MUHHCTEPCTRO iOCTHIthl "POCCImcz(oﬂ PEREPAUMK
SAPETHUCTPUPCBARD
Perucrpanuonnpii o 26 6;./‘5
or "OF qescpes 2031,

MHUHUCTEPCTBO CEJBCKOI'O XO3SICTBA
POCCHUUCKOU ®EAEPALINHN ‘
(Mumncenpxo3 Poccun)

NMPUKA3

or 29 mapra 2023 r. Ne 313

MockBa

06 yreep:kaennn [IpaBun Hagne:kalmel AMCTPHOLIOTOPCKOM MPAKTHKH
JIEKAPCTBEHHBIX MPEeNnapaToB AJisi BETePHHAPHOI0 NPHUMEHEHHs

B memsx peanusauuy IMyHKTa 18 crateM 5 M wactd 1 cTaThu 54
®enepansHoro 3akona ot 12 ampens 2010 r. Ne 61-®3 «O6 obpamenun
JIeKapCTBEHHBIX CPEICTBY» M B COOTBETCTBHH C MOMITYHKTOM 5.2.25(98) myHkTa 5
IMonoxkeHuss 0 MuHHCTEPCTBE CeNbCKOTro Xo3siiicTBa Poccuiickoit ®enepanmy,
yTBepXIeHHOro moctaHoBineHueM IlpaBuTensctBa Poccuiickoi denepanun
oT 12 utons 2008 r. Ne 450, i pu K a3 BI B 2 ¥0:

1. YTBepmuts npunaraemsie IlpaBriia Hajiexalned JUCTPHOBIOTOPCKOM
IIPAKTHKH JIEKApCTBEHHBIX MPENApaToB U BETEPUHAPHOTO IPUMEHEHHUS.

2. HacTosimmii mpuka3s Berynaet B ¢ty ¢ 1 cenTsOps 2023 1. u neicTByeT

no 13 mapra 2024 r.

Munuctp ‘ I.H. Ilarpyiues




YTBEPXJEHbBI
npuka3zoM Muncensxo3a Poccun
ot 29 mapta 2023 r. Ne 313

HPABHJIA
HaJJIe)Kaneil JHCTPHOLIOTOPCKON NMPAKTHKH JeKapCTBEHHBIX NPENapaToB
ISl BEeTEPHHAPHOTO PUMeHEHHUS

1. Ilepconan, 3aAeHCTBOBaHHLIM B OIITOBOM TOPIOBJIE JCKAPCTBCHHBIMU
nperapataMi Uil BETEPUHAPHOTO IPUMEHEHMS (Jajie€é COOTBETCTBEHHO -
JUCTPUOBIOTOPCKAs IPAaKTHKA, IpeIaparsl), HODKEH IpPOHTH oO0yueHHe
IpaBWiaM AUCTPUOBIOTOPCKOM MNpPAaKTHKH JO Hayaja BBINOJIHECHHSA CBOWX
JNO/DKHOCTHEIX 00s3aHHOCTeH. B ciydae ecnu mNpOM3BOAMTENL IIPENAPaTOB
W OpraHM3alisd ONTOBOM TOPrOBIM JICKAPCTBEHHBIMH CPEICTBaMH IS
BETEPHHAPHOTO MPHMEHEHHUS MPOBOAAT YKa3aHHOE 00yYeHHE CaMOCTOATENBHO,
Takoe OOyYeHHE [OJDKHO OCYIIECTBIATBCA B COOTBETCTBHMH C IUIAHOM
U mporpaMMod oOy4eHHs MEpCOHaNa, YTBEPXKICHHEIMH IPOM3BOAUTENIEM
HpenapaToB ¥ OpraHU3alMeil ONTOBOM TOPTOBIH JIEKAPCTBCHHEIMU CPEACTBAMH
IUIS. BETEPUHAPHOTO MPUMEHEHHS.

2. IIpou3BoguTEeNlb TPENAPATOB M OPraHM3allds ONTOBOM TOPTOBIU
JIEKapCTBEHHBIMM CPEACTBAMH I BETEPHHAPHOIO IPHUMEHEHHS JOJDKHBI BECTU
JNOKyMEHTAIMI0,  OTHOCALIYIOCA K  TUCTPUOBIOTOPCKOM  MPAaKTHKE,
npeaycMOTpeHHyio nynktam# 1, 8, 11, 13 u 16 mactosumx IlpaBui, U XpaHUTh
ee B TedeHHWE CpOKa, YCTAHOBIEHHOTO IIPOM3BOJMTEIEM TIPEMapaToB
M OpraHu3andedl ONTOBOM TOProBaM JIEKAPCTBEHHBIMH CPEICTBAMU AT
BETEPHHAPHOTO MPHMEHEHHs, HO He MEHee TPeX JIET, Ha OyMaKHOM HOCHTEJIE HIIH
B 3JIEKTPOHHOM BHIE C MPHMEHEHHEM HH(QOPMAIMOHHBIX CHCTEM B IMOPAAKE,
YTBEPXKICHHOM PYKOBOAUTENIEM MPOU3BOAUTENS NPETIAPATOB U PYKOBOJUTEIEM
OpraHM3alliii  ONMTOBOH TOPTOBIAM  JIEKADCTBEHHBIMH  CPEACTBaMH  IJIA
BETEPUHAPHOTO MPHUMEHEHUS MO0 YIOIHOMOUYEHHLIMA HMH JINLIAMH.

3. Ilpenapatsl, mOpeAHa3Ha4YeHHBIC MANA OOpaliCHMA HA TEPPUTOPHH

Poccuiickoii @enepanuu, T0JHKHBI HAIPABILATHECSA POU3BOIUTEIIEM MPENIapaToB



W OpraHu3anied ONTOBOM TOPIOBIM JIEKAPCTBCHHBIMH CPENCTBAMH [UIA
BETEPHHAPHOIO IPHUMEHEHHsS HAa pealn3alyio, B Cllydae eclIu TpeOoBaHMi,
yCTaHOBJICHHBIE MyHKTaMH 1, 2, 4 — 9, 14 macrosamux [Ipasui, BEIIOTHEHEL.

4. IlpenapaTsl [JODKHBI XPAaHUTBCS B COOTBETCTBUM C IIpaBHJIAMH
XpaHEHHs JIEKAPCTBEHHBIX CPEACTB A1 BETEPUHAPDHOrO IPHMEHCHHA,
YTBEPXKICHHHIMH B COOTBETCTBHH CO CTaTheH 58 @enepanbHOrO 3aKoHa
or 12 ampens 2010 r. Ne 61-®3 «O6 oOpalleHHH JIEKapCTBEHHBIX CPEICTB
(manee — eaepanbHbIH 3aK0H).

5.B mpolecce NEpeBO3KH MPENapaToB IMPOM3BOAUTEIEM IPENapaToB
M OpraHH3aljied ONTOBOM TOPTOBIH JIEKAPCTBEHHBIMM CPEICTBAMH MJIA
BETEPHHAPHOTO TNPUMEHEHHS JODKHBI O0ECHEYHMBATLCH YCIOBHS XpaHEHHS,
HpeNyCMOTPEHHbIE HHCTPYKLUEH 10 HX IPUMEHEHHIO.

6. [IpousBoguTENleM NpEMapaToB M OpraHM3alMedl ONTOBOM TOPrOBIIH
JIEKApCTBEHHBIMH CPEACTBaMH [JIs1 BETCPHHAPHOIO IPHMEHEHHS K OTIPY3Ke
JOIYCKAIOTCA MpemapaThl B CIy4ae LEIOCTHOCTH MX YNAKOBKH U COOTBETCTBUA
TpeOOBaHUAM MAapKHPOBKH, YCTAHOBICHHBIM CTaThel 46 DeaepanbHOro 3aKoHa.

7. IloctaBka MpENapaToB OCYLLECTBIIETCS npu HaJIM4NH
CONpPOBOMHUTENBHBIX  JOKyMEHTOB! ¥ JOKYMEHTOB  IIPOM3BOJMTENEH
JIEKapCTBEHHBIX  CPEACTB, MOATBEPXKIAIOLIMX  COOTBETCTBHE  Ka4yecTBa
Npenaparos, BBOAUMEIX B rpakIaHCKHI 060poT, TpeOOBaHHUAM, YCTAHOBJICHHEIM
OpH KX TOCYJApCTBEHHOM pETHCTPAIMH, B COOTBETCTBHH CO CTaTheH
52.2 ®denepanpHOro 3aK0OHa.

8. Hudopmaius o MOCTaBKE MPENAapaToB JOKHA JOKYMEHTHPOBATHCS
NPOM3BOAUTENEM  TpENapaTtoB,  OpTaHU3alMel  ONTOBOM  TOPTOBIIH
JIEKapCTBEHHBIMHU CpeAcCTBaMM A BETEPUHAPHOTO PUMEHEHUS
W MHIMBMAYAJIbHBIMH TPEANPHHHMATEIAMH B COOTBETCTBHH C IIYHKTOM
3 Hacrosuwx IIpaBui TakuM 00pa3oM, 4TOOBI MOXKHO OBLIO YCTaHOBHUTH!

q)aKTI/I‘ICCKOC MECTO HaxXO0XXICHHA IPErapaToB Ha CKIaA€ NPOU3BOIHUTCIIA

! Cratps 785 T'paxnaHckoro komekca Poccmiickoit ®eneparmu; dacte 4 crarsi 47 PemepanbHOro
3aKOHa.




NpenapaToB W OpraHU3alii ONTOBOH TOPrOB/M JIEKAPCTBEHHBIMH CPEACTBAMH
I BETEPHHAPHOTO TPHMEHEHHUS, KOTOpBIE SBJIAIOTCA IIOCTAaBIIMKAMH HIH
TOJy4YaTeNsMH IIPENapaToB, ¢ yKa3aHHeM MecTa HaXOXXIeHHUs U aJpeca (aapecoB)
MeCTa OCYIIECTBICHHUS IeATeIbHOCTH (B CIIydae €CIIH MECTO HAXOXKACHHUS U aJipec
(ampeca) MecTa OCYLIECTBICHHUS AeATENIbHOCTH Pa3IHYaloTCs);

(aKkTHIEeCKOe MECTO HAXOXKIEHUS NPENapaToB HA CKIIA€ HHIUBUYalIbHBIX
npeAnprUHUMATeseil, KOTOpbIe SBJIAIOTCS MOCTABIIMKAMH MM MOJyYaTessiMH
IPENapaToB ¢ yKazaHHeM ajpeca PerHCTpaluH 110 MECTY XHTEJbCTBA H ajipeca
(ampecoB) MecTa OCYHIECTBICHHS ACATENBHOCTH.

9. Ilpou3BOAMTENb TpENapaToB W OpraHM3allMs ONTOBOW TOPrOBIH
JIEKApCTBEHHBIMH CPEeACTBaMU JUISl BETEPHHAPHOTO NPUMEHEHHUS HE IIOJKHBI
IOIyCKaTh peanu3anmio (bansCUPpULUPOBaHHBIX, KOHTpagaKTHBIX
1 HeJJoOpOKayeCTBEHHBIX MPETIapaToB®.

10. Tns  paGoTBl C TMPETEH3UAMH PYKOBOAMTEIEM IMPOU3BOIAUTEIIA
npernapatoB W PYKOBOAMTENIEM  OpraHM3alMd  ONTOBOM  TOProBIX
JNIEKAPCTBEHHEIMH CPEICTBAMH IS BeTEPHHAPHOTO NPHMEHEHHs NOJDKHO OBITH
Ha3HAY€HO OTBETCTBEHHOE JHULIO.

11.Bce nmpeTeH3uu HoONydareNed  JOMKHBI  JOKYMEHTHPOBATBHCS
OTBETCTBEHHHIM JIMLIOM B COOTBETCTBHH C IMYHKTOM 2 Hacrosmmx IIpaBuin
C yKazaHHeM cieayromei nHhpopManmu:

JaTa IoJy4YeHUs TIPeTeH3HH;

HaMEHOBaHHe MOJTy4JaTeis;

MECTO €ro HaxOXIeHHMs H aapec (aapeca) MecTa OCYIIECTBICHHUS
mesTeNbHOCTH (B Ciydae eCliM MeCTO HaxOXIEeHHs U ajpec (agpeca) mecta
OCYILECTBIIEHHS AESTEeNbHOCTH Pa3IMdaroTCs) — IS FOPUANYECKOro JHIA MU
aZpec PpErHCTpalliM IO MeCTy OJKMTeNbCTBA M aipec (aapeca) MecTa
OCYILLECTBJIEHUS AESITEIBHOCTH — JUIsi HHMBHIYaJIbHOTO IpEeATPHHUMATE]IS,

HauMCHOBAHHUC IIpEIIapara,

2 Crates 57 ®enepaipHOro 3aKoHa.




HOMED CEPHH;

00bEM WM KOJIMYECTBO YNAKOBOK;

neKapcTBeHHas hopma;

J03UpOBKa Mpernapara;

TpUYHHA IPETCH3HH.

12.B cnydae eciad TpeTeH3Ws OTHOCUTCA K KadecTBy H  (WiM)
Oe3onacHOCTH, B (MIH) 3P¢GEKTUBHOCTH MPENapaToB HIH BBIIBICHO HAIMYHE
danbcHQUUUPOBAHHBIK,  KOHTpPaakTHBIX  HIH  HEeZOOPOKAYECTBEHHBIX
IpEnapaToB, OPraHA3aLUs ONTOBOM TOPrOBIIH JIEKAPCTBEHHBIMH CPCACTBAMM UL
BETEPHHAPHOTO MPHUMEHEHHS YCTAaHAaBIMBACT NPHYMHBI NPETCH3UH, MPOBOJUT
KOPPEKTHpYIOIE  WIM  Npelynpexaalolme  ISHCTBHS,  YBEIOMILIET
npousBoaMTENs W (WIM) OPraHM3aLMIo, YIOJTHOMOUYCHHYIO NpaBooOiazareieM
JIEKapCTBEHHOTO Tpernapara Uil BETEPUHAPHOIO NPHUMEHEHHMSA Ha NPHHATHC
IIpEeTEH3HH, B TeueHue 3 paboumx AHeil ¢ DaThl MOTy4eHHs COOTBETCTBYIONIEH
NPETEH3HH MM BBIABICHUS OpraHM3aleH ONTOBOM TOPrOBIM JIEKaPCTBEHHBIMU
CPEACTBAMH [Jis BETEPHHAPHOrO MPUMEHEHHS (albCHOUIUPOBAHHOTO,
KOHTpa(aKTHOTO WM HeNOOPOKAUYECTBEHHOIO Ipenapara.

B ciydae eciu IpeTeH3us OTHOCUTCA K KadecTBY H (MiIH) 6€30MacHOCTH,
1 (wi) 2(Q¢deKTUBHOCTH  IPENapaToB  HIH  BBIABICHO  HAIHM4YHE
danscupUUMpOBaHHBIX,  KOHTPa(aKTHBIX  HIM  HeZ0OpOKaueCTBEHHBIX
npenaparoB,  HPOM3BOAUTENb  MOKEH  IPHHATH  KOPPEKTUPYIOLIUC
U Opelynpexaaromme  OeHCTBUA MM YBEIOMHUTh  OpraHHU3alMIo,
YIOJHOMOYEHHYI0 IIPaBoOONajareleM JIEKapCTBEHHOTO —Ipemapara A
BCTCPUHAPHOIO MNpPHMEHEHHA Ha [PUHATHE IPETEH3WH, B  TECYCHHE
3 paboumx fHeHl ¢ [aThl IOJYYEHHS COOTBETCTBYIONIEH MPETCH3UHM WIN
BBISBJICHUS TIPOMU3BOAUTEIEM TpenapaToB ¢banscupULIUPOBAHHOTO,
KOHTpa(haKTHOTO WM HEAOOPOKaYECTBEHHOTO Mpenapara.

13. [Ipenapathl, BO3BpALICHHBIC MOJYYaTENAMH, MOIYT ObITh MOBTOPHO
HaIlpaBjieHbl IPOU3BOAUTENIEM MIPENapaToB H OPTaHHU3alMe ONTOBOW TOPTrOBIH

JICKapCTBCHHBIMH CPEACTBAMHU I BETCPHHAPHOTO TNIPHMCHCHUS Ha peain3alvlo,




B CJIy4ae €CJIM:

a) LEJOCTHOCTD YIIAKOBKH IIPENapaToB HE HAPYILEHA, OTCYTCTBYIOT CJIS/bI
TIOBPEXKICHUY, OTCYTCTBYET  MAapKHUpPOBKa, HE NpeAyCMOTPEHHAsA
IPOM3BOJMTENSAMH NPENapaToB, CPOK TOAHOCTH MpenaparoB HE HCTEK,
TpenapaThl He OT3HIBANINCH U3 OOpalicHHUS;

0) momyyaTellb, BEPHYBIIMH IIpemaparsl, NOPEICTAaBUI JOKYMEHTHI,
HOATBEPXKAAIONE COOMIOACHHUE YCIOBMH XpaHCHMSs W TpPaHCTIIOPTHPOBKH,
COOTBETCTBYIOIIMX HHCTPYKIMSAM IO NPHMEHEHHWIO IPENapaTroB, MpemapaTsl
OBUIM [1OCTABJICHBI JAHHOMY IOJIy4aTelll0, HOMEP CEPHHU NPENApaToB COBIALAET
C HOMEpaMH Cepuil, YKa3aHHBIMA B CONPOBOJMTENBHBIX HOKYMEHTaX,
IpeNLyCMOTpeHHBIX HyHKTOM 7 Hactosmmx IlpaBwi, mnpousBoauTeneM
IIPEnapaToB ¥ OPraHU3aIMed ONTOBOM TOProOB/IHM JICKAPCTBEHHBIMH CPEICTBAMH
I BETEPUHAPHOTO MIPHUMEHEHHS He BhIABIEHA (anbCU(HUKALUS IPENapaToB.

Bo3BpallleHHbIE  TpemapaThl JODKHBI  OBITH  IPOBEPEHBI  JIHLIOM,
Ha3HAYEHHBIM PYKOBOJMTENEM IIPOU3BOAMTENS IPENApaToB U PYKOBOAUTEIEM
OpraHM3alliii  ONTOBOM TOPrOBIM  JICKADCTBCHHBIMH  CPEACTBAMH  JUIA
BETEPMHAPHOTO TNpPUMEHEHMS [Js IPOBEPKHM BO3BPAILEHHbIX MPENapaToB
Ha COOTBETCTBHE TPEOOBAHUAM, IPEAYCMOTPEHHEIM JAHHBIM ITyHKTOM.

Hudopmaimd 0 BO3BpaTe U ONEPALIHAX ¢ BO3BPAIICHHBIMH NperiapaTaMH
IOIDKHA [JOKYMEHTHPOBAaThCA M XPAaHUTBCA IPOM3BOMHTENICM MpPENapaToB
M OpraHM3allieil ONTOBOH TOPrOBIM JIEKAPCTBEHHBIMH CPEACTBaMH I
BETEPMHAPHOTO PUMEHEHHS B COOTBETCTBHH C IYHKTOM 2 HacTosmux [Ipasuir.

14. TIpenapaTsl ¢ MEHBIIMM CPOKOM TOZIHOCTH, IIPUTOJTHBIC AJIA IOCTABKH,
JOJDKHBI OTTPYXAaThCs IPOM3BOJUTENEM IIPENIAPATOB M OPTraHU3ALMEH ONTOBOH
TOPIOBJIM JIEKAPCTBEHHBIMH CpPEJICTBaMM /I BETEPUHAPHOTO IPHMECHCHHA
B IIEPBYIO OUepeb.

15. ®anbcupuunpoBanube, KOHTpadakTHblE H HEI0OPOKAYeCTBEHHBIC
npernapars! HOMIeKAT HIBATHIO U YHHYTOKEHHIO B COOTBETCTBHHU C NPaBHJIaMH
YHHYTOXCHUA U3BATHIX banbcupUIYPOBAHHBIX, KOHTpa(aKTHBIX

H HCL[06pOKa‘IeCTBCHHBIX JICKApCTBCHHBIX CpEACTB, YTBEPXKACHHBIMU
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B COOTBETCTBHH CO cTaThaMU 47 u 59 DenepansHOro 3akoHa.

16. Undopmanua 06  omepammsax ¢ QalbCUPUIMPOBAHHBIMH,
KOHTpaQaKTHBIMH M HEeNOOpDOKAaUeCTBEHHBIMH  NpemapaTaMd  JOJDKHA
JOKyMEHTHPOBATHCS U XPAHUTHCS IPOM3BOUTEIEM IIPENAPATOB M OpraHu3alueH
ONTOBOM TOPrOBAM JICKAPCTBEHHBIMH CPEACTBAMH M1 BETCPUHAPHOIO
IPUMEHEHHUS B COOTBETCTBHH € ITYHKTOM 2 HAacTOAIMX IIpaBui.

17. TIpou3BoaMTeIeM MPENapaToB U OpPraHM3allMed ONTOBOW TOPrOBIH
JIEKapCTBEHHBIMH CPEACTBAMH ISl BETEPHHAPHOTO NPHMEHEHHS NOJDKHA OBITH
obecrnedeHa JOCTYIIHOCTh CBEACHHH O KOMNAHUAX — NOCTABIMMKAX MPEnapaToB
H 0 TIOJTyYaTeNsX MPENapaToB, a TAKKe O HANMEHOBAaHHSAX, HOMEPAX CEPHH, aTax
IIPOM3BOJICTBA M CPOKAaX TOMHOCTH, JIEKAPCTBEHHBIX (opMax, INO3UPOBKaxX
NpENnapaToB, KOJHYECTBE NPHOOPETCHHBIX MIIM IIOCTaBICHHBIX IIPENapaTos,
B TOM YHC/IC JKCIOPTHPOBAHHBIX MPENapaToB M HX O00pasioB, WA JHLQ,

OCYILICCTBIIIOMICTO U3BATUE NIPETIAPATOB U3 oﬁpameHuﬂ.




