Pexomennanus Kosuterun EBpa3uiickod 3JKOHOMHYECKOH KOMUCCHH
ot 26 deBpass 2020 r. N 2
"O PykoBOACTBE 110 HCYHUCJICHUIO JAThl HAYAJIA 0TCYETAa CPOKA
TOHOCTH
TOTOBBIX JIEKAPCTBEHHBIX (OPM JIEKAPCTBEHHBIX NMPENapaToB
JJIA MEAULUUHCKOI0 NPUMEHEHHUS M BeTePUHAPHBIX
JIEKAPCTBEHHBIX Npenaparos'

Komneruss EBpa3uiickoifi SKOHOMHYECKONH KOMHCCHM B COOTBETCTBUU cO cTarthsimu 30 u 56
JloroBopa o EBpazniickoM 3KOHOMHYECKOM coro3e 0T 29 masa 2014 rona, nynkrom 14 ITporokona
O IPUMEHEHUU CAHUTAPHBIX, BETEPUHAPHO-CAHUTAPHBIX M KAPAHTUHHBIX (DUTOCAHUTAPHBIX MEp
(npunoxenue N 12 k JloroBopy o EBpa3uiickoM 3KOHOMHYECKOM coro3e oT 29 Mas 2014 rona),
OyHKTOM 3 crtatbu 3, crarbeid 7, myHKTOM 3 ctatbu 8 W ctathedl 9 CornameHust 0 €IUHBIX
OPUHIMIAX W TpaBWiIax oOpalleHus JeKapCTBEHHBIX CpEICTB B paMmkax EBpasuiickoro
HKOHOMHYECKOT0 coi03a oT 23 nexabps 2014 roxa, a Takke B 1ensAX o0eceyeHUs TPUMEHEHUS
€IMHBIX TOJXOJOB K HCYHCIEHUIO CpOKa TOAHOCTH TOTOBBIX JIEKAPCTBEHHBIX (QOpPM
JICKapCTBEHHBIX MPENapaToB JUIsi MEAUIIMHCKOIO IPUMEHEHUS U BETCPUHAPHBIX JIEKAPCTBEHHBIX
IpernaparoB, BBITYCKaEMBIX B oOpallleHHe Ha TaMOXXEHHOW Ttepputopun EBpaszuiickoro
skoHomuyeckoro coroza, PEKOMEH/IYET

rocyaapcrBaM—wieHaM EBpa3zniickoro 5KOHOMHUYECKOI'O CO03a M0 UCTEYEHUH 6 MECSILEB C aThl
onmyOnuMKoBaHUA Hacrosiuled Pekomenmauuu Ha odunumanbHoM —caiite  EBpasuiickoro
HSKOHOMHYECKOI0 CO03a IPHU MCUYHUCICHUU CPOKa TOJHOCTH TOTOBBIX JIEKAPCTBEHHBIX (HOpM
JIEKapCTBEHHBIX IIPENAPATOB I MEAULUHCKOIO IPUMEHEHHUs U BETEPUHAPHBIX JIEKApCTBEHHBIX
IpenapaTroB MPUMEHATh PyKOBOJACTBO 0 MCUMCIECHHIO JaThl Hayaja OTCYETa CpPOKa N'OJAHOCTHU
TOTOBBIX JIEKAPCTBEHHBIX (DOPM JIEKApPCTBEHHBIX NPENAapaToB Ul MEJUIIMHCKOTO IPUMEHEHUS U
BETEPUHAPHBIX JICKAPCTBEHHBIX IIPENApaTOB COIVIACHO MPUIIOKEHHUIO.

ITpencenarens Komnernn
EBpa3niickoil 5JKOHOMHUYECKON KOMUCCHUH
M.MsicHuKOBHY

[Ipunoxenue

K Pexomennannu Komernu
EBpa3niickoil 5JKOHOMHUYECKON KOMUCCUHU
ot 26 ¢eBpans 2020 r. N 2

PYKOBO/JCTBO
1O UCYHUCIIEHUIO JATBI HAYAJIA OTCYHETA CPOKA TOAHOCTU
I'OTOBBLIX JIEKAPCTBEHHbBIX ®OPM JIEKAPCTBEHHBLIX ITPEITAPATOB
JUA MEJIJUIIMHCKOT'O ITPUMEHEHMA 1 BETEPUHAPHBIX
JIEKAPCTBEHHBIX TTPEITAPATOB


file://///tamdoc/14bn0044/%23st30
file://///tamdoc/14bn0044/%23st56
file://///tamdoc/14bn0044/%23pril12p14
file://///tamdoc/14bn0116/%23st3p3
file://///tamdoc/14bn0116/%23st7
file://///tamdoc/14bn0116/%23st8p3
file://///tamdoc/14bn0116/%23st9

1. Hacrosimee PyxoBoacTBo pa3paboTaHO B IIENAX YCTAHOBJICHUS E€IUHOTO TOJIX0/a K
WCYHCIEHUIO JaThl Hauyajga OTCYeTa CpoKa TOAHOCTH TOTOBBIX JIEKAPCTBEHHBIX (POpPM
JIEKapCTBEHHBIX MIPEeNapaToB JJisi MEAUIIMHCKOTO MPUMEHEHHUS U BETEPUHAPHBIX JIEKAPCTBEHHBIX
MpernapaToB, BBIMIYCKaeMbIX B oOOpalleHHMe Ha TaMOXKEHHOH Tepputopun EBpasuiickoro
SKOHOMHYECKOTO COI03a (Janee — JeKapCTBEHHBIE TIPeraparhl).

2. HaCTosuuee P}’KOBOI[CTBO HC NPUMCHACTCA B OTHOLICHUU OMOJIOrMYECKUX JICKAPCTBCHHBIX
IperiapaToB (BaKHI/IH, CbIBOPOTOK, TOKCHHOB H aJ'IJ'IepFeHOB), a TakKiKE JICKAaPCTBCHHBIX
npenaparTros, MOJIYUYCHHBIX C IPUMCHCHUCM OMOTEXHOJIOTUYCCKUX MCTOOOB.

3. Hacrosmee PykoBoacTBO pa3paboTaHO B COOTBETCTBHH ¢ TpeOOBaHUAMH K MapKHUpPOBKE
JIEKapCTBEHHBIX CPEJCTB JUIsI MEIUIIMHCKOrO MPUMEHEHUS] M BETEPUHAPHBIX JIEKAPCTBEHHBIX
cpenctB, yrBepkaeHHbIME Pemennem CoBera EBpasuiickoii dKOHOMHYECKOW KOMHCCHU OT 3
HOs10ps 2016 T. N 76, u [IpaBuiiamMu HajuIeKaIe Mpou3BOICTBEHHON TpakTUku EBpasuiickoro
SKOHOMHUYECKOTO C€O103a, yTBepxkaAeHHbIMU Pemennem CoBera EBpa3uiickoil 3KOHOMHUYECKOU
Komuccuu ot 3 Hosops 2016 . N 77.

4. Ucnonb3yemoe B HacTosiieM PykoBoacTBe MoHsATHE "7HaTa BBINYCKAa CEPUM JIEKAPCTBEHHOTO
npenapaTa" o3HadaeT JaTy MOJANKCAHUS YIIOJIHOMOYEHHBIM JIULIOM JIOKyMEHTa (pa3pelieHus Ha
peanu3aluio Cepuu JIEKAPCTBEHHOrO Ipernapara), HNOATBEP:KJIAIOIIEro COOTBETCTBUE CEpUU
JIEKapCTBEHHOT0 INpenapaTa TpeOOBaHUSAM, YCTAHOBJICHHBIM JIMIEH3HEH Ha MPOU3BOJICTBO
JIEKapCTBEHHBIX IIPENapaToB, PErUCTPAlMOHHBIM JOChE JIEKapCTBEHHOI'O Ipenapara U
[IpaBunamu Haexalen Nporu3BOJCTBEHHON MPAKTUKU EBpa3uilckoro 3KOHOMHUYECKOTO CO03a.

5. JlaTa ucTe4eHus: Cpoka rOAHOCTU CEPUU JIEKAPCTBEHHOTO Mpernapara OTCUUTHIBAECTCS C JIAThI
BBIITYCKa ATON CEpPUU.

6. Jlata BbIIIyCKa CEpUHU JIEKAPCTBEHHOI'O IIpernapaTa, Kak IpaBUIO, HE JOJKHA mpeBbimath 30
KaJICHJapHBIX JHEN C 1aThl MPOU3BOJICTBA ATON CEpUH JIEKApCTBEHHOTO Mpenapara.

7. Ecnu cepust IeKapCTBEHHOTO Ipernapara BbITYCKaeTcs mo3aHee, dyeM depe3 30 qHel ¢ maTs
IIPOM3BOJICTBA JIEKAPCTBEHHOT'O Iperapara, JaTOM BBITyCKa CEpUM M Hadajla OTCYeTa CpPOKa
TOJHOCTH JIGKapCTBEHHOTO IperapaTa CYUTAeTCs Jara MPOM3BOJACTBA ITOTO JEKapPCTBEHHOTO
npenapara, Kak 3T0 OlpeieieHo B nyHkTax 8 — 10 Hacrosimero PykoBoacTsa.

8. JlaToif MpOM3BOJCTBA JICKAPCTBEHHOTO IIpemapara CYUTACTCS JaTa BBITOJTHEHUS TEPBOM
omepariiy, CBS3aHHOW €O CMemuBaHueM (apMaleBTUYECKOW CYOCTaHIIMM C JIPYTHMH
WHTPEIUCHTaMHA. B OTHOIIIEHWW JICKApCTBEHHBIX IMPENapaToOB CO CPOKOM TOJHOCTH MeHee 12
MecsIeB JaTta npousBoacTBa ykaszbiBaercs B popmare I MM.ITTT wnu JJ/MM/ITIT (aens,
Mecs1l, KaJIeHAapHbIA To/1) B ocTalIbHBIX citydasx — B popmare MMLITTT wim MM/TTTT (mecsi,
KaJICHTapHBIN TO).

B oTHOmIeHMH JEKapCTBEHHBIX IIPENaparoB, COCTOSIIMX U3 OAHON (apMaleBTHUECKOM
cyOCTaHIIMM B TEPBUYHOW YIMAKOBKE M HE COJEpXkallluX JpyrMX HHIPEIUEHTOB, JaTou
IIPOU3BO/ICTBA JIEKAPCTBEHHOI'O IpernapaTa CUMTAeTCsl HadaldbHas Jara (acoBKH (HAIOIHEHUS
MIEPBUYHOMN YIIAKOBKH).

9. Jlara ucTeueHusi CpoKa TOJHOCTH JIEKapCTBEHHOrO IpernapaTa yKas3blBaeTcsi B (Qopmarte
MML.ITIT. wiu MM/TTTT (mecsin, kanenaapHblii Tof). JlaToil McTedeHHUS CpOKa TOJHOCTH
SIBJISIETCSL TIOCJICIHUM J€Hb YKa3aHHOTO Mecsima (MpuMepbl pacuera aThl WCTEYEHUs CpOKa
TOJIHOCTH JIEKAPCTBEHHOTO Mpernapara MPUBEICHbI COTIACHO MPHIIOKEHUIO).
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10. B oTHOmEHWHM JIEKapCTBEHHBIX MpernapaToB (Hampumep, paarnodapMaeBTHICCKUX
JICKapCTBEHHBIX MpENapaToB) cO CPOKOM TOJHOCTU MeHee 12 MmecsleB JaTa UCTEUEHUs CpoKa
TOJJHOCTH YCTaHABIMBAETCS COTJIACHO OOIIeMy MpaBUILy ITyTeM MPHOABIECHUS CPOKA FOJHOCTH K
JlaTe BIIyCKa CEpUU JIEKApCTBEHHOTO Mpernapara.

11. B oTHOmIEHNM JIEKaPCTBEHHBIX MPENApaToOB CO CPOKOM TogHOCTH Ooinee 12 mecsueB parta
WCTEUEHHUs CPOKA TOJJHOCTH YCTAaHABIMBACTCS MTyTEM:

npubaBlIeHUs] CpOKa TOAHOCTU K JIaTe€ BBINYCKAa CEpUU JICKAPCTBEHHOTO Ipenapara — €ciu
JIeKapCTBEHHBIN NpenapaTt Npou3Be/ieH no3aHee 15-ro uncna Mecsna;

npubaBlIeHUs CpOKa TOJAHOCTH K JIaTe BBITYyCKa CEPHH JIEKAPCTBEHHOT'O Mperapara, ¢ yKa3aHuem
Mecsia, MPEeAIIECTBYIONIEr0 IOJYyYeHHOMY IMpH NpuOaBIeHUMM CpOKa TOJHOCTH — €CIH
JIeKapCTBEHHBIN Ipemnapar npousseieH 10 15-ro uncna mecdua.

JlaTa ucTedyeHus CpoKa rOJAHOCTH JIEKAPCTBEHHOIO MperapaTa OTCUUTHIBACTCS C JAThl BBIYCKa
CEpHUH JIEKAPCTBEHHOI'O IIpernapara, a B CiIy4ae, €CIM IIepUOJ BPEMEHU MEXKIY JaTou
IIPOM3BOJICTBA U JATOH BBIIIYCKa JIEKaPCTBEHHOTI'O IIpenapata npesbimaeT 30 KaJleHAapHbIX JHEH
— C J1aThl IPOU3BOACTBA 3TOT0 JIEKAPCTBEHHOI'O IIperapara.

12. Ilpu UCHONb30BaHUU MHBIX METOJOB pacueTa MCTEUYEHHUS CPOKa T'OJAHOCTU JIEKApCTBEHHOTO
mpenapara, B PETHCTPAIMOHHOM JOChE JIEKapCTBEHHOIO IIpernapaTa HEO0OXOIUMO yKa3aTb
000CHOBaHKE MPUTOJHOCTH HCIIOIb3YEMOTO albTEPHATUBHOTO METO/[a pacyeTa HCTEUYCHHS CPOKa
TOJHOCTH JIEKapCTBEHHOI'O IIpernapara, IOJIYYeHHOE IIyTeM BKJIIOUYEHUS B IPOrpammy
WCCIICIOBAaHMsI CTAaOMIIBHOCTH CEpUi JIGKAapCTBEHHOT'O IMIperapara, KOTOpble H3Y4YeHbl Ha
MPOTSHKCHUH TIOJIHOTO MHTEpBaja BPEMEHH, B TEUEHHE KOTOPOTO OCYIIECTBISICTCS XpaHEHHE
9TOrO JIEKAPCTBEHHOT'O Ipernapara B BUiE HepachacoBaHHONH HPOAYKIHUH (IPOMEXKYTOYHOIO
MIPOJYKTA).



[Ipunoxenue

Kk PykoBoacTBy

10 MCYMCIICHHIO 1aThl Ha4aJIa
0TCYETa CPOKA FOJHOCTU

TOTOBBIX JIEKAPCTBEHHBI

($hopM JIeKapCTBEHHBIX MTPENapaToB
JUISL MEJULIMHCKOTO IIPUMEHEHUS
1 BETEPUHAPHBIX JIEKAPCTBEHHBIX
IpenaparoB

ITPUMEPDI
PACYETA UCTEYEHUA CPOKA T'OAHOCTU I'OTOBLIX JIEKAPCTBEHHBIX ®OPM
JIEKAPCTBEHHBIX TIPEITAPATOB
JUA MEJULIMHCKOT'O ITPUMEHEHWA 1 BETEPUHAPHBIX JIEKAPCTBEHHBIX
[TPEITAPATOB
CO CPOKOM I'OJJHOCTH 24 MECALA

Oob1ee Bpems

Kanennapnas
Hara 414 oT Hayanma Ilepecuntannas
Hara [Hara Hara  ucreueHus HCTIéquHH MPOU3BOACTBA JaTa UCTECUYCHUS
MPOU3BOJCTBA (PACOBKH = BBITyCKa Cpoka cDOKA JI0 OKOHYAHUSA Cpoka
TOHOCTHU P Cpoka TOQHOCTH
TOIHOCTH
TOJHOCTHU
1 2 3 4 5 6 7
28.01.2015 29.01.2015 30.01.2015 01/2017 31.01.2017 2 roma 3 mus 01/2017
03.01.2015 04.01.2015 05.01.2015 01/2017 = 31.01.2017 2?;‘:;8 12/2016
03.01.2015 19.07.2015" 21.07.2015 01/2017 31.01.2017 2 F;Ife;zg 12/2016
03.01.2015 04.01.2015 01.02.2015 02/2017 28.02.2017 2?112;156 01/2017

*YKa3pIBa€TCs C YUETOM CIIEIYIOIIUX YCIOBUIA:

1) HepacdacoBaHHas MPOAYKIMSA B BUJIIE TAOJIETOK XpaHWIACh B TEUCHUE 6 MECSIIEB JI0 CTAJIUH
YIAKOBKHU B HAJIEKAIUX YCIOBUSX;

2) CpOK TOAHOCTH MPOMEKYTOYHOTO MPOIYKTa U PE3yIbTaThl UCCIEIOBAHUS €r0 CTa0MIBHOCTH
MPEACTABJICHBI B PETUCTPALIUOHHOM J0ChE JIEKAPCTBEHHOTO Mpernapara.
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