[MTPUJIOKEHUE

K Pexomennarmmu Komrernm

EBpa3zuiickoil 5KOHOMUYECKOU KOMUCCUU
oT Ne

PYKOBOACTBO
110 HAYAJIy 0TCYeTa CPOKA FOAHOCTH
JIEKapCTBEeHHBIX opm

1. Hacrosmee PykoBOACTBO pa3paboTaHO C IENbI0 YCTAHOBJICHUS
€IUHOTO TMOJAXO0Ja K UCUUCIICHUIO CPOKA TOJIHOCTU FOTOBBIX JIEKAPCTBEHHBIX
npemnapaTtoB s~ MEAUUMHCKOTO  MPUMEHEHUS W BETEPUHAPHBIX
JIEKAPCTBEHHBIX IPENapaToB, BBITYCKAEMbIX B 0OpallleHue Ha OOIEM phIHKE
JIEKapCTBEHHBIX CPEACTB B paMKax EBpa3uiiCKOro 3KOHOMHYECKOTO CO3a
(manee — Coros).

2. Hacrosimee PyKOBOJICTBO HE MNPUMEHSAETCS K OHOJIOTHYECKUM
JICKapCTBEHHBIM IpenapataM (BaKIMHBI, CHIBOPOTKH, TOKCHHBI U aJJICPTeHbI),
a TaKXKe JICKAPCTBEHHBIM Iperaparam, MoJy4YeHHbBIM OMOTEXHOJIOTUUECKUMHU
METOIAMU.

3. Hactosimee PykoBoacTBO  pa3paboTaHO B COOTBETCTBHH  C
OCHOBHBIMU TIOJIO)KEHUsIMU TpeOoBaHUN K MapKUPOBKE JIEKAPCTBEHHBIX
CPEACTB 11 MEIUIMHCKOTO MPUMEHEHUS] U BETEPUHAPHBIX JIEKAPCTBEHHBIX
CpencTB, yTBepkaeHHbIX Pemenuem CoBera EBpa3uiiCKol 3KOHOMUYECKOU
komuccun ot 3 HosOps 2016 r. Ne 76 wu IlpaBunm Hammexarmei
MIPOM3BOJICTBEHHON TMPAKTUKH EBPa3vicCKOTO 3KOHOMHYECKOTO COH03a,

yTBep)KIeHHbIX Pemennem CoBera EBpa3niickoi 5JKOHOMHYECKON KOMHUCCUU



or 03 HosOps 2016 r. Ne 77 (manee — IlpaBuna mNPOU3BOJACTBEHHOU
MIPAKTUKH).

Jlna uener Hacrosmero PykoBojacTBa Mo MaTOW BBITYyCKa CEpUU
MOHMMAETCSl JaTa MOANUCAHUS YIOJHOMOYEHHBIM JIMIIOM JOKyMEHTa
(pa3penieHrs Ha pealu3alUi0 CEPUHU), MOATBEPXKIAIONIETO COOTBETCTBUE
CEepUU TOTOBOW MPOAYKIUM TPEOOBAHUSM, YCTAHOBJIEHHBIM JIUIICH3UEU Ha
MIPOM3BOJICTBO  JICKAPCTBEHHBIX IIPENapaToB, PETUCTPALMOHHBIM JOChE
JIEKapCTBEHHBIX MpenapaToB U [IpaBuiaMu mpou3BOACTBEHHON MPAKTUKH.

4. JlaTy ucTe€UYeHUs CPOKa roJHOCTH CEPUU JIEKAPCTBEHHBIX MPENapaToB
CJIEIYET OTCUUTHIBATh OT JAaThl BHIITYCKA 3TON CEPUHU.

5. JlaTa BhIIMycKa cepuu, Kak IPaBUJIO, HE JOJKHA MpeBbImaTh 30 n1He
OT JaThl IPOU3BOJICTBA CEPHUH.

6. Ecnmu ceputo BbIMycKarOT mo3xke, deM uepe3 30 gHedt OT AaThl
MPOU3BOJICTBA, TO B KAYECTBE JAaThl BBIMYCKA CEPUU M Hadalla OTCYETa CpOKa
rOJIHOCTH MPUHUMAETCA JaTa MPOU3BOJICTBA, KAK ATO OIMPEJEICHO B MyHKTaX
7-11 nacrosiero PykoBojicTBa.

7.]JlaToli TPOM3BOJCTBA CYMTAETCS JaTa BBINOJHEHUS TMEPBOU
oTiepaIuy, CBSI3aHHOM CO CMENIMBaHUEM (papMaleBTHYECKOW CyOCTaHIIMH C
IPYTUMU HHTpenueHTaMu. s JIeKapCTBEHHBIX IMPENapaTtoB CO CPOKOM
rOJIHOCTH MeHee 12 MecsileB aaTy MNPOW3BOJACTBA CIIEyeT YyKa3blBaTh B
dbopmare «4HCIIO, MECAl, TOJ» WIM «UUCIO/MECSIYTOM» B OCTaJIbHBIX
ciydasx — B (popMaTe «MECHII, TOI» WA «MECSIY/TOI.

8.Jlma  neKapCTBEHHBIX  MPEMapaToB, COCTOSIIMX W3  OJHOMU
dbapMairieBTUUECKON  CyOCTaHIIMM B  TIEPBUYHOM  YMaKOBKEe, JaTOM
MIPOM3BOJICTBA CUMTACTCS HavYaJIbHas JaTa (pacoBKHU (HAMOJHEHUS MEPBUYHOMN
YITAKOBKH).

0. Jlaty mMcTeUeHHUS CpOKa TOJHOCTH CIEAyeT yKa3blBaThb B dopmare

«Mecsa/romny Wik «Mecsl, roa». Ilox marodl MCTEYEHUsS CpPOKa TOJHOCTH



OApa3yMeBaeTCAd MOCHEAHEE YHCIO YKazaHHOTro Mmecdana. [Ipumep natel
UCTEUCHHS] pacyera CpoKa TOJHOCTA TMPUBEAEH B MNPUIOKEHUU K
HacTosmeMy PykoBoIiCTBY.

10. JI;mst  eKapCTBEHHBIX TIPENapaToB CO CPOKOM TOAHOCTH MEHEe
12 mecdneB naty HMCTEYEHHS CpOKa TOMHOCTHM YCTAHABIMUBAKOT COIJIACHO
oOlieMy npaBuiy MyTeM MpuUOaBICHUS CpOKa TOJHOCTH K JaTe€ BBITyCKa
cepuu (HampuMep, paanodapMaleBTHICCKHIE JICKapCTBEHHBIC MTPeraparh!).

11. JIns nexapCTBEHHBIX IIPErapaToB CO CPOKOM TOTHOCTH OoJjee
12 mecs1eB naTy UCTEUEHUS CpOKa TOAHOCTH YCTAHABJIMBAKOT MMYTEM:

npuOaBlIeHUs] CpPOKa TOJHOCTM K JaTe BBbIyCKa cepuu (eciu
JIEKapCTBEHHBIN MpernapaT Npou3BeeH nocie 15 uncna mecdna);

npubaBIeHUs] CPOKa TOJAHOCTH K JlaTe€ BBIMYCKa CEPUHU, C YKa3aHUEM
MecAlla TMPEIIIECTBYIONIETO0 IOJYyYeHHOMY TIpu mpuOaBieHuHn (eciu
JIEKapCTBEHHBIN Mpenapat Npou3BeieH 10 15 ducia mecsa).

Jlata WCTE€YEeHHs CpOKa TOJHOCTHM PACCUMTBHIBACTCSA C JIaThl BBITYCKa
CEpPHUU JIEKAPCTBEHHOI'O IIpenapara, a B ciiy4yae, €CIu IEpUoJ BPEMEHU MEKY
JaTOW MPOU3BOACTBA M JAaTOM BBIMYCKA JIEKAPCTBEHHOI'O Mpernapara
npessbimact 30 gHEH, ¢ 1aThl MPOU3BOACTBA 3TO MpPEMapara.

12.Tlpu uCHOJIB30BAHUM JPYTUX METOJOB pacdeTa JaThl HMCTCUCHUS
CpPOKa TOJHOCTH JIEKAPCTBEHHOI'O Mpenapara, B PETUCTPALMOHHOM JI0CHE
JIEKapCTBEHHOr0 IMpenapara HEOO0XOJWMO NPeIoCTaBUTh OOOCHOBAaHHUE,
MOJIYYEHHOE MyTEM BKJIIOYEHHUS B MPOTrpaMMy HUCCIEIOBAHUS CTAOMILHOCTHU
rOTOBOM NPOAYKLUHMM TMApPTUW, KOTOPBIE COJNEpPKAT TMOJHBIM WHTEPBAI

XpaHeHus HepacPacoBaHHON MPOIYKIHUU (TPOMEXYTOYHOTO MPOYKTA).




IHPUMEPBDI
pacyera JaThl UCTEYEHHUs CPOKA TOHOCTH

[TPUJIOXXEHUE

K PykoBoacTBy
110 HaYajly OTCYEeTa CpOKa
TOJIHOCTH JIEKAPCTBEHHBIX (PopM

IUIs1 JIEKAPCTBEHHBIX MPENapaToB CO CPOKOM FOJHOCTH 24 Mecsia

Jlata

Ob6miee Bpems

Jata Kanennapnas [lepecuntannas
Jlata UCTECYCHUS OT HayaJja IPOU3BOJICTBA
npou3BoJicTB | [laTa pacoBku J1aTa UICTCUYCHUSA J1aTa UICTCYCHUSI
BBIITYCKa Ccpoka JI0 OKOHYAHUS CpOKa
a CpOKa rOJIHOCTH CpOKa roJIHOCTH
T'OJTHOCTH TOJTHOCTH
1 2 3 4 5 6 7

28.01.2015 29.01.2015 | 30.01.2015 01/2017 31.01.2017 2 rona 3 nHg 01/2017
03.01.2015 04.01.2015 | 05.01.2015 01/2017 31.01.2017 2 rona 28 nueit 12/2016
03.01.2015 19.07.2015" | 21.07.2015 01/2017 31.01.2017 2 ronma 28 nHeit 12/2016
03.01.2015 04.01.2015 | 01.02.2015 02/2017 28.02.2017 2 rona 56 nueit 01/2017

*
B JaHHOM IMPUMEPE UCXOOAT U3 CICAYIOINX YCIOBHUM:

1) HepaC(baCOBaHHaSI NpoaAyYKIHA B BUJIC TabJIETOK XpaHWJ1aCb B TCUCHHUC 6 MECSIEB A0 CTaIUH YIIAKOBKH B HAJJICKAINUX YCIOBUSIX,

2) CPOK TOJTHOCTH MPOMEKYTOUHOTO MPOAYKTA U PE3yIbTAaThl HCCIIETOBAHUS €r0 CTA0OMIBHOCTH MPECTABICHBI B PETUCTPALUOHHOM JIOCHE.




