS mporiecca| 1,2, 3, 4,5, 1,3,4,5,6, 1A

MIPOM3BOJICTBA 6,7 7,8

€) HeCyIlleCTBEHHOE MU3MEHEHUE npoiiecca — 1,2,4,6,7,8 IB

MIPOM3BOJICTBA BOJHOW CYCIICH3WH I MpHEMa

BHYTPb

Ycenosus

1. VI3MeHeHUsT KaueCTBEHHOTO WJIM KOJIMWYECTBEHHOTO MNpoduis mpuMeceil win (U3HUKO-
XUMHUYECKHX CBOMCTB OTCYTCTBYIOT.

2. M3MeHeHue KacaeTcs TBEpAOH JeKapCTBEHHOW (OpMBI Uil IpUeMa BHYTPh (pacTBopa JUis
npreMa BHYTPh) C HEMEJICHHBIM BBICBOOOXKICHHEM, M PAaCCMAaTPUBACMBIN JICKapCTBEHHBIH
mpernapar He sSIBISeTCS OUONIOTMYeCKUM (MMMYHOJIOTUYECKHUM) HITH PACTUTEIBHBIM.

3. IlpuHIMIT TPOM3BOJCTBA, BKJIIOYAs OTJACIBHBIC €r0 3Tallbl, He W3MEHSIOTCS, HampuMmep,
00paboTka TMPOMEKYTOUYHBIX  MPOAYKTOB, OTCYTCTBYIOT  HW3MEHEHHUS  KaKUX-JIHOO
pacTBOPHUTEIIEH, HCIIOTB3yEeMBIX B IPOIIeCCe MPOU3BOCTBA.

4. 3aperucTpUpOBaHHBI B HACTOSINEE BpeMs TIPOIECC MMPOU3BOACTBA KOHTPOJIHPYETCS

BHYTPUIIPOU3BOJACTBCHHBIMH KOHTPOJISAMU, U U3BMCHCHHUEC TaKHUX KOHTpOHeﬁ (pacmnpeHne NI
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WCKITIOUCHHE KPUTEPUEB MPUEMIIEMOCTH) HE TpeOyeTCs.

Crienudukanuy  JIGKApCTBEHHOT'O —TIpenapaTa WIM TPOMEXYTOYHBIX HPOAYKTOB He
U3MEHSIOTCSI.

[To pe3ynpTaTamM HOBOTO TpoOIEcca JOHKEH 00pa30BBIBATHCS WACHTUYHBIA C TOYKU 3PCHHUS
BCEX aCIEKTOB Ka4eCTBa, 0€30MacHOCTH U AP (PEKTUBHOCTH JICKAPCTBEHHOT'O Ipernapara.

. Corznacuo COOTBCTCTBYIOIIUM JOKYMCHTAM Co103a HAYaTkHI COOTBCTCTBYIOIIHUEC UCCIICIOBAHUSA

CTa0WJIBHOCTU HE MEHee 4eM Ha | ONBITHON WM MPOMBILIUICHHON CEpuH; B PaCHOPSKEHUH
3asiBUTEJII HAXOJATCS yIOBJIETBOPUTENIBHBIE PE3y/IbTAThl IO MEHbILIEH Mepe 3-X MECSYHOIO
u3ydeHus: crabuibHOCTH. [loATBepkaeHHe TOro, 4ro MccieloBaHHUsA OyqyT 3aBepIleHbl, U
€CIIM pe3yJbTaThl He OYAYyT YKJIAQABIBATHCS B CIEHU(HUKAIMUA HIX MOTYT MOTCHLIUAIBHO HE
YIOXKUTBCS B CHEU(PHUKALMM HAa KOHEL CpOKa TOJHOCTH, UX HEMEJIEHHO IpPEeICTaBAT
YIIOJJHOMOYEHHOMY OpraHy BMECTE C IPeyIaraéMbIM IIJIAHOM JICHCTBUM.

JoxymeHTanus

1.
2.

[TonpaBka K COOTBETCTBYIOIIEMY pa3jeny (pas3zenam) 10Che.

B oTHOomeHMH MSTKUX U JKUJKAX JIEKAPCTBEHHBIX (OpM, B KOTOPHIX aKTHUBHAA
(dapmaiieBTHUEeCKass CyOCTaHIUMS HAaXOJUTCSI B HEPACTBOPEHHOM COCTOSIHUU: HaJyleKalas
BaMJAlMsl M3MEHEHMS, BKJIKOYAs MHUKPOCKONHUIO YaCTHUIl B LEJISAX IPOBEPKU BUIAMMBIX
U3MEHEHHH MOp(OJIOTUH;, CPAaBHUTEIbHBIC JaHHBIE O PACHPEACICHHH IO pa3Mepy YacTHI]
(IMCTIEpCHOCTH ), TOMyYEHHBIEC HAAJIEKAIIUM CIIOCOO0OM.

B oTHOmeHuM TBEpABIX JIEKAPCTBEHHBIX (OpPM: MaHHBIE TPO(GHIS PACTBOPEHHUS OTHOU
pEnpe3eHTaTUBHONM MPOMBIILIEHHON CEpUU U CPABHUTENbHBIE JAHHBIC 3 MOCIEAHUX CEPHiA,
IIPOM3BENECHHBIX € MOMOIIbIO Hpenplaymiero mnpouecca. Ilo 3ampocy HeoOxoaumo
MPEJICTAaBUTh JaHHBIE MO CIEAYIOMIUM 2 TMOJIHBIM MPOMBIIUICHHBIM CEPUSIM HIIA COOOIIHUTH,
€CJIM Pe3yNIbTaThl HE YKJIQJIBIBAIOTCSA B CIENU(UKAIMIO M TPEUIOKHUTh IJIaH JelcTBuil. B
OTHONIICHUU JICKAPCTBEHHBIX PACTHTEIbHBIX MPENapaToB MOTYT OBITh JOCTATOYHBI JIaHHBIE
CPaBHUTEIBHOM pacIaaéMOCTH.

O06ocHOBaHUS HENMPECTABICHUS PE3yJIbTaTOB HOBOT'O MCCIIEAOBaHUS OMOIKBHUBAJIEHTHOCTHU B
cooTtBeTcTBUM ¢ [IpaBunamu nposeieHus uccieqoBaHnii OnoskBuBasieHTHOCTH Colo3a.

[lpy wu3MeHeHun mnapamerpa (IapaMeTpoB) Tpolecca, KOTOPbIM CUUTaeTcss He
OKa3bIBAIOUIMMH BJIMSHHE Ha KayecTBO JIEKAPCTBEHHOrO Mpernapara, JAeKjiaapanus, 4To 3TO
JIOCTUTHYTO B XOJI€ paHee MpOBeIeHHON 0JJ00pEHHOMN OLIEHKH PUCKOB.

Konuu cneunduxanuii Ha BBITYCK U KOHEI] CPOKa F'OTHOCTH.

. JlaHHble aHanu3a cepuil (B Gopmare CpaBHUTEIbHOW TaONMIBI) O MEHbIIEH Mepe OIHOM

cepuy, MPOU3BEACHHON ¢ MOMOLIBIO OA0OPEHHOr0 U mpeuiaraeMoro npomecca. [lo 3anpocy
HE00XO0/IMMO MPEICTaBUTh JJAHHBIE IO CIETYIOLIIUM JBYM MOJIHBIM MPOMBIIIICHHBIM CEpUsIM;
ClelyeT COOOIIWTh, €CIIM pPEe3ybTaThl aHalM3a HE YKIAIbIBAIOTCS B cleUU(UKALUIO U
NPEUIOKUTh TUIaH JAedcTBUM. Jlekiapalusi, 4TO HayaThl COOTBETCTBYIOIIHME HCCIIEIOBAHMS
CTaOUIIBPHOCTH B COOTBETCTBUHU ¢ JokyMeHTamu Coro3a (¢ yka3aHHEM HOMEpOB Cepuil) U
U3y4eHbl HEOOXOJMMbIE MapaMeTpbl CTa0MIBHOCTH 10 MEHbIIEH Mepe Ha OJHON OIBITHO-
MIPOMBIIIJIEHHON WM MPOMBIIUIEHHON CEpUM M Ha MOMEHT YBEJIOMJIEHHS B PacCHOPSKEHUU
3asBUTEINSI HAXOMIIUCH YJOBJIETBOPUTENIBbHBIE PE3YyIbTAThI 10 MEHbIIEH Mepe 3-X MECSYHOIO
U3Y4YEeHHUS  CTa0WIBHOCTH; W Opoduiab  CTaOMJIBHOCTM  AHAJIOTMYEH  TeKyllen
3aperucTpupoBaHHON cuTyanuu. IIpencraBieHO MOATBEPXKACHHUE TOrO, YTO HMCCIEAOBAHHUSA
OyIyT 3aBepIIEHBl, U YTO €CIU PE3yJbTaThl HE OYIyT YKIAIbIBaThCA B CHEHU(PUKAUU WIH
MOTYT TOTEHLUAIbHO HE YJIOXUTHCS B CHeUM(UKAMKM Ha KOHEI[ CpOKa TOAHOCTH, MX
HEMEIJIEHHO TPEACTaBIT YHNOJHOMOYEHHOMY OpraHy Hapsjy C HpeJaraéMbiM IJITAHOM
JICHCTBHA.

b.11.6.4. U3menenue pasmepa cepun (Bkiatodast| HeoOxonumeie| Joxymentsl | Ilpomenypa

JIMana3oHbl pa3Mepa CepHuu) JIEKapCTBEHHOTO|  YCIIOBUS U JTaHHBIC
npernapara

a) yKpymHeHue BIoTh 10 10 pa3 mo cpasHennwo| 1, 2, 3, 4,5,7 1,4 1A
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C 0JIOOPEHHBIM

0) pasykpynuenue j0 10 pa3 1,2,3,4,5,6 1,4 1A
r) yKkpynHeHue Oosiee 10 pa3 mo CpaBHEHHUIO C — 1,2,3,4,56 IB
0JIOOpEHHBIM Pa3MEpPOM CEpUHU JIEKAPCTBEHHBIX

dbopM C HEMEeIJICHHBIM BBICBOOOXICHUEM (IS

IIpYeMa BHYTPb)

J) MaciTad  MPOM3BOJCTBA  OHMOJIOTMYECKOTO - 1,2,3,4,5,6 IB

(MMMYHOJIOTUYECKOTO) JIEKApCTBEHHOIO
mpenapara  yBenuuwics —(yMEHbIIWICS) Oe3
U3MEHEeHHMs Tpoliecca MPOU3BOACTBA (HApUMep,
TyOIIMpOBaHUE JIMHUH )

VYcnoBus

1.

2.

M3meHeHne He BIMAET HAa BOCHPOM3BOAMMOCTh W (WIM) TIIOCTOSIHCTBO KadecTBa
JIEKapCTBEHHOTO IIpenapara.

M3meHeHHne 3aTparuBaeT CTaHAAPTHBIC JIEKapCTBEHHBIE (OPMBI Uil NpUeMa BHYTPb C
HEME JICHHBIM BBICBOOOKICHHEM TN HECTEPUIIBHBIC KHUJIKHAE JIEKAPCTBEHHBIE ()OPMBI.
JIroOble M3MEHEHHsT METOAOB MPOM3BOJCTBA M (MJIM) BHYTPHIIPOM3BOJCTBEHHBIX KOHTPOJICH
HEOOXOJWMBI JIMIIb JJIsl W3MEHEHHWsI pa3Mepa CepuH, HalpuMmep, HUCIOIb30BaHUE
000pyIOBaHUS IPyroro pazmepa.

HNmeercss cxema BajMIalM WIA B COOTBETCTBHH C TEKYIIUM IPOTOKOJIOM YCIEIIHO
IPOBEJICHA BaJMJAlUs TPOM3BOJCTBA HE MEHEE YeM Ha 3 NPOMBIIUICHHBIX CEPUSX C HOBBIM
pa3MepoM B COOTBETCTBUU C TPUMEHUMBIMHU TPeOOBAHUSIMHU.

PaccmartpuBaemblii  JIEKapCTBEHHBI  mpemapaT  HE  SBISETCS  OMOJIOTHYECKUM
(MMMYHOJIOTUYECKUM).

M3meHeHHe He TOJDKHO OBITh CIIEACTBUEM HENPEIBUICHHBIX CHTYallMi, BOSHUKIIMX B XOJE
MIPOM3BOJICTBA, WM U3MEHEHHS CTaOMIBHOCTH.

. Pasmep cepum yknaasiBaercs B 10-kpaTHBIN AMana3oH, IpeyCMOTPEHHBIH MIPH perucTpalum,

HJIN TTOCJIC MOCICAYIOMIECTO UBMCHCHH A, HC ABJIABIICTOCA NSMCHCHUCM IA THmna.

JloxymenTanus

1.
2.

~ow

oo

[TonmpaBka kK COOTBETCTBYIOIIEMY pa3feny (pa3zenam) 10Che.

Jlannble aHanu3a cepuil (B (hopMaTe CpaBHMUTENBbHOM TaOMUIIBI) 1O MEHBIIEH Mepe OJHOM
IIPOMBILUIEHHOW CEpHUH, IPOU3BEACHHON B 3apETUCTPUPOBAHHOM M IIPEIIAraeMOM pa3Mepax.
[To 3ampocy HeoOXOAMMO TMpPEACTaBUTh [JaHHbIE 110 CIEAYIOIUM JBYM MOJHBIM
IIPOMBIIIJIEHHBIM CEPUSIM; JepKaTellb PErUCTPAllMOHHOTO yI0OCTOBEPEHMs 00s3aH COOOIIUTD,
€CIM pe3yNbTaThl aHallM3a HE YKIAAbIBAIOTCA B CHEHU(PHUKALUIO, U MPEAJOXKUThH IJIaH
JIEUCTBUIL.

Konuu 0100peHHBIX crienuguKaui Ha BHITYCK M KOHEI[ CPOKa FOJHOCTH.

B cootBercTByrOmmMX ciay4asx HEOOXOIMMO YKa3aThb HOMEpa CEpHil, COOTBETCTBYIOIIHE
pasMepy CepuH U Jare WX MPOU3BOJCTBA (He MeHee 3), HCIIOJIb30BaHHbBIX B BAJIHMIAIMOHHOM
UCCJIEJOBAaHUM, WM MIPEICTaBUTh IPOTOKOJ (CXEMY) BaJIUJAIIH.

Heo6xo1nMo mpeacTaBUTh pe3yabTaThl BaTUIAIUH.

Pe3ynbrarhl MccnenoBaHui CTaOMIBHOCTU, MPOBEJACHHBIE B COOTBETCTBUU C JIOKYMEHTAMHU
Coro3a, 110 3HAUUMBIM apaMeTpaM CTAOMIIBHOCTH MO MEHbIIEH Mepe Ha OJHOM OIBITHOW MIIH
MIPOMBIIIIEHHON CEpUH, OXBATHIBAIOIIECH MO0 MEHBIIIEH Mepe 3 Mecslla; MOATBEPKICHUE TOTO,
YTO TaKWe MCCIEe0BaHUs OyIyT 3aBepILEHBI, U €CIIM pe3yabTaTbl He OyIyT YKJIAIbIBaThCS B
cnenuuKaluy WK MOTYT MOTEHIIMAJIBHO HE YJIOXKUTHCSA B CHEIU(UKAIUYA HAa KOHEIl CpoKa
TOJHOCTH, UX HEMEJUIEHHO IIPE/ICTaBAT YIOJHOMOYEHHOMY OpraHy Hapsay C IpeiaracMbIM
MIaHOM JedcTBUA. B oTHOmEHWM OHOJOTHYECKUX (MMMYHOJIOTHYECKHUX) CPEICTB:
JIeKJIapaliys, YTO OIIEHKA COITOCTaBUMOCTH HE TpedyeTcsl.
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B.11.6.5. I3mMenenne BHyTpunpousBoacTBeHHBIX| HeoOxonumbie | JlokymenTsl | Ilpomnemypa

HUCIBITAHUN  WIIN KPpUTCPUCB TIPHUCMIICMOCTH, yCJI0BUsA " JAHHBIC
HCIIOJIb3YIOIUXCs Ipu IIPpOU3BOJACTBC
JICKAPCTBCHHOTO IpCIiapara

a) YkectroueHue BHYTPHUIIPOH3BOJICTBEHHBIX 1,2,3,4 1,2 1A

KPUTEPUEB TPUEMIIEMOCTH

0) /lob6aBnenue HOBBIX HUCIIBITAaHUN 1501051 1,2,5,6 1,2,3,4,57 1A

KPUTEPUEB TPUEMIIEMOCTH

B) HUckitouenue HECYIIECTBEHHOTO 1,2, 7 1,2,6 1A

BHYTPHUIIPOMU3BOACTBCHHOI'O UCIIBITAHUA

e) JlobaBnenue 50)071 3aMeHa - 1,2,3,45,7 IB

BHYTPHUIIPOU3BOJACTBEHHOT'O  HCIBITAHUS W3
co00pakeHHi OE30IaCHOCTH WJIM KauecTBa

VcnoBus

1.

&

M3MeHeHne He SBISCTCS CIIEACTBUEM KAaKOro-mOo 00s3aTenbCTBa, MPHHATOTO TI0
pe3yJibTaTaM paHee NPOBENEHHBIX AKCIEPTU3 C LIEJIBIO aHaIW3a KPUTEPUEB NPUEMIIEMOCTH
cnenuukanuy (HampuMmep, B X0/I€ PETUCTPAIH WM BHECCHHUS n3MeHeHui 11 Tuma).

. I3aMeHeHune He SBISETCS CIIEACTBUEM HCIPCABUACHHDBIX CHTyaHHﬁ, BO3HHUKIIHUX B XOA€

NPOM3BOJICTBA, HANpUMEp, HOBas HEKBATH(HUIIMPOBAHHAs IMPHMECh, WU3MEHEHHE MpPEeoB
COJIepKAHUS CYMMBI IPUMECEH.

JIro6oe W3MEHEHHUE JOJDKHO YKIAAbIBAaThCA B TUAMA30H TEKYIIMX OJOOPEHHBIX KPHTEPHEB
IPUEMIIEMOCTH.

AHanuTHuYecKas METOJIMKA HE U3MEHSETCS WIN U3MEHSAETCS HE3HAYUTEIIbHO.

Hu ouH HOBBINM METOJT UCIIBITAHUS HE OCHOBAH Ha HOBOM HECTaHIAPTHOW METOJIOJOTHH MU
CTaHIapTHON METOJI0JIOTUH, UCIIOJIb3yEMOI I0-HOBOMY.

HoBbiil MeTon  McHbITaHUS HE  ABISETCs  OMOJIOTMYECKMM  (MMMYHOJIOTUYECKHM,
UMMYHOXUMHUYECKUM) M METO/IOM, B KOTOPOM HCIOJIB3YeTCsl OMOIIOTUYECKUN PEaKTHB JJIs
O6uonornyeckoin aKTUBHOMU bapmarieBTHYECKON cyOcTaHIH
(32 HCKIIIOUEHUEM CTaHJApTHBIX (apMaKONEHHBIX MHKPOOMOJIOTHYECKHX METOOB);
UCTIBITAHKE Ha MOJUIMHHOCTH (B OTCYTCTBHUE MOAXO/SIIEr0 albTEPHATUBHOTO KOHTPOJIS).

. BHYTpUIIPOU3BOACTBEHHOE HUCIIBITAHUE HE 3aTPArMBAECT KOHTPOJIb KPUTUYECKOTO MapaMeTpa,

HalpuMep: KOJIMYECTBEHHOE ONpeiesieHHe; NpuMecH (€ClU TOJIBKO  OIpeesIeHHBIN
pacTBOpUTENIb OAHO3HAYHO HE HCIOJB3YETCS B IPOM3BOJCTBE); JIIOOYI0 KPUTHUUYECKYIO
(Gu3MUecKyr0 XapaKTepUCTUKY (pa3Mep 4YacTUll, HACBIHYIO IUIOTHOCTBIO JO U IOCHe
VIUIOTHEHUsT W T.J.); HCIbITAHME HA TOUIMHHOCTh (@ OTCYTCTBHE MOJIXOJSIIETO
QIBTEPHATUBHOTO KOHTPOJIS); MHUKPOOHMOJOTMUYECKHI KOHTPOIb (€CM TOJBKO OH He
TpeOyeTcs B OTHOUIEHUH ONPEIEICHHOM JIEKApCTBEHHON (DOPMBI).

JloxymenTanus

1.
2.

[TonmpaBka kK COOTBETCTBYIOIIEMY pa3feny (pa3zenam) 10Che.

CpaBHMTeNbHAs Ta0IMIA TEKYIUX U Mpe/laraéMbIX BHYTPUIIPOU3BOICTBEHHBIX MCIIBITAHUI
U KpUTEPUEB IPUEMIIEMOCTH.

[TonpoOHOe omucaHue HOBOW aHAIUTHUYECKOM METOIMKM M JaHHblE O Bamuaauuu (B
COOTBETCTBYIOIIUX CIy4asix).

JlaHHble aHanM3a JABYX NMPOMBIIUIEHHBIX CEpHil (B OTCYTCTBHE JOJIKHBIX OOOCHOBAaHUH s
OMOJOTHYECKNX aKTUBHBIX (papMaleBTUYECKUX CYOCTaHIIMM — TPH CEpPHM) JIEKAPCTBEHHOTO
npernapara 1o BceM napamerpam crenudukanuu.

B coorBercTByrommMx ciy4asx ~CpaBHUTENbHbIE JlaHHbIE Mpoduias pacTBOPEHUS
JIEKapCTBEHHOI'O IIperapaTa HE MEHEe YEeM Ha OJHOW OIBITHO-NPOMBIIUIEHHOW cepuu,
MPOU3BEIEHHON C HCHOJIb30BAaHUEM TEKYIIUX M HOBBIX BHYTPUIPOM3BOICTBEHHBIX
UCIIBITaHUMN.

B oTHOIIEHNN JIEKapCTBEHHBIX PACTUTENBHBIX MPENAapaToB MOT'YT OBITh TOCTAaTOYHbBI JaHHBIE
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CPaBHUTEILHOW PacHalaeMOCTH.
7. O6ocHOBaHHE (OIICHKA PHUCKOB),

HOATBEPIKAAIOIIEE,

qTo

UCIBITaHUE SABIAETCSA HECYILIECTBEHHBIM WA YCTapelo.
8. O0ocHOBaHNME HOBOTO BHYTPUIIPOM3BOJICTBEHHOTO UCIIBITAHHS U KPUTEPUEB IPUEMIIEMOCTH.

BHYTPUIIPOU3BOACTBEHHOE

b.11.B) KonTpoJib kauecTBa BCIIOMOTaTEIbHBIX BEIIECTB

B.ILB.1. I3MeHeHne mnapamMeTpoB cCHelU(pHUKAINN
u (wm) KpUTEPHUEB MIPUEMIIEMOCTH
BCIIOMOTATEJILHOTO BEIIECTBA

Heo0Oxoaumbie
YCIOBHS

JIOKyMeHTBI
U JIaHHbIE

[Ipouenypa

a) YKECTOUeHUEe  KpUTEPUEB
crienuuKanum

MMPpUEMIIEMOCTH

1,2,3,4

1,2

0) lobaBnenne B  crnenudHUKAIHUIO  HOBOTO
napaMeTpa Creuu(pHUKanud U COOTBETCTBYIOLIETO
€My METO/Ia UCTIBITAHUI

1,2,5,6,7

1,2,3,4,6,8

B) VckimoueHne  HECyIIeCTBEHHOTO
cnenudukanuu (marpumep,
yCTapeBILEro mapamerpa)

napamerpa
HCKIJIIOYCHHE

1,2

1,2,7

e) lobaBnenue WIH 3aMeHa (ucknroyas
OMONOrMYEeCKUH 1 UMMYHOJIOTHYECKHI TIpernapar)
napamerpa crenu(uKanud U COOTBETCTBYIOIIETO
€My MeTOJa WCHBITAaHHUH M3  COOOpaKeHHH
0€30MacHOCTH UM KayecTBa

1’ 2’ 3’ 4’ 5’
6, 8

g) Ecam Ha  BcrmomorarenbHOE — BELIECTBO
orcyrcrByeT crarbs ®apmakonen Corosza wim
(apMakonen rocynapcrBa-ujicHa, H3MEHEHHE B
COOCTBEHHBIX  JaHHBIX  crneuupuKauu  Ha
Heo(uIManpHyo (apMakonero uin (apmaxornero
TpeThell CTpaHsbl

1’ 2’ 3’ 4’ 5’
6, 8

VYcaoBus

1.

o~

~

. HoBuI1

V3MmeHeHne He SBISETCA CIEICTBUEM Kakoro-iubo o0s3aTeiabCcTBa, MPHHITOTO IO
pe3ysbTaTtaM paHee MPOBEACHHBIX AKCIEPTHU3 C LENbI0 aHajIu3a KPUTEPUEB MPUEMIEMOCTH
cnenuduKanuy (HalpuMep, B X0JIe pEruCTpaIiy JeKapCTBEHHOTO Mpenapara Wik BHECEHUN
n3meHeHuit Il Tuma).

. I3MeHeHne He SBISETCS CIEACTBHEM HEMIPECABUACHHBIX CHTyaHHﬁ, BO3HHUKIIHUX B XOI€

IIPOU3BOJICTBA, HApUMeEpP, HOBOM HEKBaIU(PUIMPOBAHHOW NMPUMECH, U3MEHEHHS IPEEIIOB
COZIEpKaHUS CYMMBI IIPUMECEH.

. JItoboe M3MeHeHHe NOJKHO YKJIAAbIBaThCA B JUANA30H TEKYIIUX OJOOPEHHBIX KpPUTEPUEB

MMPpUEMIIEMOCTH.

. AnamuTudeckas METOJHNKA HC UBMCHACTCA NI U3MCHACTCA HE3HAYUTCIIBHO.
. Hu OJIMH HOBBIN METOA UCIbITaHUA HC OCHOBAH Ha HOBOM HeCTaHI[apTHOﬁ MCETOAOJOTHHU HUIIN

CTaHIapTHON METOJI0JIOTUH, UCTIOIb3yEMOI I0-HOBOMY.

METOJ  MCIBITaHUS HE  SBJIAETCS  OWOJNIOTMYECKUM  (MMMYHOJIOTMYECKHM,
MMMYHOXHUMHUYECKUM) UM METOJIOM, B KOTOPOM HCIOJIB3YETCS] OMOIOTUYECKUIN PEaKTUB ISt
OMOJIOTNYECKON aKTUBHOW (hapMaleBTUUECKON CYOCTaHIMU (32 UCKIIOYEHUEM CTaHIapTHBIX
(dapmakonelHbIX MUKPOOUOIIOTUYECKUX METO/IOB).

. I3MeHeHune He KacaeTcs FeHOTOKCUYHOM IPUMECH.
. [TapameTp cnenudukanuyu He 3aTparuBaeT KOHTPOJIb KPUTHYECKOIO MapaMeTpa, HarmpuMmep:

npUMecH (€ClM TOJBKO OIpPENETIeHHBIH PACTBOPUTENh OJHO3HAYHO HE HCHOJIb3YyeTCs B
MIPOU3BOJICTBE); JIIOOYI0 KPUTHYECKYI0 (PHU3NYECKYIO XapaKTEepUCTUKY (pa3Mep 4YacTHil,
HaCBIIIHYIO IUIOTHOCTBIO O M IIOCJIE€ YIUIOTHEHMSI M T. [.); UCIBITAHWE HAa MOJUIMHHOCTh
(B OTCYTCTBHE MOAXOJSIIET0 albTEPHATUBHOTO KOHTPOJISI) MUKPOOHOJIOTHYECKHIT KOHTPOJIb
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(ecyu TOJIBKO OH HE TPeOyeTCsl B OTHOIICHUH OMPEIETICHHOM JICKApCTBEHHOW (POPMBI).

JoxymeHTanus

1. TlonpaBka K COOTBETCTBYIOIIEMY pa3eny (pas3zesiam) 10Che.

2. CpaBHuTenbHas TabIUIA TEKYIIUX U MIPeIaraéMbliX ceupuKanui.

3. IMoxpobHoe ommcanue 000 HOBOW aHAITUTUYECKOW METOJTUKU M JJAHHBIC 10 BAIUIAIUH (B
COOTBETCTBYIOIIUX CIy4asix).

4. JlanHble aHanmM3a 2 MPOMBIIUICHHBIX CEpHil (B OTCYTCTBHE JOJDKHBIX OOOCHOBAaHHWM JUIS
OMOJIOTUYECKUX AKTHUBHBIX (hapMalleBTUUECKUX CyOCTaHLMHA — 3 cepuu) BCIOMOIaTeIbHOTO
BEIIIECTBA 10 BCEM MapaMeTpam CIeUPUKAIHH.

5. B cooTBercTByOImMX Ciy4asX JaHHbIE TeCTa CpPAaBHUTEIbHOW KHHETUKH PpPACTBOPEHUS
JIEKApCTBEHHOI'0 IIperapara 0 MEHbIIEH Mepe OIHOW OIBITHO-IIPOMBIIUICHHON CEpuH,
coJieprKalieil BCIoMoraTelibHOe BEIIECTBO, COOTBETCTBYIOUIETO TEKYIIEW M MpesiaraeMoi
cnenrdukanusaM. B OTHOIIEHWH JEKApCTBEHHBIX PACTUTENBHBIX INPEMapaToB MOTYT OBITH
JIOCTATOYHBI JaHHBIE CPABHUTEIHHOM PacIalaeMOCTH.

6. O00CHOBaHMS HEMIPEICTABICHHUS PE3YIbTATOB HOBOTO MCCIIEOBAHMS OMOIKBUBAJICHTHOCTH B
cootBeTcTBUM ¢ [IpaBunamu npoBeneHus uccieaoBanuii 6nosksuBasieHTHOCTH Cor03a.

7. OGocHoBaHue (OIICHKAa PHUCKOB), TMOJTBEPXKAAIONIEE TO, YTO IMapaMeTp SBISETCA
HECYIIECTBEHHBIM WU yCTapell.

8. O0GocHOBaHME HOBOTO MapaMeTpa CrenuGUKauN U KPUTEPHEB TPUEMIIEMOCTH .

b.1l.B.2. I3menenue aHanutuyeckoit| HeoOxomumeie | JIoKyMeHTHI [Ipouenypa
METOHUKH IJI BCIIOMOTaTEILHOIO BEIIECTBA YCIIOBUS Y TaHHBIE

a) He3naunmble  m3MEHEHUsT  OJ0O0pPEHHOM 1,2,3,4 1,2 1A
AHATMTHYECKON METOTUKH

0) MckimroueHne aHAMTUYECKOH METOIUKH, 5 1 1A
eCJIM aJNbTCpHATUBHAS €W METOJIUKA YKe

0100peHa

r) [Ipoune U3MEHEHUs AHAIIMTUYECKOMN — 1,2 IB
METOJUKH (BKIt0Uasi 10OABIEHUE W 3aMEHY)

Ycenosus

1. CornacHO COOTBETCTBYIOUIMM JOKYMEHTaM, HpPOBEIEHbl HEOOXOIUMBbIE BaJUJAlMOHHBIE
UCCJIEIOBaHMSI, TMOJTBEP)KIAIOUINE TO, YTO OOHOBJIEHHAs aHAJUTHYECKas METOJMKa IO
MEHBIIIEW Mepe SKBUBAJICHTHA IIPEIbIIYILEH.

2. Ilpenensl conepaHUs CyMMBI TpUMeceld HE M3MEHHINCHh, HOBBIE HEKBAIU(DUIIMPOBAHHEIE
IpUMECH He OOHAPYKEHBI.

3. Meron aHanmm3a He M3MEHMJICS (HANpuUMep, M3MEHEHUE JITMHBI KOJIOHKH WJIM TeMIepaTyphl,
HO HE JIpYTroil BUJ KOJIOHKH WJIA METON).

4. HoBplii METON  WCIHBITAHUS HE  ABIAETCS  OMOJOTMYECKHMM  (MMMYHOJOTHYECKHM,
UMMYHOXUMHUYECKUM) WJIK METOJIOM, B KOTOPOM HCIOJIb3YyeTcs OMOIOTMYEeCKH peakTuB (3a
UCKJIIOYEHHEM CTaHAAPTHBIX (papMaKOIMEHHBIX MUKPOOHOJIOTUYECKIX METOJIOB).

5. AnpTepHaTHBHAs aHAIMTHYECKAs METOIMKA JJIs mapamerpa creuudukanuu yxe oo0peHa,
IIpY OTOM TaKasi METO/IMKa ObLTa BKIOUYeHa He ¢ momonibio IA (IAyy)-yBeqoMieHus.

JloxymeHnTauus

1. IlommpaBka K COOTBETCTBYyIOIIEMY pas3feny (pa3znenaMm) J0Che, BKIIIOYash OIMCAHHE
QHAINTUYECKOM METOJOJIOTMH, PE3IOME JAaHHBIX 10 BaluJalMM, IEPECMOTPEHHBIE
cnenuduKalyuy Ha IpUMecH (€ciii TPUMEHHUMO).

2. CpaBHUTENIbHBIE PE3YJIbTAThl BAJIMJIALMM WM, IPU HAJTMYUU OOOCHOBAHMS, CpPaBHUTEIbHbIC
pe3ysbTaThl aHallM3a, MOATBEP)KIAIONIME TO, YTO TEKyIee M MpeIaracMoe HCIbITaHHE
9KBUBAJEHTHBL. JlaHHOe TpeboBaHME HE NpPUMEHseTcs, eciu J00aBiseTcs HoBas
AQHAINTHYECKass METOMKA.
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b.I1.B.3. U3menenue ucrounuka moiydeHus| Heooxomumeie | Jlokymentsl u | Ilporemaypa

BCIIOMOTaTENILHOTO BEIECTBA WM PEAKTUBA C YCIOBUS JaHHBIS
puckom TI'D
a) u3 marepuana ¢ puckoMm TI'D Ha marepuan
pPacTUTEIHLHOTO WIH CUHTETHYECKOTO
MIPOUCXOXKICHHUS
1. lns BcmoMoraTelbHBIX BEIIECTB WIIH 1 1 1A
PECaKTUBOB, HE UCIIOJIB3YEMBIX B
IPOU3BOJICTBE OMOJIOTUYECKOi
(MMMYHOJIOTHYECKOM ) AKTUBHOM

dapManeBTUYECKOW  CYOCTaHIIMM WA
OMOJIOTHYECKOr0  (MMMYHOJIOTHYECKOTO)
JIEKapCTBEHHOTO Iperapara

2. Jlns BcIIOMOTraTeIbHBIX BCIICCTB HIIH - 1,2 IB
PEaKTHUBOB, UCTIOJIb3yEeMBIX B
IIPOU3BOJICTBE OM0JIOrNYECcKOit
(MMMYHOJIOTUYECKOM ) AKTUBHOU
(dapMalieBTUYECKOH  CyOCTaHIIMM  WJIM
OMOJOru4ecKoro  (MMMYHOJOTUYECKOTO)
JIEKapCTBEHHOT0 IIpenapara

VYcnoBus
1. Cnenudukanuy Ha BBITYCK M KOHEI CpPOKa TOJHOCTH BCIIOMOTATEIbHOIO BEIIECTBA U
JIEKApCTBEHHOTO MpernapaTa He H3MEHSIOTCSI.

JloxymenTanus

1. Jlexnapaiusi MpOU3BOIUTENS UK JIepKATeNs PETUCTPAIIMOHHOTO YAOCTOBEPEHUS MaTepHaa,
YTO OHM MOJIHOCTHIO PACTUTEIIBHOTO UJIM CUHTETHYECKOTO MPOUCXOXKICHUS.

2. WccrienoBanre SKBUBAJICHTHOCTH MAaTEpUajOB M BIUSHUE HA MPOU3BOJCTBO TOTOBOTO
MaTepuasa ¥ BIHMSHUE Ha XapaKTCPUCTUKH (HAIpPHUMEp, XapaKTCPUCTUKH PACTBOPEHUS)
JIEKapCTBEHHOI'0 IIpenapara.

b.I1.B.4. U3menenue cunte3a win nonyudenus| Heodxoaumele | Jlokymentsl u | Ilpouenypa
He(papMaKoIeHHOro BCIIOMOT'aTeJIbHOTO YCIIOBHSI JTaHHBIE
BellecTBa (€CJIM ONUCAaH B PETUCTPALMOHHOM
JOCb€) MIM  HOBOTO  BCIIOMOTaTeIbHOIO

BEIIECTBA
a) HECYIIIECTBEHHOE M3MEHEHHE CHHTE3a WU 1,2 1,2,3,4 1A
MOJTy4eHUs HehapMaKoNeHHOTo

BCIIOMOTATCJIBHOTO BE€IICCTBA HJIM HOBOI'O
BCIIOMOTATCJIbHOI'O BEIICCTBA

Ycenosus

1. Cmoco6 cuHTe3a W cHeHU(PUKAIUU MIEHTUYHBI M OTCYTCTBYIOT KadeCTBEHHBIE W
KOJTMYECTBEHHBIE M3MEHEHUsI Mpouiisi mpuMmeced (UCKIoYas OCTaTOYHBIE PACTBOPHUTEINH,
IpU YCIOBUM TOTO, YTO MX KOHTPOJIb OCYIIECTBISETCS B COOTBETCTBUU C MPEACIbHBIM
CoJIepKaHuEeM, YKa3aHHBIM B IokyMeHTax Coro3a) min (PU3nKo-XUMHUYECKUX CBOMCTB.

2. Mckaroyast anblOBaHTEL.

JoxymeHnTanus

1. TTonpaBka K COOTBETCTBYIOILIEMY pa3jieny (pa3JienaM) perucTpalioOHHOTO JOChE.

2. JlanHple aHanmm3a cepuid (B opmaTe cpaBHUTEIHHON TAOJHIIBI) IO MEHbBIIEH Mepe 2 cepuid
(mo  MeHbIIEHl  Mepe  ONBITHO-TIPOMBIIIJICHHBIX)  BCIOMOTaTEIbHOTO  BEILIECTBA,
MPOM3BEIEHHBIX C TTOMOIIBIO CTAPOro U HOBOTO MPOLIECCOB.

3. B cooTBeTcTBYIOIIMX CIy4yasX JaHHbIE TEeCTa CPAaBHUTEIBHOW KHHETUKU PACTBOPEHHS
JICKapCTBEHHOI'0 NpernapaTra Mo MeHblled Mepe 2 cepuil (IO MEHbIIEH Mepe OIBITHO-
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MPOMBIIIJICHHBIX). B OTHOIIEHWHU JIEKapCTBEHHBIX PACTHUTENBHBIX TpPENapaToB MOTYT OBITh
JIOCTATOYHBI JAHHBIC CPABHUTEIHLHOU PACIIala€MOCTH.
4, Konusi 0m00OpeHHONW H HOBOM (€CauM MPUMEHHUMO) CHeru@UKAIUi  BCIIOMOTaTeIbHOTO

BCIICCTBA.

B.11.r) KoHnTposb KauecTBa JI€KapCTBEHHOrO IIpenapara

Bb.IL.r.1. U3Menenue apamMeTpoB
crienupuKanum u (nn) KpPUTEPUEB
IPUEMJIIEMOCTH JICKAPCTBEHHOTO Mpernapara

Heo0Oxomumele
YCIIOBUS

JIoKyMEeHTBI 1
JTAaHHbIE

[Ipouenypa

a) Y)KECTOUCHUE KPUTEPUEB MPUEMIIEMOCTH
crienuuKanum

1,2,3,4

1,2

1A

0) y)kecToueHHuEe KpUTEPUEB MPUEMIEMOCTH
cnenru(UKaluy JIEKApCTBEHHBIX TpPENapaTos,
MOJJICKAIINX BBINYCKY Cepuil OpUIMATbHBIM
KOHTPOJIbHBIM OPTaHOM

1,2,3,4

1,2

|Any

B) fo0aBieHne B cCHeHUUKAIMIO HOBOTO
napaMerpa U COOTBETCTBYIOIIECTO €My METOJIa
HUCIIBITAHUH

1,2,5,6,7

1,2,3,457

T') UCKJIFOUYEHHE HECYIIECTBEHHOTO MapamMeTpa
cnenudukanuy  (HampuMmep,  HUCKIIOYCHUE
yCTapeBIIETO apameTpa)

1,2

1,2,6

)K) 1oOaBjIeHUE WM 3aMeHa (MCKIIroYas
OHOJIOTrNYECKU u MMMYHOJIOTMYECKU I
mpemnapar) mnapaMmerpa CHeuu(pHuKanud |
COOTBETCTBYIOIIIETO €My METOJa HCIBITaHHU
U3 co00pakeHui 0€30MaCHOCTHU WJIM KayecTBa

1,2,3,457

3) OOHOBJICHHE JIOCHE C LIETBI0O COOTBETCTBUS
HOJIOKEHUSIM OOHOBIJICHHOW OOIIel CcTaTbhu
@®apmakornien Coro3a Ha JIEKapCTBEHHBIH
npemapart ()

1,2,3,4,7,8

1,2

|Any

n) BBogutcs  2.9.40 crates dapmaxoneu
Coro3a «OOHOPOIHOCTH JO3MPOBAHUS» B
EISIX 3aMEHBI TEKYIIETO
3apEeruCTPUPOBAHHOIO METOJa, JHUOO CTaThs
2.9.5 ®apmakonen Coro3a «OJHOPOIHOCTD
maccbl», b0 craths 2.9.6 dapmakoneu
Coro3a «OTHOPOTHOCTD COICPKUMOTO»

1,2,10

1,2,4

YcaoBus

1. U3menenne He SBISIETCS CIHEICTBHEM KaKOTro-Iu0O 00g3aTelbCTBa,

pe3yibTataM paHEE  MNPOBCACHHBIX

OKCIICPTU3 C

OCJIBIO

nepecMoTpa

MPUHITOIO IO
KpUTEPUEB

pUeMJIEMOCTH crienupuKaluy (HanpruMep, B X0J€ perucTpaliy JeKapCTBEHHOro Mpernapara
WM BHeceHUM u3MeHeHuil Il Tuna), ecinm Tonbko 000CHOBBIBAIOIAs JOKYMEHTAIMs He Obuia
paHee IpOBEpPEHa U YTBEPKJICHA B paMKax IpYrou Mpoueaypsl.
2. I3MeHeHue He SBISETCS CJIEICTBHEM HENpPEIBUACHHBIX CHUTyallud, BO3HUKIIUX B XOJe
MIPOU3BOJICTBA, HANpUMEpP, HOBOM HEKBaIU(HUIIMPOBAHHOW NMPUMECH, U3MEHEHHs Ipe/IesioB

COJACPpKaHUA CYMMBI HpHMeCGﬁ.

3. Jlroboe W3MEeHEeHHUe JOJDKHO YKJIAIBbIBaThCSl B TUAMA30H TEKYIIMX OJOOPEHHBIX KPUTEPHEB

MMPpUEMIIEMOCTH.

4. AHanuTH4YeCKas METOJHNKA HEC UBMECHACTCA NI U3MCHACTCA HE3HAYUTCIIBHO.
5. Hu OJIMH HOBBIN METOA UCIbITaHUA HC OCHOBAH Ha HOBOM HeCTaHHapTHOﬁ METOJO0JIOTHH HUIIH

CTaHJAPTHOW METOOJIOTHUHU, UCTIOJIH3yeMOU

110-HOBOMY.
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6. HoBblii MeTon  HMCHBITAaHUS HE  SABIAETCS  OWMOJIOTUYECKUM  (MMMYHOJIOTHYECKHM,
UMMYHOXUMHUYECKUM) MJIM METO/I0M, B KOTOPOM HCIOJIb3YeTCsl OMOIIOTHYECKUN PEaKTHB IS
OHOJOrn4ecKor aKTUBHOM (papmarieBTHUeCKON CyOCTaHIMU (32 UCKIIOYEHUEM CTaHJIapPTHBIX
(hapMaKoreHbIX MUKPOOHUOIIOTUYECKUX METOJIOB).

7. I3MeHeHue He 3aTparuBaeT Kakue-TMOO mpuMmecH (BKIOYash T€HOTOKCHUYHBIE) WU
pacTBOpEHHUE.

8. I3MeHenue 3arparuBaeT OOHOBJIEHHE KPUTEPUEB MPUEMIIEMOCTH MHKPOOMOIOTHYECKIX
KOHTpOJIEH B LEJAX COOTBETCTBUA JeicTByromee Papmakoriee, a 3aperucTpUpOBAHHBIC
KPUTEPUU TPUEMIIEMOCTH MHUKPOOUOJIIOTUYECKUX KOHTPOJIEH HE BKIIOYAIOT KaKue-Iu0o
JIOTIOJTHUTEIIbHBIE KOHTPOJHM, BKIIOYCHHBIE B CIEUU(UKAINIO, TOMUMO (hapMaKOMEHHBIX
TpeOOBaHUIl B OTHOILIEHUH OIPe/IeJICHHON JIEKapCTBEHHOU (POPMBL.

9. Ilapamerp cnenuduKanuu HE 3aTparuBaeT KPUTUYECKHH  MapameTrp, Hampumep:
KOJIMUECTBEHHOE OIpeeNieHue; MpUMecH (€ClM TOJBKO OIpe/leieHHbI pPacTBOPUTEIND
OJTHO3HAYHO HE HCHOJB3yeTCs] B IPOU3BOACTBE JICKAPCTBEHHOTO IIpenapara); Jro0yro
KPUTHYECKYI0 (PU3UYECKYIO XapaKTEpPUCTUKY (IPOYHOCTh WM XPYIKOCTh TaOJEeTOK, He
MOKPBITBIX 000JIOUKOH, pa3Mephl, U T. 1.); JTH000M 3alIpoc Ha MPOMYCK UCIBITAHUS.

10. [IpennaraeMplii KOHTPOJIb MOTHOCTHIO COOTBETCTBYET Tabnuie 2.9.40-1 crarbu @apmakorneu
Coro3a 2.9.40 u He BKJIIOYAET AIbTEPHATUBHBIE MPEJIOKEHUS HCIBITAHUSI OJHOPOJHOCTH
JO3UPOBAaHUSI C TOMOIINBI0O BapHallM MacChl WM OJHOPOJHOCTH COJICpXKaHHS, eCIH
MocJIeIHUE yKazaHbl B Ta0uie 2.9.40-1.

JloxymenTanus

1. [TonpaBka K COOTBETCTBYIOLIEMY pa3feny (pa3zieinam) J0Che.

2. CpaBHuTeNbHAs TaOMUIA TEKYIIUX U MPEIaraeMbIX CeHPUKAIIIL.

3. [TonpobOHOE onucanue 000N HOBOW aHAIUTUYCCKOW METOJIUKH W JIAHHBIC 110 BAIUIAINH (B
COOTBETCTBYIOIIUX CIy4asx).

4. JlanHble aHaiIM3a JBYX MPOMBIIUIEHHBIX CEpUil (B OTCYTCTBHUE JOJKHBIX OOOCHOBAaHUM IS
OMOJIOTUYECKNX AaKTUBHBIX (papMalleBTUYECKUX CyOCTaHUUW — 3 cepuu) JIeKapCTBEHHOTO
Ipernapara 1o BCeM rapameTpam crelupuKanum.

5. B cooTBeTcTByIOIIMX CiIy4asXx [aHHbIE TeCTa CPABHUTEIBHONW KHHETUKH PACTBOPEHUS
JIEKApCTBEHHOI'0 TIperapara IO MEHBIIEH Mepe OJHOM OIBITHO-IIPOMBIIUICHHON CEpuH,
COOTBETCTBYIOIIME TEKylleW U TMpeanaraeMoil croenudukamusM. B OTHOIIEHHH
JIEKAPCTBEHHBIX  PACTUTENBHBIX  MpenapaToB  MOTyT OBITh  JOCTAaTOYHBI  JAHHBIE
CpPaBHUTEIBHOM pacragaeMOoCTH.

6. O6ocHOBaHME (OIIEHKA PUCKOB), TOATBEPKIAOIIEE, YTO MMapaMeTp SBISCTCS HE3HAUNMBIM.

7. O60CcHOBaHME HOBOTO MapamMeTpa cuelupuKaluy 1 KpUTepHeB MPUEMIEMOCTH.

() llpuMeuanue |ecnu B JOChe  3apErMCTPUPOBAHHOTO  JIEKAPCTBEHHOTO  Iperapara
YIIOMHHAETCSl  «TEKylllee U3JaHue» HeoOXOJUMOCTh B YBEIOMIIEHUH
YIIOJTHOMOYEHHBIX OpraHoB 00 oOHoBIeHHOW cTarbe Papmakoren Coroza
win (papmakoren rocygapcTBa-uwieHa. B cBsi3u ¢ 3TUM Takoe M3MEHEHUE
NPUMEHSIETCS MPU OTCYTCTBMM YIOMHHAHHUS OOHOBIIEHHOW (papMakomneiHon
CTaTb B TEXHMYECKOM JOChE, a W3MEHEHUE OCYLIECTBIIIETCA B IEIAX
BKJIIOUEHUS YIIOMUHAHMSI OOHOBJIEHHON BEPCHH.

b.IL.r.2. I3menenue ananmutuueckord meroaunku| HeoOxomumpie| J[oxymeHTHI [Ipouenypa

JIEKapCTBEHHOTO Tperapara YCIOBUS U JaHHBIE

a) He3HAYUTEIbHbIC U3MEHEHUS YTBEP)KICHHON 1,2,3,4 1,2 1A
AHAJINTHYECKON METOIUKU

0) UCKJTIOYCHUE  AHAIMTHYECKOW  METOIMKH, 4 1 1A

€CIM aNbTepHATHBHAS €l METOJIUKa YyKe
0100peHa
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1) OOHOBJICHUE aAHAJTUTHYECKON METOJUKH B 2,3,4,5 1 1A
LENAX COOTBETCTBUA OOHOBJIEHHOH 0OMIEH

cratbe @apmakonen Coro3a

e)B LEIX OTpaKEHUS COOTBETCTBHUS 2,3,4,5 1 1A
®dapmakoneu Coroza " HCKITIOUCHUS

YIOMUHAHUS yCTapeBIICH COOCTBECHHOI

AHAJTMTUYCCKON METOJIMKH M €€ HoMepa (*)

VYcnoBus

1. CornacHo COOTBETCTBYHOIIMM AJOKYMCHTAM IIPOBCIACHBI H606XOI[I/IMBIC BalInJallMOHHBIC
HCCIICOO0BaHUs, TOATBCPIKAAOIINEC, YTO OOHOBJICHHAS aHAJIUTHYCCKAS METOIMKa O MEHBIIICH

Mepe KBUBAJICHTHA MPEIbITYIICH.

2. Ilpenensl conepkaHHsi CyMMBbI MPUMECEH HE W3MEHWINCh, HOBbIE HEKBAIM(UIIUPOBAHHBIC

pUMecH He OOHAPYKEHBI.

3. Meron ananu3a He WU3MEHWICA (HampuMep, U3MEHEHHE JUIMHBI KOJOHKU WM TEMIEpaTyphl,

HO HE IPYro¥l BUJ KOJIOHKH WJIM METO.).
4. HoBpli MeTOJ  WCIIBITAHWUS  HE

SABJIICTCA

OUOJIOTUYECKUM

(MMMYHOJIOTUYECKUM,

UMMYHOXUMHMUYECKUM) WJIM METOJIOM, B KOTOPOM HCIOJIb3YyeTcs OMOIOTMYEeCKU peakTuB (3a
UCKJIIOYEHUEM CTaHAAPTHBIX (papMaKOIMEHHBIX MUKPOOHOJIOTUYECKIX METOJIOB).

5. 3aperucTpupoBaHHas aHaJIMTUYECKAas METOAMKAa YK€ CChlIaeTcs Ha OOIIyl0 CTaTbhio
dapmaxorien Coroza, a 00bIe U3MEHEHUS SBISIOTCS HE3HAYUMBIMU U TPEOYIOT OOHOBIICHUS

TCXHHUYCCKOI'O JOCKC.

JloxymenTanus
1. IlompaBka K

COOTBETCTBYIOIIEMY pa3ieny (paszenam) JOChe,

BKJIrO4as

OIIMCaHHuC

AHAIUTUYCCKOM METOJIOJIOTHH, pPE3IOMe JaHHBIX 110
crienruKanuy Ha MPUMeECH (€CII MPUMEHHUMO ).

BaJIMaau, IECPECMOTPCHHLIC

2. CpaBHI/ITeJII)HI)IG PE3YIbTAThl BalWJAallMW WJIW IIPU HAJIUYHUU obocHOBaHUS CPaBHHUTCIIbHBIC

PE3yibTaThl aHAJIN34d, MMOATBCPKIAAOMIUC TO, YTO TCKYIICC W MNpCAIaracMoc HCIbITAHHUC
SKBHUBAJCHTHBLI. HacTosiiee Tpe60BaHI/Ie HC TIIPUMCHACTCA, C€CIU [[O63BJI$I€TC$I HOBas

AHAJIMTUYCCKasA MCTOAMKA.

(') Ilpumeyanue Ecmu B nocke
YIIOMHHAETCS

OTCYTCTBYET.

3apCTUCTPUPOBAHHOTO
(TCKYLICC U3JaHUCY,

JIE€KapCTBEHHOT'O
HEOOXOJIMMOCTh B YBEJOMJICHUU
YIIOJIHOMOYEHHBIX OpraHoB o0 oOHOBieHHOU craThe Papmakonen Coroza

npenapara

B.11.1) YnakoBo4HO-yKynOopo4yHas CCTeMa

b.IL.x.1. U3menenne nepBuyHoM  ynakoBku| HeoOxoaumeie | JlokymenTst u | [Ipouenypa
JIEKApCTBEHHOTO IIperapara YCIIOBHS JTAaHHBIE
a) Ka4YeCTBEHHBIN M KOJIMYECTBEHHBIN COCTAB
1. Tepasie nekapcTBEHHBIE POPMBI 1,2,3 1,2,3,4,6 1A
2. MsiTkue ¥ HECTEpHWJIbHBIE  JKUIKUE - 1,2,3,5,6 IB
JIEKapCTBEHHbIE (POPMBI
0) u3MeHeHHe  BUJAa  KOHTEiiHepa WU - -
no0aBJIeHNEe HOBOTO KOHTEHHepa
1. TBepasie, MsATKHE€ U  HECTEPHUIIBHBIC - 1,2,3,56,7 IB
KHJIKHE JIEKapCTBEHHBIE (POPMBI
3. UckmroueHne  KOHTEWHEpa IMEepBHUYHOU 4 1,8 1A
YIaKOBKH, KOTOPOE HE MPUBOJIUT K MTOJTHOMY
UCKITFOUECHUTIO JIO3UPOBKH 17011
JIeKapCTBEHHOM (popMBI

YcnoBus

1. U3menenue 3aTparuBacT TOJBKO OJAWH MW TOT KC BUI YHAKOBKU (KOHTeﬁHepa) (HaanMep,
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oimctep Ha OyucTep).

2.1lo 3HaYMMBIM CBOICTBaM NpeJIaraeMblii yIAaKOBOYHBIA MaTepual JOJDKEH OBITh IO
MEHbIIEH Mepe HIKBUBAIIEHTHBIM OJJOOPEHHOMY.

3. HauaTbl COOTBETCTBYIOILIME HCCIIEAOBAHUS CTA0MIBHOCTH B COOTBETCTBHU C JIOKyMEHTaMHU
Coroza u 3agBUTENEM HAa MOMEHT BBEACHUS H3MEHEHMH MpOaHaIM3UPOBAHBI
COOTBETCTBYIOILIIME TapamMeTpbl CTaOMJIBHOCTM HE MEHee 4YeM Ha JABYX OIBITHO-
IOPOMBIIUICHHBIX WM IPOMBIIUIEHHBIX CEpUSX, B €ro paclopsHKEHUH HaXOAATCS
yIIOBJIETBOPUTEIbHBIE pE3yAbTaThl IO MEHbIIEH Mepe 3-X MEeCAYHOro H3y4YCeHHUs
crabmibHOCTU. OJHAKO, €CM MpeajsaraeMasl yrnakoBka 0osiee YCTOHYMBA IO CPAaBHEHMIO C
0JI00OpPEHHOM, TO 3-X MECSYHbIE NaHHBIE MO CTAaOMIBHOCTH He TpeOyrorca. MccrnemoBanus
JIOJDKHBI OBITh 3aBEPILEHBI, €CIM UX PE3yJbTaThl HE YKJIAJbIBAIOTCA B CHELU(PHUKALMU WU
NOTEHIMAJIBbHO MOTYT HE YJIOXKUTHCS B CHEUM(UKALMU Ha KOHEI[ CPOKa TOJHOCTH, HX
HE00XO0IMMO HEMEJIEHHO MPEAICTaBUTh YIOJIHOMOYEHHOMY OpIraHy Hapsiy ¢ IpeiaraeMbIM
IIJIAHOM JIEUCTBUM.

4, Ocrapmrasicsi ¢opma (dhopmbl) BBITYCKa JIEKAPCTBEHHOI'O IIpemapara J0JDKHA ObITh
JOCTaTOYHA JJIsl BBIIIOJHEHHUS PEKOMEHIAIMA IO JO3MPOBAHUIO U TIPOJODKUTEIBHOCTH
JIeYCHHMs], YKa3aHHbIX B 00IEl XapaKTepUCTHKE JICKAPCTBEHHOI'O Mpenapara.

JoxymeHnTauus

1. ITonpaBka K COOTBETCTBYIOLIEMY pa3jiely (pa3zienam) 10Che.

2. HeoOxomumble JaHHBIE O HOBOW yIAaKOBKE (HAIpUMEp, CPAaBHUTENbHBIC JaHHBIC TIO
HIpOHHLAEMOCTH, Hanpumep, 171t O, COy, Biaru u 1. 1.).

3. B cooTBercTByIOmMX CilydasXx HEOOXOAWMO TMPEICTaBUTh TMOJATBEP)KICHHE TOrO, YTO
B3aUMOJICIICTBUE MEXJYy COAEPKUMBIM M YIIaKOBOYHBIM MAaTepHaJoM HE MPOUCXOIUT
(HarpuMmep, OTCYTCTBYET IEpPEMELIEHHUE KOMIIOHEHTOB IIPEIaraéMoro Mmartepuaia B €ro
COJIEPKMMOE, KOMIIOHEHTHI JIEKAPCTBEHHOTO IIperapara He NepeXo/saT B YIAKOBKY), BKIItOYast
MOJTBEPKIEHUE TOTO, YTO MaTepHaj COOTBETCTBYET COOTBETCTBYIOIIUM (hapMaKOMEHHBIM
TpeOOBaHUAM WM 3aKoHOJarenbcTBY Coro3a O IMIACTUYECKHUX MaTepuanax U OObEeKTaM,
KOHTaKTUPYIOLIUM C MUIIEBBIMU IPOAYKTAMHU.

4. leknapanysi, 4To HadaTbl TpeOyemble HCCIeI0OBaHUsA CTaOWIBHOCTH B COOTBETCTBHM C
nokymeHntamu Coro3a (C yKka3aHHeM HOMEPOB CepHil); U 4TO (B COOTBETCTBYIOIIUX CITy4asix)
Ha MOMEHT BBEJCHHMS H3MEHEHMH B pacloOpsHKEHUU 3asBUTENS] HAXOAWIMCh Tpedyemble
MUHUMAJIbHbIE Y/I0BJIETBOPUTENIbHBIE JAHHBIE IO CTAOMIBHOCTH; U YTO UMEIOIINECS JITaHHbIE
HE CBUJETENILCTBOBAIM O Kakoi-mubo mpobneme. HeobOxommmo Takke MpeICTaBUTh
MOJATBEPXKJIEHUE TOr0, YTO HCCIEAOBAHUS OYyAYT 3aBEpLICHBI, U YTO €CIU PE3yJbTaThl HE
OyayT yKiIaaplBaTbcsd B CHEUM(UKAIUM MM NOTEHIMAIbHO MOTYT HE YIJIOXUTHCS B
cnenu@uKaluy Ha KOHEIl CpoKa TOAHOCTH, UX HEMEIJIEHHO IPE/ICTaBAT YIOIHOMOUYEHHOMY
Oprasy Hapsay ¢ IpeJlaraéMblM IIJIAHOM JEHCTBHM.

5. Pesynbrarel uccnenoBaHuil CTaOUIBHOCTH, NMPOBEACHHBIX B COOTBETCTBHM C JOKYMEHTaMHU
Coro3a, 1Mo 3HAYMMBIM [apaMeTpaM CTAaOMJIBHOCTH HE MEHee YeM Ha JIByX OIBITHO-
IPOMBIIIIEHHBIX WJIM MPOMBIIIEHHBIX CEpHUSAX, OXBATHIBAIOLIMX HE MEHee 3-X MeEcCsUEB, U
HOJTBEPXKIEHUE TOTr0, YTO YKa3aHHbIE MCCIIEOBaHUs OyIyT 3aBEpILEHBI, U €CIIU Pe3yIbTaThl
He OyayT yKJIaJbpIBaThcsl B CHEUU(PUKAIMK WIM HOTEHIUAIBHO MOTYT HE YJIOXKHUTHCS B
crneur(UKauy Ha KOHEll CPOKa TOAHOCTH, MX HEMEJIEHHO MPEJCTaBAT YIOJIHOMOYEHHOMY
OpraHy Hapsy C peyIaraéMbIM IIJIaHOM JIEHCTBHI.

6. CpaBHeHHEe TEKYIIMX U IMpe/ylaraeéMbplX crenu@ukanuii MepBUYHON YIAaKOBKU (ecin
IPUMEHHMO).

7. B cOOTBETCTBYIOUIMX CITy4yasx oOpa3isl HOBOTO KOHTeWHepa (YKYIIOPKH).

8. Jlexnmaparysi, 9TO OCTaBIIMiCS pa3Mep (pa3Mepbl) YIAKOBKHA COOTBETCTBYET  PEKUMY
JO3UPOBAaHUS U MNPOJODKUTEIBHOCTH JIEYEHUS W JOCTATOYHBl JUISl  BBINOJIHEHMS
pEeKOMEHIaluil TI0 JO3UPOBAHUIO, IIPUBEJIEHHBIX B OOIIEH XapaKTepUCTHKE JIEKAPCTBEHHOTO
npernapara.
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Ilpumeuanue |dms  B.ILJ.1.0) —ecnu wuU3MEHEHHWE TNPHUBOAUT K «0Opa30BaHHWIO HOBOM
JIEKapCTBEHHON (OpPMBI», TO TaKOE€ M3MEHEHHE TpeOyeT Mojaadyu 3asBICHHS O
pacuIMpeHNH PETUCTPAIIHH.

b.11.x.2. U3menenue napamerpoB| HeoOxonumbie | JIOKyMEHTBI [Ipouenypa
crienuduranumn u (vm) KPUTEPHUEB|  YCIIOBHS U JaHHBIC

MIPUEMIIEMOCTH MEPBUYHOMN yIaKOBKH

JICKapCTBEHHOT'0 Ipernapara

a) Y)KeCTOUCHHE KPUTEPUEB MPUEMIIEMOCTH 1,2,3,4 1,2 1A
crienuuKanum

0) moGaBieHre B  CHEUNU(PHUKALHUIO HOBOTO 1,2,5 1,2,3,4,6 1A

mnapaMmerpa H COOTBETCTBYIOILIEH eMy
AHAINTUYECKOU METOIUKH

B) UCKJIIOUEHHE HECYIIECTBEHHOIO Iapamerpa 1,2 1,2,5 1A
cnenuukanud  (HampuMep,  HCKIIOYCHHUE
yCTapeBIIETro napameTpa)

r) tobaBjeHUME WJIM  3aMEHa  Iapamerpa — 1,2,3,4,6 IB
cnenudukanuu u3 CO00paxeHui

0€30I1aCHOCTH MJIM KadyecTBa

Ycnosus

1. I3MeHeHne He SBISICTCS CIEICTBHEM Kakoro-iubo 00s3aTelnbCcTBA, MIPHHATOTO IO
pe3yJibTaTaM paHee MPOBEICHHBIX AKCIEPTU3 C LENbI0 aHAIN3a KPUTEPUEB MPUEMIIEMOCTH
crnenudukanuu (HampuMep, B X0/ PErUCTPAIMH JIEKAPCTBEHHOTO Ipenapara Wil BHECCHHH
n3meHenuit Il Tuma).

2. I3MeHeHre He SBISETCS CIEICTBUEM HEMPEIBUICHHBIX CHUTYyallud, BO3HUKIIMX B XOJE
MIPOU3BOACTBA.

3. JIroboe M3MEHEeHHE NOJDKHO YKIAAbIBATHCA B JUANA30H TEKYIIUX OJOOPEHHBIX KPUTEPUEB
MIPUEMIIEMOCTH.

4. AHanUTHYECKasT METOIUKA HE U3MEHSIETCS MIIM U3MEHSIETCS HE3HAUUTEIBHO.

©. Hu onvH HOBBIM METO/ MCTIBITAHUSI HE OCHOBAH Ha HOBOM HECTAaHJIAPTHOW METO/I0JIOTUU HIIU
CTaHJIAPTHOW METOJIOJIOTHH, UCTIOJIB3YEMOM IT0-HOBOMY.

JoxymeHTanus

1. TTonpaBka K COOTBETCTBYIOILIEMY pazJieny (pa3zienam) 10Che.

2. CpaBHUTENBHAS TaOIUIA TEKYIIUX U TPEIaraeMbIX CriepUKaIni.

3. IlogpoOHOe omucaHue HOBOW AHAIWTHYECKOM METOAMKM M JaHHbIE 10 BalMJalUu
(B COOTBETCTBYIOLIUX CIyYasix).

4. JTanHble aHANN3a ABYX CEpPHUI YIIaKOBOUHOTO MaTepualia o BceM Mapamerpam (IoKa3aTessim)
crienuuKaIuu.

5. ObocHoBaHMeE (OLIEHKA PUCKOB), TOATBEP:KIAIOIINE, UTO ApaMETP SIBJISAETCS HE3HAYMMBIM.

6. O00CHOBaHME HOBOTO IMapaMeTpa Crenu(GUKauu 1 KPUTEPHEB MTPHEMIIEMOCTH.

b.I11.x.3. I3menenue ananutuueckoi Metoquku| Heooxoaumele | JloKkyMeHTHI IIponenypa
JUISE TIGPBUYHON YIAKOBKH JICKQPCTBEHHOTO|  YCJIOBHUS U TaHHBIE

npemnapara

a) HE3HAYNMBbIE A3MEHEHUS 0J100peHHOM 1,2, 3 1,2 1A
AHAJINTHYECKON METOIUKHU

0) mpoune A3MEHEHUS aHAJIUTUYECKOM 1,3, 4 1,2 1A
METOJMKH (BKIIOUasi 3aMeHY WK T0OaBIEHHE)

B) UCKIIIOUCHHE AaHAJIMTHYECCKOM METOJIHKH, 5 1 1A
€CJIM albTePHATHBHAS €H METOJIuKa yXKe

onobpeHa

YcmoBus

1. CornacHo COOTBCTCTBYIOIIUM  JTOKYMCHTAaM, IpOBCACHA HCO6XOI[I/IM8.SI BaJlnaanus,
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MOJATBEPXKJAIONIAsl TO, YTO OOHOBJEHHAs aHAJUTUYECKas METOJMKa MO MEHbIEH Mepe
HKBHUBAJICHTHA MPEABIAYIICH.

2. Metop aHanu3a He U3MEHWICA (HalpuMep, U3MEHEHHE JUIMHBI KOJIOHKU WUJIU TeMIepaTyphl,
HO HE Apyras KOJIOHKA WIH METON).

3. Hu oagun HOBBIN METOJl UCTIBITAaHUSI HE OCHOBAaH Ha HOBOI HECTaHJIAPTHON METOJI0JIOTHU WU
CTaHJIAPTHOW METOJOJIOTHH, UCIIOJIB3YEMOM IT0-HOBOMY.

4. AktuBHas (apmaineBTHYeCcKass cyOcTaHuus (JIGKQpCTBEHHBIM TMpenapar) He SIBISIOTCS
OMOJOrNYECKUMH (MMMYHOJIOTMUYECKUMH).

5. AnbTepHaTHBHAs aHAIUTHYECKAash METOAMKA JJIs MMapameTpa creuudukaiuu yxe oao0peHa,
IIPU ATOM TaKasi METOIMKA ObLTa BKJIIOUYeHA He ¢ momolibio IA (IAyy)-yBenoMieHuUs.

JoxymeHTanus

1. [TonpaBka K COOTBETCTBYIOIIEMY pa3jeny (pa3zenam) J0Che.

2. CpaBHUTENbHBIE PE3YJIbTAThl BaIUJALUN WU, [IPH HAJIUYUKU OOOCHOBAHUS, CPaBHUTEIbHBIC
pe3ysbTaThl aHajdu3a, MOATBEP)KIAIOIIME TO, YTO TEKyIlee M MpelaraéMoe HCIbITaHuE
SKBUB&JIEHTHBI. Hacrosimee tTpeOoBaHue HE MpPUMEHSETCS, €ciau J00aBlseTcss HOBas
AHAIUTUYCCKAST METOJIHKA.

b.IL.n.4. U3menenue ¢opmel unu  pasmepon| Heooxonumeie | JJokymentsl u | [Ipouemypa
NEPBUYHON  YNAKOBKM WU YKYIOPKH|  YCIIOBHUSA JaHHBIC

(epBUYHON yITaKOBKH)

a) HECTEPUJIbHBIE JICKAPCTBEHHBIC MpPeTapaThl 1,2,3 1,2,4 1A

B) CTEPHJIbHBIC JICKAPCTBEHHBIE IIPeTnapaThl — 1,2,3,4 IB
Ycnosus

1. KauecTBEHHBII U KOJUYECTBEHHBIN COCTAaB IEPBUYHON YIIAKOBKH HE U3MEHUJICS.

2. VI3MeHeHue He 3aTparuBaeT KIKOYEBbIE I1OKA3aTeNd KayecTBa YMAKOBOYHOIO MaTepuala,
KOTOpBIE MOTYT TOBJHMATH Ha JOCTAaBKYy, NMPHMEHEHHE, Oe30MacHOCTh HIU CTaOMIBHOCTH
JIEKapCTBEHHOTI'O IIpernapara.

3. Ilpu n3mMeHeHnn cBOOOTHOTO MTPOCTPAHCTBA WIIM OTHOILIEHHSI IIOBEPXHOCTH (00BEM) COTTIACHO
COOTBETCTBYIOLIMM J0KyMeHTaM Coro3a 1o cTaOWIbHOCTH HayaTbl COOTBETCTBYIOLIHE
UCCJIEIOBaHMSI  CTAOMJIBHOCTH;  MPOAHAIM3HPOBAHBl  COOTBETCTBYIOLME  IapaMeTphl
CTa0MJIBHOCTH HE MEHee YeM Ha 2 ONBITHO-NIPOMBINUIEHHBIX (A7 OHOJIOrMYEeCKUX
(MMMYHOJIOTUYECKUX) JIEKapCTBEHHBIX IpenapaToB — 3 CepUsx) WIM HTPOMBIIIIEHHBIX
CEpUAX; B PACHOPSIKEHUM 3asBUTEN HaXOLATCS YAOBJIETBOPUTEIBHBIE PE3YJIbTaThl IIO
MeHbIIEH Mepe 3-X MECSUHOTO M3Yy4eHHs CTaOWIBHOCTH (I  OMOJIOTMYECKUX
(MMMYHOJIOTHYECKHX) JIEKAPCTBEHHBIX MpenaparoB — 6-Tu MecsiuHoro). [lonrBepxaenHue
TOT0O, YTO HMCCIENOBaHUs OyayT 3aBeplIeHbl W B cllydae, €CIM pe3ynbTaTbl HEe OyayT
YKJIaJIbIBaThCsl B CHEUU(UKALMU UM MOTYT MOTEHIMAIBHO HE YIOXKUTHCS B crenudukanuu
Ha KOHEI| CpOKa rOJTHOCTH, UX HEMEJJICHHO MPE/ICTaBAT YIIOJTHOMOUYEHHOMY OpraHy Hapsay ¢
[IpeIaraéMbIM IJIAHOM JEHCTBUN.

JoxymeHTanus

1. ITonpaBka K COOTBETCTBYIOIIEMY pa3zeny (pasjienaM) perucTpaliOHHOTO JIOChE, BKIIOYast
ONMCaHKe, TOAPOOHBIH YEepPTEeX M COCTaB MaTepuaia KOHTEHHEepa WM YKYHOPKH, a TaKke
nepecMoTp HHPOPMALIUU O JIEKAPCTBEHHOM Ipernapare.

. B cooTBeTcTBYIOIMIMX Ciydasx 00pa3iibl HOBOTO KOHTEHHEpa (YKYIIOPKH).

3. IlpoBeneHbl MOBTOpPHBIE  BANWJALMOHHBIE HCCIENOBAHUS CTEPHIBHBIX  IPENaparos,
MOJIBEPTaloOIIMXCsl  TEPMUHAJIBHOM  crepuin3aludd. B COOTBETCTBYIOLIMX — CiIydasx
HE00X0/IMMO yKa3aTh HOMEpa CepUid, UCIIOIB30BaHHbBIX B BAJIMAALIMOHHBIX HCCIETOBAHUSAX.

4. Ilpn wu3MeHeHMH CBOOOJHOIO MPOCTPAHCTBA WJIM OTHOIIEHHS IOBEPXHOCTH K OOBEMY
JIeKJIapanus, 4To HadaThl TpeOyeMmble HCCIeIOBaHUsA CTAOMIBHOCTH B COOTBETCTBUHU C
nokymeHntamu Coro3a (C yKkazaHHeM HOMEPOB CepHil); U 4TO (B COOTBETCTBYIOIIMX CITy4asix)
Ha MOMEHT peajM3alliy yBeloMiieHHs 00 u3MeHeHuH A Tuma v mojayu yBeJOMJIECHHUS 00
u3MeHeHnn IB Tuma B ero pacnopshpKeHMHM HaxoOJSTCS YJIOBJIETBOPHUTENbHBIE PE3YJbTaThl

N
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U3Y4eHUsS CTAaOMIBHOCTH; W YTO HMEIOIIMECS JaHHble HE YKa3blBalOT Ha Kakue-in0o
npobiiemMbl. HeoOXomuMo Takke MPEACTaBUTH MOATBEPXKIEHHUE TOTO, YTO HCCIICIOBAHUS
OyIyT 3aBepIICHBI, U YTO €CIH Pe3yJbTaThl HE OYIyT YKIAAbIBATHCS B CICUM(DUKAIMN WU
MOTYT TOTCHIIMATBLHO HE YJIOXKHUTHCS B cCleNU(HUKAIMM HAa KOHEI] CPOKa TOJHOCTH, WX
HEMEIJICHHO TMPEACTaBIT YHNOJHOMOYEHHOMY OpraHy Hapsjly C HpeiaracMbiM ILJITAHOM

NENCTBUM.

Bb.11.n.5. U3menenue pa3mepa
JIEKapCTBEHHOTI'0 IIpernapara

YIIaKOBKH

Heo0Oxomumele
YCIIOBUS

JIOKyMEHTBI
U JTaHHBIE

[Ipouenypa

a) U3MEHEHHE KOJINYECTBA €IMHHII
JeKapCcTBEHHON (hOpMBI (Hampumep, TabJIETOK,
aMIyJ U T. /1.) B yIIaKOBKE

1. I3meHeHue yKinaapiBaeTcs B OJOOpEHHBIN
JIMara3oH pa3MepoB YITAKOBOK

1,2

1,3

|Any

2. VI3meHeHue HE yKJIaJbIBaeTCA B
0JJOOpEHHBIH AUAMa30H pa3sMepPOB YIAKOBOK

1,2,3

IB

0) u3MeHeHue pasmepa (pa3MepoB) yIaKOBKU

1,2

I') ©3BMEHEHHE HOMUHAJIbHOH Macchl
(HOMUHaANBbHOTO 00BEMA) HeENmapeHTEPaTIbHBIX
MHOT'OJIO3HBIX (WJIM OJHOJO3HBIX C YaCTHYHBIM
M3BJICYEHHEM) JIEKAPCTBEHHBIX IIPENapaToB

1,2,3

IB

YcnoBus

1. HoBblli pa3mep yNakoBKH  JIOJIKEH

npernapara.

COOTBETCTBOBATH

2. MaTepI/IaJ'I nepBHquﬁ YIIAaKOBKH HE U3MCHACTCH.
3. OcraBmmecs (1)OpMI)I BBIITYCKa IMO3BOJIAIOT BBIIIOJIHHUTHL PCKOMCHAAIMKU 110 JO3UPOBAHHUIO U
JJIMTCIIBHOCTH JICUCHUS, YKAa3aHHBIC B 0611161‘/'1 XAPAKTCPUCTHUKEC JICKAPCTBCHHOI'O IIPCIlapaTta.

peXKUMY  J1O3UPOBAHUS
MPOJOKUTEILHOCTH JICUCHHUS, YKa3aHHBIM B OOIIEH XapaKTepUCTUKE JIEKapCTBEHHOIO

u

JoxymeHnTanus

1. ITormpaBka K COOTBETCTBYIOIIEMY pasaeny (pasgenam) JAOChe,

BKJIIO4asA TIMEPECMOTP

uH(popMalMu O JIeKapCcTBEHHOM mpenapare. 2. OOOCHOBaHME, YTO HOBbIE (OCTAIOLIUECH)
pasMephl YIIaKOBOK COOTBETCTBYIOT PEXHMMY JIO3UPOBAHMS U MPOJOJDKUTEIBHOCTH JICUSHHUS,
yKa3aHHBIM B 00IIIeH XapaKTEePUCTHKE JIEKAPCTBEHHOTO Mperapara.
3. leknaparysi, 4To €CiM 0’KUAAETCs BIUSHUE Ha CTAOUIBHOCTbD, COIJIACHO COOTBETCTBYIOIIUM
nokymentaM Coro3a OynyT HadaThl HCCII€OBaHMs CTaOWIbHOCTU. JlaHHBIE HEOOXOIHUMO
NpeJCTaBUTh (C IMpe/laraéMblM IJIAHOM JIEHCTBHI), JIMIIb €CIM OHM HE YKJIAJbIBAIOTCS B

crienuuKanuu.

Illpumeuanue:

O paCIINpCHUU.

Hna  B.ILp.S.r — ecnu M3MEHEHUE NPUBOIUT K M3MEHEHUIO «IO3UPOBKM
JIEKapCTBEHHOTO Tpernapara, TO TaKoe U3MEHEHHE TpeOyeT Mo1auu 3asBICHUS

b.I1.1.6. I3MeHeHMe kakoi-1100 COCTaBIIAIOLIEH
YIIaKOBKH (YmakoBO4HOTO MaTepuana),
HENOCPEJCTBEHHO HE  COIpHKacaroueiics ¢
JIEKapCTBEHHBIM TpernapaToM (Hampumep, IBET
CHEMHBIX KOJITaYKOB, IIBETHBIE KOJIOBHIE KOJIbIIA
Ha amIyJnax, U3MEHEHHE KOJINayvKa,
3alIUIIAIONIET0 HUINTy (MCHOJB30BaHUE JIPYroro
IUIaCTHKA),  W3MEHEHWe  Ju3aifHa,  IBeTa
MapKUpPOBKH, HaHeceHue mTpux kona (2D, 3D),
HaHeceHue mpudTa bpaitns)

Heo0Oxoaumeie
YCIOBUS

JIOKyMeHTBI
U JaHHBIE

[Ipouenypa

a) I3MEHEeHKe, 3aTparuBaroniee HH(GOPMAIHIO O
JIEKapCTBEHHOM TIpenapare

|Any
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0) U3MEHeHue, He 3aTparuBaroliee HHHOpMaIHio

0 JICKapCTBCHHOM MpCriaparc

1A

VcnoBus

1. U3meHeHue He 3aTparuBacT 4aCTH YIIAKOBOYHOI'O MaTc€puHajia, KOTOPbIC MOI'YT IOBJIMATH Ha
J0CTaBKy, IPMMCHCHHUC, 0€3011aCHOCTh HJIM CTAa0OMIBHOCTD JICKApCTBCHHOI'O ITpIriapara.

JoxymeHTanus

1. IlommpaBka K COOTBETCTBYIOIIEMY paszeny (paszenaM) J0Chbe,

uH(OPMAIIKH O JIEKAPCTBEHHOM Iperapare.

BKJIFO4YasaA IICPECMOTP

B.11.n.7 U3menenne nocraBmuka kKoMmoHeHToB | HeoOxomumeie | Jlokymentst | IIpouemaypa
YIaKOBKH WJIM YCTPOWCTBA (€CIM YKa3aHO B YCJIOBHS U TaHHBIE

JIOChE)

a) MckmoueHnune mocTaBumka 1 1 1A

0) 3ameHa niM 100aBJICHUE TTOCTABIIMKA 1,2,3,4 1,2, 3 1A

VcnoBus

1. UcknioueHrue KOMIIOHCHTA YIIAKOBKHW HJIM U3JCIIHNA HEC IPOUCXOIUT.

2. KauecTBeHHBIH M KOJIMYECTBEHHBIN
CHGIII/I(l)I/IKaHI/II/I 9CKH3a HC UBMCHAIOTCA.

COCTaB

KOMIIOHCHTOB

VIIaKOBKU  (W3lenusi) |

3. Cneuuduxay 1 METO/Ibl KOHTPOJIS KA4eCTBa MO0 MEHBIIECH Mepe SKBUBAJICHTHBI.
4. Metoj cTepuiiM3aliii 1 €€ YCJIOBHS HE U3MEHSIIOTCS (€CJIM MPUMEHHUMO).

JloxymenTanus

1. ITonpaBka K COOTBETCTBYIOLIEMY pas/ieiny (pa3ienaM) perucTpaioOHHOTO JOChE.

2. [TonTBepskaeHUE perucTpaui MeIUIMHCKOTO u3enus B Coro3e B OTHOIIEHUU MEIULIUHCKUX
W3JICIHA, TPUJIAaTraeMbIX K JICKAPCTBEHHOMY Iperapary.

3. CpaBHUTeNbHAS TA0JIMIA TEKYIIUX U MIPeAaraeMpIxX crnenuukanui (ecim NpuMeHUMO).

b.1l.e) CtabunbHOCTD

b.Il.e.1. I3meHenne cpoka TOIHOCTH WU
YCIIOBHI XpaHEHUs JICKAPCTBEHHOTO Npenapara

Heo0Oxoaumeie
yCIIOBHS

JloKyMeHTBI
U JIaHHbIE

[Ipouenypa

a) COKpaIIeHHE CPOKa TOTHOCTH JIEKAPCTBEHHOTO
npernapara

1. YnakoBaHHOTO B KOMMEPYECKYIO YIIAaKOBKY

1,2,3

|Any

2. Ilocie mepBOro BCKPBITUS

1,2,3

|Any

3. ITocne pa3BCACHUA UJIN BOCCTAHOBJICHUA

1,2,3

|Any

0) yBenmueHne cpoka rOAHOCTH JIEKAPCTBEHHOTO
npernapara

1. YnakoBaHHOTO B KOMMEPUYECKYIO YHaKOBKY
(moATBEep)KACHHOE JAHHBIMH B  pealbHOM
BpPEMEHH)

1,2,3

2. ITocne NIEPBOTO BCKPBITHS
(MOOTBEP)KIACHHOE JaHHBIMH B PEAIbHOM
BPEMEHM)

1,2,3

3. Ilocne pa3BeneHUs MM BOCCTAHOBIICHUS
(moATBEepXKACHHOE JaHHBIMU B pealbHOM
BPEMEHM)

1,2,3

5. YBenuuenue nepuosa XpaHEeHHUs
OHMOJIOrNYECKOro (MMMYHOJIOTUYECKOTO)
JIEKapCTBEHHOTO Ipernapara B COOTBETCTBUU C
0/100peHHOM IporpaMMoit U3Y4EHUS

CTaOWIIBHOCTH

1,2,3
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T') ©3MCHCHHE YCIIOBUM XpaHeHUs — 1,2,3 IB
JIEKapCTBEHHOTO npemapara 1581051

JIEKapCTBEHHOT'O TIpernapara IOCie pPa3BeICHHs

(BoccTaHOBIIEHUS)

1) ©I3MCHCHHE 0JIOOPEHHOTO MPOTOKOJIA 1,2 1,4 1A
CTa0MIBLHOCTHU

VcnoBus

1. I3MeHeHue HE MOJDKHO OBITH CIEICTBHEM HENPEIBUACHHBIX CHTYallui, BOSHUKIIUX B XOJIE
IPOM3BOJICTBA, WM U3MEHEHUS CTAOUIIBHOCTH.

2. VI3MeHEeHUsT HE TMPHUBOAAT K pPACIIMPEHUI0 KPUTEPUEB MPUEMIIEMOCTH HCIBITYEMbIX
apaMeTpoOB, UCKIIIOUEHHIO NTapaMeTpa CTA0MIIBHOCTH, UM CHU)KEHUIO YAaCTOTh! UCIIBITAHUM.

JoxymeHTanus

1. [TonpaBka K COOTBETCTBYIOLIEMY pazzaeny (pasaenam) gocbe. OHa JOJDKHA CoOlEpkKaTh
pe3ysbTaThl COOTBETCTBYIOUIMX HCCIEAOBAaHUNH CTa0MIBHOCTH B pEAIbHOM BpEMEHHU
(OXBaTBHIBAIOIIMX BECh CPOK TOJHOCTH), IPOBEICHHBIX COTJIACHO COOTBETCTBYIOIIUM
mokymentam Co03a O MEHbIICH Mepe Ha JBYX OIBITHO-IPOMBIIUICHHBIX CEPHSX
JEKapCTBEHHOTO  Nperapara, YHNaKOBAaHHOTO C  TIOMOIIBI0  3apETUCTPUPOBAHHOTO
YIIAaKOBOYHOTO MaTepuana U (WIM) COOTBETCTBEHHO TOCJE TIEPBOTO BCKPBITUS WM
pa3BeleHUs; B COOTBETCTBYIONIMX CIlydasx HEOOXOJUMO TMPEACTABHTH PE3YJIbTATHI
MUKPOOHOJIOTMYECKUX UCTIBITAHUM.

. IlepecMmoTpenHas nHGOpPMAITUS O JICKAPCTBECHHOM TIperapare.

3. Konmuu yTBepxaeHHbIX crnenudukanuii Ha KOHEI CpOKa TOJHOCTU U, €CIH MPUMEHUMO,
crienuuKany Mocie pa3BeieHus (BOCCTAHOBIICHHUS) HIIU TIOCIIE TIEPBOTO BCKPBITHSL.

4. O60cHOBaHUE MPEIaraeMbIX U3MEHECHUN.

N

IIpy Hamuuuu  00s3aTENBCTBA  IPOBEPUTH  CPOK  TOJAHOCTH  Ha
IIPOMBILLICHHBIX CEPUAX JOIYCTUMBI OIBITHO-IIPOMBILUICHHBIE CEPUM.

Bb.Il.x) [IpoekTHOE 1OJ€ W  MOPOTOKOJN  MOCTPETHCTPALMOHHBIX
VU3MEHECHUMN

b.11.x.3 Uckimtouenue yrBepxkaenHoro| Heooxomumeie | Jlokymentsr | [Iponemypa
IIPOTOKOJIA yIpaBJIEHUS W3MEHEHUSIMH,|  YCIOBUA U JJAaHHbIE
3aTparuBarOIIMMH JICKAPCTBEHHBIN Npenapar

1 1 |Any

Ycenosus

1. Ucknrouenue MOCTPETrUCTPALIMOHHOTO MPOTOKOJIA yIpaBIICHUS N3MEHEHUSAMU,
3aTPAaruBaAIOIIMMHU JIEKAPCTBEHHBIN Mpernapar, He SBISAETCA CIEACTBUEM HENPEIBUIECHHBIX
CUTYyaIMi WM HECOOTBETCTBUS CIENU(UKAINKN B XOJ€ BBEJICHUS U3MEHEHUN, OMMMCAaHHBIX B
MIPOTOKOJIE, 1 HUKAK HE BIIMSIET HA YTBEP>K/ICHHbIE CBEJICHNU S, BKIIOUEHHBIE B I0CHE.

JloxymenTanus
1. O6ocHOBaHME MpEIAraeMOro UCKITIOYEHUSI.
2. [TompaBka K COOTBETCTBYIOIIEMY pa3zieny (pa3ienam) T0Che.

b.11.x.4 3smenenust yrBepxkaeHHoro mpoTtokona| Heooxomumeie | Jlokymentsr | [lponemypa
YIPaBJICHHUS U3MEHECHUSIMU YCIOBUS U JJaHHBIE

0) HEe3HaYNMBbIE U3MEHEHUS MIPOTOKOJIA — 1 IB
yIOpaBICHUS  WU3MEHEHMUSMM, KOTOpbIE  HE
M3MEHSIOT CTPATETHIO0, ONMCAHHYIO B POTOKOJIE

JloxymeHnTauus

1. lexnapamnusi, 9To J11000€ M3MEHEHHE JOHKHO YKIIAJbIBATHCS B JIUAMA30H JEHCTBYIOIIUX
YTBEPKACHHBIX KPUTEPHUEB NpuemieMocTd. [loMmumMo 3toro, nexnapanus, 4To B OTHOUIEHUH
OHrojornyecknx (MMMYHOJIOTHYECKUX) JIEKApPCTBEHHBIX NpernapaTtoB He TpeOyeTcsl OleHKa
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COIIOCTaBUMOCTH.

Bb.IL.x.5 Peanusauus u3menenuit,| Heooxomumeie | lokymentsr | IIpomemypa
MIPEAYCMOTPEHHBIX YTBEP)KICHHBIM IIPOTOKOJIOM|  YCJIOBHS U TaHHBIE
yIpaBIeHUS N3MEHEHUSIMU

a) peanu3aius W3MEHEHUS HE TpedyeT 1 1,2, 4 1Apy
JIOIIOJTHUTEIbHBIX BCIIOMOraTEIbHBIX JAHHBIX

0) peanu3anus N3MEHEHUS TpedyeT — 1,2,3,4 IB
JIOIIOJTHUTEIBHBIX BCIIOMOraTEIbHBIX JAHHBIX

B) peayiu3alus  HM3MEHECHHUsI  OMOJOTHYECKOTO — 1,2,3,4,5 IB
(MMMYHOJIOTUYECKOTO) JIEKapCTBEHHOI'O

npenapara

Ycnosus

1. HpC,I[J'IO}KCHHOG HN3MCHCHHUEC OCYHICCTBJICHO B IIOJJHOM COOTBETCTBUH C YTBCPKIACHHBIM
IMPOTOKOJIOM YIPaBJICHUSA H3MCHCHUAMU, Tpe6y101uee HEMCJICHHOI'0 YBCOAOMJICHUSA I10CJIC

€ro pCaJin3alu.

JoxymeHnTanus

1. Ccpbuika Ha yTBEpX/I€HHBIN MPOTOKOJ YIPABICHUS U3MEHEHUSIMHU.
2. Jlexnapanusi, 4TO W3MEHEHHE COOTBETCTBYET YTBEPKICHHOMY TIIPOTOKONY YIPABICHUS
U3MEHEHUSMU U YTO PE3yJIbTaThl UCCIIEIOBAHUS YIOBICTBOPAIOT KPUTEPUAM IIPUEMIIEMOCTH,

OT'OBOPCHHLIC B IIPOTOKOJIC.

ITommuMmoO 9TOro, JAckjaapanuda TOro, 4YTO B OTHOIICHHWHU

OMOJIOTUYECKHX (I/IMMYHOJ'IOFI/I‘IGCKI/IX) JICKaApCTBCHHLIX IIPCIIapaTOB HE Tpe6yeTc;1 OLICHKAa

COIIOCTaBUMOCTH.

3. PGSyJ'IBTaTBI I/ICCJIC,I[OBaHI/II‘/‘I, MMPOBCACHHBIX B COOTBCTCTBUH C YTBCPKACHHBIM ITPOTOKOJIOM

YIpaBJICHUA H3MCHCHUSAMMU.

4. ITompaBka K COOTBETCTBYIOIIEMY pa3zeny (pasjesam) J0cCke.
5. Konust yTBep K IeHHBIX crienuUKaIyii Ha JIEKapCTBEHHBIH Mpermapar.

b.11.3) bezonacHOCTh B OTHOLIIEHUHU MTOCTOPOHHUX areHTOB

b.I1.3.1 O6noBnenne wuHpopmanun  «OueHka
0€30MacHOCT  OTHOCUTEIBHO  MOCTOPOHHHUX
areHToB» (pasgen 3.2.A.2 perucTparioOHHOTO
JIOChE)

Heo0xonumele
YCIIOBUSA

JloKxyMeHTBI
Y TaHHBIE

[Ipouenypa

0) 3ameHa yCTapeBIINX HCCIIE0BAHUM,
3aTParvBalOIIMX TPOU3BOJICTBEHHBIC JTalbl H
MIOCTOPOHHUE AareHThl, paHEee BKJIIOYEHHBIE B
PEruCTPaIMOHHOE JTOChE

2. 06e3 U3MEHEHHS OIIEHKU PUCKOB

1,2,3

IB

JoxymeHTanus

1. ITonpaBka K COOTBETCTBYIOIIEMY pasfeny (pas3genaMm) AOChE, BKJIIOYas BBEAECHUE HOBBIX
WCCJIEIOBaHUM, HAINpaBICHHbIX Ha H3Y4YEHHE CIIOCOOHOCTH IPOU3BOJCTBEHHBIX ATAlOB
MHAKTUBUPOBATH (AJIMMUHHUPOBATH) ITOCTOPOHHUE areHTHI.

2. O00CHOBaHHE TOTO, YTO UCCIIETOBAHHS HE H3MEHSIOT OLIEHKY PHCKOB.

3. IlompaBka k HH(OpPMAIMHK O JEKApCTBEHHOM Ipenapare (eciau IPUMEHUMO).

B.III Ceptudukar coorBerctBusi EBpomneiickoii dapmakomnee (CEP)
(npu Hanmuuum), u (uam) TI'D, u (wnK) cratbu
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B.II1.1 [Togaua HOBOro wiuM OOHOBJIEHHOI'O
ceprudukata  COOTBETCTBUS  EBpomeiickoii
®dapMakoriee WM HUCKIOYEHHE cepTuduKara
coorBercTBUs EBponeiickon @apmakonee

Heo0xomumere
YCIOBUS

JIOKyMEHTBI
U TaHHBIE

[Ipouenypa

Ha (bapmareBTHIECKYI0 cyOCcTaHINIO;
Ha UCXOJIHBIN Marepuan (peaktus,
MPOMEXKYTOUHBIM TMPOAYKT), HCIOIb3YEMbIH B
nporecc  MPOM3BOACTBA  (hapMaleBTHUECKON
cyOcTaHIMH:

Ha BcnomorarenbsHoe BelmecTBo

a) CeptudukaTr COOTBETCTBUS  EBporerickoi
®dapmakornee COOTBETCTBYIOLICH CTaTbe
EBponeiickoit @apmakonen

1. HoBsrii cepTudukar oT paHee og00peHHOTO
TIPOU3BOTUTEIIS

1,2,3,4,5,
6,9

1,2,3,4,5

2. O0HOBNEHHBIH  cepTUdUKAT OT paHee
0JIOOPEHHOTO MPOU3BOIUTEIIS

1,2,3,4,6

1,2,3,4,5

3. HoBriit cepTuduKar oT HOBOTO
IPOU3BOUTENA (3aMEHa WK J00aBIEHHE)

1,2,3,4,5,
6,9

1,2,3,4,5

4, Ucknmrouenue  cepTudukaTtoB (ecimm K
MaTepuany MPUJIATAINCh HECKOJIBKO
cepTU(hUKATOB)

5. HoBelii cepTdUKAaT Ha HECTEPHIBHYIO
aKTUBHYIO (apMaleBTUUYECKYIO CyOCTaHIUIO,
MOJJICKALTYIO MCIIOJIB30BAHUIO B CTEPUIBHOM
JIEKapCTBEHHOM npernapare, pu
HCIOJIB30BaHUU BOJbl HAa IIOCICIHEM OJTalle
CHUHTE3a, a B OTHOLICHHM MaTepuajla He
3a51BJIEHO OTCYTCTBHE B HEM SHJOTOKCHHOB

1,2,3,4,5

0) Ceptudukar cooTBeTcTBUs  EBpomeiickoii
@®apmakorien 1o TI'D  Ha  aKkTUBHYIO
(bapMaleBTUYECKYI0 CYOCTaHIMIO (MCXOJHBIN
MaTepuai (peakTHB, IPOMEKYTOUHBIN MPOIYKT),
BCIIOMOTaTeJIbHOE BEIECTBO)

1. HoBblii  cepTu¢ukar Ha  aKTHUBHYIO
(bapMaleBTUYECKYI0 CYOCTAaHIIMIO OT HOBOTO
WIN paHee 0100pEHHOT0 IPOU3BOIUTEIS

3,59

1,2,3,4,5

IAny

2. HoBsrii cepTudukat Ha hapMareBTHIECKYIO
cyOcTaHIUIO (MCXOAHBIN MaTepuall, peakTHuB,
IIPOMEKYTOUHBIN TPOIYKT, BCIIOMOTATEIbHOE
BEIIECTBO) OT  HOBOTO  WIM  paHee
0JI00PEHHOT0 MTPOU3BOAUTENS

3,6,7

1,2,3,4,5

3. OOHOBIIEHHBI ~ cepTUUKAT OT paHee
0/I00PEHHOTO TPOU3BOIUTEIIS

1,2,3,4,5

4. Uckmouenne  ceptupukatoB (ecam K
Marepuany NpUIIarajInch HECKOJIBKO

cepTuuKaToB)

3

VYcaoBus

1. CHCI_II/I(I)I/IKaI_[I/II/I Ha BBIIIYCK M Ha KOHCH CpOKa I'OAHOCTHU JICKAPCTBCHHOI'O IIpC€riapara HE

HU3MEHAIOTCA.

2. Hem3menennsle (UCKITIOYas YykectoueHue) nponomHutenvHeie (k @Dapmakonee (Coroza)
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oo

cnenuUKanMy Ha TpUMEcH (MCKIIOYas OCTAaTOYHBIC DPACTBOPHUTEIH, TNPH YCIOBUU HX
COOTBETCTBUS TpeOOBaHUAM akTOB opraHoB Coro3a) NpOayKT-clieU(pHUUHbIE TPeOOBaHUS
(Hanmpumep, mpod M pa3MepoB YacTHIL, MOTUMOP(HBIC (POPMBI), ECITH MPUMEHHMO.

. Ilpouecc mpom3BOACTBa aKTUBHOM (hapMalleBTHUECKOW CYOCTaHIIMH, MCXOJHOTO MaTepuaa

(peakTuBa, MPOMEXKYTOYHOIO NPOAYKTAa) HE BKIIOYAET HCIOJIb30BAHUE MAaTEepUaJIOB
YeJOBEYECKOr0  WJM  JKMBOTHOTO  IPOUCXOXKICHHSA, JJIsI  KOTOpPBIX  Tpelyercs
MPOAHAIU3UPOBATH JaHHBIE O BUPYCHON OE€30MaCHOCTH.

. UcKiItounTenbHO Al aKTHBHOM (apMaleBTUYEeCKOH cyOcTaHIMM: OHAa OyAeT HUCHbITaHa

HEIOCPEACTBEHHO II€pPE]l HCIOJIb30BAaHUEM, €CIM IIE€PHOJ IOBTOPHOTO HCIBITAHUS HE
BKIIIOYEH B CepTHU(HUKAT COOTBETCTBHS EBpomelickoii @®apmakoree WM JaHHBIE,
000CHOBBIBAIOIINE NIEPUO]] TOBTOPHOI'O HCIIBITAHUS, YK€ HE BKIIOYEHBI B JOChE.

. AxTuBHas (papmaneBTHUECKasi CyOCTaHIs (MCXOAHBIM MaTeprall (PEakTHB, TPOMEKYTOUHBIH

MPOIYKT), BCHOMOIaTeJIbHOE BEUIECTBO) HECTEPUIIbHBI.

. Pactutenbupie  ¢apmanieBTHYeCKHe CYOCTaHIIMM: CIOCOO IPOW3BOACTBA, (hHU3HYECKOe

COCTOSTHUE, HKCTPArupykoluil pacTBOPUTENb U KO3 (ULIUEHT 3KCTPaKLUHU JIEKAPCTBEHHOTO
CPEJICTBA HE U3MEHSIOTCSI.

. Ecin B coctaBe JICKAPCTBCHHOT'O IIpfriapaTta JIs MapCHTCPAIIbHOTO BBECACHUA HCIIOJIb3YCTCA

KCJIaTHH, HpOHBBCIIGHHLIﬁ nus3 KOCTeﬁ, €ro IHIpOU3BOACTBO JOJDKHO OCYHICCTBIATHCA
HCKIIIOYUTCIIBHO B COOTBCTCTBUHU C Tp€6OBaHI/IHMI/I COOTBGTCTBYIOH_IGI‘/‘I CTpaHbI.

. B mocke ocraercs 1o MeHbiei Mepe OJIMH MPOU3BOIUTENb 3TON CyOCTaHIIUH.
. Ecniu akTuBHas dapmarieBTHuUecKkas CyOCTaHIIMSI HECTEPUIIbHA, HO OYyJIET HCIIOJIb30BAaThCA B

COCTaBe CTEPHJIBHOTO JICKApPCTBEHHOTO Tpemnapara, Toraa, B coorBerctBuu ¢ CEP, Ha
IOCJIC/IHEM JTale CHHTE3a HEeJNb3s HCIOJIb30BaTh BOJAY WIIHM, €CIH TaKOE€ ITPOUCXOJNT,
HEOOX0IMMO OO0ECIeYHTh OTCYTCTBHE OaKTEepHalIbHBIX JHJOTOKCHHOB B aKTHBHOH
dbapmaieBTUYECKOI CyOCTaHIINN.

JoxymeHnTauus

1.

2.

3.
4.

5.

Konust  pelictByromiero (0OHOBIEHHOro) ceprudukara cooTBETCTBUA EBpormeiickoii
®dapmakonee.

[Tpu noGaBneHUM NPOU3BOJCTBEHHOM IUIOMIAJAKM — B IYHKTE O BHOCHUMBIX H3MEHEHUSX
3asBJIEHUS O TPUBEJIEHUM Jocheé B  cooTBercTBUEe C  TpeboBanusimu EADC
(compoBOAMTENBHOM NMHUCHME, (hOpME 3asiBIECHUS O BHECEHUM M3MEHEHUH, MPUIIOKEHHOH K
COIIPOBOJIUTENIFHOMY THCHMY) HEOOXOAWMO YETKO 0003HAUMTh TEKYIIUX M IpeIaraeMbIX
POM3BOIUTENEH, KaKk yKa3aHO B pazzene 2.5. GopMbl 3asiBICHUS.

[TonmpaBka kK COOTBETCTBYIOIIEMY pa3feny (pa3zenam) 10Che.

Ecnn npumeHHMO, JOKYMEHT, COAEp)KAIllMi CBEJIEHUS O BCEX MaTepuanax, BXOJAIIUX B
cdepy npumenenus cratbi ®apmakonen Coro3a Mo MHHUMHU3AIMH PUCKA MTEPeaddl areHTOB
ryouaToil sHuedanonaTu SKUBOTHBIX IOCPEJICTBOM JIEKAPCTBEHHBIX IpenapaTroB s
MEIUIIUHCKOTO M BETEPUHAPHOTO TPUMEHEHUS, BKIIOYas HCIIOJIb3YeMbIE B TPOHM3BOJICTBE
aKTUBHBbIE (papMalleBTHUECKOH cyOcTaHIMM (BCroMorareiabHOro Bemiectsa). s kaxaoro
TAKOro poja MaTepuana HeoOXOJUMO NPEACTaBUTh CJENYIOIIME CBEIACHMS: Ha3BaHHE
NPOM3BOIUTENSA; BMJl JKMBOTHBIX M TKaHH, U3 KOTOPBIX IMOJY4YeH MaTepuai; CTpaHa
MIPOMCXOXKACHHUS )KUBOTHBIX M €T0 UCTIOIH30BAHUE.

B oTHomeHun akTHBHOM (hapmaineBTHUECKON CyOCTaHIMU: AEKJIApalys YHOJIHOMOYEHHOTO
JUIa  KaKJIOro  JIMIIEH3UPOBAHHOTO  IMPOU3BOJMUTENS, YyKa3aHHOTO B  3asBJICHUH,
UCTIOJIB3YIONIETO AKTUBHYIO (DapMalleBTHUECKYI0 CYOCTaHIIMIO B KaueCTBE HCXOJHOTO
MaTepuana, U YHOJHOMOYEHHOIO JIHMIa KaXJO0ro JIMIIEH3UPOBAHHOTO IPOU3BOAUTENS,
yKa3aHHOTO B 3asBJIEHMM B KaueCTBE OTBETCTBEHHOTO 3a BBIMYCK cepuil. B aexmapanmsx
HEO0OXOUMO yKa3aTh, YTO MPOU3BOJIUTEND (MPOU3BOAUTENN) aKTUBHOW (apMalieBTUYECKOM
CyOCTaHIIMM, YKa3aHHBIA B 3asBJICHUHU, OCYIIECTBIISIET CBOIO JIESITEIHHOCTh B COOTBETCTBUU C
[IpaBunamMu HauIeKamEed MPOU3BOACTBEHHON MpakTHKH (Col03a B OTHOIIEHHUHM HCXOIHBIX
marepuaiioB. Ilpu ompeneneHHbBIX OOCTOATENBCTBAX JAOMYCKAeTCSs MPEACTAaBIATh OJAHY
neknapainuio (cM. mpumedanne Kk u3MeHeHuio b.11.6.1). Ecnu 3artparmBarorcst kakue-nmn6o
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oOHOBIIeHHUS ~ cepTU(UKATOB HA  aKTUBHBIC (apMaleBTUUECKHE  CYOCTaHIIMU |
IIPOMEKYTOUHBIE IIPOAYKTHI, OT IIPOU3BOAUTENICH IPOMEXKYTOUYHBIX IIPOAYKTOB TaKkKe
TpeOyercs JeKkjapalus YIOJIHOMOYEHHOTO JIMIA; ACKJIapaius YIOJIHOMOYEHHOrO JIHIla
HYXHa, JIMIIb €CJIM 10 CPaBHEHHIO C paHee 3aperHCTPUPOBAHHON Bepcueil ceprudukara
UMeeTCsl HM3MEHEHHE JICUCTBYIOIIMX, BKIIOYEHHBIX B TEpeYeHb MPOU3BOICTBEHHBIX
IUIOLIA/IOK.

6. Hapnexaiee noATBepKAeHHE, CBUAETEIbCTBYIONIEE O COOTBETCTBUH BObI, HCIIOJIb3yEeMOI
Ha  TOCJETHEM  JTale  CHHTE3a  aKTHBHOM  (apMaleBTMYECKOW  CyOCTaHIHH,
COOTBETCTBYIOIIMM TpeOOBaHMSIM KauecTBa I BOJbI A1 (hapMalleBTHUECKOr0 MPUMEHEHUSI.

B.II1.2 M3menennss B nensx  coorBercTBus| HeoOxomumeie | Jlokymentst | Ilpouemypa
®dapmakornee Corza  wm dapmakomnee|  ycloBHUS U JJaHHbIE
rocyJapcTBa-4jeHa

a) I3MEHEHHE creruuKanuu (crernuduKariii)
paHee HedapMaKOINEHHOW CyOCTaHIIMM B LEJSIX
cootBerctBua  Dapmakonee  Cowsa  wim
¢dapmakoriee rocy1apcTBa-4wieHa

1. AxtuBHOU apmaneBTuueckoi cyocranmmu | 1, 2, 3,4, 5 1,2,3,4 1Apy
2. BcrmomoratensHOTro BemiecTBa (MCXOIHOTO 1,2, 4 1,2,3,4 1A
MaTepuajga) aKTHBHOH (papMaleBTUYCCKOM
cyOcCTaHIIH
0) U3MeHeHUs B Hesx COOTBETCTBHUA 1,2,4,5 1,2,3,4 1A
OOHOBJICHHOMU COOTBETCTBYIOIIEH cTarhe

Qapmakorien  Coro3a  unu  ¢apmakoree
rocy/1apcTBa-ujaeHa

B) U3BMCHEHHUE clenupuKanui ¢ (apMakoren 1,4,5 1,2,3,4 1A
rocymapcTBa-wicHa Ha @apmakornero Corosa

VYcnoBus

1. I3MeHeHne OCYIIECTBIACTCS UCKIIOUYUTEIBHO B IEISIX MOJHOTO COOTBETCTBUS (papMakoriee.
Bce ucnbiTanus B cnenuuKaniy JOMKHBI COOTBETCTBOBATH (hapMaKONEWHOMY CTaHIAPTY
MocJie U3MEHEHHMS, 3a MCKIIOYEHUEM JIIOOBIX JONOJIHUTENBHBEIX BCIIOMOTaTCILHBIX
WUCIIBITAaHUH.

2. JlomoyiHUTEBHBIE K (DapMmakoriee crenupUKaud Ha TPOIAYKT-CIen(UIHBIC CBOWCTBA HE

U3MEHSIOTCS (Harmpumep, Mpoduiii pa3MepoB YacTHIL, momuMopdHast popma Ui, K IpuMepy,

OMOJIOTMYECKUE METOJIUKH, arperathl).

3. 3HauuMble W3MEHEHHs KAYeCTBEHHOIO U  KOJIMYECTBEHHOrO Tpoduiei mpumecen

OTCYTCTBYIOT (32 UCKJIIOYEHHEM Y>KECTOUEHUS crelupuKanui).

4. JIOTIONIHUTENbHAS BalHAalldsg HOBOM WM W3MEHEHHON (QapMakonmeilHOW METOIUKH He

TpeOyercs.

o. PactutenbHple  (apManeBTHUeCKHEe CyOCTaHIMHU: CHOco0 MPOM3BOACTBA, (U3NYECKOE

COCTOSIHME, OKCTpPareHT W KOA()(PUIIMEHT OHKCTPAKIUMU JIEKAPCTBEHHOTO CpEJCTBA HE

W3MCHSIOTCS.

JoxymeHTanus

1. TTonpaBka K COOTBETCTBYIOLIEMY pa3jieny (pa3zienam) 10Che.

2. CpaBHHUTENBHAS Ta0JIUIIA TEKYIIUX U MPEAIaraeMpIX crerr(uKamnmi.

3. [lanuble aHanmza cepuid (B (opmaTe CcpaBHUTENbHOM TaOIMIBI) MO MEHbIIEH Mepe 2
MIPOMBIIIJIEHHBIX CEPHIl COOTBETCTBYIOUIEH CyOCTaHIIMU (BEIIECTBA) MO BCEM HCIBITAHUIM
HOBOM crnemu@uKanuu U, JONOJHUTENBHO, €CIM NPUMEHMMO, pe3yJIbTaThl TecTa
CPaBHUTEIBHON KMHETHKH PACTBOPEHHUs MO MEHBIIEW MEpe OJHOU OINBITHO-IPOMBIIIIEHHOU
CepuM JIEKapCTBEHHOIO Ipenapara. B OTHOIIEHUWM JIEKAPCTBEHHBIX PaCTUTEIbHBIX
IIPenapaToB MOTYT OBbITh IOCTATOYHBI IaHHbIE CPABHUTENLHOM pacnaiaeMOoCTH.

4. JlanHble, MOATBEPXKAAIONINE MPUTOJHOCTh CTaTbM I KOHTPOJS KadecTBa CYOCTaHIUH,
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HanpuMep, CpaBHEHHE MOTEHLHUAIbHBIX MPHUMECEH C MPUMEYaHHEM MPO3PAYHOCTU CTATbU

(transparency note of the monograph).

b.IV Menununnackue n3aenus

B.IV.1 U3menenue wusmepsitoniero wuzaenust wiv| Heooxoaumeie | lokymentsi | [Ipouemaypa
W3JICTUS ISl BBEJICHUS YCIIOBHS U JTaHHBIC
a) Jlobapnenne WM 3aMeHa  WU3JEIUSA, HE
SIBJISTFOIIIETOCS YaCThIO MIEPBUYHON YITAKOBKH
1. MemuuuHaCckue mgenus,| 1,2,3,5,6 1,2, 3 1Apy
3apeructpupoBanbie B Coroze
0) MckmroueHue uznenus 4 1,4 1Apy

VcnoBus

1. Ilpeqyiaraemoe u3Mepsiollee H3AEAUE JOKHO TOYHO OTMEPUBATH HEOOXOAUMYIO 03y

paccMaTpuBacMoro JICKApCTBCHHOI'O

npernapara

CorjiaCHO

0J100peHHOMY

MMPUMCHCHUA, CJICAYCT NMPCACTABUTDL PC3YJIbTAThl TAKUX I/ICCJICIIOBaHHfI.

N

3. I3MeHeHne HE JOIDKHO TPUBOIUTH K
JIEKapCTBEHHOM IIpenapare.

SN

. HoBoe n3nenue coBMECTUMO C JIEKAPCTBEHHBIM IIPENIapaToOM.
3HAYUMOMY HM3MEHEHHWI0 WHGOpMaUU O

. JlekapCTBEHHBII MpenapaT MOKHO MPOJOJKATH TOYHO JI03UPOBATh.

croco0y

5. MenuiuyHCcKOoe M3AeINe He HCIIOJIB3YCTCA B KA4YCECTBEC PACTBOPUTCIIA JICKAPCTBCHHOI'O

nperapara.

6. Eciu MMpeaAyCcCMOTpCHa HU3MCPUTCIIbHAA (bYHKI_[I/IH, OHa JOJIDDKHa OBITH BKJIIOYEHA B JOCBC

TaKOI'0 U34S,

JloxymenTanus

1. IlorpaBka K COOTBETCTBYIOIIEMY pasneny (pas3aeniaM) J0Che, BKIIOYAs MOAPOOHBIA ICKHU3 U

COCTaB MaTepuaja M3Jeiausl M MOCTaBIIMKa, €CIM MPUMEHHMO, a TaKXXe COOTBETCTBYIOIIUN
nepecMoTp MH(GOpMaLMU O JIEKapCTBEHHOM IIpernapare.

. HOI[TBCp)KI[eHI/Ie peructpanuu MCIUIUHCKOI'0 U3J1CJIN B Coro3e.

. O6pa31bl HOBOTO U3/EINN, €CIIU TPUMEHUMO.
. O6ocHOBaHME UCKITIOUEHHSI U3]IEIIHS.

AW

b.V Buecenus n3MeHEHHI B PErUCTPAIIMOHHOE JOChE, 00YCIOBICHHBIC

VHBIMU PETYJISITOPHBIMU NPOLIEAYyPaAMU
b.V.a) MOII (M®BA)

b.V.a.l Bxirouenre HOBOro, OOHOBIICHHOTO HIIH
UCIIPaBJIEHHOTO  MacTep-(aiia  mia3Mel B
PErUCTPallUOHHOE JIOChE JIEKAPCTBEHHOTO
npenapara (mpouenypa M®II 2-ro stana)

Heo0Oxonnmeie
YCIIOBUSA

JloKkyMeHTBI
U JTaHHBIC

[Ipouenypa

0) mepBoe BKJIIOYEHHE HOBOTro MacTtep-(aiina
IUIa3Mbl,  HE  BIMSIOIIETO  HAa  CBOMCTBA
JIEKapCTBEHHOTO IIpenapara

1,2,3,4

B) BKJIIIOUCHHE OOHOBJICHHOTO (HMCIPaBICHHOTO)
MacTep-¢aiina Iia3Mbl: W3MEHEHHUs BIHUSIIOT Ha
CBOICTBA IEKAPCTBEHHOT'O MIperapaTa

1,2,3,4

') BKJIIOUEHHE OOHOBJICHHOTO (MCIIPABICHHOTO)
MacTep-¢aiiina Tia3Mbl: U3MEHEHUS HE BIMSIIOT Ha
CBOICTBA JIEKAPCTBEHHOTO Ipenapara

1,2,3,4

|Any
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Ycnosus

1. Ha o6HoBnenHbIi nian u3meHenHslid MOII Beijan cepTudukaT cOOTBETCTBUS aKTaM OPraHOB
Coro3a B coorBercTBuM ¢ npwiokeHneM Ne | k [IpaBunam perucrpanuy M 3KCIEPTH3BI
JIEKAPCTBEHHBIX CPEACTB I MEIMIMHCKOIO IPUMEHEHHs, YTBEpXKAAeMbIM EBpasuiicKou
9KOHOMMYECKON KOMHCCHEH.

JoxymeHTauus

1. dexnapamus, 4yto ceptuduxkar M®PII m SKCHEpTHBIH OTYET IOJHOCTHIO TPHUMEHUMBI K
3apErMCTPUPOBAHHOMY  JIEKAPCTBEHHOMY mpenapary, aAepxarenbs MOII  npencraBun
nepxkaremto PY (ecnu gepxarens PY u pepxarens M®II He SBAAIOTCS OJHUM U TEM JKE
munoM) ceptudurkar MOII, skcrieptHbiii otyer u aocke Ha MDII, ceprudpuxar MPII u
SKCHEPTHBIM OTYET 3aMEHSI0T NpeAblAylyr0 JokyMeHTauuro Ha MOPII nns  maHHOrO
JIEKapCTBEHHOTI'O TIpernapara.

2. Ceprudukar M®II u skcriepTHBII OTYET.

3. Jlexmapanust sKcrepTa, XapakTepu3yIolas Bce BBOJUMBIE C TIOMOIIBIO CePTUDUIIIPOBAHHOTO
MO®II u3MeHeHMs M OLEHHUBAKOIIAS MX NOTCHUHAIBHOE BIMSHUE Ha JICKAPCTBEHHbIE
npernapaThl, BKIIOYas OLEHKH MPOIYKT-CIIEIU()UIHBIX PUCKOB.

4. B dbopme 3asiBiieHHs 0 BHECEHWU M3MEHEHUI HEOOXOAUMO YETKO OTPa3UTh «ICHCTBYIOLIHII»
U «apemiaraeMeniiy ceptudukar MOPII (Homep Koaa) B perucTpamuoHHOM paocke. Ecim
MPUMEHHUMO, B opMe 3asBICHUSI O BHECEHUU M3MEHEHUH TaKkKe CIeAyeT YeTKO MEePEUUCIUTh
Bce npourne M®DII, Ha KOTOpBIE CCBUIAETCA JIEKAPCTBEHHBIA Ipenapar, JaXe €CIM OHU He
SBJISIFOTCS IPEAMETOM 3asIBJICHUS.

b.V.a.2 Bxitouenne HoBoro, obHoBieHHoro wiv|Heobxoaumsie |[lokymentsl| Ilpomemypa

UCIPABIEHHOr0  MacTep-¢daiia  BakIMHHOTO|  YCJIOBUSA U JIaHHbIE

aHTUTEHA B perucTpaloHHOe 710Che

JIeKapCTBEHHOro Tmpemapata (mpouenypa MOBA

2-T0 JTarna)

0) BKJIIOUEHHE OOHOBJIEHHOTO (HMCIPABICHHOIO) — 1,2,3,4 IB

Macrep-(Qaiiia BaKIIMHHOTO aHTUTEHA: U3MEHEHUS
BJIMSIIOT Ha CBOMCTBA JICKAPCTBEHHOTO IIpernapara

B) BKJIIIOYCHHE OOHOBJIEHHOTO (HMCIPaBICHHOTO) 1 1,2,3,4 1Apy
MacTep-¢aiiia BaKIIMHHOTO aHTUTCHA: W3MEHEHUS
HE BIHUAIOT Ha CBOWCTBAa JIGKAPCTBEHHOTO
nperapara

Ycenosus

1. Ha oOHOBneHHbIi wian u3MeHeHHblH M®BA Bbian cepTtuukar COOTBETCTBHS
3akoHozarenscTBy Coro3a B coorBercTBuu ¢ [Tpunokennem Ne I k IIpaBunam perucrpanuu u
HKCIIEPTU3BI JIEKAPCTBEHHBIX IIPEnapaToB B pamkax EBpa3uiickoro 3kOHOMHYECKOIr0 COH03a.

JloxymenTanus

1. leknapauusi, uto ceptudpukar MOBA u 3KCHEpTHBIM OTYET MOJHOCTHIO NPUMEHUMBI K
3aperucCTpUpOBaHHOMY JIEKAPCTBEHHOMY Ipenapary, zaepxkarens M®BA npencrasun
JIEPKATeNl0 PEruCTPAllMOHHOTO YIOCTOBEpEHUs (€ciu JeprKaTellb PEerucTpaliuoHHOTO
ylnocToBepeHus u aepxkareab MOBA He sBIAIOTCA OJHMM M TeM e JIMLOM) cepThdukar
M®BA, sxcneptHbIil oTdeT U 1ocbe Ha MOBA, cepruduxatr MOBA u skcnepTHbI oTder
3aMEHSIOT TpEeAbIAYINY0 JAoKyMeHTanuio Ha M®OBA s 1naHHOro J1eKapCTBEHHOTO
npemnapara.

2. Ceprudpuxar MOBA 1 5KcnepTHBIN OTYET.

3. lekmaparysi dKCIepTa, XapaKTepu3yIoIas BCE BBOJIUMBIE C TIOMOIIBIO CEPTUDHUIIMPOBAHHOTO
M®BA wu3MeHeHus M OLICHMBAIOIIAsg WX NOTEHLUAIbHOE BIIMSHHUE HA JIEKapCTBEHHBIE
Ipernaparsl, BKJI0Yasi OLEHKH MPOIYKT-CIIeln(PUIHBIX PUCKOB.

4. B ¢dopme 3asBIeHHUs] O BHECCHUHM U3MEHEHUH HEOOXOJMMO YETKO OTPasuTh JACHCTBYIOIIUN U
npeiaraemelii  ceptupukar MOBA (HoMep koma) B peructpanMoHHOM Jocbe. Ecnm
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IPUMEHUMO, B (popMe 3asBICHUS O BHECEHUH NU3MEHEHUH TakXke CIeyeT YeTKO MePEeUUCInTh
Bce npoune M®BA, Ha KOTOpBIE CCBUIAETCS JIEKApPCTBEHHBIN Mpenapar, Jake €cid OHHM He
ABIIAIOTCA ITPEIMETOM 3asIBJICHMUS.

b.V.0) O0paiiienrie B 3KCIEPTHBINA KOMUTET

b.V.6.1 O6HoBnenue peructpanmonHoe nocke 1mo| Heooxoaumeie | [lokymentsl | Ilpomemypa

KauecTBy, HANpaBICHHOEC HA  pEAIM3AlHI0|  YCJIOBHSA 1 TaHHBIE
3aKJIFOUCHUS DKCIIEPTHOTO KOMHUTETA
a) U3BMEHEHHE peanusyer 3aKJIFOYEHUE 1 1,2 1Apy

OKCIICPTHOI'O KOMUTETA

0) rapMOHM3aIUs JOChE 110 KAYECTBY HE SIBJISIACH — — 1|
YAaCThIO 3aKJIIOYCHHSI JKCIIEPTHOTO KOMUTETa, U
0OHOBJICHHE HAIPABJICHO HA €r0 TAPMOHU3AITUIO

VYcnoBus
1. Pegynbrat He TpeOyeT nanpHeuen SKCnepTusbl.

JoxymeHTauus

1. IlpunoxkeHHOE K COMPOBOAMUTEIHLHOMY MUCHMY 3asiBICHUS O BHECEHHMHM M3MEHEHUH: CChLIKa
Ha paccMaTpUBAEMOE 3aKJIIOYEHHUE SKCIIEPTHOTO KOMUTETA.

2.B nocke HE0OXOOUMO HYETKO O0O3HAUUTh W3MEHEHHS, BHECEHHbIE B XOJAE MPOIEAYpPbI
oOpaleHusi B SKCIIEPTHHIN KOMUTET.

B. N3meHnenue 6e3omacHocTH, 3 HEKTUBHOCTH U (papMakoHaa30pa

B.1. JIekapcTBeHHBIE NTpenapaThl sl MEAULIUHCKOTO IPUMEHEHUS

B.1.1 U3menenue o0ureit xapakrepuctuku | Heooxoaumeie | lokymentsi | [Ipouemaypa
JIEKapCTBEHHOr0 IIpernapara, MapKUPOBKH WU YCIOBHUS ¥ JaHHbIC
JINCTKA-BKJIaIbIIIIA, HaInpaBJICHHbIE Ha
peATM3alHI0 3aKITFOYEHUST SKCIIEPTHOIO KOMUTETA

a) IeKapCTBEHHBIN npenapar OXBayeH 1 1,2,3 1Apy
IPOIEAYPO 0OpaImeHusT B SKCIIEPTHBIN KOMHUTET

0) TeKapCTBEHHBI  Mpemapar HE  OXBaueH — 1,2,3 IB
npoIeypol 0OpamieHnus B SKCIIEPTHBIA KOMHTET,
HO U3MEHEHUs  pealu3yeT  3aKJIIYeHHue
OKCIEPTHOTO KOMHTETA, HOBBIE JIOTIOJHUTEIHHBIE
JTaHHbIE nepKareneM PErucTpariioHHOTO
yJIOCTOBEPEHHsSI HE TIPEICTABICHBI

Ycnosus
1. U3menenue peanusyeT GOpMYIUPOBKY, 3aTpEOOBAHHYIO YIIOJHOMOYEHHBIM OPraHoM, U HE
TpeOyeT Moayu NONOJTHUTENbHBIX CBEJCHHH U (MITN) NadbHeHIel SKCIepTU3bI.

JoxymeHTanus

1. IlpunoxxeHHOE K COMPOBOAUTEIHLHOMY MUCHMY 3asiBICHUS O BHECEHHHM M3MEHEHUWH: CChLIKa
Ha paccMaTpuUBaeMO€ 3aKJIIOYeHHE OHKCIEPTHOrO KOMHUTETa C MpUOOLIeHHONW oO1iei
XapaKTEPUCTUKOMN JEKapCTBEHHOTO MIpenapara, MapKUpOBKOW HUITU JIMCTKOM-BKJIA IbIIIIEM.

2. Jlexiapanusi, 4TO COOTBETCTBYIOIIHME pa3leibl IMpeajaracMbiX oOOIIeld XapaKTepUCTUKH
JIEKapCTBEHHOTO TMpernapaTa, MapKUPOBKH U JIMCTKA-BKJIA/IbIINIA UICHTHYHBI TPUOOIIEHHBIM K
3aKIJIFOUEHUIO HKCIIEPTHOTO KOMUTETA.

3. [lepecmoTpennas nndopmMalivs o IeKapCTBEHHOM Ipernapare.
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[Ipumeuanue

Ecnu nobGaBneHue wiM W3MEHEHHE ITOKAa3aHUS K MPUMEHEHHWIO IMPOUCXOIUT
BCJICJICTBUE pPEANM3alMU 3aKIIOUCHUS HKCIEPTHOTO KOMUTETA WM H3MEHEHUI
uHpopMalud O JIEKAPCTBEHHOM  IIperapare BOCHPOU3BEIEHHOTO, WM
rUOpUAHOrO, WIM OHOAHAJIOTMYHOTO JIEKAPCTBEHHOrO Ipermapara IMocie
AKCIIEPTU3Bl TOTO K€ W3MEHEHHUs pedepeHTHOro JIEKapCTBEHHOIO IIpernaparta,
npumensitorcsa usmenenus B.1.1 u B.1.2 cooTBercTBeHHO. Takke B TaHHOM THIIE
W3MEHEHHUS MOTYT pacCMaTpHUBAThCS M3MEHEHHS, 00YCIOBICHHBIC MPUBEICHUEM
PEruCTPallMOHHOTO JIOChE JIEKAPCTBEHHOTO Ipenapara MOATOTOBICHHOTO B
COOTBETCTBUM C 3aKOHOJATEIhCTBOM TOCYJAapCTBAa-ujl€HAa B COOTBETCTBHE
TpeOoBaHUSIM K MHCTPYKIIUU MO MEIUIIMHCKOMY MPUMEHEHHIO JIEKAPCTBEHHOIO
mpermapata W OOmIed XapaKTEepUCTUKE JIEKQpCTBEHHOro Ipermapara  JUis
MEIMIIMHCKOTO MpPUMEHEHUs, yTBepkIeHHbIM Pemenuem Coera EBpasuiickoit

AKOHOMHUYECKON KoMuccuu OT 3 HOstOpst 2016 1. No 88

B.1.2 U3menenue oOmeit xapakrepuctiki | Heobxonumeie | JlokyMeHTbI
JIEKapCTBEHHOT'O TMpernapara, MapKUPOBKUM WIH|  YCIOBHS U JJaHHbIC
JUCTKA-BKJIAQJBINIA  BOCIPOU3BEACHHOTO,  WIU
THOPHIHOTO, WU OM0aHAJIOTUYHOTO
JIEKApCTBEHHOI'0 TIperapara IOcjie OIEHKH TOro
)K€ HM3MEHEHHsI pPePEepPEHTHOTO JIEKAPCTBEHHOTO
npenapara

[Ipouenypa

a) peanu3anys  W3MEHEHUs  (M3MCHCHMIH), B — 1,2
OTHOIICHUU KOTOPOTO oT JepKaTes
PETUCTPAIIMOHHOTO YIOCTOBEPEHUS HE TpeOyercs
MIPEJICTABJISITh HOBBIC JTOTIOJTHUTEIBHBIC TAaHHBIC

JloxymenTanus

1. IlpunokeHHOE K CONPOBOJUTEIILHOMY IUCbMY 3asBJIIEHUS O BHECEHUU M3MEHEHMI: 3ampoc

HaIIMOHAJIBHOTO YITOJHOMOUYEHHOI'0 OpraHa (€ciu IpUMEHHMO).
2. IlepecmoTpeHHast HHGOpPMAIKs O JEKApCTBEHHOM Iperapare.

B.1.3. U3meHeHune (M3MEHEHHS) o6meii| Heo6xomumsie | JJokyMeHTBI
XapaKTePUCTUKH  JICKQPCTBEHHOTO  TIpernapara, YCIIOBUS U JJaHHbBIE
MapKUPOBKH 58105 JINCTKa-BKJIAbIIIA
JICKapCTBEHHOTO TMpemnaparta i MEIUINHCKOTO
NPUMEHEHHUS, HAaNpaBICHHOE Ha pealn3alfio
pesyapTata mpouenypsl, 3arparuBatomei [10Ob
581051 MOCTPETUCTPAIIIOHHOE HCCIICIOBAHUE
0e30IacHOCTH

[Ipouenypa

a) BHeceHME  (OPMYJIMPOBKH,  COTJACOBAaHHOMN 1 1,2
YIIOJTHOMOYEHHBIM OPTaHOM

|Any

YcaoBus

1. I3menenue peanusyer (GOpMyJIHPOBKY, 3aTPEOOBAHHYIO YIIOJIHOMOYEHHBIM OPraHOM, U HE

TpeOyeT Mogayu NONOJTHUTENBHBIX CBEJCHHH U (WITN) NadbHEeHIIeH SKCIepTH3HI.

JloxymeHnTauus

1. IlpunoxxeHHOE K CONMpPOBOAMUTEILHOMY MUCHMY 3asIBICHUS O BHECEHMM M3MEHEHUH: CChLIKa

Ha corJiacue (OL€HKY) YIIOJJHOMOYEHHOTO OpraHa.
2. IlepecmoTpeHHast HGOPMAIIHS O JEKApCTBEHHOM Iperapare.

B.1.5 U3menenne YCIIOBUM ornycka| Heo6xonumsie | JlOKyMEeHTHI
JIEKapCTBEHHOTO IIpenapara yCIIOBUS U JTaHHbIE

[Ipouenypa
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a) BOCTIPOM3BEACHHBIX WJIM THOPUIHBIX WU - 1,2 IB
OMOaHAIOTHYHBIX JIGKAPCTBEHHBIX TIPENapaToB
rmocJje U3MEHEHUS YCIIOBHUI OTITyCKa
pedepeHTHOTO JIEKAPCTBEHHOTO Mpernapara

JoxymeHTanus

1. IloaTBepkacHNE M3MEHEHUSI YCIOBHI OTIyCKa ped)epeHTHOTO JEKApCTBEHHOTO Ipermapara
(HampuMmep, CChUIKA Ha COOTBETCTBYIOIIEE PEHICHHE YIOJTHOMOYEHHOIO OpraHa rocyapcrpa-
YJIeHa), TPUJIOKEHHOE K COMPOBOAUTEIILHOMY MUCHMY 3asIBJICHUSI O BHECEHUH U3MEHEHUM.

2. IlepecMoTpennas nHbopMaius o JeKapCcTBEHHOM Mpernapare.

B.1.6 3menenue nokasanus (oka3aHuil) K Heo6xomumeie | TpebOyemas Bun
PUMEHECHHUIO YCIOBHS  |JIOKyMEHTAIMs | TPOLICYPHI
0) UCKITIOYCHUE TTOKA3aHMS K TPUMEHEHHUIO — — IB

[Tpumeuanue |Ecnu noGaBieHue WM M3MEHEHUE MOKAa3aHUs K MPUMEHEHHIO TPOUCXOIHT
BCJICJICTBUE pEATU3ALMK 3aKIOYEHUS SKCIEPTHOrO KOMUTETA WIM U3MEHEHMI
uHpOpMallMM O JIGKAPCTBEHHOM  TIperapare BOCIPOHW3BEIACHHOIO, HIIU
rUOpUAHOrO, WM OWOAHAJOTUYHOTO JIGKAPCTBEHHOTO IIpermapaTra Ioclie
OKCIIEPTHU3BI TOTO K€ M3MEHEHUS PeepeHTHOro JICKApCTBEHHOTO IIperapara,
npuMeHstoTcst u3meHenus B.1.1 u B.1.2 coorBeTcTBEHHO.

B.1.7 Uckmtouenue: Heo6xomumeie | TpeOyemas | Ilpomemypa
YCIOBUSL | IOKYMEHTAIIUS

a) JIGKapCTBEHHOUN ()OpMBI — 1,2 IB

0) 103UPOBKH — 1,2 IB

JloxymenTanus

1. lexmapanus, uto octaBmasics ¢gopma (Gpopmbl) BBITyCKa JOCTAaTOYHA ISl BBIOJHEHUS
peKOMEeHJaluil MO0 J03UPOBAHMIO M JUIMTEILHOCTH JIEUEHMsI, ONHCAHHBIX B 0OIEeH
XapaKTEepUCTHUKE JIEKAPCTBEHHOTO Ipenapara.

2. IlepecmoTpeHHas nHGOpMalKs O JEKapCTBEHHOM Ipenapare.

Ilpumeuanue |Ecnm paccmaTtpuBaemasi JieKapCcTBeHHass (opma WM JO03UpPOBKa ObLTa
3apEeTUCTPUPOBAaHA B BHJE OTACIBHOIO JIEKAPCTBEHHOTO IIpenapara, To
UCKJIIOYEHHE TaKOM JIeKapCTBEHHON (OPMBI WM J03UPOBKU OyIET CUMUTATHCS
HE BHECEHHEM M3MEHEHUH, a U3BSITHEM U3 OOpaIICHHUS.

B.1.8 Brenenne wim uzmenenue pesrome cuctemsl| Heooxoaumere | [lokymentsi| [Ipomemypa

dbapmakoHaa30pa JEKAPCTBEHHOTO Mpenapara Uis|  YCIOBUS U JaHHbIE
*,

MEIUITUHCKOTO IpUMEHEHHUs ()

a) Benenue pesrome cuctemsl (papmakoHam3opa, — — |Apy
U3MEHEHUH  KBAIM(UIMPOBAHHOTO JMLA IO
dbapmakoHaI30py (BKITFOUAST KOHTaKTHYIO
uH(pOpMaIIO) u (nnn) U3MEHEHNE
MECTOpPACHOJIOKEeHNUss ~ MacTep-dailia  cucTeMbl
dapmakonagzopa (MOCD)

JoxymeHTanus

1. Pestome  cuctembl  (apMakoHaa30pa  WIM  OOHOBIEHHE  3HAYMMBIX  DJIEMEHTOB
(COOTBETCTBEHHO).

—IloaTBepkaeHHe  TOro, 4YTO  3asfBUTENb  HMMEET B  CBOEM  PAaCHOPSLKEHUH
KBaIM(ULIMPOBAHHOE JIMII0, OTBETCTBEHHOE 3a (hapMaKOHAI30p, U  YTBEp)KIEHUE,
NOJNMCAaHHOE 3asBUTEIEM, YTO 3asdBUTENb 00JajaeT HEoOXOAUMBIMU  CIIOCOOaMU
BBITTOJTHEHUS 3a/1a4 U 0053aHHOCTEH, TIepeunciieHHbIX B [IpaBmiiax Hamiekamei mpakTHKH
dapmakonazopa Coro3a.

— KonraktHass uHpopmanus  KBalM(UUMPOBAHHOTO JHIA 1O  (apMaKOHAI30pYy,
rocyJapcTBa-uwieHa, B KOTOPBIX pacrojlaraercs KBaIM(UIMPOBAHHOE JIUIO  TI0
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(apMaKkOHA30py U BBIMIOJIHSIET CBOM 3aIa4H.
— Mecropacnonoxenune MOCO
2. Homep MOCO (ipu HaTu4um)

*.

()

JlanHoe n3meHeHune oxBaTbiBaeT BBegeHne MO CD He3aBUCUMO OT HaJIU4us B
TEXHHMYECKON YacTH PETUCTPAIMOHHOTO JOChEe TMOAPOOHOTO  OMUCAHHS
cuctembl  (papmakoHamzopa.  M3MeHeHUs ~ KOHTAaKTHOrO  JHMIA IO
(dhapmakoHaa30py, BKIOYas KOHTAKTHYIO0 HHpOpManuio (HoMepa TelIeOHOB U
(dakcoB, MOYTOBBIM aJpec W aApec SIEKTPOHHON MOYTHI) U H3MEHEHUs
Mecropacnoioxenuss MOCD (ynuia, ropoa, UHACKC, CTpaHa) JOMYCKAeTCs
OOHOBJISITH ~ MCKJIIOUMTEIBLHO  TOCPEICTBOM  eauHOoro  peectpa  (0e3
HE00X0MMOCTH BHeceHHsT u3MeHeHuil). Ecnu pepkarens PY mpuberaer k
BO3MO>XHOCTH OOHOBJICHHS YIOMSHYTOW BbIlI€ MH(QOPMAIMKU MOCPEICTBOM
€AMHOT0 peecTpa, OH JIOJDKEH YyKa3aTb B PETHCTPALIMOHHOM JIOChE, YTO
oOHOBJIEHHAs HH(OPMALUs ITUX JAaHHBIX BKJIIOUEHA B €IUHBII peecTp.

B.1.9 U3menenue cymectBytomieii  cuctembl| HeoOxonumeie |lokymentsi| IIpouemypa
dbapmakoHaazopa COTJIaCHO MacTep-Ganny YCIOBHUS ¥ JaHHbIC
cuctembl papmakonanzopa (MOCD)

uHpOpManuy,

pe3epBUPOBAHUS

a) UI3MEHEHHE KBAIU(PUIIMPOBAHHOTO JIHMIA TIO 1 1 |Any
dapmakoHagzopy, W (WIM)  KOHTaKTHOMU

u (um) IIPOLIETyPbI

0) u3MeHeHue O0a3bl JaHHBIX OE30MAaCHOCTH H
(M) OCHOBHBIX KOHTPAKTHBIX COTJIAIICHUH B
EJISIX BBITIOJTHEHUS (hapMaKOHa30PHBIX
00s13aTeIbCTB M (WJIM) H3MEHEHHUE MecCTa
poBeJICHUS (hapMaKOHAI30PHOM JIEATEIBHOCTH

1,2,3

|Any

B) uble usMeHenus [IOC®D, ne Bnusiounme Ha
(YHKIIMOHUPOBAHUE CUCTEMBI (hapMaKoHaI30pa
(HampuMep,  U3MEHEHHE  MECTOIOJIOKEHUS
TJ1aBHOTO XpaHWJIUIIA (apxuBa),
a/IMUHUCTpPATUBHbIE H3MEHEHHUS)

r) BHeceHue u3MmeHenudn B [IOCD 1o
pesyapTaTtam  akcneptusbl  [IOCD  npyroro
JIEKApCTBEHHOI'O MperapaTa TOro e JiepKaress

Py

1,2

|Any

YcaoBus

1. Cama cuctema papmakoHaa30pa HE U3MEHSIETCS.

2. CucreMa 6a3bl JaHHBIX MPOIILTA BATUAAIMIO (€CIIH IPUMEHNMO).
3. [lepeHOC MaHHBIX U3 APYTUX CHCTEM 0a3 TaHHBIX BAJIMIUPOBAH (€CIIM IPUMEHIMO ).

4. Te xe m3MeHeHuss B [IOCOD BBeneHnl AN BCeX JEKAPCTBEHHBIX IPEMapaTOB TOTO K€
nepxkatensa PY (ongunakoBast okoHuarenbHast Bepcust [IOCD).

JloxymeHnTauus

1. lMocnenuss Bepcust [IOCD u, ecnu mpuMEHUMO, TIOCTIEIHSS BEPCUS MpernapaT-crnenu@uaHoro
normonHeHus. OHM JOJDKHBI B OTHOILIECHUM W3MEHEHUS KBATM(PHUIIMPOBAHHOTO IHUIA TIO
(dhapmMakoHa30py BKIIOYATH a) KPaTKyl OMorpadguio HOBOTO KBATHU(UIIMPOBAHHOTO JIUIIA TIO
dbapmakoHaa30py, O) HOBOE TOJIOKEHUE JepKaTelsd WU KBATH(PHUIMPOBAHHOTO JHIA IO
dbapmakoHaI30py 00 MX CIIOCOOHOCTH M MYTSAX YBEIOMJICHHS O HEXEIATEIbHBIX PEAKIIHIX,
MOJMMCAHHOE HOBBIM KBATU(DHUIIMPOBAHHBIM JIUIIOM MO (apMaKOHAI30PYy U JAepiKareiaeM U
OTpaXKaroIee OCTATHHBIC BHITEKAIOIINE U3MEHEHMSI, HAIIPUMED, B OPTaHU3AIIMOHHON CXEME.
Ecnu xBamudunmpoBanHoe auio mo QgapMakoHaa30py U (WIM) KOHTakTHas WHQOpMAIHs
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KBATH(UITMPOBAHHOTO JIUIIA 1O (hapMaKOHAA30py HM3HAYaIbHO He Obuth BKIIOUYeHBI B [IOCD
wi [TIOCO ne cymectByeT, nogava nepecMorpeHHoro IIOCD e tpedyercs, HEOOXOAUMO
MPEJICTaBUTh TOJIBKO POPMY 3asBIICHUS.

2. Ccpuika Ha 3asiBiieHHE (TIPOIEAYpPY) M JICKAPCTBEHHBIN TperapaT, B OTHOIIEHUU KOTOPOTO
M3MEHEHUs ObUIN 000PEHBI.

[Tpumeuanue: |B.1.9 oxBaThiBaeT HW3MEHEHHS CYHISCTBYIOMIEH CHUCTEMBI (papMaKkoHaI30pa
BETEPUHAPHBIX JICKAPCTBEHHBIX MpPEenapaToB U JICKAPCTBEHHBIX MpenapaToB
JUTSE MEJIUITMHCKOTO MPUMEHEHHUS, Ha KOTOpbIe He ObuT BBeZieH [ DCO.

[Ipumeuanue  |M3MeHeHuss KBanuUIUMPOBAHHOrO JHUIA MO (QapMaKkOHAA30py, BKIIOYas
JUTS Q) KOHTaKTHYIO HHpopMaIuio (Homepa TeneoHoB U (akcoB, TOUTOBBIN aapec U
aZipec DJIEKTPOHHOM TOYTHI), JIOMYCKAETCs OOHOBIATH HCKIIOUYUTEIHHO
MOCPENICTBOM €IMHOTO peecTpa (6e3 HeoOXOJUMOCTH BHECEHUS! M3MEHEHHN).
Ecmu nepxarens PY mpuberaer kK BO3MOXXHOCTH OOHOBJICHHSI YIOMSIHYTON
BbIIIE MH(POPMALIUK MTOCPEIICTBOM €HMHOTO peecTpa, Aepkarenb PY nomxen
yKa3aTb B PETHUCTPALMOHHOM JI0CbE, YTO OOHOBJICHHAas HH(OpMAIMS 3TUX
JTAaHHBIX BKJIIOYEHA B €MHBIN PEECTP.

[Ipumeuanue Onenka [IOC®, mogaHHOr0 Kak 4YacTb HOBOTO 3asBJICHUS O PETUCTPAIUU
u1st 0) (pacmMpeHusi pEerucTpaluy, BHECEHHUS H3MEHEHHs), MOXKET BECTH K
M3MEHEHHUSAM IO 3alpoCy HAlMOHAJIBHOTO YIOJIHOMOYEHHOI'O OpraHa TaKoro
I[TIOC®. B aTtom citydae Takue e u3MeHeHus: MokHO BBecTd B [IOCD npyrux
JIEKapCTBEHHBIX IIpenapaToB TOro ke Jepxarens PY nyrem nopaum
(rpynmoBoro) usmenenusi IAHY tuna.

B.1.10 U3menenue wyactotel u (uwnu) naatel| HeoOxomumeie| TpeOyemas Bun
oxaun MIEPUOANIECKOTO oT4yera 10 YCIIOBUS JOKYMEHTAIHS | TPOIIECTYPHI
0e30MacHOCTH (ITOB) JIEKapCTBEHHBIX

npenaparoB AJid MCAUIUHCKOTI'O TPUMCHCHUA

1 1,2 IAny

Ycnosus
1. V3meHenue 4dacTtoThl W (WiIM) JaThl MOJAud IMEPUOJUYECKOrO0 OT4YeTa MO 0e30MmacHOCTH
COIIACOBAHO HALIMOHAJIBHBIM YIIOJHOMOYEHHBIM OPIaHOM.

JloxymenTanus

1. [TpunoxeHHOe K COMPOBOJUTEILHOMY MUCHMY 3asBJICHUS] O BHECEHUM M3MEHEHMIA: CChUIKA
Ha COTJIalIeHUE YITOJIHOMOYEHHOTO OpraHa.

2. [lepecMoTpeHHas yacToTa W (MJIM) JaTa IMOJAYd MEePHOJUIECKOr0 OTYeTa 1Mo 0e30MacHOCTH
MEPUOANYECKOr0o 0TYeTa M0 0€30MaCHOCTH.

HpI/IMeLIaHI/IG I[aHHOG N3MCHCHUC HpI/IMerleTCSI, JINIIIb €CJINU ITUKJII nepno;mquKoro oT4yecTa
1Mo OE30MaCHOCTH yKa3aH B PETUCTPAIMOHHOM JI0ChE CIIOCOOAMU, OTIIMYHBIMU
oT yKaSaHI/ISI CCBIJIKM Ha Hepequb OTUYCTHBIX OaT B COOTBECTCTBHUH C aKTaMH,
BXOAIMMH B TipaBo Coro3a, U MpH HEOOXOAMMOCTH TOJIa4H IEPUOANUECKOTO
oT4eTa 10 0E30ITaCHOCTH.

B.I.11 Beenenue unu usmenenus obssarenbctB| Heooxomumsie| [lokymentsl | [Iponenypa
W YCIOBHM pErucTpaly, BKIIOYas IUIAH|  YCJIOBHSA U JJaHHBIE

YIPaBIEHUS] pUCKAMHU

a) peanuzanus GOPMYITUPOBKH, COTIACOBAHHOM C 1 1,2 1Apy
YIOJTHOMOYEHHBIM OPraHOM

VYcenoBus

1. IsmeHenue peanusyeT JeicTBue, 3aTpeOOBaHHOE YIOJTHOMOYEHHBIM OPIaHOM, M HE TpeOyeT
10J1a4yM JTIOTIOJHUTEIbHBIX CBEIEHUHN U (MJIN) JaJbHENIIeH SKCIIepTH3BI.

JloxymeHnTauus
1. [TpunoxeHHOEe K COMPOBOIUTEILHOMY MUCHMY 3asIBIICHUS] O BHECEHWM M3MEHEHMI: CChUIKA
Ha COOTBETCTBYIOIIEE PELIEHUE YIIOJHOMOUYEHHOI'O OpraHa.
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2. [TepecmoTpennast nHGOpMaIHs O JEKAPCTBEHHOM IIpemnapare.

[Tpumeuanue OTO HW3MEHEHHE OXBaThIBAC€T JIMIIb CUTYyallMl0, B KOTOpPOM BBOIMMOE
W3MCHCHHE 3aTParuBacT HUCKIIOYUTEIHLHO YCIOBHS W (WIHM) 00sS3aTenbCcTBa
perucTpalnuy, BKJIKOYas IUIaH YOPaBIEHUS PUCKaMU U YCJIOBUS M (WIIK)
00s13aTeNbCTBA PETUCTPAIIMN TP  HUCKIIOYUTEIBHBIX OOCTOATEIhCTBAX U
YCIIOBHOM perucTpaium.

B.1.12 Bxmtouenne wunm uckitoueHue uepHoro| Heooxomumeie | [lokyments u | [Iponeaypa
CUMBOJIa WJIH TOSICHUTEIbHBIX YKa3aHUW B|  yCIOBHUS JaHHbIE
OTHOILIEHUU  JIGKAPCTBEHHBIX  IpENapaTos,
BXOJIIMX B  IEpeuYeHb  JIEKapPCTBEHHBIX
MpenaparoB, MOMJIEKANIUX JTOMNOJHUTEILHOMY
MOHHUTOPHUHTY

1 1,2 IAny

VcnoBus
1. JlekapcTBEHHBIN TMpenapaT BKJIOYEH WM MCKIOYEH U3 TMEpevyHs JIEKApCTBEHHBIX
MpenapaToB, MOJJICKAITNX JOMOJIHUTEIPHOMY MOHUTOPHHTY (COOTBETCTBEHHO).

JoxymeHnTauus

1. [Ipuno>xeHHOE K COMTPOBOAUTEILHOMY MUChMY 3asBIIEHUSI O BHECEHUU U3MEHEHUM: CChIJIKA Ha
MepeUeHb JICKAPCTBEHHBIX MPEMapaToB, MOAJIEKAIINX JOTOTHUTEILHOMY MOHUTOPUHTY.

2. [lepecmoTpenHas nHdopMalus o JeKapCTBEHHOM Mpernapare.

HpI/IMe‘-IaHI/IG JaHHOC H3MCHCHUC OXBATbIBACT CHUTyallUIO, IIpU KOTOpOfI BKIIFOUCHUE HIIU
UCKJIFOUEHHE YEPHOTO CHMBOJIA WJIM TOSCHUTEIBHBIX  YKa3aHUH He
IPOU3BOJIUTCS B paMKax JpPYyrol peryjisaTopHON Mpouenypbl (Hampumep,
IpoIeyphl TMPOJUICHUS WIA HM3MEHEHHs, 3aTparuBaronieii wH(opMamumo o
JIEKAPCTBEHHOM IIpernapare).

. MOII (MDBA)

I'.1 3meneHue Ha3BaHus U (MIIK) ajpeca Heo6xonumeie | Jloxymentsl | Ilponemypa
nepkarens ceptuduxata MOBA YCIOBUS Y JaHHbIC

1 1 1Any
Ycenosus

1. lepxarens ceptudukara MOBA nomkeH octaBaThesl TEM K€ IOPUANYECKUM JTUIIOM.

JoxymeHTanus
1. OdunmanbHelii JOKYMEHT OT COOTBETCTBYIOILIETO YMOJHOMOYEHHOTO OpraHa (Hampumep,
HAJIOTOBOT'O OpPraHa), B KOTOPOM yKa3aHO HOBOE Ha3BaHHUE MJIU aJipec.

I'.2 U3smenenne Ha3Banusg U (uwnm) azapeca| Heooxonumsie | lokymenTsl u (IIponenypa
nepkarens ceptuduxata MOIT YCIIOBUS JTAaHHBIE

1 1 IAny
Ycenosus

1. lepxxarens ceptudukara M®II nomkeH ocTaBaTbCsl TEM Ke IOPUIUUECKUM JTUIIOM.

JoxymeHTanus
1. OdurnuanbHbIii JOKYMEHT OT COOTBETCTBYIOIIETO YIIOJHOMOYEHHOTO OpraHa (Hampumep,
HAJIOTOBOT'O OpPraHa), B KOTOPOM yKa3aHO HOBOE Ha3BaHHUE MJIU aJipec.

I'.3 I3menenne wiu  TpaHchep  Tekymero| Heooxomumeie| Jlokymentsl | [Ipouemypa
nepxkarens  ceptuduxara  MOPII  HOBOMY|  ycioBus Y J1aHHbIE
nepxatento ceprudukara M®PII — 1. e. npyromy
IOPUANYECKOMY JIUILY

— 1,2,3,4,56 1Ay
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JoxymeHTanus

1. JlokymeHT, BKItouash uaeHTHUUKanuio (HazBaHWe W afapec) Tekymiero aepxarens MOII
(mpaBooTuyXaaTens) W uAeHTU(HKANMIO (Ha3BaHWE W aApec) JHIA, MPUHUMAIOIIETO
TpaHcdep (mpaBompuoOpeTarens), a TakkKe IpelaraeMylo JaTy CHCNKH, MOANMCAHHON
00enMu KOMIaHUSIMHU.

2. Konusa mocnenneit crpanunsl ceprupukata MOPII — «Ceprudukar cOOTBETCTBUS MacTep-
daiina azmel (M®PIT) 3akoHomarenscTBy Corosay.

3. IloaTBepKAeHHE PETUCTPAIIMHM HOBOTO JepKaTeis (BBIMHUCKA U3 peecTpa IPUIMUECKUX JIUI 1
MEPEBOJ] €€ Ha PYCCKUH SA3bIK), MOAMHUCAHHOE 00CMMH KOMITaHUSMHU.

4. TlogrBepxaenne TpaHncgepa Bcedl pokymentanuun MOII ¢ mepBoii ceprudukammm MOII
IPaBONPHOOPETATEINIO, TOANUCAHHOE 00EUMH KOMIIAHUSIMU

5. JloBepeHHOCTh, BKIJIOYAs KOHTAKTHBIE CBEIACHUS JIMIA, OTBETCTBEHHOTO 3a CBSI3U MEXKIY
YIIOJTHOMOYEHHBIM opranom u aepxatenem M®II, noanucanHas npaBonpuodpeTaTenem.

6. IT1cbM0-0043aTeNbCTBO BBIMOJIHEHHUSI BCEX OTKPBITHIX M OCTABIIMXCSA 00S3aTeIbCTB (IIPH
HAJIMYUU), TOJINMCAHHOE MPABONPHOOPETATEIEM.

I'.4 U3menenue wHaszBanuss u (wm) aapeca| Heooxomumeie | Jlokymentst | Ilpomemypa
YUpEeXKJIEHUN KPOBH, BKJIIOYAsl IICHTPOB MO COOPYy|  yCIIOBUS U JIaHHbIE
KpOBH (I1JIa3Mbl)

1,2 1,2,3 1A

YcnoBus

1. YupexaeHue KpoBHU JOJKHO OCTABAThCS TEM K€ FOPUINYECKUM JIUIIOM.

2. I3MeHeHWe JOJDKHO OBITh aJAMHHHCTPATHBHBIM (HANPUMEp, CIHSHHUE, TIOTJIOIICHHUC);
W3MEHEHHE Ha3BaHUS YUpeXJACHUS KpoBU (LeHTpa 1o cOopy), HpH HEU3MEHHOCTH
YUpEeKICHUSI KPOBH.

JIoKkymMeHTanus

1. [TognucanHas Jekyapaius TOro, YTo I3MEHEHHE HE BKJIFOYACT M3MEHEHHE CUCTEMBI Ka4yeCTBa
YUpEKIACHUS KPOBHU.

2. [TonmucanHas IeKJIapays TOro, 4T0 U3MCHEHHUS MTePEUHs IIEHTPOB cOOpa HE TPOUCXOIHUT.

3. OGHOBIIEHHBIE COOTBETCTBYIOIINE Pa3AeIbl U AOMONHEHUs K Jocbe MOII.

I'.5 3amena unu nob6amneHue nentrpa no coopy| Heooxomumeie| Jlokyments | Ilpomemypa
KpOBH (IJJa3Mbl) B paMKaX YUpEKIEHUS KPOBH,|  yCIOBHS U JTaHHbIE
BKJIIOUEHHOTO B MODIT

— 1,2,3 IB

JloxymenTanus

1. Dnuaemuonoruuyeckue AaHHbIE O BUPYCHBIX MapKepax, 3aTpardBarollde LEHTp Mo cOopy
KpOBH (TJ1a3Mbl), OXBaThIBatoIue 3 roja. B OTHOIIEHNH BHOBb OTKPBITOTO LIEHTpPa (LIEHTPOB)
WIN B ClIy4ae OTCYTCTBMS JAHHBIX, JIEKJIApalUs TOTO, YTO SIHJIEMHOJIOTMYECKHE JIaHHbBIC
OyAyT MpeJICTaBlIEHbl B OUEPETHOM €XKETr0JHOM OOHOBIICHHH.

2. YKa3aH#We, 4YTO IEHTp (QYHKIMOHHPYET B TEX M€ YCIOBUAX, YTO W JpPyrue UEHTPHI,
MIPUHAUICKAIUE YUYPEKICHUIO KPOBH, COIJIACHO ITOJIOKEHUSAM CTaHJApTHOIO JOroBOpa
MEXIY YUpekKIEeHUEM KpoBHU u aepxareneMm MOIIL

3. OOHOBIIEHHBIE COOTBETCTBYIOIINE Pa3JieNibl U JONOJIHEHUs K jocke MOII.

I'.6 Uckmouenne wim  u3MeHeHue ctaryca| Heooxomumeie | [lokyments u | [Ipomneaypa
(pyHKIMOHUPYIOTITHIA WUIU|  yCIIOBHUS JTAHHBIE
He(YHKIIMOHUPYIOIIUN)  YUpPEXKJIEHUH  KPOBU
(LLEHTPOB), HCIONB3YEeMBIX JUIs cOopa KpOBU
(uta3Mbl) WM U1 UCHBITAaHUST KPOBO- H
MJ1a3MOJ1ay U MYJIOB IJ1a3Mbl

1,2 1 1A

YcnoBus
1. [lpyunHBl WCKIIOYEHHUS WU W3MEHEHHUs CTaTyca He JODKHBI OBITh OOYCIIOBJICHBI
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npobaemamu, cBs3aHHbIME ¢ GMP.

2. YupexaeHus (LLeHTPbI) JOJDKHBI COOTBETCTBOBATH MHCIIEKIIMOHHOMY 3aKOHOAATENbCTBY MPH
M3MEHEHHUU CTaTryca ¢ HeQYHKIMOHUPYIOMNX Ha QYHKIIMOHUPYIOUIHE.

JoxymeHTauus
1. O6GHOBICHHBIC COOTBETCTBYIOIIME pa3aeiibl M TOMOJIHEHHS K Jochbe MDII.
I'.8 3amena wnm BkimodeHue HoBoro 1eHTpa| Heooxomumeie| Jlokymentsl | Ilpomemypa
KPOBH B IIEJIAX HCHBITAaHUS JOHAUN KPOBH H|  YCIOBHS U JIaHHbIE
Ww1asMpl W (WIM) MYJIOB IUIa3Mbl B paMKax
yupexaeHus1, BKIoueHHoro B MOI1
— 1,2 IB

JoxymeHTanus

1. YkazaHue, 4yTO UCHBITAaHUS MPOBOJATCS corjacHo TeMm ke yrBepxacHHbIM COIIl u (uam)

MCTOdaM HCIIBITAHHH.

2. OOHOBIICHHBIE COOTBETCTBYIOIINE pa3/ielibl U IOMOIHEHUS K 1ocbe MOII.

I'.10 3amena W BKJIIOUCHHE HoBoro| Heooxonumeie | loxkymentsl | Ilponemypa
YUpEXKIACHUS KPOBU WJIM LIEHTpa (LIEHTPOB), B|  YCJIOBUS U JJaHHBIC
KOTOPOM XPAaHUTCS IIa3Ma

— 1,2 IB

JoxymeHnTauus

1. Vka3zanue, 4TO UEHTp XpaHeHus QYHKIHOHUPYET B coorBercTBUM ¢ TeM ke COII,

YTBEPKJICHHBIM B YUPEKICHUU.

2. OGHOBIIEHHBIE COOTBETCTBYIOIIUE pa3/ieibl U TONOJHEHH K jocke MODIIL.

I'.11 Uckmrouenne yupexaenuss kpou wim| Heooxomumeie| Jlokymentsl |[Ipouemypa
1eHTpa (LIEHTPOB), B KOTOPOM XPAaHUTCS TIa3Ma YCIOBUS U JJaHHbIE
1 1 1A

YcnoBus

1. IIprunHa HCKITIOYEHUS HE JOJDKHA OBITh 00YCIIOBIIEHA MpobieMami, cBsizanHbIMU ¢ GMP.

JloxymenTanus

1. OOHOBJIEHHBIE COOTBETCTBYIOLINE pa3/eNbl U TONOIHEHUS K 1ocke MDII.

.12 3amena wnm BrirOYeHue opranuzanuu,| Heooxomumeie | Jlokyments | Ilpomemypa
BOBJICYEHHOM B TPAHCIIOPTUPOBKY IJIa3Mbl YCIJIOBHS U JJaHHBIE
— 1 IB

JoxymeHTanus

1. OOHOBIIEHHBIC COOTBCTCTBYIOIIHUEC pPa3ACiyibl U HOIOJHCHHUA K IOOCHC MCDH, BKJIO4Yas BCC

YUPEKIACHUS KPOBH, MOJIB3YIOIINECS

ITOH

TPaAHCIIOPTHOM

OpraHu3aIuen,

pesome

JefcTByIOMEH CUCTeMbl, OOecleYnBaoNIel TPAaHCHOPTUPOBKY B HAAJIEKAIIUX YCIOBHAX
(BpeMs, TeMIiepaTypa M COOTBETCTBHE HaJJIeXkKalled NPOU3BOACTBEHHON IIPaKTUKE) U
MOJITBEPKJIEHUE TOTO, YTO YCJIOBUSI TPAHCIIOPTUPOBKH BAJINUPOBAHBI.

I'.13 Uckimouenne opraHusanuu, BoiedeHHoM| Heobxomumsle | lokymenTsl u (IIponenypa
B TPAHCIOPTHUPOBKY IUIA3MBI YCIIOBHSI JTAHHBIE
1 1 1A

VYcnoBus

1. IlpuunHa uckiIroueHus He ToJkHa ObITh 00yclIOBJIeHa poliemMaMu, cBsi3aHHbIMU ¢ GMP.

JloxymeHnTauus

1. O6GHOBICHHBIE COOTBETCTBYIOIIUE Pa3/AeIibl M JOMOITHEHUS K oche MOII.

I'.14 BxaroueHue TECT-CUCTEMBI,
3apeructpupoBanHoi B (Cor3e B KayecTBe
MEJIUIIMHCKOTO M3JIeNIHs, B IIENSX MCIbITAHUS
OTJENBHBIX JIOHAIIMM KpPOBM © TUIa3MBlI B
Ka4yeCTBE HOBOM TE€CT-CUCTEMBbI

Heo0xonumele
YCIIOBUSA

JloKyMeHTBI
U JTaHHBIC

[Ipouenypa
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1,2

1A

VYcnoBus

1. HoBas Tect-cucrema 3apCruCTprupoOBaHa B Coro3¢ B KaUeCTBE MCIUIIMHCKOI'O U3ACIIHUA.

JoxymeHTauus

1. HepequL HCIIBITATCIIBHBIX IINIOMIAA0K, B KOTOPBIX MCIIOJIB3YETCA TCCT-CUCTEMA.

2. OOHOBIICHHBIE COOTBETCTBYIOIIME pa3Jeibl W JOmonHeHuss K jpocke MOII, Bkmovas
OOHOBJICHHBIE CBEIEHUSI 00 MCIBITAaHUAX B COOTBETCTBUU TpeboBaHusiMu Coro3za 10

cocrasiennro M®II.

I'.15 Bxirouenue TE€CT-CUCTEMBI, He| Heobxonumeie | Jlokymentsl | Ilpomemypa
3apeructpupoBaHHoii B Coro3e B KadecTBe|  yCJIOBUS U JJaHHBIC
MEAMIIMHCKOTO M3JENns, B IENIAX HCIbITAHUA

OTAENbHBIX JOHAIIMM KpPOBM M IUIa3Mbl B

KayeCcTBE HOBOI T€CT-CHUCTEMBbI

0) HOBasi ~ WCHBITaTe€NbHAsA  CcHUCTeMa  ObuLIa — 1,2 1A

onobpera B M®II mist apyrux EHTPOB KPOBH B
LEJISIX UCTIBITAHUS TOHAIIMN KPOBU U TIa3MBI

JloxymenTanus

1. Ilepeyenb HCHBITATENBHBIX LIEHTPOB, B KOTOPBIX HCIIONb3YETCS TECT-CUCTEMA, U INEpEeYeHb
UCTIBITATENbHBIX LIEHTPOB, B KOTOPBIX OHA OYJIET UCIIOIb30BATHCS.
2. OOHOBIICHHBIE COOTBETCTBYIOIIUE pa3/enbl W JOMoNHeHHss K jpocke MOII, Bkmowas
OOHOBJICHHbIE CBEJCHMsS 00 HCHBITAHUSIX B COOTBETCTBUM C TpebOoBaHusmMu Coro3a 1O

cocrtaBieHuo M®II.

['.17 Beenenue wunu pacmupenue mnpouenaypsl| Heooxoqumbeie| Tpebyemas Bun
KapaHTUHHOT'O XPaHECHUS YCJIOBUSA JIOKYMEHTalus | MpOUEeaypbl
1 1 1A

YcnoBus

1. Ilponienypa kapaHTUHHOIO XpaHEHMs SIBIsETCS Oojee CTpOroil (Hampumep, BBITYCK JIMIIb

1OCJIe TOBTOPHOM MPOBEPKH IOHOPOB).

JoxymeHTanus

1. OOHOBIIEHHBIC COOTBCTCTBYIOINHUEC Pa3aciibl U HOOIOJHCHHA K HOOCHC MCDH, BKJIIO4asa
OCHOBAaHHA BBCACHUS WM paCIMPCHUA MPOUCAYPhI KAPAHTUHHOI'O XpaHCHUS, IIJIOIIAJAKHU, B

KOTOPBIX OCYIIECTBISETCS KapaHTUHHOE XpaHEHHE, M M3MEHEHHs IpOLenyphl, IEepPEeBO
pelIeHmi, BKII0Yasi HOBBIE YCIIOBHSI.

I'.19 3amena wnu nobasnenue kouterHepoB mist| Heooxomumeie | Jlokymentsl | Ilpomemypa

KPOBH (HaIlpyMep, MEIIKOB, (pJIaKOHOB) yCIIOBHS U JJaHHbIE

a) HOBbIE KOHTEWHEPBI JUTS KpOBH 1,2 1 1A

3apeructpupoBansl B Coro3e B KauyecTBe

MEIUIIMHCKHX I/ISI[eJ'II/Iﬁ

YcaoBus

1. Konreiinep 3apeructprupoBat B Coro3e B KaUeCTBE MEAUIIMHCKOTO U3/IEIHSL.
2. Kpurepuu kauecTBa KpOBH, 3aKJIFOYEHHON B KOHTEHHEP, HE M3MEHSIOTCSL.

JoxymeHnTanus

1. OOHOBIIEHHBIE COOTBCTCTBYIOIIHUEC Pa3aCiibl W JOOIMOJHCHHA K JIOChC MCDH, BKJIrO4as
HaMMCHOBAaHUEC KOHTeﬁHepa, IMPOU3BOJUTEIIA, CHCHI/I(l)I/IKaHI/II-O pacTBOpa AaHTHKOAryJISAHTA,
MNOATBCPXKACHUC PETUCTpAllUHU B Coro3e U Ha3BaHHUE YUYpCKIACHUSA KpPOBH, B KOTOPOM

VCITOJIB3YETCS] KOHTEHHED.

I'.20 M3menenue xpanenus (TpancnoptupoBku) |Heobxomumsie| [lokymentsr | [Iponenypa
YCIIOBUS U JTaHHBIE

a) yCJIOBUI XpaHEeHHUs U (WJIN) TPAHCIIOPTUPOBKHU 1 1 1A

0) MaKCUMaJIbHOI'O CPOKa XPaHEHUS TLIa3Mbl 1,2 1 1A
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VYcnoBus

1. I3MeHeHue JO0IKHO Y>KECTOYaTh YCIOBHMS M COOTBETCTBOBaTh TpeOoBaHUsSM Dapmakorien
Coro3a, npebABISIEMbIM K I1a3Me YeI0BeKa A GpakLIHOHUPOBAHUS.
2. MakcuManbHBIM CPOK XpaHEHHUsI KOPOUE MPEIbITYLIETO.

JoxymeHTanus
1. OOHOBJIEHHBIE COOTBETCTBYIOIIME pa3Aeiabl W JOHOJHEHMsT K Jocbe MODII, Bkitouas
NOJpOOHOE ONMMUCAaHHE HOBBIX YCIOBUH, MOJITBEPXKIECHUE BaJIMJALMM YCIOBUH XpaHEHUs

(TpaHCTIOPTHPOBKM) M Ha3BaHUE YUPESKICHUS KPOBU, B KOTOPBIX MPOUCXOJIUT HU3MCHECHHE
(ec MPUMEHUMO).

49.B nynkrte 5.3. pazgena Il mpunmoxenuss Ne 24 k ykazaHHBIM

[IpaBunam no3unuio 2.7. U3JNOKUTH B CIEAYIOWMIEN penakuuu «2.7. Pestome

KJIMHUYECKUX HUCCIICTOBAHUN.

».



