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O PyKoBOACTBE 1O MCUHCIICHHIO AATHl HA9aJla OTCIETa CPOKA TOAHOCTH TOTOBBIX
JIEKapCTBEHHEIX ()OPM JIEKAPCTBEHHBIX IPENapaToB I MEAUIUHCKOTO IPUMEHEHHUS U
BETEPHUHAPHBIX JICKAPCTBEHHBIX IPEIapaToB

Pexomennanus Komnernn EBpasuiickoii skoHOMHUYEcKoi Komuccuu ot 26 depars 2020
roga Ne 2.

Komnerus EBpa3suiickoil 53KOHOMUYECKOW KOMUCCHH B COOTBETCTBUH €O cTaThamu 30 u 56
JloroBopa o EBpa3suiickoM »KOHOMHUYECKOM coro3e oT 29 mas 2014 roga, nmyHkrtom 14
[IpoTokoysia 0 MPUMEHEHUM CAHUTAPHBIX, BETEPUHAPHO-CAHUTAPHBIX U KapaHTUHHBIX
¢urocanutapubix mep (mpunoxkenne Ne 12 k JloroBopy o EBpaszuiickoM 3KOHOMHYECKOM
cotoze ot 29 mas 2014 rona), myHKTOM 3 cTaThM 3, CTaTbeil 7, MyHKTOM 3 CTaThM 8 U CTaThel
9 CornameHust 0 €IUHBIX TPUHIUIIAX W MPaBHIAX OOpaIeHus JICKapCTBEHHBIX CPENICTB B
paMkax EBpasuiickoro sKoHOMHUYEeCKOro coro3a oT 23 nexkabps 2014 roma, a Takke B LEIAX
oOecrieueHHs] MPUMEHEHUS! €IMHBIX MOAXOJ0B K MCYUCICHHUIO CPOKA TOJHOCTU TOTOBBIX
JEKApCTBEHHBIX (OPM JIEKAPCTBEHHBIX MPENapaToB [JIsi MEIUIIUHCKOTO MPUMEHEHHUS U
BETEPUHAPHBIX JICKAPCTBEHHBIX MpenapaToB, BhIITYCKAEMbIX B OOpalieHne Ha TaMOXEHHOU
TeppuTOoprun EBpa3suiicKoro 3KOHOMHUUYECKOI0 COH03a,

PEKOMEHJIYeT TocyJapcTBaM — ujieHaM EBpa3uiickoro 3KOHOMHYECKOTO COr03a I0
HCTEYCHUH 6 MECSIIEB C AaThl ONMyOIUKOBAaHMS HACTOsIIEeH PekoMeHnanmuy Ha oumaibHOM
caiite EBpa3uiickoro "KOHOMHUYECKOTO COI03a MPU UCUYUCICHUHM CPOKa TOJHOCTHU TOTOBBIX
JEKApCTBEHHBIX (OPM JIEKAPCTBEHHBIX MPEMAPATOB [JIsi METUIIMHCKOTO MPUMCHECHHUS U
BETEPUHAPHBIX JIEKAPCTBEHHBIX MIPENAPATOB MPUMEHATh PYKOBOJICTBO MO UCUUCICHUIO 1AThI
Hayaja OTCueTa CpOKa rOJHOCTH TOTOBBIX JICKAPCTBEHHBIX (DOPM JIEKAPCTBEHHBIX MPEMapaToB
U1 MEJULIMHCKOTO MPUMEHEHHSI U BETEPUHAPHBIX JIEKAPCTBEHHBIX IMPENApaTOB COTJIACHO
MIPUIIOKEHHUIO.

Ipencenarens Kownernu
. . . M. MsacHHuKOBHY
EBpa3miicko¥t SKOHOMHYECKOH KOMHCCHH

IMPUJIOXKEHUE
k Pexomenganuu Komnerun
EBpa3uiickoii 53KOHOMUYECKOH KOMUCCUH
ot 26 ¢espamns 2020 r. Ne 2

PYKOBOJACTBO

10 HCIWCIICHUIO JATH HaJajla OTCIETa CPOKA TOXHOCTH TOTOBHIX JIEKAPCTBEHHEIX opM
JIeKapCTBEHHBIX MIPENapaToB i MEJUITHHCKOTO IPHMEHEHN U BeTEPHHAPHBIX JIEKapCTBEHHBIX
IpenapaToB



1. Hacrosimmee PykoBoacTBO pazpaboTaHo B IEISX YCTAHOBICHUS €IMHOTO MOAX0Ja K
HMCUMCJICHUIO JaThl Hayaja OTCYeTa CpPOKa TOJHOCTH TOTOBBIX JIEKAPCTBEHHBIX (Popm
JEKapCTBEHHBIX MpPENnapaToB s MEIUIMHCKOTO TPUMEHEHUS W BETEPUHAPHBIX
JIEKapCTBEHHBIX IPEINapaToB, BBIMTYCKAEMbIX B OOpallleHHE Ha TaMOXXEHHOW TEeppUTOPUU
EBpazuiickoro 3x0HOMHUYECKOT0 COr03a (J1ajiee — JISKAPCTBEHHBIE MPETapaThl).

2. Hacrosimee PykoBOACTBO HE NPUMEHSETCS B OTHOIIEHUU OMOJIOTHYECKHUX
JIEKApCTBEHHBIX MpenapaToB (BaKIMH, CHIBOPOTOK, TOKCHUHOB W QJUIEPTEHOB), a TaK¥kKe
JIEKapCTBEHHBIX MPENapaToB, MOJTYYECHHBIX C TIPUMEHEHHEM OMOTEXHOJIOTUYECKUX METOJIOB.

3. Hacrosimiee PykoBoacTBO pa3paboTaHO B COOTBETCTBUU ¢ TpeOoBaHUSIMU K
MapKUPOBKE JIEKAPCTBEHHBIX CPEJCTB ISl MEIUIIMHCKOTO MPUMEHEHHS U BETEPUHAPHBIX
JIEKApCTBEHHBIX CPEJICTB, yTBEpKAeHHBIMU Pemiennem Cosera EBpa3uiickoil 5JKOHOMUYECKON
Komuccuu OT 3 HosiOpst 2016 r. Ne 76, u [lpaBmiiamu Hajuiexamieil Tpou3BOCTBEHHOM
NpakTUKU EBpa3suiickOro 3KOHOMHUYECKOI'O COK03a, YTBepkIeHHbIMU Pemenuem CoBera
EBpa3zuiickoil 5KoHOMUYECKON KoMuccuu oT 3 HosiOpst 2016 r. Ne 77.

4. Ucnonp3dyemoe B HacTosmeM PykoBOJICTBE MOHATHE 'dara BbIMMyCKa CEpHUU
JIEKapCTBEHHOI0 Ipemnapara’ oO3HayaeT [aaTy MOANMCAHUS YIIOJHOMOYEHHBIM JIUIIOM
NOKyMeHTa (pa3pellieHHs] Ha peaju3alyi0 CEepUuu JIEKApPCTBEHHOTO Mpernapara),
MOATBEPKJAIOIIET0 COOTBETCTBUE CEPUU JIEKAPCTBEHHOTO IpernapaTta TpeOOBAHUSM,
YCTAHOBJICHHBIM JIMI[EH3UEW Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX IPENapaToB,
PETUCTPAlMOHHBIM JOChE JIEKAPCTBEHHOro mnpemnapara u IlpaBuiamu Hamiexaunieu
IIPOU3BOICTBEHHOM NTPAaKTUKN EBPa3suiicKOro 5KOHOMHUYECKOTO COI03a.

5. Jlata ucteueHus: cCpoka rOJHOCTH CEPUHU JIEKAPCTBEHHOT'O IpenapaTa OTCYUTHIBAETCA C
JIaThI BBIITYCKA 3TOW CEPHH.

6. Jlata BhIIyCcKa CEpUU JIEKAPCTBEHHOTO Ipemnapara, Kak MpaBUIJIO, HE JOJDKHA
npeBbimath 30 KaJ€HIApHBIX JHEW C JaThl MPOM3BOJCTBA ATOM CEPUHU JIEKAPCTBEHHOTO
npemnapara.

7. Ecnu cepus JIEKapCTBEHHOTO Mpenapara BblIycKaeTcsa no3aHee, yem yepes 30 nHeit ¢
JaThl MPOU3BOJICTBA JIEKAPCTBEHHOI'O MpEMNapara, JaTOW BBITYCKa CEpUM M Hayajaa OTCYETa
CpOKa TOJHOCTH JIEKAPCTBEHHOrO IIpemnapara CYUTAETCS JaTa NPOU3BOJACTBA 3TOTO
JIEKAPCTBEHHOr0 IIpemnapara, Kak 3TO omnpenaeneHo B myHkTax 8 — 10 Hacrosmero
PyxoBoacraa.

8. JlaToil mpoU3BOCTBA JICKAPCTBEHHOTO Ipernapara CYMTAETCS JaTa BBIITOIHEHUS IIEPBOM
omepaluu, CBA3aHHOW CO CMEINIMBaHHEeM (apMaleBTUYECKON CYOCTaHIIMM C JPYTUMH
WHIpeIueHTaMu. B OTHOIIIEHUY JIEKAPCTBEHHBIX MPENAPATOB CO CPOKOM T'OJJHOCTH MeHee 12
MecsIeB aaTta mpous3BojacTBa ykaseiBaercsa B dhopmare JJI.MM.ITIT wim JA/MM/IITIT (
JIeHb, MECSII, KaJIeHAAPHBIM T0J) B OCTANIbHBIX ciaydasx — B popmare MM I'TTT, MM.ITIT,
MM/TTTT, MM _ITTT wiu MM IT, MM.IT, MM/I'T, MM _IT (Mecsit, KaJIeHIApHBINA TO).

B oTHoIlIeHNN JE€KapCTBEHHBIX MPENapaTOB, COCTOSALIUX U3 OJHOM (papMarieBTUYECKON
CyOCTaHIIMM B TMEPBUYHOW YIMAKOBKE W HE COJEPKAIIUX IAPYTHMX HUHTPEAUEHTOB, NaTOU



MIPOU3BOJICTBA JICKAPCTBEHHOTO Ipernapara CYUTACTCsl HadallbHasl 1aTta PacoBKU (HATIOJHEHHUS
NEePBUYHON YIIAKOBKH).

Caocka. I[Iynkr 8 ¢ n3mMeHeHneM, BHECEHHBIM pekoMeHaannei Koyuternn EBpasuiickon
sKOHOMHUYECKOM kKomuccuu oT 17.09.2024 Ne 18.

9. JlaTa uctedeHus Cpoka roJHOCTH JICKaPCTBEHHOTO Mpernapara yka3siBaeTcs B (hopmarte
MM ITTT, MM.ITTT, MM/TTIT, MM _ITIT unu MM I'T, MM.IT, MM/IT, MM _TIT (
Mecsll, KajleHIapHbii roxa). JlaToil ucTedeHus Cpoka rOAHOCTH SIBISETCS MOCIETHUMN JEHb
yKa3aHHOTO Mecdila (MpUMephl pacueTa JaThl UCTEUEHUS CPOKA TOJHOCTU JIEKAPCTBEHHOTO
npernapara MpuBeIeHbl COTJIACHO MPUIIOKEHUIO).

Cnocka. IIyHkT 9 ¢ u3MeHeHnuemM, BHECEHHBIM pekoMmeHpanuen Komiernn EBpaszuiickoi
sKOHOMHUYECKOM Komuccuu oT 17.09.2024 Ne 18.

10. B oTHOmIEHNH JIEKApCTBEHHBIX MpenapaToB (Hampumep, paanodapManeBTUIECKUX
JIEKapCTBEHHBIX MpEnapaToB) CO CPOKOM FOJTHOCTH MeHee 12 MecAlleB 1aTa UCTeYEHUs CpoKa
FOJHOCTU YCTAHABIMBAETCS COTJIaCHO OOIIEeMYy MpaBWly MyTeM MpUOABICHUS CpPOKa
TOJIHOCTH K JIaT€ BBIIYCKa CEpUU JIEKAPCTBEHHOTO Mperapara.

11. B oTHOIIIEHUH JIEKapCTBEHHBIX MPEMapaToB CO CPOKOM T'OJIHOCTH OoJiee 12 mecsiieB
JlaTa UCTEYEHHUsI CPOKA TOJHOCTH YCTAHABIIMBAETCS ITyTEM:

MpuOaBJIEHUs CpOKa TOJTHOCTH K JIaT€ BBIMYCKA CEPUU JIEKAPCTBEHHOTO Mperapara — eCiu
JIEKapCTBEHHBIN MTpenapaT Ipou3BeieH no3aHee 15-ro uyncia Mecsna;

npubaBJIeHUs CPOKA TOAHOCTH K JIaTe BBIIyCKa CEPUM JICKAPCTBEHHOTO Mpemnapara, C
yKa3aHUEM MecsIa, IPEANIEeCTBYIONEro TOJyIeHHOMY TIPH MPUOABICHUHN CPOKA TOTHOCTH —
€CJIM JIEKapCTBEHHBIN Mpenapar Mpou3BeaeH 10 15-ro yucna mecdua.

JlaTta ucrtedeHus cpoka rOJHOCTH JIEKAPCTBEHHOTO MpPEINapara OTCUYUTHIBACTCS C JAaThl
BBIIYCKA CEPUU JIEKAPCTBEHHOI'O MPEnapara, a B ciydae, €Ciid IEpUoJ] BpEMEHU MEXKIY J1aTOU
MPOM3BOJICTBA U JIATOM BBIMYCKA JICKAPCTBEHHOTO mpemnapara npepbimaeT 30 KaleHaapHbIX
JHEW — C 1aThl IPOU3BOJICTBA 3TOI0 JIEKAPCTBEHHOIO IIperapara.

12. IIpu WCHOJIBL30BAaHUU HHBIX METOJOB pacueTa UCTECYCHUs] CPOKa TOAHOCTHU
JICKAPCTBEHHOTO IMpemnapara, B PETHUCTPALMOHHOM JOChE JIEKAaPCTBEHHOI'O Mperapara
HE0OXO0IUMO yKa3aTh 00OCHOBAHKME MPUTOAHOCTU MCIOIB3YEMOI0 allbTEPHATUBHOIO METO/Ia
pacdyeTra HCTEYECHUs CPOKa TOJHOCTH JIEKAPCTBEHHOI'O Mpernapara, IMOJYyYEHHOE IyTeEM
BKJIFOUEHHS B MPOTPAMMY HMCCJIEIOBaHUS CTA0OMIBHOCTH CEpUM JIEKApCTBEHHOTO Mperapara,
KOTOPBIE M3Y4YEHBl HAa MPOTSKEHUU TOJHOTO MHTEPBAIA BPEMEHU, B T€UEHUE KOTOPOTO
OCYIIECTBIIAETCS XpaHEHHE ITOr0 JIEKAapCTBEHHOTO Tpemnapara B BHUje HepachacOBaHHOU
MPOAYKIUHU (TTPOMEXYTOYHOTO MTPOAYKTA).

MMPUIJIOXXEHUE
K PYKOBOACTBY 1O HCUHCIIEHUIO AAaThl
Havaia
0TCYETa CPOKA TOJHOCTH TOTOBBIX
JIEKapCTBEHHBIX (POPM JIEKapCTBEHHBIX



IpenaparoB JJIsl MEIUIIMHCKOTO
TIPUMEHEHHS 1
BETEPHHAPHBIX JIEKAPCTBEHHBIX
Ipernaparos

ITPUMEPHI

pacueTa HCTEYSeHHA CPOKa T'OTHOCTH I'OTOBBIX JIEKAPCTBEHHBIX (JOPM JIEKApCTBEHHBIX IPENapaToB
JUIA MeIMIMHCKOTO MPUMCHEHHUA H BETCpPUHAPHBIX JICKAPCTBCHHBIX IPEIapaTOB CO CPOKOM
TOITHOCTH 24 Mecsa

Ob6miee Bpems

Kanennapnas Ilepecunranna
Hata OT Hayajna
JaTa s maTa
Hata HCTEUECHHUS MIPOU3BOJICTBA
Jara ¢acosku [lara Bbimycka HCTCUYCHHUS HCTEYCHUS
MPOU3BOJICTBA cpoka JI0 OKOHYaHHUS
cpoka cpoka
TOJTHOCTH cpoka
TOJTHOCTH TOJTHOCTH
TOJTHOCTH
1 2 3 4 5 6 7
28.01.2015 29.01.2015 30.01.2015 01/2017 31.01.2017 2roma3 mus  01/2017
03.01.2015 04.01.2015 05.01.2015 01/2017 31.01.2017 2 roga 28 gueit 12/2016
03.01.2015 19.07.2015*  21.07.2015 01/2017 31.01.2017 2 roma 28 gueit 12/2016
03.01.2015 04.01.2015 01.02.2015 02/2017 28.02.2017 2 roxa 56 aueit 01/2017

*YKa3bIBaeTCs C yUETOM CIEIYIOUINUX YCIOBHIA:
1) HepacdacoBaHHAst TPOMYKIIHS B BHJIC TAOJIETOK XPaHWIACh B TEUCHHE 6 MECSIIEB /10
CTa/INM YIAKOBKHU B HAJUICKALIUX YCIOBUSIX;
2) CpPOK TOJHOCTH MPOMENKYTOYHOIO MPOJAYKTa U PE3yJbTaThl UCCIEAOBAHUS €TO
CTaOMJIBHOCTH TIPEJICTABIICHBI B PETUCTPAILIMIOHHOM J0ChE JIEKAPCTBEHHOTO MIpenapara.
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