Perucrpanuonnniit MO £/ 7,

MHHHCTEPCTBO CEJIbCKOTO XO35I/ICTBA
POCCUICKOY ®EJEPALIUH
(Muncenpxo3 Poccun)

IIPUKA3

ot 21 centsa6ps 2020 r. Ne 555

MockBa

06 yrBepxaenuu [IpaBua Hajexamedi anTevHON NPAKTHKH
JeKAPCTBEHHDIX NPENapaToB /sl BETEPHHAPHOr0 NPHMEHEHHUS

B memsx peanmusauuu nyHkta 18 cratem 5 um yactm 1 cTateH S5
®enepansHoro 3akoHa ot 12 ampens 2010 r. Ne 61-@3 «O6 obpaimeHun
nekapcTBeHHbIXx  cpenctB»  (Cobpanue  3akoHomaTensctBa  Poccuiickoit
®enepammu, 2010, Ne 16, ct. 1815; 2014, Ne 52, c1. 7540) ¥ B COOTBETCTBHH
¢ nmoamyHktoM 5.2.25(100) mynkrta 5 IlonoxeHnus o MuHKUCTEpCTBE CEIBCKOrO
xossaiictBa Poccuiickoit ®enepauuy, YTBEPKACHHOIO IIOCTaHOBJICHUEM
IIpasuTtenscta Poccuiickoit ®enepanuu oT 12 mons 2008 r. Ne 450 (Cobpanune
3axoHoaTenbcTBa Poccuiickoit ®enepanuu, 2008, Ne 25, cr. 2983; 2015, Ne 38,
cT.5297), i pu K a3 Bl B a lo:

1. VTBepauts npuiaraeMsle IlpaBuna Hamjexamied anTeyHOU
IPaKTHKH JIEKapCTBEHHBIX NPENapaToB [l BETEPUHAPHOTO IPHMEHEHHUS.

2.  Hacrosmmii npukas Bcrymaer B cmiy ¢ 1 mapra 2021 r,
3a HCKIIIOYEHHEM MOJAMYHKTA «B» MyHKTa 5, MyHKTOB 15 — 19, 26, 27 IlpaBun
HaJJIeKallel  anTeyHod MPAKTHKH  JICKapCTBEHHBIX  IpernaparoB Ui

BETEPHHAPHOI'O IPUMECHEHU A, YTBECPKACHHBIX HACTOSIIHNM IIPUKA30M.




2

3. IMoanyHKT «B» MmyHKTa S5, myHKTHI 15 — 19, 26, 27 IlpaBun
HaJIeXaleld  anTeyHod TMpaKTUKH  JIeKapCTBEHHBIX  IpenapaTroB  Juid
BETEPHHAPHOrO MPUMEHEHUS, YTBEP)KACHHBIX HACTOSIIUM IIPUKA30M, BCTYMAIOT
B cuity ¢ 1 mapra 2022 r.

4. Hacrosimii npukas gectsyet Ao 1 mapra 2027 r.

Munuctp J.H. IlaTpyiesB




YTBEP)X/IEHbDI
npukazoM MuHcenbxo3a Poccun
ot 21.09.2020 r. Ne 555

NPABHUIJA
HaJJiexalied anTevYHoH NPaKTHKH
JIeKapCTBeHHBIX NPENapaToB JJIf BETEPHHAPHOr0 NPHMEHEHH

I. OO0mwue NoJIoXKEHUS

1. Hacrosuwe [IlpaBuia ycTaHaBIMBAIOT TpeOOBaHUS K peanu3aluu
JIEKapCTBEHHBIX MpenapaTroB HOTpeOUTENAM, B TOM qucie
MX OTNYCKY IO pelenTy Ha JICKapCTBEHHBIH INpenapaT (manee — perenr)
nin Ge3 pellenTa, a TAKkKe K XPaHEHHIO B LENIX pealM3alliM NOTPEOHTENIM
(manee — po3HUYHAS TOPTOBIIA) JIEKAPCTBECHHBIX NPENapaToB IJis BETEPHHAPHOTO
NipMMeHeHus (Jaee — JIEKapCTBEHHbIE NIPENApaThl) BETEPHHAPHBIMU alIT€YHBIMU
OpraHu3aiUsIMH, MHIUBHIYaJIbHBIMH MPEANPHHUMATENAMH H BETEPUHAPHBIMU
dpranmaunxmn, MMEOLIMMH JIMLIEH3HIO Ha OCYIIIeCTBICHNE (papMalleBTU4YECKOM
JEeATENHLHOCTH B chepe 0OpalieHus JeKapCTBEHHBIX CPEICTB Ul BETEPUHAPHOT'O
nipuMeHeHH (1ajiee — CyObeKT pOSHHYHOH TOPTrOBIIM).

2. Ilpn po3HMYHON TOprosiie JIEKapCTBEHHBIMH IIpenapaTaMu CyOBEKTOM
PO3HUYHON TOPrOBIH HOTPEOHTENAM JO/DKHBI IIPENOCTABIIATECS Ka4eCTBEHHBIE,
>(pexTHBHBIE M Ge30macHple JIeKapCTBEHHBIE IpenapaTel, M IO MPOChOe
notpe6uTeNs JOJDKHA NPEAOCTABIATECS HHGOpMaLKs O crocobax MpUMEHEHU

JCKapCTBCHHBIX IIPENIapaToB.

I1. Tpe6oBaHHs K 00ECTIEYCHHIO AEATENBHOCTH CYyOBEKTa PO3HUYHON TOPrOBIN

3. Cy6eKTOM PO3HHYHOM TOPTrOBIIH JOJDKHBI IIOANEPKHMBATECSA B paboueM

COCTOSHHMU.




a) 37aHMs, I[OMELIEHWs, MeECTa, OTBEAEHHBIE Il OCYIIECTBICHHS
PO3HHYHOM TOPTOBIH M CBSA3aHHbIE C HUMH CPEJICTBA TPYIa;

6) o6opymoBaHHME IS I[POHM3BOACTBEHHBIX IIPOLIECCOB (TEXHHUYECKHE,
TIpOrpaMMHEIE CPEJICTBA).

4. CpencTsa U3MEPEHHs, KOTOPbIE HUCIIONB3YIOTCSA CyOBEKTOM PO3HHIHOM
TOPIOBJIM, JOJDKHBI MPOXOJUTh METPOJIOrHYECKYIO MOBEPKY B COOTBETCTBHMH C
®OenepalbHbIM 3aKOHOM oT 26 HIOHS 2008 I.
Ne 102-®3 «0O6 obecreuenur enuHcTBa u3MepeHui»  (CobGpanue
3aKoHOHaTenbcTBa Poccuiickoit ®eneparmu, 2008, Ne 26, cr. 3021; 2019, Ne 52,
ct. 7814).

5. PykoBoauTeNb CyOBEKTa PO3SHUYHON TOPTOBJIHM JO/KEH 00€CIIEUMBATE:

a) coOmofieHHe YCTaHOBNEHHBIX [lonoXkeHWEM O JMIEH3UPOBAHUU
¢dapManeBTHUECKOH  JEATENIBHOCTH,  YTBEPXKIECHHBIM  MOCTAHOBICHHEM
ITpaButensctBa Poccuiickoii ®enepanuu or 22 nexabps 2011 r. Ne 1081
(Cobpanne 3axoHonarenbcTBa Poccuiickoit ®enepanun, 2012, Ne 1, cr. 126;
2020, Ne 21, cr. 3269), Tpe6oBaumii X KBaXHQUKALMH, CTaxXy paGoOTHI
Y NOBBIICHHIO KBATH(PHUKAIMA PYKOBOJWUTENS CyOBEKTa POSHHYHON TOPrOBIIH
H €ro pabOTHHUKOB, IEATENbHOCTb KOTOPHIX HEMOCPEJCTBEHHO CBsj3aHA
C PO3HMYHON TOProBieil JieKapCTBEHHBIMM IpenapartaMy (fajiee — amnTeyvHble
pabOTHUKN);

0) OCYILIECTBICHUE 3aKyTOK JIEKApCTBEHHBIX npenaparos,
He JIOMyCKAlOLee YMBILUIEHHOE PaclpoCTpaHeHHe (albCHpUIMPOBaHHBIX,
HeNoOpoKaueCTBEHHBIX, KOHTPa(aKTHBIX JEKapCTBEHHBIX MPENapaToB,;

B) BeJcHHME  BHYTPEHHeW TeXHHYECKOH JOKyMeHTauuu (namee -
CTaHAApTHBIE ONEPAlMOHHbIE IPOLEAyPH) B COOTBETCTBHM C IyHKTOM 15
Hactosmux [Ipasur;

r) Hamuyue OOGOpyIOBaHHs, TOMENIEHMH M JOKyMEHTalUy,
TIOTBEPXKAIOIIEN COBMOIeHHe CyObeKTOM POHUYHOM TOproBiy TpeGoBaHuUi,
YCTaHOBJIEHHBIX 3aKOHOAATEIECTBOM Poccuiickon ®enepanuu

O JIMLICH3HPOBAHHUHU OTACJIBHBIX BUZIOB ACATCIIbHOCTH;




) WHQOPMHpOBaHHE AaNTeYHbIX pabOTHUKOB 00  HM3MEHEHHsX
BETEPUHAPHOI'0 3aKOHOIaTEILCTBA Pdccnﬁcxoﬁ ®denepaliy ¥ 3aKOHOJATENLCTBA
Poccuiickoit @enepanun 06 oOpaleHuH J€KapCTBEHHBIX CPEACTB,

€) MOHUTOpPMHT WH(pOpMalMM, KacaloleWcss  MNPHOCTAHOBICHHS
(BO30GHOBJICHHS) pealIM3alliK JIEKapCTBEHHBIX IIPENapaToB, OT3bIBA (M3bATHSA)
U3 oOpallleHds JIEKAPCTBEHHBIX MPENapaToB, BIABICHUS CoydacB OOpallleHHs
HE3apETHCTPUPOBAHHBIX  JIEKAPCTBEHHBIX IIPENapaTroB, a Takke HHBIX
JTOKyMEHTOB, B TOM YHCJe TI0 BONPOCaM BBIABICHHS (albCHPUIMPOBAHHBIX,
KOHTpPahakTHBIX M HeN0OpOKAaYeCTBEHHBIX JIEKApPCTBEHHBIX IPENapaTos,
pa3MemIeHHbIX Ha O(HIINATIBEHOM caiTe Poécenbxoznam.opa B MH(OpPMaLMIOHHO-
TENEKOMMYHHUKALMOHHOMU ceT «HTepHeT».

6. JIns BHOBB NMPHHATHIX aNTEYHBIX paGOTHUKOB PyKOBOAHUTEb CyObeKTa
PO3HHYHOM TOProBiM (OO YNOIHOMOUYEHHOE MM JIMILIO) JOJDKEH MPOBOTUTH
HHCTPYKTaX IO BOIIPOCaM:

a) cobmoneHus TpeboBaHUH BETEPHHAPHOTO 3aKOHOAATENIbCTBA
Poccuiickoii depmepanv ¥ 3aKoHojaTenscTBa Poccuiickoit Penepauuu
06 0OpallleHMH JIEKapCTBEHHBIX CPEICTB, BKIIOYas TpeOOBaHMS K PO3HUYHOM
TOProBJI€ JJEKapCTBEHHBIMH IIpeNapaTaMu,

6) mnpenocTaBieHHs Mo TpeOGOBaHMIO MOTpeOHUTENd HHPOpMAIMH O
B3aMMO3aMEHAEMBIX JIEKAPCTBEHHBIX IIpernaparax, UX CTOMMOCTH M HaJTU4uH,
O HOBBIX JIEKAPCTBEHHBIX IIpenapaTtax, JeKapCTBEeHHbIX (opMax JIeKapCTBEHHBIX
IIpenaparoB, MOKa3aHUAX K NPUMEHEHHIO JIEKapCTBEHHBIX NPENapaTos;

B) IIPENOCTAaBIEHHMs [OCTyNa MOTpebUTeNmoO MO ero TpeGOBaHUIO
K HHGOpMAIIHH, COlEPKAIIEHCS B HHCTPYKIIMH 110 BETEPHHAPHOMY IIPHMEHEHHIO
JIEKapCTBEHHOTO IIperapara;

r) HampaBleHus B Poccenpxo3Haa3op HHGOpMaUMH, IIOTyYSHHOH
OT moTpebuTeNeii, kacaroouielics NPUMEHEHMs JIEKapCTBEHHBIX MpPEIaparos,
a TaKkXe O BbIABIECHHBIX B NPOIECCE UX MPUMEHEHUs NMOOOYHBIX NEHCTBHAX,
HEXeNaTelbHBIX  PeaKklUax, CEpbe3HBIX  HEeXeJaTelIbHBIX  peaKluiX,

HEIIPECABUACHHBIX HEXCJIATCIIbHBIX peaKuusx, HH,I[HBHIIyaJIBHOﬁ
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HEMIEPEHOCUMOCTH, OTCYTCTBHUH 3(P(HEKTUBHOCTH JIEKAPCTBEHHBIX IIPENApPATOB,
a Takxe 00 MHBIX (haKkTax U 0OCTOATENBCTBAX, IPEACTABISIONMX yIrpo3y KU3HH
HIH 37I0POBBIO )KHBOTHOTO.

7. CyObeKToM pO3HMYHOM TOProBIM JOJDKHO OBITH 00ecIeyeHo
COOJIIOICHHE TIPABWJI XpaHEHHS JIEKApCTBEHHBIX CPEICTB, YTBEPXKIAaeMbIX
MuHcenexo30M Poccur B cOOTBETCTBUH cO cTaTheil 58 DenepanbHOro 3akoHa
ot 12 ampesnst 2010 r. Ne 61-03 «O6 obpallieHHH JT€KapCTBEHHBIX CPEACTB.

8. B moMelleHHAX, HCIOJB3yeMBIX CyOBEKTaMH PO3HWYHOH TOPIOBIIH,
JOJKHEI OBITH BBIJIENIEHBI 30HBI U (UJIM) KOMHATHI, IpeIHa3HaYCHHBIE JIJIA:

a) TOProBIIH JIEKAPCTBEHHBIMHU NpeniapaTaMy;

0) NpueMKH TeKapCTBEHHBIX IIPENapaToB;

B) XpaHEHHUs JIEKAPCTBEHHBIX NPENapaToB ¢ UCTEKIIMM CPOKOM FOJHOCTH,
B IIOBPEXIECHHOM YIIaKOBKE, HEIOOPOKaYeCTBEHHBIX, QalbCHPHUIIMPOBAHHEIX HIIH
KOHTpa(haKTHBIX JIEKAPCTBEHHBIX IPEMNaparoB (B Cilyyae €CIM PyKOBOIHUTENIEM
CYyOBEKTA PO3HHUYHOM TOPTOBIM HE TPHHATO pEIICHHE O XPAaHEHWM TaKHX
JIEKapCTBEHHBIX MPENapaToB B OT/ACIBHOM KOHTEHHEDE);

I) XpaHeHHS OJeXIsl PabOTHUKOB M XO3SHCTBEHHBIX MAaTEPHAJIOB,
MHBEHTapsA, MOIOIIMX, YACTAIMX U Je3HHQUUHPYIOMHX CPEICTB i yOOpKH
1 00pabOTKH MOMeIeHUH U 060pyI0BaHHs.

9. Hoctyn moTpebutened K JIEKapCTBEHHBIM INpenaparam JOIyCKaeTcs
TONBKO TIPH  pPO3HHYHOM  TOpProBie  JIEKAPCTBEHHBIMM  MpeliapaTaMy,
OTImycKaeMbIMHU 6e3 peLenTa.

30Ha HOCTyIA K JIEKApCTBEHHBIM TpenaparaM J0JbKHA ObITh 060pyaoBaHa
BUTpMHAMH, CTEJUIA)XKaMH, OOECIeYHBAIOIMH  BO3MOXHOCTh  0030pa
JIEKApCTBEHHBIX MPENapaToB, PeaiM3yeMbIX CyOhEKTOM PO3HUYHOM TOPTOBIIH.

10. JlekapcTBeHHBIE IIpenapaTsl, OTIycKaeMble 0€3 peLenTa, pa3sMeIlaloTcs
Ha BHUTPHHAaX (CTeUIaXaxX) C Y4EeTOM YCJIOBHH XPaHEHHS, MPENyCMOTPEHHBIX
HHCTPYKIMSAMH II0 BETEPUHAPHOMY NPHMEHEHHIO JIEKapCTBEHHBIX IpernapaToB

¥ (WIH) Ha YIIaKOBKaX JIeKapCTBEHHBIX IPeNapaToB.




JlexapcTBeHHBIE TNpenapaThl, OTILyCKaeMble II0 PELENTy, pasMEINarTCsa
aNTeyHbIM PaGOTHUKOM B 3aKPBITHIX BATPUHAX H CTEKJIHHBIX IKadax ¢ y4eToM
yCIOBHi XpaHEHHS, MPEeAyCMOTPEHHBIX HMHCTPYKLUHMAMU IO BETEPHHAPHOMY
NPUMEHEHHIO JIEKapCTBEHHBIX IpenapaToB ¥ (WIM) Ha  yNaKoOBKax
JIeKapCTBEHHBIX NPENapaToB.

11. JlekapcTBeHHBIE penapaThl, OTIYCKAaEMBIE 110 PELIEITY, Pa3MEMAlOTCs
OTAEIBHO OT JIEKApCTBEHHBIX MpEIapaToB, OTIYCKaeMbIX 0€3 pelenTa,
C OTMETKOM «I10 peIeNnTy Ha JIEeKapCTBEHHBIH Npenapar», HAaHECEHHOM Ha IOJIKY
W IIKad, B KOTOPBIX pa3MelleHbl TaK/e JIEKapCTBEHHBIE MPenapaThl.

12. JlexapcTBeHHBIE TpenapaThl, B TOM 4YHCJ€ B 30HE NOCTYMa, JODKHBI
pasMelIaThCs OTAENBHO OT JPYTHX TOBAapoOB, pealu3yeMbiX CyObeKTOM
PO3HUYHO¥ TOProOBIIH.

13. HuHdopmanmuss o HANMEHOBAHMHM H CTOMMOCTH JIEKQPCTBEHHOI'O
npenapara 3a eIWHHIy TOBapa pa3MellaeTcs Ha LICHHUKE JIEKapCTBEHHOIO
npemnapara.

14. PykoBoauTeneM CyObeKTa PO3HHYHOH TOProOBIM MAO/DKHO OBITH
obecrieueHo BeaeHHe Ha GYMaXHOM HOCHUTEJIE U B JIEKTPOHHOM BHJIE:

a) JIOKYMEHTOB, COAEPKAIUX CBEJCHHUS O CTPYKTYPE M KaJpOBOM COCTaBe
cyOBeKTa pO3HUYHOM TOPTOBIH, BKIIOYas IPHKa3bl U PaCOPSDKCHHUS, CBEICHHA
0 KOJIMYECTBE IITATHBIX €IMHMII, 8 TAK)Ke JOJDKHOCTHBIX MHCTPYKLHUM C OTMETKOM
00 03HaKOMJIEHHH C HUMH paOOTHHKOB;

6) JOKyMEHTOB, COEPXKaIlNX HHPOPMALUIO O COOIIONECHUM CYOBEKTOM
PO3HMYHOM TOProBiW TpeGoBaHMI 3aKOHOAaTenbCTBa Poccuiickoit Denepanuu
TIpH OCYILECTBIIEHHH rOCYAAPCTBEHHOTO KOHTPOJIs (HaA30pa), MyHULMIIAIEHOTO
KOHTpOJIs (AKTHl MPOBEPOK CyOBEKTa PO3HMYHOM TOPrOBJIH JOJDKHOCTHBIMU
JMIAMH  OpPTraHOB  TOCYJapCTBEHHOTO  KOHTpoJis  (Haa3opa), OpraHoB
MYHHLMIIATEHOTO KOHTPOJIS);

B) XXypHaJia y4eTa peLenToB.




III. TIpowecchl nesTensHOCTH CyOBEKTa pO3HUYHON TOPrOBIIH

15. CyOBeKTOM pPO3HHYHOH TOPTOBIH MAOJKHBI OBITH YTBEPIKACHBI
CTaHJApTHBIE  OlNEpallMOHHblE  NpPOLENypHl,  ONHUCHIBAIOINKE  MOPSAAOK
OCYLIECTBIICHHS H y4eTa CIeIyIOIUX AeHCTBUM:

a) BEIOOpa OpraHU3alliH, OCYLIECTBILIOMIEH ITOCTaBKY JIEKApCTBEHHBIX
IpenaparoB (Jajiee — NOCTaBLIMK);

0) NpueMKH JIeKapCTBEHHBIX NIPENapaToB;

B) W3BATHSA u3 obpartieHus banbcHUIIPOBAHHBIX,
HeJOOpOKaYeCTBEHHBIX,  KOHTPaakTHBIX  JIEKADCTBEHHBIX  IIPENapaToB
¥ YHHYTOXXCHHUS TaKUX NPeNnaparos;

I) pacCMOTPEHHS Xaiob U MpeanoKeHnH notpeburene.

CyObeKT pO3HMYHON TOPrOBIM BIpaBe YTBEPXKIAaTh CTaHIapTHHIC
OIIEpallMOHHbIE MPOLEAYPHl NPUMEHHUTEIBHO K MHBIM JICHCTBHUSM, BIUSIOLIAM
Ha Ka4eCTBO, 3 heKTHBHOCTh 1 6€30I1aCHOCTD JIEKaPCTBEHHBIX IPeMnaparos.

16. B cTaHgapTHBIX OMEPAIMOHHBIX MPOLEAypax JOKHBI ObITH ONMHCAHBIL

a) y4eT JAaHHBIX TIPH BHITIOJIHEHHH CTaHJapPTHAIX OIEPAIIMOHHBIX IPOLEyP
(BKJIIOYas COCTaBIIEHHE aKTOB, BEICHUE JKyPHAJIOB);

6) ocyllecTBJIeHHE aHAIN3a CTAHAAPTHBIX ONEPaliMOHHBIX MPOLENYD;

B) YCTaHOBJEHHE INPUYUH HapylIeHHs CTaHJApTHBIX ONEPAlHOHHBIX
npouenyp.

17. CranmapTHas ollepaliOHHas Ipolieypa IO BHIOOPY IOCTABLIHMKA
JIOJKHA 06ecrieyuBaTh MPOBEPKY CyOBEKTOM PO3HHYHOM TOPTOBIIH:

a) HaJiMyus Yy TIIOCTaBIIMKA JIMIEH3MM HA  OCYIICCTBIICHHE
(dapManeBTHUECKOM AESTENLHOCTH B chpepe oOpamieHus JTeKapCTBeHHbIX CPeICTB
I BETEPMHAPHOTO [PHUMEHEHHs C YKa3aHHEM BBINOJHAEMBbIX paloT,
OKa3bIBaEMBIX YCIYT HJIM JIMLEH3WH Ha TIPOU3BOJCTBO JIEKAPCTBEHHBIX CPEICTB
7151 BETEPMHAPHOTO NIPUMEHEHHS C yKa3aHHUeM IepedHs pabor;

6) coOmogeHMs IOCTAaBIIMKOM CPOKOB M  YCJIOBHH  IIOCTaBKH

JIEKapCTBCHHBIX IMpenaparoB, B TOM YHCIIC yCJ'IOBI/Ii;I XpaHCHHUs JICKAPCTBEHHBIX




IpenaparoB, YCTAHOBJICHHBIX WHCTPYKLMAMH 10 BETEPUHAPHOMY HNPUMEHEHHUIO
JIEKapCTBEHHBIX MPENapaToB.

18. CrangaprtHas olepalMOHHas IPoOLELypa 10 IPHEMKE JIEKApCTBEHHBIX
npenaparoB (ajiee — MPUEMOYHBIH KOHTPO/Ib) JOJDKHA IIPEIyCMaTpPUBATh:

a) MPOBEPKY KOJIMYECTBA MOCTABIEHHBIX JIEKAPCTBEHHBIX MPENapaToB;

6) MpOBepKy HalW4us HOKYMEHTa, NOATBEPXKIAIOIIEro KayecTBO
1 0e30IacHOCTh JIEKAPCTBEHHOTO MperapaTa, BBIAABaEMOIo IPOHU3BOIUTEIEM
JIeKapCTBEHHOTO NpenapaTa’, Wi KOIUH yKa3aHHOTO JIOKyMEHTa,;

B) IIPOBEPKY COOTBETCTBHS JIEKAPCTBEHHBIX IIPENIApaToOB CBEAEHMSIM,
yKa3aHHBIM B TPAHCIIOPTHBIX U CONPOBOIUTEBHBIX TOKYMEHTAX; |

r) OCYyLIeCTBIE€HHE IPHEMKH JIEKapCTBEHHBIX IIPENaparoB JIMLIOM,
YIIOJHOMOYEHHBIM CyObEKTOM PO3HHYHO¥W TOPrOBJIH.

19. TIpreMOYHBIN KOHTPOJb 3aK/IIOYaeTcs B MPOBEPKE MOCTYMAOMIUX
JIEKapCTBEHHBIX NPENapaToB I[yTEM BU3YyalbHOM OLIEHKH:

a) HAMMEHOBAHHUSA U KOJIMYECTBA JIEKAPCTBEHHBIX MPETApaToB;

6) BHEIIHErO BHAA, LIBETA, 3aaxa (€C/IU IPHMEHKMO);

B) LIETIOCTHOCTH YIIaKOBKH,

T) COOTBETCTBHSI MAPKUPOBKH JIEKapCTBEHHBIX IIPENapaToB TPeGOBaHUAM,
YCTAHOBJIEHHBIM 3aKoHoarenbcTBoM Poccuiickolt @enepauun 06 obpaiieHHH
JIeKapCTBEHHBIX CPEACTB;

Il) CpOKa rOOAHOCTH JICKAPCTBCHHBIX IIPEIIapaTOB,

I B cootBercTBHH ¢ myHKkToM 3.13 I10JI0XKEHHS O €IMHOM IIOPAAKE OCYWIECTBICHHA BETCPHHAPHOIO KOHTPONs
(Ham30pa) Ha TAMOXXEHHOW rpaHune EBPa3sHiiCKOro SKOHOMHYECKOTO COKO33a H HA TAMOXCHHOH TEPPHTOPHUM
EBpasuiickoro 5KOHOMHYECKOTO COI03a, yTBepXkAeHHOro PemenvieM KoMucciu TaMoxkeHHOro coro3a oT 18 moHs
2010 r. Ne 317 (ojmumansumiii  caditr Komuccuu TamoxkesHoro cowsa  http://www.tsouz.ru,
30 mons 2010 T.), ¢ U3MEHEHHAMH, BHECCHHBIMH pemieHnaMy CoBeta EBpasuiickoll 3KOHOMHYECKON KOMHCCHH
oT 9 okmabps 2014 r. Ne 95 (oduumansHelli calit EBpasuiickodi 3KOHOMHYECKOH KOMMCCHM
http://www.eurasiancommission.org, 14 okr6ps 2014 r.) u ot 23 HosOpa 2015 r. Ne 93 (oduumanbHbil CaiT
EBpasHiickoro 3KOHOMMYECKOro coto3a http://www.eaeunion.org, 5 mons 2016 r.), SBIAIOMAMCS 00s3aTebHBIM
s Poccuiickoit ®enepaun B cooTBeTcTBHM ¢ JloroBopoM o0 EBpasuiicKoM 3KOHOMHHYECKOM COHO3€
or 29 mas 2014 r., parudunuposanubiM DefepanbHbIM 3aKOHOM OT 3 okTabps 2014 r. Ne 279-®3
«O paruduxaimu Jlorosopa o EspasuiickoM 3koHOMUYeCKoM coto3e» (CobpaHue 3aKOHONATENLCTBA Poccwuiickok
denepauny, 2014, Ne 40, cr. 5310) (nanee — [Tonoxerue).




€) HaIN4us NOKYMEHTa, IIOATBEPXKAAIOINEro KaiecTBO M 0€30MacHOCTh
JIEKapCTBEHHOro TpenapaTa, BBIJABAEMOr0 IPOM3BOIUTENIEM JIEKapCTBEHHOTO
TIpenapara’, Wik KoMK YKa3aHHOTO JOKYMEHTA.

20. JlekapcTBeHHbIE TIPENapaThl 10 II0Ja4H B 30HY H (M) [IOMELICHHE,
NpeaHa3HAYEHHBIe IS TOPrOBIM JEKapCTBEHHBIMM TMpenapaTtaMy, AOKHEI
IPOMTH PpAcCIaKoBKy, PacCOPTHPOBKY, OCMOTP, a TaKXke MPOBEPKY KaueCTBa
JNIeKapCTBEHHBIX TIPenapaToB (110 BHEUIHIM NPH3HAKaM) U HATMYKs HHPOpMALUH
O HHUX, HX MOCTABIIMKE U IIPOU3BOJHTEIIE.

21. OTIycK JIeKapCTBEHHOTO Mpernapara OCYIIECTBIAETCA B MEPBUYHOM
¥ BTOPHYHOM (TOTpPeGUTENBCKON) yNaKoBKaX, MapKMpOBKa KOTOPBIX JOJDKHA
COOTBETCTBOBaTh  TpeOoBaHWAM  cTathm 46  DemepalnbHOro  3aKOHA
o1 12 anpens 2010 r. Ne 61-®3 «O6 obpallieHHH JTEKAPCTBEHHBIX CPEACTBY.

Hapymienue TNepBUYHOM  yMaKOBKM  JIEKApCTBEHHOro  Ipenapara
IIPH €0 OTITyCKE 3alPeLiacTCs.

HapyuieHue BTOPUYHOM (TTOTpeOHMTENBCKOM) YNMAaKOBKH JIEKaPCTBEHHOIO
mpenapata M OTIYCK JIEKapCTBEHHOro MpenapaTa B IEPBAYHOH YIAKOBKeE
JOMYCKAIOTCA B Cily4ae, €CIM KOIHYECTBO JIEKAPCTBEHHOrO MpenapaTa,
yKa3aHHOE B pelenTe WIM HeobXoaumoe ToTpeburemo (MpH OTIyCKe
JIEKapCTBEHHOTO Mpernapata 6e3 peLienTa), MeHbLIE KOJTHYeCTBa JIeKapCTBEHHOIO
TIpenapaTa, COAEPXKALIErocs BO BTOPMYHOM (MOTPEOHTENBCKOM) YIAKOBKE.
B yKka3aHHOM Ciydae NpH OTIyCKe JeKapCTBEHHOTO Mpemnapara MOTpeGHTeNo
MpeNoCTaBIsAeTcs  HMHCTPYKIHMs [0  BETEPUHADHOMY  IPMMEHEHHIO
JieKapCTBEHHOTO TIpernapara Uik €e KOIHs.

22. Tlpu OTIycKe JIeKapCTBEHHOTO IpenapaTa 1o mpockbe motpeburens
anTe4yHbli paboTHHK HHGPOPMHUpPYET €ro O peXMMe H J033aX MHpHeMa
JIeKapCTBEHHOTO Mpenapata, YCIOBHAX XpaHEHHs, B3AUMONCHCTBHH C JPYTHMH

JICKapCTBCHHBIMH IIp€TiapaTaMH.

2 B cooTBETCTBMH ¢ MyHKTOM 3.13 TlonoxeHus.
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23. Tlpu oTHycKe JIEKApCTBEHHOrO Ipenapata anTedHbli paOOTHHK
JOJDKEH MTPENOCTABIATh HHPOPMALIUIO O HATMYMH JIEKAPCTBEHHBIX MPETNapaToB.
ITo npocsGe moTpeOUTENd aNTedyHbli pabOTHHK JODKEH MPENOCTABIATH
MHOOPMALMIO O HAIWYHMH JIEKapCTBEHHBIX NPENapaToB, MMEIOLIUX OAWHAKOBOE
MEXIyHApPOJHOE HENAaTEeHTOBAHHOE HAWMEHOBAHHE, B TOM YKClie O HAIHYHH
JIEKapCTBEHHBIX MPEapaToB, UMEIOLIUX 6osiee HU3KYIO LIEHY.

24, 3anpeiaeTés OTMycK GanscHPUIHIPOBaHHBIX, HEAOOPOKaYECTBEHHBIX
¥ KOHTpa(haKTHEIX JIEKapPCTBEHHBIX [PeNaparos.’

25. OTmyck JeKapCTBEHHBIX IIPENapaToB IO PELENTY OCYIIECTBIACTCS
B TEUEHHE YKA3aHHOTO B pelieNTe CPOKa €ro ACHCTBHS B KOJIHYECTBAX, YKa3aHHBIX
B pellenTe.

26. CTaHnapTHas ONEPAlMOHHAs MPOLEaypa 1O U3BATHIO U3 OOpaleHus
¢danpcuPULIIPOBaHHBIX, HeT0OpOKa4YECTBEHHBIX, KOHTpa(aKTHBIX
JIEKAPCTBEHHBIX IPENapaToB U YHMYTOXEHHMIO TaKUX IpenapaTroB JO/DKHA
obecrieynBaTh:

a) MIEHTU(HUKALMIO JICKAPCTBEHHBIX NPENApaToB, HE COOTBETCTBYIOIMX
TpeGOBaHUsIM HOPMAaTHBHOTO JOKYMEHTa, B LEIAX IpeJOTBPAIICHHA
UX TIPOJIAXKH;

0) cobmroaeHre TpeOGOBaHUH NpPaBUIl XpPaHEHHUs! JIEKapCTBEHHBIX CPEICTB,
yTBEepKIaeMBIX MuHCenbxo30M PoccHM B COOTBETCTBMM €O cTarheit 58
®enepanpHoro 3akona or 12 anpens 2010 r. Ne 61-®3 «O6 obpaiuesuu
JNIEKApCTBEHHBIX CPEACTB», B YaCTH XpaHEHMs (albCHQUIHUPOBAHHBIX,
HeZI00pOKaueCTBEHHBIX, KOHTPa(aKTHBIX JIEKAPCTBEHHBIX NPEapaToB;

B) coONIOACHHE TMOpAAKa ACHCTBHM IO U3BATHIO U3 obpareHus
51 YHUYTOXKCHHIO ¢danbCUPpUIUPOBAHHBIX, HeN0OpOKaYeCTBEHHBIX,
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX NpPENapaToB B COOTBeTCTBUM ¢ IlpaBuinamMu
YHMYTOKEHHSI HM3BATHIX (QalbCHQUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB,

HeJIOOPOKAUECTBEHHBIX ~ JIEKADCTBEHHBIX  CPEACTB M KOHTPa(akTHBIX

3 Cratba 57 ®enepanbHoro 3akona ot 12 anpens 2010 r. Ne 61-®3 «O6 olpalueHuH JEKapCTBEHHBIX
CpenCTBY.
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JIEKapCTBEHHBIX CpPEJICTB, YTBEPXKAEHHBIX NocTaHoBieHHeM IIpaBurenncrBa
Poccuiickoit ®enepanun ot 15 centsops 2020 r. Ne 1447 (OduumanbHbii
HHTEpHET-TIOpTal TPaBOBOM UHpopMaH http://www.pravo.gov.ru,
21 cents6ps 2020 r.);

r) YCTaHOBICHHE TPUYMH TIOCTYIUIEHHS, XpaHEHHs H pealu3aluH
CyOBEKTOM pO3HMYHOM TOPrOBIM HENOOPOKAadEeCTBEHHBIX, KOHTPa(aKTHBIX,
GanbCuPUIUPOBAHHBIX  JIEKApCTBEHHBIX  IIPENapaToB W [PUHATHE
TpeAyIpexAatoHX Mep.

27. CraHjapTHasi ONEpalMOHHAs MpoLeaypa MO PacCMOTPEHHIO Kauob
U IpeLIOXKEeHHM mnoTpebuteneit (mamee — xanoba) momxHa o0eCreuyuBaTh

PacCMOTPCHHUE )KaJIO6, HUX aHAJIU3 U NPHHATHEC 10 HUM pemeHHﬁ.




