EBPA3BUHNCKASI SKOHOMUYECKASI KOMUCCHUSI
COBET

PEIMIEHMUE
«30» staBaps 2020 r. Ne 9 r. AnmaTsl

O BHecenuu usmMeHeHui B IIpaBuiia perucTpanum U 3KCIEPTU3BI
JIEKAPCTBEHHbIX CPEACTB /I MEIULIMHCKOI0 NPUMEHEHUA

B cootBerctBuu co crarbeit /7 CorjamieHusi O €JUHBIX MPUHIMIAX
U TpaBujIax oOpalleHus JIKapCTBEHHBIX CPEJCTB B pamkax EBpasuiickoro
PKOHOMHUYECKOTO coro3a oT 23 nekabps 2014 roma u mnyHkTom 84
npuwioxeHus Ne 1 k Permamenty pa®otel EBpa3uiickoii 3KOHOMUYECKOH
KOMHUCCUM,  YTBepkJaeHHOMY  Pemenuem  Beicmiero — EBpasuiickoro
sKoOHOMHUYECKOro coBera oT 23 nexadps 2014 r. Ne 98, Coser EBpazuiickoii
DKOHOMHUYECKOW KOMHUCCHUH P € LI U JI:

1. Buectu B IlpaBuia peructpanvii ¥ 3KCHEPTU3bl JEKAPCTBEHHBIX
CPENCTB [ MEIMIMHCKOTO TPUMEHEHUs, YTBEPKACHHbIE Pemennem
Coseta EBpasuiickoii 3koHOMHUYECKO KoMuccuu ot 3 Hos0ps 2016 1. Ne 78,
M3MEHEHUSI COTJIACHO MPUJIOKEHHUIO.

2.Hactosimee  Pemenne BcTymaeT B CWIy 10  UCTEYCHUH

30 kaneHgapHBIX THEH C 1aThl €ro OPUIIUAIIBHOTO OMyOJIUKOBAHMUS.

Yaenbl CoBera EBpa3uniickoil JKOHOMHYECKOH KOMUCCHH:

Ot PecnyOosiuxkn Ot PecniyOsmnkn - Ot Pecniy0mnkn Ot Keipreiekoit Ot Poccuiickoi
ApmMeHust besapych Kaszaxcran Pecmy0iiuxm Denepauuu

M. I'puropsin = WU. [lerpuimienko  A. Cmawion 7K. PazakoB A. OBepuyk



[MTPJIOXEHUE

k Pemenunro CoBera
EBpa3zuiickoil 5KOHOMUYECKOW KOMUCCUU

ot 30 staBapst 2020 r. Ne 9

N3IMEHEHMUA,
BHocuMbIe B [IpaBuiia perucrpanuu M 3KCIEPTH3BI
JIEKAPCTBEHHBIX CPEACTB I MeIULINHCKOr0 PUMEHEHHUA

1. ITo Tekcry:

a) cioBa  «IJJaH  YIpaBJ€HUsS  pHUCKAaMU NOpU  IPUMEHEHUU
JIEKapCTBEHHOr'0 IMpernapara» B COOTBETCTBYIOLIEM NaJeKe 3aMEHUTH
CIIOBaMU «ILJIaH YNPABJICHUS PUCKAMI;

0) CII0BO «3asiBKa» B COOTBETCTBYIOLIMX YHUCJIE W NaJEKE 3aMEHUTH
CJIIOBOM «3asIBJICHUE» B COOTBETCTBYIOIINX YUCIIE U MANIEKE.

2. B nynkre 38 cioBa «IpeloCTaBiIsi€MON YYacCTHUKAM» 3aMEHUTH
CJIIOBAMM «IIPEJCTABIISAEMON CyObEKTaM.

3. B ab3arie ueTBepToM IyHKTa 66 ClIOBa «HA AIEKTPOHHOM HOCHUTEIEH
3aMEHUTh CIOBAMH «HA OyMaXHOM U 3JIEKTPOHHOM HOCHUTEIISIX).

4. AG3air  4yeTBepTHIA  NyHKTa 86  JOMNOJHUTH  CJIOBaMHU:
«(IOTOJTHUTENBHO MOAYJb | pEerucTpallmOHHOrO AOChE MPEICTABISAETCS Ha
OyMa)XHOM HoOcuTele (3a HUCKIIOUYEHHEM IUIaHa YIPaBJICHUS pPHUCKaMH,
OCHOBHOTO  JIoche¢  (Mactep-daiiya) TPOU3BOACTBEHHOM  IUIOMIAIKH
(TpOM3BOICTBEHHBIX IJIOMIAIO0K) U MacTep-daiiia mo papMakoHaA30PY))».

5.B a0zane BTOopoM mnyHkTa 91 CIOBO «Kal€HIAPHBIX» 3aMEHUTH
CJIIOBOM «pabodmux».

6. B nmynkre 102 ci1oBo «uH(DOPMALIMOHHOI» UCKITIOYUTD.

7.B mpemnoxennn mepBoM mnyHkTa 120 cioBa «B COOTBETCTBHU C

IMyHKTOM 1 18» 3aMeHHUTh cTOBaMU «B COOTBETCTBUU C ITYHKTOM 1 19».



2

8. IlynkT 180 momoaHUTE ab3amiaMu CIEIYIOIIETO COMCPIKAHUS:

«Ilocne mpuBENEHUS] PETUCTPALUMOHHOTO JOChE JIEKAPCTBEHHOIO
mpenapara B COOTBETCTBHE C TpeOoBanusiMu (Coro3a JOMYyCKaroTCs
MIPOU3BOJICTBO M BBO3 JIEKAPCTBEHHOTO IIpenapara C pPErucTpalluoOHHBIM
YAOCTOBEPEHUEM, BBIJAHHBIM B COOTBETCTBUH C 3aKOHOAATEICTBOM
rocyiapcTBa-uieHa, B TeueHue 180 xareHaapHbIX OHEU C JaThl IPUBEICHUS
PETUCTPAIMOHHOTO JIOChE B COOTBETCTBHE ¢ TpeOoBaHusmMu Coro3a (matoid
MPUBEICHUSI CUMUTAETCS JlaTa BHECEHUS COOTBETCTBYIOUIUX CBEICHUN B
€AUHBIN PEECTP).

JlonyckaeTcsi OTHOBpEMEHHAs pPealn3alus JEKapCTBEHHOIO Mpernapara
0 OKOHYAHMSI CpPOKa €ro TroJHOCTH B YNAaKOBKE M C HHCTPYKLHMEH IO
MEIUIMHCKOMY  TNPUMEHEHHIO, COOTBETCTBYIOIIMMHU  JOKYMEHTaM U
CBEICHUSM W3 PETUCTPALMOHHOTO J0ChE, YTBEPKICHHOIO B COOTBETCTBUU C
3aKOHOJIaTE€JIbCTBOM TIOCYJApPCTB-WIEHOB, M PErUCTPALMOHHOIO JI0ChE
IPUBEJACHHOTO B COOTBETCTBUE ¢ TpeOoBaHUsAIMU COr03a.».

9. B npunoxenuu Ne 1 k ykazanusiM [IpaBuiiam:

a) B ab3aiie BTOpoM IyHKTa 1.6.1 cioBa «Ipou3BOIUTENS HaJJIekKaIEH
MPOU3BOJICTBEHHOW TMPAKTHKE» 3aMEHHUTh CIOBAMHM «IIPOU3BOJACTBEHHOM
IJIOIIAIKA TTPOU3BOIUTENS TPEOOBAHUSIM HAJJIEkKAIEH MPOU3BOACTBEHHOM
MPAKTUKIY;

0)B nyHkTe 1.6.3 cioBa «Ha pa3Hble ATANbl» 3aMEHUTH CIOBAMH «HA
pa3HbIX 3Tanax»;

B)B TmyHKTe 1.7.2 clioBa «I0 MOKJIMHHUYECKUM JaHHBIM» 3aMEHUTH
CJIOBaMU «JOKJIMHUYECKUX UCCIICIOBAHUI;

r) B ab3are mepBoM myHKTa 1.7.3 clioBa «IO0 KIMHWUYECKUM JaHHBIMY
3aMEHUTH CJIOBAMH «KJIMHUYECKUX UCCIIEIOBAHUIN;

n)B abzalle mepBoM Tmojpasjaena 2 pasnena | cloBo «JaHHBIX» B

COOTBCTCTBYIOLICM IIAICKC 3aMCHUTH CJIOBOM ((HCCHGHOB&HHﬁ));
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€)B ab3ale TpeTheM IMyHKTa 2.3 CJIOBa «d YCTAaHOBKH» 3aMEHUTH
CJIOBAMH «H PYKOBOJCTBAY;

) B ab3alle TpEeThbeM IMyHKTa 2.5 CJOBa <« MPUMEHEHUS CIIOBAMHU
«K IPUMEHEHUION;

3) B IMyHKTE 2.6:

B a03aie MepBOM CJIOBA «I0 JOKIMHUYECKHM HCCICIOBAHUSIM
3aMEHHUTH CJIOBAMH «JTOKIMHUYECKUX UCCICTOBAHUIY,

B a03alie BTOPOM CIIOBA «IOKIMHUYECKUX JIaHHBIX» 3aMEHUTH CIIOBAMU
«TOKIIMHUYECKUX UCCIEOBAHUIY,

u)B myHkTax 2.6.1 — 2.6.6 clmoBO «IaHHBIX» 3aMEHUTH CIIOBOM
«HUCCIICIOBAHUN Y,

K)B a03alle MepBOM IMyHKTa 2.7 CJIOBO «IaHHBIX» 3aMEHUTH CIOBOM
«HUCCIIETOBAHUIY,

n)B myHkTax 3.2.5.2.0) u 3.2.P.3.a) cioBa «KaXXI0M HCIOJIb3yeMOM
MPOU3BOJCTBEHHOM YYacCTKe» 3aMEHHUTh CIIOBAMH «KaXKIO0M HCIOIb3yeMOM
IPOM3BOJICTBEHHOM IIOIIAIKEY);

M) B a03aue nepBom  nynkrta 3.2.R.1  cmoBa  «Jlocke
MPOU3BOJCTBEHHOTO YYacTKa» 3aMEHHUTh CJIOBaMH «3amucu (OTYETHI) O
MPOU3BENICHHBIX CEPUSIX MPOAYKIIUNY;

H)B ab3are msaToM myHkTa 4.2.1 cioBa «Jisi MPUMEHEHUS» 3aMEHUTH
CJIOBaMH «K TIPUMCHEHHUION;

0)B ab3alle BTOPOM TMOANYHKTa «I» IyHKTa 5.2 cjoBa <«Jjs
MPUMEHEHUS 3aMEHUTH CJIOBAMU «K TPUMEHEHUIO,

m)B ab3are BTOpoM myHKTa 5.3.1 cloBa «IPUMEHEHHS MPOIEAYPHI
OMOBEWBEP» 3aMEHUTH CIIOBOM «OHOBENUBEpPAY;

p)B abO3ane mnepBoM myHkTa 5.3.5.1 cnoBa «Isi TPUMEHEHUS»

3aMCHUTD CJIOBAMHU «K IIPUMCHCHHIO,
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c)B ab3are BTOPOM MyHKTa 6.4 cioBa «I0 Tpolexype OuoBerBep»
3aMEHUTH CIIOBAMU «I10 OMOBEHBEPY»;

T)B ab3are TpetheM mnyHkTa 10.2 cioBa «B oTdere HccieqoBaHU
3aMEHHUTH ciioBamMu «B otuere 00 ucclie0BaHUNY,

y)B nyHkTe 12.2.2 cioBa «JKcmepTu3a U BbIaua 3aKIIOUCHUS.)»
UCKJTIOYHTD;

() AOMOTHUTH MYHKTOM CJIEIYIOLIErO COAEPKAHMS:

«12.2.3. DxcnepTr3a 1 Bbl1ava 3aKJII0OYEHUM.»;

X)B abzamax miectoM W ceapMoM myHkTa 15.1.1 crioBa «KaxKblid
IPOU3BO/ICTBEHHBI Yy4acTOK» 3aMEHUTD CJIOBaMu «KaxKIast
IIPOU3BOACTBEHHAS IUIOMIAIKAY;

n)B ab3alme nepBoM MyHKTa 16 cioBa  «(MCKIIOYUTEIbHBIE
OOCTOSITENIbCTBA)» 3aMEHUTh CJIOBaMH «(PETUCTPALIMOHHOE J0ChE IS
3asBJICHUN Ha PErMCTPALMIO C YCTAaHOBJIEHUEM IOCTPETMCTPALMOHHBIX MEp
(peructpanus Ha yCIOBUSAX))».

10. B nmpunoxenuun Ne 2 k ykazanasiM [IpaBuiiam:

a) Tabnuiyy nyHkra 1.1.3  JONMONMHUTH TMO3UIUEN  CIEAYIOIIEro

COJICp KaHUS:

« MHBIE TOCYAapCTBA — YJICHBI
EBpa3niickoro 3KOHOMHYECKOTO COK03a
JUIs1 TOIaYM 3asiBJICHUS (MPU HATHUYHH ) )

0)B myHKTe 2.5.5 cloBa «aKTHUBHOHW (papMarieBTUYECKON CyOCTaHIIHSI
3aMEHHUTH CJIOBAMH «aKTUBHOM (hapMaleBTUIECKON CyOCTaHITUM.
11. B Ta6immne paszaena | nprtoxenus Ne 4 k ykazanasiM [IpaBriram:

a) IOTIOJIHUTh MO3UIIMEH CIEAYIOIIETO COJICPKAHUS:

« 1.5.7. |IlpoekT  HOPMATUBHOTO  JOKYMEHTa IO  KadecTBY,
MOATOTOBJICHHBI B COOTBETCTBHMM C PyKOBOJICTBOM IO
COCTaBJICHUID HOPMAaTUBHOTO JIOKYMEHTa [0 KaueCTBY
JIEKQpCTBEHHOI'0 Mpernapara, YTBEp)XKJACHHbIM PemeHuem
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Komnernn  EBpa3uiickOll  KOHOMMYECKOM  KOMHUCCHUU
ot 7 centsiopst 2018 . No 151 >,

0)B no3unuu 1.6.1:

CJIOBa «IPOU3BOUTENS (ITPOU3BOJICTBEHHON IUIOMIA/IKH)» 3aMECHHUTH
CJIOBaMU «ITPOU3BOICTBEHHOM IIJIOMIAIKNA TTPOU3BOIUTEIS,;

CIOBa «COOTBETCTBUE TIPOU3BOJIUTENII TPeOOBaHUAM» 3aMEHUTh
CIIOBAaMH «COOTBETCTBHE TPOW3BOJCTBEHHOW TUIOMIAJAKHA IPOU3BOIUTENS
TpeOOBAHUSIMY;

B) mo3uIuio 1.6.9 3aMeHUTH MO3UIUEN CIETYIONIETO CONCPKAHUS:

« 1.6.9. |cornacue Ha npoBeneHue (hapMaleBTUIECKON MHCIIEKIIMA Ha
COOTBETCTBHE TPEOOBAHUAM MEXIAYHAPOIHBIX JIOTOBOPOB U
aKTOB, COCTaBJsOMMX MpaBo Corosza »;

rynosuuuu  1.7.2 w 1.7.3 3aMeHUTh MO3UIUAMHU CIEAYIOIIETO

COJICPKAHMS:

« 1.7.2. |undopmanuss  (KpaTKoe€  pe3oMe) O  CHEIHUAIIUCTE,
MOATOTOBUBIIIEM PE3IOME JOKITMHUICCKUX UCCIICTOBAHMIM

1.7.3. |unpopmaumss  (KpaTkoe  pe3loMe) O  CIEUHAIIUCTE,
MTOATOTOBUBIIIEM PE3IOME KIIMHUYECKUX HCCIECOBAHUN »;

1) TO3ULIMH 2.6 — 2.7 3aMEHUTH MO3ULUSIMHU CIETYIOIIETO COIepKaHus:

«| 2.6. Pe3roMe TOKIMHUYECKUX UCCIIEI0BAHUN

2.6.1. | BBenenue

2.6.2. | PestoMe ¢apmMakoIOTUUECKUX HCCIEIOBAHUI B TEKCTOBOM
dbopmare
2.6.3. | Pesrome (papmakoIOruuecKuxX MCCIETOBAaHUN B BUIC TaOIHUII

2.6.4. | Pe3stoMe (hapMaKOKMHETUUECKUX HMCCIEAOBAHUM B TEKCTOBOM

dbopmare

2.6.5. | PestoMe (hapMaKOKMHETHYECKUX HCCIECNOBAaHUW B BHUJIC
Ta0IUIY

2.6.6. | Pe3stoMe TOKCHUKOJIOTHYECKUX HCCIEIOBAaHUN B TEKCTOBOM
dbopmare

2.6.7. | Pe3roMe TOKCHUKOJIOTHYECKHUX UCCIIEIOBAHNUI B BUAE TaOJIHI]

2.7, Pe3romMe KIMHUYECKUX MCCIEI0BaHUM »;
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e) no3utuio 3.2.P.5.2 3aMEHUTh MO3UIUEN CIETYIONIETO CONCPKAHUSL:

3.2.P5.2.

AHamuTH4UecKue METOJUKH

>,

K) mo3unuio 3.2.A.3 3aMEHUTH NO3UIIUSIMU CIIEYIONIETO COACPKAHUS:

3.2.A.3. | HoBbele BcmoMorarebHEIE BEIIECTBA

3.2.A.3.1. | CBenenus 0 BCIIOMOTaTEJILHBIX BEILIECTBAX
(BOCCTAaHOBUTEINSIX,  PACTBOPHUTENSIX,  pa30aBUTEIX,
HOCHUTEJISAX)

3.2.A.3.2. |Onucane W COCTaB BCIIOMOTraTeJILHOIO BEIECTBA
(BOCCTaHOBUTEIS, pacTBOpUTES, paz0aBuTe,
HOCHUTEJIS)

3.2.A.3.3. | ®apMmaiieBTHUECKass ~ pa3pabOTKa  BCIIOMOTraTeIbHOIO
BeIlleCTBA (BOCCTAHOBUTEIS, PACTBOPUTEIISI, pa30aBUTEIIA,
HOCHUTEJIS)

3.2.A.3.4. |IIpouecc mNpOU3BOJCTBA BCIOMOTaTEIbHOTO BEIIECTBA
(BOCCTaHOBHTEIIS, pacTBOpHUTEIIS, paz0aBuTe,
HOCHUTEIIS)

3.2.A.3.5. |CoctaB Ha ceputo (IIPOM3BOJACTBEHHAS pELENTYpA)
BOCCTAaHOBUTEJIS,, PACTBOPUTETIS, pa30aBUTENS, HOCUTEIIS

3.2.A.3.6. | KoHTpoJIb KayecTBa BCIIOMOTAaTEILHOTO  BEIECTBA
(BOCCTAaHOBUTEIIS, pacTBOpUTEIIS, pazbaBuTers,
HOCHUTEJIS)

3.2.A.3.7. | MuKpoOu1OJIOrM4eCK1Ee XapaKTEePUCTUKH BOCCTAHOBUTEIS,
pacTBopuUTEIsl, pa30aBUTEIIs, HOCUTES

3.2.A.3.8. | CucremMa ynakoBkH (YKYINOPKH) JUIsi BCIIOMOTaTEIbHOIO
BelIeCTBa (BOCCTAHOBUTES, PACTBOPUTEISI, pa30aBUTES,
HOCHUTEIIS)

3.2.A.3.9. | CtabunbHOCTD BCIIOMOTaTEJIbHOTO BEIIECTBA
(BOCCTaHOBHTEIIS, pacTBOpHUTEIS, paz0aBuTens,
HOCHTEJIS)

3.2.A.3.10. | CBeneuus 0 COBMECTUMOCTH BOCCTAHOBHUTEIIA,

PaCTBOPUTEIILA, p2136aBI/ITCJ'IH, HOCHUTCIIA

%,

3) ITO3UIUIO 3.2.R 3aMeHUTH MNO3HUIHUAMHU CIICAYIOMICTO COACPIKAHMA!

3.2.R. | PeruonansHas ungopmaius
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3.2.R.1. | 3anucu (0TYETHI) O IPOU3BEICHHBIX CEPUSIX MPOTYKITUU

3.2.R.2 | BanuganuoHHBIM MacTep-TJIaH

3.2.R.3. | [Tocneaauit 0030p Mo Ka4ECTBY JICKAPCTBEHHOTO Tpenapara

3.2.R.4. | PykoBoncTBO 10 KadecTBY (J1abopaTopHOE PYKOBOJICTBO)
1a00paToOpUK KOHTPOJISE KAYECTBA TIPOU3BOUTEIS

3.2.R.5. | Cniucox aHANIUTUYECKUX METOJUK, KOTOpPHIEC BBIMOIHSIET
n1a0opaTopusi KOHTPOJIS KaYeCTBA IPOU3BOIUTEIS »;

*k*k

1) CHOCKY CO 3HAKOM « » UCKIIIOUHUTb.

12. B mpunoxenuun Ne 5 k ykazanasiM [IpaBuiiam:

a)B HANMEHOBAHUMU TMPUJIOKEHUSA CIIOBO «HA3HAYEHUS» 3aMEHUTh
CJIIOBOM «IIPUMEHEHUSD;

0)paznen VI uznoxuth B cieayromniei peaakiuu:

«VI. Opranuzanus OT/] qist peructpanuu 1eKapCTBEHHBIX
penapaToB JJIs MEIUIIMHCKOTO TPUMEHEHUS

Moayns 1. AnMunucTpatuBHas HHGOpMAIUs
1.1. Conepxanue
1.2. O6mas qoKyMeHTaIus

Moaynsb 2. Pe3tome 0011ero TeXHU4eCKOro JOKyMeHTa
2.1. Coneprxanue Mmoayie 2 — 5
2.2. Beenenune B OT/]
2.3. O011ee pe3romMe 1o KaYeCTBY
2.4. O630p MOKJIMHUYECKUX JAHHBIX
2.5. O030p KIMHUYECKUX JTAHHBIX
2.6. Pe3roMe TOKIIMHUYECKUX MCCIIEI0BAHUI
Pe3tome (hapMakoI0THUECKUX UCCIICIOBAHUI
Pesrome papMakOKHHETHYIECKUX MCCIICTOBAHMMI
Pe3toMe TOKCHKOIOTHYECKHUX UCCIICTOBAHMM

2.7. Pe3roMe KIMHUYECKUX UCCIIE0OBaHUMN
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Pe3tome 6noapmalieBTUUEeCKUX UCCIEOBAaHNN U CBSI3aHHBIX C HUMHU
aHAJTUTUYECKUX METOJI0B
Pestome nccnenoBanuii Mo KIMHUYECKON (papMakoIoTHu
Pestome mo kmuHnYecKor 3(PpheKTUBHOCTH
Pe3tome 1o KIIMHUYEeCKOW 0e30MacHOCTH
Konuu ucnonab30BaHHBIX JIUTEPATYPHBIX UCTOYHUKOB
Kparkuii 0030p MHIUBUYaIbHBIX UCCIIEI0OBAaHUN
Monayns 3. KauecTBo
3.1. Conepxanue momys 3
3.2. OCHOBHBIE CBEJICHUS
3.3. Konuu ucronb30BaHHBIX JINTEPATYPHBIX UCTOYHUKOB
Monyinb 4. OTueThl 0 JOKIMHUYECKUX (HEKJIIMHUYECKUX ) UCCIICIOBAHUSIX
4.1. Conepxxanue moxys 4
4.2. OT4eThl 00 UCCIIeTOBAHUSIX
4.3. Konuu ucnosib30BaHHBIX JTUTEPATYPHBIX HCTOUHUKOB
Moaynb 5. OTueTsl O KTMHUYECKUX UCCIEIOBAHUSX
5.1. Conmepxanne monyns 5
5.2. Ilepeuenp Bcex KIMHUYECKUX MCCIEAOBAaHUM (MCTIBITAHUI) B BUJIC
TaOJINIL
5.3. OTYeThl 0 KJIMHUYECKUX UCCIETOBAHUSIX (MCIIBITAHUSIX )
5.4. Konuu ucnoib30BaHHBIX JINTEPATYPHBIX UCTOYHUKOBY;
B)nozuriuu 3.2.A.3 u 3.2.R pasnmena VIl uznoxute B ciemyromien

pEIaKLINK:

« 32.A3 NRnnk
NN

RN
NI




Nnnik

Rknunt
W\\\\\\\\
Rnnt

Nnnme
NAARNN\

NN
O
N

13. B npunoxenun Ne 10 k ykazanubim [IpaBunam:

a)B mepBoM cTonOne Tabmunbl 2 mpomosHeHuss Ne 1 OykBy «C»
3aMEHHUTH OYKBOH «S»;

0)B pazgene «Tabiauua M3MEHEHHM MEXIY pa3IMYHBIMU BEPCHUIMHU
MOADC» nonoauennsa Ne 3:

CJIOBa «OpPraHOM-TOCYAApCTBAa-UJ€Ha» 3aMEHUTh CJIOBAaMHU «OPraHoOM
rocyaapcTBa-ujicHay,

nosuruio  «TABJIMIIA HU3MEHEHUWE» 3ameHuTs  mo3unuei
«TABJINIIA UBMEHEHU».

14. B a63aie BTopoM moapazzena «Bompockl pazpabotku» pazaena |l
npwioxenns Ne 13 x ykasanHeiM [IpaBmiiaMm clioBa «IOKa3aHUS 10
MPUMEHEHHUIO» 3aMEHUTD CIIOBAMU «TIOKA3aHUS K TPUMEHECHHIOY.

15. B pazaene |l npunoxenus Ne 15 k ykazanusiM [IpaBunam:

a) B ab3arie BTopom myHkTa 1.1.3 ciioBa «1o MpUMEHEHHUI0» 3aMEHUTD

CJIOBAMH «K IIPMMCHCHUIO,
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0)B moANYyHKTE «a» MyHKTa 2.1.1 coBO «0030pbI» 3aMEHUTH CIOBOM
«pe3roMer;

B) B a03alie YeTBEPTOM IyHKTa 3.2 CJI0BA «I10 MPUMEHEHHUIOY» 3aMEHUTD
CJIOBAMH «K MPUMEHEHUIOY.

16.B nonpaznene 11.4. paznena |l mpunoxenus Ne 16 x yka3aHHBIM
IIpaBunam:

a)B a03ale TNEpPBOM CJIOBO  «Yy4YyacTKax» 3aMEHUTh CIOBOM
«IJTOIIA/IKAX», CI0BA «JJAHHOTO YYacTKa» CJIOBAMU «JIaHHOM IJIOIIAIKI;

0)B ab3ame BTOPOM CIIOBO  «Yy4YacTKax» 3aMEHUTh CJIOBOM
«ITOIIAIKAX);

B)B a03ale TpEeTbeM CJI0BAa «YYacTKOB)» 3aMEHUTb  CJIOBOM
«IJTOIIA/IOK», CIIOBO «y4acTKaxX» 3aMEHUTh CIOBOM «ILJIOIIAIKAX).

17. B npunoxenun Ne 17 x ykazanasiM [IpaBuiiam:

a) cloBa «PETUCTPALHMOHHOE YAOCTOBEPEHUE
JIEKapCTBEHHOTO MperapaTa» 3aMEHUTh TEKCTOM CJIEIYIOIIETO COAEPIKAHMS:

«EBPA3UNCKHUU DKOHOMUYECKHM COIO3

HAMMCHOBAHUC YIIOJJHOMOYCHHOI'O OpraHa

PETUCTPALIMOHHOE Y IOCTOBEPEHUE
JIEKAPCTBEHHOTO IIpenapara uisi MEIULIMHCKOTO IPUMEHEHUS,

0) TOTIOJIHUTD MO3HITUEH CIIETYIONIETO COACPIKAHMS:

«| 14 | Cpok rogHocTu ».

18. B npunoxenuu Ne 19 k ykazanubim [IpaBunam:

a)iyHKT 1.3.4 pazgena | JOMOMHUTH MPEITIOKEHHEM CIEAYIOIIETO
coaepxxanusi: «B mononmnenun VI mpuBeneHa kiaccudukanus U3MEHEHHUH B
pPETUCTPAIMOHHOE JOChE, KOTOPhIE JOMYCKAeTCs BHOCUTH OJHOBPEMEHHO C

Ho,uaqeﬁ 3a4BJICHUA Ha  MNPUBCIACHUC  PCTHCTPAIMOHHOTO JOChBEC B
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cooTBeTcTBUE C TpeboBaHusiMu Coro3a, MPEeayCMOTPEHHOW MyHKTOM 172
[IpaBui peructpanuu JIEKapCTBEHHBIX CPEJICTB.»;

0)B jonoyJHeHUH V-

B nyHkte A.7 mnosumuio «l.B d¢opme 3asgBieHuss O BHECEHUU
U3MEHEHUI HEO0OXOJMMO YETKO O0003HAYUTh TEKYIIMX W MpejlaracMbIxX
POU3BOJUTENCH, MEPEUUCICHHBIX B paszaene 2.5 Gopmbl 3asBICHUS O
pEerucTpalnuu.» 3aMeHUTh no3uiuen «1. B myHKTe 0 BHOCUMBIX U3MEHEHHUSIX
3asBJICHUS O MPUBEJICHUM PETUCTPALMOHHOTO JIOCh€ B COOTBETCTBHE C
tpeboBanusmMu Coro3a (B CONMPOBOIAMTEIBHOM MHUCHME, (OopMe 3asBICHHS O
BHECEHUU HW3MEHEHUH, MPWIOKEHHOU K COMNPOBOJIUTEILHOMY IHCHMY)
HEOOXOAMMO YETKO O00O03HAYUTh paHee OJIOOPEHHBIX U TPeasiaraeMbIX
MPOU3BOJUTENCH, KaK yKa3aHO B pazzene 2.5 GopMbl 3asBICHUS.»;

B nyHkre b.l.a.1:

no3uIuio «5. B ¢popme 3asBiIeHns] 0 BHECEHMH U3MEHCHHH HE00X0IMMO
YETKO 0003HAYUTh TEKYIIUX U MpeJjIaracMbIX MIPOU3BOAUTENCH, KaK YKa3aHO
B pazzaene 2.5 Gopmbl 3agBICHUA.» 3aMEHHUThH Mo3ulMen «5. B myHKTe 0
BHOCHMBIX U3MEHEHUSX 3asIBJICHUS O MPUBEACHUN PETUCTPALUOHHOTO T0ChE
B CcOOTBeTCTBHEC C TpeboBanusiMu Coro3a (B CONMPOBOIUTEILHOM IHCHME,
dbopMe  3asBiIEHHS O BHECCHHMHM  HM3MCHEHMM, TMPUIOKEHHOW K
COMPOBOJUTEIILHOMY MMHUChbMY) HEOOXOAMMO YETKO O00O03HAYUTh paHee
OJIOOpPEHHBIX U MpejiaraeMbIX MPOU3BOAUTENCH, KaK YKazaHo B paszjene 2.5
(hOpMBI 3asIBICHUS. Y,

B mo3uiuu 6 cnoBa «kanuduiupoBannoro juna (KJI)» 3ameHuTh
CJIOBaMU «yMOJHOMOYEHHOTO JTULAY;

B mnoiamyHkte «a» nyHkta b.ll.a3 B mosummsx 1 m 2 B rpade
«Heobxoaumpie yciaoBus» nudpsl «11» 3ameHuts nudpamu «10x»;

B nyHkre b.11.0.1 mo3zunuio «3.B ¢dopme 3asBiaeHUsS O BHECEHUH
W3MEHECHHN HEOOXOIMMO YETKO YyKa3aTh «TEKYIIUX» W «IpejjiaracMbIX»
MIPOU3BOIMUTENCH JIEKAPCTBEHHOTO Mpenaparta (coriacHo pazjaeny 2.5 ¢hopmsl

3asBJICHUS).» 3aMEHUTh TMO3UIIHEH «3. B MyHKTE O BHOCHMBIX M3MEHECHMSX
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3asBJICHUS] O MPHUBEACHUHM PETUCTPALMOHHOTO JOCBE B COOTBETCTBHE C
tpeboBanussmu Coro3a (B CONMPOBOAMTEIHLHOM IHUCHME, (opMe 3asBICHUS
O BHECEHUM H3MEHEHUH, MPUJIOXKEHHONW K COMPOBOJAUTEIHLHOMY IHUCHMY)
HEOOXOJIUMO YETKO O0003HAYUTh paHee OJOOPEHHBIX U IMpeJjlaracMbIX
MPOU3BOJIUTENECH, KaK YKa3aHo B pazneiie 2.5 GopMbl 3asBICHUS.;

B nyHkre b.11.6.2 mosunuio «2. B ¢opme 3asgBieHuss O BHECEHUU
U3MEHECHHN HEO0OXOJMMO yKa3aTh «TEKYIIUX» U  «IIpejjiaracMbIx»
MIPOM3BOIMTENCH JIEKaPCTBEHHOTO Mpenapara (CormacHo pasaeny 2.5 GopMsl
3asBJICHUS).» 3aMCHHUTH TMO3UIMEeH «2. B MyHKTe O BHOCHUMBIX M3MEHEHHMSIX
3asiBJICHUSI O MPUBEACHUHU JOChE B COOTBETCTBUE C TpeboBanusiMmu Coroza
(B cOmpoBOAMTEILHOM IHUCHbME, opMe 3asBJICHUS O BHECCCHUM HW3MCHCHHMIA,
NPUJIOKEHHON K  CONPOBOJUTEIIBHOMY TIHMChbMY) HEOOXOAMMO 4YETKO
0003HAUUTh paHee OJOOPEHHBIX M TpeAjiaraéMbIX MPOU3BOJUTENEH, Kak
yKa3aHo B pazzene 2.5 popMbl 3asBICHUSL.;

B myHkte b.11.6.4:

CJIOBa «T) YKPYIHEHHE» 3aMEHUTH CJIOBAMHU 1) YKPYITHEHUE», CIIOBa
«J1) MaciTady 3aMEHUTh CIIOBAMH «€) MacIITao.

B myHkte b.1l.r.1:

NOANYHKT «W» W3J0XKUTh B CIEAYIOUIEH pEIaKUUU: «H1) BBOJIUTCS
crtatbss ®apmakonen Coro3a «OIHOPOJHOCTH JIO3UPOBAHHBIX EAUHUID B
HEIsX 3aMEHbl paHee OJOOPEHHOrO 3aperMCTPUPOBAHHOIO METOAa JUOO
ctaThst «OIHOPOJHOCTh MACChl E€IUHHUIIBI JO3WPOBAHHOW JIEKAPCTBEHHOU
dbopMBbI (IO3UPOBAHHOTO JIEKAPCTBEHHOTO TpErapara)»,

B TO3UIMU § CJIOBA «AeucTByromee dapmakornee» 3aMEHUTh CIIOBaMH
«aerctryromiern ®apmakonee Corozay;

no3utuio 10 u3JI0KUTh B CIEAYIOIIEH peaaKIINu:

«10. IlpeqnaraemMplii KOHTPOJIb IOJHOCTBIO COOTBETCTBYET TaOJHIIE

cratbu  ®apmakonen Corwza  «OIHOPOJHOCTH  MAacChl  €IUHUILIBI
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JIO3UPOBAHHOM JIEKAPCTBEHHON (HOPMBI (JI03UPOBAHHOTO JIEKAPCTBEHHOTO
npernapara)» M HE BKIOYAeT B Ce0s MPENJIOKEHUS] albTePHATUBHBIX
VCIIBITAHUI OJTHOPOJAHOCTH JO3UPOBAHUS C MOMOIIBIO BapHallii MACChl WIIA
OTHOPOAHOCTH COAEPKaHUs, €CIIM ITU aJbTEPHATUBHBIC UCIIBITAHUS YKA3aHBI
B Tabnuie cratbu dapmakonen Coroza «OTHOPOIHOCTh MACChl €IUHUIIBI
JIO3UPOBAHHOMN JIEKAPCTBEHHON (HOPMBI (I03MPOBAHHOTO JIEKAPCTBEHHOTO
npenapara).»,

B nyHkTe b.lll.1 mosumuio «2. Ilpm moGaBiieHMM TPOM3BOJICTBEHHON
IUIOMIATKK — B (hOpMeE 3asBJICHUS] O BHECEHWU U3MEHEHUM HEOOXOIUMO YETKO
0003HAUUTh «3APETUCTPUPOBAHHBIX» M «IPEAJIAraeMbIX» MPOU3BOIUTENEH,
KaK yKazaHO B paszzene 2.5 ¢GopMbl 3asBIEHHUS).» 3aMEHUTh IO3UIUEH
«2. Ilpu nobGaBIeHUHN TPOU3BOICTBEHHOM IUIOMIAJKN — B ITYHKTE O BHOCHUMBIX
U3MEHEHHSX 3asBJICHUS O MPUBEICHUM PETUCTPALMOHHOTO JOChE B
cooTBeTcTBUE C TpeboBaHusMu Coro3a (B CONMPOBOIUTEIBLHOM IHCHME,
dbopMe  3asgBiIEHHS O BHECCHHMHM  HM3MCHEHMM, TMPUIOKEHHOW K
COMPOBOIUTEIILHOMY THChMY) HEOOXOJIMMO YE€TKO 0003HAYUTH TEKYUIUX U
npeasiaraéMbIX MPOU3BOJUTENEH, KakK YyKazaHo B pazzene 2.5 ¢opmbl
3asIBJICHUSL. »;

B) fonoJiHUTh mpuioxkenue Ne 19 ngomonnenmem VI crnepyromiero
COJICPKAHUSL:

«Jlononuenue VI

IlepeueHb U3MEHEHUI, KOTOPHIE B COOTBETCTBUH C ITYHKTOM 172
[IpaBui peructpanuu 1 3KCHEPTU3BI JIEKAPCTBEHHBIX CPEACTB, MOTYT
BHOCHUTBCS 3asIBUTEIIEM OJTHOBPEMEHHO C MPOLIEAYPOUN MIPUBEACHUS
PETUCTPAIMOHHOTO JOChE JIEKAPCTBEHHOIO Mpenapara
B COOTBETCTBUE ¢ TpeboBanusiMu Coro3a

1.O1HOBpPEMEHHO C MMO1a4eil B YIIOJHOMOYECHHBIN OpraH (3KCIEPTHYIO

OpraHM3allii0) TOCYJlapCTBa-wieHa 3asiBJICHUSI Ha MPOBEJACHHUE MPOLIEAYPHI
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MPUBEICHUSI PETUCTPALIMOHHOTO JIOChE B COOTBETCTBHUE C TPEOOBAHUSIMHU
Cor3a HE MOTYyT MOJABATHCA W3MEHEHHS, SBISIIOMIMECS PACIIMPEHUEM
pEerucTpanuu, 3a HCKIIOYEHHEM HM3MEHEHUS WU J00aBJICHUS HOBOU

JIO3UPOBKY (AaKTUBHOCTH ) JIGKAPCTBEHHOTO IIperapara.

A. AAMUHUCTPATUBHBIE U3MECHECHUS

A.l. U3menenne HamMmeHoBanue u  (wim) | Heobxomumeie | Jlokymentsl | Ilponemypa
azapeca nepxKaTens PEruCTPallMOHHOTO YCIIOBHS U JJaHHBIE
YI0CTOBEPEHUS
1 1,2 1Any

VYcnosus
1. Jlep>xarenb perucTpalliOHHOTO YAOCTOBEPEHUS IOJKEH OCTaBaThCA TEM )K€ IOPUAMUYECKUM

JIUTIOM.
JloxymenTanus

1. JIokyMEHT OT COOTBETCTBYIOILErO YIOJIHOMOUYEHHOIO oOpraHa (HampuMep, HajIoroBOIO
oprasa), B KOTOPOM yKa3aHO HOBO€ HAMMEHOBAaHUE HIIU a/Ipec.
2. IlepecmoTpeHHas nHGOpPMaIKs O JEKApCTBEHHOM Iperapare.

A.2. U3smenenue (toproBoro) HaumeHoBaHusi | Heobxomumelie | JIoKyMeHTBI Tpouenypa
JICKapCTBEHHOTO TIperiapara YCIIOBUS Y JTaHHBIE

0) JlekapcTBeHHBIC npenaparel,

3apETHCTPUPOBAHHBIC [0  HAIMOHAIBHON B 9 B
npoueaype (peructparnus TOJIBKO B

pedepeHTHOM roCcyaapcTBe)

JloxymenTanus

2. IlepecmoTpeHHast nHGOpPMAINHS O JEKApCTBEHHOM IIperapare.
A.3. 3meHenne HauMeHoBaHusi — akTtuBHOU | HeoOxomumsblie | lokymentsl | Ilpouenypa
(apMmareBTH4eCKON cyOcTaHIMH WU YCIIOBHS U JJaHHBIE
BCIIOMOT'aTEJIbHOIO BELECTBA

1 1,2 1Ay

VYcnosus

1. dapmarneBTrueckas cyocTaHus (BCIOMOraTeIbHOE BEIIECTBO) HE U3MEHSIETCS.

JoxymeHTanus

1. CBugerensctBo  BceemupHOl — opraHuzaiiuu  3ApaBOOXpaHEHHs 00  YTBEpKICHHUH
MEXIyHApOAHOTO  HEMAaTeHTOBAHHOTO  HAMMEHOBAaHUS WM KOMHUS  TIEPEUHS
MEXIYHApOAHBIX HEMAaTEHTOBAHHBIX HaMMeHOBaHUM. Eciu mpuMeHHMO, MOATBEpKICHHE
TOTO, 4TO U3MEHEeHHe cooTBeTcTByeT Papmakonee Coro3za win hapMakoresm rocyaapcTB-
yieHoB. Jleknmapanusi, 4TO HaWMMEHOBAHHME JIEKAPCTBEHHBIX PACTUTENbHBIX IPENapaToB
COOTBETCTBYET aKTaM, BXOAIIUM B mpaBo Coro3a.

2. IlepecmoTpenHas nHGOpMAIHS O JEKAPCTBEHHOM Tpernapare.
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A.4. I3mMeHeHne HauMeHOBaHUS W (WIH)
aipeca: TpOU3BOAUTENs  (BKIOYas, €CIHU
OPUMEHUMO,  IUIOHIAJIOK [0  KOHTPOJIIO
KauectBa), uinu gepxarens MOADC, wmm
MOCTaBIIMKA AaKTUBHOM (hapmaleBTHUECKOM
cyOcTaHIuH, HCXOHBIX MaTepHasos,
PEAKTUBOB WJIM IPOMEXKYTOUYHBIX MPOAYKTOB,
UCIIONIb3YEMBIX B IPOU3BOJICTBE AKTUBHOMN
dapmareBTUUeCKON CyOCTaHITUH (€CIIM YKa3aHO
B TEXHHUYECKOM JIOChE), eciu B
pPErucTpalMoHHOM J0Che OTCYTCTBYIOT
ceprudukarel  coorBercTBuss Ph. Eur., wmm
MPOU3BOJUTENIE HOBOIO  BCIIOMOIaTeJIbHOTO
BEIIECTBA (€CIM YKa3aHO B TEXHUYECKOM
JIOCBE)

Heo0Oxonnmeie
YCIIOBUS

JIOKyMEHTBI
U JJaHHBIE

[Ipouenypa

1,2,3

1A

YcnoBus

1. HpOI/I?;BOIlCTBeHHa}I mmiomaaka MW HM OAHAa H3 IPOHU3BOACTBCHHBIX onepaunﬁ HEC

HU3MCHACTCA.

JloxymenTanus

1. OduumanbHBI JOKYMEHT OT YIOJIHOMOYEHHOTO OpraHa (HampuMep, HaJOroBOTO OpraHa),
B KOTOPOM YKa3aHO HOBO€ HAUMEHOBaHUE U (MJIN) aJipec.
2. TlompaBka K COOTBETCTBYIOIIEMY pa3ieiy PErUCTPAIIMOHHOTO JI0ChE.
3. Ilpu wu3MeHeHWM Ha3BaHUs Jep)KaTelis MacTep-Qaiiyia aKkTUBHOH (apMaIleBTHYECKOU
cyocranimu (nanee — MOADC) — 0OHOBIIEHHOE «pa3pelieHre Ha JOCTYID).

A.5. Usmenenue HaummeHoBanuss u  (wim) | Heobxomumeie | Jlokymentsl | [Iporenypa
agpeca  MNPOU3ZBOAUTENS  JIEKAPCTBEHHOTO YCIIOBHS U JJaHHBIC

npenapara, BKJIK4asi BBITYCKAIOIINE IO IKU

Y TUTOIIAJIKU 110 KOHTPOJIIO KaueCTBa

a) IencTBus, 3a KOTOpbIE OTBEYaeT

IIPOU3BOUTEID (ummopTep), BKJIFOYAKOT 1 1,2 1Ay
BBIITYCK CEPUIl

0) neiicTBus, 3a KOTOpBIE OTBEYAET

MPOU3BOIUTENh (MMIIOPTEP), HE BKIIOYAIOT 1 1,2 1A

BBIITYCK CEPUI

YcaoBus

1. IlpousBoacTBeHHAs! IUIOMIAIKA, Ha3BaHUE U (WIM) aJpec KOTOPOH M3MEHSIOTCS, U HU OJIUH

N3 IMPOLECCCOB IMPONU3BOACTBA HC U3MCHSCTCA.

JoxymeHTanus

1. Komnus ucnpaBlieHHOTO pa3pelieHns Ha MPOU3BOACTBO (MPH HAIWYMM) MU OPHUIMATbHBIN
JOKYMEHT OT COOTBETCTBYIOLIErO YIOJHOMOYEHHOIO oOpraHa (Hampumep, HajaoroBOIrO
oprasa), B KOTOpOM YIIOMHHA€ETCsl HOBOE HAUMEHOBaHME U (WJIM) aJipec.

2. Ecnm nmpuMeHMMO, TIONpaBKa K COOTBETCTBYIOIIEMY pa3ielly PerucTPalliOHHOTO JIOChE,
BKJIIOYasl IEPECMOTPEHHYIO HH(OPMAIIHIO O JIEKAPCTBEHHOM Ipenapare.

A.6. U3menenne koma ATX Heobxommure | Jloxymentst [Tpouenypa
YCIIOBHS U JJaHHBIE
1 1,2 1A

VYcnoBus

1. U3meHeHue BCJIICACTBHUC YTBCPIKACHUA UM HU3MCHCHUA BCCMHpHOﬁ opraHu3anuu

3IPaBOOXPAHEHHS  KOJOB
JICKAPCTBEHHBIX CPEJICTB.

aHaTOMO-TEPANeBTHUECKON XMMHMUYECKON KiaccupUKarun
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JoxymeHTanus

1. CsugerenbctBo BcemupHOW opraHu3anuy 37paBOOXpAaHEHHUS 00 YTBEPKACHUU KOIOB
aHATOMO-TEPANEBTUYECKON XMMHUYECKOH KiIacCu(UKALUKM JIEKAPCTBEHHBIX CPEACTB HIIU
KONl TepevyHs KOJOB aHATOMO-TEPAIeBTUYECKOM XHUMHUYECKOW  KIIaCCH(HKAIUU
JIEKapCTBEHHBIX CPECTB.

2. IlepecmoTpenHast uHGOpPMAIHs O JISKAPCTBEHHOM Ipernapare.

A.7. UckmtoueHne npousBoAcTBeHHON | HeoOxomumeie | lokymenTsl | [Iponeaypa
Iomaaku (B TOM 4YHCIE JJIS aKTUBHOM YCIIOBHS U JJaHHBIE
bapmareBTUIECKOn cyOcTaHInH,

MPOMEXKYTOYHBIX IPOAYKTOB, JIEKAPCTBEHHOIO
npernapara, — yIakoOBIIMKA, ITPOU3BOUTEIS,
OTBCTCTBCHHOI'O 3a BBIITYCK CCpHUH, KOHTPOJIA
Ka4yecTBa CEpPHil WM TOCTABIIUKA HMCXOIHOTO
Marcpuralia, p€akTuBa HWJIM BCIIOMOI'aTCIBHOI'O
BelIecTBa (€CIU yKa3aHbl B PETUCTPAI[IOHHOM
JIOCBE))

1,2 1,2 1A

YcnoBug

1. JomxHO ocTaThCcs HE MeHee | paHee OJOOpPEHHOW MPOU3BOJCTBEHHON TUIONIAJAKU
(mpou3BoAMTENS), OCYLIECTBISIONICH Te ke (QYHKIUHU, YTO U MOJUISKAIINE HCKIIOYEHHUIO.
Ecimn mpumennmo, B pamkax Coro3a ocTaeTcsl M0 MEHbBIIEH Mepe OJUH TPOU3BOIMTEIb,
OTBEUAIOUINI1 3a BBIMYCK CEepuil, COCOOHBIN CepTU(UIMPOBATH UCIBITAHUE MPOIYKTa B
LIeTISX BBIMycKa cepuii B pamkax Coro3a.

2. VckmioueHne He JOHKHO ObITh CIEACTBHEM KPUTUYECKHX HEJOCTATKOB MPOM3BOCTBA.

JoxymeHnTanus

1. B nyHKTe 0 BHOCHMBIX U3MEHEHHUSX 3afBIICHUS O MPHUBEACHUU PETHUCTPAIMOHHOTO JOCHE
B cooTBeTcTBUE ¢ TpeboBanusimu Coroza (CONpOBOIUTENHHOM MHUCHME, (hopme
3asiBJICHHS O BHECEHMM W3MEHEHHH, MPHIOKEHHON K CONPOBOJUTENLHOMY IHUCHMY)
HEOOXOMMO 4YeTKO O003HAYUTh paHee OJAOOPEHHBIX M MpejIaraeMblX MPOU3BOIUTEIICH,
KaK yka3aHo B pazzaene 2.5. Gopmbl 3asBIeHUS.

2. TlompaBka K COOTBETCTBYOILEMY pasjeny (pa3jenaM) perucTpalMoOHHOTO JI0Che, BKITIOYAst
MEPECMOTPEHHYIO HH(POPMAIUIO O IEKAPCTBEHHOM Mpernapare.

A.8. zmenenus JIaThl aynuira st | Heooxonumeie | Joxymentst | IIpomneaypa
BepU(DUKALMU COOTBETCTBUS IPOM3BOJIUTEIS yCIIOBUSA U J1aHHbIE
aKTUBHOM  (hapmalleBTHUECKONM cyOcTaHIUU
IIpaBWJIaM HaJUIeXKalled MpOU3BOACTBEHHON
MPAKTUKHU

— — 1A

JoxymeHTanus

IIncbMeHHOE TOATBEPKIACHHUE MPOU3BOAUTENS JICKAPCTBEHHOIO IIpemnapara, Coaepkauiee
yKazaHue O BepuU(DUKAIMKA COOTBETCTBUS TIPOW3BOAMTENSI AKTUBHOM (DapMareBTHUECKOM
cyOctanmuu  [lpaBunam  Hajgjiexamiel TpPOU3BOJCTBEHHOM mpakTuku  EBpasuiickoro
SKOHOMHYECKOI'O COI03a.

b. I3MeHeHHusa kauecTBa
b.1. AkTtuBHas papmarieBTuUeCKasi CyOCTaHIIMS

b.1.a) [IpousBoacTBo
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b.l.a.1. I3meHeHne nmpou3BOAUTENSI UCXOTHOTO
MaTepuana  (peakThBa,  IPOMEKYTOYHOTO
NPOJYKTa), HUCHOJIB3YeMOro B  Ipolecce
IPOM3BOJICTBA AKTUBHOW (papMarieBTUIECKON
CyOCTaHIIMM WJIA H3MEHEHHE MPOU3BOAUTENS
aKTUBHOM  (hapMaleBTHUECKON CyOCTaHIIUU
(BKJIIOYAs, €CIM MNPUMEHUMO, IUIOUIAJIKH IO
KOHTPOJIIO KauecTBa) AKTUBHOM
dapmaneBTUYECKON  cyOcTaHIIUM, €ClIH B
pPErUCTPaLlMOHHOM J10Che OTCYTCTBYET
ceptudukaTr  CcooTBEeTCTBHS  EBpomeiickoit
dapmakornee

Heo0Oxonnmeie
YCIIOBUS

JIOKyMEHTBI
U JaHHbIC

[Ipouenypa

a) MpeajaraeMblit MIPOU3BOUTEIND
MPUHAUICKAT K TOW ke (apMaleBTHISCKON
rpynmne, 4To U 0JJOOPEHHbIN TPOU3BOAUTEITH

1,2,3

1,2,3,4,5,
6, 7

IAny

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

€) UI3MEHEHHE TIOpsAJIKa KOHTPOJS KadecTBa
aKTUBHON  (apManeBTUYECKOW CyOCTaHIINH:
CMeHa WU J00aBJIeHUE IUIOIIA/IKH, HAa KOTOPOit
OCYIIECTBIISIETCS] KOHTPOJIb (MCIIBITAHUE) CEPHid

2,4

1,58

3) BKJIIOUEHHE AJTbTEPHATUBHOM IUIOIIAJKH T10
CTepUJIM3allii aKTUBHOHN (hapMalleBTHUECKOI
CyOCTaHIIMM €  HCIIONB30BAaHMEM  METOJa
@®apmakorien  Corws3a wunu  papMakonei
roCyJapCTB-4JICHOB

1,2,4,5,8

1) BHECEHUE HOBOM o

MHKPOHHU3AIUN

[LIOIIAKA

2,5

1,4,5,6

K) U3MEHEHUs COTJIAIICHUI TI0 UCTIBITAHUSIM T10
KOHTPOJIIO Ka4eCTBAa OMOJOTUYECKOU aKTHBHOM
dapmaleBTUYECKON CYOCTaHIIUU: 3aMEHa WM
BKJIIOUCHHE TUTOIIAKH, Ha KOTOPOH
OCYIIECTBIISIETCS. ~ KOHTPOJb  (MCIBITAHUS)
cepui, BKJTIOYAsI OMOJIOTUYECKHI
(MMMYHOJIOTUYECKUH, HMMYHO-XUMUYECKUH)
METOJ

4,5

ll 2! 4! 6! 7!

J'I) HOBasd IUIOHIaJAKa II0 XPAaHCHUIO TIJIABHOI'O

OaHKa KJIETOK U (M) pabounx OAHKOB KIIETOK

1,5

IB

YcaoBus

1.

Creungukanyuy HCXOJHBIX MaTepUaIOB U PEAKTUBOB (BKJIIOYAsi BHYTPUIIPOU3BOICTBEHHbBIE
KOHTpPOJIM, METOJbl aHajM3a BCEX MAaTepUanoB) HWJCHTUYHbI paHee OJI0O0PEHHBIM.
Crneundukanuu (BKI0O4as BHYTPUIPOU3BOACTBEHHBI KOHTPOJb, METObl aHalIM3a BCEX
MaTepHaioB), CIIOCOObI NMPUTOTOBJIECHUS (BKIIIOYAs pa3Mep Cepur) U MOAPOOHBINH crocod
CHUHTE3a TPOMEXKYTOUHBIX MPOIAYKTOB M aKTUBHBIX (hapMalleBTHUECKUX CyOcTaHIUI
UJCHTUYHBI paHee 0JJ00pEHHBIM.

AKTHBHasA bapmaiieBTUYECKAS cyOcTaHIus
(MMMYHOJIOTUYECKOW ) MJIM CTEPUIIBHOM.

Ecin B mpouecce Npou3BOACTBA HCHONB3YIOTCS MaTepUaibl YeIOBEYECKOTO HIIU
KUBOTHOTO IPOUCXOXACHUS, INPOU3BOJAUTEND HE MCIONb3YET HOBOTO IIOCTABIIUKA, B
OTHOLICHUM KOTOPOro TpedyeTcs OLEHKa BHPYCHOM O€30MaCHOCTH M COOTBETCTBHE

HE SIBJISIETCS OUOJIOTUYECKOM
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4.
5.

®dapmakonee Coro3a wiam ¢dapMakornesM TroCyJapCTB-WICHOB M0 MHWHHUMH3AIMN PHCKa
nepenayr areHToB T'y0uaToil sHIe(danonaTHi >KUBOTHBIX IMOCPEICTBOM JIEKAPCTBEHHBIX
MpenapaToB A1 MEAUIMHCKOTO U BETEPUHAPHOI'O MPUMEHEHHUS.

Tpancdep merona co crapoii Ha HOBYIO TUIOIIAIKY TIPOU3BEIEH YCIEIIHO.

Cnenudukamuss Ha pa3Mep 4YacTHI] AKTHBHOM QapMarieBTUYECKOW CyOCTaHIIMM |
COOTBETCTBYIOIMI AaHAUIUTUYECKUI METOJ HE U3MEHSIOTCS.

JoxymeHTanus

1.

2.

Ecin  nmpumeHumo, nompaBka K COOTBETCTBYIOLIEMY  paszeny  (paszenam)
PETUCTPALIMOHHOTO JI0ChE.

Jexnapamust jiepkaresis perucTpalmoHHOro yaoctoBepeHusi win aepxkarensi MDOADC
COOTBETCTBEHHO, YTO MpPOLEAYphl KOHTPOJIA KadecTBa crocoba cuHTe3a (Wiau s
JIEKAPCTBEHHBIX PACTUTEIBHBIX IMPEnaparoB (COOTBETCTBEHHO): METOAA MPUTOTOBIICHUS,
reorpaUyecKoro  MCTOYHHMKA, TMPOM3BOJCTBA  PACTUTENbHON  (apMaleBTUYECKOM
cyOctanuuu (rpenapara Ha OCHOBE JIEKAPCTBEHHOTO PACTUTEIBHOTO CHIPhS) W Mpolecca
MIPOM3BOJICTBA) U crienU(UKALUNA aKTUBHOW (hapMalleBTUYECKON CyOCTaHIIMHM U UCXOJHOTO
MaTepuaia (peakTHBa, MPOMEKYTOUHOTO MPOIYKTa) B MpOIecce MPOM3BOACTBA aKTUBHOU
dapmaneBTuueckoil cyOctaHIMM (ecnu NPUMEHMMO) HE OTJIHMYalTCsI OT paHee
0JI00PECHHBIX.

. JIn6o ceprudukar coorBercTBusi EBpornerickoit @apmakonee mo TI'D mis mo60ro HOBOTO

MCTOYHMKA MaTepuana, 100 (eCiii MPUMEHHUMO) JOKYMEHTAILHOE MOATBEPKACHUE TOTO,
4YTO HCTOYHHUK MaTepuana, IoABepKeHHbId pucky TI'O, paHee wuccnenosaics
YIOJHOMOYEHHBIM OpraHoM (PKCIEPTHON oOpraHu3aluei) rocynapcrBa-ujieHa M ObUIO
noJTBepXkieHo ero cooTrBercTBue Papmakonee Coro3a wiM ¢dapMakonesM rocyaapcT-
YJICHOB TI0 MHHMMU3AIUHM PHCKa Mepeaydl areHTOB ry04aToil sH1edanonaTuy >KMBOTHBIX
IIOCPEACTBOM JIEKApPCTBEHHBIX IIPENAapaToB Ul MEJULUHCKOTO M BETEPUHAPHOTO
npuMmeHeHus. HeoOxoaumo mpencTaBuTh — CIHEAYIOLIUME  CBEJIEHUSA: HAaWMEHOBaHHE
[IPOU3BOJUTEINSA; BUJ JKMBOTHBIX M TKaHU, U3 KOTOPBIX IIOJYy4Y€H MaTepuall; CTpaHy
IIPOUCXOXKACHUS KUBOTHBIX, UCIIOIb30BAHUE JAHHOIO MaTEpHalla U €ro NMpUEeMIIEMOCTh B
IIPOLLIOM.

. JlanHble aHanmm3a cepuii (B hopmMaTe CpaBHUTEINBHOM TaOJIMIBI) IO MEHBIIEH Mepe 2 cepuit

(o MeHbIIel Mepe, ONBITHO-TIPOMBIIIUICHHBIX ) aKTUBHON (papMarieBTH4YeCKOl cyOCTaHIIUN
OT TEKYIIUX U MpeIaraéMbIX IPOU3BOAUTENEH (TUIOIIAI0K).

. B IMYHKTC O BHOCUMbBIX U3MCHCHUAX 3asBJICHUA O MPUBCACHUU PCTUCTPALIMOHHOT'O JOCHE B

cootBeTcTBUE ¢ TpeboBanusiMu Coro3a (COMPOBOIUTEIILHOM TMHChME, (HOpME 3asBICHHS O
BHECCHUH U3MEHCHUI, IPUIIOKEHHOH K COMPOBOUTEILHOMY MUCHMY) HEOOXOAUMO YETKO
0003HaUUTh paHee OJOOPEHHBIX W TNpPeUIaraéMblX IPOU3BOJIUTENIEH, KaKk YKa3aHO B
paszzaene 2.5. popMsbl 3asBIEeHUSL.

. Ecnin axkTtuBHas ¢dapmairieBTHuecKkas CyOCTaHIIMS MCIOJNb3YEeTCs B KadecTBE HCXOAHOIO

MaTepuana, JAeKJapanus YHNOJHOMOYEHHOIO JIMIA KaXIOro JepiKaTels JIMLEH3UH
Ha IPOU3BOJACTBO, YKa3aHHOIO B 3asBJICHUM, M YIOJIHOMOYEHHOIO JIMLA KaXkKJOro
JepXKaTens JIMIEH3UM Ha IPOU3BOJACTBO YKAa3aHHOIO B 3asABJICHMM B KadecTBe
OTBETCTBEHHOTO 3a BBIMYCK cepud. B gexnapanusx HeoOXOauMO yKas3aTh, 4YTO
MIPOU3BOAUTEND (TIPOU3BOAMUTENN) aKTUBHOM (papmalieBTHUeCKOi cyOCTaHIIMU, YKa3aHHBIH
B 3asBJICHUM, OCYILECTBISET CBOIO JEATEIBHOCTh B COOTBETCTBHM C IlpaBuiiamu
HaJuIeXkallleld IMPOU3BOJACTBEHHOM NPAaKTHKM EBpa3smiiCKOro SKOHOMHMYECKOTO COH03a B
OTHOIIEHUN HCXOAHBIX MaTepuaioB. [Ipu ompeneneHHbIX 00CTOSTENbCTBAX IOIYCKAETCs
NpeacTaBIATh | eknapanuio (mpumedanue Kk n3menenuto b.11.6.1).

. Ob6s3aTenbeTBO (P HEOOXOAMMOCTH) MPOU3BOJAUTENS AKTUBHOM (apManeBTHYECKON

CyOCTaHIIMM ONOBEIIATh JepKaTelsi PEerUCTPAllMOHHOTO YAOCTOBEPEHHS O JIOOBIX
M3MEHEHUSAX TMpollecca MPOU3BOJACTBA, CHEeUU(UKAIMA W aHAIUTUYECKHMX METOJUK
aKTHUBHOM (papMalieBTHYECKON CyOCTaHIIMH.
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8. [loaTBeprkIeHUE TOTO, YTO MpeyIaraeMas IIoMmaaKa JOJKHBIM 00pa3oM JIMIIEH3UPOBaHa B
OTHOIICHUH pPacCMaTPUBAEMOU JIEKapCTBEHHOW (DOPMBI, JEKApCTBEHHOTO TMpemnapara Wiu
MIPOU3BOJICTBEHHO OIepaIuu.

b.l.a.2. I3menenust mpouecca mpousBojcTBa | Heobxomumeie | JIOKyMEeHTHI n
AKTUBHOM (hapMaleBTUYCCKOM CyOCTaHIIUU YCIIOBUS Y JJaHHbBIE poueiypa
a) HeCYIIECTBEHHOEe ~ M3MEHEHHE  Ipolecca

MPOM3BOJICTBA aKTHBHOW (apmaneBTudeckont |1, 2, 3,4, 5,6, 7 1,2, 3 1A
cyOcTaHIH

1) HECYIIIECTBEHHOE  W3MEHEHHE  3aKpBITOMN i 19234 B
gyactu MOADC e

Ycnosus

1. HexenaTellbHOE M3MCHEHHE KAYSCTBCHHOI'O WIIM KOJIMYCCTBCHHOT'O MHPOQHUIS MpHMecen

2.

6.

7.

WK U3NKO-XUMHUYECKUX CBOWCTB OTCYTCTBYET.

Crioco0® cuHTe3a OCTaeTcsi TEM K€, TO €CTh IPOMEXKYTOUHBIE MPOAYKThI, HE U3MEHSIOTCS
U B TpOIECcC HE BBOJATCS HOBBIE pPEAKTUBBI, KAaTAIW3aTOPhl WM PACTBOPUTEIH.
I'eorpaduuecknii ~ UCTOYHUK,  NPUTOTOBJIEHHE  JIEKAPCTBEHHOTO  PACTUTEIBHOIO
CBIPDbSI W CHOCOO0 TIPOM3BOJCTBA JICKAPCTBEHHBIX PACTUTEIBHBIX MPENapaToB HE
M3MEHSIOTCSL.

Crenuduranuy akTHBHON (apMarieBTUYeCKOi CyOCTaHIIMK U IIPOMEKYTOYHBIX TPOJTYKTOB
HE U3MEHSIOTCS.

W3MeHeHre MONMHOCTBIO ONUCHIBAETCS B OTKPHITOW YacTH (dacTu «3asButeis») MOADC
(ecyi MPUMEHUMO ).

AxtuBHas  (apmaneBTHUecKas ~— cyOCTaHIMs ~ HE  SBIACTCS  OHMOJIOTMYECKOMN
(MMMYHOJIOTUYECKO) cyOcTaHIue.

V3MeHenne He 3aTparuBaeT reorpadMueckuii MCTOYHHK, CHOCOO TPOW3BOACTBA HIH
IIPUTOTOBJICHUS JIEKAPCTBEHHOT'O PACTUTEJILHOTO IIperapara.

W3meHnenue He 3aTparuBaet 3akpbiToil yactu MOADC.

JloxymenTanus

1.

2.

~ow

[TonpaBka K COOTBETCTBYIOIIEMY pa3feny (pa3aenaM) perucTpalloOHHOTO J0Che, BKIOYas
MPsIMOE CPAaBHEHUE TEKYIIETO U HOBOTO MPOLECCOB.

Jlanubie aHanu3a cepuii (B hopmare CpaBHUTEIHHOM TabIUIIBI) IO MEHBIIIEH Mepe 2 cepuit
(10 MeHBIIIeH Mepe, ONBITHO-MIPOMBIIIIEHHBIX ), MPOU3BEACHHBIX C TOMOIIBIO 0JI0OPEHHOTO
U TIPEJIaraeMoro MmpoLeccoB.

Komnuu yTBepkIeHHBIX crienu(UKaIiii akTHBHOU (hapMalleBTUUECKO CyOCTaHIINN.

. Hexnaparust nepkaTelis pPerucTpalmoHHOr0 yaocTtoBepeHus win aepxkarensi MDOADC

COOTBETCTBEHHO, 4YTO H3MEHEHHE KayeCTBEHHOIO M KOJMYECTBEHHOIOo MpOQuis
npuMmeced  WaM  (PU3MKO-XMMHMUYECKHX  CBOMCTB  OTCYTCTBYET, CIIOCOO  CHHTE3a,
cnienr(UKauy aKTUBHOM (hapMalieBTUYECKON CyOCTaHIIMU U MTPOMEKYTOUHBIX MPOAYKTOB
HE U3MEHSIOTCS.

HpI/IMe‘{aHI/IC Ilong 3HauMTENbHBIMH M3MEHEHHSMH AaKTHBHBIX (I)apMaI_ICBTI/I"IeCKI/IX

cyOcTaHIuii, MOJIy4YE€HHBIX yTeM XUMHUYECKOTO CUHTE3a,
MOJpa3yMeBalOTCd  WM3MEHEHHMsl  crocoba  CHUHTE3a WM YCIOBHH
MIPOM3BOJICTBA, KOTOpPHIE CIOCOOHBI H3MEHHMTb Ba)KHBIE MOKa3aTeIH
KayecTBa AaKTHUBHOM (apMaieBTHYeCKOW CyOCTaHLMH, Takue Kak
KaueCTBEHHBIN U (MJIM) KOJTUYECTBEHHBIN poduib nmpumeceid, TpeOyromuii
KBATM(HUKAINY, WM (U3UKO-XUMHUYECKHE CBOICTBA, BIMAIOLIME Ha

OMOIOCTYITHOCTb.
b.l.a.3. I3amenenune pasmepa cepun (Bkirouas | Heooxomumeie | Jlokymentsl | [Iporemypa
JTUarna3oHbpl  pa3Mepa  CepUH)  aKTUBHOM YCIIOBUS U TaHHBIE
(bapmareBTUYECKOM cyOcTaHIH 5810

IPOMEXKYTOUYHOTO MPOJYKTa, HCIOIb3yeMOro
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B

(dapmarieBTHYeCKOi CyOCTaHITNH

mporiecce TIPOU3BOJICTBA AKTUBHOM

a) yBeIMYEHUE pa3Mepa Cepud BIUIOTH JIO
10 pa3 o cpaBHEHHIO C 3apETUCTPUPOBAHHBIM
pa3Mepom

1,2,5 1A

0) 10-xpaTHOE pa3yKpyITHEHHE 1,2,3,4,5 1,2,5 1A

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

- 1,2,3,4 IB

1) yBenuueHue  (yMEHbIIEHuE)  Maciutada
MIPOU3BOJICTBA OHMOI0THYeCKOM
(MMMYHOJIOTHUYECKOM ) AKTUBHOU
bapmareBTHIECKON cyOcTaHIuH 0e3
U3MEHEHHS npoiiecca MIPOU3BOJICTBA
(Hanpumep, n1yOIMpPOBAHKE JIMHUHN )

- 1,2,3,4 IB

VYcnoBus

1.

o s

~

Bce wusMeHeHuss METOJOB MPOU3BOJCTBA 3aTPardMBalOT TOJBKO HEOOXOAUMBIE IS
YKPYIHEHHUSI WU pa3yKpyIHEHHs, HanpuMep, HCIOJIb30BaHHWE OOOPYIOBaHHE APYroro
pa3mepa.

Heo6xoanMo mpeacTaBuTh pe3ylbTaThl UCIBITAHUNA COTJIACHO CenU(UKAIUSIM HE MEHee
2 cepwii mpeanaraeMoro pasmepa Cepuu.

PaccmaTpuBaeMblil  JIEKapCTBEHHBIM  mpemapar  He  sBISETCS  OMOJOrMYECKUM
(MIMMYHOJIOTUYECKUM) JIEKAPCTBEHHBIM IIPENapaToM.

V3MeHeHne He BIUSET HEXKeIaTeIbHBIM 00pa3oM Ha BOCIIPOU3BOIUMOCTH MPOIECCa.
W3meHneHue He JOMKHO OBITh CIEICTBUEM HEMPEIBUACHHBIX CUTYAllUii, BOZHUKILIUX B X0/
MIPOU3BOJICTBA, WM HAPYIIECHHS CTAOUIBHOCTH.

Crneuundukanuu akTUBHON papMarieBTHYecKoi cyOocTaHuu (IPOMEXYTOUHBIX MTPOTYKTOB)
HE U3MEHSIOTCS.

AxTuBHas QapMareBTU4ecKas CyOCTaHIIUS HE SIBISETCS] CTePHIIbHOI.

Pasmep cepum Haxomarcs B mperene 10-kpaTHoro AMama3zoHa pa3Mepa  CEpHH,
IPEJYCMOTPEHHOTO MpPU  PEruCTpallud WIM TOCie  TOCIEOYIOUIero H3MEHEHHS,
HE SIBJIIBIIETOCS M3MeHeHneM [A Tuma.

JloxymenTanus

1.
2.
3.

[TonpaBka K COOTBETCTBYIOLIEMY pa3/ieiy (pa3/esiaM) perucTpaliOHHOIO JOChE.

Howmepa cepuii HCTIBITaHHBIX CepUl UMEIOT MpeUIaraeMblii pa3Mep CepUH.

Jlannbie aHanmu3a cepuil (B ¢opMare CpaBHUTEIBHOM TaONMIBI) TO MEHBIIEH Mepe
1 npomblmieHHOM — cepurM  akTUBHOM  (apMaleBTUYECKOM  CyOCTaHIIMM WM
MPOMEKYTOYHOTO TIPOIYKTa COOTBETCTBEHHO, NPOM3BEACHHOW B YTBEPKICHHOM U
npeuiaraeMoM pasmepe. Ilo 3anpocy HE0OXOMMO NPEACTaBUThH JAAHHBIE MO CIEIYIOIUM
JIBYM TIOJTHBIM MPOMBIIUICHHBIM CEPHSIM; JepiKaTelb PETUCTPAIIIOHHOTO YIOCTOBEPEHUS
00513aH COOOUIUTH, €CIIM PEe3yNbTaThl aHAU3a HE YKJIAAbIBAIOTCA B CHEUUPUKALMIO U
MPEJIOKUTH TIJIaH JICUCTBUM.

Konun ono0penHblx crneunpukanuii akTUBHOW  (apMaleBTUYECKOH  CyOCTaHIUU
(¥ MPOMEXKYTOUHBIX MPOTYKTOB, €CIIU IPUMEHHUMO).

Jlexnapanusi JiepKarens perucTpalioHHOro YAocToBepeHus win jepxareiast MOADC
COOTBETCTBEHHO, YTO BCE€ HM3MEHEHHUS METOJIOB IPOM3BOJCTBA 3aTPAaruBalOT TOJBKO
HEOOXOAUMBIE [UIs YKPYIMHEHMS WM DPa3syKpYIHEHHs, HampuMmep, HCIOIb30BaHUE
o0opy/noBaHUsl APYroro pasMmepa; W3MEHEHHE HE BIIMSET HEXKeNIaTelbHbIM 00pa3oM Ha
BOCIIPOM3BOJMMOCTh MpOIIECcCa; M3MEHEHHE HE SBISETCS CIIEACTBUEM HEIPEIBUACHHBIX
CHTyalWd, BO3HHKIINX B XOJIe¢ TPOM3BOJCTBA, WJIA HAPYIIEHUS CTAOMIHLHOCTH,
crienn(UKauy akKTUBHON (hapMalleBTUYECKON CyOCTaHIMU (TPOMEXYTOUHBIX MPOTYKTOB)
HE M3MEHSIOTCSI.
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b.l a.4. 3menenue BHyTpunpon3BoACcTBEeHHBIX | HeoOxomumbie | J{oxymentsi | [Iponemypa

UCIIBITAHUN WM KPUTEPUEB TMPUEMIIEMOCTH, YCIOBUS U JIaHHbIE
UCTIOJIB3YIOIIHXCS npu MIPOM3BOJICTBE
AKTUBHOH (hapMalleBTUYECKOM CyOCTaHITUN

a) Y)KeCTOUeHHE  BHYTPHUIPOU3BOACTBEHHBIX

1,2,3,4 1,2 1A
KPUTEPUEB MTPHEMIIEMOCTH
0) mo6aByeHHE HOBBIX
BHYTPUIPOU3BOJICTBEHHBIX HCTIBITAHUN  WJIK 1,2,5,6 1,2,3,4,6 1A
KPUTEPHUEB MMPUEMIIEMOCTH
B) UCKIIIOUCHHE HE3HAYMMOI'O 127 1,25 IA
BHYTPHUIIPOU3BOJICTBEHHOTO UCITBITAHUS
e) nobaBicHUE 1501051 3aMeHa
BHYTPUIIPOU3BOJICTBEHHOTO  HCIBITAHUS U3 - 1,2,3,4,6 1B
cooOpakeHHI 6€30MaCHOCTH UJTH KauyecTBa
Ycnosus
1. V3meHeHue He SBJISETCS CICACTBHEM KaKOro-TMOO 00s3aTeNnbCTBA, IPHUHATOTO 10

&

pe3yJibTaTaM paHee IPOBEJCHHBIX AKCIIEPTU3 C LIEIbI0 aHAIN3a KPUTEPUEB IPUEMIIEMOCTH
cneunpuKanuy (Hampumep, B X0/J1€ perucTpaliy Wik BHeceHus uamenenuit Il tuma).
W3meHeHne He SBISETCS CIEACTBHEM HENPEIBUICHHBIX CHUTYallUH, BOSHUKIIMX B XOJ€
IIPOU3BOJICTBA, HAIIPUMEP, HOBasi HEKBATU(UIMPOBAHHAS IPUMECh, U3MEHEHHE IPEIEIOB
COJIep’KaHusl CyMMBbI IIpUMecei.

JIroboe u3MEeHeHHEe JOJDKHO YKJIaJIblBaThCS B JHMAaNa3oH JEHCTBYIOIUX OJOOPEHHBIX
KpUTEPUEB IPUEMIIEMOCTH.

AHanuTHuyeckas METOJUKA HE U3MEHAETCS WM U3MEHSETCS HE3HAUUTEIIbHO.

Hu onvH HOBBIM METOJ MCHBITAHHWS HE OCHOBAH HAa HOBOM HECTAHJIAPTHOW METOJOJIOTHUHU
WM CTaHJAPTHOW METOI0JIOTMH, UCIIOIB3YEMO [T0-HOBOMY.

HoBelii MeTon wucobITaHUS HE sBISETCS  OUOJIOTMYECKUM  (MMMYHOJIOTMUECKUM,
MMMYHOXUMHUYECKUM) WIA METOAOM, P KOTOPOM HCHOJIb3yeTCs] OMOJIOTMUECKUI peakTUB
JUis  OMOJIOTMYECKOM aKTHBHOM (apMaleBTUYEeCKOW CyOCTaHIMM (32 HUCKIOYEHHEM
CTaHJApTHBIX (hapMaKONEHHBIX MUKPOOUOIOTHYECKUX METO/IOB).

[TapameTp cienu@ukanuy He 3aTparuBaeT KPUTUUYECKHUM MapameTp, Harpumep, 00l u3
CIIEAYIOIIMX: KOJMUYECTBEHHOE OIpe/ieieHne, MpUMecH (€cld TOJIbKO ONpeeIeHHBbIH
pacTBOpUTENb ~ OJHO3HAYHO  HE  HUCHOJB3YeTCsl B INPOM3BOACTBE  AKTUBHOMN
(dapmanieBTHUECKOH CyOCTaHIUMM), Jit00as KpuTHuYecKass (u3MuUecKas XapaKTepHUCTHKA,
HampuMep, pa3Mep 4acTHUll, HAChIIHAs MJIOTHOCTb J0 M MOCIE YIUIOTHEHUSI, UCIIBITAHUE Ha
M0JUIMHHOCTB, BOJIa, JIF000M 3aITpoc Ha U3MEHEHHE YaCTOThI UCIIBITAHUH.

JoxymeHTanus

1.
2.

[TorpaBka K COOTBETCTBYIOLIEMY pa3fieny (pa3aesiaM) perucTpaliOHHOTO J0CheE.
CpaBHuTenbHas TabauUa TEKYNIMX U MpeJlaraéMbIX  BHYTPUIIPOU3BOJCTBEHHBIX
HCIIBITAHU M.

[Togpo6HOE onucanue HOBOM HedapMaKONEeHHON aHAIUTUYECKOW METOAMKUA U JaHHBIC MO
BaJIMJAIMHU (B COOTBETCTBYIOIINX CIYYasX).

JlanHble aHanM3a JABYX [POMBIIUIEHHBIX cepuil (11 OHUONOrMYecKUX AaKTHBHBIX
¢dapMarieBTHUeCKMX CyOCTaHIMH, NpU OTCYTCTBUU JOJDKHBIX OOOCHOBaHUM — TpU
MIPOMBIIIIJIEHHbIE CEpUH) aKTUBHON (hapMalleBTUYECKON CyOCTaHIIMU 1O BCEM MapameTpam
crienu(pUKaIum.

O6ocHoBaHMe (OLIEHKa PHCKOB) CO CTOPOHBI  JIepiKaTeisl  PEerucTpaliuoHHOTO
ynocroBepeHuss unu aepxareni MOPADPC COOTBETCTBEHHO, IMOATBEPKAAOIINE, YTO
BHYTPHUITPOU3BOJICTBEHHbIE TAPAMETPhI ABJSIOTCS HE3HAUMMbIMU HJIM YCTAPEBIIUMHU.
ObocHOBaHME CO CTOPOHBI JI€pKATENs PETUCTPALIMOHHOTO YIOCTOBEPEHHS WM JIepKaTems
MOADC coOTBETCTBEHHO HOBBIX BHYTPUIIPOU3BO/ICTBEHHBIX UCIIBITAHUHN U MPENIETIOB.
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b.l.a.5. 3meHenUe aktuBHOM | HeoOxomumeie | Jlokymentsl | [Iponemaypa

(dapMarieBTUYeCKOH  CyOCTaHIIMM  CE30HHOM, yCIOBUS Y JIaHHbIE
NpeNaHAeMUYeCKOd  WIM  HaHJeMUYeCKOu
BaKUWHBI JJ1s1 TPOPUIAKTHKY TPUTITIA

a)3aMeHa ImTamMma (IITaMMOB)  CE30HHOM,

MPENAaHIEMUYECKOM WIn MMaHJAEMUYECKOMN - - 1

BaKIIMHBI OJI51 HpO(bI/IJ'IaKTI/IKI/I rpuIiiia

b.1.6) KonTposas kadecTBa akTUBHOM (hapMalieBTUUECKOM CyOCcTaHIIuN

b.1.6.1. I3menenue napamerpoB crneunpukanuu | Heooxoaumeie | Jloxkyments |[Ipouemypa

u

(dapmaneBTHUECKON CyOCTaHIMHM, HCXOTHOTO
Marepuania (IpoMeKyTOYHOTO MPOJYKTa,

peakTHBa),  HCIOJB3YEeMBIX B  IpoIecce
MPOU3BOJICTBA AKTUBHOW  (papMarieBTUYECKOMH
cyOcTaHuuu

(unu) KpUTEpueB MPUEMIIEMOCTH AKTUBHOM yCIIOBUS U JIaHHbIE

a) y)KeCTOYEHHE  KPUTEpPUEB  NPUEMIIEMOCTH
cnenu(UKauy  JEKapCTBEHHBIX IPENaparos,
NOJUIeXkKAIUX BBITYCKY Ccepuil oQUIMAIbHBIM
KOHTPOJIBHBIM OPraHOM

1,2,3,4 1,2 IAny

0) y)KeCTOUeHUE KPUTCPUEB  MPUEMIIEMOCTH
cnenudukanuu

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

B) 100aBiIeHNe B  CHENHU(UKAIMIO  HOBOI'O

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

HUCIIBITaHUA

r) HCKIIIOYCHUC HC3HAUUTCIBbHOI'O IIapaMCTpa

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

yCTapeBIIETo MapameTpa)

3) fobaBieHue  WiIM  3aMeHa  (MCKJIoYas
OMOJIOTUYECKYIO U MMMYHOJIOTHYECKYIO

cyOCTaHIIMIO) TIapaMmeTpa ChHeuuPuKanuu U — 1,2,3,4,5 7 IB

COOTBETCTBYIOIIETO €My METO/Ia WCIBITaHUS U3
cooOpaskeHH1 0€30MaCHOCTH WJTU KayeCcTBa

YciaoBus
1. V3meHeHue He SIBISIETCS CIIEICTBUEM JIO00OTO 0053aTENbCTBA, MPUHATOTO MO pe3yiabTaTaM

(621

paHee MPOBEACHHBIX JKCIEPTU3 C LEJIbI0 I[EPECMOTpA KPUTEPUEB NPUEMIIEMOCTH
cnenudukanuyu (HapUMeEp, B XOJ€ PETUCTPAIMU JIEKAPCTBEHHOTO TMperapata WiIu
BHeceHuU u3MeHeHuit Il Tuma).

. I3MeHeHne He SBISECTCS CJICACTBUEM HCHPCABUIACHHBIX CHTyaHHﬁ, BO3HUKIIINX B XOA€

MIPOU3BOJICTBA, HANPUMEpP, HOBOM HEKBATH(DUIIMPOBAHHON MPUMECH, U3MEHEHUS MPeJIEIOB
COJIepKaHUS CYMMBI IPUMECEH.

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

MIPUEMJIEMOCTH.
AHanuTHueckas METOIMKa HE U3MEHSAETCS WIM U3MEHSETCS HE3HAYUTENbHO.

. Hu oguH HOBBINM METOJ] MCHBITAHUS HE OCHOBAH Ha HOBOW HECTAHAAPTHOW METO0JIOTHUU

niIn CTaHIlapTHOﬁ METOJ0JIOTHUH, HCHOJ’ILSyCMOﬁ IM0-HOBOMY.

. HoBriit METOHA  HCIIbITaHUA HE  ABJISACTCA OMOJIOTMYECKUM (I/IMMYHOJ'IOFI/I'-IGCKI/IM,

UMMYHOXUMHUYECKUM) WM METOJOM, MpPHU KOTOPOM HCIIOJIb3YyeTCs OMOIOTrHYecKuit
peakTuB Il OMOJOTMYEeCKOW  akTUBHOM  ¢apmaneBTHUeCKON  cyOcTaHIMHU
(32 MUCKITIOYEHUEM CTAaHAAPTHBIX (hapMaKOMEHHBIX MUKPOOHOJIOTMUECKUX METO/IOB).
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7. I3MeHeHne m000ro MarepHana HE 3aTparuBacT TEHOTOKCHYHYIO IpuMech. Ecmm
BOBJICUCHA AaKTHBHas (papmalneBTUUECKass CyOCTaHIMS, 32 HUCKIIOUYEHHEM OCTaTOYHBIX
pacTBOpHTEINeH, KOTOpbIe JOJDKHBI COOTBETCTBOBATH IpEJeiiaM COOTBETCTBYIOIICH CTaThe
@apmaxorien Coro3a WM COOTBETCTBYIOLICH cTarbe (apmakorell rocynapcTB-4ICHOB,
KOHTPOJIb JIF00OH HOBOH IpuMecH JOJDKeH cooTBeTcTBOBaTh Papmakomnee Coro3a wim
(bapMakonesiM rocyJapCTB-UICHOB.

8. Ilapamerp cneun¢ukanuy He 3aTparuBaeT KPUTHIECKUI MmapaMeTp, Harpumep, Jro0o0i u3
CIEIYIOUINX: KOJIWYECTBEHHOE OIpelesieHHe, MpUMECH (€ClIU TOJBKO OIpE/EICHHbIH
pacTBOpHUTENIb  OAHO3HAYHO  HE  HCHOJB3YeTCs B IPOM3BOJACTBE  AKTUBHOM
(bapMarieBTHUECKOW CyOCTaHIIUMM), Jt00asi KpUTHYecKash (U3MYecKas XapaKTepUCTHKA,
HalpuMep, pa3Mep YacTHIl, HACBIMHAS IUIOTHOCTh JI0 U IOCJIE YIUIOTHEHHMS, MCIBITAHUE
Ha MOJIMHHOCTD, BOJIA, JTF000H 3ampoc Ha MPONYCK UCTIBITAHUS.

JloxyMeHTanus

1. ITonpaBka K COOTBETCTBYIOLIEMY pa3zeiy (pa3zienaM) perucTpaliOHHOTO J10ChE.

2. CpaBHHUTENIBbHAS Ta0JIMIA TEKYILUX U IpeAJaraeMbix clelupuKaui.

3. IlogpoOHoe onmcanue ar000I HOBOW aHATMTHYECKOW METOAMKH U JaHHBIC TIO BaTHIAINH (B
COOTBETCTBYIOLIUX CIIydyasix).

4. Jlanuble aHanu3a 2 MPOMBIIIICHHBIX CepHid (MIPH OTCYTCTBHH OOOCHOBAHHS OOPAaTHOTO JUIS
OMOJIOTMYECKUX aKTUBHOM (hapMaleBTUUECKUX CyOCTaHIMI — 3 cepuM) COOTBETCTBYIOILEH
aKTUBHOM (papMarieBTUYECKON CyOCTaHIIMK IO BCEM MapaMeTpaM CrielnpUKaIim.

5. B cooTBeTcTByIOIMX Cily4asx JaHHblE TeCTa CPAaBHUTEIbHOW KHHETHKH PacTBOPEHUS
JICKApCTBEHHOTO Tperapara, COAEpKallero akTUBHYIO (hapMaleBTHUECKYIO CyOCTaHIHIO,
II0 MEHBUIEW MEPE U3 OINBITHO-IIPOMBIIIIEHHON CEPUH, COOTBETCTBYIOILYIO IEHCTBYIOIIUM
U OpepiaraeMbiM cnenuukanusM. B OTHOIIEHHWH JIEKapCTBEHHBIX pPACTUTENBbHBIX
IIPErapaToB MOTYT ObITh JOCTATOYHBI JaHHBIC CPABHUTEIBHOM pacragaeMocTu.

6. O6ocHOBaHME (OIICHKA PHCKOB) CO CTOPOHBI IePyKATENsl PETUCTPAIMOHHOTO YIOCTOBEPEHUS
U nepxKaTens MOADC COOTBETCTBEHHO, MIOATBEP K TAIOLIHE, 4TO
BHYTPUIIPOU3BOJICTBEHHBIN TaPAMETP SIBJISIETCS HE3HAYUMBIM WJIM YCTapEBIIUM.

7. O00CHOBaHME CO CTOPOHBI JiepKaTeNs PErUCTPALIMOHHOIO YJOCTOBEPEHMSI UM JepKaTes
MOADC coOTBETCTBEHHO HOBBIX NTapamMeTpa CelUPUKAIUU U KPUTEPUEB IPUEMIIEMOCTH.

b.1.6.2 U3smenenne ananutuyeckoil metomuku |HeoOxomumeie | lokymentsl | IIpouemypa
aKTUBHOM  (apMarieBTUYECKOH  CyOCTaHITUU YCIOBUS 1 TaHHBIC
WM UCXOJHOTO Marepuala (MPOMEKYTOYHOTO
MpOJNyKTa, peaKkTHBa), HCIOJb3YEMBIX B
rpouecce IIPOU3BOJICTBA aKTUBHOM
(hapmareBTUUeCKON CyOCTaHITUN

a) He3HAYUMBbIC N3MEHEHUS 0J100peHHOM
AHAJIUTUYECKOU METOIUKU

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

0) UCKJIFOYCHUE  AHAJTUTHUYECKOM  METOJUKHU
aKTUBHOM  (papMmaleBTUYEeCKOH cyOcTaHIMU
WIM UCXOJHOTO MarepHaia (IpOoMeXyTOYHOrO 7 1 1A
MPOIYKTA, PEaKTHBA), €CIIN AbTEPHATUBHAS €1
aHAJIMTHYEeCKasi METOIMKA Y)Ke 0JJ00peHa

B) IIpovHe U3MEHEHUS AQHATUTUYECKOM
METOAMKHU (BKJIFOYAs 3aMEHY WJIU J00aBJIeHUE)
peakTuBa, KOTOpas HE OKa3biBaeT 3Haummoro | 1,2,3,5,6 1,2 1A
BIIUSTHUS Ha COBOKYITHOE KAa4eCTBO AKTHBHOU
(apMarieBTHUECKON CyOCTaHIINH
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1) IPOYHe W3MEHEHU AHAIMTUYECKON

METOJMKH (BKJIIOUasi JOOABICHHUE WIIM 3aMEHY)

AKTUBHOM  (apMaIleBTUYECKOH CyOCTaHITUU 1,2,45,6 1,2 1B
WM UCXOJHOTO Marepuala (MPOMEKYTOYHOTO

MIPOJTYKTA)

Ycaopus

1. CoryiacHO COOTBETCTBYIOLIMM aKTaM, BXOJAIuM B IpaBo Coro3a mpoBeseHa HeoOxoaumas
BAIMJAIMS, TOATBEP)KAAOMAs TO, YTO OOHOBIIEHHAs AaHAJUTUYECKas METOIUKA II0
MEHbILIEH Mepe SKBUBAJICHTHA MPeIblIyLIEH.

2. Ilpenensl conepKaHUs CyMMBI IIpUMEce He M3MEHUJIMCh, HOBbIE HEKBAIM(UIIMPOBAHHbIC
IIPUMECH HE OOHAPYKEHBI.

3. Meron ananu3a He U3MEHWICA (HapUMep, U3MEHEHHE JUTMHBI KOJIOHKH HJTH TEMIIePaTyphl,
HO He JIpYroil BUJl KOJIOHKH WX METON).

4. Meton UCIIBITaHUS HE ABJISIETCS OMOJIOrMYECKUM (MMMYHOJIOTHYECKUM,
MMMYHOXUMHUYECKUM) WJIN METOJIOM, B KOTOPOM HCIIOJIb3YeTCS OMOJIOTMYECKUN peaKTHB
JUIsT  OMOJIOTMYECKOH aKTHBHOW (apMaleBTUYCCKOW CYOCTaHIIMHM (32 UCKIIOYCHHEM
CTaHJAPTHBIX (hapMaKONEHHBIX MUKPOOUOIOTHYECKUX METOIOB).

5. Hu oauH HOBBIM METOJA UCHBITAaHUS HE OCHOBAaH Ha HOBBIX HECTAHJAPTHBIX METOJAX WU
CTaHJAPTHBIX METOJaX, UCIOIb3YEMBIX TI0-HOBOMY.

6. AKTHBHAA bapmaneBTHUECKAS cyOcTaHIus HE ABJIETCS OMOJI0rn4YeCcKOon
(MIMMYHOJIOTUYECKOM).

7. AnpTepHaTHBHAS aHATUTUYECKAs METOJUKA JUIs TTapaMeTpa CreuuKauy yKe 0100peHa,
[P 9TOM TaKasi METOJIMKA He OblIa BKIoYeHa nocpenctBoM 1A (IAyy)-yBeoMIICHUSL.

JloxyMeHTanus

1. ITompaBka K COOTBETCTBYIOLEMY pa3eny (paslienaMm) perucTpaluoOHHOTO JI0ChE, BKIIOYAS
OMHMCAaHUE  AHAJIUTHYECKOM  METOJOJIOTHH, pPE3OME  JIAHHBIX 10  BaJWJalluH,
MepeCMOTPEHHBIE crielu (UK Ha TPUMeECH (€CITU IPUMEHUMO).

2. CpaBHUTENBHBIC PE3YyIbTaThl BATUIANNN WIM TP HATHYUKA OOOCHOBAHHS CPAaBHUTEIBHBIC
pe3ynbTaThl aHaW3a, MOJATBEPXKIAIOIINE, YTO TEKyIlee U MpeasiaraeMoe HCIbITaHue
skBUBaJeHTHBI. Hacrtosmiee TpeOoBaHMe HE TNPUMEHSIETCS, €cCld J00aBIIIeTCSl HOBas
aHAJIMTUYECKasi METOAMKA.

b.1.B) YakoBOUHO-yKyIOpO4Hasi CUCTEMA

b.l.B.1. I3menenne mnepBuuHoi  ynakoBku | Heooxomumeie | Jlokymentsl | Ilponemypa

aKTUBHOH (papMarieBTU4eCcKol CyOCTaHIINH YCIIOBUS W NaHHbIE
a) KauectBeHHBIIT ¥ (WIM) KOJUYECTBEHHBIN
CZ)CTaB ( ) 1,2, 3 1,2,3,4,6 1A

B) XKuakue  akTHBHBIE  (papMalleBTUYECKHE

- 1,2,3,56 IB
cyOcTaHIMM (HECTEPUIIbHBIE)

Ycnosus

1. Tlo cooTBeTCTBYIOIIMM CBOMCTBaM IpeajaraéMblil yIakoOBOYHBIA MaTepuan MO0 MEHbIIeH
Mepe J10JKEeH OBITh SKBUBAJICHTHBIM 0/100pEHHOMY.

2. HavaTel COOTBETCTBYIOIIME HWCCIICOBAHUS CTAOWIBHOCTH B COOTBETCTBUU C aKTaMH,
Bxomammmu B 1paBo Coro3a M 3aiBUTEIEM Ha MOMEHT BBEACHUA W3MEHEHMMU
MIPOaHAIM3UPOBAaHbl COOTBETCTBYIOIIME IapaMEeTpbl CTAOMJIBHOCTHM HE MEHee YeM Ha
2 ONBITHO-TIPOMBILUIEHHBIX WM IPOMBIIUIEHHBIX CEPUSX, B €70 PACIOPSIKEHUN HAXOAATCA
YAOBIIETBOPUTENBHBIE PE3YyNbTaThl IO MEHbBIIEW Mepe 3-X MECIYHOIO0 H3y4EHHUs
crabmipHocTH. OJHAKO, €Clu TpejiaraeMas ynakoBKa Oojiee yCTOWYHMBA MO CPAaBHEHMIO
C 3aperucTpUpOBaHHOM, TO 3-X MeCAYHbIE JAHHBIE IO CTAOMWJIBHOCTH HE TPeOYIOTCH.
Ilo 3aBepumieHMM TakMX UCCICNOBAHMM, €CIM pPE3yJIbTaTbl HE YKIAIbIBAIOTCSI B
crenugpuKalyy WIM NOTEHIHATbHO MOTYT HE YJIOKUTHCS B CEIM(PHUKAIIMN Ha KOHEIl CpOKa
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3.

TOJTHOCTH (TIEpHO/Ia TIOBTOPHOT'O MCIBITAHUS), UX HEOOXOAMMO HEMEIJICHHO MPEACTaBUTh
YIIOTHOMOYEHHOMY Oprany (PKCHepTHOW OpraHu3aluu) TOCyJapCTBa-4ieHAa BMECTE
C IIpejyIaraéMbIM IIJIAHOM JICHCTBUM.

Hckimouast cTepuibHBIC, JKHIKHE M OWOJNOTHYECKHE (MMMYHOJOTHYCCKUE) AKTHBHBIC
(hapmarieBTHUeCKre CyOCTaHIIUH.

JloxyMeHTanus

1.
2.

6.

[TonpaBka K COOTBETCTBYIOLIEMY pa3fieiy (pa3/esiaM) perucCTpaliOHHOTO JJOChE.
HeoOxomuMbie maHHBIE O HOBOH YIAakOBKE (HANPUMEp, CPAaBHUTENBHBIE JaHHBIC TIO
npoHunaemoctu, Hanpumep, A Oz, CO,, Bnaru u T. 1.), BKItOYask NOATBEPKIACHUE TOTO,
410 Marepuai coorBeTcTByeT @apmaxoree Coro3a mim papmakornesiMm rocy1apcTB-4JICHOB,
WIM aKkTaMm BxojsamuMm B mpaBo Coro3a IO IMJIACTMYECKUM MaTepuanaM U oOBbEeKTaM,
KOHTaKTUPYIOIIUM C IMUAIIEBBIMH MTPOTyKTaAMH.

B cooTBeTrcTByOIMX Cily4asX HEOOXOAMMO IMPEICTAaBUTh IOATBEPKACHHUE TOrO, YTO
B3aUMOJICHCTBUE MEXAY COACPKUMBIM W YNAaKOBOYHBIM MATEpUAIOM HE MPOUCXOJUT
(Hampumep, OTCYTCTBYET IepeMellleHne KOMIIOHEHTOB Ipe/ajaraéMoro marepuana B €ro
COJIEPKUMOE, KOMIIOHEHTHI JICKAPCTBEHHOTO IIpernapara He TMEepexXOoIsiT B YIAKOBKY),
BKJIIOYasi MOATBEP:KIEHUE TOro, 4YTo Marepuan cooTBercTByeT Dapmakonee Coro3a wiH
(dapmakornesM TrOCyJAapCTB-WICHOB, WJIM akKTaMm BxoasmuM B mpaBo Coro3a 10
IUIACTUYECKUM MaTepuanaMm U 00beKTaM, KOHTAKTUPYIOIIUM C MUIIEBBIMU MTPOIYKTAMHU.
Jexnapamust aepkaresisi perucTpaldoHHOro ynoctoBepenus win aepxaresnss MOADC,
9TO0 TpeOyeMble HCCIeIoBaHusl CTaOWIBHOCTH HayaThl B COOTBETCTBUU C aKTaMH,
BxoAsammMH B mipaBo Coro3a (C ykazaHHEeM HOMEPOB CEepHuil); U YTO (B COOTBETCTBYIOIIUX
Clly4asix) Ha MOMEHT BBEJICHUSI U3MEHEHUI B €ro paclopsbKeHUH HaXOAUIUCHh Tpedyembie
MUHUMAJIbHBIC YIOBICTBOPUTEIIBHBIC JaHHBIC 1O CTAOWIBHOCTH; W YTO HMCHOIIHECS
JaHHBIE HE CBHJETENbCTBOBAIM O Kakoh-mubo mpobreme. HeoOxomumo Taxxke
MPEACTaBUTh TMOATBEP)KICHUE TOr0, YTO HCCIECAOBAHUS OYyIyT 3aBEpIICHBI, U €CIU
pe3ynbTaTel He OyAyT YKIaabIBaThCs B cleUu(UKAMKM WIA TMOTEHIMAJIbHO MOTYT HE
VIIOKHUTBCS B crnenu(HUKaMy Ha KOHEIl CpoKa TOJHOCTH (Tiepuoja IMOBTOPHOTO
UCIBITaHUSA), MX HEMEMJIEHHO TMPEACTaBIT YMOJIHOMOYEHHOMY OpraHy (PKCHEepTHOM
OpraHM3aliK) rocy1apcTBa-uwieHa BMECTE C MpeiaraéMbIM IUIaHOM JIEHCTBUH.
Pe3ynbratel uccrnenoBaHuil CTaOWMIBHOCTH, MPOBEIACHHBIX B COOTBETCTBUU C aKTaMH,
BxoAsammMu B mpaBo Coro3a, M0 3HAYUMBIM MapaMeTpaM CTaOUIILHOCTH HE MEHEE YeM
Ha 2 ONBITHO-TIPOMBIIIIEHHBIX WM MPOMBIIIJICHHBIX CEPUSX, OXBATHIBAIOIINX HE MEHee
3-X MecsIeB, U TMOATBEPIKIECHHE TOTO, YTO YKa3aHHBIC HMCCIICAOBAHMS OYAyT 3aBEpIICHEI,
U eCJIM pe3yNbTaThl He OyIyT YKIaAbIBATHCS B CHENU(UKAIMUA UM MOTEHIIHAIBHO MOTYT
HE YJIOXHUTBhCS B cHenudukanud Ha KOHEI[ CpoKa TOJHOCTH (TepHuoja MOBTOPHOTO
UCIBITaHUSA), MX HEMEMJIEHHO TMPEACTAaBAT YIOJIHOMOYEHHOMY OpraHy (PKCHEepTHOM
OpraHM3aliK) rocy1apcTBa-uwieHa BMECTE C MpeiaraéMbIM IUIaHOM JIEHCTBUH.

CpaBHeHHE ACHCTBYIONIUX U TMpeajaraeMbix crenu@ukanuii TepBUYHON YIAaKOBKH (eciu
MIPUMEHHMO).

b.1.B.2. I3MeHeHune napametrpoB | Heooxoaumeie | JJokyments! | [Iponenypa

crenupuKanuu u (nnn) KpHUTEPUEB YCJIOBUS U JJaHHBIE
IIPUEMIIEMOCTH NIEPBUYHOMN YIIaKOBKHU
aKTUBHOH (apManieBTu4ecKkoi cyOCTaHIMI

a) YKECTOYCHHUEC KPUTCPUCB HPUCMIICMOCTU

1,2,3,4 1,2 1A
crenupuKanum
0) nobaBneHne B cCHeUU(UKALUIO HOBOTO
rmapamMeTpa U COOTBETCTBYIOIIEMY €My METOJa 1,2,5 1,2,3,4,6 1A

HUCIIBITAHUN
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B) UCKJIIOYEHHE HECYIIECTBEHHOI'O Iapamerpa

cnenudukanuu  (HampuMep,  HCKIIOYCHUE 1,2 1,2,5 1A

yCTapeBIIETo napameTpa)

r) nobaBliecHMe WJIM  3aMEHa  IapaMeTpa

cnenudukanuu u3 COOOpaKeHHI - 1,2,3,4,6 1B
0e30IMaCHOCTH UJIU Ka4yecTBa

VcaoBus

1. V3MeHeHHne HE SIBISICTCS CJCICTBUEM KaKOTO-TMOO 00s3aTeNIbCTBA, MPHHSITOTO IO

pe3ylibTaTaM paHee IPOBEICHHBIX HKCIIEPTU3 C LIEIbI0 aHATN3a KPUTEPUEB MPUEMIIEMOCTH
cneun(ukanuy (HampuUMep, B XOJE PETUCTPAIMM JIEKapCTBEHHOTO IIpernapara Hiu
BHeceHus: u3MeHeHuil Il Tuma), eciu TONBKO OHO paHee HE PACCMOTPEHO M OJ0OpPEHO
B Ka4eCTBE MEPHI NOCIETYIONIET0 HAOIIOICHHS.

2. VI3meHeHHWe HE SIBISIETCS CIEICTBUEM HENPEABHACHHBIX CHUTYallMii, BO3HUKIIUX B XOJE
MPOU3BOJCTBA  YIIAKOBOYHOTO  Marepuaja  WIM  Opd  XpPaHEHHWH  AKTUBHOH
(hapMareBTHUeCKOi CyOCTaHITUH.

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

4. AHanuTHYecKas METOAMKA HE M3MEHSETCS MM U3MEHSETCSI He3HAYUTEIBHO.

5. Hu onuH HOBBINM METOJ UCHBITAHUS HE OCHOBAaH Ha HOBOW HECTAHAAPTHOW METOAOJOTHUHU
VI CTAaHJAPTHOW METOJIOJIOTUH, UCTIOIh3yEMO MTO-HOBOMY.

JloxyMeHTanus

1. TlompaBka K COOTBETCTBYIOILIEMY pa3eny (pa3aenaM) perucTpaluoOHHOTO JIOChE.

2. CpaBHuTeNbHAs Ta0IMIA TEKYIIUX U MPEAIaraeMbIX crierudukanui.

3. [NoxpoOHoe omucanue OO0 HOBOW aHATMTUYSCKOW METOJUKH M JAaHHBIC TI0 BATUIAINA
(B COOTBETCTBYIOILIUX CITyYasix).

4. JlaHHbIe aHATHM3a 2 CEPH YITaKOBOYHOTO MaTepHalia 1o BCEM IapaMeTpam CIeupHKAIHH.

5. O6ocHoBaHMe (OLIGHKa PHCKOB) CO CTOPOHBI  JIep>KaTesis  PETUCTPALMOHHOTO
YIOCTOBEPEHUS 158105 JepKarens M®OADC, MMOATBEPKIAOIIHE, 4TO
BHYTPHUITPOU3BOJICTBEHHBIN MapaMeTp SIBISIETCS HE3HAYUMBIM WJIH YCTapEBIINM.

6. OOocHOBaHHE CO CTOPOHBI JIEPIKATENST PETUCTPAIIMOHHOTO YIOCTOBEPEHUS WIIH JIepKaTeIs

M®ADC HOBBIX napameTpa crieupHUKaIMY U KPUTEPUEB TPUEMIIEMOCTH.

b.1.B.3. I3menenue ananutuueckoit wmeroauku | Heooxomumsie | Jlokyments | [Iponenypa

WCTIBITAHUS TIEPBUYHON YIAKOBKH aKTHBHOM YCIIOBHS U JTaHHBIE
(apMareBTHYeCKON CyOCTaHIIUH

a) HE3HAYUTENIbHbIE M3MEHEHHs] YTBEP)KJIECHHOU

. 1,2,3 1,2 1A
AHATUTUYECKON METOIUKH
0) mpouue WU3MEHEHUS AHAJIMTUYECKON 134 12 IA
METOJIMKH (BKIItOUasi JOOABJICHNE WIH 3aMEHY) T '
B) UCKJTFOUCHHE aHAIMTUICCKOW METOJUKHU, €CITU 5 1 IA
aIbTepHATHBHAS €l METOJIMKA YK€ YTBEpKICHA
Vcnosus
1. CormacHo COOTBETCTBYIOIIMM aKTaM, BXOASIIKUM B IipaBo Coro3a MmpoBeeHa Heo0Xoaumas

BaJMALMs, TMOATBEpXKAAlOMas TO, 4YTO OOHOBJIIEHHas aHaJUTHUYEecKas METOJIMKa IO
MEHBIIEW Mepe SKBUBAJIEHTHA IIPEIbIIYLLIEN.

MeTton aHann3a He U3MEHMJICS (HalpuMep, M3MEHEHUE JJTMHBI KOJIOHKH WU TeMIlepaTyphl,
HO He JIpYTOil BUJI KOJIOHKH WJIM METON).

Hu onvH HOBBINM METOJA UCIBITAHWNA HE OCHOBAH HAa HOBBIX HECTaHJIAPTHBIX METOAAX WIH
CTaHJIapTHBIX METO/AX, UCIIOJIb3YEMBIX [TI0-HOBOMY.

AxTuBHas (apmarieBTHUecKass CcyOCTaHIMs (JIEKapCTBEHHBIM mpernapar) He SBISIOTCS
OMOJIOTNYECKUMHU (MMMYHOJIOTHYECKUMHU ).
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5.

B orHomenun mapamerpa crnenuUKaUM COXpPaHSETCA aHAIMTUYECKas METOAMKA, MpHU
ATOM Takasi METo/InKa He OblIa J06aBieHa nmocpeacteoM IA (IAgy)-yBenomieHus.

JloxyMeHTanus

1.

2.

[TonpaBka K COOTBETCTBYIOIIEMY pa3feiny (pa3aenaM) perucTpalMoOHHOTO JOChe, BKIKOYast
OMHUCaHUE aHATUTUYECKOW METO0JIOTHH, PE3IOME JAaHHBIX M0 BAJIUIALIUU

CpaBHuTENbHBIE  pe3yJibTaThl  BalWJalMd WM, T[pPd  HAIUYUUM  OOOCHOBAHUA,
CpaBHUTEIbHBIE pE3yJIbTaThl aHAIM3a, MOJATBEPXKAAIONIME TO, YTO TEKyllee |
npearaeMoe UCIbITaHUuE SKBUBAJIEHTHBL. Hacrosiiee TpeboBaHre He MPUMEHSETCS, €ClIn
n00aBJIsIeTCsl HOBasl aHAIMTUYECKAsi METOJIMKA.

b.I.r) CtabuiibHOCTh

b.L.r.1. U3menenue rnepuojia noBTopHoro | Heooxomumeie | lokymentsl | [Iponeaypa

ucHplTaHus (Iepuosia XpaHEHUs) WM YCIOBUMN YCIIOBHS U JJaHHBIE
XpaHEHUs aKTUBHOMN (bapmareBTHYECKON
CyOCTaHIIMM, €CIM B PErHCTPALUOHHOM JIOChE
OTCYTCTBYET ceprudukar COOTBETCTBUS
EBponenckonn  @apmakonee, OXBaTbIBAOLIUN
IIEPUOJI TIOBTOPHOI'O UCIIBITAHUS

a) [leppon 1NOBTOPHOrO HCHBITAHUS (IIEPHOL
XPAHCHHMS )

1. Cokpaimenue 1 1,2, 3 1A

4. VBenuueHue  WIM ~ BBEJEHUE  Iepuoja
MIOBTOPHOTO MCHbITaHUsS (Tepuosa XpaHEHHUs),

MIOATBEP>KIAECHHOIO  JTaHHBIMM  €CTECTBEHHOIO a 123 B
XpaHEHUus

0) YcnoBus XpaHeHUs

1. I3MeHeHue yciaoBUM XpaHEHHUsS AKTHBHOMU

dapmaneBTHuecKkoil cyOcTanuuu Ha  Oojee 1 1,2, 3 1A
CTpOrue

3. I3MeHeHne yCIOBUIl XpaHEHUs AaKTUBHOM B 123 IB
(hapmareBTUUeCKol CyOCTaHITUN T

B) I3MeHeHne  yTBEp)KIAEHHOM  MPOTrpaMMBbl 12 14 IA
M3y4eHUs CTAOUIIbHOCTH ' ’

Ycenosus

1. V3MeHeHME HE TOJIKHO OBbITh CIEICTBHEM HENPEABHICHHBIX CUTYAIMH, BO3HUKIINX B X0J1€

IIPOMU3BOJCTBA, NI USMCHCHUA CTa0MILHOCTH.

2. VI3MeHeHUs HE MPUBOAIT K PACHIMPEHUI0 KPUTEPUEB MPUEMIEMOCTH HUCIHBITYEMbIX
nmapaMeTpoB, HCKJIIOUEHUIO TlapamMeTpa CTaOWJIBHOCTH WJIM CHIDKCHHMIO YaCTOTHI
HUCHBITAaHUH.

JloxyMeHTanus

1. HonpaBKa K COOTBCTCTBYWOLIEMY pa3iacity (pa3z[enaM) PErucCTpaliluOHHOTO  TOCHEC.

Heo6xomumMo npencTaBuTh pe3yabTaThl COOTBETCTBYIOIIMX HCCICOBAHUN CTAOMIHBHOCTH B
pealbHOM BpEMEHH, TMPOBENCHHBIX B COOTBETCTBHM C aKTaMU 1O CTaOWIBHOCTH
Bxoaaummu B mpaBo Coro3a He MeHee 4eM Ha 2 (A1 OMOJIOTMYECKHX JIEKapCTBEHHBIX
MpemapaToB — 3) OIBITHO-IPOMBIIUICHHBIX WU MPOMBIINIICHHBIX CEpUSX aKTUBHOM
(dhapmareBTHUeCKO CyOCTaHIIMK, YIAaKOBAaHHOW C TOMOIIBIO 3apeTHCTPUPOBAHHOTO
YIaKOBOYHOTO MaTepuaja, U OXBaTbIBAIOIIMX BECh MpPEAJIara€Mblil Mepuoj MOBTOPHOIO
HCIIBITAaHUSA WJIN NpCjIaracMbIC YCIIOBUA XPaHCHUA.

. HO,Z[TBep)KI[eHI/Ie TOT0, 4YTO HCCICOOBAaHUA CTaOHMIIBHOCTH MMPOBCACHBI B COOTBCTCTBHUU C

TeKyIel 000peHHON mporpaMMoi. Pe3ynbpTaThl MCCIENOBaHUS JOJDKHBI MOATBEPKIATD,
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YTO COOTBETCTBYIOIIUE 0I00PEHHBIC CIIEU(PUKAIINN TPOIOKAIOT COOTIOIATHCA.
3. Konuu yTBep»1eHHBIX crieu(HUKaIMi Ha aKTUBHYIO (papMalleBTHYEeCKYIO CyOCTaHIIHIO.
4. O0GoCHOBaHME NpeIIaraéMbIX N3MECHEHUH.

b.I.n) [IlpoekrHoe T1ON€ W MPOTOKOJ  MOCTPETUCTPALMOHHBIX
U3MEHEHUN

b.I.a.1. Beenenune HoBoro nmpoekTHoro mojis uiu | Heooxomumeie| Jlokymentsl | Ilponemypa

pacimpenrie 0J00pPEHHOr0 TPOEKTHOTO MO YCIIOBHS U JJaHHBIC
aKTUBHOM  (apManeBTUYEeCKOW  CyOCTaHIIHH,
3aTparuBarollee

a) OIHY OIEpAlMOHHYIO EAMHMILY Ipolecca
MPOM3BOJICTBA AKTUBHOW  (hapMareBTHUECKON
cyOcTaHInH, BKJIFOYas COOTBETCTBYIOIIIHE 1 1,2, 3 |
BHYTPUIIPOU3BOJICTBEHHBIH  KOHTPOJIb  (WJIN)
AHATUTUYECKUE METOANKHU

0) aHAIUTUICCKUE METOOUKHU HMCXOJIHBIX

MaTepuaigoB (MPOMEKYTOUYHBIX MPOIYKTOB) H 1 1923 "
(unn) AKTUBHOU (dapmaLeBTUYECKOM T

cyOcTaHIMH

VYcnosus

1. JlaHHbIe U3MEHEHHMsI IPOSKTHOTO MOJIs HE 3aTPAaruBalOT TOTOBBIN MPOAYKT.
JloxyMeHTanus

1. IlpoexTHOE nosie ObLI0 pazpabOTaHO HA OCHOBAHUU COOTBETCTBYIOLUX AKTOB, BXOSIINUX B
npaBo Coroza MW MEXIYHapOAHBIX HAy4YHbIX PYKOBOJCTB. Pe3ynbTarel HccieqoBaHUM
pa3paboTku MIPOIYKTa, nporecca " AHATTMTUYECKON METOOIOTHA
(HanpuMep, B3aMMOJICHCTBUE Ppa3UYHBIX MNapaMeTpoB, (GOpMHUPYIOMIMX MOIJIeKAIIESE
HU3YUCHUIO IMPOCKTHOC IIOJIC, BKJIKOYAasA OLCHKY PUCKOB W MHOIOMCPHBIC HCCJICOOBAHHA
COOTBETCTBEHHO), B  COOTBETCTBYIOIIMX  CIIy4asX [OATBEP)KAAIONIME TO, 4YTO
JOCTUTHYTO IEIOCTHOE MEXaHUCTUYECKOE TIOHUMAaHUE MOoKa3aTelNell kayecTBa MaTepHalloB
U TapaMeTpoB Ipoliecca Ha KpPUTHYECKME TIOKa3aTeld KadecTBa  aKTHUBHOM
(hapmareBTUUeCKOM CyOCTaHIUH.

2. OnucaHue MpPOEKTHOro mojas B TaOJAMYHOM  BHJE, BKIOYass  IEepeMEHHbIE
(cBoiicTBa MaTepualioB M TapaMmeTpbl MpoIecca MPOHW3BOJICTBA) W WX IpeljiaracMble
JMara3oHsbl.

3. IompaBka K COOTBETCTBYIOIIMM pa3zieliaM PETUCTPAIIMOHHOTO JIOChHE.

b.1.n.3. Uckmrouenne noctpeructpanuonHoro | Heooxoaumeie | JTokymentst | [Ipouemypa

MIPOTOKOJIA yIIpaBICHUS W3MCHCHUSIMH, YCIIOBUS Y JTaHHBIE
3aTparvBarIIUMU aKTUBHYIO
(hapMaIeBTHUECKyI0 CyOCTaHIINIO

1 1,2 1Any
YcnoBus
Uckmouenune MOCTPErUCTPAITIOHHOTO MPOTOKOIIA yIpaBICHHUS W3MEHEHUSIMH,

3aTParuBalOIIMMH aKTUBHYIO (hapMalleBTHUECKYI0 CyOCTaHIIMIO, HE SIBIISECTCS CIEACTBUEM
HEMpPEIBUCHHBIX CHUTYalldid WJIM HECOOTBETCTBUS CHENU(UKAIUKA B XOJI€ BBEICHUS
W3MEHEHUM, ONMUCAHHBIX B MPOTOKOJIE, U HUKAK HE BIIMSET HA YTBEP)KICHHBIE CBEICHUS,
BKJIFOUEHHBIE B PETUCTPALIMOHHOE JJOCHE.

JloxyMeHTanus
1. O6ocHOBaHME MpeATAraeéMoro UCKIFOYEHUS.
2. TlompaBka K COOTBETCTBYIOIIMM pa3JiellaM PErHCTPAMOHHOTO JTOCHE.
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b.1.n.4. Ismenenust yrBepkaeHHoro mportokoia | HeoOxomumeie| Jlokymentsl | Ilponemypa
YIPABJICHUS] U3MEHECHUSIMU YCIIOBUSI U JJaHHBIE

0) HE3HAYMMBIC U3MEHEHUS MIPOTOKOJIA

YOPAaBICHHUS  U3MEHECHUSIMH, KOTOpPBIE  HE - 1 IB
W3MEHSIIOT CTPATETuI0, ONKUCAHHYIO B POTOKOJIE

JloxyMeHTanus

Hexmnaparusi, 4yTo 11000€ U3MEHEHHE JOJDKHO YKJIQAbIBAThCS B JMANa3OH JACWCTBYIOIIMX
YTBEPXKACHHBIX KpuTepueB npuemiemoctd. [lomumo »3TOro, naekiapaunust TOro, 4ro B
OTHOIICHUU OMOJIOTHYECKUX (MMMYHOJIOTHUYECKHX ) JIEKAPCTBEHHBIX MIPErapaToB He TpedyeTcs
OLIEHKAa COIOCTaBUMOCTH.

b.I.n.5. Peanusauus u3MmeHenui, | Heooxomumeie | Jlokymentsl | IIporenypa
MIPEyCMOTPEHHBIX YTBEPKACHHBIM IIPOTOKOJIOM yCIIOBUS U JIaHHbIE
yIPABJICHUS] U3MEHEHUSIMU

a) peanu3anus ~ W3MEHEHHUS  He  Tpelyer

1 1,2,4 1Any
JOTIOJHUTEIBHBIX BCIIOMOTaTEIbHBIX JIAHHBIX
0) peanu3anus M3MEHCHUS TpeOyer B 1234 B
JIOTIOJTHUTEIBHBIX BCIIOMOT'aTEIbHBIX JIAHHBIX T
B) peayiu3alidss  M3MEHEHUsS  OHOJIOTMYECKOTO
(MMMYHOJIOTUYECKOTO) JIEKapCTBEHHOTO - 1,2,3,4,5 1B
npenapara
YcnoBus

[IpennokeHHOE HM3MEHEHHUE OCYIIECTBIEHO B II0JHOM COOTBETCTBUM C YTBEPXKIECHHBIM
MPOTOKOJIOM YIIPABJIEHUS H3MEHEHUSMM.

JloxyMeHTanus

1. Ccbuika Ha yTBEp>KICHHBIN IPOTOKOJI YIIPABJIECHUS U3MEHEHUSIMHU.

2. Jlexnapauusi, 4TO W3MEHEHHE COOTBETCTBYET YTBEP)KICHHOMY MPOTOKOJY YIPABICHUS
U3MEHEHUSAMU U PEe3yNIbTaThl UCCIIEIOBAHUS YIOBIIETBOPAIOT KPUTEPHUSIM MPUEMIIEMOCTH,
OroBOpeHHbIE B IpoToKoyie. IloMMMoO 3Toro, naekiapauus TOrO, YTO B OTHOILLIEHUU
OMOJIOrMYeCKUX (MMMYHOJIOTUYECKUX) JIEKAPCTBEHHBIX MpPEnapaTroB He TpeOyercs OIeHKa
COIIOCTaBUMOCTH.

3. PesynbraThl ncciie0OBaHUi, POBECHHBIX B COOTBETCTBUH C YTBEPKACHHBIM IIPOTOKOJIOM
YIIPaBICHUS U3MEHEHUSIMMU.

4. [lonpaBka K COOTBETCTBYIOLLEMY pa3/Ieily PErUCTPALMOHHOIO JOChE.

5. Konus yTBepkAeHHBIX crienuUKauii Ha aKTUBHYIO (papMalieBTHYECKYI0 CYOCTaHIIMIO.

b.11. JIekapcTBEeHHBIN ITpenapat

b.11.a) Buemnuii Bua u coctan

b.Il.a.1. U3menenue unu nobamienune oTTHCKOB,| HeoOxomumeie | JJoxkymentsl | IIporemypa

IPAaBUPOBKM WJIM MHBIX 3HAKOB, BKJIOYas 3aMEHY|  YCIIOBUS Y JIaHHbIE
Wi J00aBJI€HHE YEPHUJ, HCIHOJb3YEMBIX IIpHU
IIPOU3BOJICTBE JIEKAPCTBEHHOIO NIpenapara

a) W3MEHEHHsI OTTHUCKOB, TPAaBUPOBKH WJIH WHBIX 1,2,3,4 1,2 ARy

3HAKOB

VYcenosus

1. Crenudukanuu JIEKapCTBEHHOTO MpermapaTa Ha BBITYCK M HA KOHEIl CpOKa TOJAHOCTH He
MU3MEHSIOTCS (32 UCKITIOUYEHNEM BHEIITHETO BUQ).

2. Bce uepHMIa  JOMKHBI  COOTBETCTBOBaTh  JCHCTByOImEMY  (apMaleBTHUECKOMY
3aKOHOJIaTEILCTBY.

3. Pucku (nuHMM pa3noMa) He NpeTHa3HAuCHBI IS pa3fielieHus] Ha paBHBIE JTO3BI.
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4. 3HaKu JIEeKapCTBEHHOrO Mpernapara, UCIOJIb3yeMble Ul Pa3IudeHUs TO3UPOBOK, MOJHOCTHIO

HE YJAJICHBI.

JoxymeHTanus

1. [lonpaBka K COOTBETCTBYIOIIEMY pa3jeny (pa3jesiaM) perucTpalldoOHHOTO J0ChE, BKIIOUas
noipoOHOe rpaduyecKoe WUiIM MOBECTBOBATEILHOE OMMCAHUE TEKYILEr0 U HOBOT'O BHEIIHErO
BUJIa, & TAKXKE COOTBETCTBYIOIIUI MEpEeCMOTP HHPOPMAIIHH O JICKAPCTBEHHOM IIpernapare.

2. B cOOTBETCTBYIOIIUX ClTydasx o0pasiibl JEKapCTBEHHOTO Mpernapara.

b.IlL.a.2. WM3menenue ¢opmbr wnmm pasmepoB| Heobxomumsie | Jokymentsl | Ilponemypa

JICKapCTBEHHOMN (OPMBI yCIIOBUS U JIaHHbIE

a) TabJeTKH, KarCyJbl, CYMIO3UTOPUN U TIECCAPUU 1,2,3,4 1,4 1Apy

C HCMCIJICHHBIM BBICBO60)KI[€HI/I€M

0) nekapcTBeHHBbIE  (POPMBI  C  OTCPOYCHHBIM, — 1,2,3,4,5 IB

MOJU(DUIIMPOBAHHBIM WM TIPOJOHTHPOBAHHBIM
BBICBOOOKJIEHHEM M  TaOJETKH C  PHUCKOM,
NpeIHA3HAYCHHOW JUIS pa3JeJiCcHus Ha paBHBIC
JIO3BI

VYcnoBus

1.

3.
4. V3smeHeHue He 3aTparuBacT TaOJIETKH C pHCKOﬁ, HpeHHaBHa‘ICHHOﬁ A pa3aCiICHUA

HpO(bI/IJ'IB pacTBOPCHUA M3MCHCHHOI'O JICKAPCTBCHHOI'O IIPCIIapaTra COINOCTaBUM CO CTApbIM,
€ClIn IPUMCHHUMO. HpI/I HCBO3MOXHOCTH TIIPOBCACHUA HCIBbITAHUSA PACTBOPCHHUA BpPCMA
pacnagacMOCTH HOBOI'O JICKAPCTBCHHOI'O ITPCIIapaTra B CPaABHCHUU C HCU3MCHCHHBIM.

. Cnenmdukanuu IeKapCTBEHHOTO Iperapara Ha BBINYCK M Ha KOHEI CpOKa TOAHOCTH HE

U3MEHWIKCH (32 UCKIIOUEHUEM Pa3MepOB JICKAPCTBEHHON (DOPMBI).
KauecTBEHHBIN U KOJTMYECTBEHHBIN COCTaB U CPEHSS Macca HE U3MEHUIIUCh.

JICKapCTBEHHOH (POPMBI Ha paBHBIC TO3BI.

JloxymenTanus

1.

B

[TonpaBka K COOTBETCTBYIOLEMY pazlieny (pa3zenaM) perucTpallMOHHOIO JI0ChE, BKIIOYAs
nopoOHoe rpaduueckoe oToOpakeHHe TEKYIIETo U IMPEeAJaraéMoro MOJOKEHUs, a TaKKe
nepecMoTp MH(GOpMaIuU O JEKapCTBEHHOM IMpenapare COOTBETCTBEHHO.

. CpaBHI/ITeHBHHe JaHHBIC pAaCTBOPCHUSA HEC MCHCEC UCM 1 OHBITHO'HpOMBIHIHeHHOﬁ cepun C

TCKYIIUMU W NOpCraracMbIMN pa3sMCpaMn (B OTCYTCTBUC 3HAUUTCIIbHBIX pa3J'II/I‘~II/II\/’I C TOYKH
3pEHUs1 CONOCTaBUMOCTH B COOTBeTCTBUM ¢ [lpaBmiamm mnpoBeneHHs HCCIEN0BaHUN
OMOSKBUBAJIEHTHOCTH JIEKAPCTBEHHBIX MpenaparoB B EBpazniickoM 3KOHOMHYECKOM COIO3€).
B oTHOIIEHNN JeKapCTBEHHBIX PACTUTENbHBIX MPENapaToB MOTYT OBITh MPUEMIIEMBbI JaHHbIE
CPaBHUTEJIBHOM pacagaeMOCTH.

OO0G0CHOBaHMs HENPECTABICHUS PE3YyJIbTaTOB HOBOTO HCCIIEAO0BAaHUS OMOIKBHUBAJIEHTHOCTH
B COOTBETCTBUH C HpaBI/IJ'IaMI/I MMPOBCACHUA I/ICCJ'IG)IOBaHI/II\/'I OMOSKBUBAJIEHTHOCTH
JIEKapCTBEHHBIX NIpeNapaToB B EBpa3niickoM SKOHOMUYECKOM COHO3€.

B cooTBeTcTBYIOIUX CiTydasx 0Opa3Lbl IEKAPCTBEHHOIO MIpenapara.

PesynbTarhl cooTBeTCTBYIOMUX HcnbITaHui Mo ®apmakomnee Coro3za UM 1o (papmakornesm
rOCyJapCTB-WIECHOB,  TOATBEPKIAIOIMINE  DKBUBAJICHTHOCTh  CBOMCTB  (TPaBMIIBHOCTH
JIO3UPOBaHUs).

() Mpumeuanue |[Jnst B.Il.a.2.B m000e M3MeHEHHE TO3MPOBKH JICKAPCTBECHHOIO IMperapara

Tpe6yeT noaavu 3asBJICHUA O paCIMPCHUN PETUCTpALUN

b.Il.a.3. N3menenue cocraBa (BcriomorarenbHbiX| HeoOxomumeie | JJokymentsr | Ilponemypa

BCH_[CCTB) JICKAPCTBCHHOT'O ITpCIiapaTa YCJIOBUAA H JaHHBIC

a) UI3MEHEHHE  COCTaBa  BKYCOBBIX  J00aBOK
(apoMaTH3aTOPOB) WM KpacuTenen

1. loGaBneHne, HCKIIOYCHUE UIN 3aMEHA 1,2,3,4,56,| 1,2,4,5,6 1ALy
7,9, 10

2. YBennueHue Wid yMeHbeHue conepxanmst | 1, 2, 3, 4, 10 1,2, 4 1A
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0) mpoure BCTIOMOTaTeIbHBIC BEIIECTBA

1. JTro0as HE3HAUNUTEIbHA koppekuus| 1, 2, 4, 8, 9, 10 1,2, 7 1A
KOJIMYECTBEHHOI'0 COCTaBa BCIOMOTraTeIbHBIX
BEIICCTB JICKAPCTBCHHOTO IIperapara

6. 3aMeHa 0IHOI'0 BCIIOMOIaTeIbHOTO BEIIECTBA - 1, 3,4,5, 6, IB
CXOJHBIM BCIIOMOTaTeIbHBIM BEIIECTBOM C 7,8,9, 10
TEMH Ke (YHKIIMOHATLHBIMU
XapaKTePUCTHUKAMHU B aHAJIOTHYHOM KOJIMYSCTBE

VcnoBus

1.

2.

9.

W3meHenns (yHKIMOHAIBHBIX XapaKTEPUCTUK JICKAPCTBEHHOH (hOpMBI, HAIpUMep, BPeMEHU
pacrazgaeMocTtu, Npoduist pacTBOPEHHsl, OTCYTCTBYIOT.

Besikylo  He3HauMTENbHYIO KOPPEKIMIO COCTaBa ISl TOJJEp)KaHHs oOmmieil Macchbl
HE00XOMMO OCYIIECTBIIATh BCIIOMOIAaTElIbHBIM BEIECTBOM, COCTABIIAIOLIMM B HACTOsILEE
BpPEMsI OCHOBHYIO YacTh JIEKAPCTBEHHOIO IIpenapara.

Crenudukanus JeKapCTBEHHOIO IpenapaTa OOHOBJIEHA B YacTH BHEIIHEro BHja (3amaxa,
BKYCa) U, IpU HEOOXOIUMOCTH, UCKIIIOYEHO UCIIBITAHUE HA MTOAJIUHHOCTb.

HauaTbl COOTBETCTBYIOILIME HCCIIEAOBAHUS CTAOMIBHOCTH B COOTBETCTBUU C JOKYMEHTaMH
Coro3a (¢ ykazaHuEM HOMEpPOB CEpHii); MPOAHAIU3UPOBAHBI COOTBETCTBYIOIIME MapaMeTpPhbl
CTa0MWJIBHOCTU HE MEHEE YeM Ha 2 OIBITHO-IPOMBILIUIEHHBIX WM MPOMBIIUICHHBIX CEPHSIX;
B PacloOpsDKEHUHU 3asiBUTENSI HAXOAATCS YOBIETBOPUTEIbHBIE PE3YIbTAThI [0 MEHbILIEH Mepe
3-X MECAYHOrO H3y4eHHus CTaOWIBHOCTM (HAa MOMEHT BBe[eHHs M3MeHeHuil [A Tuna u
yBenomiieHHsT 00 m3MeHeHusx IB Tuma); mpodmib cTabMIbHOCTH CXO0XK C YTBEP)KICHHBIM B
Hacrosiee Bpems npoguieM. [loaTBepikaeHne Toro, YTo UCCiIeJ0BaHus Oy1yT 3aBeplLICHBI,
U, UTO €CJIM Pe3y/bTaThl HA KOHEL CPOKA FOJJHOCTU He OyAYyT yKJIaabIBaThCs B ClielU(pUKaAIIMU
WIM MOTYT NOTEHLUUAIbHO HE YJOXKUTHCA B clieUU(UKALUU, UX HEMEIJIEHHO IPEACTaBST
YIIOJIHOMOYEHHOMY OpraHy (3KCIEepPTHOH opraHu3aluu) TrocynapcrBa-4jieHa BMECTEe C
npeyiaraéMbIM IUIaHOM JAelicTBUil. KpoMe Toro, B COOTBETCTBYIOIIMX CITydasx HEOOXOIUMO
IPOBECTHU UCTIBITAHUE (POTOCTAOUIBHOCTH.

Bce HOBBIE KOMIIOHEHTHI JOJDKHBI YIOBJIETBOPATH TPEOOBAHHUSM COOTBETCTBYIOIIMX AaKTOB,
BXxomammx B npaBo (Coro3a, KacaroolUXCs KpacuUTENed, HCIOJIb3yEeMbIX B IHIIEBOU
IIPOMBIIIJIEHHOCTH, U BKYCOBBIX J100aBOK.

Hu onyH HOBBIM KOMIIOHEHT HE IPEAINOJAracT MCIOIb30BaHUE MATEpUAJIOB YEJIOBEYECKOTO
VI )KUBOTHOTO MTPOUCXOXKACHUS, TPEOYIOINX OLIEHKH JIaHHBIX BUPYCHOM 0€30I1acHOCTH WM
COOTBETCTBUS JeicTBytomuM TpeboBanusM @apmakonen Coroza win  Qapmakonesm
rocy/apCTB-4J€HOB [0 MUHHMMH3ALMM PHUCKa IMepeladl areHTOB I'y0uaroil sHuedansonaTuu
YKUBOTHBIX ITOCPEJCTBOM JIEKAPCTBEHHBIX MPENAPaTOB [UIsl MEJUIIMHCKOTO U BETEPUHAPHOIO
IPUMEHEHHUS.

. B COOTBCTCTBYIOIIHX CIIydasAX U3MCHCHUS HC BJIMAIOT HA Pa3IM4YUg MCKAY NO3UPOBKaMHU U

HE OKa3bIBAIOT HETaTUBHOI'O BJIMSHUS Ha BKYCOBBIE CBOMCTBA JICKAPCTBEHHBIX IIPENApaToB,
[IPEAHA3HAYEHHBIX JUIS IETEH.

[Ipodune pacTBOpeHHsI HE MeEHEe ueM 2 OINbITHO-IPOMBIIIJICHHBIX CEpUi HOBOTO
JIEKapCTBEHHOTO IIperapara COMOCTaBUM C HEM3MEHEHHBIM (OTCYTCTBHE 3HAYMTEIbHBIX
pa3nuuuii ¢ TOYKM 3peHus comocTaBuMocTH (cM. [IpaBuia TpOBENCHHsS HCCIICAOBAHUN
OMOYKBHBAJICHTHOCTH JICKAPCTBEHHBIX NpernaparoB B EBpaznuiickoM 3KOHOMHYECKOM CO03€)).
IIpy HEBO3MOXHOCTM IIPOBEACHMS HCIBITAHUS PACTBOPEHHMS] C  JIEKAPCTBEHHBIMU
pacCTUTENbHBIMU IIpenapaTaMy BpeMs paclagaeMOCTH HOBOIO JIEKAPCTBEHHOIO IIpemapara
COMNOCTAaBUMO C HEM3MEHEHHBIM.

M3MeHeHne He SIBJISETCS CIEeICTBUEM HECTaOMJIBHOCTU U (MJIM) HE JIOJKHO CKa3bIBaThCS Ha
0€30I1aCHOCTH, TO €CTh PA3IUYUAX MEXKY JO3UPOBKAMH.

10. PaccmatpuBaeMblif  JIeKapCTBEHHBIM  mpemapar  HE  sIBIseTCs  OMOJIOTMYECKHM

(MMMYHOJIOTHYECKUM ) JIEKAPCTBEHHBIM IIPETIapaToOM.
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JoxymeHTanus

1.

o

[TonpaBka K COOTBETCTBYIOIIEMY pa3jeny (pa3jiesiaM) PerucTpalioOHHOTO J0Che, BKIIOUas
METO/Ibl UCIIBITAHUS Ha MOJJMHHOCTh BCEX HOBBIX KpacuTelel (ecau MPUMEHUMO), a TaKxKe
nepecMoTp HHPOPMAIIUH O JIEKAPCTBEHHOM IPErapaTe COOTBETCTBEHHO.

.I[CKJ'IapaL[I/IH, YTO Ha4aTbl Tpe6yeMLIe HCCICaA0BaHUA CTaOMIBLHOCTH B COOTBETCTBUH

Cc akTtamM, Bxoxdaummu B 1paBo Coro3a (c yKa3aHHEM HOMEPOB CEpHil); M UTO
(B COOTBETCTBYIOIIMX CIllyyasiX) HA MOMEHT BBEJICHMsI M3MEHEHHUH B €ro pacrnopsKeHWUU
HaXOJWINCh TpeOyeMble MUHUMAJIbHBIC YAOBICTBOPUTEIbHBIE JaHHBIC 10 CTA0MIBHOCTH; U
UMEIOILMECs IaHHbIE HE CBHUJETENBCTBOBAIM O KakoH-nnbo nmpobiaeme. Heo6xoaumo Takske
NpPEJCTaBUTh TOATBEP)KICHUE TOTO, YTO MCCIEAOBaHMS OyIyT 3aBEpILICHBI, U, €CIU
pe3yibTaTtel He OyayT YKIaAblBaThCS B CHEUU(PHUKAIMM MIM TOTEHLMAIbHO MOI'YT HE
YIOXKUTHCS B CIEHU(HUKAIMM HAa KOHEI[ CPOKa TOJHOCTH, UX HEMEIJICHHO NpPEICTaBAT
YIIOJIHOMOYEHHOMY OpraHy (3KCIEpPTHOH opraHu3aluu) TrocyAapcTBa-d4jeHa BMECTE C
MpeyiaracMbIM IJIAHOM JECHCTBUU.

Pe3ynbpTarhl ucciegoBaHuil CTaOMIIBHOCTH, IPOBEAECHHBIX B COOTBETCTBUM C aKTaMH,
BXo[smuMu B mpaBo Coro3a, MO 3HAYMMBIM TIapamMeTpaM CTAaOWJIBLHOCTH HE MEHEe 4YeM
Ha 2 ONBITHO-NIPOMBIIUIEHHBIX HWJIM HPOMBIIIJICHHBIX CEpUSX, OXBaThIBAIOUIMX HE MEHee
3 Mecs1EeB, U IOATBEPAKACHHUE TOT0, YTO yKa3aHHBIE NCCIIEI0BAaHUS OyAyT 3aBEPILEHBI, U €CIIU
pe3yibTaTthl He OyIyT YKJIaJIblBaThCsA B CHEUU(PHUKALMM WMIM TOTEHLIHMAIbHO MOTYT HE
YIOXKUTBCS B CIENU(HUKAIMA HAa KOHEI[ CPOKa TOJHOCTH, WX HEMEIJICHHO NpPEICTaBsAT
YIIOJIHOMOYEHHOMY OpraHy (3KCIEpPTHOH opraHu3aluu) TrocynapcrBa-4jeHa BMECTe C
MpeyiaraéMbIM IJIAHOM JEHCTBUM.

B cootBercTByIONIMX Cilydasx 0Opa3ibl HOBOTO JISKAPCTBEHHOI'O Mpenapara.

JIn6o ceprudukar coorBercTBUsi EBponeiickoit @apmakornen mo TI'D Ha m000i HOBBIA
UCTOYHUK MaTepHaia, JIMOo (eciv NPUMEHUMO) TOKYMEHTAIbHOE MOATBEP)KICHHUE TOT0, YTO
UCTOYHUK MaTepuaia, MoABEpXKeHHbIM pucky TI'D, paHee NpOBEpEH YIOIHOMOYEHHBIM
OpraHoM; U ObUIO TOATBEP)KIEHO €ro COOTBETCTBHE JeicTBYroled cratbe dapmakoren
Coro3a ninm AeHCTBYIOIIEH cTaThe (hapMakoneil rocyaapcTB-wWICHOB 0 MHHUMHU3AIUHN PUCKA
nepefayd areHToB ry04aroil sHue(alonaTuu KUBOTHBIX IOCPEICTBOM JIEKAPCTBEHHBIX
IPenapaToB JUIsl MEAULUHCKOTO U BETEPUHAPHOTO NMpUMeHeHMs. [l KaX10ro Takoro poja
MaTepHaia He0OX0IUMO MPEICTABUTh CIIEAYIOLINE CBEICHHS: Ha3BaHUE MTPOU3BOAUTEIIS; BU
KUBOTHBIX U TKAaHU, U3 KOTOPBIX IMOJYYEH MaTepUall; CTpaHa MPOUCXOKACHUS )KUBOTHBIX U
€ro UCIOJIb30BaHUE.

B cootBercTBYIOUIMX Cy4asX JaHHbIE, MOATBEPXKIAAIOIINE TO, YTO HOBOE BCIIOMOTaTEIbHOE
BEIIECTBO HE B3aUMOACUCTBYET C AHAJUTHYECKUMHM METOJMKaMHU crHenudukanuu
JIEKapCTBEHHOTIO Iperapara.

. Heobxomumo mocpeacTBOM — Hajyiexamied  (apMaleBTHUECKOW pa3paboTKu  (BKIIIOYAs

BOIPOCHl CTA0MJIBHOCTH U IPOTUBOMHKPOOHOTO KOHCEPBUPOBAHUS, €CIM HPUMEHHUMO)
IpeJCTaBUTh 0OOCHOBAHUE CMEHBI (BHIOOPA) BCIIOMOTaTeNbHbIX BEIIECTB U T. JI.
CpaBHUTENbHBIE JaHHBbIE MPOQUISI PAaCTBOPEHMS TBEPABIX JEKAPCTBEHHBIX (OPM HE MEHee
4YeM Ha 2 ONBITHO-IIPOMBIIIJIEHHBIX CEPHUAX JIEKapCTBEHHOTO IMpenapara HOBOI'O M CTaporo
COCTaBOB. B OTHOIIEHMM JEKapCTBEHHBIX pACTUTENbHBIX IpPENaparoB MOTYT OBITh
JIOCTaTOYHBI JaHHBIE CPABHUTEIBLHOU PaclalaeMOCTH.

O60cHOBaHUS HENPEJICTABICHUS Pe3y/IbTaTOB HOBOTO UCCIIEJOBaHUSI OMOAKBUBAJIEHTHOCTH B
coorBercTBUM ¢ IlpaBunamMm  mpoBeneHUs — HUCCENOBaHUM  OMOIKBHUBAJIEHTHOCTH
JIEKAPCTBEHHBIX MpenapaToB B EBpazniicCkoM S3KOHOMHYECKOM COHO3€.

b.Il.a.4. I3menenue MAacCChI o6omnouku| Heooxoaumeie | lokyments! | Ilpouenypa

JICKAPCTBCHHBIX (1)OpM Il IprueMa BHYTPb WA YyCJ10BUA 1 JaHHBIC
M3MEHEHHE MACChl 000JIOUKH KaliCyJibl

a) TBEp/IbIE JICKAPCTBEHHBIE (POPMBI JJIS TpHUeMa 1,2,3,4 1,2 1A

BHYTPb
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Ycnosus

1. Ilpoduns pacTBOpeHHss HE MEHEe YeM 2 ONBITHO-IPOMBIIUICHHBIX CEpUil HOBOTO

JIEKapCTBEHHOT'O IIperapara COMNOCTaBUM €O CTapbiM. lIpu HEBO3MOXHOCTH HPOBEACHUS

UCTIBITAHNS PAaCTBOPEHUS C JIGKAPCTBEHHBIMU PACTUTENBHBIMU TIperapaTaMud  BpeMs

pacriaaeMocTy HOBOT'O JIEKApCTBEHHOTI'O MpernapaTa B CPABHEHUH CO CTapbIM.

O6o0uKa He SIBIISETCS KIIIOYEBBIM (PAKTOPOM MEXaHU3Ma BEICBOOOKICHHS.

3. Crnenuduxanus JeKapcTBEHHOr0 Npenapara 0OHOBJIEHA TOJBKO B YAaCTH MAacchl M pa3MepoB
(ecyii MPUMEHHUMO).

4. HayaTbl COOTBETCTBYIOLIME MCCIEIOBAHUS CTAaOMIBHOCTH B COOTBETCTBHUM C aKTaMH,
Bxomsamumu B mpaBo Coro3a He MeHee dYeM Ha 2  OIBITHO-NIPOMBIIUICHHBIX —WIIH
IPOMBIIIICHHBIX CEpUSAX; B PACIOPSKCHUM 3asBUTENs Ha MOMEHT BBEIEHUS H3MEHEHUH
HAXOJATCS  YAOBJCTBOPUTENbHBIE 10 MEHBIIEH Mepe 3-X MeCA4YHble JaHHBIE I10
CTa0WJIBHOCTH; TOATBEPXKIEHHE TOro, 4YTO McCcieloBaHud OyayT 3aBeplueHbl. Eciu
pe3yJIbTaThl HE YKIIAABIBAIOTCS B CIICHU(PHUKAIMNA WU TOTEHIIMAILHO MOTYT HE YJIOXKHUTHCS B
creur(rKanuy Ha KOHell CPOKa FOAHOCTH, UX HEMEUIEHHO INPEACTaBAT YIOJIHOMOUYEHHOMY
oprany (9KCIEpTHOW OpraHHW3alKy) TOCyAapCTBa-wieHa BMECTE C MpPEJIaraéMbIM ILJIAHOM
IEUCTBUIA.

N

JoxymeHTauus

1. TompaBka K COOTBETCTBYIOIIEMY pa3aeny (pa3enaM) perucTpaliOHHOTO JOChe.

2. Jlexmaparusi, 4TO HavaThl TpeOyeMble WCCICAOBAHHUS CTAOWMIBHOCTH B COOTBETCTBUU C
aktamu, BxoasmuMmu B mpaBo Coro3a (C ykKa3aHHeM HOMEPOB cepuil); U 4To (B
COOTBETCTBYIOIIMX CJIy4asiX) Ha MOMEHT BBEJICHMS HU3MEHEHHH B €ro paclopsKeHUU
HAXOJWJINCh TpeOyeMble MUHUMAJbHBIE YIOBJICTBOPUTEIbHbIE JaHHbBIE MO CTAOMIBHOCTH; U
UMEIOIIMECS TaHHBbIE HE CBHIETEILCTBOBAIHM O KaKOH-nO0 mpobieme. Heo6xoanmo Takske
NPEJICTAaBUTh MOATBEPKJICHUE TOTO, 4YTO HCCIENOBaHUS OyayT 3aBepIIEHBbl, H €Cld
pe3yapTaThl He OYAyT YKJIQAbIBaThCs B CHEUU(PHUKAIMUA WIM TMOTEHIMAIBHO MOTYT HE
VIOXKHUTbCA B CHeNM(UKAIMU Ha KOHEI CPOKa TOAHOCTH, MX HEMEIJIEHHO MPEICTaBsIT
YIIOJHOMOYEHHOMY OpraHy (SKCIEPTHOM OpraHu3alliu) TroCyJapCTBa-wieHa BMECTE C
npeiaraeMbIM IJIaHOM JeiicTBuil. Kpome Toro, B COOTBETCTBYIONINX CIydasiX HE0OXOIUMO
MIPOBECTH MCTBITAHNE (POTOCTAOMIHBHOCTH.

b.Il.a.6. Uckmouenune KOHTEHHepa c|HeoOxoaumeie| Tpebyemast Bun
pactBopuTeseM (paz0aBUTENIeM) U3 YITAKOBKU YCIJIOBHS JIOKYMEHTAIUs | TTPOILIETYPHI

— 1,2 IB
JoxymeHTanus

1. O6ocHOBaHME MCKIIOUEHUS, BKIIOUAs YKa3aHWE Ha albTEpHATUBHBIE CIOCOOBI MOTy4YEHUS
pactBoputenst (pa3baBuTens) B menax Oe3omacHOro W AGOEKTUBHOTO MPUMEHEHHS
JIEKapCTBEHHOTO Tpernapara.

2. TlepecMoTpenHas nHGOPMAIUS O JICKAPCTBEHHOM TIperapare.

b.1l.a.7. U3menenus, Heo6xonumeie JloKyMeHTBI ITpouenypa
SIBIISTIOIINAECS PAaCIIUPEHUEM YCIIOBHS U JTaHHBIE
PErHCTPALIH O T03UPOBKE
JIEKapCTBEHHOT'O Ipenapara

1,23 1,2,3 IB

Ycnosus

1. Jlo6aBnsieMble MM BBOAMMBIE B3aMEH paHee 3apEeTrMCTPUPOBAHHBIX JI03UPOBKH, JIOJDKHBI, Ha
MOMEHT I0/IaYy 3asBJICHUSI O MPUBEICHUH B COOTBETCTBHE PETHCTPAI[MOHHOTO JOChE, OBITh
3apEeruCTPUPOBAHBI XOTS OBl B OJJTHOM U3 IPYTHX T'OCYJapCTB-UJICHOB.

2. Ha MoMeHT mojjauu 3asiBJICHUSI O MPUBEICHUN B COOTBETCTBHE PETHCTPAI[MOHHOTO JOChE, B
pedepeHTHOM TOCYIapCTBE JTOJDKHBI OBITh 3apETUCTPUPOBAHBI HAMMEHBIIAS W HAWOOJIbIIas
JIO3UPOBKH, THOO JO3MPOBKA, OMpeAe/ieHHAs HA OCHOBAHWU aHAIHM3a PUCKOB, B OTHOLIECHUU
KOTOpBIX HpOBe)IeHI)I COOTBeTCTByIOHH/Ie HUCCIICOOBAHUS 6I/IOBKBI/IBaJ'IeHTHOCTI/I NN
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KIIMHWUYECKUE WCIBITAHUS, PEe3YylbTaThl KOTOPBIX MOTYT OBITH SKCTPANOJIUPOBAHBI Ha
OCTaJIbHBIE JJO3UPOBKHU.

3. Jlo)okHBI  OBITH  COOJIIOAICHBI KPUTEPHHM OWOBEHBepa I JIOMOJHHUTEIBHBIX JO3UPOBOK,
onucanuble B [IpaBuiax mpoBelneHUs] WCCIeA0BaHUN OMO3KBUBAJICHTHOCTH JICKAPCTBEHHBIX
npenapartoB B EBpa3uiickoM SKOHOMHUYECKOM COFO3€.

JoxymeHTauus

1. Konuu perucTpalmoHHBIX yJOCTOBEPEHUH JPYTrHUX TOCYAApCTB-WIEHOB, MOJTBEPMKIAIOLINX
PErUCTpallii BHOBB 3asBJISIEMBIX JO3UPOBOK.

2. Moaynp 3 perucTpallMOHHOTO JOChE Ha KaKIYIH0 HOBYIO JIO3UPOBKY B COOTBETCTBUHU C
TpeOoBanusiMu vactu [ npunoxkenus Ne 1 x  HactosmuMm IlpaBunam. Bo3moxHa
MOJIU(UKALMSL CYIIECTBYIOIUX Pa3esioB ¢ 100aBI€HUEM B HUX HH(POPMALUU O JO3UPOBKAX
B COOTBETCTBYIOLIUX CIIydasix.

3. ObocHOBaHUE BO3MOKHOCTH AKCTPANOJIALIMH pe3yJIbTaTOB UCCIICJOBAHUN
OMOAPKBUBAJIEHTHOCTH HCIIBITAHUN Ha HOBBIC JO3MPOBKH, 3asBJICHHBIE Ha OWOBEHBeEp.
B cnydae GuoBeliBepa Ha OCHOBaHMM OHMO(apMaleBTHIECKON KiIacCu(PUKAMOHHOW CHCTEMBbI
ycJI0BUsI OMOBENBEpa JI0JKHBI ObITh BHIIIOJHEHB! B OTHOIIEHUN KaXA0W JO3UPOBKHU.

(') Ilpumeyanue m00oe  M3MEHEHHE JIO3UPOBKHM  JIGKAPCTBEHHOTO Iperapara
TpeOyeT MoAayu 3asBJICHUS O PACIIMPEHUH PETUCTPALIUH.

b.11.6) [IpousBoacTBO

b.IL.6.1. 3amena wnu  pobGaBinenue  HoBoI| Heobxonumeie | lokymenTsi u | [Iporenypa
MIPOU3BOACTBEHHOW IUIOIIAAKU ISl 4acTH WJIU YCIOBUSA JTaHHBIE
BCEX MPOIIECCOB MPOU3BOACTBA JIEKAPCTBEHHOTO
rperapara

a) TUIONIA/IKA TI0 BTOPUYHOM YITaKOBKE 1,2 1,38 1Apy

0) IToIIaIKa MO MEPBUYHOM YIIaKOBKE 1,2,3,45 |1,2,3,4,8,9 1Apy

1) TUIOIIA/IKa, Ha KOTOPOM OCYIECTBIISIOTCS - 1,2,3,4,5,6, IB
M00bIE  MPOW3BOJICTBEHHBIC  ONEpAMU IS 7,8,9
HECTePUJIHHBIX JICKAPCTBEHHBIX MPENapaToB, 3a
WCKJTIOYEHHEM BBIYCKa CEpUid, KOHTPOISl Cepui,
IIEPBUYHON ¥ BTOPUYHOM YIAKOBKH

Ycenosus

1. YaoBnerBopuTenbHasT WHCIEKIHMS B TEUEHHE TIOCIEAHUX 3 JIeT WHCIEKTUPYIOIIUMHU
OpraHaMHl TOCYJapCTB-WICHOB, WJIM CTpPaHOH, C KOTOpOHl 3aK/II0YeHO JeicTByroIee
COTJIAIEHUE O B3aUMHOM MPU3HAHUH HA/IJISKAIIeH TPOU3BOICTBEHHON MPAKTHUKH.

2. Ilnomanka  JMIEH3UpOBaHa B YCTAHOBJIEHHOM  HoOpsjAke  (UIs  MPOM3BOJCTBA

paccMaTpruBaeMoi JIEKAPCTBEHHOH (DOPMBI MITH JIEKAPCTBEHHOTO TIPETapara).

PaccmarprBaeMblii IeKapCTBEHHBIN IpenapaT He SBISIETCS CTEPUIIbHBIM.

B cooTBeTcTBYIOMUMX Cilydasix, HapUMep, B OTHOIIECHUH CYCIICH3UN UITH SMYJIbCHIA, UMEEeTCs

cXeMa BalUJallMd MIM B COOTBETCTBUM C TEKYLIMM IPOTOKOJIOM YCIEUIHO NpoBeJeHa

BaJIMIAIASI HOBOH TUTOMIA/IKK C HE MEHEE YeM 3 TIPOMBIIIJICHHBIMH CEPUSMHU.

5. PaccMatpuBaemblif  JIeKapCTBEHHBIH  mpemapaT  He  sBIsSeTCS  OMOJOrMYECKHM
(MMMYHOJIOTHYECKUM).

~ow

JloxymeHnTauus

1. TloaTBepkaeHUE TOTO, YTO TMpejJiaraeMas IUJIOMaaKa JHUIEH3MPOBaHA B YCTAHOBIEHHOM
MOPSIIKE IS IPOU3BOJICTBA JICKAPCTBEHHOW (POPMBI MITH pACCMATPUBAEMOTO JIEKAPCTBEHHOTO
npenapara.

2. B COOTBETCTBYIOIIMX CIIy4asXx HEOOXOJUMO yKa3aTb HOMEpa CEpHii, COOTBETCTBYIOIINE
pasMep cepuM W JaTy TMPOU3BOJACTBA cepuil (He MeHee 3), HCIOJb30BaHHBIE B
BAJIMJAIMOHHOM MCCJIEJOBAaHUU, W NPEACTaBUTH JAaHHBIE MO BaJIWAALMH WIA MPOTOKOI
(cxeMy) BaMIaIvH, MMOJYICKAITUHN TTOTaue.
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. B myHKTE€ O BHOCMMBIX U3MEHEHMSX 3aABJICHHS O NMPUBEICHUH PETHCTPALMOHHOTO J10ChE B
cooTBeTcTBUE C TpeboBaHmsMH Coro3a (COMPOBOAMTENHHOM NHUCHME, (hOpMe 3asiBICHUS O
BHECEHUU U3MEHEHUH, NMPUIOKEHHON K COMPOBOJIUTEIHHOMY MHUCHMY) HEOOXOIMMO YETKO
0003HAaYUTh paHee OJOOPEHHBIX U IMpeljlaraéMblX MPOM3BOAMTENEH, Kak yKa3aHO B
paznene 2.5. GopMbl 3asBIICHHS.

Konuu yTBepKACHHBIX CHEIU(PUKAIMKA HAa BBITYCK M KOHEI[ CpPOKa TOIHOCTH (eciu
MIPUMEHUMO ).

Jlannble aHanu3a | DOPOMBILUIEHHONM CepUM M 2  OINBITHO-IIPOMBILUIEHHBIX CEpUH,
UMUTHUPYIOLINX MPOIecC MPOU3BOJCTBA (WX JIBE MPOMBIIIICHHBIE CEPUH) U CPABHUTEIbHBIC
JaHHbIE C 3 cepusMHU, NPOU3BEACHHBIMU Ha IpPEAbIAYIIEH IPOU3BOJCTBEHHON IUIOIIAJKE.
[To 3ampocy HEOOXOIUMO NPEACTABUTH JAaHHBIC MO CIEIYIOMIUM 2 MOJIHBIM MPOMBIIIICHHBIM
cepusiM; HEOOXOIUMO COOOLINTh, €CIM pEe3yNbTaThl aHajh3a HE YKJIAJbIBAIOTCS B
cnenuuKaluio, U MPeaJIOKUTh IIaH JEHCTBUM.

CoOTBeTCTBYIOIIME JAHHbIE MO BaJIWJALMK, BKIIOYAas Pe3yJbTaTbl MHUKPOCKONUU
pacrpeziefieHus: 0 pazMepaM 4acTUIl U UX MOP(OIOTHH MITKUX M KUAKUX JIEKaPCTBEHHBIX
¢dbopM, B KOTOPBIX aKTUBHas (hapMarleBTHUECKass CyOCTaHIUsI HAXOAUTCS B HEPACTBOPCHHOM
COCTOSIHUH.

. Ecnm Ha HOBOM MNpPOM3BOACTBEHHOW IUIOLIAJIKE B KAadyeCTBE MCXOJHOTO Marepuaia
UCIIONIBb3YETCsl aKTHBHAs (papMarieBTUUEcCKas CyOCTaHLUs — JIeKJIapanus YIOJTHOMOUYEHHOTO
JuIa IJIOLIAJAKH, OTBETCTBEHHOI'O 3a BBIIYCK CEpUH, YTO aKTHBHas (papmarieBTHUECKas
cyOcTaHIMs Mpou3BeleHa B COOTBETCTBUU C [IpaBuiamu Hajiexamiei mpou3BOICTBEHHOM
npakTUKU EBpasuiickoro SKOHOMHUYECKOI0 COI03a AJIsl UCXOAHBIX MaTEpPHAJIOB.

[TonpaBka K COOTBETCTBYIOIIEMY paszeny (pa3ieam) perucTpaiuoOHHOTO 10Che.

Eciu npou3BoAcTBEHHAs IUIOIIAJKA U IUIOIIAJKA, HA KOTOPOIl OCYIIECTBISETCS MEPBUYHAS
VIIAKOBKA, Pa3UYar0TCs, HEOOXOUMO OMKCATh U BATUAUPOBATH YCIOBHUS TPAHCIOPTUPOBKH
U XpaHeHus HepacdacoBanHoro npemnapara (bulk).

HpI/IMe‘IaHI/IHZ HpI/I N3MCHCHHUU HpOH3BO,Z[CTB€HHOI>i IIomaiaKu 50048 HOBOH

MIPOU3BOJICTBEHHOM IUIONIAAKE B cTpaHe 3a mpeaenamu Coro3a, ¢ KOTOpOU He
3aKJIIOYEHO  COrJIallleHWe O  B3aUMHOM  [PU3HAHUM  HaJIeXallen
MIPOU3BOJICTBEHHOW TMPAaKTUKH, JepXKaTelsM [0 T[OJauyd yBEAOMIICHHS
PEKOMEHAYETCSI NPOKOHCYJIBTUPOBATHCS € YINOJIHOMOYEHHBIMM OpraHaMu
(3KCHEepTHBIMU OpPraHU3alUIMU) FOCyIapCTBa-uieHa U NPEICTaBUTh CBEIACHUS
0 BCEX HHCIEKLHUAX, MPOBEIACHHBIX (hapMaleBTHUECKUMH HHCIIEKTOpaTaMu
roCy/1apCTB-UJIEHOB 3a MociieqHue 2 — 3 roja u (WIn) BCeX 3arjIaHUPOBaHHBIX
UHCIEKIMAX (papMaleBTUUECKUMH HWHCIEKTOpaTaMHU TOCYAapCTB-WIECHOB,
BKJIIOYass JaThl HWHCHEKUMH, KaTeropud HHCIEKTHUPYEMBIX IPOJYKTOB,
Ha/I30pHOE BEIOMCTBO M INpouHe cBeleHHsd. Bce 3To, mpu HEOOXOIUMOCTH,
OyZeTr cnocoOCTBOBAaTh MPUTOTOBJICHUSIM K HMHCIEKIMHM Ha COOTBETCTBUE
IIpaBunmaM HamIexalend NPOU3BOACTBEHHOW IIPaKkTUKU  EBpasuiickoro
SKOHOMMYECKOTO COI03a MPAKTUKH HWHCIEKTOPaTOM ToCyAapcTBa-dJieHa.
Jlexnapanuu ~ yIOJHOMOYEHHOTO  JMIA,  3aTParMBalOlUMe  aKTHBHYIO
¢dapmaneBTHUecKyl0 cyOcTaHuio. [lepkaTenu NMIIEH3UM Ha IPOU3BOJICTBO
00s13aHBl B KAa4eCTBE MCXOJHBIX MaTepHAJIOB HCIOJIb30BaTh UCKIIOUUTEIHHO
aKTUBHbIE (hapMalleBTUYECKUE CYyOCTaHIMH, MPOU3BEICHHbIE B COOTBETCTBUU
¢ IlpaBunamu Hammexamed NPOU3BOJCTBEHHOM ITPAaKTUKU EBpa3suiickoro
SKOHOMHMYECKOTO COI03a, II09TOMY KXl JepkaTellb JIMLEH3UM Ha
MIPOU3BOJICTBO 00sI3aH MPOJIEKIAPUPOBATh, YTO OH B KAdyeCTBE HCXOJHOTO
MaTepuajga HCHOJb3YeT AaKTUBHYIO (hapMaleBTHUECKYI0 CYOCTaHIIUIO,
MIPOMU3BEACHHYI0O B cooTBeTcTBUM ¢  [lpaBmamMm  Hagnexamein
IIPOU3BOJICTBEHHOM MPAKTUKHA EBpa3uiicCKOro 3K0HOMHUYECKOro corosa. Kpome
TOTO, TMOCKOJIbKY YIMOJTHOMOUYEHHOE JIMII0, OTBETCTBEHHOE 3a CEPTU(UKALIUIO
cepun, OepeT Ha ceOs OONIyI0 OTBETCTBEHHOCTh 3a KAXKIYIO CEPHI0, €CIH
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IUIONIA/IKa, BBIMYCKAIOIAs CEPUI0, OTIMYAETC OT YKa3aHHOM BbILIC,
YIIOJIHOMOYEHHOE JIMI0, OTBETCTBEHHOE 3a CEPTHU(HKAIMIO CEpUH, IOIKHO
IIPEICTAaBUTh JTONOIHUTEIBHYIO AEKJIapanuin. Bo MHOrMX ciydasx BOBJICUEH
TOJILKO OJMH JEp>KaTellb JIMLEH3UU Ha MPOU3BOJICTBO, IOITOMY MOTpedyeTcs
TOJIBKO OfHA Aekyapanus. OIHAKO, €CIM BOBJICYEHBI HECKOJIBKO BIIAJIENIbLICB
JUIEH3UI Ha MPOU3BOJACTBO, BMECTO I10J1adyl HECKOJBKHMX JEKJIapaiuil
JOIYyCKaeTcs:  Mmojarb  OAHY  JACKJIApaluio,  IHOANUCAHHYI  OJHUM
YIOJIHOMOYEHHBIM JIMIOM. OTO JOIYCTUMO IIPpU YCJIOBHUM TOrO, 4YTO: B
JEKJIapalyy Y€TKO YKa3aHO, YTO OHa IOANKMCAHA OT JIMIA BCEX BOBJICYECHHBIX
YIOJHOMOYEHHBIX  JIML;  JIOTOBOPEHHOCTH  CKPEIUJIEHbl  TEXHUYECKUM
coryamieHueM, onucaHHelM B rmaBe 7 IlpaBun  Hamnexamen
IIPOU3BOJCTBEHHON MPAaKTUKA EBpa3HiiCKOro 3KOHOMMYECKOIO CO03a, H
YIIOJTHOMOYEHHOE JIMLIO, [OJAKolIee JEKIapaluilo, YKa3aHO B TaKOM
COTJIAlIEHUM Kak Oepymiee Ha cebs 00s3aTenbCcTBO IO  COOTBETCTBHUIO
IIPOU3BOIUTEIIS (mpousBoauTenei) aKTUBHOMN (bapmManeBTHUECKON
cyocranuuu  IlpaBunam  Hajiexamed  NMPOU3BOACTBEHHOM  NPAKTUKU
EBpa3uiickoro 5KOHOMHYECKOIO CO03a. YKa3aHHBIE COIJIAILICHUS SIBIISIFOTCS
MPEIMETOM  HHCIEKLIHMHU  YIOJHOMOYEHHBIX  OpPraHoB  (SKCIIEPTHBIX
OpraHu3alyii) rocyAapcTB-YJICHOB.

b.I1.6.2. 3menenue wummoprepa, cornamenuii| Heooxonumeie | Jlokymentsr | [Iporemypa

O BBIITYCKC CCpI/Iﬁ U HUCIIBITAHUMN IO KOHTPOJIIO yCJI0BUSA 1 JaHHBIC
Ka4dCCTBa JICKAPCTBCHHOI'O IIpCiapara

a)3aMeHa WM J00aBJICHWE IUIOIIAIKH, Ha 2,3,4,5 1,2,34 1A

KOTOPOH OCYIIECTBISIETCST KOHTPOJb KadecTBa
(uctipiTaHKE) CEpUit

B) 3aM€Ha WM J00OaBJIE€HUE IPOU3BOJUTEI,
OTBETCTBEHHOTO 32 BBIITYCK CEpUi

1.3a wWcKIOYEHHWEM KOHTPOJISI  KayecTBa 1,2,5 1,2,3,4 1Apy
(uctipiTanus) cepuit

2. Bxirouass KOHTpoJdb KadectBa (ucnbitTanue)| 1,2, 3, 4,5 1,2,3,4 1Apy
cepuii

Ycnosus

1. Ilpou3BoauTenb, OTBETCTBEHHBIN 3a BBITYCK CEPUH, JOJKEH PAcIoyaraTbCsi Ha TEPPUTOPHUU
KaK MHUHUMYM OJHOIO TrocyaapcTBa-uieHa. Ha TeppuTOpMM Kak MHHUMYM OJHOTO
rocy/apcTBa-ujieHa COXpaHsSeTCs MO0 MEHbLIeH Mepe OfHa IUIOIIAAKa IO BBINTYCKY CEepui,
criocoOHasi cepTHU(GUUUPOBATh HCIBITAHUS JIEKAPCTBEHHOI'O Ipernapara B LENAX BBIITycKa
cepuii B pamkax Coro3za.

2. Ilnomanka TMIEH3UPOBaHA B YCTAHOBJICHHOM IOPSJIKE.

3. JlekapcTBeHHBI  Tpemapar HE  SBISCTCS  OMONOTHYECKHMM  (MMMYHOJIOTHYECKHM)
JIEKAPCTBEHHBIM ITPENapaTOM.

4. TpaHchep TEXHOJIOTH €O CTApod Ha HOBYIO IUIOLIAJAKY WM HOBYIO HCIBITATEIbHYIO
71a00paTOPUIO MPOU3BEICH YCIEIIHO.

5. B rocynapcrBe-uiieHe WM B CTpaHe HE SIBISIOUICICS TOoCyAapCTBOM-UJIEHOM, C KOTOpPOM
3aKJIIOYEHO JCWCTBYIOLIEE M COOTBETCTBYIOIIEE COTJIAIIEHHE O B3aUMHOM IPU3HAHUU
HaJUIeKaled MPOU3BOJICTBEHHONW MPAKTUKH MEXAY 3TOM cTpaHoil n Cor30M, COXpaHSIEeTCs
o MeHblIeld Mepe 1 ruiomaaka Mo KOHTPOJIIO (MCHBITAHUIO) Cepuil, CIIOCOOHAs MPOBOAUTH
VCTIBITAHUS TIPEIapaTa B IeJIsIX BbIMyCcKa cepuil B pamkax Coro3a.

JloxymeHnTanus

1. Konust nuneH3uit Ha TMPOU3BOACTBO M CEPTU(GUKAT COOTBETCTBUS IPOU3BOIUTENS

TpeboBanusiM  IlpaBun  Hajmjexamed MPOU3BOJICTBEHHOM mpakTtuku  EBpasuiickoro
SKOHOMHYECKOTO COI03a, BBIIAHHBIM B TE€YEHHWE 3 TOCIEIHUX JIET COOTBETCTBYHOUIUM
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4.

YIIOJTHOMOYEHHBIM OPraHoM (3KCIIEPTHON OpraHu3alKeil) rocy1apcTBa-uwieHa.

. B IMYHKTC O BHOCHMLIX H3MCHCHUAX 3aSABJICHUSA O MPUBCACHUU PCTUCTPALMOHHOIO JOCHC B

cooTBeTcTBUE C TpeboBaHusAMH Coro3a (CONPOBOAUTENBHOM HHUCHbME, (OpMeE 3asiBIECHUS O
BHECCHUU W3MEHEHUH, MPHIOKEHHON K COMPOBOJUTEIHLHOMY MUCHMY) HEOOXOIUMO YETKO
0003HauUTh paHee OJOOPEHHBIX M Ipe/laraéMbIX MPOU3BOAUTENIEH, KaK YKa3aHO B pasjelie
2.5. popMBI 3asiBIICHUS.

Jlexsapanusi yroJIHOMOYEHHOTO JIMLA, OTBETCTBEHHOT'O 32 CepPTU(UKALUIO CEpUU, B KOTOPOMH
yKa3bIBaeTCs, 4YTO MNPOM3BOAMTENL (MPOU3BOJAMTENN) aKTUBHOH  (hapMalleBTHUECKON
cyOCTaHIIUM, YKa3aHHOW B PETUCTPALIMOHHOM J0Che, paboTaeT B cOOTBETCTBUU C [IpaBmiiamu
HaJUIeKaIled IPOU3BOJICTBEHHON IIPAKTUKUA EBPasuiiCKOro 3KOHOMHYECKOTO COX03a Ul
UCXOJHBIX MarepuanoB. [Ipu onpeneneHHbIX OOCTOATENBCTBAX AOIYCKAETCs MPEJICTABIATh
OJIHY JIeKJIapauio (cM. nmpumeyanue K uameHenuto b.11.6.1).

[TonpaBka K COOTBETCTBYIOIEMY pa3feiy (pasienaM) pPerucTpaloOHHOTO IOChe, BKIFOUast
uH(OPMAIIKH O JIEKAPCTBEHHOM ITpernapare.

b.11.6.3 U3menenne mporecca npousBoacTBa| Heooxomumeie | dokymentsl | IIpomnemypa

JIEKapCTBEHHOT'O npernapara, BKJIIOYAsi|  YCJIOBHS U JJaHHBIC
MPOMEXKYTOUHBIM MPOIYKT, HCIONIb3yEeMbIl B
IIPOU3BOJICTBE JIEKAPCTBEHHOTO Npenapara

a) HE3HAYHNMBbIE A3MEHEHUS npouecca| 1,2, 3,4,5, 1,3,4,5, 6, 1A
MIPOM3BOJICTBA 6,7 7,8

€) HECYIIIECTBEHHOE W3MEHEHHE npoiiecca - 1,2,4,6,7,8 IB
MPOU3BOJICTBA BOAHOM CYCIEH3UHM IJIsi MpHEMa

BHYTPb

VYcnoBus

1. V3MeHeHUsT KaueCTBEHHOTO WJIHM KOJMYCCTBCHHOTO Mpoduiiss mnpuMecedl wim  (pusmko-

2.

XUMHYECKHUX CBOMCTB OTCYTCTBYIOT.

W3MeHeHnne  KacaeTcsi TBEpIOW  JIGKAPCTBEHHOW  (GOpMBI  JUIsi TpUeMa  BHYTPb
(pacTBOpa Ui MpHEMa BHYTPb) C HEMEAJCHHBIM BBICBOOOKICHHMEM, M pPaccMaTpUBAECMBbI
JICKapCTBCHHBIN TMpemapaT He SBISICTCS OHOJIOTHYECKHM (MMMYHOJIOTHUYECKUM) —HWIIH
PaCTUTENbHBIM.

HpI/IHHI/IH MPOU3BOACTBA, BKJIIOYasd OTACIBHBIC €ro 3Tallbl, HC HW3MCHAIOTCA, HAIPUMED,
00paboTKa  NMPOMEXKYTOUYHBIX  INPOAYKTOB, OTCYTCTBYIOT  H3MEHEHHMs  KaKHUX-JIHOO
pPacTBOPUTEIIEH, UCTIOIB3YEMBIX B IIPOLIECCE IPOU3BOJCTBA.

3aperucTpUpOBaHHBI B  HACTOSILEE BpEMs TPOLECC IPOU3BOACTBA KOHTPOJIUPYETCA
BHYTPUIIPOU3BOJACTBCHHBIMH KOHTPOJIAMU, U UBMCHCHHUEC TaKHUX KOHTpOJ'[@fI (pacnmpeHI/Ie HIIN
UCKJIIOUEHHE KPUTEPHEB MTPUEMIIEMOCTH ) HE TpedyeTcs.

Crneuudukanuu JEKapcTBEHHOIO INpernapara WIM IMPOMEXKYTOUYHBIX IPOJIYKTOB HE
U3MEHSIOTCS.

[To pesynapTaTam HOBOIrO Hpolecca JOHKEH 0Opa3oBBIBATHCA MACHTUYHBIA C TOYKU 3PEHHUS
BCEX aCMEKTOB KauecTBa, 0€30MacHOCTH U 3(PPEKTUBHOCTH JIEKApCTBEHHOTO IIpenapara.

. Corznacao COOTBCTCTBYIOIIUM aKTaM, BXOJAIIAM B IIPABO Coro3a HavaThl COOTBCTCTBYIOIIUC

UCCJIEIOBaHMsI CTAaOUIIBPHOCTH HE MEHee 4eM Ha | ONBITHOM WM IPOMBILUIEHHON CepHH;
B PaCIOPSKEHUH 3asBUTEII HAXOIATCS YAOBIETBOPUTENBHBIE PE3YJIbTAThl 10 MEHBILIEH Mepe
3-X MECSYHOTO M3y4YeHHs cTaOuiabHOCTH. [loaTBEp)kKIeHHE TOTO, YTO WCCIENOBAHUS OYAyT
3aBepILEHbl, U €CIH Pe3ylbTaTbl He OyayT YKJIaAbIBaThCS B CHEUM(PHUKAIUUA WIA MOTYT
MOTEHLHAIBHO HE YJIOXKHUTHCS B CHEUM(PUKAUU Ha KOHEI CPOKa TOAHOCTH, UX HEMEAJIEHHO
NPEJCTaBAT YHNOJHOMOYEHHOMY OpraHy (PKCHEepTHOM OpraHu3aluu) TrocyaapcTBa-uieHa
BMECTE C MPEJIAraeMbIM IUIAHOM JIEHCTBHI.

JoxymeHnTanus

1.
2.

HonpaBKa K COOTBCTCTBYROILIECMY pa3acily (pa3zleﬂaM) PEruCTpaiuoOHHOTO OOCHE.
B oTHomeHMH MATKHUX U KHUJIKUX  JICKAPCTBCHHBIX (bOpM, B KOTOPBIX AKTHWBHAasA
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dapMmarieBTHYeCKass CyOCTaHIIMS HAaXOAMTCS B HEPACTBOPEHHOM COCTOSHHHM: HaIJIe)Karas
BAIMJAIMg HM3MEHEHUS, BKJIIOYas MHUKPOCKONHUIO YaCTHUI[ B LEISIX MPOBEPKH BHUIMMBIX
U3MEHEHHH MOP(OJIOTUH;, CPAaBHUTEIbHBIC JaHHBIC O PACHPEACICHHH IO pa3Mepy YacTHI]
(IMCTIEPCHOCTH), TTOJIyYECHHBIE HAUICKAIIM CIIOCOOOM.

. B oTHOmeEHMHM TBEpIBIX JICKApCTBEHHBIX (OpM: JaHHBIE TPOPHIS PACTBOPCHHS OIHOM
peNpe3eHTaTUBHON MPOMBIIIICHHONH CEpUU M CpAaBHUTEIbHBIC JaHHbBIE 3 MOCIEIHUX CEPHIid,
NPOM3BEACHHBIX C TMOMOIINBIO Mpeaplayliero mporecca. [lo 3ampocy HeoOXoauMo
NPEJCTaBUTh JAAHHBIC MO CISAYIOMNM 2 TOJHBIM MPOMBIIIICHHBIM CEPHSIM WM COOOIINTS,
€CIIM Pe3y/lbTaThl HE YKJIAJBIBAIOTCA B CIEHU(PUKAIUIO W TPEUIOKUTh TUIAH JCHCTBUU.
B oTHOIIEHNN NIEKapCTBEHHBIX PACTUTENBHBIX MPEMAapaTOB MOT'YT OBITh JOCTATOYHBI JAHHBIE
CPaBHUTEILHOU PacHaiaeMOCTH.

. O6oCcHOBaHMS HEMPEACTABICHUS PE3yJIbTATOB HOBOTO HCCIICIOBAHUS OMOIKBHBAIICHTHOCTU

B coorBerctBUM ¢ [IpaBunmamu mpoBeleHUs UCCIEIOBaHMH  OMOIKBHUBAJIEHTHOCTHU
JIEKapCTBEHHBIX IIPEnapaToB B EBpa3uiickOM 3KOHOMHYECKOM COIO3€.
. Ilppu  wn3MeHeHum mapamerpa (mapaMeTpoB) IpoLecca, KOTOpPBIH  CUMTAeTCs  He

OKa3bIBAIOUIMMH BJIMSHHE Ha KayeCTBO JIEKAPCTBEHHOIrO IMpernapara, JAeKjaapanus, 4To 3TO
JTOCTUTHYTO B XOJI€ paHee MPOBEJCHHON 0/I00PEHHON OILIEHKH PUCKOB.

. Kommnu crienmgukanmii Ha BBITYCK U KOHEI[ CPOKa TOJJHOCTH.

. Jlannble ananu3a cepuii (B (hopmare CpaBHUTEIbHOH TAaONMIIBI) 1O MEHBIIEH Mepe OTHOU
CepUH, IPOU3BEJICHHON ¢ MOMOIIbIO OJOOPEHHOr0 U npeayiaraemoro npouecca. I1o 3anpocy
HEO0OXOUMO MPEICTABUThH JaHHBIE IO CIEAYIOUIUM JBYM MOJHBIM MPOMBIIUICHHBIM CEPUSM;
ClelyeT COOOIIMTh, €CIIM pPEe3ybTaThl aHAIW3a HE YKIAJbIBAIOTCS B cleUU(UKALUIO U
NPEUIOKUTh TUIaH JeHcTBUi. Jleknapanus, 4To HayaThl COOTBETCTBYIOIIME HCCIEIOBAHUS
CTaOWJIBHOCTH B COOTBETCTBHU C aKTamMu, BXoasmmmu B mnpaBo Coro3a (¢ yka3zaHUEM
HOMEpOB Cepuil) U U3Y4YeHbl HEOOXOIUMBIC MapaMeTphl CTAOMIBHOCTU MO MEHbIIEH Mepe
Ha 1 ONBITHO-POMBILIUIEHHON WM NPOMBIIUIEHHON CEpUM M HAa MOMEHT YBEJOMJICHUS B
pacmlopsHKEHUN 3asBUTEINS HAXOIMUJINCH YIOBIETBOPUTEIbHBIC PE3YIbTAThl [0 MEHbBIIEH Mepe
3-X MECSYHOTO M3YYEHHUsI CTaOWJIBHOCTH; M MPOQWIb CTaOMIBHOCTH aHAJOTHYEH TEKYyIEeH
3aperucTpUpoOBaHHON cutyaluu. [IpencTaBieHo MOATBEPkKACHUE TOTO, YTO HCCIEAOBAHUA
OyIyT 3aBEepIIEHBl, U YTO €CIM PE3yJbTaThl HE OyIyT YKIAAbIBaThCA B CHELU(PUKALUU WIH
MOTYT TMOTEHLUUAIBHO HE YJIOXUThCS B CHeIM(UKAMKM Ha KOHEIL CpOKa TOAHOCTH, MX
HEMEIJIEHHO TPEACTaBAT  YNOJHOMOYEHHOMY OpraHy (9KCIEpTHOW  OpraHU3aluy)
roCy/1apCTBa-uieHa BMECTE C MPEUIaracMbIM IUIAHOM JIEHCTBHH.

b.11.6.4. U3smenenue pasmepa cepuu (BKIHOYAst
IUamna3oHbl  pa3Mepa CEepUH) JEKapCTBEHHOTO
npernapara

Heo0Oxoaumeie
YCIOBUS

JIOKyMEHTBI
U JJaHHBIE

[Tpouenypa

a) YKpyIHeHue BIIOTH 0 10 pa3 mo cpaBHEHHIO
C 0JIOOPEHHBIM

1,2,3,4,57

1,4

1A

0) pazykpynHenue 10 10 pa3

1,2,3,4,56

1,4

1A

n) ykpynHeHue Ooisiee 10 pa3 mo cpaBHEHHIO C
0JIOOpPEHHBIM pa3MEpOM CEpPHH JIEKapCTBEHHBIX
dbopM ¢ HeMeIJIEHHBIM BBICBOOOXACHUEM (IJIs
prieMa BHYTPb)

1,2,3,4,56

IB

€) Macmtad  TPOM3BOJACTBA  OHMOJIIOTHYECKOTO
(MMMYHOJIOTHYECKOT0) JIEKapCTBEHHOTO
npernapata yBenuuuics — (ymeHbmics) — 0e3
U3MEHEeHMs Tpoliecca MPOU3BOACTBA (HaNpumep,

TyOITMpOBaHUE JIMHIH )

1,2,3,4,56

VYcaoBus

1. 3meHenne He BIUsAET HA BOCIPOM3BOAUMOCTh W (WJIM) TIOCTOSHCTBO KadecTBa

JICKApCTBCHHOT'O ITpCIiapara.
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. I3MeHeHune 3aTparuBaeT CTaHAApTHBIE JIeKapCTBEHHbIE (GOpPMBI IS TpHUEeMa BHYTPb C

HEME/IJICHHBIM BBHICBOOOK/ICHUEM HIIM HECTEPUIIbHBIE JKUKHUE JTEKAPCTBEHHBIE (DOPMBL.
JIroOble M3MEHEHUs METOIOB MPOU3BOJACTBA U (MJIM) BHYTPUIIPOU3BOJICTBEHHBIX KOHTPOJICH
HEOOXOMUMBI TOJNBKO JJs HM3MEHEHHUS pa3Mepa CEepuH, HalpuMep, HCIOIb30BaHHE
000pyI0BaHUs IPYTOTrO pa3Mepa.

HNmeeTcst cxema BalHIallMd WIA B COOTBETCTBUU C TEKYIIMM IPOTOKOJIOM YCIIEITHO
NpOBE/ICHA BaJMIAIMs ITPOU3BOJICTBA HE MEHEE YeM Ha 3 MPOMBINUICHHBIX CEPHSIX C HOBBIM
pa3MepoM B COOTBETCTBUH C IPUMEHUMBIMU TPEOOBAHUSIMH.

PaccmarpuBaeMblii  JIGKAPCTBEHHBI  TpenapaT  He  SBISAETCS  OWMOJOTHYECKUM
(MMMYHOJIOTUYECKUM).

V3MeHeHrne He JOJDKHO OBITh CIIEJACTBUEM HENPEIBUICHHBIX CHTYallUid, BOSHHUKIIUX B XOJIE
MIPOU3BOJICTBA, I H3MEHEHUS CTAOMIBHOCTH.

. Pasmep cepum yknaasiBaercs B 10-kpaTHbIN AMana3oH, IpeyCMOTPEHHBIH MIPH perucTpaum,

HJIN TTOCJIC MOCICAYIOIICTO UBMCHCHHA, HC ABJIABIICTOCA USMCHCHUCM IA Tumna.

JoxymeHTanus

1.
2.

How

o

[TonpaBka K COOTBETCTBYIOLIEMY pa3fieily (pa3zesiaM) perucTpaliiOHHOIO JOCKE.

Jannble aHanusa cepuil (B ¢opmaTe CpaBHUTEIbHOW TaONUIBI) O MEHBIIEH Mepe OIHOU
MIPOMBIIIUICHHOM CepUH, MPOU3BEACHHON B 3apETUCTPUPOBAHHOM M IIPEJIaraeMoOM pa3mepax.
[To 3ampocy HEOOXOIUMO TPEACTABUTH JAHHBIC MO CIECAYIOIIUM 2 TOTHBIM MPOMBIIUICHHBIM
CepUsM; JIepKaTelb PETUCTPALMOHHOIO YAOCTOBEPEHUS 00s13aH COOOILUTD, €CIIN PE3YJIbTAThI
aHaJIM3a He YKJIABIBAIOTCS B CIEIM(PHUKAIUIO, U PEATIOKUTD TUIaH JEHCTBHIA.

Konuu 0100peHHbBIX crienupuKanuii Ha BBITYCK ¥ KOHEIl CPOKa T'OTHOCTH.

B cooTBercTByIOIMX Ciy4asx HEOOXOJUMO YyKa3aTb HOMEpa CEepUidl, COOTBETCTBYIOIIHE
pasmepy cepuM U JaTe MX MPOU3BOACTBA (HE MEHee 3), MCIIOJIb30BAHHBIX B BAJIMIAIIMOHHOM
WCCJICTOBAHHUH, WM MPEAICTAaBUTH IPOTOKOJ (CXEMY) BaJIUJAIIH.

Heo6xoaumMo npeicTaBuTh pe3yinbTaThl BAJIWAIUH.

Pesynbratel wuccienoBaHui CTaOWIIBHOCTH, IPOBEIEHHBIE B COOTBETCTBUU C aKTaMH,
BXOIAIIMMHE B 1paBo Coro3a, 110 3HAYUMBIM [TapaMeTpaM CTa0MIBHOCTH TI0 MEHBIIICH Mepe Ha
1 ombITHOW WM MPOMBINIJICHHONW CEpHUM, OXBATHIBAIOUICH MO MEHbIIEH Mmepe 3 Mecsia;
MOATBEPKJIEHNE TOTO, YTO TaKHE MCCIEAOBAHUS OyIyT 3aBEPIICHBI, U €CJIM PE3yJbTaThl HE
OyIoyT YKIQAbIBaThCA B CHEHMU(PUKANWKM HMIM MOTYT TOTEHIMATbHO HE YJIOXKHUTHCS B
crienuUKauyu Ha KOHEI] CpOKa TOJHOCTH, UX HEMEIJICHHO MPEJCTABAT YIOJIHOMOYCHHOMY
oprany (dKCIIEPTHON OpraHU3allii) TOCyAapCTBa-ujeHa BMECTE C TMpeJiaraéMbIM ILIAHOM
JnercTBuil. B oTHOIIEHUN OMOJNIOTHYECKUX (MMMYHOJIOTHUECKHX) CPENICTB: JACKIaparus, 4To
OIIEHKa COMTOCTaBUMOCTH HE TpeOyeTcsl.

b.I1.6.5. I3mMenenue BHyTpunpousoacTBeHHbIX| HeoOxonumeie | Joxymentsl | Ilponenypa

UCIBITAHUN WU KPUTEPUEB IPUEMIIEMOCTH,|  YCIIOBHUSA U JJaHHBIC
HCITOJIB3YIOLUXCS pu IIPOU3BOJICTBE
JIEKapCTBEHHOIO IIpenapara

a) Y)KeCTOUYCHHE BHYTPHUIIPOU3BOICTBEHHBIX 1,2,3,4 1,2 1A

KPHUTCPUCB ITPUCMIICMOCTHU

0) no6aByieHme HOBBIX HUCIIBITAHUI IR 1,2,5,6 1,2,3,4,5,7 1A

KPHUTCPUCB ITPUCMIICMOCTU

B) UCKITIOUCHHE HECYILIECTBEHHOTO 1,2,7 1,2,6 1A

BHYTPUIIPOU3BOJCTBCHHOI'O UCIIBITAHUA

€) noOaBIcHUE 1503051 3aMeHa - 1,2,3,4,5 7 IB

BHYTPUIIPOU3BOJCTBCHHOI'O UCIIBITAHUA nu3
cooOpaxeHui 0€30MaCHOCTH WJIM KayecTBa

YcnoBus

1.

HN3MeHeHne He SBISETCS CIEACTBUEM KaKoro-JImoo O6H33.TCJ'IBCTB&, IIPpUHATOrO 110
pe3yiabTaTaM paHEC MPOBCACHHBIX JKCIICPTU3 C MECJIBIO aHalln3a KpPpUTCPUCB HNPUEMIICMOCTHU
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&

crenudukanuu (HarpuMep, B X0€ PErUCTPAIIMK WM BHECCHHS n3MeHeHwui 11 Tuna).

. Iamenenne He SBIsSETCSH CJICACTBUCM HCIPCABUACHHBIX CHTyaL[Hf/'I, BO3HUKIINX B XOJ€

MIPOM3BOJICTBA, HAIPUMEpP, HOBas HEKBaTU(UIIMPOBAHHAS IMPUMECh, U3MEHEHHUE IPEACIIOB
COJIEpKaHUs CYMMBI IIPUMECEH.

JIroboe M3MEeHeHue TOJDKHO YKIIAJIBIBAThCS B JIMAIa30H TEKYIIUX OOOPEHHBIX KPHUTEPHECB
MIPUEMIIEMOCTH.

AHanuTHyeckas METOIMKa He U3MEHSICTCS MM U3MEHSICTCSI HE3HAYUTEIILHO.

Hwu oauH HOBBIM METOJI UCIIBITAHUSI HE OCHOBAH Ha HOBOW HECTAHJAPTHOW METOIOJIOTUU WU
CTaHJIAPTHOW METOI0JIOTHH, UCIIOJIb3YEMOM MTO0-HOBOMY.

HoBelii  MeTon  HCHOBITAHHS HE  SIBISCTCS  OWMOJNIOTUYECKUM  (MMMYHOJIOTHYECKUM,
MMMYHOXHMHYECKUM) UJIU METOJIOM, B KOTOPOM HCITOJIB3YETCS OMOJOTHYCCKUN PEaKTUB JIJIst
OH1oI0rn4ecKon AKTUBHOMN bapmareBTHUECKON cyOcTaHIuu
(3a MCKIIOYECHHEM CTaHJIAPTHBIX (apMaKONEWHBIX MHKPOOHOIOTHYECKUX METOJOB);
UCIIBITaHUE Ha MOJJIMHHOCTD (B OTCYTCTBUE MOJIXOSILIEr0 allbTEPHATUBHOIO KOHTPOJIA).

. BHYTpI/IHpOI/I3BO,Z[CTBeHHOC HCIIBITAHUE HE 3aTParuBacT KOHTPOJb KPUTHYCCKOI'O IMapaMeTpa,

HalpuMep: KOJIIMYECTBEHHOE OIpEAEICHHe; NpUMecH (€CIM TOJIBKO  OIpeesICHHBIN
pacTBOpUTENIb OJHO3HAYHO HE HCMOJIb3YeTCsl B IPOU3BOJACTBE); JHOOYI KPUTHYECKYIO
(GU3NYECKYI0 XapaKTePUCTHKY (pa3Mep YacTUll, HACBIIHYIO IUIOTHOCTBIO JO U IIOCIIE
YyIJIOTHEHUsT W T.J.); HUCOBbITAHME HAa NOUIMHHOCTh (@ OTCYTCTBUE IOAXOJSILEro
aIbTEPHATUBHOIO KOHTPOJIS); MHUKPOOUOJIOTMYECKUN KOHTPOJb (€CIH TOJIbKO OH HE
TpeOyeTcsl B OTHOIIEHUH ONPEIETICHHOM JeKapCTBEHHOHN (opMbl).

JoxymeHnTanus

1.
2.

[TompaBka K COOTBETCTBYIOIIEMY pa3fieily (pa3zeliaM) perucTpaliOHHOTO JOCKE.
CpaBHuTeNbHAS TaOIUIA TEKYIIUX U MPEJIaraéMblX BHYTPUIIPOU3BOJICTBEHHBIX UCIIBITAHUN
Y KpUTEPUEB ITPUEMIIEMOCTH.

[TonpoOHOE oOmHMcaHWe HOBOW AHAIMTUYCCKOM METOAWKMA W JaHHBIE 1O Baduaanud (B
COOTBETCTBYIOIIUX CIy4asx).

. JlaHHBIe aHanmM3a 2 MPOMBIIUICHHBIX CEpPH (B OTCYTCTBHE JOJDKHBIX OOOCHOBAaHUH st

OMOJIOTHYECKUX aKTHBHBIX (DapMaleBTHUECKUX CyOCTaHUMH — 3 cepuu) JIEKapCTBEHHOI'O
Ipernapara 1o BCeM rnapameTpam crelnQpuKanum.

B coorBercTByrOIIMX ~ CllyyasX ~CpaBHUTENbHBIE JIaHHbIE MNpo(UIs  pacTBOPEHUs
JIEKapCTBEHHOI'0 IperapaTa HE MeHee 4YeM Ha 1 ONBITHO-NPOMBIIUIEHHOW cepuw,
IIPOU3BENECHHON C MCIOJIB30BAHUEM TEKYIIMX M HOBBIX BHYTPUIIPOM3BOACTBEHHBIX
WCTIBITAHU.

B oTHOIIEHNH JeKapCTBEHHBIX PACTUTENBHBIX MPENapaToB MOTYT ObITh J1O0CTaTOYHBI JaHHbIE
CPaBHUTEJIBHOM pacaaéMOCTH.

. O0ocHOBaHUE (OI_IeHKa pI/ICKOB), MOATBCPXKAAOIICC, YTO BHYTPHUIIPOU3BOACTBCHHOC

HCIBITAHUC SABJIACTCA HECYIICCTBCHHBIM UJIN YCTAapEIo.
OO0ocHOBaHHE HOBOT'O BHYTPUIIPOU3BOACTBCHHOT'O UCIIBITAHUA U KPUTCPUCB IIPUCMIICMOCTH.

B.11.B) KoHTpoJib kKauecTBa BCIIOMOTaTEIbHBIX BEIIECTB

b.IL.B.1. I3menenune mnapamerpoB crnenuduxanuu| Heooxoaumeie| okymentsl | Ilponenypa

u (vm) KpUTEPHEB NPUEMIIEMOCTH|  YCIIOBHS M JaHHEIE
BCIIOMOTI'aTeJILHOIO BEIIECTBA

a) YxkectoueHue KpUTEpHEB MIPUEMIIEMOCTH 1,2,3,4 1,2 1A
cnenudukanuu

0) HoGaBnenne B  cneuudukamuo  HoBoro| 1,2,5,6,7 | 1,2 3,4,6,8 1A

napaMerpa cHenupuKalud U COOTBETCTBYIOILIETO
€My METOJ1a UCIIBITAHUN
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B) MckitoueHne  HECYIIeCTBEHHOTO  MapameTpa 1,2 1,2,7 1A
cnenupuKanum (marpumep, UCKITIOUCHHE

yCTapeBIETo MmapaMeTpa)

e) JlobaBnenue I 3aMeHa (uckiroyast - 1,2,3, 4,5, 1B
OMOJIOTMYECKUH U MMMYHOJIOTHUECKHUI IMpernapar) 6, 8

napamerpa creuu(uKanuu U COOTBETCTBYIOIIETO
€My MeTOoJa HCIBITAHUH U3  COOOpakeHUI
0€30aCHOCTH WJIH KaueCcTBa

x) Ecim Ha  BCIIOMOTaTEJIbHOE BEIECTBO - 1,2,3, 4,5, 1B
orcyrcTByeT crathsi ®apmakonen Coro3za WU 6, 8
dapmakorneld ToCcyIapCTB-4JICHOB, H3MEHCHHE B
COOCTBCHHBIX  JaHHBIX  CHeUUpUKAIMH  Ha
Heo(uImanpHyo (apMakoner uin (papmaxomnero
TPEThEH CTpaHbI

SN

~

VYcnoBus
1.

. I3mMeHeHue He SBISETCSA CIEACTBUEM HCIIPCABUACHHDBIX CHTyaHHﬁ, BO3HHUKIINX B XOJ€

. JltoGoe M3MeHeHHe MOJKHO YKIIAIBIBAThCS B JUAMA30H TEKYIIMX OJOOPEHHBIX KPUTEPHEB

. AnanuTtudeckas MCTOJHMKa HC U3MCHACTCA UJIN U3MCHACTCA HC3HAUYHUTCIIBHO.
. Hu OJdHH HOBBIN METOA HCIIBITaHNA HC OCHOBAH Ha HOBOH HeCTaHHapTHOﬁ MECTOAOJIOTMHU U1

. HoBr1it MCTO HCIIbITaHUA HC SABJIICTCA OHOJOrHYECKUM (I/IMMYHOJ'IOFI/I‘ICCKI/IM,

. I3MeHeHue He KacaeTcs FeHOTOKCUYHOU ITPUMECH.
. [TapameTp cnenudukanuy He 3aTparuBaeT KOHTPOJIb KPUTHUYECKOTO MapameTpa, HallpuMep:

HM3MeHeHue He SBISETCSA CICICTBUEM KaKoro-JI100 065133T6J'ILCTB21, INPpUHATOIO II0
pe3yjibTaTaM pPaHEC MPOBCACHHBIX 3KCICPTU3 C LECJIbI0 aHAIM3a KPUTCPHUCB MPUCMIICMOCTHU

cnenuduKanuu (HalpuMep, B X0l PErUCTPaliK JEKapCTBEHHOTO Mpernapara Wik BHECCHUH
n3meHenuit Il Tuma).

IIPOM3BOJICTBA, HAIpUMEpP, HOBOM HEKBAIM()UIIMPOBAHHON NpUMeECH, U3MEHEHUS MPEIeoB
COJIEp’KaHUsl CyMMBbI IIPUMECEN.

MMPpUECMIICMOCTH.

CTaHJApPTHOU METOAOJIOTHUHU, UCIIOJIB3YEMOU ITO-HOBOMY.

UMMYHOXHUMHUYECKUM) UJIM METOJIOM, B KOTOPOM HCIOJIb3YETCs] OMOJIOTUYECKUI PEAKTUB IS
OMOJIOTHYECKON aKTUBHOM (hapMaleBTHUECKONW CyOCTaHIMM (32 MCKIIOYEHHUEM CTaHJIapTHBIX
(bapmakonelHbIX MUKPOOHUOJIIOTHYECKUX METO/IOB).

npUMecH (€ClIM TOJBKO OINpPENENIeHHBIH PACTBOPUTENh OJHO3HAYHO HE HCHOJIb3YyeTCs B
MPOU3BOJICTBE); JIIOOYI0 KPUTHMYECKYI0 (U3NYECKYIO0 XapaKTEpUCTUKY (pa3Mep 4YacTHll,
HACBHIMHYI0 IUIOTHOCTBIO JI0 U TOCH€ YIUIOTHEHHS U T. JI.); UCHBITAHWE HAa MOJUIMHHOCTH
(B OTCYTCTBHE MOAXOMSIIETO albTEPHATUBHOTO KOHTPOJISl) MUKPOOHOJIOTUYECKHIT KOHTPOJIb
(ecnM TOJBKO OH He TpeOyeTcsl B OTHOUIEHWHU ONpeIelIeHHOH JIEKapCTBEHHOU (hOpMBI).

JoxymeHTanus
1.
2.
3.

[TorpaBka K COOTBETCTBYIOLIEMY pa3zieny (pa3/esiaM) perucTpaloHHOIO 10Che.
CpaBHuTenbHas TabIMLA TEKYIUX U IpeIaraéMblX CrelupuKauii.

[TonpoOHoe onucanue 000K HOBOW aHATUTUYECKONH METOIUKHU U JIaHHBIE 110 BaIUJAlMH (B
COOTBETCTBYIOIIUX CIy4asix).

JlaHHbple aHain3a 2 MPOMBINUIEHHBIX CepUil (B OTCYTCTBHE JOJDKHBIX OOOCHOBAaHUM IS
OMOJOTMYECKUX aKTHUBHBIX (hapMalieBTHUECKUX CyOCTaHUMN — 3 cepuu) BCIIOMOIaTeIbHOro
BEIIIECTBA 110 BCEM MapaMeTpam CIelUpUKAIIH.

B cootBercTBYIOUIMX ciy4yasX [aHHbIE TeCTa CPAaBHUTEIbHOM KHUHETHKH pPACTBOPEHHUS
JIEKapCTBEHHOTO IpenapaTa IO MeHbIIeH Mepe 1 ONBITHO-IPOMBIINUICHHON —CepuH,
coJepKalleil BCIOMOTraTelIbHOE BEIIECTBO, COOTBETCTBYIOLIETO TEKYIIEH M INpengaraeMoi
cneurdukanusaM. B OTHOLIEHWH JE€KapCTBEHHBIX PACTHUTEIBHBIX MpEnapaToB MOTYT OBITh
JIOCTATOYHBI JaHHbIE CPABHUTEIBLHOM PaclalaeMOCTH.
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6. O60ocHOBaHMS HEMPEICTABICHUS PE3yJIbTaTOB HOBOTO HCCIIEA0BaHUs OMO3KBUBAJICHTHOCTH B

coorBerctBun ¢ lIpaBunamm

MPOBEICHUS

HCCIIENOBAaHUN

JICKApPCTBCHHEIX IIPECIIapaToB B EBpaSHﬁCKOM 9KOHOMHUYECKOM COIO3C€.

OUOBKBUBAJICHTHOCTH

7. OGocHoBaHue (OIICHKAa PHUCKOB), TMOJTBEPXKAAIOUIEE TO, YTO [apaMeTp SBISAETCA
HECYIIECTBEHHBIM WU yCTapell.

8. O0GocHOBaHME HOBOTO MapaMeTpa crenruGUKauy U KPUTEPHEB TPUEMIIEMOCTH.

b.11.B.2. U3meHeHue aHanmtudeckoii| HeoOxomumeie | JIOKyMEHTHI [Ipouenypa

METOJIMKH ISl BCTIOMOTATEILHOTO BEIIECTBA YCIOBUS U JIaHHbIE

a) He3naunmble  m3MEHEHUsT  OJ0O0pEHHOM 1,2,3,4 1,2 1A

AHATUTHYECKOM METOJIUKHU

0) MckimroueHne aHAMTUYECKOW METOIUKH, 5 1 1A

eCIi ajnbTepHATUBHAs €W METOJIUKA YKe

0100peHa

r) [Ipoune U3MEHEHUs AHAIIMTUYECKOMN — 1,2 IB

METOJMKH (BKIJIFOYAsl T0OABJICHUE WIIA 3aMEHY)

VYcnoBus

1.

5.

CornacHO COOTBETCTBYIOIIMM JOKYMEHTaM, IPOBEACHbI HEOOXOAUMBIE BaUIAIIIOHHBIC
WCCJICIOBAHMSI, TOJTBEPKIAIONINE TO, YTO OOHOBIICHHAS AHATUTHYECKAs METOJIUKA TI0
MEHBIIIeH Mepe SKBUBAJICHTHA MPEIbITYIIEH.

. IIpenensl conepkaHus CyMMBbl NpUMECEl HE M3MEHWINChb, HOBbIE HEKBaIU(PUIMPOBAHHBIE

IPUMECH He OOHAPYKEHBI.

Merton aHanu3a He U3MEHWICA (HapUMep, U3MEHEHUE JJIMHBI KOJIOHKH WM TEMIEpaTyphl,
HO HE JIpYroil BUJ KOJIOHKH WJIK METON).

HoBelii Meron  ucnbiTaHus HE  sBIsSIETCd  OMOJIOTMYECKUM  (MMMYHOJIOTHUYECKUM,
UMMYHOXUMHMUYECKUM) WIM METOJOM, B KOTOPOM HCIIOJIb3YeTCs OMOJIOIMUYECKUIl peakTHB
(32 MCKITIOYEHUEM CTAaHIAPTHBIX (hapMaKOIIEHHBIX MUKPOOHOJIOTHYECKIX METO/IOB).
AnbTepHAaTUBHAs aHAJIUTUYECKas METOJMKA Ul MapaMeTrpa clielu(uKauu yxxe ogo0peHa,
IIpY ATOM TaKasi METOIMKA ObLTa BKJIIOUYeHA He ¢ momoIibio IA (IAyy)-yBeqoMieHuUs.

JloxymenTanus
1. [TonpaBka K COOTBETCTBYIOLIEMY paszeny (pa3zieiiaM) perucTpaliMOHHOTO J0Che, BKIIOUas

ONMCAHNE AaHAIUTUYECKOW METOJIOJIOTHUH, PE3IOME JTaHHBIX IO BaJIUAALNH, IEPECMOTPEHHBIE
cnenuguKaluy Ha IpUMecH (€ciii IPUMEHHUMO).

2. CpaBHI/ITCHBHHC PE3YyIbTaThl BaAJIMAALIUNA WU, IPHU HAJINYUH O6OCHOBaHI/I$I, CpPaBHHUTCIIbHBIC

PE3YIbTAThl aHajin3a, MNOATBCPXKAAIOIMHE TO, YTO TCKYHICC U NOpcajiaracMoc HCIbITAHUC

SKBUBAIEHTHBI. JlaHHOEe TpeOoBaHME HE TNpUMEHseTcs, eclnu J00aBiseTcs HoBas
AQHAINTHUYECKAas] METOMKA.
b.I.B.3. N3menenue wuctounuka mnonydeHusi| HeoOxoaumelie | lokymentsl u | Ilpouemypa
BCIIOMOTaTeJIbHOTO BEIIECTBA WJIM PEaKTUBA C yCIOBUS JaHHbIE
puckom TI'D
a) u3 marepuana ¢ puckoMm TI'D Ha marepuan
pPacTUTEIBHOTO U CUHTETHYECKOTO
MIPOUCXOXKIACHUS
1. Ins BCmOMOTAaTENBHBIX BEIIECTB HIIH 1 1 1A

PEaKTUBOB, HE
TIPOU3BOJICTBE
(MMMYHOJIOTHYECKOM )
dbapmareBTUUeCKOH  CyOCTaHIIUM  WJIH
OMOJOTUYECKOTO  (MMMYHOJIOTHYECKOTO)
JIEKapCTBEHHOTO IIperapara

HCIIOJIb3YEMBIX B
OHMOJIOTUYECKON
aKTUBHOI
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2. Jlns BcIIOMOTaTeIbHBIX BEIICCTB HIIH - 1,2
PECaKTUBOB, UCIIOJIb3YEMBIX B
MIPOU3BOJICTBE OHOI0rNYecKoi
(MMMYHOJIOTHUYECKOM ) AKTUBHOU
dbapmaneBTUUECKOW  CyOCTaHIIMM  WJTU
OMOJOrM4ecKoro  (MMMYHOJIOTHYECKOTO)

JICKApCTBCHHOT'O IIpfIiapara

VYcnoBus
1. Cnenudukan Ha BBITYCK M KOHEI[ CPOKa TOJHOCTH BCIIOMOTAaTEIbHOTO BEIIECTBA W
JIEKAPCTBEHHOI'O MpernapaTa He U3MEHSIOTCSL.

JoxymeHTanus

1. lexnapauusi MpoOU3BOJUTENS UK JIepKaTelisl PErUCTPAIMOHHOTO YAOCTOBEPEHUs MaTepHaa,
YTO OHHM MOJIHOCTBIO PACTUTENIHHOTO HJIM CUHTETUYECKOTO MPOUCXOKICHHUSL.

2. WccrnienoBanne 5SKBUBAJCHTHOCTH MAaTEpUajoB M BIUSHUE HA MPOU3BOJCTBO TOTOBOTO
MaTepuana M BIUSHUE Ha XapaKTEPUCTUKH (HAlpUMeEp, XapaKTePUCTHKU PACTBOPEHHS)
JIEKapCTBEHHOTI'0 Iperapara.

Heo0Oxoaumeie
YCIIOBHS

b.Il.B.4. 3MeHeHnEe CHHTE3a WIN MOJTY4YEHHUS
HeapMaKoneiHOro BCIIOMOTaTeJIbHOI O
BellecTBa (€C/IM OMUCAaH B PETUCTPALIMOHHOM
JI0OCb€) MM  HOBOTO  BCIIOMOIaTeiIbHOIo
BELIECTBA

JIOKyMEHTBI U
JAHHBIE

[Ipouenypa

a) HECYILIECTBEHHOE M3MEHEHHE CHHTE3a WU 1,2 1,2,3,4
MOJTyYCHUS He(dapMaKOIeHHOTO
BCIIOMOTATEJILHOIO BEIIECTBA MM HOBOTO

BCIIOMOTaTCJIBbHOI'O BEUICCTBA

Ycnosus

1. Cnoco6 cuHTe3a W crnenupUKAMH WIACHTHYHBI M OTCYTCTBYIOT KadeCTBEHHBIE U
KOJINYECTBEHHbIE M3MEHEHMs NMpouis npuMecei (MCKIIIoYas OCTaTOYHBIE PacTBOPUTENH,
NP YCIOBHU TOTO, YTO WX KOHTPOJIb OCYIIECTBIIACTCS B COOTBETCTBUHU C TPEACITHHBIM
coJiepKaHHEeM, yKa3aHHbIM B aKkTaX, BXOJAIMX B mpaBo Coro3a) mwiM (U3MKO-XMMHUYECKUX
CBOMCTB.

2. VIckiitoyast aJTbIOBaHTHI.

JoxymeHTanus

1. TTonpaBka K COOTBETCTBYIOLIEMY pa3jiely (pa3/ienaM) perucTpalioOHHOTO JOChE.

2. Jlannble aHanmm3a cepuid (B opmaTe CpaBHUTEIHHON TaOJHIIBI) IO MEHbBIIEH Mepe 2 cepuid
(mo  MeHblIEHl  Mepe  ONBITHO-NPOMBIIIJICHHBIX)  BCIOMOTaTEIbHOTO  BELIECTBA,
MPOU3BEIEHHBIX C TOMOILBIO CTAPOr0 U HOBOT'O MTPOLIECCOB.

3. B cooTBeTcTBYMOIIMX CllyyasX JaHHbIE TecTa CPABHUTEIBHOM KHHETHKH PAacCTBOPEHUS
JIEKapCTBEHHOI'O IMpernapaTra Mo MeHbIIed Mepe 2 cepuil (IO MEHbIIEH Mepe OIBITHO-
IPOMBIIIJICHHBIX). B OTHOIIEHNHU JIeKapCTBEHHBIX PACTUTENBHBIX MpPENapaToB MOTYT OBITH
JIOCTATOYHBI JaHHBIE CPABHUTEIBLHOM PaclalaeMOCTH.

4. Konuss o0n0OpeHHOM W HOBOHM (eciu NPUMEHMMO) cHenu@uKanuii BCIOMOTraTeiabHOIro
BEIICCTBA.

B.11.r) KoHnTposis KauecTBa JI€KapCTBEHHOTO Mpenapara

B.ILr.1. I3mMeHenune napametrpoB| Heob6xonumele | loxkymentsl u | [Ipouenypa
cnenuuKanum )51 (um) KpHUTEpHUEB YCIIOBHS JTAHHBIE

IPUEMJIIEMOCTH JIEKAPCTBEHHOTO Mpernapara

a) Y)KeCTOUCHHE KPUTEPHEB MPUEMIEMOCTH 1,2,3,4 1,2 1A
cneuuukanuu
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0) y)KeCTOUeHHE KPUTEPUEB MPUEMIIEMOCTH
cnenn(UKauy JIEKApCTBEHHBIX IpPEnapaTos,
MOJUICXKAIUX BBIITYCKY CepUil OQUIHATBHBIM
KOHTPOJIbHBIM OPraHOM

1,2,3,4

1,2

|Any

B) 100aBjieHne B CHENU(PUKANNIO HOBOTO
napaMerpa U COOTBETCTBYIOIIETO €My METOoJIa
HUCIIBITAHUH

1,2,5,6,7

1,2,3,457 IA

I') UCKJIIOUYEHHE HECYIIECTBEHHOTO MapamMeTpa
cnenudukanuy  (HampuMep,  HUCKIIOYCHUE
yCTapeBIIETro napameTpa)

1,2

1,2,6

) 1o0aBiIeHUEe WM 3aMeHa  (UCKJIroYast
OvonmormyeckMii W HUMMYHOJIOTHUECKHN
npenapar) mapamerpa  CreuHUKalud - |
COOTBETCTBYIOLIETO €My METOJAa HCIIBITAaHUN
13 COO0pakeHUI 0€30MaCHOCTH WIIM KauyecTBa

1,2,3,4,57 IB

3) OOHOBJICHHE PETUCTPAIMOHHOTO JIOChE C
LICIBIO COOTBETCTBHS MOJIOKEHUSAM
oOHOBIIGHHON oOmel cratbu dapmakoren
Cor03a Ha JeKapcTBeHHbI nperapar ()

1,2,38,4,7,

8 1,2

|Any

n) BBoauTcs crathsid Dapmakomnen Corosa
«OIHOPOHOCTh JO3UPOBAHHBIX E€IWHHUID) B
HEemsax 3aMEHBI TEKYLIETro
3apErUCTPUPOBAHHOTO METOJIa JIMOO CTaThs

1,2,10

1,2,4

«OIIHOPOHOCTh ~ €OUHHIIBI  JTO3UPOBAHHOM
JICKapCTBEHHOH  (OpMBI  (IO3UPOBAHHOTO
JIEKapCTBEHHOT'O IIperapara)y»

VYcnoBus

1.

SN

3meHeHne He SBISCTCS CIEICTBHEM Kakoro-imOo o0s3aTenbCcTBA, NPHHATOTO 110
pe3ysbTaTaM paHee MPOBEACHHBIX OHKCHEPTH3 C IENbI0 IEPECMOTpA KPUTEPUEB
MPUEMIIEMOCTH crienupuKanuu (HampuMep, B X0Je perucTpaliy JeKapCTBEHHOTo Mpernapara
Wi BHeceHWH wu3MeHeHuit Il Tuma), eciu TOJNBKO OOOCHOBBIBAIOMIAS JTOKYMEHTAIUS
He ObLTa paHee MpOBEpPeHa U YTBEPXKACHA B paMKaX JIPYroi MpoIeayphl.

. I3Menenue He sBIseTCS CJICACTBUEM HCIPCABUACHHBIX CI/ITyaIII/II\/’I, BO3HUKIINX B XOJ€

IPOM3BOJICTBA, HAapUMEp, HOBOH HEKBAIM(UIIMPOBAHHOM NpUMecH, U3MEHEHUs IpeJesioB
COJIEpKaHUs CYMMBI IPUMECEH.

. JIroboe u3MeHeHHe AOJDKHO YKIIaZIbIBATBCA B JUAIIA30H TCKYIIUX O,H06peHHLIX KpUTCPUCB

MPUEMIIEMOCTH.

. AHaIMTHYECKas METOAUKA HE U3MEHAETCS UIH U3MEHAETCSI HE3HAUUTENLHO.
.Hu oauH HOBBIA METOJ WCHBITAHHS HE OCHOBAaH Ha HOBOM HECTAHAAPTHOM METOHOJIOTHU

niIn CTaHHapTHOﬁ MCTOI0JIOTHUH, HCHOHBSyeMOﬁ MO-HOBOMY.

. HoBbIiH METO HUCIIbITAaHUA HE SABJIIECTCA OMOJIOTMYECKUM (I/IMMYHOJ’IOFI/I'-IGCKI/IM,

UMMYHOXUMHUYECKUM) WIM METOJIOM, B KOTOPOM HCIIOJIb3YeTCs OHMOJIOIMUYECKUIl peakTHB
JUisi  OMOJIOTMYECKOM aKTUBHOM (QapMaleBTUYeCKOM cyOcTaHIMK (32 HCKIIOYEHUEM
CTaHJApPTHBIX (hapMaKONEHHBIX MUKPOOUOIOTHYECKUX METO/IOB).

. I3MeHeHne He 3aTparuBaeT KakHe-TUOO mpuMecH (BKIOYash TEHOTOKCHYHbBIE) WU

pacTBOpEHHE.

. I3MeHeHune 3arparuBaeT OOHOBJIEHHE KPUTEPUEB MPUEMIIEMOCTH MHKPOOMOIOTHYECKUX

KOHTpOJIEH B LEIsIX coOoTBeTCTBUS AercTByromieil dapmakonee Coro3a uiau Qapmakornesm
rocyJapCTB-4JIEHOB, a 3aperucTprupoBaHHbIE KpUTEpUH MPUEMIIEMOCTH
MHUKpPOOMOJIOTHYECKUX ~ KOHTPOJEeH He  BKIIOYAIOT  KaKue-muOO  JIOTIOJIHUTENIbHbIE
KOHTPOJIM, BKJIIOYEHHbIE B cHenuduKanuioo, MOMUMO (apMakonenlHbIX TpeOOBaHUN B
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9.

OTHOIIICHUHU OTNPEICTICHHOM JIKapCTBEHHOW (POPMBI.

[Tapamerp crnenmduKauu HE 3aTparuBacT KPUTHUECKUW  TapaMmerp, Hampumep:
KOJIMUECTBEHHOE OIpeeNieHue; MpUMEcH (€ClM TOJBKO OIpe/IeieHHbI pPacTBOPUTEINb
OJIHO3HAYHO HE  UCHOJb3yeTCs B  IPOMU3BOJACTBE  JIEKAPCTBEHHOI'O  IIperapara);
T00YI0 KPUTHYECKYIO (PU3UYECKYIO XapaKTEPUCTUKY (MPOYHOCTh UM XPYIKOCTh TabJETOK,
HE TIOKPBITBIX 000JI0YKOM, pa3Mepsl, U T. 11.); JIFOOO0H 3ampoc Ha MPOITYCK UCTIHITAHUSI.

10. [IpennaraeMblii KOHTPOJb IOJHOCTHIO COOTBETCTBYeT Tabmune crathu dapmakoneu

Coroza «OOHOPOJHOCTH MacChl €IUHHIBI  JO3UPOBAHHOW  JIEKAPCTBEHHOH  (OPMBI
(IO3MPOBAaHHOTO  JICKAPCTBEHHOTO TIpermapara)» ¥ HE BKJIIOYAET aJIbTEPHATUBHBIC
HCIIBITAHUA OAHOPOAHOCTU OJO3UPOBAHUA C MOMOIIBIO BapUallul MAaCChbl WJIW OAHOPOJHOCTH
COAEP)KaHMSA, €CIIM TMOCJeqHHE YKa3zaHel B Tabmune craten  Papmakomen Coroza
«OITHOPOHOCTh MAaCChl €IUHUIIBI JIO3UPOBAHHOMN JIEKAPCTBEHHOU (POPMBI (IO3MPOBAHHOTO
JIEKapCTBEHHOT'O IPEnapara)»

JoxymeHTauus

1.
2.
3.

4.

[TorpaBka K COOTBETCTBYIOIIEMY pa3zeiy (pa3zesaM) perucTpaloHHOIO 10Che.
CpaBHHTENbHAS TA0INIA TEKYIIUX U IPEIIaraeMbIX CIICIU(HKAIIA.

[TonpobHoe onucaHue 1000 HOBOM aHAIUTUYECKOM METOIMKU W JAaHHBIE 10 BaJMAALUU
(B COOTBETCTBYIOLIUX CIydasix).

JlaHHble aHanM3a 2 NPOMBILUIEHHBIX Cepuil (B OTCYTCTBUE AOJDKHBIX OOOCHOBAHUHM JUIs
OMOJIOTUYECKUX aKTHBHBIX (papManeBTHUECKuX CyOCTaHIMH — 3 cepuu) JIEKapCTBEHHOTO
npernapara 1o BceM napamerpam crenudukanuu.

5B COOTBCTCTBYIOIIUX ClIydadX OaHHBIC TECTa CpaBHHTGHBHOﬁ KMHCTUKN PAaCTBOPCHUA

6.
7.

JEKapCTBEHHOTO IpenapaTa MO MeHblIed Mepe 1 ONBITHO-IPOMBIIUICHHON —Cepuw,
COOTBETCTBYIOIIME TEKyllel W mpepiaraeMor  crnenudukamusM. B oTHomeHuun
JEKapCTBEHHbIX  pACTUTEJIbHBIX  IPErnaparoB  MOrYT  ObITh  JOCTaTOYHBI  JIaHHBIE
CPaBHUTEIBHOM pacIaaéMOCTH.

Ob6ocHoBaHMeE (OLIEHKA PUCKOB), IOATBEPKIAIOIIEE, YTO apaMeTp SIBJIAETCS HE3HAYMMBbIM.
O6ocHOBaHNE HOBOT'O TapamMeTpa Cneru(puKanyuy 1 KpUTEPUEB IPUEMIIEMOCTH.

() llpumeyanue |eclid B PETHCTPAI[MOHHOM JOChE 3apPErHCTPUPOBAHHOIO JICKAPCTBEHHOTO

npemapara  yIOMHUHAeTCS  «TEKyllee  M3/laHue»  HEoOXOAMMOCTb
B YBEJIOMJICHUM YIOJIHOMOYEHHBIX OPraHOB (SKCIEPTHBIX OpraHU3aluii)
rocyapcTB-ujieHoB 00 oOHoBieHHOM crathe Dapmakonen Coroza
win  (apmakoneil rocymapcTB-wieHoB. B cBA3M ¢ 3TUM  Takoe
U3MEHEHHE NPHUMEHSETCS IpPU OTCYTCTBUM YIOMHHAHUS OOHOBJIEHHOMN
dapmakonelHoW  cTaTbu B TEXHUYECKOM JIOChE, a H3MEHEHHE
OCYHICCTBJIACTCA B LEIAX BKIHOUCHUA YIIOMUHAHUA OOHOBJIEHHOM BCpPCHUMH.

b.IL.r.2. 3meHenne aHamutuyeckoir meronuku| HeoOxomaumelie | JIoOKyMeHTBI IMponenypa

JICKapCTBEHHOTO TIperapara YCIIOBUS U JJaHHbBIE

a) HE3HAYUTEIbHBIE U3MEHEHUS YTBEPKICHHON 1,2,3,4 1,2 1A
AHAITUTUYECKON METOINKHU

0) UCKJTIOYEHUE  AHAIUTUYECKOW  METOIUKH, 4 1 1A
eCld anbTepHATHBHAs €l METOJIuKa yKe

o100peHa

1) OOHOBJICHUE aHAJTUTHYCCKON METOJHMKH B 2,3,4,5 1 1A

LEIIX COOTBETCTBUSA OOHOBIEHHOH 0OmIeH
ctatbe @apmakonen Coroza wim ¢apmakornen
TOCY/IapCTB-YICHOB

e)B HETIX OTpPaKEHUS COOTBETCTBHUA 2,3,4,5 1 1A
@®apmakorien  Coroza  unu  ¢papmakornen
rOCy/IapCTB-UJICHOB 51 HCKIIFOYEHUS

YIIOMUHAHUs ycTapeBuiei COOCTBEHHOM
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AHAJTUTHYECKONW METOAMKH U ¢e Homepa ()

VcnoBus

1.

CornacHO COOTBETCTBYIOIIMM JOKYMEHTaM IPOBEACHBI HEOOXOJMMBIC BaUAAIIMOHHBIC
UCCJIEIOBAHMSI, TOATBEPKAAIOIINE, YTO OOHOBJICHHAs aHAJTUTHYECKas METOIMKA 0 MEHBIIIeH
M€pe SKBUBAJICHTHA MPEIbIAYILIECH.

.HpC,I[GJ'IH COACPIKAaHUSI CYMMBbI HpHMeCGﬁ HE HU3MCHUJINCH, HOBBIC HeKBaJ'II/I(bI/IHI/IpOBaHHI)Ie

pUMecH He OOHAPYKEHBI.

. MGTOI[ aHallu3a HEC M3MCHMHIICA (HaHpI/IMep, HU3MCHCHHUC MJIMHBI KOJIOHKH HMJIM TEMIICPaTypHhl,

HO HE APYroil BUJ KOJOHKH UM METON).

. HoBr1it METOJ HUCIIbITAaHUA HE SABJIACTCA OHOJIOIrHYECKUM (I/IMMYHOJ'IOFI/I‘ICCKI/IM,

UMMYHOXUMHUYECKIUM) WJIM METOJOM, B KOTOPOM HCIIOJNB3YeTCS OHOJOTHYECKUI peakTHB
(32 UCKJIFOUEHHEM CTaHJIaPTHBIX (papMaKONEHHBIX MUKPOOHOIOTHYECKUX METOOB).

. 3aperucTpupoBaHHas AaHAJINTHYECKAas METOJMKA YK€ CChUIaeTCs Ha OOyl CTaTblo

®apmakorien Coro3a wiu 00IIyI0 cTaThio (apMmakorneid ToCyJapCTB-WICHOB, a JtoObIe
W3MEHCHUS SBIISIOTCS HE3HAYMMBIMU M TPEOYIOT OOHOBJICHUSI TEXHUYECKOTO JTIOCHE.

JloxymenTanus

1.

2.

[TorrpaBka K COOTBETCTBYIOILEMY pasfely (pas3jienaM) pPerucTpalMOHHOIO JOChE, BKIIOYAs
OINKCaHUE aHAUTUUYECKOW METO/I0JIOTUH, Pe3IOMe JaHHBIX IO BalIUJAlUU, IEPECMOTPEHHBIE
cnenn(UKauy Ha IpUMecH (eCIu TPUMEHUMO).

CpaBHMTENbHBIE pe3yJIbTaThl BAIMJALMU WM MPU HAIMYMKM OOOCHOBAHMS CPaBHUTEIbHbIE
pe3yabTaThl aHauW3a, MOATBEPXKAAIOLIME TO, 4YTO TEKYLIEE U IpelaraéMoe HUCIbITAaHHE
9KBUBaJEeHTHBL. Hacrosimee TpeOoBaHMe He MpUMEHsETCs, eciu J00aBisercs HoBas
AQHAINTUYECKAs] METOMKA.

(') Ilpumeyanue Ecnu B peructpaliioHHOM [10ChE€ 3apErHCTPHUPOBAHHOTO JIEKAPCTBEHHOTO

mperapara  yIOMHHAETCS — «TEKyllee H3/JaHue», HeoOXOIUMOCTh B
YBEIOMIICHHH YIIOJIHOMOYECHHBIX OPraHOB (IKCIEPTHBIX OpraHU3aInii)
rocyapcTB-ujieHoB 00 oOHOBjieHHOM cratbe Papmakonen Coro3za wiIH
(apmakonei Tocy1apCTB-4JICHOB OTCYTCTBYET.

Bb.I1.n) YnakoBo4HO-yKynOpOYHas CCTEMa

B.ILn.1. U3menenne mepBuuyHOM  ymakoBku| Heo6xomumeie | Jlokymentsl u | [Iponenypa
JIEKapCTBEHHOTO Mpernapara YCIOBUS JTAaHHBIE
a) KQueCTBEHHBIN U KOJIMYECTBEHHBIN COCTaB
1. Tepasie nekapcTBeHHBIE (POPMBI 1,2,3 1,2,3,4,6 1A
2. MsiTkue ¥ HECTEpHWJIbHBIE  JKUIKUE - 1,2,3,56 IB
JIEKapCTBEHHbIE (POPMBI
0) ”3MeHeHHe  BUJa  KOHTeilHepa WU - -
n00aBJIeHIE HOBOTO KOHTEHHEpa
1. Teepapie, MArKHE€ U  HECTEPUIIbHBIE - 1,2,3,56,7 IB
YKUJIKUE JIGKAPCTBEHHBIC (DOPMBI
3. UckmtoueHne  KOHTeWHepa IMepBUYHOU 4 1,8 1A
VIIAKOBKH, KOTOPOE HE MPUBOINT K MTOJIHOMY
UCKITIOYCHHTO JTO3UPOBKHU WA
JIEKapCTBEHHON (OPMBI
Ycenosus
1. I3smeHeHune 3aTparmBaeT TOJBKO OJWH W TOT K€ BHJ YNAaKOBKH (KOHTeHHepa) (Hampumep,

2.

6nmuctep Ha O6mucTep).
[To 3HauMMBIM CBOICTBaM MpeJularaeMblii yIMaKOBOYHBIM MaTepHall JOJIKEH ObITh IO
MEHbIIEH Mepe HIKBUBAIIEHTHBIM 0JI00OpPEHHOMY.

. Hauatwr COOTBCTCTBYIOIIHUE HUCCICAOBAHUA CTA0MILHOCTH B COOTBETCTBUH C aKTaMH,

BXOIAIIMMU B TIPaBO Coro3a ® 3asgBUTEIEM Ha MOMCHT BBEACHHUS H3MECHEHUIM




47

MPOAHAJIM3UPOBAHbl  COOTBETCTBYIONIME IMMapaMeTpbl CTAOMIBHOCTH HE MeEHee 4YeM
HA 2 ONBITHO-TIPOMBIIUICHHBIX WJIH MPOMBIIIICHHBIX CEpUSX, B €ro PacrnopsHKCHUH
HAXOJATCS YIIOBICTBOPUTEIbHBIE PE3YJIBTAThI 0 MEHBINEH Mepe 3-X MECSYHOTO HM3Y4CHUS
crabmibHoCcTH. OJHAKO, €CIM IpeasaraeMasi ymakoBka Ooyiee YCTOHYMBA 1O CPaBHEHHIO C
0JI0OOPEHHOM, TO 3-X MECSYHBbIC NaHHBIE MO CTAaOMIBLHOCTH He TpeOyrorcs. McciemoBaHus
JOJKHBI OBITH 3aBEPIIEHBI, €CIIM MX PEe3yabTaThl HE YKJIAJBIBAIOTCS B CICHHU(DHUKAINN WU
MOTEHIMAJIBPHO MOTYT HE YIOXHUThCS B CHeNU(UKAUM Ha KOHEI[ CpPOKa TOJHOCTH,
UX HEOOXOIMMO HEMEUICHHO TMPEACTaBUTh YIOJTHOMOYEHHOMY OpraHy (3KCIEepTHOM
OpraHu3aIliK ) TOCYAapCTBa-4ieHa BMECTE C IpelaraeéMbIM TUIAHOM JCHCTBUH.

4. OcraBmasicss (opma (Gopmbl) BBITyCKa JIEKAPCTBEHHOTO TMpernapara J0JDKHA OBITh
JOCTaTOYHA JIJISl BBINIOJHEHHUS PEKOMEHIAIMA IO JO3MPOBAHUIO U TPOJODKUTEIIEHOCTH
JICUCHUsI, YKa3aHHBIX B O0IICH XapaKTePUCTHKE JIEKAPCTBEHHOTO MIperapaTa.

JoxymeHTanus

1. ITorpaBka K COOTBETCTBYIOIIEMY pa3zeiy (pa3zienam) perucTpaliOHHOTO J10ChE.

2. HeoOxonumble JaHHBIE O HOBOW yNakKoBKe (HAalpUMep, CPAaBHUTENIbHBIE JAaHHBIE IIO
npoHUIaeMocTH, Harpumep, st Oz, CO,, Bnaru u . 11.).

3. B cootrBercTByIOLMX CllydasX HEOOXOAMMO IMPEICTaBUTh MOATBEP)KICHHE TOr0, YTO
B3aMMOJICHCTBHE MEXIY COJCPKUMBIM M YIAaKOBOYHBIM MaTEpUaJIOM HE IPOUCXOAUT
(HampuMep, OTCYTCTBYET Ie€peMEIlleHHe KOMIIOHEHTOB Ipe/laraeMoro marepuania
B €r0 COJEP’KUMOE, KOMIIOHEHTHI JIEKAPCTBEHHOr'O Ipenapara He MepexoisT B YIAKOBKY),
BKJIIOUYasl INOATBEPXKACHUE TOrO, 4TO Marepuan coorBercTByeT Papmakomnee Coro3a niu
(dapmakoriesM rocyaapcTB-4JE€HOB, UM aKTaM, BXOIAIIMM B IipaBo Coro3a 1o MIacTHYEeCKUM
MaTepHaiaM U 00bEeKTaM, KOHTAaKTUPYIOILUM C MUIIEBBIMU IPOAYKTAMHU.

4. Jleknmaparusi, 4TO HadaThl TpeOyemble HCCIEeIOBaHUS CTAOWIBHOCTH B COOTBETCTBHH C
akTamM, BxoasumMm B mpaBo Coro3a (¢ yKazaHueM HOMEPOB CepHil); M  4TO
(B COOTBETCTBYIOUIMX CiIy4asX) Ha MOMEHT BBEACHMS H3MEHEHMH B paclopsLKEHUU
3asBUTENII HAXOAWIUCh TpeOyeMble MHMHHMMAJbHbIE YIOBJIECTBOPUTENIbHBIE JaHHbIE I10
CTaOUIIBHOCTH; M YTO MMEIOIIKECS JIaHHbIE HE CBUJIETENIBCTBOBAIM O KaKOW-InOo npodieme.
HeobxonuMo Takxke MpPEACTaBUTh MOATBEPXKICHME TOrO, YTO MCCIEeIOBaHUA OyayT
3aBepUICHbl, M €Cclu pe3yibTaTbl He OyAyT YKIaJblBaTbCcid B cleUu(UKALMU WK
NOTEHIMAJIBbHO MOTYT HE YJIOXUThCS B CHeUM(UKALMU Ha KOHEI[ CpPOKa TOAHOCTH, HX
HEME/JICHHO  TIPEJICTaBAT  YIIOJIHOMOYCHHOMY OpraHy (9KCIEPTHOW  OpraHM3alIliH)
rocy/apcTBa-uieHa BMECTE C MPEUIaracMbIM IUIAHOM JIEHCTBHH.

5. Pesynbrarel uMccienoBaHUN CTaOMIIBHOCTH, IPOBEIEHHBIX B COOTBETCTBHMM C aKTaMH,
BXOsIuMH B npaBo Cor03a, MO 3HAYUMBIM NapaMeTpaM CTaOMIBHOCTH HE MEHee 4eM Ha
JBYX ONBITHO-TIPOMBIIJIEHHBIX WM HPOMBIIUICHHBIX CEPHUSX, OXBATHIBAIOIIUX HE MEHee
3-X MecsleB, U MOATBEP)KIACHUE TOT0, YTO YKa3aHHBbIE HCCIEIOBAaHUS OYAyT 3aBepILIECHBHI,
U €CIIU pe3yJIbTaThl HE OyIyT YKJIaJIbIBaThCs B CreUU(UKALNY WIK TOTEHIIMAIBHO MOTYT HE
YIOXKUTBbCS B CHEIU(PHUKAIMM Ha KOHEI[ CpOKa TOJHOCTH, UX HEMEMJICHHO NpPEeACTaBAT
YIIOJHOMOYEHHOMY OpraHy (SKCIEpTHOM OpraHu3allMi) TOCyJapcTBa-wieHa BMECTe C
[IPEIJIaraéMbIM IUIAHOM JEHCTBUMN.

6. CpaBHEeHHE TEKYIIMX U TMpeUlaraéMblX Cchenu(uKanuii TMEepBHYHON YIIAaKOBKH (€cin
IIPUMEHHMO).

7. B COOTBETCTBYIOIIUX ClIydasix 00pasibl HOBOro KOHTEHepa (YKYHOpKH).

8. lexnmapanusi, 4To oOCTaBLIMicS pa3Mep (pa3Mepbl) YHAKOBKHM COOTBETCTBYET PEXKUMY
JIO3UPOBAHUS U MPOJOJKUTEILHOCTHY JICYEHHS U JIOCTATOYHBI JIJISl BHIITOJIHEHUSI PEKOMEH Al
10 JIO3MPOBAHUIO, IPUBEICHHBIX B 00IIEH XapaKTepUCTUKE JIEKAPCTBEHHOI0 IIpenapara.

[Ipumeuanue |[ns B.ILJ[.1.6) —ecnin wu3MeHeHHEe TPUBOAUT K «OOPa30BAaHUIO HOBOM
JIEKapCTBEHHON (OPMBI», TO TaKOE€ M3MEHEHHE TpeOyeT Mojadyu 3asBICHHS O
pacIIMPEHUH PETUCTPALUH.
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b.1l.n.2. 3meHeHue napameTpoB| Heooxogumeie | JlokyMeHTBI [Ipouenypa
cnenupuKanum u (vutm) KpUTEpUEB|  yCIOBUS U JJaHHbBIC
MIPUEMIIEMOCTH MIePBUYHOM YIaKOBKH

JICKapCTBEHHOTO Tperapara

a) Y)KeCTOYeHHEe KpuTepueB mpuemiemoctu| 1,2,3,4 1,2 1A
cnenudukanuu

0) moGaBieHre B  CHEUU(PHUKALUIO HOBOTO 1,2,5 1,2,3,4,6 1A
mnapaMmerpa H COOTBETCTBYIOILIEH eMy

AHAJIUTUYECKON METOINKHU

B) UCKIIIOYCHHE HECYIIECTBEHHOTO IapameTpa 1,2 1,2,5 1A
cnenudukanud  (HampuMmep,  HUCKIIOUYEHUE

yCTapeBIIETO apameTpa)

r) fobaBieHrue WIM  3aMEHa  I[apamMerpa - 1,2,3,4,6 IB
crienuduranumn u3 COOOpakeHHU I

0€30I1aCHOCTH MJIM KauecTBa

VYcnoBus

1. I3MeHeHne He SBISIETCS CIIEICTBHEM Kakoro-iu0o o00s3aTelnbCcTBA, MNPHUHATOTO IO
pe3ylbTaTaM paHee MPOBEICHHBIX IKCHEPTU3 C IIENIbI0 aHaIM3a KPUTEPHEB MPUEMIEMOCTH
cnenuduKanuy (HarpuMep, B X0JIe PErHCTPAIMK JICKAPCTBEHHOTO Mpernapara Wi BHECCHHH
n3meHeHui I Tuma).

2. I3MeHeHre He SIBISETCS CICICTBHUEM HENPEIBUICHHBIX CHTYAIlud, BO3HUKIIMX B XOJE

MIPOU3BO/JICTBA.

3. JIroboe M3MEHEHHE JIOJDKHO YKIIAABIBATHCS B JUANA30H TEKYIIUX OJOOPCHHBIX KPUTCPUECB

MIPUEMIIEMOCTH.

4. AHaTMTAYECKAsi METOIMKA HE U3MEHSETCS WM U3MEHSIETCSl He3HAUUTEIBHO.

5. Hu ogun HOBBIN METOA UCIBITAHUS HE OCHOBAH Ha HOBOM HECTaHAApTHOW METOAOJIOTHU WUITU

CTaHJAPTHOU METOAOJIOTHHU, UCTIOJIH3YEMOU MT0-HOBOMY.

JloxymenTanus

1. TTormpaBka K COOTBETCTBYIOIIEMY pazjieny (pasjienam) perucTPaloOHHOTO JTOChE.

2. CpaBHUTENbHAS TAOMUIA TEKYIIUX U TIPEIaraeMbIX CHeIHUPUKAITU.

3. [lonpobOHOEe omvIcaHWe HOBOW AHATUTHYECKOH METOJAMKH W JIAHHBIC 110 BaJTWIAINN
(B COOTBETCTBYIOLIUX CIyYasix).

4. JlanHbBIe aHAJIN3A JIBYX CEpUH YITAKOBOYHOT'O MaTepHaja Mo BceM MmapameTpam (TIoKa3aTelsiM)
cnerupuKaum.

5. O6ocHOBaHUE (OLIEHKA PUCKOB), MOJTBEPIKIAIOIIEE, UTO MApPAMETP SBIISACTCS HE3HAYUMBIM.

6. O60cHOBaHNE HOBOTO MapamMeTpa CelupuKaluy U KPUTEPHEB MPUEMIEMOCTH.

SKBUBAJICHTHA MPEIbIAYIIECH.

Bb.11.n.3. U3menenune ananutuueckor metoauku| Heooxomumele | JIOKyMeHTBI [Ipouenypa
JUISE TIEPBUYHOM YMAKOBKH JIEKAPCTBEHHOTO|  YCJIOBHS 1 TaHHBIE

nperapara

a) He3HAYUMBbIE U3MEHEHUS 0J100peHHOM 1,2,3 1,2 1A
AHATUTHYECKON METOTUKH

0) mpoune H3MEHEHU aHAITUTHYECKOH 1,34 1,2 1A
METOMKH (BKIIFOYAs 3aMEHY HIIA JTOOABJICHHE)

B) UCKIIIOUCHHE AaHAJIMTHYECKOM METOJIHKH, 5 1 1A
€CIM albTePHATHBHAS €W METOJIUKa YKe

onobpeHa

YcnoBus

1. CormacHO  COOTBETCTBYIOIIMM JOKYMEHTaMm, TIPOBEACHA HEOOXoauMmas  BajHaaIus,

MNoATBCPpXKAAOIIAsA TO, YTO OOHOBJICHHAS aHAJIUTHYECKAs METOJMKA MO MEHBIICH MEpe
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2. Metoj aHanv3a He U3MEHWICA (HapUMep, U3MEHEHUE JJIMHBI KOJIOHKU WM TeMIIepaTyphl,
HO He JIpyras KOJIOHKa WIN METO).

3. Hu oaun HOBBIN METOJl UCTIBITAaHUSI HE OCHOBAaH Ha HOBOI HECTaHJIAPTHON METOJI0JIOTMH WU
CTaHJIAPTHOW METOJOJIOTHH, UCIIOJIB3YEMOM IT0-HOBOMY.

4, AktuBHas (apmaneBTHUeCcKas cyOcTaHIus (JIGKQpCTBEHHBIM TIIpemapar) HE SBISIOTCS
OMO0JIOrMYEeCKUMU (MMMYHOJIOTHUYECKUMHU ).

5. AnbTepHaTHBHAs aHAIUTHYECKAash METOAMKA JJIs MmapameTpa creuudukaiuu yxe oao0peHa,
IIPU ATOM TaKasi METO/IMKA ObLTa BKJIIOUYeHA He ¢ momoIibio IA (IAyy)-yBenoMieHuUs.

JoxymeHTanus

1. [TopaBKka K COOTBETCTBYIOILIEMY pa3eny (pa3zieinam) perucTpalluOHHOIO JOChE.

2. CpaBHUTENbHBIE PE3YJIbTAThl BaIUJALUU WU, [P HAJIUYUU OOOCHOBAHUS, CPaBHUTEIbHBIC

pe3ynbTaThl aHadM3a, MOATBEPXKIAIOIIME TO, YTO TEKyIIee M IMpejiaraéMoe HCIbITAHUE

SKBUB&JIEHTHBL. Hacrosimee tTpeOoBaHue HE MPUMEHSETCS, €cau J00aBisieTcs HOBas

aHaJUTUYECKas METOAMKA.

b.1l.n.4. 3menenne ¢opmbl wiau  pasmepoB| Heooxomumeie | Jlokymentsl u | [Iponemypa
NEPBUYHON  YNAKOBKM  WJIU  YKYIOPKH|  YCIIOBHUSA JTaHHBIC

(TepBUYHON yITaKOBKH)

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

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

1. KauecTBEHHBII U KOJTMYECTBEHHBIN COCTAaB IEPBUYHON YIIAKOBKH HE U3MEHUJICS.

2. VI3MeHeHue He 3aTparuBaeT KIIOYEBbIE IMOKA3aTeNId KayecTBa YIMAKOBOYHOIO Marepuaa,
KOTOpBIE MOTYT IOBJIHATH HAa JOCTaBKY, IPUMEHEHHE, OE30IacHOCTh WM CTaOMIbHOCTH
JIEKapCTBEHHOT O IIpernapara.

3. Ilpu n3mMeHeHnn cBOOOTHOTO MTPOCTPAHCTBA MIIM OTHOILIEHHSI IIOBEPXHOCTH (00BEM) COTTIACHO
COOTBETCTBYIOLIMM aKTaM, BXoisamuMm B mnpaBo Coro3a MO CTa0WIBHOCTH HayaTbl
COOTBETCTBYIOIIIME HCCIIECIOBAHUS CTAaOMIBHOCTH; IMPOAHAIU3UPOBAHBI COOTBETCTBYIOIIHE
napamMeTpsl  CTaOMJIBHOCTM  HE  MEHee 4YeM Ha 2 ONBITHO-IPOMBIIIJIEHHBIX
(11 6uonornueckux (MMMYHOJIOTUYECKUX) JIEKAPCTBEHHBIX NpPENnaparoB — 3 cepusix) WIH
IIPOMBIIIJIEHHBIX CEpPUAX; B PACHOPSHKCHUM 3asBUTENS HAXOIATCSA YIOBJIETBOPUTEIIBHBIE
pe3yabTaThI IO MEHbIIIEH Mepe 3-X MECSIYHOT0 U3yUYeHUs CTAOMIBHOCTH (1711 OMOJIOTHYECKUX
(MMMYHOJIOTHYECKHX) JIEKAPCTBEHHBIX IMpenaparoB — 6-Tu MecsiuHoro). [lonrBepxkaeHue
TOTO, 4YTO HCCIENOBaHMs OyAyT 3aBepllieHbl M B Cllydyae €Ciau pe3yJbTaTbl HE OyayT
YKJIaJIbIBaThCs B CHEUU(UKALMU UM MOTYT MOTEHIHUATBHO HE YIOXKUTHCS B crenudukannu
Ha KOHEIl CpOKa TOJHOCTH, WX HEMEMJEHHO NPEJACTaBAT YIOJHOMOYEHHOMY OpraHy
(9KCIIepTHOM OpraHu3aliK) rocyapcTBa-uJieHa BMECTE C IPeUIaraéMbIM IUIAHOM JIeHCTBUH.

JoxymeHTanus

1. ITonpaBka K COOTBETCTBYIOIIEMY pa3zeny (pasjienaM) perucTpaliOHHOTO JIO0ChE, BKIIOYast
ONMCaHue, TOAPOOHBIM YEepPTEeK M COCTaB MaTepuaia KOHTEHHEepa WM YKYHOPKH, a TaKke
nepecMoTp HHPOPMALIMU O JIEKAPCTBEHHOM Ipernapare.

2. B COOTBETCTBYIOIINX CITydasx 00pa3Isl HOBOTO KOHTEHHepa (YKYIIOPKH).

3. IlpoBenieHbl TOBTOpPHBIE BAIUAALMOHHBIE HCCIENOBaHMA CTEPWIBHBIX IPENaparos,

MOJIBEPTalOIIMXCs  TEPMHUHAJIBHOM  crepuin3auudd. B COOTBETCTBYIOLIMX  CiIydasix

HE00X0/IMMO yKa3aTh HOMEpa CepUi, UCTIOIB30BAaHHbIX B BAJIMAALMOHHBIX UCCIIEIOBAHUSAX.

4. Ilpn wu3MeHeHHH CBOOOJHOIO MPOCTPAHCTBA WJIM OTHOIIEHHUS IOBEPXHOCTH K OOBEMY

JIeKJIapanus, 4YTo HayaThl TpeOyeMble HCCIeIOBaHUsA CTAOMIBHOCTH B COOTBETCTBUHU C

aktamu, BxogaumMmu B mpaBo Coro3za (C  yKa3aHHEM HOMEpPOB CepHif); U  UTO

(B COOTBETCTBYIOLIMX CJIy4asx) Ha MOMEHT pealM3allud YBEIOMJIEHUS 00 H3MEHEHHH

IA Tuna m nomauu yBenomiieHusi 00 n3MeHeHuu IB Tuma B ero pacnopspkeHMM HaXoAsITcs

YJIOBJIETBOPUTEIBHBIE PE3yJbTaThl U3yYEHHUs] CTAOMIBHOCTH; M YTO MMEIOIIMECS JaHHbIE HE

YKa3bIBalOT Ha Kakue-nmubo npobiembl. HeoOXxoaumo Takke mpecTaBUTh MOJITBEPXKJIEHUE




50

TOT0, YTO MCCIIE0BaHUs OyIyT 3aBEPILIEHBI, U YTO €CJIM Pe3yNIbTaThl HE OYAYT yKJIaIbIBaThCS
B crienu(UKAIUY WK MOTYT TOTCHIIUATHHO HE YIOKUTHCS B CrieU(UKAIIMKA HAa KOHEI[ CPOKa
TOJHOCTH, MX HEMENJEHHO NPEJACTaBAT YINOJIHOMOYEHHOMY OpraHy (dKCIEpTHOMN
OpraHu3aIii) rocy1apCTB-WICHa BMECTE C MPEJIaraéMbIM IJIaHOM JICHCTBHI.

Bb.11.n.5. U3menenue pa3mepa ynakoBku | Heooxonumeie | Jlokymentsl | Ilponemaypa
JIEKapCTBEHHOTI'0 IIpernapara YCJIOBUSI U JJaHHBIC
a) U3MEHEHHE KOJINYECTBA €IMHHII

JeKapCTBEeHHON (opmbl (Hampumep, TalIeToK,
aMITyJ U T. JI.) B YIAKOBKE

1. I3smeHeHue ykinaapiBaeTcs B OJOOpEHHBIN 1,2 1,3 1Apy
JMaTia30H pa3MepOB YITAKOBOK
2. Usmeuneunue HE YKJIa/IbIBACTCS B 1,2, 3 IB
0JI00pEHHBIN MAa30H Pa3MEPOB YITAKOBOK
0) u3MeHeHue pasmepa (pa3MepoB) YIaKOBKH 3 1,2 1A
T') ©3MCHCHHE HOMHHAJIBbHON MacChl - 1,2, 3 IB

(HoMUHaNBbHOTO 00BEMA) HeENmapeHTEPaTIbHbIX
MHOT'OJIO3HBIX (WJIM OJHOJO3HBIX C YaCTHYHBIM
M3BJICYEHHEM) JIEKAPCTBEHHBIX IIPENapaToB

VYcnoBus

1. HoBeli1 pa3mep yMakoBKH JIOJDKEH COOTBETCTBOBATH  PEXKUMY  JO3UPOBAHHUS U
MPOJODKUTETILHOCTH JICUEHHUS, YKa3aHHBIM B OOIIEH XapaKTepUCTUKE JIEKapCTBEHHOIO
rpernapara.

2. Martepuain nepBU4YHON YIaKOBKH HE U3MEHSETCSI.

3. OcraBmmecss (popMBbI BBITyCKA MMO3BOJISIOT BBIMOJTHUTH PEKOMEHIANUU 1O JTO3UPOBAHUIO U
JUIMTEIILHOCTH JICYCHHUS], YKAa3aHHbIE B 00IIel XapaKTepUCTHUKE JIEKAPCTBEHHOTO Mpernapara.

JoxymeHnTanus

1. IlompaBka K COOTBETCTBYIOLIEMY paseny (pas3ienaMm) perucTpalioOHHOTO J0Che, BKIIOYas
nepecMoTp HHPOPMALIUY O JIEKAPCTBEHHOM Ipernapare.

2. O6ocHOBaHHME, YTO HOBBIE (OCTAOIIMECS) pa3Mephbl YMAaKOBOK COOTBETCTBYIOT PEXKHUMY
JIO3UPOBAHUSA U TPOAODKUTEIBHOCTA JICUCHUS, YKa3aHHBIM B OOIIEH XapaKTepUCTUKE
JIEKapCTBEHHOIO Mperapara.

3. lekmaparusi, 9TO €CIIM OKUAACTCS BIUSHUE Ha CTaOMIBHOCTD, COTJIACHO COOTBETCTBYIOIIMM
akTaM, BxoasmuM B mpaBo Coro3a OyayT HauaThl MCCIEAOBAaHUSA CTaOWIBHOCTH. J[aHHBIE
HEOOXOAMMO TPEJCTABUTHh  YIOJIHOMOYEHHOMY OpraHy (9KCHEpPTHOW OpraHu3aIim)
rocyaapcTBa-uwieHa (¢ MpeajaraeéMbIM IUTAHOM JACMCTBHIA), TONBKO B CIydae €CIM OHU He
YKJIAJBIBAIOTCA B CTICIM(UKAIIH.

IIpumeuanue: Hna B.ILa.S.r — ecin W3MEHEHUWE TPUBOIUT K HU3MEHEHUIO «IO3UPOBKM
JIEKapCTBEHHOTO TIpernapara, ToO TaKoe M3MEHEHHE TpeOyeT Mo1auu 3asBICHUS
0 paCIIMPEHUMU.

b.11.1.6. U3menenue kakoii-mbo coctasisitouieii| Heooxonumsie | lokymentst | [Ipouenypa
YIIAKOBKH (YnakoBO4HOTO MaTtepuaia),|  yCJIOBHS U JJaHHBIE
HEIIOCPEACTBEHHO HE  COINPHUKACAIOLIEHCS ¢
JIEKapCTBEHHBIM IIpeMNapaToM (HarpuMep, LBET
CBEMHBIX KOJIITAYKOB, [IBETHBIE KOJOBBIE KOJIbLA
Ha ammyJsax, WU3MEHEHUE KOJIMauKa,
3alMINAIOIIEro Urily (MCHOJIb30BAHUE APYroro
IUIaCTHKA),  W3MEHEHWe  Ju3aifHa,  IBeTa
MapKUpPOBKH, HaHeceHue mTpux kona (2D, 3D),
HaHeceHue mpudTa bpaitns)

a) I3MEHEHHe, 3aTparuBaroiiee UHPOPMAIUIO O 1 1 1Apy
JICKaPCTBCHHOM TIperapare
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0) U3MEHeHue, He 3aTparuBaroliee HHHOpMaIHio 1 1 1A
0 JIEKAPCTBEHHOM TIperiapare

VcnoBus
1. I3meHeHue He 3aTparuBaeT 4acTH YIMAKOBOYHOI'O MaTepuala, KOTOpble MOTYT MOBIUITH Ha
JIOCTaBKY, IPUMEHEHHUE, 0€30MMaCHOCTh WJTH CTAaOMIIBHOCTD JIEKAPCTBEHHOTO IIpenapara.

JoxymeHTanus
1. IlompaBka K COOTBETCTBYIOLEMY pasjieny (pa3zienaMm) perucTpalloHHOTO J0ChE, BKIIIOYast
nepecMoTp HHPOPMAIIKHU O JIEKAPCTBEHHOM Ipernapare.

B.11.n.7 U3menenne nocraBmuka KoMmoHeHToB | HeoOxomumeie | Jlokymentst | [Ipouemaypa
YIaKOBKH WJIM YCTPOWCTBA (€CIU yKa3aHo B YCJIOBHS Y TaHHBIE
PETUCTPALIMOHHOM JIOCHE)

a) MckmoueHnune mocTaBumka 1 1 1A

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

1. UckiroueHre KOMIOHEHTA YIAKOBKHU WJIM U3JIENIUS HE IPOUCXOIUT.

2. KauecTBeHHbIE U KOJIMYECTBEHHBI COCTaB KOMIIOHEHTOB VYIAKOBKU (W3leiHs) U
crienupUKaIUU ICKU3a HE H3MEHSIOTCSI.

3. Cneuuduxay 1 METOIbl KOHTPOJIS KA4eCTBa 10 MEHbIIIEH Mepe IKBUBAJICHTHBI.

4. Metoj cTepuiiM3aliii 1 €€ YCJIOBHS HE U3MEHSIIOTCS (€CJIM MPUMEHHUMO).

JloxymenTanus

1. ITormpaBka K COOTBETCTBYIOIIEMY pa3zeiny (paszenaMm) perucTpaluoOHHOTO JJOChE.

2. [TonTBepkeHUE perucTpaui MeIUIUHCKOTo u3aenus B Coro3e B OTHOIICHUH METUITMHCKUX
W3JICIHA, TPUJIAaTraeMbIX K JICKAPCTBEHHOMY Iperapary.

3. CpaBHuUTeNbHAS TA0NIMIA TEKYIIUX U MpeJjlaraéMbIX crenuduKanuil (eciau NpUMEHNMO).

b.1l.e) CtabunbHOCTD

b.Il.e.1. Usmenenue cpoka romnoctu win| Heooxomumeie | Jlokyments | [lponenypa

YCIIOBUH XpaHEHUs JIEKAPCTBEHHOI0 IpenapaTa yCIIOBHUS U JJaHHbIE
a) COKpaIIeHHE CPOKa TOTHOCTH JIEKAPCTBEHHOTO
npernapara
1. YnakoBaHHOTO B KOMMEPYECKYIO YIIAaKOBKY 1 1,2,3 |Any
2. ITocne mepBOTO BCKPBITHUS 1 1,2,3 1Apy
3. Ilocne pa3BeneHUs UM BOCCTaHOBIICHHS 1 1,2,3 |Any
0) yBenMUeHHe CpoKa FOAHOCTH JIEKAPCTBEHHOTO
npernapara
1. YnakoBaHHOTO B KOMMEPUYECKYIO YHaKOBKY — 1,2,3 IB
(TTOATBEP)KACHHOE JaHHBIMH B  pPealbHOM
BpPEMEHH)
2. ITocne NIEPBOTO BCKPBITHS - 1,2,3 IB
(MOATBEP)KACHHOE JAaHHBIMM B  PEAJbHOM
BPEMEHM)
3. locne pa3BedeHHss WM BOCCTAHOBJICHHS - 1,2,3 IB
(TTOATBEP)KACHHOE JaHHBIMH B  pPealbHOM
BPEMEHM)
5. YBennuenue nepuoja XpaHEHUs - 1,2,3 IB
OHMOJIOrNYECKOro (MMMYHOJIOTUYECKOTO)
JIEKapCTBEHHOTO Ipernapara B COOTBETCTBUU C
0/100peHHOM IporpaMMoit U3Y4EHUS

CTaOWIIBHOCTH
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T') ©3MCHCHHE YCIIOBHM 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 MODKHO OBITH CIEICTBHEM HEMPEIBUACHHBIX CHTYallld, BO3HUKIIUX B XOJ/€
IPOM3BOJICTBA, WM U3MEHEHUS CTAOUIIBHOCTH.

2. VI3MeHEeHUsT HE TMPHUBOAAT K pPACHIMPEHHIO KPUTEPUEB IPUEMIIEMOCTH HCIBITYEMBIX
apaMeTpoOB, UCKIIIOUEHHIO NTapaMeTpa CTA0MIIBHOCTH, UM CHU)KEHUIO YAaCTOTh! UCIIBITAHUM.

JoxymeHTanus

1. [TonpaBka K COOTBETCTBYIOLIEMY pa3ieny (paszenam) perucTpauoHHOro jgocke. OHa

JOJKHA COJEp’KaTh pe3yJabTaThl COOTBETCTBYIOIIMX HCCJIEIOBAaHUN CTaOUIBHOCTH B

pealbHOM BpEMEHU (OXBaTHIBAIONIMX BECh CPOK TOJHOCTH), MPOBEICHHBIX COTJIACHO
COOTBETCTBYIOIIMUM aKTaM, BXOJsAIMM B mpaBo Coro3a Mo MeHbIIeH Mepe Ha 2 OIBITHO-
POMBILIICHHBIX ~CEPUSX™ JICKAPCTBEHHOTO MpENapara, YIAKOBAHHOTO C  IOMOIIBIO
3apEruCTPUPOBAHHOTO YIMAKOBOYHOTO MaTepuaia M (MJIM) COOTBETCTBEHHO IOCIE IMEPBOTO
BCKPBITHSI WJIH Pa3BEICHUS;, B COOTBETCTBYIOIIHMX CIydasX HEOOXOIMMO IPEIACTABUTH

pe3yNbTaThl MUKPOOUOIOTMUECKUX UCTIBITAHHM.

. IlepecMmoTpenHas nHGOpPMAITUS O JICKAPCTBECHHOM TIperapare.

3. Konuu yTBepxkaeHHBIX crnenudukanuii Ha KOHEI CPpOKa TOJHOCTH U, €CIH MPUMEHUMO,
crienuuKany Mocie pa3BeieHus (BOCCTAHOBIICHHUS) HIIU TIOCIIE TIEPBOTO BCKPBITHSL.

4. O0ocHOBaHUE MIPEIJIaracMbIX U3MEHEHUH.

N

I[Ipy Hamuuuu  00s3aTENBCTBA  IPOBEPUTH  CPOK  TOJAHOCTH  HA
IIPOMBILJICHHBIX CEPUAX, MOIYCKAeTCA IIPOBEPKAa CpPOKa TIOJHOCTH Ha
ONBITHO-IIPOMBIIUICHHBIX CEPHSIX.

Bb.Il.x) [IpoekTHOE 1OJ€ W  MPOTOKOJN  MOCTPErHMCTPALMOHHBIX
VU3MEHEHUN

b.11.x.3 Uckimtouenue yrBepxkaenHoro| Heooxomumeie | Jlokyments | [Iponemypa
IIPOTOKOJIA yIpaBJIEHUS W3MEHEHUSIMH,|  YCIOBUA Y JJaHHBIE
3aTparuBarOIIMMH JICKAPCTBEHHBIN Npenapar

1 1 |Any

Ycenosus

1. Ucknrouenue MOCTPETrUCTPALIMOHHOTO MPOTOKOJIA yIpaBIICHUS N3MEHEHUSAMU,
3aTParvBalOIIMMHU JICKAPCTBEHHBIN Tpernapar, He SBISETCA CIEJACTBUEM HENPEIBUIECHHBIX
CUTYallMi WM HECOOTBETCTBUS CIeNU(UKAIIMKN B X0JI€ BBEJCHUS U3MEHEHH, OMICAHHBIX B
MPOTOKOJIE, W HHUKAK HE BIHUSIET Ha YTBEPKICHHBIE CBEJCHHS, BKJIIOYCHHBIE B
PETUCTPALIMOHHOE I0CHE.

JoxymeHTanus
1. O6ocHOBaHME MIpeATaraeéMoro UCKIFOUEHHSI.
2. [TompaBka K COOTBETCTBYIOIIEMY pa3zelny (pa3jeliaM) peruCTPaiOHHOTO JOChE.

B.I1.x.4 N3menenus yrepxkjaeHHoro nportokoia| Heooxonumsie | JJokymentst | [Ipouenypa
YIPABJIECHUS U3MEHEHUSIMU YCIIOBHSI W JTAaHHBIE

0) He3HAUUMBbIE U3MEHEHHUS IIPOTOKOJIA — 1 IB
yIpaBJICHUS  W3MEHEHHSMH, KOTOpblE  HE
U3MEHSIOT CTPATErui0, OMMCAHHYIO B IPOTOKOJIE
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JoxymeHTanus

1. lexnapanuus, 4to n000€ M3MEHEHHE JOJDKHO YKIAAbIBAThCSA B JMANA30H JACHCTBYIOLIMX
YTBEP)KIEHHBIX KpUTEpHEB IpuemieMocTd. [lomumo 3Toro, nexiapanus, 4To B OTHOILIEHUHU
OHMONIOTNYECKUX (MMMYHOJIOTHUECKMX) JIEKAPCTBEHHBIX MpErnapaTroB He TpeOyeTcsl OIeHKa
COIIOCTaBUMOCTH.

Bb.IL.x.5 Peanusauus usmenenuit,| Heooxonumeie | lokymentsr | IIpomemypa
MIPEAYCMOTPEHHBIX YTBEPKICHHBIM IIPOTOKOJIOM|  YCJIOBHS Y TaHHBIE
yIpaBIeHUS U3MEHEHUSIMU

a) peanu3aius N3MEHEHUS HE TpedyeT 1 1,2, 4 1Apy
JIOIIOJTHUTEIBHBIX BCIIOMOTaTEIbHBIX JAHHBIX

0) peanu3anus W3MEHEHUS Tpedyer — 1,2,3,4 IB
JIOIIOJTHUTEIBHBIX BCIIOMOTaTEIbHBIX JAHHBIX

B) peayii3alus  HM3MCHEHHUs  OMOJOTHMYECKOTO — 1,2,3,4,5 IB
(MMMYHOJIOTUYECKOTO) JIEKapCTBEHHOIO

npenapara

Ycenosus

1. HpennoxceHHoe HN3MCHCHHUEC OCYHICCTBJICHO B IIOJIHOM COOTBCTCTBUHU C YTBCPKIACHHBIM
IMPOTOKOJIOM YIPAaBJICHUSA H3MCHCHUAMU, Tpe6y10mee HEMCIJICHHOI'O YBCIAOMIJICHUA ITIOCJIC
Cro pCaJiu3alu.

JoxymeHnTanus

1. Ccpbuika Ha yTBEpXK/I€HHBIN MPOTOKOJ YIPABICHUS U3MEHEHUSIMHU.

2. Jlexnapanusi, 4TO HW3MEHEHHE COOTBETCTBYET YTBEPKIECHHOMY TIIPOTOKONY YIPABICHUS
WU3MEHEHUSIMHU U YTO PE3yJIbTAThl UCCIECIOBAHUS YIOBIETBOPAIOT KPUTEPUSAM NIPUEMIIEMOCTH,
OTOBOpPEHHBIE B IIpoTOKOoje. IlomuMo »3TOro, aexknapanuss TOro, 4TO B OTHOLIEHUU
OMOJIOTNYEeCKUX (MMMYHOJIOTHUECKUX) JIEKAPCTBEHHBIX IPErnapaTroB He TpeOyercs: OleHKa
COIIOCTAaBUMOCTH.

3. Pe3ynbTathl HccieqoBaHuM, MPOBEACHHBIX B COOTBETCTBUU C YTBEPXIAEHHBIM IPOTOKOJIOM
YIIPABJICHUS U3MEHEHUSAMU.

4. ITompaBka K COOTBETCTBYIOIIEMY pa3zeiy (pa3zenam) perucTpaliMoHHOIO 10Che.

5. Konus yrBeprkIeHHBIX cienuKanuil Ha JeKapCTBEHHBIN npenapar.

b.11.3) bezonacHOCTh B OTHOLIIEHUU TOCTOPOHHUX areHTOB

b.I.3.1 O6noBnenne wuHpopmauun «Ouenka| Heooxonumsie | lokymentsl | [Ipouenypa
0€30MacHOCTH  OTHOCUTENIbHO  IOCTOPOHHHUX|  yCIIOBUS U JIaHHbIE
areHToB» (pasgen 3.2.A.2 perucTparioOHHOTO
JIOChE)

0) 3ameHa yCTapeBIINX HCCIIE0BaHUM,
3aTParvBalOIIMX TPOU3BOJICTBCHHBIC HITalbl H
MIOCTOPOHHUE AareHThl, paHEee BKJIIOYEHHBIE B
PEruCTPaIMOHHOE JTOChE

2. 6e3 3MEHEHHS OIEHKU PHCKOB - 1,2, 3 IB

JoxymeHnTanus

1. ITompaBka K COOTBETCTBYIOLIEMY pasfeny (pas3ienaMm) perucTpPaloOHHOTO J0ChE, BKIIOYAs
BBE/ICHHE  HOBBIX  HCCIEJOBAaHWW,  HANpaBIEHHBIX HA  HW3y4YeHHE  CIIOCOOHOCTH
MIPOM3BOJICTBEHHBIX 3TANIOB MHAKTUBUPOBATH (IJIMMHHHPOBATH) MOCTOPOHHUE areHTHI.

2. O00CHOBaHME TOTO, YTO UCCIICIOBAHUS HE H3MEHSIOT OIEHKY PHUCKOB.

3. [MonpaBka k wHpOPMAINH O JIGKAPCTBEHHOM Tpenapate (eciau MPUMEHUMO).
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B.III Ceptudukar coorBerctBusi EBpomneiickoit ®apmakonee (CEP)
(npu Hanuuum), v (un) TI'D, u (unu) cratbu

B.III.1 [Togaua HoBoro wiu oOHOBiIeHHOro| Heooxomumele | Jlokymentsl | Ilpomemypa
cepTudUKaTa  COOTBETCTBHS  EBpomeickoii|  ycioBus U JaHHBIE
dapmakonee WIA UCKIOUYCHHUE CcepThdUKaTa
cootBercTBUs EBponeiickon @apmakonee

Ha (bapmareBTHIECKyIo cyOCcTaHIHIO;
Ha UCXOJIHBIN Marepuan (peaktus,
MPOMEXKYTOUHBIM TMPOAYKT), HCIOIb3YEMbIH B
nporecc  MpPOM3BOACTBA  (hapMaleBTHUECKOU
cyOcTaHIMH:

Ha BcnomorarenbsHoe BelmecTBo

a) Ceptudukatr COOTBETCTBUS  EBpormerickoi

®dapmakoree COOTBETCTBYIOLICH CTaTbe

EBpomneiickoit ®apmakonen
1. HoBerit ceprudukar ot panee ogodpennoro| 1,2, 3,4, 5, 1,2,3,4,5 1Apy
TTPOM3BOTUTEIIS 6,9
2. O6HOoBNeHHBIM  cepTudukar ot panmee| 1,2, 3,4,6 1,2,3,4,5 1A
0JI00PEHHOTO TIPOU3BOIUTEIS
3. HoBerit ceprudukar oT Hosoro| 1,2,3,4,5, 1,2,3,4,5 1Apy
MIPOM3BOAUTEIS (3aMEHA WIIH TOOABJICHHE ) 6,9
4, Ucknmrouenue  cepTudukaTtoB (ecimm K 8 3 1A
MaTepuany MpUIarajuch HECKOJIBKO
cepTu(UKaTOB)
5. HoBelii cepTHdUKAaT Ha HECTEPHIBHYIO — 1,2,3,4,5 IB

aKTUBHYIO (apMaleBTUUYECKYIO CyOCTaHIUIO,
IOJUIEXKALLYI0 UCIOJIb30BAHUIO B CTEPUIBHOM
JIEKapCTBEHHOM npemnapare, npu
UCIOJIBb30BaHUU BOJABI HAa IOCIEAHEM 3Tale
CHUHTE3a, a B OTHOLICHHHM MaTepuajla He
3as1BJICHO OTCYTCTBHUE B HEM 3HJIOTOKCHHOB

0) Ceptudukar cooTBeTcTBUs  EBpomeiickoii
@®apmakorien 1o TI'D  Ha  aKkTHUBHYIO
(apMaleBTUYECKYl0 CYOCTaHIMIO (MCXOJHBIN
MaTepuai (peakTHB, IPOMEKYTOUHBIN MPOIYKT),
BCIIOMOTaTeIbHOE BEIECTBO)

1. HoBeiit  ceptudukar Ha  aKTUBHYIO 3,59 1,2,3,4,5 1Apy
(bapMaleBTUYECKYI0 CYOCTaHIIMIO OT HOBOTO
WM paHee 0J00PEHHOTO MPOU3BOIUTEIS

2. HoBpl#t cepTudukat Ha (hapMarieBTHUECKYIO 3,6, 7 1,2,3,4,5 1A
cyOcTaHIMIO (MCXOIHBIM Marepuall, peaKkTHB,
IPOMEXYTOUHBIA MPOIYKT, BCIIOMOTraTeIbHOE
BEIIECTBO) OT  HOBOTO  WJIM  paHee
0JI00PEHHOT0 MTPOU3BOAUTENS

3. OOHOBIIEHHBII  CepTU(PUKAT OT paHee 7 1,2,3,4,5 1A
0JI00PEHHOT0 MTPOU3BOAUTENS

4. Ucknmrouenue  ceptudukatoB (ecnmm K 8 3 1A
MaTepHuany MIPUJIAraliich HECKOJIBKO

cepTu(uKaToB)
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VYcnoBus

1.

2.

Crneuudukanuy Ha BBITYCK M HA KOHEIl CPOKa TOAHOCTH JIEKAPCTBEHHOI'O Nperapara He
U3MEHSIOTCSI.

Heusmenennnie (uckiouasi yxecroueHue) pomnoiaHutenbHbie (k dapmakornee Coroza win
dapMakoresM rocyiapcTB-4wICHOB) crenu(HKanuu Ha NpUMecH (UCKIIoYash OCTaTOYHbBIE
pacTBOpUTENN, NpPU YCIOBHM HUX COOTBETCTBHSA akTaMm, BXoasmmMm B mpaBo Coro3a)
npoaykrt-crienuduuaple  TpeboBaHus — (Hampumep, TOpodwiMm  pa3MepoB  YacCTHII,
noauMopdHbie GOpMBI), €CTH TPUMEHUMO.

. IIpouiecc mpousBoACTBa aKTUBHOM (hapmarieBTHUECKOW CyOCTaHIIMM, UCXOAHOIO Marepualia

(peakTuBa, MNPOMEXKYTOYHOI'O NPOAYKTA) HE BKIIOYAET HCIOJb30BAaHUE MAaTEpPHAJIOB
YeJIOBEYECKOr0  MJM  JKMBOTHOTO  IPOUCXOXKIEHHUS, I  KOTOphIX  TpeOyercs
IIPOAHAIU3UPOBATH IaHHbIE O BUPYCHON O€3011aCHOCTH.

. UckirrounTenbHO ISl aKTUBHOM (hapMaleBTUUECKOW CYOCTaHIIMU: OHa OyJeT HCIbITaHa

HEIMOCPE/ICTBEHHO Tepe]] HCIOJIb30BAaHUEM, €CJIM TEPHUOJ] TOBTOPHOIO  HCIBITAHUS
HE BKJIIOYEH B cepTU(UKAT cooTrBeTcTBUsl EBpomelickoii ®apmakonee WM JaHHBIE,
000CHOBBIBAIOIIINE TIEPUO]I TOBTOPHOT'O MCIIBITAHUS, YK€ HE BKIIOUECHBI B PETHCTPALIMOHHOE
JI0Che.

. AxTuBHas papmaneBTHUECKasi CyOCTaHIMs (MCXOAHBIH MaTepral (PEakTHB, TPOMEKYTOUHBIN

HpO,I[YKT), BCIIOMOTI'aTCJIbHOC BCH_IGCTBO) HCCTCPUJIbHEI.

. Pactutensubie (apmarieBTHUEeCKHE CyOCTaHITMM (IIpemapaThl HA OCHOBE JICKAPCTBEHHOTO

PaCTUTEIBLHOTO CHIPbSI): CIIOCOO MPOU3BOJCTBA, (PU3UYECKOE COCTOSHUE, IKCTPATHUPYIOIIHIA
pacTBOpUTEND U KO3PHUIIUEHT SKCTPAKIINH JIEKAPCTBEHHOTO CPE/ICTBA HE U3MEHSIOTCS.

. Ecin B COCTaBC JICKAPCTBCHHOT'O mnperapara  1JIid MMapCHTCPAJIbHOI'O BBCIACHUA

UCIOJIb3YETCSl  JKEJIaTUH, MPOU3BENEHHBIM M3 KOCTEH, €ro IPOU3BOJACTBO JIOJKHO
OCYILECTBIISATHCSL UCKJIIOYUTEIBHO B COOTBETCTBMM C TPEeOOBAHUSMHU COOTBETCTBYIOLIEH
CTpaHBbI.

.B PErucTpaluOHHOM JOCBE OCTACTCA 110 MEHBIIIEeH MCPC OJHH IIPOU3BOIAHTCIIb 3TOM

cyOcTaHIUH.

. Ecin akTuBHas Q)apMaHeBTI/I‘leCKaH CY6CTaHI_II/I${ HCCTCPHUJIbHA, HO 6y,HCT HCIIOJIB30BAaThCA B

COCTaBe CTEPHIBHOTO JIEKapCTBEHHOTO Impemapara, Toraga, B coorBerctBun ¢ CEP,
Ha TOCJEIHEM JTale CUHTE3a HEeJb3s WCIOJIb30BAaTh BOAY WM, €CIM TaKoe MPOUCXOJUT,
HEOOXO0MMO OO0ECIeYHTh OTCYTCTBHE OaKTepHal bHBIX DJHJOTOKCHHOB B aKTHBHOH
dapMmarieBTHUECKON CyOCTaHIUH.

JoxymeHTanus

1.

2.

W

Konust  gelictByromiero (0OHOBIEHHOro) ceprudukara cooTBETCTBUA EBpormneiickoii
®dapmaxkonee.

[Tpu noGaBneHUM NPOU3BOJCTBEHHOM IUIOMIAJKM — B IYHKTE O BHOCHUMBIX H3MEHEHUSX
3as4BJICHUSA O MPUBCACHUU PETUCTPAOMOHHOIO AOCBE B COOTBETCTBUC C Tpe60BaHI/I$IMI/I
Coro3a(conpoBOIUTENLHOM MHUCbME, (opMe 3asBICHHS O BHECEHMHM HW3MEHEHHH,
IPWIOKEHHON K CONPOBOJUTENILHOMY MHCbMY) HEOOXOAMMO YETKO OO0O03HAYUTh paHee
OJIOOpPEHHBIX W TpeJlaraeMblX HPOM3BOIUTENCH, Kak yka3aHo B paszzaene 2.5. (Gopmbl
3asIBJIICHHS.

. [TompaBka k cOOTBETCTBYIOIIEMY pa3aeny (pa3aeiaM) perucTPaliOHHOTO JOCKE.
. Ecnu mpuMeHnMoO, TOKYMEHT, COAEpKalluid CBEICHUS O BCEX MaTepuanax, BXOJISAIINAX

B cdepy npumeHnenus crtatbu Dapmakomen Coro3a wid cTaThl  (papMakomneit
rOCyJapCTB-WICHOB 10 MHHUMH3AIMKM PUCKA TMEpeaadyd areHTOB ryouaroi sHIedanonaTuu
JKUBOTHBIX MOCPEACTBOM JIEKAPCTBEHHBIX MPEMAPATOB AJISI MEIUIIMHCKOTO U BETEPUHAPHOIO
MPUMEHEHHUs, BKJIOYas HWCIOJIb3yeMble B TIPOM3BOJCTBE AKTHBHBIC (hapMaIieBTUUECKON
cyOcTaHIMu (BCOMOTareiabHOro BemiecTBa). JImsi KaXAoro Takoro poja MaTepuana
HEO0OXOMMO TIPEJICTABUTH CIICAYIONINE CBEACHUS: Ha3BaHUE TIPOMU3BOIUTENIS; BU] dKUBOTHBIX
U TKaHU, W3 KOTOPBIX MOJY4EH MaTepuay; CTpaHa MPOUCXOXKACHHUS >UBOTHBIX M €ro
MCITOJIH30BaHNE.
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5. B oTHOUIEHMH aKTMBHOHM (papMalleBTUYECKOH CyOCTaHIMM: JeKIapalys yIOJIHOMOYEHHOTO
Juna  KaKIOro  JIMIEH3UPOBAHHOTO  INPOMU3BOJAMTENS, YKa3aHHOTO B 3asBJICHUM,
UCIOJIB3YIOUIET0 AKTUBHYIO (DapMalleBTUYECKYH0 CYOCTaHIMIO B KaueCTBE HCXOAHOTO
MaTepuanga, M YHOJHOMOYEHHOIO JMIAa KaXKJIO0To JIMIEH3UPOBAHHOIO IPOU3BOIUTEINS,
YKa3aHHOTO B 3asBJICHUM B KauyeCTBE OTBETCTBEHHOI'O 3a BBINYCK cepuil. B nexnapanusax
HEO0X0/IMMO YKa3aTh, YTO IMPOU3BOIUTENH (IPOU3BOJUTENHN) aKTUBHOM (papMareBTUYEeCKOM
CcyOCTaHIIMM, YKa3aHHBINA B 3asBJICHUU, OCYILECTBIISET CBOIO JEATEIBHOCTh B COOTBETCTBHM C
IIpaBunamu HajyuieKalend MPOU3BOJACTBEHHOM IPAKTUKM EBPasMHCKOro 3KOHOMHYECKOIO
COl03a B OTHOIIEHUMH MCXOJOHbIX MaTepuayioB. IIpu omnpeneneHHBIX OOCTOSATENBCTBAX
JIOIYCKaeTCsl NPEICTaBIITh OJHY JeKjapaluuio (CM. IpUMEYaHue K H3MEHEHMIO
b.11.6.1). Ecnmu 3aTtparuBaroTcsi Kakue-mu00 OOHOBIEHUS CEepTU(PUKATOB HA aKTHBHBIC
dapmanieBTHYeCKHE CYOCTaHIIMM W TMPOMEXKYTOYHbIE MPOAYKTBI, OT IPOU3BOAUTENEH
IPOMEKYTOUHBIX TPOAYKTOB Takke TpeOyercs MAeKjapauus YHOJHOMOYEHHOIO JIMIa;
JIeKJIapanusl YIIOJIHOMOYEHHOIO JIMI@ HY)XKHAa, B ClIy4ae €CIM [0 CPaBHEHHUIO C paHee
3aperuCTpUPOBaHHOM  Bepcueill  ceprudukara HMeeTcss H3MEHEHHE JEHCTBYIOLIMX,
BKJIFOUEHHBIX B [IEPEYEHb IIPOU3BOICTBEHHBIX IUIOIIA/IOK.

6. Hagnexaiee noaTBepkK/A€HUE, CBUIETEIBLCTBYIONIEE O COOTBETCTBUHU BOJbI, UCIOJIb3yeMON
Ha  [IOCJIEJHEM  J3Tale  CHUHTE3a  aKTUBHOM  (apManeBTHYEeCKOW  CyOCTaHIMH,
COOTBETCTBYIOLIMM TpeOOBaHUAM KauecTBa JUIsl BOABI JUIsl (papMalieBTHYECKOTO IPUMEHEHHUSL.

B.III.2 U3menenuss B unensax  coorBercTBust| Heooxomumeie | Jlokyments | [lponenypa
@®apmakoriee  Coroza  unm  ¢apMmakonesM|  yCIOBHUS U JaHHbIE
roCyJapCTB-4JICHOB

a) I3MEHEHHE crenuuKanuy (crenupuKarmil)
panee HedapMakONEeHHONW CyOCTaHIIMK B ILEJAX
coorBerctBusi ~ @Dapmakornee  Coro3za  win
(dapmakoresM rocy1apcTB-4JIeHOB

1. AxtuBHoi papmaneBTuueckoi cyoctanuuu | 1, 2, 3,4, 5 1,2,3,4 1Apy
2. BcrmomorarensHOro BemiecTBa (MCXOIHOTO 1,2, 4 1,2,3,4 1A
MaTepuana) aKTUBHOM (apMaleBTUYECKOM
cyOcTaHIIMH
0) U3MEeHeHUs B HEIIX COOTBETCTBHUSA 1,2,4,5 1,2,3,4 1A
OOHOBJICHHOM COOTBETCTBYIOIIEH cTarhbe

@®apmakorien  Cors3a wid  ¢dapmakonesm
rOCy/1apCTB-4JICHOB

B) I3MEHEHUE crnenudukanuii ¢ ¢dapmakoneu 1,4,5 1,2,3,4 1A
rocymapcTBa-wieHa Ha @apmakorero Corosa

Ycnosus

1. I3MeHeHue oCylIecTBIISIETCS MCKIIOUNUTENBHO B LENSIX MOJTHOIO COOTBETCTBUS (apMmakoriee
Coro3a unu ¢apMakonesiM rocyiapcTB-4ieHoB. Bece ucnbITaHus B crielUpUKALIMM JTOJIKHbBI
COOTBETCTBOBATh (papMaKkoONeHHOMY CTaHJAPTy MOCJIE U3MEHEHMs, 3a UCKIIOUEHHUEM JTFOOBIX
JIOTIOJTHUTEIIBHBIX BCIIOMOTaTENIbHBIX UCIIBITAHNN.

2. JlononHUTENBHBIE K (hapMakomnee crienu(UKauy Ha MPOAYKT-CIeNU(UIHbIE CBOWCTBA HE
U3MEHSIOTCS (Hanmpumep, npoduin pa3MepoB yacTHll, HoauMopdHas ¢popma Win, K IpuMepy,
OMOJOrNYEeCcKre METOIUKH, arperarsl).

3. 3HauMMble M3MEHEHUs KAueCTBEHHOTO U  KOJHMYECTBEHHOro mpoduiell mnpumeceit
OTCYTCTBYIOT (32 UCKJIIOYEHHEM YKECTOUEHHUs crerupuKanui).

4. JIOTIOIHUTENbHAS BalHWAallds HOBOM WM W3MEHEHHON (QapMakonmeiiHOW METOJIUKH He
TpeOyercs.

o. PactutenbHple  (apManeBTHUECKHEe CYOCTaHIMU: CHoco0 TPOM3BOACTBA, (U3NYECKOE
COCTOSHUE, OKCTpareHT M Kod3()(PUIMEHT OHKCTPaKIMM JEKapCTBEHHOTO CpeAcTBa He
WU3MEHSIOTCSL.
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JoxymeHTanus

1. ITonpaBka K COOTBETCTBYIOIIEMY pa3zieiny (pa3zienam) perucTpaliOHHOTO J10ChE.

2. CpaBHHUTeNIbHAS Ta0JIUIA TEKYIUX U MPEAaraeMbIxX CrieUpHKaLUHI.

3. [lanuple aHanu3a cepuil (B ¢opmare CpaBHUTEIbHON TaONMUIBI) MO MEHbBIIEH Mepe
2 IPOMBIIIJIEHHBIX CEPHI COOTBETCTBYIOLIEH CyOCTaHIMM (BEIECTBA) 110 BCEM HUCIBITAaHUIM
HOBOH crnenu@uKanuu W, JOMOJHUTENBHO, €CIM NPUMEHHMO, pEe3yJIbTaThl TecTa
CPaBHUTEIbHONW KHHETUKH PAaCTBOPEHUS 110 MEHbLIEH Mepe 1 onbITHO-IPOMBIIIIEHHON cepuu
JIEKapCTBEHHOI'0 Ipernapara. B OTHOLIEHMHM JEKapCTBEHHBIX PACTUTENBHBIX IpPENapaToB
MOTYT OBITh JOCTaTOYHBI JAHHBIE CPABHUTEIBHON pPacnaaeMOCTH.

4. JlanHble, MOATBEPXKAAIOIINE IMPHUTOJHOCTh CTAaThbH I KOHTPOJS KauecTBa CyOCTaHIUH,
HalpuMep, CPaBHEHUE NOTEHIMAIbHBIX NPUMECEH ¢ MPUMEYaHHEM MPO3PAYHOCTU CTAThH
(transparency note of the monograph).

b.IV Menununckue n3nenus

b.IV.1 U3menenne wusmepstomero wu3aenus wiv| Heooxoaumeie | [lokymentsl | Ilponemypa
A3 11 BBEICHUS YCJIOBHS U JaHHbIE

a) JlobaBneHre WIM 3aMEHa  W3JeNus, He
SABJISIIOIIETOCS YaCThIO IEPBUYHOMN YITAKOBKH

1. MemuuuHackue m3genus,| 1,2,3,5,6 1,2, 3 1Apy
3aperucTpupoBanHbie B Coro3e
0) UckmroueHnue nznenus 4 1,4 1Any
Ycnosus

1. Ilpeyiaraemoe u3Mepsrollee H3AETUE JOHKHO TOYHO OTMEpPUBATH HEOOXOAUMYIO 03y

paccMaTpuBaeMOro  JISKapCTBEHHOT'O — Iperapara  COIIAaCHO  OJ0OpEHHOMY  CIIOCO0yY

MPUMEHEHHUS, CJIeyeT NIPEICTaBUTh Pe3yIbTaThl TAKHX UCCIICJOBAHUA.

. HoBoe uznenne coBMECTUMO C JIEKAPCTBEHHBIM IIPETIAPATOM.

3. I3smeHeHne He [ODKHO TMPUBOAUTH K 3HAYUMOMY M3MEHEHHIO HMHGpOpMAIU O
JIEKapCTBEHHOM IIperapare.

4. JlexapCcTBEHHBIH MpenapaT MOXKHO MPOJIOJKATh TOYHO J03UPOBATH.

. MenuuuHckoe wH37enue He UCHOJb3YeTCsl B KayeCTBE pPACTBOPUTEINS JIEKApPCTBEHHOTO

npenapara.

6. Ecmu mpemycMoTpeHa w3MmepuTenabHas (QYHKIOMS, OHA JIOJDKHA OBITh BKJIIOYEHA B
PETHCTPAlMOHHOE 10ChE TAKOTO U3JEIIHUSL.

N

(62}

JoxymeHTanus

1. IlompaBka K COOTBETCTBYIOLIEMY pasfieny (pa3ienaMm) perucTpalioHHOTO J0ChE, BKIIOYAs
MOIPOOHBI ICKU3 U COCTAB MaTepuaja M3/CNUs U TMOCTABIINKA, €CITU MPUMEHUMO, a TaKXKe
COOTBETCTBYIOIINHN NIEpecMOTp HH(GOPMAIIUHU O JEKaPCTBEHHOM IMpernapare.

. [onTBepkIeHUE perucTpaui MeIUIIMHCKOTO u3aenus B Corose.

. O6pa31bl HOBOTO U3/ENHUS, €CIU TPUMEHUMO.

. O00CHOBaHNE UCKIIOUYCHUS U3ICIINA.

AW

b.V BHecenust U”3BMEHEHHI B PErUCTPALIMOHHOE JOChE, 00YCIOBIICHHbBIE
VHBIMU PETYJIITOPHBIMU IIPOLELYPAMHU

B.V.a) M®OII (M®BA)
b.V.a.l Bxirouenne HOBOrO, 0oO6HOBIEeHHOTO miM|Heobxoaumeie |[lokymentsl| Ilpomemypa
UCTIpaBIeHHOro0  Mactep-(haitia  1masmbl  B|  yCJIOBHSA U J1aHHbIE
pPErucTpaloHHOe J10Che JIEKapCTBEHHOTO
npenapata (npouenypa M®II 2-ro sramna)
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0) mepBoe BKJIIOUYEHHE HOBOTO MacTep-(aiina — 1,2,3,4

IUIa3Mbl,  HE  BIMSIOIIETO  HAa  CBOMCTBA

JIEKApCTBEHHOI'O Ipenapara

B) BKJIIIOUCHHE OOHOBJICHHOTO (MCIPaBICHHOIO) -

MacTep-¢aiiia Mmia3Mbl: U3MEHEHHUs BIUSIOT Ha

CBOMCTBA JIEKAPCTBEHHOI'O IIperapara

') BKJIIOUEHHE OOHOBJICHHOTO (MCIPABJICHHOTO) 1

macrtep-(haiiina mia3Mbl: ©3MEHEHUS HE BIUSIOT Ha

CBOMCTBA JIEKAPCTBEHHOI O Mpernapara

YcnoBus

1. Ha oO6HOBNeHHBIN Wi n3MeHeHHbI M @I BbI1aH JOKYMEHT COOTBETCTBHS aKTaM, BXO/ISIIAM
B npaBo Cor3a B coorBercTBUM ¢ mnpuioxkenueM Ne 1 k IlpaBunmam perucrpanuu u
JKCIIEPTU3BI JIEKAPCTBEHHBIX CPEIACTB ISl MEIUIIMHCKOTO IPUMEHEHUS.

JoxymeHTanus

1. Jlexnapauusi, 4ro JOKyMeHT Ha MO®II u 3KCHEpTHBIM OTYET MOJHOCTHIO IPUMEHUMBI K

3apEerucTPUPOBAHHOMY JIEKAPCTBEHHOMY Ipemnapaty, nepxkarenb MOII npencraBui

JIEPKATEN0  PErHCTPAllMOHHOIO yJOCTOBEPEHUs (€CiM JIepiKaTellb PEerucTpalioOHHOTO

ynoctoBepeHus: u nepxkarenb MOII He gBIAIOTCS OAHUM U TeM K€ JIMIIOM) JOKYMEHT Ha

M®II, skcneptHeii oT4eT U nocke Ha M®II, noxkyment Ha M®II u 3KCHepTHBIA OTYET

3aMEHSIOT MpeAbIayIyIo JoKyMeHTanuo Ha M®II 115 jaHHOrO JIeKapCTBEHHOTO Mpernapara.

2. JloxymeHnT Ha M®II 1 5KCcrIepTHBINA OTYET.

3. Jlexmapaius 3Kcrepra, XapakTepu3yrolas Bce BBOJUMBIE C MOMOIIBI0 JoKkymMeHTa Ha MOII

MU3MEHEHUS U OLICHMBAIONIAs] MX MOTCHLIHMAIBHOE BIIMSHHME HA JICKAPCTBEHHBIC IPENapaThl,

BKJIIOUAsl OLIEHKH MPOIYKT-CIeIIM(PUUHBIX PUCKOB.

4. B ¢opme 3asBICHHUS O BHECEHUH M3MEHEHUH HEOOXOIMMO YETKO OTPA3HTh <«JICHCTBYIOIIUII

U «rpeuiaraeMbiii» gokyMeHT Ha M®II (Homep Koma) B perucTpalmoHHOM Jocbe. Eciu

IPUMEHNMO, B (pOopMe 3asiBJICHHUS O BHECEHHH N3MEHEHHI TaKXKe CIeTyeT YeTKO IMEePEUUCIUTh

Bce npoune M®DII, Ha KOTOpBIE CChUIAETCS JIEKAPCTBEHHBIM Ipenapar, Jaxe €ClIM OHU He

ABJISIOTCS TPEAMETOM 3asIBJICHUS.

1,2,3,4

1,2,3,4 |Any

Heo0Oxonnmsie

b.V.a.2 Bxirouenre HOBOro, OOHOBIICHHOTO HIIH

MCIIPABIEHHOTO

Mactep-daiina

BaKIIMHHOI'O

YCIOBHUS

JIOKyMeHTBI
U JTaHHBIC

[Ipouenypa

AQHTUTEHA B PETUCTPALIMOHHOE J0ChE

JIeKapCTBEHHOro mpemnapata (mpouenypa MOBA

2-T0 JTamna)

0) BKJITIOUEHHE OOHOBJIEHHOTO (MCIPABIEHHOTO) —

MmacTtep-(aiiina BaKIIMHHOTO aHTUIe€HA: U3MEHEHUS

BIIMSIIOT Ha CBOMCTBA JICKAPCTBEHHOTO Mperapara

B) BKJIIIOUCHHE OOHOBJIEHHOTO (HMCIPaBICHHOTO) 1

MacTep-¢aiiia BaKIIMHHOTO aHTUT€HA: U3MEHEHUS

HE BIHAIOT Ha CBOWCTBA JIEKAPCTBEHHOIO

npenapara

Ycenosus

1.Ha oOHoBneHHBbIH wiM u3MeHeHHbIH M®BA  BbIIaH JOKYMEHT COOTBETCTBUS
3akoHo1aTenbCTBY Coro3a B COOTBETCTBHHM ¢ npuiioskeHreM Ne 1 k [IpaBunam peructpanuu u
HKCIEPTU3BI JIEKAPCTBEHHBIX MPENapaToB JUIsi MEJUIIMHCKOTO IPUMEHEHMSI.

JloxymeHnTauus

1. lexnapauusi, uro qokyMeHT Ha M®BA u 3KcHepTHBI OTYET MOJHOCTHIO MPUMEHHUMBI K
3aperucTpUpOBaHHOMY JIEKAPCTBEHHOMY Ipemnapary, zAepxkarens M®BA npencrasuin
JEpKaTeNl0  PEruCTPAllMOHHOTO YIAOCTOBEpEHUs (€ciu JeprKaTellb PEerucTpaliioHHOTO
ynocroBepeHus u nepxkateab MOBA He sSBISAIOTCS OAHUM U TEM K€ JIMIIOM) JOKYMEHT Ha
M®BA, skcnieptHbiii oT4eT U 1ocke Ha MDBA, nokyment Ha MOBA u 3KcnepTHBIN 0TYeT

1,2,3,4

1,2,3,4 |Any
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3aMEHSIOT MNPEabIAYIy0 AoKymeHTauuro Ha M®OBA 11 JaHHOrO JIEKapCTBEHHOTO
npenapara.

2. lokymeHnT Ha M®BA 1 9KCIIEpTHBIN OTYET.

3. lexmaparus sKCrepTa, XapakTepu3yiolias BCe BBOJAUMEIC C IIOMOIIBI0 ToKyMeHTa Ha MDBA
M3MEHEHUsl U OLICHMBAIOLIAs] MX MOTEHLUMAIBHOE BIIMSHHE HA JIEKAPCTBEHHBIC IMPENapaThl,
BKIIIOYAsi OLICHKH MPOTYKT-CIICIIM(PUIHBIX PUCKOB.

4. B dopme 3asiBieHHs 0 BHECEHUH M3MEHEHUN HEOOXOAMMO YETKO OTPa3uTh JEHCTBYIOIIUN U
npemsiaraeMeiii 1okymeHT Ha M®PBA (HOMep Kkolia) B perucTpaliMoHHOM Jocke. Ecnu
MPUMEHHUMO, B opMe 3asBJICHUSI O BHECEHUU M3MEHEHUH TaKkKe CleAyeT YeTKO MEePEUUCIUTh
Bce npourie MO®BA, Ha KOTOpbIE CChUIAETCS JICKAPCTBEHHBIN Mpenapar, Jaxe ecid OHU He
SABJISIFOTCS TPEAMETOM 3asIBJICHUS.

b.V.0) O6paiiienne B 3KCIIEPTHBIN KOMUTET

Bb.V.6.1 O6HoBnCHME MOIYJIs 3| Heo6xomumbie | [lokymentsi | [Ipomemypa
PETUCTPAIIMOHHOTO  JIOChE, HAIpPABIICHHOE Ha|  YCJIOBHS Y JJaHHbBIE

peaTM3aIio 3aKIIOYCHHS SKCTIEPTHOTO KOMUTETA

a) U3MCHCHHE peanusyeT 3aKJII0YECHUE 1 1,2 1Apy

9KCIICPTHOI'0O KOMUTCTA

0) rapMoOHHM3aUsl MOAYJs 3 PErucTParioOHHOTO — — 1|
JOChe HE  SABISUIACH  YACThIO  3aKIFOYCHUS

9KCIIEPTHOTO KOMUTETA, u 0OHOBJIEHUE
HaIIPaBJICHO HA €r0 rapMOHU3ALINIO

VYcnosus

1. PegynbraT He TpeOyeT nanpHeuen SKCIepTusbl.
JoxymeHnTauus

1. IIpuiio’keHHOE K COIPOBOJUTENBLHOMY MHCHbMY 3asBJICHHUS O BHECEHHMHM M3MEHEHHH: CChIIKa
Ha pacCMaTPHUBAEMOE 3aKIIOYCHHUE DKCIIEPTHOTO KOMUTETA.

2. B peructpaniluoOHHOM JOChe HEOOXOIMMO YETKO 0003HAYMTh M3MEHEHUs, BHECEHHBIE B X0/1€
poLeaypsl 0OpaleHusl B SKCIEPTHHIN KOMUTET.

B. N3menenue 6e3omacHocTH, 3¢ HEeKTUBHOCTH U (papMakoHaa30pa

B.I. JIekapcTBeHHBIE TpenapaThl sl MEAULMHCKOTO PUMEHEHUS

B.I.1 U3meHenune oOmieit xapakrtepuctuku| Heo6xonumsie | lokymentsl | [Iponenypa
JIEKapCTBEHHOI'O IIpernapara, MAapKUPOBKH WIH|  YCIOBUSA U JJaHHBIC
JIMCTKA-BKJIAAbIIIA, HaIlpaBJICHHbIE Ha
pean3alUIo 3aKJIFOUEHHs] DKCIIEPTHOI0 KOMUTETA

a) IeKapCTBEHHBIN npenapar OXBayeH 1 1,2,3 1Apy
IPOIEAYPOI 0OpameHus B SKCIIEPTHBIN KOMHUTET

0) TeKapCTBEHHBI  Mpemapar HE  OXBaueH — 1,2,3 IB
npoIeTypol 0OpameHnus B SKCIIEPTHBIA KOMHTET,
HO U3MEHEHUs  pealu3yeT  3aKJIIYeHHue
IKCIIEPTHOTO KOMHTETA, HOBBIE OMOJHUTEIHHBIC
JTaHHbIE niepKareneM PETUCTpaiMOHHOTO
yIIOCTOBEPEHHSI HE TIPEICTABICHBI

Ycenosus

1. Ismenenne peanusyeT (OPMYITUPOBKY, 3aTpeOOBAaHHYIO YIOJHOMOYEHHBIM OPTaHOM
(9KcIepTHOM opraHM3anueil) rocynapcTBa-ujieHa, U He TpeOyeT MoAayM JOMOJTHUTEIBHBIX
CBeZIeHUH U (WJIK) TajmbHeHel S5KCIepTU3bI.
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JoxymeHTanus

1. IIpunoskeHHOE K CONPOBOJUTENFHOMY MHCHbMY 3asBJICHHS O BHECEHHMH M3MEHEHHH: CCBLIKA
Ha paccMaTpuBacMoOe 3aK/IIOUEHHE OHKCIEPTHOIO KOMHUTETa ¢ NpUOOIIEHHOW oO1mei
XapaKTEPUCTHKOMN JIGKAPCTBEHHOTO IIpenapaTa, MapKUPOBKOW HITH JIMCTKOM-BKJIa/IbIIIIEM.

2. Jlexnapanusi, 4TO COOTBETCTBYIOILME pa3/elibl IpeAjaraeMblx OOIEH XapaKTepUCTUKU
JIEKapCTBEHHOTO TpenapaTa, MApKUPOBKU U JIMCTKA-BKIIAIbIIIA UACHTUYHBI IPHOOIEHHBIM K
3aKJIOYEHUIO HKCIIEPTHOIO KOMUTETA.

3. IlepecmoTpenHast nuH(OpPMAIHS O JEKAPCTBEHHOM Ipernapare.

[Ipumeuanue

Ecnu pobGaBneHue MM M3MEHEHHE I0Ka3aHUS K MPUMEHEHHMIO IMPOUCXOAUT
BCJICJICTBUE PEANU3ALUU 3aKIIOUYCHUs DKCIIEPTHOTO KOMUTETA MM U3MEHEHHU
uHbopMallMd O JIEKAPCTBEHHOM IIpernapare  BOCIPOU3BEIEHHOIO,  WIU
rHOpUIHOTO, WM OHOAHAJOTHYHOTO JIEKAPCTBEHHOTO IIperapara Iocie
9KCHEPTU3bl TOTO K€ W3MEHEHMs peepeHTHOIo JIEKAPCTBEHHOrO Iperapara,
npumensitorcst usmeHenus B.1.1 u B.1.2 coorBercTBeHHO. Takke B 1aHHOM THUIIE
M3MEHEHMsI MOTYT paccMaTpUBAThCsl U3MEHEHUs, 00YCIIOBIIEHHbIE IIPUBEACHUEM
PEruCTPAallMOHHOIO [JIOChE JIEKAPCTBEHHOI'O IIpenapara IOATOTOBIEHHOIO B
COOTBETCTBUM C 3aKOHOJATEJIbCTBOM TIOCYNapCTBa-uji€Ha B COOTBETCTBHE
TpeboBaHUSIM K MHCTPYKLUMHU 110 MEAULMHCKOMY IPUMEHEHUIO JIEKAPCTBEHHOTO
mpernapara M oOwIed XapaKTepUCTUKE JIEKapCTBEHHOTO Ipenapara s
MEIUIMHCKOrO0 NMpUMEHEHMsI, yTBepxkaAeHHbIM Pemennem Cosera EBpasuiickoit
HKOHOMMYECKOI Komuccuu ot 3 HosiOps 2016 1. Ne 88,

B.1.2 U3menenne o0meit xapakrepuctuku| Heooxoaumeie | lokymentsl | [Iponemypa

JICKAPCTBCHHOI'O IIpfCllapaTa, MAPKHUPOBKH WA ycCJiioBUsA 1 JaHHBIC
JIUCTKa-BKJIaJbIlIa BOCIIPOU3BCACHHOTIO, nin

THOPHIHOTO,

JICKAPCTBCHHOT'O IIpeIiapaTra I1OCJIC OLCHKHU TOI'O
KC HU3MCHCHUA pe(l)epeHTHoro JICKAPCTBCHHOI'O

npernapara

50048 OMOaHAJIOTHYHOIO

a) peaau3arus

OTHOLICHUH

PEruCTpaliluOHHOTO YAOCTOBCPCHUA HC Tpe6yeTC5{
MPEACTABIATH HOBBIC NONMOJTHUTCIIBHBIC JIAHHBIC

U3MEHEHUss  (M3MEHCHHi), B — 1,2 IB
KOTOPOTO oT JepKaTest

JoxymeHTanus

1. IIpunioskeHHOE K COMPOBOAMTENBHOMY NMUCBMY 3asiBJIC€HHS O BHECEHHWM M3MEHEHUil: 3arpoc
YIOJHOMOYEHHOTO OpraHa (PKCHEpTHOM  OpraHu3aluu) rocyjapcrBa-wieHa (eciu
IIPUMEHHMO).

2. IlepecmoTpenHast nHGOpPMANHS O JEKApCTBEHHOM IIperapare.

B.1.3. U3meHeHune (M3MEHEHHS) o6bmeii| Heooxomumsie | [lokymentsl | I[Ipouemypa

XapaKTCPUCTHUKU JICKApCTBCHHOT'O Inpemnapara, yCJI0BUA U JaHHBIC

MapKUPOBKH

JIEKapCTBEHHOT'O TIpernapara ajisi MEIUITUHCKOTO
MPUMEHEHUS,

pe3ynbTarta

NEePUOANYECKU  OOHOBJISIEMBIH  OTYET MO
0€e30I1aCHOCTH
HCCIIENOBaHUE OE30IIaCHOCTH

nin JIUCTKa-BKJIaAbIIIa

HallpaBJIE€HHOE Ha peaTn3aluio
MPOUETYPHI, 3aTparuBaronien

NI IMOCTPErUCTPAIOHHOC

a) BHECEHHUE

YIIOJITHOMOYCHHBIM OpraHoM (9KCTIepTHOM
OpraHm3alueii) rocyJapcTa-uieHa

(hOpMYyITUPOBKH,  COTJIACOBAHHOM 1 1,2 IAny

VYcnoBus

1. I3menenue peanusyer GOpMYIUPOBKY, 3aTpeOOBAaHHYIO YHOJHOMOYEHHBIM OpPraHoOM
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(9KcrepTHOM opraHM3anueil) rocyrapcrBa-uieHa, U He TpeOyeT MojAadM JOMOJIHUTENbHBIX
CBEICHMM U (WIN) HajabHENIIEH SKCIIEPTU3HI.

JoxymeHTauus

1. ITpuioskeHHOE K CONPOBOJIUTEILHOMY THCHMY 3asBICHHS O BHECEHHUH MU3MEHCHHH: CChIIKA
Ha corjiacue (OIEHKY) YIOJHOMOUYEHHOIO OpraHa (SKCHEpTHOMW OpraHu3aluu) rocyaapcrba-
YJIeHa.

2. IlepecmoTpeHHast nHGOpPMaIKs O JEKApCTBEHHOM Ipernapare.

B.1.5 U3menenue YCJIIOBUH ormycka| Heooxonumeie | [lokymentsr | [Ipomemaypa
JIEKapCTBEHHOTO Iperapara YCIIOBHS U JJaHHBIC
a) BOCIIPOM3BEICHHBIX WM THOPUAHBIX  WIU — 1,2 IB

OMOaHAJOrHYHBIX JICKApCTBCHHEBIX  IIPCIiapaToB

rnocie U3MEHECHUS YCIIOBUH OTIIyCKa
pedepeHTHOro JeKapCTBEHHOT'O Mpenapara
JoxymeHTauus

1. IloaTBepkaeHe M3MEHEHUs! YCIOBHIl OTIycKa pedepeHTHOTo JEKapCTBEHHOIO IpernapaTa
(Hampumep, cchbulKa HAa COOTBETCTBYIOLIEE PEIICHNE YIOJHOMOYEHHOIO OpraHa (3KCIEepTHOM
OpraHM3ali) TOCyJapCTBa-wieHa), TMPUIOKEHHOE K COMNPOBOJUTEILHOMY MHUCHMY
3asBJICHHSI O BHECEHUH N3MEHCHHIA.

2. IlepecMoTpennas nHbopMaIus o JEKapCTBEHHOM Mpernapare.

B.1.6 Usmenenune mnokazanust (mokazanuil) k|HeoOxonumele| TpeOyemas Bun
IPHUMEHEHHUIO YCIOBHUS  |JIOKyMEHTalMsl | MPOLEaypbl
0) UCKITIOUEHHE NTOKA3aHUsI K IPUMEHEHUIO — — IB

[Tpumeuanue |Ecnu nobGaBiieHME WM M3MEHEHUE IIOKA3aHUS K MPUMEHEHHUIO IPOUCXOAUT
BCJIEJICTBHE peallu3alliy 3aKII0UYEHUS HKCIEPTHOIO KOMHUTETa WM M3MEHEHHH
uHpOpMAIUM O JIGKAPCTBEHHOM Tpemnapare BOCHPOM3BEACHHOTO, WM
ruOpuIHOrO, WM OHOAHAJIOTMYHOIO JIEKApCTBEHHOTO IIperapara mocie
AKCHEPTH3BI TOTO XK€ M3MEHEHHs Pe(epeHTHOro JIEKapCTBEHHOTO Mperapara,

npumMeHsitorcst usmeHenust B.1.1 u B.1.2 cooTBeTcTBEHHO.

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

a) JIEKapCTBEHHOU (POpMBI — 1,2 IB

0) 103UPOBKHU — 1,2 IB

JoxymeHTanus

1. leknapanusi, 4to octaBiiasics ¢opma ((Hopmbl) BBITyCKa IOCTaTOYHA IS BBITOTHEHUS
PEeKOMEHIalMi 1O JO3UPOBAHMIO M JJUTEIHHOCTH JICYCHHS, OIMUCAHHBIX B OOmICH
XapaKTEPUCTUKE JIEKAPCTBEHHOIO Mpenapara.

2. IlepecMmoTpenHas nHGOPMAITUS O JICKAPCTBECHHOM TIperapare.

[Tpumeuanue |Ecnm paccMmarpuBaemast JiekapcTBeHHass (opma WM J03MpOBKa  OblLIa
3apETUCTPUPOBAaHA B BHUJE OTICIBHOIO JIEKAPCTBEHHOIO IIpernapara, To
UCKITIOUEHHE TaKoW JIEeKapCTBEHHOM (OpMBbI WM JTO3UPOBKU OYyJEeT CUMUTAThCA
HE BHECEHMEM M3MEHEHUH, a U3BSITHEM U3 00paIleHHUs.

B.1.8 Brenenne wim usmenenue pesrome cuctemsl| Heooxoaumerie | [Jokymentsr| [Ipomemypa
dbapmakoHagzopa JIeKapCTBEHHOTO Tperapara JUist|  yCIOBHs U JTaHHBIC
MEIUIIUHCKOTO puMeHeHus( )

a) Beenenne pestome cucremsl papMakoHaa30pa, — — |Any

U3MEHEHHH  KBAIH(DUIIMPOBAHHOTO
bapmakoHaa30py (BKITIOUAst
uH(pOpMaIIO) " (unn)
MECTOPACIOJIOKEHUsT — MacTep-daiina
dapmakonaazopa (MDCOD)

Juia 110
KOHTAKTHYIO
U3MCHCHUC

CUCTCMBI
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JoxymeHTanus

1.

2.

Pestome  cuctempl  (apmakoHamzopa  WiIM  OOHOBIEHHE  3HAYMMBIX  JJIEMEHTOB
(COOTBETCTBEHHO);

MOJATBEPXKJICHUE TOTO, YTO 3asBUTEIh WUMEET KBATU(UIIMPOBAHHOE JIUIIO, OTBETCTBEHHOE
3a (papMakoHAI30p, W YTBEPXKACHUE, TOAIMMCAHHOE 3asBHUTENIEM, YTO 3asBUTENb 00JanaeT
HEOOXOMUMBIMHA  CIIOCOOAMHU  BBITIONHEHHSI 3a7ad HW  OOS3aHHOCTEH, IepPEeUHCICHHBIX
B [IpaBmiax Ha/uiexamiedl NpakTHKH (apMakoHaa30pa EBpasuiickoro 3KOHOMHUYECKOTO
COI03a,;

KOHTaKTHasi MHPOpMaLus KBaTH(PHUIMPOBAHHOTO JIMIA 10 (hapMaKoHAII30py, rocynapcTBa-
4jieHa, B KOTOPOM pacloJyiaraeTcsi KBAIM(UIUPOBAHHOE JHIO IO (apMaKOHAI30py U
BBIMOJIHSICT CBOM 3a/1a4H;

Mecropacnoioxenne MOCO.

Homep MOCO (ipu HaTu4mm)

()

JlanHoe m3meHeHne oxBaTbiBaeT BBegeHne MO CD He3aBUCHMO OT HAJIUYuUs B
TEXHUYCCKOH YacTH PErucCTPAllMOHHOTO JOChE TOJIPOOHOIO ONMUCAHUS
cuctembl  (apmakoHam3opa.  M3MeHeHWs  KOHTAaKTHOTO  JIMIA  TIO
(dbapmakoHaa30py, BKJIKOYAsi KOHTAKTHYIO HMHopMaiuio (HoMepa TeiaepoHOB
1 (akcoB, MOYTOBBIM aapec W aapec SJICKTPOHHON MOYTHI) U H3MEHCHHS
MecTtopacnonoxenuss MOCO (ynuua, ropoj, MHIEKC, CTpaHa) JOMYyCKaeTCs
BHOCHUTh B €IHMHBIN peecTp (0e3 HEOOXOAUMOCTH O(GOPMIICHHS OTIEIBbHOM
mpoueaypol BHeCeHMs] H3MeHeHui). Ecnu aepxaTenb perucTparioHHOTO
yIIOCTOBEpEHUsST TpHOeraeT K BO3MOXKHOCTH OOHOBJIICHHUS YKa3aHHOU BBIIIE
uH(popMalUd B €IUHOM peecTpe, OH JOJDKEH YKa3aTh B PErHCTPAIlMOHHOM
J0Cbe, 4TO OOHOBJICHHAs WHQOpPMAIUs TUX JAHHBIX BKIIOUCHA B CJIMHBIN

peectp.
B.1.9 Usmenenne  cymectByromieit  cuctembl| HeoOxonumbie |Jlokymentsi| Ilpomemypa
dapmakoHag30pa  cOrjJacHO  MacTep-¢ailiny YCIIOBUS U JJaHHbIE
cuctembl papmakonanzopa (MDOCD)
a) I3MCHCHHE KBAIU(PHUIIMPOBAHHOTO JIMIA II0 1 1 1Apy
dapmakoHag3opy, M (MJIM)  KOHTAKTHOM
uHpopManuy, U (umm) IIPOLEAYPHI
pe3epBUPOBAHUS
0) u3MeHeHue Oa3bl JAHHBIX OE30MACHOCTH W 1,2, 3 1 1Apy

(MTM) OCHOBHBIX KOHTPAKTHBIX COTJIAIICHUN B
TEJISIX BBITIOJTHEHUS (hapMaKOHa30PHBIX
o0s3aTensCcTB W (WMIIM)  HW3MEHEHHE MecTa
poBeIcHUS (hapMaKOHA30PHOM eITeTbHOCTH

B)

(GYHKIIMOHUPOBAHUE CUCTEMBI (papMakoHaA30pa
(Hampumep,  HU3MEHEHHE  MECTOMOJIOXKEHUS
TJ1aBHOTO XpaHWJIUIIA (apxuBa),
aJIMUHHUCTPATHBHBIC U3MEHEHUS)

nHble u3MeHeHus I1OC®, He Bausgionye Ha 1 1 1A

)

pesynpratam  3kcneptussl  [IOCD  npyroro
JIEKapCTBEHHOT'O IpernapaTa TOro K€ JepKaTes
PETUCTPALIMOHHOTO YAOCTOBEPEHUS

BHecenue m3MeHenmii B IIOCD nmo 4 1,2 1Any

VYcnosus

1. Cama cuctema (hapmMakoHa30pa HE U3MEHSIETCA.

2. CucreMa 0a3bl JaHHBIX MPOIILTA BATUIANMIO (€CITH MPUMEHUMO).

3. [lepeHOC naHHBIX U3 APYTUX cUCTEM 0a3 NaHHBIX BaJUAUPOBAH (€CIU MPUMEHHUMO).

A. Te xe wm3menenuss B [IOCD BBemeHbl I BCEX JICKAPCTBEHHBIX MPEMApPATOB TOTO JKE
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JepKaTels PEerucTPallMOHHOTO  YAOCTOBEpeHHUs (OJMHAKOBas OKOHYAaTellbHas BEpCHs
I[TOCD).

JoxymeHTanus

1. lMocnenuss Bepcust [IOCD u, ecnu IpUMEHUMO, TTOCIICIHSS BEPCHS ITPEnapaT-CrueuPUIHOTO
nornonHeHus. OHM JOJDKHBI B OTHOLICHHM HW3MEHEHUS KBAIM(DUIMPOBAHHOIO JHUIA IO
(dbapMaKoHa30py BKIIIOYATH a) KPaTKyr0 Onorpaduio HOBOTO KBaTU(UIIMPOBAHHOTO JIHUIIA TIO
dapmakoHag3opy, 0) HOBOE MECTO  HAaXOXICHHUS  Jep)Kareist  PEerucTpalloHHOTO
yIIOCTOBEpEHHS] U KBAUTM(UIIMPOBAHHOTO JHIA 1O (papMakoHaA30py 00 MX CHOCOOHOCTH U
OyTAX  YBEIOMIIGHHS O  HEXEJaTelbHBIX  peakUusX,  IOANHUCAHHOE  HOBBIM
KBAJTM(HUIHUPOBAHHBIM JIMIIOM 10 (apMaKoOHAI30py M JEpXKaTelIeM PEerUCTPAllMOHHOTO
YIOCTOBEPEHUSI M OTpaXkarolllee OCTalbHbIE CBS3aHHBIE C 3TUM H3MEHEHUs, HalpuUMeEp, B
OpraHU3alMOHHOU CXEME.
Ecnu kBamudunupoBanHoe W10 1Mo ¢dapMakoHAI30py U (WJIM) KOHTaKTHas WHOOpMaIus
KBAJTM(UIMPOBAHHOTO JIMIA 1O (hapMaKOHAA30py M3HAYAIBHO HE ObuH BKiIIOUeHBI B [IOCD
nmn [IOCO ne cymectByer, nmogadya nepecmorpennoro [IOC® ne tpebyercs, HEOOXO0AMMO
NPEJCTaBUTh TOJIBKO (GOPMY 3asIBICHUSI.

2. Ccpuika Ha 3asiBieHUE (TPOLEAYpY) U JIEKapCTBEHHBIH Mpenapar, B OTHOLIEHHUH KOTOPOTO
M3MEHEHUs ObLIM 000PEHBI.

[Tpumeuanue: |B.1.9 oxBaThiBaeT H3MEHEHHS CYLIECTBYIOIIEH CHUCTEMBI (apMaKoHAI30pa
BETEPUHAPHBIX JIEKAPCTBEHHBIX IMPEMApaToOB W JIEKAPCTBEHHBIX IMPEIapaToB
JUISE MEJTUITMHCKOTO MIPUMEHEHHs, Ha KOTopble He Ol BBeJieH [ PCO.

[lpumeyanne  (MI3MeHeHHMs KBaIM(HUUIMPOBAHHOTO JHIA 1O (apMaKOHAI30py, BKIIOYAs
JUIS a) KOHTAaKTHYIO HHpOpManuio (HoMmepa TeseoHOB U (aKCOB, MOYTOBBIH aipec u
azpec AJIEKTPOHHOW IOYTHI), JOMYCKAeTCs BHOCUTH B €AMHBIA peectp (0e3
HE00X0AUMOCTH 0(hOPMIIEHHUS OTACTHHON MPOLEAYPOii BHECEHHUS H3MEHEHUH ).
Ecnu  nepxarenb  perucTpallMOHHOIO — yJIOCTOBEpeHHs  npuleraer K
BO3MO)KHOCTH OOHOBJICHUS YKa3aHHOMW BbIlIe HH(OpMALIUU B €IMHOM PEECTpE,
OH JIOJDKEH YyKa3aTh B PErHCTPAlUOHHOM JIOChE, YTO OOHOBIICHHAS
uH(OpMAIHS YTUX JAHHBIX BKIIOUCHA B €JMHBINA peecTp.

[Tpumeuanue  |Ouenka [TOC®, momaHHOrOo Kak 4acTh HOBOT'O 3asBICHHUS O PETUCTpAIMU
U151 0) (pacmiupeHusi pErucTpanuy, BHECEHUS W3MEHEHHs), MOXKET BeCTH K
U3MEHEHMsIM 110  3ampocy  YINOJHOMOYEHHOIO  OpraHa  (9KCIEepTHOU
opranuzanum) rocyaapcra-uieHa takoro [IOC®. B stom ciiydae Takue xe
n3MeHeHHst MOkHO BBecTH B [IOC®D apyrux jekapcTBEHHBIX MpenapaToB TOrO
Ke  JIep)KaTensl  PErHCTPAllMOHHOTO  YAOCTOBEPEHHs  IyTeM  IOJa4d
(rpynnoBoro) uzmenenus IAHY Tumna.

B.1.10 Usmenenne wyactotsl u (wm) ngarel| Heooxomumere| TpeOyemas Bun
NOJauu MEePHOAMYECKOrO OOHOBISIEMOr0 OTYEeTa|  YCJIOBUS  |JOKYMEHTAIUs | MpOLelyphl
1o 0e30MacHOCTH JIEKapCTBEHHBIX IPENapaToB
JUISL MEJUITUHCKOTO IPUMEHEHMUSI

1 1,2 1Ay

VYcaoBus
1. M3meHenune 4YacTOThl W (WJIHM) JaThl MOJA4d TMEPUOJUYECKOTO0 OT4YeTa MO 0e30MacHOCTH
COTJIACOBAHO YITOJTHOMOYEHHBIM OPraHOM (9KCTIIEPTHON OpraHU3aIyeil) rocyJapCcTBa-WICHa.

JloxymeHnTauus

1. [TpunoxeHHOEe K COMPOBOJIUTEILHOMY MUCHMY 3asBJIICHUS] O BHECEHUW M3MEHEHMH: CCHUIKA
Ha COTJIAIICHHE YIIOJTHOMOYEHHOTO OpraHa (3KCIEPTHOM OpraHu3alyin) rocyiapcTBa-uieHa.

2. [lepecMoTpenHas yacToTa 1 (WJIN) J1aTa MOJaqd MEPHOIMIESCKOT0 OTYETa 110 0€301TaCHOCTH.

[Mpumeuanue  |/laHHOE W3MEHEHHE NPUMEHSIETCS, B Cllydae €CJIH IUKJI TEPUOTUYECKOTO
oTdera 1O OE30MAaCHOCTH YyKa3aH B PErHCTPAIIMOHHOM JOChE Crocobamu,
OTJIMYHBIMHU OT YKa3aHHsI CCHUIKHM Ha MEPEYCHb OTYCTHBIX JIAT B COOTBETCTBUU
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C aKkTamu, BXomsammMu B mpaBo Coro3a, U IpH HEOOXOIUMOCTH TOJa4Yr
MEPUONIECKOTr0 OTYETA 10 OE30MaCHOCTH.

B.I.11 Beenenue wnm uszMeneHusi oosi3atenberB| Heooxomumeie | Jlokymentsr | [Ipomemypa

U YCIOBHHA pETHCTpallld, BKJIIOYas IUTAH|  YCJIOBUS U JIaHHbIC
yIIpaBJICHUsS. PUCKAMU
a) peanmzanusi GOPMYITHUPOBKH, COTITACOBAHHOM C 1 1,2 1Any

YIIOJTHOMOYEHHBIM OpraHoM (axcrepTHOM
OpraHu3zaleil) rocyaapcTpa-4ieHa

YcnoBus

1. I3meHeHue peanusyeT NeicTBUe, 3aTpeOOBaHHOE YIMOJHOMOYCHHBIM OPTraHOM (IKCIIEPTHOMN
OpraHu3anueil) rocygapcTBa-uieHa, U He TpeOyeT MOAayu JOMOJHUTENbHBIX CBEICHUN U
(vn) nanbHENIIeH SKCIePTU3BI.

JoxymeHTanus

1. [TpunoxeHHoOe K COMPOBOJIUTEILHOMY MUCHMY 3asIBJICHUSI O BHECEHUM M3MEHEHUM: CChUIKA
Ha COOTBETCTBYIOLIEE pEIICHHE YIOJIHOMOYEHHOTO OpraHa (dKCHEPTHOM OpraHu3alumn)
rocy/apcTBa-ujieHa.

2. IlepecMmoTpenHnas nHbopMaIus o JEKapCTBEHHOM Mpernapare.

HpI/IMe‘-IaHI/IG OTO H3MEHEHHE OXBaTbIBAET TOJIBKO CUTyaluuro, B KOTOpOI>'I BBOJUMOC
W3MEHEHHE 3aTParuBacT HUCKIIOYUTENHHO YCIOBHS W (WJIHM) 00s3aTenbCcTBa
perucrpauuy, BKJIKOYas IUIAaH YOPABJIEHUS PUCKaMU U YCJIOBUS M (WIN)
00s3aTeNbCTBA PETUCTPAllMN TPU HCKIIOYUTENBHBIX OOCTOSITENhCTBAX U
YCJIOBHOM PETMCTPalUH.

B.1.12 Bxitouenne wunu wuckimouenue udepHoro| Heooxomumsie | Jlokyments u | [Ipouenypa
CHMBOJIAa WM TIOSCHUTENBHBIX YyKa3aHUW B YCIOBUSA JTaHHBIE
OTHOIIICHUHU JIEKapCTBEHHBIX Mpernaparos,
BXOJSIIUX B  NEPEYEHb  JICKAPCTBEHHBIX
[penaparoB, MNOMJIEKAIIUX JONOJHUTEIBHOMY
MOHUTOPHUHTY

1 1,2 IAny

YcaoBus
1. JlekapCTBEHHBIN TmpenaparT BKJIOYEH WM HUCKIIOYEH W3 TIePEYHs] JICKapCTBEHHBIX
MpenapaToB, MOJJISKANINX JOMOJIHUTEIPHOMY MOHUTOPHHTY (COOTBETCTBEHHO).

JloxymenTanus

1. [IpuiokeHHOE K COMMPOBOIUTEILHOMY MMUCHMY 3asiBJIEHUs O BHECEHUHM U3MEHEHUN: CChIIKA Ha
MepeUeHb JICKAPCTBEHHBIX MPEMapaToB, MOAJIEKAIINX JOTOTHUTEIFHOMY MOHUTOPUHTY.

2. [lepecmoTpenHas nHbopMaIus o JEKapCTBEHHOM Mpernapare.

[Ipumeuanne |1aHHOE€ W3MEHEHUE OXBAaTBIBAET CUTYALMIO, NPU KOTOPOH BKJINYEHHE WIH
UCKJIIIOYEHHE YEpHOr0 CHMBOJA WJIM TOSCHUTENbHBIX  yKa3aHUM He
IIPOM3BOJUTCS B paMKax JpYyrod peEryJATOpPHOM MHpoLenypbl (Hampumep,
Ipoueaypbl NPOAJICHUS WIM W3MEHEHUs, 3aTparuBarolleil HHQOpMAIHio o
JIEKapCTBEHHOM IIperapare).

. M®OIT (M®BA)

I'.1 3menenue nHaumeHnoBanus u (unm) agpeca | Heooxomumeie | Jlokymentsl | Ilpomemypa
nepxarens ceprupukata MOBA YCIOBUS Y JaHHBIE

1 1 1Ay
VYcnosus
1. lepxarens ceprupukata MOBA nomkeH ocTaBaTbCs TEM e IOPUANYECKUM JIUIIOM.
JoxymeHnTanus

1. O(I)I/IL[I/IaJ'IBHBII‘/’I AOKYMCHT OT COOTBCTCTBYIOLICTI'O YIOJHOMOUYCHHOI'O OpraHa rocyaapCrBa-




65

yieHa (HampuMep, HaJIOrOBOTO OpraHa), B KOTOPOM YKa3aHO HOBOE HAaMMEHOBAHHME WIIU
azpec.

I'.2 3menenue HammeHoBaHus u (uiam) aapeca| Heooxomumeie | [lokymenTst u |[Iponenypa
nepikatens ceprudukara MOIT YCIIOBUS JTaHHBIE

1 1 1Any
VYcnosus

1. lepxxarens ceptudukara MOII nomken octaBaTbCsl TEM Ke IOPUTUIECKIM JTUIIOM.

JoxymeHTanus

1. OdunuanbHbIl JOKYMEHT OT COOTBETCTBYIOIIETO YIIOJIHOMOUYEHHOTO OpraHa rocyJaapcTBa-
yieHa (HampuMep, HaJlOrOBOrO OpraHa), B KOTOPOM YKa3aHO HOBOE HAaMMEHOBAHUE WIIU
azpec.

I'.3 Usmenenne wunu  TpaHchep  Tekymero| Heooxomumeie | Jlokymentsl | IIpomemypa
nepxkarens — ceprudpukara  MOPII  HOBOMy|  yclOBUS U TaHHBIE
nepxkaremo ceprupukara MOII — TO ecTh
JIPYroMy IOpUIAYECKOMY JIHILY

- 1,2,3,4,56 IAny

JoxymeHnTauus
1. JlokyMeHT, BK/ItOUas uAeHTU(UKAMIO (HAaMMEHOBAaHUE U ajjpec) Tekyuiero aepxxarens MOII
(mpaBooTUYXaTeNsA) M WACHTHPHUKANIUIO (HAUMEHOBAaHHME W afpec) JIMIA, MTPUHUMAIOIIErO
TpaHcdep (mpaBompuoOpeTarens), a TakXKe MperIaraeMyr AaTy CHEJIKH, NOJIMCaHHOU
00erMH KOMIIAaHUSIMH.
. Konust mocnenneit crpanuusl qokymenta Ha M®II.
3. IloaTBeprkIeHHE PETUCTPAIIE HOBOTO JIepKaTeist (BBIMHUCKA U3 PEecTpa IOPHINICCKUX JIUI] U
IIEPEeBO/JI €€ Ha PYCCKUH SA3bIK), OJMMCAHHOE 00€MMH KOMIIAHUSMHU.
A. IlontBepxkienue TpaHcpepa Bced gokymeHTauuu MOII ¢ nepsoit cepruduxammun MOII
paBoONpUOOpETaTENIO, IOANMCAHHOE 00EUMHU KOMIIAaHUSIMU
. JIOBEpEeHHOCTh, BKJIOUasi KOHTAKTHBIE CBEACHMS JIMLA, OTBETCTBEHHOI'O 3a CBSI3M MEXKIY
YIOJIHOMOYEHHBIM OpPraHoM (3KCHEpTHON opraHM3alueil) rocyAapcTBa-ujieHa U JepKareneM
MO®II, noanmucanHas mpaBOMpPUOOpETATEIEM.
6. IT1cbM0-0043aTeNbCTBO BBINOJIHEHUSI BCEX OTKPBITHIX M OCTAaBIIMXCSA 00s3aTelbCTB (MU
HaJIMYUU), TOJINMCAHHOE MTPaBONPHOOPETATEIIEM.

N

I'.4 3menenne HauMeHoBaHus W (wm) azapeca| Heooxomumslie | [lokymentsl | [Iponenypa
YUpEXKJIEHUN KPOBH, BKJIIOYAsl LIEHTPOB 10 COOPY|  yCIOBUS U JJaHHBIE
KpOBH (I1JIa3MbI)

1,2 1,2,3 1A

Ycenosus

1. VupexxaeHue KpoBU JOKHO OCTABATHCS TEM K€ IOPUAUYECKUM JIUILIOM.

2. I3MeHeHne JOJDKHO OBITh aJMHHHCTPATHBHBIM (HAIPUMEp, CIHSHHUE, TIOTJIOIICHHUE);
M3MEHEHHE HAMMEHOBaHUS YUpEXKACHUS KpoBH (ILIEHTpa Mo cOOpy), MPU HEU3MEHHOCTH
YUPEKICHUSI KPOBH.

JlokymMeHTanus

1. [TogmucanHas aekiapaius Toro, 4YTo M3MEHEHHE HEe BKIIFOYAeT N3MEHEHHE CUCTEMBI KaueCcTBa
YUpEexKIACHUS KPOBU.

2. [TonmucanHas JIeKJIaparys TOro, YTO H3MEHECHHS MTePeUHs IIEHTPOB cOOpa HEe TPOUCXO/IHT.

3. OGHOBIIEHHBIE COOTBETCTBYIOIINE pa3/ielbl U JONOTHEHHS K Jocke MODIL.

I'.5 3amena unu nobGamneHue neHtpa mo coopy| Heooxomumeie | Jlokyments | Ilpomemypa
KpOBH (IJJa3Mbl) B paMKaxX YUpEeXKIEHHUsS KPOBH,|  yCIOBUS U JTaHHbBIE
BKJIIOUEHHOTO B MDIT

— 1,2,3 IB
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JoxymeHTanus

1. DnunemMuonoruyeckre JaHHbIE O BHPYCHBIX MapKepax, 3aTparuBarollye HEHTp Mo cOopy
KpOBH (I1a3Mbl), OXBaTbIBaroIiue 3 roja. B OTHOIIEHNU BHOBb OTKPBITOTO LIEHTpPa (LIEHTPOB)
WIM B Cily4dae OTCYTCTBMS JAHHBIX, JEKJIapalus TOTro, YTO SMUIAEMHOJIOIMYECKHUE JIaHHBIE
OyAyT Ipe/ICTaB/IEHbl B OUEPEHOM €XKEr0JHOM OOHOBIICHHH.

2. YKa3aH#ue, 4YTO LEHTP (YHKUMOHHUPYET B TEX XK€ YCIOBUAX, YTO U JpPyrue UEHTPHI,

EBpa3uiickoro 3K0HOMHYECKOTr0 CO03a.

MPUHAUICKALUE YUYPEKICHUIO KPOBH, COIJIACHO ITOJIOKEHUSAM CTaHJApTHOrO JOroBOpaA

MEXYy YUpexKIeHUEeM KpoBHU U aepxareiaeM MOIL
3. OGHOBJICHHBIC COOTBETCTBYIOIINE Pa3/Ieibl U AOMOIHEHUS K 1oche MOII.
I'.6 Uckmrouenne 1w u3MeHeHue craryca| Heooxomumsie | Jlokymentsl u | [Ipomenypa
(pyHKUIMOHUPYIOIIHI WIM|  yCIIOBHUSA JTaHHBIE
HE(YHKIMOHUPYIOIINNA)  YUPEXKACHUH  KpPOBU
(eHTPOB), HCHOJB3yeMbIX i1 cOopa KpoBH
(u1a3Mpl) WM Ui UCHBITAaHUST KPOBO- H
IJ1a3MOJa4 U MYJIOB I1J1a3Mbl

1,2 1 1A

YcnoBus
1. [lpyuuHBl WMCKJIFOYEHUS WM W3MEHCHHUs CTaTyca HE JOJDKHBI OBITh OOYCIIOBJIICHBI

HpO6HCMaMI/I, CBA3aHHBIMU C HpaBI/IJ'IaMI/I HaJJIeKaIem HpOHSBOHCTBeHHOﬁ IMIPaKTUKH

2. y‘lpe)KI[eHI/IH (I_IeHTpBI) JOJKHBI COOTBCTCTBOBATH HHCIICKIMOHHOMY 3aKOHOAATCILCTBY

rocyJapcTBa-wieHa  TNpd  HM3MEHEHHH  cTaryca ¢ HE(QYHKIMOHUPYIOIIMX  Ha
(byHKIIMOHUPYIOIIHE.
JoxymeHnTauus
1. OGHOBIIEHHBIE COOTBETCTBYIOIME pa3esibl U IoNoIHeHus K Jocbe MODIT.
I'.8 3amena win BxitoueHue HoBoro ueHtpa|Heobxomumelie| Jokymentsl | [Ipouenypa
KPOBH B LEJIAX HMCIBITAaHUSA JOHAUUN KPOBH H|  YCIOBHS U J1aHHbIE
wiasMel W (WIM) MYJIOB IUIa3Mbl B paMKax
yupexaeHus1, BKIoueHHoro B MOI1
— 1,2 IB

JoxymeHTanus

METOZIaM UCIILITAHUN.

2. OOHOBJICHHEIE COOTBCTCTBYIOIIHEC PA3CJIbl U JOIIOJHCHUS K TOChC MO®IIL.

1. Vka3anue, 4TO MCHBITAaHUS MPOBOJIATCA COrJacHO TeM ke yrBepxkaeHHbIM COIl u (umm)

I'.10 3amena W BKJTFOUCHHUE HoBoro| Heooxonumeie | oxymentsl | Ilpouemypa
YUpEeXKIIEHUS KPOBH WM IEHTpa (LIEHTPOB), B|  YCIOBHUSA U JTaHHbBIE
KOTOPOM XPAHUTCS TUTa3Ma

- 1,2 IB

JoxymeHTanus

YTBEPKJICHHBIM B YUPEKICHUU.

2. OOHOBJICHHEIE COOTBCTCTBYIOIIHEC PA3CJIbl U JOIIOJIHCHUS K TOCHC M®IIL.

1. Vka3anue, 4To LEHTp XpaHeHHs (QYHKIUMOHUpPYEeT B cooTBeTcTBUH ¢ Tem ke COIl,

I'.11 Uckmrouenne yupexnaeHus kpou wim| Heooxomumeie| Jlokymentsl |[Iponemypa
LEHTpa (LIEHTPOB), B KOTOPOM XPaHUTCS IJIa3Ma YCIHOBUS Y JaHHbIE
1 1 1A

YcnoBus

1. [lpyuynHa WCKIIOYEHUS HE JOJDKHA OBITh OOYyCIIOBICHA MpoOJieMaMH, CBSI3aHHBIMHU C
MTOATBEPKICHUEM COOTBETCTBUSI TMPOM3BOIACTBEHHON IUIOMAAKK MpousBoauTens I[IpaBuiam
HaJUJIe)Kalel MPOU3BOACTBEHHON NPaKTUKKA EBpa3niicCKOro 3JKOHOMUYECKOI0 COHO3a.

JoxymeHnTanus

1. OOHOBIIEHHBIE COOTBCTCTBYIOIIHC PA3CJIbl U JOIIOJHCHUS K NOCHC M®OII.
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I'.12 3amena wnm BrroueHue opranusanuu,| Heooxomumeie | Jlokymentsl | Ilpomemypa
BOBJICYCHHOW B TPAHCIIOPTUPOBKY IJIa3MBbl YCJIOBUSA Y TaHHBIE
— 1 IB

JoxymeHTauus
1.

YUPEKICHUS KPOBH, IOJIB3YIOIIMECS

3TOH

OOHOBNIEHHBIE COOTBETCTBYIOIIME pa3fesibl U JomnoiHeHus k aocke MOII, Bkitouas Bce
TPAHCHOPTHOW  OPraHU3aLMEN,

pesome

NEeHCTBYIONIEH CcHCTeMbl, 00eCIeUHBAIOIe TPAHCIIOPTUPOBKY B HAAJIEKAIIUX YCIOBHUSAX
(BpeMs, TeMIieparypa M COOTBETCTBUE HaJUIekKalled MPOU3BOACTBEHHON IMPaKTUKE) U
MOATBEPKJICHNE TOTO, YTO YCIOBUS TPAHCIIOPTUPOBKU BAJIUIUPOBAHBI.

I'.13 Uckmrouenne opranm3anuu, BomieueHHOU| Heo6xomumsie | Jlokyments! u |[Iporenypa
B TPAHCIIOPTHUPOBKY IJIa3MBbl YCIOBUS JTaHHbBIE
1 1 1A

VYcnoBus

1. HpI/I‘lI/IHa HUCKIIFOYCHHUA HE JOJI’KHa OBITE O6YCJ'IOBJ'ICH€1 HpO6H€MaMI/I, CBA3aHHBIMHU C
MOATBCPXKACHUCM COOTBCTCTBUA HpOI/ISBOI[CTBeHHOﬁ TUIOIAaAKU MPOU3BOJUTCIIA HpaBI/IHaM
HaJJIeKanem HpOH3BOI[CTBCHHOﬁ IMPAaKTUKH EBpaBHﬁCKOFO 3KOHOMHYCCKOI'O COO3a.

JoxymeHTauus

1. OOGHOBJIEHHBIE COOTBETCTBYIOILIUE pa3/ieNbl M TONOJHEHHs K jocke MODII.

I'.14 Bxitouenue tecT-cucreMsbl,| Heooxomumeie | Jlokymentsl | IIpomeaypa
3apeructpupoBaHHoii B (Corw3e B KauecTBe|  YCJIOBUSA U JJaHHBIE
MEJIULIMHCKOTO M3JIeNUs, B UEIAX MCIBITAHUS
OTAENbHBIX JOHALMM KpPOBU M IUIa3Mbl B
Ka4yeCTBE HOBOW TE€CT-CUCTEMBI

1 1,2 1A

VYcnoBus

1. HoBas TecT-cucrema 3apCTUCTPpUPOBAHA B Coro3e B KauecTBe MCIULMHCKOI'O U3ACTINA.

JoxymeHTauus

1. HepequL HCIIBITATCIIBHBIX TINIOMIAI0K, B KOTOPBIX UCIIOJIB3YETCA TECT-CUCTEMA.

2. OOHOBNICHHBIC COOTBETCTBYIONIME pa3felibl W JONoJNHeHUsS K gocke MODII, Bkitouas
OOHOBJICHHBIE CBEIECHUS 00 HCIBITAHUSX B COOTBETCTBUU C aKTaMH, BXOJSIIMMH B MPABO

Coro3a 1o cocrtaBieuano M®PIT.

I'.15 Bxmrouenune TECT-CUCTEMBI, He| Heo6xonumeie | Jlokymentsl | Ilponemypa
3apeructpupoBaHHoii B Coro3e B KayecTBe|  yCIIOBHUSA U JJaHHBIE
MEJIULUHCKOIO HW3JeIus, B LEIAX HCIbITAHUSA

OTAENBHBIX JOHAMM KpPOBM M IUIa3Mbl B

KAaueCTBE HOBOM TECT-CUCTEMBI

0) HOBasi ~ WCHBITaTeNbHAsA  CHUCTeMa  ObLIa — 1,2 1A

onoopena B M®II nnst qpyrux 1eHTpOB KPOBH B
L[EJISIX UCTIBITAHUSI TOHAIMN KPOBH U TUIA3MBbI

JloxymenTanus

1. [lepedyeHb UCHBITATENBHBIX IIEHTPOB, B KOTOPBIX HCIIOIB3YETCS TECT-CUCTEMa, U TEepeUYeHb
UCIIBITATEbHBIX IEHTPOB, B KOTOPBIX OHA OY/AET UCMOJIBb30BaAThHCA.
2. OOHOBJICHHBIC COOTBETCTBYIONIME pa3zelibl W JONOJNHEeHHS K jgocbe MODII, Bkirouas
OOHOBJICHHBIE CBEICHUS 00 HCIBITAHUSX B COOTBETCTBUU C aKTaMH, BXOJSIIMMH B IMPABO

Coro3za 1o cocraBieano M®PII.

['.17 Benenue wnu pacmupenue mporenypsl| Heooxonumsie | TpeGyemas Bun
KApaHTHHHOTI'O XpaHEHUs YCIOBHSL | TOKYMEHTAuus | IpOLEIyphl
1 1 1A

VYcnoBus

1. Ilponienypa KapaHTUHHOTO XpaHEHUs SIBIsIETCA Oosiee CTPOroil (Hampumep, BBITYCK TOJBKO

MOCJIe TTOBTOPHOM MPOBEPKH IOHOPOB).
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JoxymeHTanus

1. OGHOBNIEHHbIE COOTBETCTBYIOUIME pa3felnbl M JOmoidHeHus K Jocke MOII, Bkimtouas
OCHOBaHUS BBEJICHUS WM PACIIMPEHUS NPOLEAYPbl KAPAHTMHHOIO XPaHEHUs, IUIOLIAJIKH, B
KOTOPBIX OCYILECTBJISIETCSI KapaHTUHHOE XpAaHEHUE, U W3MEHEHUs NpPOLEAYpbI, JIEPEBO
pELICHUN, BKJIIOYasi HOBBIC YCJIOBUS.

I'.19 3amena unu poOasieHue koHteitHepoB 1ist| Heooxomumeie | Jlokymentsr | [Ipomemypa

KpPOBH (HallpyuMep, MEIIKOB, (PJIAKOHOB) YCIIOBUS U JaHHbIE

a) HOBBIE KOHTEHHEPBI JUIS KpOBH 1,2 1 1A

3apeructpupoBansl B Coro3e B KadecTBe

MEJIULUHCKUX U3ICITHN

VYenosus

1. Konteitnep 3apeructpupoBat B Coro3e B KauecTBE MEIULIMHCKOTO U3EHSL.

2. Kpurepun kauecTBa KpOBH, 3aKJIFOYCHHON B KOHTEHWHEP, HE N3MEHSIOTCSL.

JoxymeHTanus

1. OOHOBJIEHHBIE COOTBETCTBYIOLIME pas3Aeibl W JgonojgHeHuss K Jocbe MOII, Bkirouas
HalMEHOBAHUE KOHTeWHepa, MPOM3BOAUTENS, CHEUMU(UKALUIO pacTBOpa AaHTHKOATYJISHTA,
noaTBepkJieHue peructpanuu B Coroo3e U HaUMEHOBAHUE YUPEXKJEHUS KPOBU, B KOTOPOM
VICIIOJIb3YETCSI KOHTEHHED.

I'.20 U3menenue xpanenus (TpancnoptupoBku) |Heob6xonumelie| Jokymentsl | [Ipouemypa
yCIIOBHUS U JIaHHbIE

a) yCJIOBUM XpaHEHUS U (WJIHM) TPAHCIIOPTUPOBKU 1 1 1A

0) MaKCMMaJIBLHOTO CPOKA XPAHEHUS I1JIa3Mbl 1,2 1 1A

VYcnosus

1. I3MeHeHne JOHKHO YKECTOuYaTh YCIOBUS M COOTBETCTBOBaTh TpeboBaHusM (dapmakoneu
Coroza wim TpeboBaHMsAM (hapMakomeid TOCyJapCTB-WICHOB, MPEIBSIBISIEMBIM K IUIa3Me
YyenoBeKa JJis (GpaKuOHUPOBAHHUS.

2. MakcuMaJIbHBIN CPOK XpaHEHHS KOPOUYe MPEIbIIYIIETO.

JloxymenTanus

1. OGHOBIEHHBIE COOTBETCTBYIOIIME pa3/iebl U JomojHeHuss K jgocke MODII, Brimrouas
MOJPOOHOE OMNHMCAHME HOBBIX YCIOBUW, TMOATBEPXKICHHE BaTUAAIMM YCIOBUN XpaHEHUS
(TpaHCTIOPTHPOBKHA) W HAWNMCHOBAaHUE YUPEKIACHHUS KpPOBH, B KOTOPBIX IPOUCXOIHT
M3MEHEeHUe (eCcIIi MPUMEHUMO).

19. AGzar;r mnepBbiii myHkTa 2.7. mnoapazgena 5.3. paszapena |l
npunoxenuss Ne 24 k ykazanHeM IIpaBWiiaM W3JIO0XKHTH B CIEIYIOLIEH
peAaKLnn:

«2.7. Pe3droMe KIMHUYECKUX UCCIIETOBAHUIN.




