EBPA3BUHUCKAA DKOHOMUYECKASI KOMUCCHSI
KOJJIETI' U1

PEKOMEHIAANLNUA

«26» despains 2020 r. Ne 2 r. Mockga

O PykoBoacTBe M0 MCHHCIEHHIO JaThl HAYAJ1a 0TCYeTa CPOKA NOJAHOCTH
rOTOBBIX JIEKAPCTBEHHBIX (POPM JIeKaAPCTBEHHBIX NpenapaToB 1Jis
MeIHIHHCKOr0 NPUMeHeHHsI H BeTePHHAPHBIX JeKAPCTBEHHbIX
npenapaToB

Komnneruss EBpa3suiickol dKOHOMHYECKOW KOMHUCCHUM B COOTBETCTBUHM
co crarbsimu 30 u 56 [loroBopa o EBpa3suiicKOM 3KOHOMHYECKOM COKO3E
oT 29 mas 2014 roaa, nynkrtoM 14 IIpoTokosia 0 mpUMEHEHUH CaHUTAPHBIX,
BETCPUHAPHO-CAHUTAPHBIX M KapaHTUHHBIX  (UTOCAHWUTAPHBIX  MeEp
(mpuitoxkenre Ne 12 k JloroBopy o EBpa3suiiCKOM 3KOHOMHYECKOM COHO3€
or 29 mas 2014 ropga), myHKTOM 3 cTaTbu 3, cTaThedl 7, MyHKTOM 3 CTaThbu 8
u cratheit 9 CorylameHus O eJIMHBIX MPUHLHUIAX U IpaBUiIaxX OOpalieHus
JTeKapCTBEHHBIX CPe/ICTB B paMkax EBpazsuiickoro 3KOHOMHYECKOI'O COHO3a
ot 23 nexabps 2014 roma, a Takke B Leisix OOecHeUeHUs MPUMEHEHHsI
€JIMHBIX TOJIX0J0B K UCUUCIIEHUIO CPOKA T'OJIHOCTH TOTOBBIX JIEKAPCTBEHHBIX
dopM JIeKapCTBEHHBIX MpenaparoB s MEAULUHCKOIO IPUMEHEHUS U
BeTEPUHAPHBIX JIEKAPCTBEHHBIX MpernapaToB, BbITyCKaeMbIX B 0OpallieHHe Ha

TaMOXXEHHOW TePpUTOPUU EBpa3zniickoro 3KOHOMHUYECKOIO CO03a,
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peKoMeHAYeT rocygjapcTBaMm  —  wieHaMm  EBpasuiickoro
SKOHOMHYECKOI0 COI03a 0 UCTEUEHUH 6 MecsleB C AaThl OMyOJMKOBAaHMUS
Hactosied Pekomenmaumm Ha oduuMameHOM caiite  EBpasuiickoro
SKOHOMMYECKOTO C€OI03a IPU HCUHCIEHHM CpPOKa TOJHOCTH TOTOBBIX
JIeKapCTBEHHBIX (OpPM JIeKapCTBEHHBIX IpenapaToB JAIs MEIUILMHCKOrOo
MPUMEHEHHsSI W BETEPUHAPHBIX JIEKAPCTBEHHBIX IIPENapaToB IIPUMEHSThH
PyKOBOJCTBO MO MCUMUCICHUIO JaThl Hayajla OTcYeTa CPOKa TOJHOCTH
FOTOBBEIX  JIEKAPCTBEHHBIX (OpPM  JIEKAPCTBEHHBIX  IIpernaparoB  Uis

MEIUIIMHCKOTO MPHUMEHEHUsI U BETEPUHAPHBIX JIEKAPCTBEHHBIX NpenapaToB

COrJIacHO MPHUITOKEHHTO.

[Ipencenarens Kosterun
EBpasuiickoil 3KOHOMUYECKON KOMUCCHUU



[TPHUJIOXKEHUE

K Pexomennanun Komnernu
EBpa3zuiickoil 5KOHOMUYECKOW KOMUCCHH

ot 26 depasst 2020 r. Ne 2

PYKOBOACTBO
MO0 HCYHUCJTICHHIO 1aThl HAYAJa OTCHETA CPOKA N'OAHOCTH I'OTOBBIX
JERAPCTBCHHBIX (l)OpM JIEKAPCTBEHHBIX NpenapaToB it MEAHIMHCKOTO
NMPHMECHCHHS U BETCPUHAPHBIX JICKAPDCTBCHHBIX IIPeEIaparToB

1. Hacrosimiee PykoBoAacTBO pa3zpaboTaHO B LEJSX YCTAaHOBJICHUS
eIMHOr0 MOoJAXOAa K MCYUCIICHUIO JaThl Hadajga OTCYeTa CpoKa I'OJHOCTH
FOTOBBIX  JIEKapPCTBEHHBIX  (OpM  JIeKapCTBEHHBIX  MpernaparoB  JJIs
MEIUIIMHCKOTO MPUMEHEHMS] U BETEPUHAPHBIX JIEKAPCTBEHHBIX MpPENnaparos,
BBIMIyCKAaeMbIX B oOOpallleHHe Ha TaMOXeHHOUW Tepputopuu EBpaszuiickoro
KOHOMHYECKOT0 CO03a (Jlajiee — JIeKapCTBEHHbIE Ipenaparhl).

2. Hactosiiiee  PykoBoACTBO HE NpPUMEHSIeTCSs B OTHOLLIEHUH
OMOIOTHYECKHX JTeKaPCTBEHHbIX MpenapaToB (BaKLUMH, CBIBOPOTOK, TOKCUHOB
M aJUIepreHoB), a TaKXke JEKApCTBEHHBIX I[IPErnaparoB, IOJYYEHHBIX C
NpUMeHeHHeM OMOTEXHOIOTHYECKMX METOIOB.

3. Hacrosimee PykoBoacTBo  pa3paboTaHO B COOTBETCTBHHM €
TpeboBaHUSIMU K MapKHUPOBKE JIEKAPCTBEHHBIX CPEACTB JJIsI MEAULIMHCKOTO
MPUMEHEHHUs] U BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB, YTBEPMKIAECHHBIMU
Pemiennem CoBera EBpa3suiicKOM SKOHOMUYECKOM KOMHUCCHH OT 3 HOSIOpsi
2016 1. No 76, u IlpaBuyiammu Hajaiexalled NPOU3BOACTBEHHOW MMPAKTUKH
EBpa3uiickoro 3K0HOMHUYECKOTO cOr03a, yTBepxaeHHbIMU Pemennem CoBera

EBpazuiickoit sKoHOMHYeCKOH Komuccuu oT 3 HosiOpst 2016 1. Ne 77.
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4. Vicnionb3yemoe B HacTosiieM PyKOBOJICTBE MOHSTHE «J1aTa BBIMYCKa
CepuM  JIGKApCTBEHHOI'O  Iperapara»  O3HayaeT Jary  MOJANMCAHHS
YIOJITHOMOYEHHBIM JTMIIOM JIOKYMEHTa (pa3pelleHus] Ha peau3aluio Cepruu
JIEKapCTBEHHOTO IIpemnapara), MOATBEPKAAIOIIETO COOTBETCTBUE CEpPHUU
JIEKapCTBEHHOTO Tpernapara TpeOOBaHUSIM, YCTAHOBJICHHBIM JIMIIEH3UEH Ha
MMPOM3BOJICTBO  JIGKAPCTBEHHBIX IpENapaToB, PerucTpalluOHHBIM  J0Che
JeKapcTBEeHHOTO npenapata U IIpaBunamu Hajexaieid npou3BOACTBEHHON
MpaKTUKHA EBpazuiicKOro 3KOHOMUYECKOTO COrO3a.

5. /laTa ucreueHus: cCpoka rOQHOCTH CEpUH JIEKAPCTBEHHOIO Iperapara
OTCYMTBIBACTCS C AAThl BBIITYCKA 3TOM CEpHUHU.

6. Jlata BBIMyCKa cepUH JIEKAPCTBEHHOIO Mpenapara, Kak MpaBuiio, He
JoJbKHA TipeBbliaTh 30 KaJleHJapHBIX JIHEeW ¢ Jarbl MPOU3BOJACTBA ITOU
CepUH JIEKAPCTBEHHOT0 Mpernapara.

7. Ecniu cepus JleKapCTBEHHOTO TMpernapara BBITYCKAeTCsl TO3/IHee, YeM
yepe3 30 AHeW ¢ JaThl MPOW3BOJICTBA JIEKAPCTBEHHOr'O Ipenapara, JaToi
BBIIIyCKAa CEpUM M Hayaja oTcyeTa CpOKa TIOAHOCTH JIEKaPCTBEHHOTO
npernapara CUMTaeTCs Jara IIPOU3BOJACTBA ATOT0 JIEKAPCTBEHHOTO Mpenapara,
Kak 9To onpejesneHo B nyHkrax 8 — 10 Hacrosumero PykoBoacraa.

8. JlaToit mpou3BOJICTBA JEKAPCTBEHHOI'O Mpernapara CUUTaeTcs jaTa
BBITIOJIHEHUS] ~ TEPBOM  Omepaluy, CBI3aHHOH €O CMENIMBaHHUEM
GapmaneBTHYECKON cyOCTaHLIUK ¢ APYTUMU UHIpequeHTaMu. B oTHOUIeHWH
JIEKapCTBEHHBIX MpenapaToB CO CPOKOM TOJHOCTH MeHee 12 mecsieB mara
npou3BojcTBa ykaseiBaercs B gopmare JJMMITIT wnu JI/MM/IITTT
(leHb, Mecsill, KalleHJapHBIA ToJl) B OCTabHBIX clydasx — B Qopmare
MML.ITTT v MM/TTTT (mecsiu, kaneHAapHblid o).

B OTHOUIIECHUU JIeKapCTBEHHBIX npernaparos, COCTOSIIIIHUX
M3 OnHOHW (apmMaleBTUUECKOH CyOCTaHIIMM B TMEpPBUYHON yMaKOBKe

151 HE coJepKalux  ApPYrux  HUHIPECAUMCHTOB, ,Z[aTOﬁ MpoOnU3BOACTBA
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JeKapCTBEHHOIO — Tperapara  CYMTaeTcsl HaudalbHas — Jjara  (acoBKH
(HarmoJHEeHHs MEPBUYHON YITAaKOBKH).

0.Jlata wucreyeHHsi CpOKa TOAHOCTH JIEKAPCTBEHHOIO Iipernapara
ykaszpiBaercs B popmare MM.ITTT. win MM/ITIT (mecsn, kaneHaapHbli
roja). JlaToii wucTedeHus cpoKa TOJHOCTH SIBJISIETCS IIOCIEIHUN JE€Hb
yKa3aHHOro Mecsla (ImpuMepsl pacdyeTa AaThl MCTEYEHHs CPOKa TOJHOCTH
JIEKApPCTBEHHOTO Mpernapara MpuBe/IeHbl COTIACHO MPUIIOKEHHUIO).

10.B  oOTHOIIEHMM  JIEKAPCTBEHHBIX  IpemapaTtoB  (Hampumep,
pajauodapmMaleBTHIeCKHUX JIEKAPCTBEHHBIX IIPENapaToB) CO CPOKOM I'OAHOCTH
mMeHee 12 MecsleB JaTa HCTEUEHMS CPOKa TOJHOCTH YCTaHABIMBAETCS
corjacHo oOIIeMy MpaBWJy MyTeM MpUOaBiIeHUs CpoKa TFOAHOCTH K Jare
BBIMTYCKA CEPUU JIEKAPCTBEHHOIO Mperapara.

11.B oTHOUWIEHWH JIEKApCTBEHHBIX INpEenaparoB CO CPOKOM TI'OJHOCTH
6osiee 12 MecsleB 1aTa UCTEYEHHUS CPOKA TOJHOCTH YCTAHABIUBAETCS MYy TEM:

npubaBieHusl CpoKa FOJHOCTH K JJaTe BBIITYCKA CEPUU JIEKAPCTBEHHOTO
npenapara — eciii JIEKapCTBEHHBIM IpemapaT Npou3BeAeH mnosaHee 15-ro
yucIia Mecsla;

npubaBsieHusl CpoKa FOJHOCTH K J1aTe BBIMYCKA CEPUH JIEKAPCTBEHHOIO
mpemapara, ¢ yKazaHMeM Mecsla, NPeAlIeCTBYIOIIEro IMOJyYEHHOMY IIpU
npuOaBIeHUH CPOKa TOJJHOCTH — €CJIN JIEKApCTBEHHBIN IIperapar Ipou3BeIeH
no 15-ro yucna mecsua.

Jlatra uWcTeueHUs] CpOKa TOJHOCTU JIEKAPCTBEHHOI'O IIperapara
OTCYMTELIBAETCSI C JaThl BBIYCKA CEpPUM JIEKAPCTBEHHOI'O IIperapara, a B
cilydae, eclid TEephoJl BPEMEHM MEXJy JaTod NPOM3BOACTBA M JaTOM
BBIMyCKA JIeKapCTBEHHOTO Mpemapara npesbiiaeT 30 KajJleHJapHbIX JHEH — ¢
TaTHI MIPOU3BOJICTBA ATOTO JIEKAPCTBEHHOIO IIpenapara.

12.1Ipu HWCHONB30BAHMM HHBIX METOJOB pacyeTa HCTEYEHHsI CPOKa

FOOJHOCTH  JICKAPCTBCHHOI'O  IIpeliapaTta, B  PETHCTPALIMOHHOM  JOCHE
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JEKapCTBEHHOTO  Ipemaparta  HeoOXoJMMO  yKazarb  OOOCHOBaHUE
IPUTCOHOCTH UCIOJIb3YEMOr0o aJIbTEpHATUBHOIO METO/ia pacyeTa MCTEUEHHUsI
CpOKa MOJIHOCTH JIEKAPCTBEHHOTO TIPerapara, MoJiyueHHOe IyTeM BKITHOUEHHU
B IpOrpamMMy HCCJIEJOBaHUs CTAaOUJIBHOCTH CEPHH  JIEKAPCTBEHHOIO
npernapara, KOTopble H3y4eHbl Ha MPOTSHKEHNUHU MOJHOTO HHTEPBAJla BpEMEHH,
B TEUEHHE KOTOPOI'0 OCYLIECTBISIETCS XPAaHEHHWE OTOr0 JIEKAPCTBEHHOIO
mpemapata B Bujae Hepac(acoBaHHOW MPOAYKUMH (IIPOMEXKYTOUHOIO

MPOJIYKTa).




‘eredenadil o1o0HHIGLIdRIDI

29001 wonHoHIed1omnIad € 9HOUERIOYadl MIDOHAIUQRLY OId KHHREOWAIDOoW MMreldrdead m emArodn oloHmollxawodn HI0HTOI 3odd (7
‘XEHEOIDK XAMTRNOUTEH g HIEG0NRIA HHITRLO OX g9TKO9W Q SOMHORAL € 90eIHHEdX N0o1aIgel orud g sumiArodn seHHRg0OR(OIRdoH (]
MHEOLIA XHIMIOIATD10 WOLShA O BOLOBEIIERN £

L10T/10 | WOHT 96 BIIOI T L10T'T0'8T L102/20 | S10TTO10 | SI0T1070 | SIOTT0'E0
910T/Cl mu:n,w.m BIOI 7 LIOT10°1¢ LTOT/TO S10T°L0'TC | LST0TLO6] 10T 10°¢0
- 9107/Cl VOHI 87 BIIOI T L10TTI01¢E L10T/T0 C10ZC'10°S0 | SIOTTO0V0 S10C'10°¢0
L10T/10 BHY ¢ BXOI 7 LIOCTO TS LTOT/T0 S10T°10°0¢ | ST0TI0°6C S10C 10°8¢C
L 9 S 14 3 € !
MULOOHIOI BIOdD .
HLOOHY O
HULOOHITOJ BY0dd KMHBRHOMO OIf HULOOHTO0I BY0dD
exodo eMOALIIg" migoded eaLorogenodl
EWHOhOLOU BLRY paLorOogern0dI EWHOhJ1OM BLRY
EUHORILOU eLe[f ele]f BLE]]
KBHHBLURO2d | BIBHEH LO yeHdeTHAIRY
AR
swadd 231m9()

BIEIIN $7 ULIOHT0I Wododd 0d
goredenadu xiaapIgrddeydsr xiaHdeHndoLdg H BHHIHOWHA I 0I0MIHHIIHIOW BI'T
goredenadn xiandgLddedsr wdod xIaHHIgLIdENIIr XI990L01 HLIOHTOI BM0odd BHHIRILOH BLohoed

IdANHNdI

goledenadu xigHHogLodeNOIr
xigudenndorog U BKUHoOHAWHALI
OJOMOHUITHITONW KUY goledenadu
x1gHHag10dexarr wdod xiaHHagLodeNAIr
XI99010J ULOOHI0J eM0d) BLORhJLO BIrBRhEBH
191 OIMHOIIOMKOM Ol A910090MA X

ANHAXOIMNdLI



