EBPA3ZUHCKAA SKOHOMUYECKASI KOMUCCUA
KOJUVIEI'us1

PEKOMEHIAIHA

«26» deppans 2020 r. Ne 2 r. MockBa

O PyKkoBoACTBE MO HCYHCIEHHIO JATHI HAYAJIA OTCYETA CPOKA FOAHOCTH
rOTOBBLIX JeKAPCTBEHHbIX (JOPM J1eKAPCTBEHHBIX MPENapaToB AJIs
MEINIMHCKOrOo NPHMMeHEeHUst H BeTePHHAPHBIX JIEKaPCTBEHHBIX
npenaparon

Konneruss EBpa3zuiickoif 3KOHOMHYECKOH KOMUCCHUH B COOTBETCTBUU
co cratbamut 30 n 56 [loroBopa o EBpasmiickoM 3KOHOMHUYECKOM COO3€
ot 29 mast 2014 ropa, nyHktoM 14 IlpoTokosa 0 IpUMEHEHNH CaHUTAPHbIX,
BETEPMHAPHO-CAHUTAPHBIX W KAapaHTHHHBIX  (HTOCAaHUTAPHBIX  Mep
(npunoxenne Ne 12 x Iorosopy o EBpasuiicKoM 3KOHOMHYECKOM COHO3€
ot 29 mas 2014 roaa), myHkroM 3 ctathu 3, craTbelf 7, NyHKTOM 3 cTaThH 8
u cratbedl 9 CornamieHusi O €AWHBIX NMPUHLKMIAX M HpaBHiax oOpalLeHus
JIEKaPCTBEHHBLIX CPENCTB B paMKax EBpa3uiickoro KOHOMHYECKOrO CO03a
oT 23 nmexabps 2014 roma, a Takke B 1eniX oOecreueHUsl NMPHMEHEHUS
€IMHBIX TIOIXOMOB K MCUHCIICHUIO CPOKa FOJHOCTH TOTOBBIX JIEKapCTBEHHBIX
($OpM NleKapCTBEHHBIX MpENaparoB JANs MEAUUMHCKOTO NPHMEHEHHS H
BETEPHHAPHBIX JIEKAPCTBEHHBIX IPETApaTOB, BblyCKaeMbIX B obpalleHue Ha

TaMOXEeHHOH TeppuTopuu EBpazuiickoro 3kOHOMUYECKOro CO03a,
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peKOMeHAYyeT rocyfiapcTsaM  —  WieHam  Eppasuiickoro
KOHOMHMYECKOTO COKO3a M0 MCTEUEHHH 6 MECALEB C JaThl OnyGnHKOBaHUS
Hacrosieit Pekomenjaunu Ha oQUIHAIbHOM caiite  EBpasuiickoro
SKOHOMHYECKOr0 COK3a IIpH MCUUCIEHHU CpOKA TOJHOCTH TOTOBBIX
JICKAPCTBEHHBIX (POPM  JIEKAPCTBEHHBIX MPENapaToB Uis MEIHHHHCKOro
NpUMEHEHNUsS M BETEPHMHAPHBIX JICKAPCTBEHHBIX MpenaparoB NPUMCHSTDH
PykoBoACTBO 110 HCUHCIEHHIO JaThl Hadyaja oTcyeTa CpOKa TOIHOCTH

FOTOBBLIX  JIGKAPCTBEHHBIX  (OPM  JIEKAPCTBEHHbIX ~ [Penaparcs Il

COTJIACHO MPUJIOKEHUIO.

Ipencenarens Kosterun
EBpasuiickoit 3KOHOMHYECKOH KOMUCCHU




[MTPUJIOXEHHE

k Pexomennaunn Kosneruu
EBpasuiickoif 3KOHOMHUUYECKOH KOMUCCHHU
ot 26 deBpasist 2020 r. Ne 2

PYKOBOJCTBO
0 HCYHCJICHHIO AaThI HaYyaJjia 0TcieTa Cpoka TOOHOCTH IN'OTOBBLIX
JEKapCTBCHHBIX Cl)OpM JIEKapCTBEHHLIX npenapaTOB AJA MEAUIIHHCKOTO
ﬂpl/lMeHeHl’lﬂ H BeTepl/lHaprIX JeKapCTBEHHBIX IIpenapaToB

1. Hacrosimiee PykoBoicTBo pa3paboTaHo B UENAX YCTaHOBIEHHS
e/IMHOro MojaxoJa K HCUHMCICHHIO AaThl Hadajla OTCYETa CPOKa TOJHOCTH
TOTOBBIX  JIEKAPCTBEHHBIX (OpM  JEKApCTBEHHBIX  IIPENapatoB  Ajis
MEIUIMHCKOTO MPHUMEHEHUs] 1 BeTepHHApHBIX JIEKAPCTBEHHBIX NpPENnapaTos,
BBIMTyCKAaeMbIX B OOpallieHHe Ha TaMokeHHOH Tepputopuy EBpasumiickoro
9KOHOMHYECKOTO COr03a (J1anee — neKkapcTBeHHbIE MPENapaThl).

2.Hacrosimiee  PykoBOACTBO He NpHMEHS€TCS B OTHOLUEHUH
OMONOrHYeCcKUX JIEKapCTBEHHBIX MpenapaToB (BaKIMH, CIBOPOTOK, TOKCHHOB
U aJUlepreHoB), a TakKe JIeKapCTBEHHBIX HpENaparoB, IOIYYEHHBIX C
NpUMeHEeHHEeM OHOTEXHOJNIOTHYECKUX METOOB.

3.Hacrosmiee  PykoBoacTtBO  pa3paboTaHo B COOTBETCTBUM €
TpeboBanusmMM K MapKHpOBKe JEKapCTBEHHBIX CPEACTB JUIS MEIULIMHCKOrO
NMPUMEHEHUs] U BETEPUHAPHBIX JIeKApPCTBEHHBIX CPEJCTB, YTBEPKIAEHHBIMH
Peinennem CoBera EBpa3uiickoil 3xkOHOMHYECKOH KOMHMCCHH OT 3 HOAGps
2016 r. Ne 76, n llpaBunaMu Hajjiexalied NpPOM3BOACTBEHHOH TNPaKTHKU
EBpasuiickoro sKoHOMHYECKOTO COI03a, yTBepkAeHHBIMHU Pemenrnem Coera

EBpazuiickoii skoHoMUYecKOd KoMHccHK oT 3 HOs1Opst 2016 1. Ne 77.
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4. Ucnonp3yemMoe B HacTosiieM PyKOBOJCTBE MOHSTHE «JIaTa BHIMYCKA
CepUM  NIeKapCTBEHHOro  Nperapara»  O3HAdaeT Jary  I[10JIIHCaHusl
YNOMHOMOUYEHHbIM JIMLOM JOKyMeHTa (pa3pelieHHs] Ha peaii3aluio Cepuu
JIeKapCTBEHHOrO Ipenapara), NOATBEPKIAIOUIET0 COOTBETCTBHE CEPHH
JIeKapCTBEHHOT'O IpemnapaTa TpeOOBaHUAM, YCTAHOBJIEHHBIM JNHIICH3MEH Ha
MPOM3BOACTBO JICKAPCTBEHHBIX IPENApaToB, PETUCTPALOHHBIM  JOCHE
JekapcTBeHHOTo mpenapara ¥ [lpaBunamu Hajtexamedl npoW3BOACTBEHHOM
npakTUKU EBpa3uiickoro 3kOHOMHUYECKOT0 COrO3a.

5. Jlata ucredeHHs cpoka FOJAHOCTU CEPUH JIEKAPCTBEHHOIO Mpernapara
OTCUMTBLIBAETCSI C AATHI BBIMYCKa 3TOH CepHH.

6. [lata Bbimycka cepuM JeKapcTBEHHOTO Ipenapara, Kak IpaBHiIo, He
JOJDKHa mpeBblate 30 KajleHZAapHBIX IHEH ¢ JaThl MPOU3BOACTBA 3TOMU
CepuH JIEKapcTBEHHOrO Tpenapara.

7. Ecnu cepus lekapCTBEHHOTO IIperapara BHIMYCKAaeTCs MOo3Hee, YeM
yepe3 30 guelt ¢ narbl IIPOM3BOACTBA JIEKAPCTBEHHOrO Mperapara, AaToi
BBIMYCKa CEpPMHM W Hayajga OTcYeTa CpOoKa TOAHOCTH JEeKapCTBEHHOTO
npernapaTa CHHTaeTCs JaTa MPOW3BOJACTBA 3TOrO JICKAPCTBEHHOTO Mpenapara,
KaK 3T0 onpejeneHo B myHkrax § — 10 Hacrosiero Pykosoncraa.

8. JlaToll mpoM3BOACTBA JIEKAPCTBEHHOTO Mpenapara CUMTaeTcsl aTa
BBIIOJIHEHUS  IIEPBOH  ONepalMH, CBA3aHHOH €O CMELUMBAHHEM
(hapmanieBTHyecKoi CyOCTaHLIMK C JIPYTHMH HHTpeAueHTaMu. B oTHoeHun
JIEKapCTBEHHLIX TPENapaToB CO CPOKOM TOJAHOCTH MeHee 12 mecsieB AaTa
npousBoAcTBa ykaspiBaercsi B popmare JAMMITIT wm JJ/MM/ITIT
(neHb, Mecsil, KajleHIApHBIH roj) B OCTAJBHBIX chydasx — B (opmare
MML.ITTT v MM/TTT (mecsint, kaneHaapHBIH rox).

B OTHOIICHHH JIEKapCTBEHHBIX Npenaparos, COCTOSIILINX
U3 onHoH ¢apmaieBTHUYeCKoi cyOCTaHIMH B NEepPBHYHON ymakoBke

" HE coAepiKalluxX OpYrux HHIPEAHEHTOB, Jatoi Mpon3BOACTBa
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JIEKapCTBEHHOrO  Mpemapara CYMTaeTcs HauajgbHas jgaTa  (acoBKH
(HamosHeHYs MEPBUYHOM YNAKOBKH).

9.laTa ucTeyeHHs CpOKa TOZHOCTH JIEKAPCTBEHHOrO Ipernapara
ykasbiBaeTcst B popmare MMLITIT. wnu MM/ITTT (Mecsu, xaneHnapHbii
ron). [Maroii wucTeueHus: Cpoka TONHOCTH SIBISIETCA [OCHENHKIT JEHb
yKa3aHHOTO Mecsiia (IIpUMepbl pacyeTa OaTbhl MCTEYEHMs CPOKa T'OMHOCTH
JIEKapCTBEHHOI'O MpenapaTa NPUBEAEHbI COTTNACHO TIPHIIOKEHHIO).

10.B  oTHOWEHHWHM  JIEKapCTBEHHBIX  IMpenapaToB  (HarpuMep,
panrohapMalleBTUYECKUX JIeKaPCTBEHHBIX MPENapaToB) CO CPOKOM IOAHOCTH
MeHee 12 MecsleB JaTa HCTEYEHHs CPOKa TONHOCTH YCTaHABIHBAETCH
cornacHo ofuieMy TpaBuiIy MyTeM NpUOaBIeHUs CPoka FOJHOCTH K JaTe
BbINTyCKa CEPHH JICKAPCTBEHHOTO IIperapara.

11.B oTHOLICHHH JIEKApPCTBEHHBIX INIPENapaToB CO CPOKOM T'OTHOCTH
6onee 12 MecsileB 1aTa HCTEUCHHUS CPOKA FOJHOCTH YCTAHABIUBACTCS MyTEM:

nprbaBiIeHns CpoKa rOJHOCTH K JlaTe BHIITYCKa CEPUM JIEKAPCTBEHHOTO
npenapata — eciyd JIeKapCTBEHHBIH Ipernapar Mpou3BeAeH mnosaHee |5-ro
uycia Mecsa;

nprbaBIeHHs CPOKa FOJHOCTH K JlaTe BbIYCKa CEPUH JIEKAPCTBEHHOTO
npernapara, ¢ yKa3aHHeM Mecsla, MPEeALIECTBYIOLIEro IOMy4eHHOMY TpH
npubaBIeHUN CpoKa TOJHOCTH — €CITH JIEKapCTBEHHBIH Npenapar npou3Be/eH
1o 15-ro uncna mecsua.

Jlata ucTeueHMst cpoKa TOJHOCTM JI€KAapCTBEHHOTO Ipernapara
OTCUYMTBIBAETCSA C JAaThl BBIIyCKa CEPMM JIEKApPCTBEHHOro IIpenapara, a B
cltydyae, €ciu IepHoll BpeMEHM MeXAy Jarod IpOM3BOACTBA M JAaTOH
BbIITYCKa JIEKAPCTBEHHOTO Mpemnapara npessiiiaet 30 kaneHAapHBIX AHel — ¢
JiaThl MPOM3BOACTBA 3TOrO JICKAPCTBEHHOTO IIpenapara.

12.TIpu wWcrionb3oBaHMK HHBIX METONOB pacueTa KCTEUCHHs CpOKa

FTOAHOCTH  JICKapCTBECHHOr0  Mpernapara, B pPErucTpalMOHHOM  [OCbE
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JIEKapCTBEHHOr0  MpemapaTa  HeoOXOAMMO  ykazaTb  0OOCHOBaHHe
[PUTOAHOCTH MCIOJIb3YEMOrO aTbTepHATHBHOIO METOa pacdeTa HCTeUCHHUs!
CpoKa roJIHOCTH JIEKAPCTBEHHOTO ITpernapara, oJly4eHHoe IyTeM BKIIOUEHHUSI
B OpOrpaMMmy HCClIeIOoBaHMS CTAOHMIBHOCTH CepHil  JIeKapCTBEHHOTO
npenapara, KOTOpble H3yUYeHbl Ha NPOTLKEHUH TIOJTHOTO MHTEPRAIA BPEMEHH,
B TEYeHHEe KOTOPOro OCYIIECTBIAETCS XpaHEHHE 3TOro JICKapCTBEHHOIO
nperapata B BHIe Hepac(acoBaHHOH MNpPOAYKUHH (IPOMEXYTOYHOIO

MPOAYKTA).




AJS MEIMIHHCKOro NpUMeHeHHUs H BeTepHHAPHBIX JIeKAPCTBEHHBIX NpenapaTos
€0 CPOKOM rOJHOCTH 24 mecsla

[TPUJIOKEHHE

K PyKOBOHCTBy MO UCYUCJICHHIO NAaThl

HayaJjia oTc4yeTa CpoKa roiHOCTH roTOBbIX

ITPUMEPBI
pacuyera MCTeYeHHS CPOKA FOJHOCTH FOTOBBIX JIeKAPCTBEHHBIX (POPM JIeKaPpCTBEHHbIX NpenapaTros

JICKApCTBEHHbBIX (bOpM JIEKapCTBEHHBIX

npenaparoB AJsl MEJULMHCKOIO
NpUMEHEHHUS U BETEPUHAPHBIX
NleKapCTBEHHbIX NpenapaToB

Jlata Obmee BpeMs
Kanennapnas OT Hayaja [lepecuntanHas
Jarta Hara Hara UCTEHEHUS
O3BONCTEA thacosKa BLIMyCKa cpoxa JlaTa UCTe4eHUs NPOU3BOJCTBA J1aTa UCTeYeHUs
1P CONHOCTH CpOKa roJJHOCTH IO OKOHYaHUs CpoKa rOIHOCTH
_ _HH CpOKa rOJAHOCTH
1 2 3 4 5 6 7
28.01.2015 29.01.2015 | 30.01.2015 01/2017 31.01.2017 2 roga 3 nHA 0172017 |
03.01.2015 04.01.2015 | 05.01.2015 01/2017 31.01.2017 2 rona 28 nHeii 122016
03.01.2015 19.07.2015% | 21.07.2015 01/2017 31.01.2017 2 ropa 28 nmuei 12/2016
03.01.2015 04.01.2015 | 01.02.2015 02/2017 28.02.2017 2 roga 56 mueii 0172017

*VKa3bIBaETCS ¢ yUETOM CEYIOIMX YCIOBHii:
1) HepacacoBanHasd MPOAYKIMSA B BHAE TaONETOK XPaHHIACh B TeYEHHE 6 MECALIEB A0 CTAJHH YIaKOBKH B HAIJIEKAIUMX YCIOBHSX;

2) ¢cpOK TOJHOCTH NPOMEXYTOYHOrO MPOAYKTA WU PE3YNMbTAThl HCCIEOBAHHS €ro cTabHIbHOCTH MPEACTARAEHBI B PErHCTPALMOHHOM HOCHE
JIEKapCTBEHHOTO Mpenapara.
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