[lokyMeHT npeaocTaBneH KoHcynbTaHTINoc

KONNErnA EBPASUMCKOMN SKOHOMMUYECKON KOMUCCUU

PEKOMEHOALUMA
ot 26 ¢peBpana 2020r. N 2

O PYKOBOACTBE
MO UCYUCNEHUIO JATbI HAYAIA OTCYETA CPOKA FOJHOCTM FOTOBbIX
NEKAPCTBEHHbIX ®OPM JIEKAPCTBEHHbIX NMPEMAPATOB
ANA MEAULMHCKOrO NPUMEHEHMUA U BETEPUHAPHbIX
NEKAPCTBEHHbIX NPENAPATOB

Konnerna EBpasuiiCKOM 3KOHOMMYECKON KOMUCCUWM B COOTBETCTBMM cO cTatbamu 30 m 56
JdoroBopa o EBpasmMickom 3KOHOMMYECKOM coto3e oT 29 mas 2014 roga, nyHkTom 14 MpoToKona o
NPUMEHEHUN CaHUTApHbIX, BETEPUHAPHO-CAHUTAPHLIX W  KApPaHTUHHbIX (PUTOCAHUTApPHbBIX Mep
(npunokeHme N 12 Kk loroBopy 0 EBpasnicKoOM aKOHOMMYECKOM coto3e oT 29 mas 2014 roga), NyHKTOM
3 ctatbu 3, cTaTbel 7, NnyHKTOM 3 cTaTbu 8 U cTaTbert 9 CornaleHnsa o eguHbIX NPUHLUMMAAX U NpaBuaax
06paLLeHMA NeKapCTBEHHbIX CPeACTB B paMKax EBpa3snIMCKOro sKOHOMMYECKOro coto3a oT 23 aekabps
2014 ropa, a TaKkKe B uensx obecneyeHUA MPUMEHEHUS eAMHbIX MOAXOL0B K MCHMC/IEHUIO CPOKa
ro4HOCTWN rOTOBbIX JIEKAPCTBEHHbIX GOPM NEKAPCTBEHHbIX NPENapaTos AN1A MeAULMHCKOTO NPUMEHeEHMA
M BETEePMHAPHbIX JIEKAPCTBEHHbIX MPENAPaToOB, BbIMNYCKAaeMblX B OOpaleHWe Ha TaMOMKEHHOM
TeppuTOopUn EBPa3MIACKOro SKOHOMMYECKOTO COHO3a,

pekomeHAayeT rocyaapcrsam - yneHam EBPasmMiACKOro SKOHOMWMYECKOro COko3a MO UCTEYEHUMU 6
MecsiLeB C aaTbl onybaMKoBaHMA HacToslwen PekomeHaauuu Ha oduumanbHoOm cante EBpasuinckoro
SKOHOMMYECKOTO CO3a MNPW  UCYMC/IEHUM CPOKA TFOAHOCTU TOTOBbIX JIEKAPCTBEHHbIX ¢$opm
JIeKapPCTBEHHbIX MNpenapatoB AaAa MeOUUMHCKOTO MNPUMEHEHMA UM BETEPUHAPHbIX J1IeKAaPCTBEHHbIX
npenapatoB NPUMMEHATb PYKOBOACTBO NO MUCYMC/IEHMIO AaTbl Hayasla OTcYeTa CPOKa roAHOCTU FrOTOBbIX
NeKapcTBeHHbIX GOpM IeKapCTBEHHbIX MpenapaTos A8 MeAMLUMHCKOro NPUMEHEHUA N BeTepUHaPHbIX
NIeKapCTBEHHbIX NPenapaToB COrnacHO NPUMOMNKEHUIO.

MNpeacenatens Konnernun
EBpasuniicKo 3KOHOMMYECKOI KOMUCCUM
M.MACHUKOBWY
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MpunnoxkeHune

K PekomeHgauun Konnerum
EBpasuniickoi 3KOHOMUYECKOM KOMMUCCUM
oT 26 ¢peBpana 2020r. N 2

PYKOBO/ACTBO
No UCHNCNEHUIO AATbI HAYANIA OTCHETA CPOKA TOAHOCTU FOTOBbLIX
NEKAPCTBEHHbIX ®OPM JIEKAPCTBEHHbIX MPEMNAPATOB
ana MEANUMNHCKOIo NPUMEHEHUA U BETEPUHAPHbDIX
NEKAPCTBEHHbIX MPEMNAPATOB

1. HacTtosuwee PykoBoACTBO pa3paboTaHo B LENAX YCTAaHOBAEHUA eAMHOTO NoAXoAa K UCHUCIEHUIO
[aTbl HAYaNa oTcyeTa CPOKa roAHOCTU FOTOBbLIX JIEKAPCTBEHHbIX GOPM NEeKAPCTBEHHbIX NpenapaTos Ana
MEAVUMHCKOTO TMPUMEHEHUA U BETEPMHAPHbLIX JIEKAPCTBEHHbLIX MPENapaToB, BbINyCKaemMbIX B
obpalleHMe Ha TaMOXeHHOW TeppuTopun EBpasMiickoro sKOHOMWMYECKOro cotosa (Janee -
JleKapCcTBeHHbIe Npenaparbl).

2. HacroAawee PykoBOACTBO He nNpuMeHAeTcA B OTHOLWeEeHWUn 610N0rMYeCcKNX NEeKapCTBEHHbIX
npenapartos (BaKLI,VIH, CbIBOPOTOK, TOKCMHOB U aI'IJ'IepI'EHOB), a TaKXe NeKapCTBEHHbIX MpenaparTos,
NOZIy4E€HHbIX C MPUMEHEHUNEM 6MOTEXHONOTUYECKMX MeTOo40B.

3. Hacrtoswee PyKoBoAcTBO pa3paboTaHO B COOTBETCTBUM C TpeboBaHMAMM K MaApPKUPOBKe
JIEKapCTBEHHbIX CPEACTB ANA MEAULMHCKOIO NMPUMEHEHUS U BETePUHAPHbIX NEeKAPCTBEHHbIX CPeacTs,
yTBepXAeHHbIMKN PelwneHnem CoseTa EBpa3niicKo SKOHOMMYECKON Komuccum oT 3 HoAbpA 2016 1. N 76,
n MpaBunamu Hagne)kallel Npov3BOACTBEHHON MPAKTUKU EBPA3sMIiCKOro 3KOHOMMYECKOTO COH03a,
yTBEpPXKAEHHbIMKN PewieHnem CoBeTa EBpasniickoin sSKOHOMUYECKO KoMUccum oT 3 Hoabpa 2016 . N 77.

4. Ucnonb3yemoe B Hactosalwem PykoBoacTBe noHsTME "AaTa BbiMyCKa CEPUM JIEKAPCTBEHHOTO
npenapata" o3HayaeT AaTy NOAMUCAaHUA YMNOJHOMOYEHHbIM JINLOM [OKYMeHTa (pa3pelleHusa Ha
peanusaumio  Cepuu  JIeKapCTBEHHOro npenapaTta), MNOATBEP’KAAIOWEero COOTBETCTBME  CEepuM
JNIeKapCTBEHHOro  npenapata TpeboBaHMAM, YCTAaHOBNEHHbIM  /JIMLEH3MEeN Ha NpPOM3BOACTBO
NIeKapPCTBEHHbIX MNpenapaToB, PerncTpaumMoHHbIM [A0Cbe NeKapCTBEHHOro npenapaTta u [lpasunamu
Hagnexallel Npon3BoACTBEHHOM NPAKTUKM EBPa3MMCKOro SKOHOMMUYECKOTO CO3a.

5. [laTa UCTeYyeHUn CpoKa rogHOCTU CEepUM NIeKapCTBEHHOro Mpenaparta OTCYMTbIBaeTCA C AaThbl
BbIMYCKa 3TOW Ccepumn.

6. [laTta BbiNyCcKa cepum NeKapCTBEHHOro npenaparta, Kak nNpaswno, He Ao/KHa npesbiwats 30
KaneHOapHbIX AHEeN ¢ AaTbl NPOM3BOACTBA STOW CEPUM JIEKAapCTBEHHOMO Npenapara.

7. Ecan cepua nekapcCTBeHHOro npenapaTa BbiNycKaeTca nosgHee, yem yepes 30 aHen ¢ gathbl
Npou3BOACTBa JIEKAPCTBEHHOTO NpenapaTta, 4aToM BbiMyCKa CEPUM M Ha4yasNa OTCYETa CPOKA FoLHOCTU
NIeKapCTBEHHOrO NpenapaTa CYMTaeTCcA AaTa MPOU3BOACTBA 3TOrO JIEKAPCTBEHHOrO Npenaparta, Kak 3To
onpeaeneHo B NyHKTax 8 - 10 HacToAwero PykosoacTaa.

8. [atoil npou3BOACTBa /IEKAapCTBEHHOrO MpenapaTa CyYMTaeTcA JaTa BbINOSHEHUA MepBoi
onepawmn, CBA3AHHOM CO CMeLLMBaHMEM PapMaLEBTUYECKON CyOCTAHUMM C APYTMMU MHIpeaneHTamu. B
OTHOLUEHWUM NIEKAapPCTBEHHbIX NPEenapaToB CO CPOKOM roAHOCTU MmeHee 12 mecAueB aaTta NPOM3BOACTBA
yKasbisaetca 8 popmate AA4.MM.ITIT nan 40/MM/ITIT (aeHb, mecau, KaneHaapHbIi roa) B 0CTanbHbIX
cnyyasx - 8 popmare MM.ITIT uan MM/TTTT (mecau, KaneHaapHbIN roa).

B oTHOWeHUn NEKaPCTBEHHbIX NMPenapaToB, COCTOALWNX U3 0AHOI7I d)apMaLLEBTquCKOﬁ CY6CTaHLI,MVI
B I'IepBMLIHOI‘/JI YNaKOBKE U HE coaepXalnmx Apyrux UHrpeaneHTos, ,u,aToﬁ npon3soacTBa JIEKAPCTBEHHOTO
npenaparta CHUTAETCA HaY4a/ibHaA AaTa d)aCOBKM (Hal’lO}'IHeHWr'I HepBVI‘-IHOﬁ yrlaKOBKI/I).
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9. [aTta uWCTe4YeHWss CPOKa roAHOCTM JIeKapCTBEHHOrO Mpenapata YyKasbiBaeTcs B ¢opmaTte
MM.ITTT. wan MM/TTTT (mecau, KaneHgapHblid roa). [aTol UCTEYEHUA CPOKa roAgHOCTU ABAAETCA
nocnefHuin AeHb YyKasaHHOro Mecsaua (npumepbl pacyeTa Aatbl WUCTEYEHMA CPOKa TOAHOCTU
JIeKapCTBEHHOrO NpenapaTa NpuBeAeHbl COrTacHO MPUJIOXKEHUIO).

10. B OTHOWEHWWM JNEeKapCTBEHHbIX nNpenapaToB (Hanpumep, paguodapmaLeBTUYECKUX
NeKapcTBEHHbIX NPEenapaToB) CO CPOKOM rogHOCTU MmeHee 12 mecALeB AaTa UCTeYEHUS CPOKa roAHOCTM
YCTaHaB/MBAETCA COrNIaCHO obwemy npasuay nyTem NpubaBieHUs CpoKa FOAHOCTU K AaTte BbiMycKa
Cepun IeKapCcTBEHHOro npenapara.

11. B OTHOLIEHMN NIEKAPCTBEHHbIX MPEnapaTtoB CO CPOKOM roAHocTU bosee 12 mecAuesB AaTa
ncre4yeHnAa Cpoka roqHoOCTH yCTaHaB/IMBAETCA NyTeM:

ﬂpMGaBHEHMﬂ CPpOKa TroaHOCTM K JAaTe BbliNyCKa Cepun NEKAPCTBEHHOroO npenapata - ecin
HEKapCTBEHHbIﬁ npenapart npounsseneH no3gHee 15-ro uncna mecauga;

ﬂpMGaBHEHMﬂ CPOKa rogHoCT K Agate BbliNyCKa CEPUN NEKAPCTBEHHOIO npenaparta, C yKkasaHnem
mecAaua, npeawecTsyrowero noay4yeHHomy npu I'IpVI6aBI'IEHVIM CPOKa rogHoctun - ecnm }'IeKapCTBEHHbIﬁ
npenapart nponsseneH 4o 15-ro uncna mecaua.

[lata ucTeyeHMa CPOKa rofiHOCTU /IEKapCTBEHHOro npenaparta OTCYMTLIBAETCA C AaTbl BbIMycKa
cepuu IeKapCTBEHHOrO npenapaTta, a B C/lydae, ec/im Nepuos, BpeMeHN MeKay OaTol Npou3BoACTBa U
[aToW BbIMYCKa JIeKapCTBEHHOrO npenapara npesbiwaeTt 30 KaseHAapHbIX AHEN - C A4aTbl NPOU3BOACTBA
3TOrO /IeKapCTBEHHOTO npenapara.

12. MpK MCNONb30BAHMM UHbIX METOAOB pPacyeTa MCTEYEHUA CPOKa FOAHOCTU JEKAPCTBEHHOrO
npenapara, B PErMcTPaLMoOHHOM A0Cbe IeKapCTBEHHOMO NpenapaTta HeobXoAMMO YKasaTb 060CHOBaHUe
NPUrogHOCTU  WUCNOJIb3YeEMOro a/fbTEPHATUBHOrO METOAA pPacyeTa WCTeYEHMSA CPoKa TOAHOCTM
NleKapcTBEHHOTO Npenapara, No/lyyeHHoe NyTem BKAOYEHMA B NPOrpaMmy UCCe0BaHMA CTabUIbHOCTH
Cepuit NeKapcTBEHHOro npenaparta, KOTopble U3yYeHbl Ha NPOTAXKEHUWN NONHOTO MHTepBana BPeMEHW, B
TEYEHME KOTOPOrO OCYLLECTBASETCA XpPaHeHWe 3TOro JIeKapCTBEHHOro npenapata B Buae
HepacpacoBaHHOW NPOAYKUMM (MPOMEIKYTOUYHOTO NPOAYKTA).

MpunoxkeHune

K PyKoBOACTBY NO MCYHNCNEHUIO
OaTbl HAYaNa oTcyeTa CPoOKa
roAHOCTW rOTOBbIX JIEKAPCTBEHHbIX
$OopM neKkapcTBEHHbIX NpenapaTos
ANA MeANLUNHCKOTOo NpUMeHeHuA
N BETEPUHAPHbIX IeKapCTBEHHbIX
npenapaTos

NPUMEPbHI
PACYETA UCTEYEHUA CPOKA FrOAHOCTU rOTOBbIX TIEKAPCTBEHHbIX ®OPM
JNEKAPCTBEHHbIX NMPEMAPATOB /194 MEAULUWUHCKOIo NPMMEHEHUA
U BETEPUHAPHbBIX IEKAPCTBEHHbIX MPENAPATOB
CO CPOKOM roagHOCTH 24 MECALA

Jata [ata Jata Jata KanengapHasn Obuee MNepecuunta
npoussoacTs | ¢$acoBKu BbIMyCKa ncTeyeHus hara Bpema OoT | HHaA AaTa




a CpoOKa ncreyeHun Havana nucTeyeHmsn
roaHocTu CpOKa npoussoAacT CpoOKa
rogHoCTH Ba A0 ro4HOCTU
OKOHYaHUA
CpOKa
ro4HOCTU
1 2 3 4 5 6 7
28.01.2015 29.01.2015 30.01.2015 01/2017 31.01.2017 2roga3 01/2017
AHSA
03.01.2015 | 04.01.2015 | 05.01.2015 01/2017 31.01.2017 2 roga 28 12/2016
aHen
03.01.2015 19.07.2015 21.07.2015 01/2017 31.01.2017 2 roga 28 12/2016
<*> aHem
03.01.2015 | 04.01.2015 | 01.02.2015 02/2017 28.02.2017 2 roga 56 01/2017
AHel

<*> YKa3bIBaeTCA C yYETOM CAeAYIOLNX YCNOBUIA:

1) HepacdacoBaHHan nNpoaykuma B Buae TabneTok XxpaHuMnacb B TeyeHue 6 mecsAues 40 CTaauu

YMaKOBKW B HaANEXKaLUMX YCNOBUAX;

2) CPOK roAHOCTM MPOMENKYTOUYHOrO MPOAYKTa M pe3ynbTaTbhl UCCAEA0BaHUA ero CcTabuabHoCTU
npeacTaBAeHbl B perncTpalMoOHHOM A0Cbe fieKapCcTBEHHOro nNpenapara.




