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or 29 mapra 2023 r. Ne 313

MockBa

06 yreepxkaenun IlpaBna Hapiesxame JHCTPHOLIOTOPCKOH MPAKTHKH
JIEKAPCTBEHHbBIX MPENapaToB /15 BeTePHHAPHOI0 NPHMeHEHHUs

B mensax peanmu3aiuu nyHKTa 18 crateM 5 M dYacTH 1 cCTaThH 54
- PenepanbHOro 3akoHa OT 12 anpensi 2010 r. Ne 61-®3 «0O6 obpaieHHH
JIEKapCTBEHHBIX CPEICTB» M B COOTBETCTBHH C IMOAIYHKTOM 5.2.25(98) myHKTa 5
IMonoxxeHnst 0 MuHKCTEPCTBE Cenbekoro xossiicTea Poccuiickoit ®exnepainmuy,
yTBEp)KAEHHOro TnocraHoBieHHeM IIpaBuTenscTBa Poccuiickoii @enepaunn
otT 12 mons 2008 . Ne 450, mpH ka3 bl B a10:
1. YTBepauTh npunaraeMsie IlpaBuia Hamiexamed IuUCTPAOBIOTOPCKOM
IPAKTHKH JIEKapCTBEHHBIX NPENapaToB AJId BETEPUHAPHOTO IPHMEHEHMU .
2. Hactosimmii mpuka3 BcrynaeT B CHIy ¢ 1 ceHTsOpsa 2023 r. u meiicTByeT

no 13 mapta 2024 r.

MuHHCTp . I.H. IlaTpyimes




YTBEPX/IEHbI
npuka3oM MuHcenbxo3a Poccun
ot 29 Mapra 2023 r. Ne 313

INPABHUJIA
HaJJIe)Kanel JHCTPAGHLIOTOPCKO# NPAKTHKH JIeKAPCTBEHHBIX NPENapaToB
MJISl BETEPHHAPHOI0 MPUMEHEHHS]

1. Ilepconan, 3ameiiCTBOBaHHBIM B ONTOBOM TOPTOBJIE JIEKAPCTBCHHBIMHU
npenaparaMi i1 BETEPHHAPHOIO IPHMMEHEHHS (Jajle€ COOTBETCTBEHHO —
JIUCTPUOBIOTOPCKAsA TpPAaKTHKa, IIPeraparthl), JODKEH MpOHTH 0oOy4eHue
HpaBuiaM JUCTPUOBIOTOPCKOM MpPAaKTHKHM [0 Hayajda BBHIMOJHCHUA CBOMX
JNODKHOCTHBEIX 00si3aHHOCTeH. B ciydae ecnu NpoM3BOOUTEND IIPENapaToB
M OpraHM3allMd OINTOBOM TOPrOBIM JIEKAPCTBEHHEIMM CPEACTBAMH UL
BETEPHUHAPHOrO NPHMEHEHUs IPOBOIAT YKa3aHHOE O0y4YECHHE CaMOCTOSATENBHO,
Takoe OOyYeHHE JOJDKHO OCYIIECTBISITECA B COOTBETCTBHH C IUIAHOM
M TporpaMMoii o00ydeHHs IEpCOHANa, YTBEPKACHHBIMM TPOH3BOAUTENEM
IpenapaToB ¥ OpraHU3alMeil ONMTOBOM TOProBiH JEKapCTBEHHBIMHU CPEJCTBAMH
IJI BETEPHHAPHOTO IPUMECHCHHS.

2. [Ipou3BoauTens MNPENApaTOB W OPraHM3allMsd OITOBOHM TOPTOBIM
JIEKapCTBEHHBIMH CPEACTBaMHU UL BETEPHHAPHOTO MPUMEHEHHS TO/DKHBI BECTH
JNOKYMEHTAIlMIO,  OTHOCSAIIyIOCA K  JMCTPHOBIOTOPDCKOM  IpaKTHKe,
NpenyCMOTpeHHy0 myHkramu 1, 8, 11, 13 u 16 macTosmux IIpaBui, U XpaHHTh
€¢ B TEYEHHE CPOKa, YCTAHOBIEHHOIO IPOH3BOMUTEIEM IIPENapaToB.
M OpraHu3alueii ONTOBOW TOPrOBIM JICKAPCTBECHHBIMH CpPENCTBAMH A
BETEPHHAPHOTO IPUMEHEHH, HO HE MEHEE TPEX JIeT, Ha GyMaXHOM HOCHTEJIE HIIH
B 3JIEKTPOHHOM BHJE C NMPUMEHEHHEM HH(GOPMAIMOHHBIX CHCTEM B NOPSAIKE,
YTBEPKICHHOM PYKOBOIHUTEIIEM MPOM3BOIHUTENA MPENAapaToOB H PYKOBOAUTEIIEM
OpraHM3alliil ONTOBOH TOPIOBIH  JICKADCTBEHHBHIMH  CPEACTBAMH VLA
BETEPHHAPHOTO TIPHMEHEHHUS THO0 YIIOTHOMOYEHHBIMU UMH JIHIIAMH.

3. Ilpenmapathl, npenHa3HAuYeHHbIE I OOpalICHHA Ha TEPPUTOPUH

Poccuiickoii ®emepanuu, JODKHBI HAIIPABIATECS MPOU3BOJUTEIIEM IIPETIApaTOB
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M OpraHM3alMeidi ONTOBOM TOPTOBIH JIEKAPCTBEHHBLIMH CPEACTBAMH AJIA
BETEPHHAPHOIO NPHMEHEHHS Ha pean3aluio, B CIydae eciM TpeOOoBaHM,
YCTaHOBJICHHBIE TyHKTaMH 1, 2, 4 — 9, 14 Hacrosamux IlpaBui, BEINOIHEHBL.

4. IlpenapaThl AOJDKHBI XPAHUTHCA B COOTBETCTBHM C IIPaBHJIaMM
XpaHEHHMs JIEKapCTBEHHBIX CPEICTB JUIA BETEPHHAPHOrO IPHMEHCHHA,
YTBEpXIEHHEIMH B COOTBETCTBHH CO cTaThedl 58 DenepanbHOro 3aKoHa
or 12 anpems 2010 r. Ne 61-®3 «O6 oOpamieHuu JEKapCTBEHHBIX CPEICTB
(manee — epepaibHBIH 3aKO0H).

5. B mpoliiecce NEepeBO3KH MpENapaToB IPOHM3BOIUTEIEM IIPENapaToB
M OpraHM3alliedi ONTOBOW TOPrOBIM JEKAPCTBEHHBIMM CPENCTBAMH UIA
BETEPHHAPHOTO INPHUMEHEHHsA HOJDKHBI OOECIICYMBATHCH YCJIOBHS XpaHEHHA,
HNpPEAYCMOTPEHHBIC HHCTPYKLMEH 110 X IIPUMEHEHHIO.

6. [IpousBoagMTENIEM TpPEMapaToB M OpPraHM3alMEd ONTOBOM TOPTOBJIM
JIEKapCTBEHHBIMH CPEACTBAMH AJIl BETEPHHAPHOTO NPHMEHEHHS K OTIpy3ke
JOIYCKAIOTCS Tpenaparhl B Cliyyae LEJOCTHOCTH WX YIIaKOBKU M COOTBETCTBUA
TpeOOBaHUAM MapKHPOBKH, YCTAHOBIIEHHBIM CTaThel 46 OenepanbHOro 3aKoHa.

7. IloctaBka IpenapaToB OCYILECTBIIIETCS IpH HaJIH4UH
CONpOBOAMTENLHBIX  JOKyMEHTOB! W JOKYMEHTOB  IPOM3BOJMTENIEH
JIKAPCTBEHHBIX  CPEACTB, MOATBEPXKJIAIOIIMX  COOTBETCTBHE  KavecTBa
NpENnapaToB, BBOAUMEIX B TPRXKIaHCKHI 060poT, TpeOOBaHHAM, YCTaHOBICHHBIM
OpY KX TOCYIApCTBEHHOM PETHCTPaldd, B COOTBETCTBHH CO CTaThei
52.2 ®enepanbHOIO 3aKOHA.

8. Hudopmaima o MOCTaBKE NPENapaToB IOJDKHA JIOKYMEHTHPOBAThCS
NPOM3BOJMTEIEM  MPENapaToB,  OpPraHW3allM€di  ONTOBOM  TOPIrOBIH
JIEKapCTBEHHBIMHU CpeAcTBaMM  JUId BETEPUHAPHOTO MPUMEHEHHSA
U MHIUBMAYaIbHBIMH TNPCANPUHHUMATENAMH B COOTBETCTBHM C ITYHKTOM
3 HacTosmux [IpaBui TakuM 06pa3zoM, 4TOOBI MOXKHO OBLIIO YCTaHOBHTH:

Q)aKanecxoe MECTO HaXO0XXACHHA MpenapaTroB Ha CKIAA€ NPOH3BOAHUTCIIA

! Crarea 785 T'paxmanckoro koaekca Poccumiickoit ®exepauny; 4acth 4 cratei 47 DenepaibHOro
3aKOHa.




npenapaToB W OpraHW3alldK ONTOBOH TOPrOBIM JIEKAPCTBEHHBIMH CPEJICTBAMH
I BETEPHMHAPHOTO TPUMEHEHHs, KOTOphIe SBISIOTCA IOCTABLIMKAMH HIIH
ToJTy4aTe IAMH IPENapaToB, ¢ yKa3aHHeM MecTa HaXOXACHH 1 afipeca (aIpecoB)
MECTa OCYIIECTBICHHUS e TEILHOCTH (B CIIy4ac €CJIM MECTO HaXOXKACHHUS U aJipec
(ampeca) MecTa OCYILECTBIICHHS JEATEIbHOCTH Pa3IMIal0TCA);

(axTHIECKOEe MECTO HAXOXK/ICHHs NIPENapaToB Ha CKJIAJ€ WHAMBHYalIbHBIX
npenpuHAMaTeNeli, KOTOphle SBISIOTCS MOCTABIIMKAMH WM MONyYaTensiMH
npemnaparoB ¢ yKazaHHEeM ajipeca perucTpalMy 110 MeCTy JKUTEeJIbCTBA U aapeca
(azpecoB) MecTa OCYIIECTBICHHS AEATEIBHOCTH.

9. Ilpou3BoauTENlb IPENapaToB M OpraHU3alMs OITOBOH TOPrOBIIH
JIEKapCTBEHHBIMH CPEICTBaMH I BETCPHHAPHOIO IPHMEHEHHS HE JIOJDKHBI
JOITyCKaTh peann3anuio ¢GansCHPUIMPOBaHHBIX, KOHTpadaKTHBIX
H He0OPOKAUYECTBEHHBIX MPETIapaToB?.

10. ins paboOTBl C TPETEH3USMH PYKOBOJHUTEIEM TPOU3BOIUTEIA
npernaparoB ¥ PYKOBOJAMTENIEM  OpraHM3alMM  ONTOBOH  TOPrOBIH
JIEKapCTBEHHBIMH CPEICTBAMHU IJIsi BETEPHHAPHOTO MPUMEHEHHs NOJDKHO ObITh
HA3HA4YE€HO OTBETCTBEHHOE JIULIO.

11.Bce nmpeTeH3un moiydaTenell  JODKHBI  JOKYMEHTHPOBATBCS
OTBETCTBEHHBIM JIMIIOM B COOTBETCTBMH C IyHKTOM 2 HacTosAmux IIpaBun
C yKa3aHHeM cleayroleii HHpopMaIvu:

JaTa MoJydYeHus NPEeTEeH3UH;

HaHMeHOBaHUe MoIy4aTels;

MECTO €ro HaxOXAeHHd H anpec (agpeca) MecTa OCYIIECTBICHHS
IeSATeTbHOCTH (B Cllydae €Cid MEeCTO HaXOXJACHHA M ajpec (ampeca) Mecra
OCYILECTBIIEHUS NEATENBHOCTH Pa3IMyYaloTCs) — IUIS FOPUANYECKOro JHIA MK
aJpec pPErHCTPalMM IO MeCTy JKHTEeNhCTBa W anpec (ampeca) Mecra
OCYILIECTBIIEHHS AEATENbHOCTH — Il MHAMBHIYaJIbHOTO peANPHHHMATEIL;

HauMEHOBaHHE IIpeIiapara,

2 Cratba 57 ®enepanbHOro 3aKoHa.




HOMEp CepHuy;

00bEM WIH KOJHYECTBO YIIAKOBOK;

JeKapcTBeHHas popMa;

JI03UPOBKA Iperapara;

MpUYHHA TIPETEH3UH.

12. B choyyae e€cid TpeTeH3Ws OTHOCUTCA K KadecTBy M (M)
oesomacHocTH, U (WiH) 3()(GEKTHBHOCTH MPENapaToB MM BBIABJICHO HAIHYHE
GanbcHpUIMPOBAHHEIX,  KOHTPAaQaKkTHBIX  HWIH  HEJ0OPOKaYECTBEHHBIX
IpenapaToB, OpraHU3aIus ONMTOBOH TOProB/IHM JIE€KapCTBEHHBIMU CPEICTBAMH JUIS
BETEPUHAPHOTO MPHMEHEHHs YCTAaHABIMBAE€T NPHUYMHBI IPETEH3MH, NPOBOIUT
KOPPEKTHPYIOLIME WM  Hpefynpexiaaromme  ACHCTBHA,  yBEAOMILIET
IPOM3BOAUTENA U (WIH) OPraHU3alHIO, YNOJIHOMOYCHHYIO NpaBoobianaTenem
JIEKAPCTBEHHOTO Mpemnapara Uil BETEPUHApPHOTO NPHMEHEHHMsS Ha NPHHATHE
IpeTeH3tii, B TedeHne 3 paboumx /JHEH C JaThl IOTy4EHHs COOTBETCTBYIOLICH
IpPETEH3HWH WIH BHIABICHUSA OPTaHU3aLMEH ONTOBOM TOPTOBIIM JICKAPCTBEHHBIMH
CpPEACTBAaMH Uil BETEPUHADHOTO MPHUMEHEHHS (QanbCHPUIMPOBAHHOTO,
KOHTpadaKTHOTO MM HENOOPOKaYECTBEHHOTO IIpemapara.

B ciydae eciM NpeTeH3Hss OTHOCHUTCS K Ka4decTBY M (WIH) 6€30macHOCTH,
7 (W) 93QQPEeKTHBHOCTH  INpENapaToB  HJIH  BBUABICHO  HAIMYHC
danbcuUIMpPOBAHHBIX,  KOHTPaQaKTHBIX  HIH  HEI0OpOKayeCTBEHHBIX
npenapartoB,  NPOM3BOAMTENb  HOKEH  IPHHATH  KOPPEKTHPYIOLIHE
U TpeAympexjalomme  OeHCTBHA  MJIM  yBEJOMHUTb  OpPTaHHU3aIMIo,
YIOIHOMOYEHHYI0O INPaBo00iajiaTelieM JICKAapCTBEHHOTO — Mpenapara  Ajd
BETEPHHAPHOTO INPHMEHCHHA Ha IPHHATHE INPETeH3WA, B  TEUCHHE
3 paGouux [AHEH C JaThl NOJTY4YEHHS COOTBETCTBYIOIIEH MPETEH3UH HIH
BBISBJICHUSA TIPOM3BOIUTENEM npenapaToB ¢dansCcuUIMPOBAHHOTO,
KOHTpa(aKTHOrO HIIH HeJ0OPOKaYeCTBEHHOTO Npernapara.

13. [IpenapaTsl, BO3BpAILECHHBIC MONYYaTEIAMH, MOTYT OBITH IOBTOPHO
HanpaBJIcHbI IPOM3BOJUTENEM IPENapaToB H OpraHM3alMed ONTOBOM TOProBIH

JIEKapCTBCHHBIMH CPEACTBAMH I BETEPHHAPHOTO NIPUMECHCHHUA Ha peaIn3alHrIo,




B ClIy4ae €CIIy:

a) LIEJIOCTHOCTD YIIaKOBKH IIPENapaToB HE HAPYIIEHA, OTCYTCTBYIOT CIICEI
TIOBPEXKICHUH, OTCYICTBYET  MAapKHPOBKa, HE npeayCMOTpPEHHAs
IIPOM3BOJMTESAIMH TIPENapaToB, CPOK TOMHOCTH MpPENapaToB HE MHCTEK,
IpenapaTthl He OT3BIBANINCH U3 OOPalliCHHUS;

6) nomydyaTenb, BEPHYBLIMI INpemapaTsl, NpPEICTaBHI JOKYMEHTHI,
HOATBEPXKOAIOIIEe COOMIONEHHE YCIHOBHUH XpaHCHHS M TPAHCIIOPTHPOBKH,
COOTBETCTBYIOLIMX HMHCTPYKLUHSAM IO NPHMEHEHHWIO TpENapaToB, MPEHapaThl
OBUIM [TOCTABJIEHBI JAHHOMY MOJTy4YaTelllo, HOMEP CEPHH IPENapaToB COBIIANAeT
C HOMEpaMH CepHii, YKa3aHHBIMH B CONPOBOJMTENBHBIX JOKYMEHTaX,
IpelAyCMOTPEHHBIX NyHKTOM 7 Hacroammx IlpaBwi, mpou3BOAHTENEM
IIPENapaToB ¥ OPraHU3aLHEH ONTOBOH TOPrOBJIH JICKAPCTBEHHBIMH CPEICTBAMH
VIl BETEPMHAPHOTO IPUMEHCHHS HE BBIAB/ICHA (anbCU(UKAIMA PENapaToB.

Bo3BpallleHHBIE  TIpemapatsl JODKHBI  OBITH  IPOBEPEHBI  JIHIIOM,
Ha3HAYEHHBIM PYKOBOJMTENEM NPOM3BOAUTENA NPENapaToB M PYKOBOAHUTEIEM
OpraHM3alli¥ ONTOBOH TOPrOBIM  JIEKAPCTBCHHBIMH  CPENCTBAMHM  JJIA
BETEPMHAPHOTO MNPHMEHEHMA [UIA IPOBEPKH BO3BPAIICHHBIX IPENApaToB
Ha COOTBETCTBHE TPeOOBAHUAM, IPEAYCMOTPEHHEIM JaHHBIM ITYHKTOM.

HHpopManua o Bo3BpaTe U ONEpaliiaX ¢ BO3BPAIUCHHBIMHU IIpenapaTaMy
IOOIDKHA JOKYMEHTHPOBAaThCS M XPAaHHTLCA MPOH3BOJMTEIICM IIPENapaToB
M OpraHuM3alueil ONTOBOH TOPTOBIM JIEKAPCTBEHHBIMH CPENCTBAMH JUIA
BETEPHUHAPHOTO TIPUMEHEHHS B COOTBETCTBHH C MYHKTOM 2 HacTosumx [Ipasu.

14. TlpenapaTsl C MEHBIIMM CPOKOM T'OIHOCTH, IPHTOAHBIC UL IIOCTABKH,
JOJDKHBI OTTPYXaThCs MPOM3BOAMTENEM NPENAPATOB M OPTraHM3ALMEN ONTOBOH
TOPrOBIIM JIEKAPCTBEHHBIMH CPEJICTBaMM I BETEPHHAPHOTO TNIPUMEHCHUA
B MIEPBYIO OYEpEb.

15. @anscuuuppoBaHHble, KOHTpahakTHhIE M HEI0OpOKaueCTBEHHBIC
npenapaThl MOAJIEXAT U3BATHIO H YHHYTOKEHHIO B COOTBETCTBHH C IPaBHJIaMH
YHHYTOXKCHHS H3BATBIX ¢banbcupUIMpPOBaHHEIX, KOHTpadaKTHBIX

H HCHOGpOKa'-ICCTBCHHBIX JICKapCTBECHHBIX CpCacTB, YTBEPXKACHHBIMH
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B COOTBETCTBHH CO CTaThAMH 47 1 59 ®DenepanbHOro 3aKOHa.

16. Unpopmamss 06  omepaumussx ¢ QalbCHPHIMPOBAHHBIMY,
KOHTpaQakTHHIMH W  HeNOoOpOKa4eCTBEHHBIMM  NpeMapataMu  JOJDKHA
JOKyMEHTHPOBATBCSA M XPAHUTBCS IIPOU3BOAUTENEM NIPENIAPATOB U OpTraHU3aLCH
ONTOBOM TOPrOBNH JICKAPDCTBCHHBIMH CPEACTBAMM [UI1  BETEPUHApHOTO
TIPMMEHEHHUS B COOTBETCTBHH € IyHKTOM 2 HacTosmux IIpaBui.

17. IIpou3BOAMTENEM TPENapaToB M OPraHH3alMEl ONTOBOH TOPrOBIH
JIEKApCTBEHHBIMH CPEACTBAMH ISl BETEPHHAPHOTO IPUMEHEHHS NOJDKHA OBITH
obecriedena JOCTYIIHOCTh CBEJICHNH O KOMIIAHHAX — MOCTaBINMKaX Mpenaparos
H 0 HOJTyJaTeN X MPeNapaTos, a TAKKe O HAHMEHOBaHHAX, HOMEPAX CepHid, [aTax
IIPOM3BOACTBA M CPOKaX TOMHOCTH, JEKAPCTBEHHEIX (opmax, HO3HPOBKax
IpEnapaToB, KOJIMYECTBE INPHOOPETCHHBIX HIM IIOCTABICHHBIX IIPENapaToB,
B TOM YMCIE SKCHOPTHPOBAHHBIX INPENApaToB M MX o0pa3snoB, Ui JHIA,

OCYHLIECTBIISIONIETO U3BATHE NPENapaToB 13 OOpanIeHus.




