OEONEPAJTIbHAA AHTUMOHOIMOJIbHASA CITYXBA
NMACbMO
ot 14 cheBpans 2020 r. A[1/10927/20

PA3SBACHEHUE MO 3AMNOJNIHEHUIO ®OPMbI NMPOTOKOIJIA
COIMACOBAHUA LUEH MOCTABKWU NNIEKAPCTBEHHbIX
NMPENAPATOB, BKITFOYEHHbIX B NEPEYEHb XX U3BHEHHO
HEOBXOAUMbIX U BAXXHEULLUX NEKAPCTBEHHbIX
NMPEMNAPATOB

depnepanbHaa aHTUMOHOMONbHAA crnyba B CBA3M C MHOIOYMUCIIEHHBIMU 3anpocamm
opraHu3aumi onToBOM U PO3HUYHOW TOProOBIM NeKapCTBEHHbLIMU Npenaparamu
aoBoanT o ceeaeHuns nosunuymnio PAC Poccum no Bonpocy 3anosiHeHnst oopmbl
NPOTOKOMa COornacoBaHus LieH NOCTaBKM fIeKapCTBEHHbIX MPenapaToB, BKITHYEHHbIX
B NepeYveHb XXNU3HEHHO HEOOXOAMMBIX N BaXKHENLUNX NTEKAaPCTBEHHbIX NpenapaTos,
yTBEpXaeHHOoM noctaHoBneHuem lNpasutensctea Poccuickon degepauum ot
16.12.2019 N 1683 "O BHECEHUM N3MEHEHUI B HEKOTOPbIE akTbl [MpaBuTenbcTBa
Poccuiickon ®egepaumnm B 4acTu rocygapCTBEHHOW pernctpaumm n
nepeperucTpauumn npegenbHbIX OTMYCKHbIX LIEH Ha NeKkapCTBEHHbIE npenaparhl,
BKIMIOYEHHbIE B NepeYeHb XN3HEHHO HEOOXOOUMbBIX Y BaXKHENLLNX JIEKapCTBEHHbIX
npenapaTtoB" (ganee - [NpoToOKON COrnacoBaHns LEH).

1. 3anonHeHne noctaswmkom rpac 1 - 8 NpoTokona cornacoBaHUs LIEH.
MocTaBwuk (opraHn3aumst ONTOBOW TOProBv fNeKapCTBEHHbIMU CPeaCcTBaMK),
KOTOpbI Npnobpen nekapCTBEHHbIN NpenapaT y Npou3BOAUTENS, 3anOnHSAET rpadbl
1 - 8 lNpoTokona cornacoBaHust LEH C y4eTOM MHopMaLmn, cogepXxallencs B
COMPOBOANTENBHOM AOKYMEHTaUUM NPOM3BOAMTESNS Ha NeKapCTBEHHbIN Npenapar.
[aTte peanusaunn nekapCTBEHHOro npenapara MHOCTPaHHbIM MPON3BOANTENEM Ha
Tepputopun Poccuinckon depepanmm COOTBETCTBYET AaTa BbiNycka TOBApOB.,
yKasaHHas B gekrnapauun Ha ToBapsbl (rpada "C" dopmbl geknapauumn Ha ToBapbl,
yTBepxaeHHon PeweHnem Komuccumn TamoxkeHHoro coto3a ot 20.05.2010 N 257).
Bce nocrneayowme opraHmMsaumm onToBOW TOProBrv, peanuaytoLwmne aToT
nekapCTBEHHbIN npenapart, Npu coctaeneHuun lNpoTokona cornacosaHus LEH B
rpadpax 1 - 8 oTpaxatot 6e3 nsmeHeHUn NHpopmMaunto, ykazaHHyto B [poTokone
COrnacoBaHus LeH, C KOTOPbIM NIeKapCTBEHHbIN NpenapaTt 6b11 UMY NPUoOGpPETEH.
JlekapcTBeHHbIV Npenapart, NPUoBpPETEHHbIN NOCTABLLMKOM Y €ro Npon3BoauTens,
peanu3oBaHHbIN B agpec nonyvarens (opraHn3aumnsa onToBOW TOProBnv Unm
opraHu3aumst po3Hn4yHoun Toproenu), o 17.12.2019 npu Hann4yum NpoTtokona
cornacoBaHus LieH, COCTaBeHHOro no opme, yTBepXXaeHHOM npeablayLen
penakuunen noctaHoenenus lMNMpasutensctea Poccumrckon ®epepaumm ot 29.10.2010
N 865, T0 ecTb 6€3 ykasaHus gatbl peanuaaumm nekapCTBEHHOro npenapara
npounssoauTenemM, MoXeT OblTb peanu3oBaH ApYyrMMn y4yacTHUKaMU



TOBapONpPOBOASLLEN Lenu peanusaumm 3Toro fiekapcTBEHHOro npenapara npu
Hanu4umn lNpoTokona corfiacoBaHMSA LeH, B KOTOPOM B rpadpe 8 ykasaH npodepk.

B ceoto ouepeab, PAC Poccum obpallaet BHUMaHWE, YTO BKNoYeHme B MNpoTokon
cornacoBaHus LieH MHpopMaunmn o fate peanusauum nekapcTBeHHOro npenapaTta
npoussoguTenem Ha Tepputopumn Poccuiickon ®epepaunm obecneynsaet
peann3aunio HoOpMbl, NpPegyCMOTPEHHON YacTbio 4 nocTaHoBeHns lNpaBuTenbCcTBa
Poccunckon ®egepaumnm ot 16.12.2019 N 1683, B COOTBETCTBMN C KOTOPOWN
npegocTaBrieHa BO3MOXHOCTb Jopeanu3aunn fiekapCTBEHHbIX NpenapaToB C y4eToOM
TEKYLLUNX 3aperMcTpupoBaHHbIX NpeaernbHbIX OTMYCKHbIX LIeH Npou3BoauTenen Ha
neKkapCTBEHHble NpenapaTbl, TO eCTb peann3oBaHHbIX X MPOM3BOANTENSMU Ha
Tepputopun Poccuickon ®egepauum 4o gHA BCTYNNEHUSA B CUY NpuKasa
MwuHucTepcTBa 3apaBooxpaHeHmsi Poccuickon ®epepaunmn ob obsizatesnibHon
nepepeructpauum B 2019 - 2020 rogax npegensbHON OTNYCKHOM LieHbI
npoussoauTens.

2. 3anonHeHue nocrasLwmkomM rpad 9 - 18 MNpoTokona cornacoBaHus LEH.

2.1 lNpu peanusaumm NOCTaBLLNKOM (OpraHu3aums onToBOW TOProsnm
neKkapCTBEHHbIMU CpeaCcTBaMMK) B aApec nonyyaresns fekapcTBeHHOro npenapara,
NpMoBpETEHHOrO UM Yy NPON3BOAMUTENSA 3TOMO NIeKapCTBEHHOrO npenapara, B
[MpoTokone cornacoBaHns LeH yKasblBaeTcs:

- B rpacpax 9 unm 10 - 11 (B 3aBMCUMOCTM OT NPUMEHAEMOro NOCTABLLMKOM pexuma
HanoroobnoXxeHus) - LLeHa peanusaumm NOCTaBLUMKOM fIeKapCTBEHHOIO npenapara;
- B rpadax 17 - 18 - paamep ontoBon HagbaBkn, NPUMEHEHHbIN NOCTABLLNKOM.

2.2 lNpun peanusaymm NOCTaBLLUMKOM (OpraHu3aums onToBOW TOProsnim
neKkapcTBEHHbIMU CpeaCcTBaMu) B agpec nory4yartens fnekapcTBeHHOro npenapara,
NPUOBPETEHHOIO UM y APYrov opraHn3auum onToBon Toproenu, B MNpoTtokone
COrrnacoBaHus LUeH yKasblBaeTcs:

- B rpacpax 9 unm 10 - 11 (B 3aBMCUMOCTU OT pexmma HanoroobnoxeHus
opraHu3aumm ONToBOW TOProBnuW, y KOTOPOWN 3TOT NieKapCTBEHHbIN nNpenapat Obin
NpPUoBpeTeH NOCTaBLUMKOM) - LieHa NpMobpeTeHnst MOCTaBLLUMKOM NIEKAPCTBEHHOMO
npenaparta (He3aBMCUMO OT KOnMYyecTBa opraHm3aLmim onToBOW TOProBIn,
y4acTBOBaBLUMX B TOBApPONpOBOASLLEN Lenu peanu3almm KOHKPETHOIO
neKkapCTBEHHOroO npenaparta Ao ero npuobpeTeHns NOCTaBLLMKOM);

- B rpachax 14 nnun 15 - 16 (B 3aBMCUMOCTU OT pexmMma HanoroobnoxeHus,
NPUMEHAEMOro NOCTaBLUUKOM) - LieHa peanu3aumm NocTaBLLUMKOM NieKapCTBEHHOIO
npenapaTta B agpec nonyyatens;

- B rpadpax 12 - 13 - pasamep onToBoN HagbaBkW, NPUMEHEHHbIN NOCTaBLUNKOM;

- B rpachax 17 - 18 ykasbiBaeTCs CyMMapHbIN pa3Mep ONTOBbIX Hag0aBoK
opraHusaumn onNToBOM TOProBIM.

2.3 B rpachax 9 unn 10 - 11, a Tarke B rpadpax 14 unum 15 - 16, He noanexawmx
3aroriHEHMIO B CBA3W C UCMNOMb30BaHMEM OnpeaerieHHOro Buaa pexvuma
HanoroobnoXeHus, ykasblBaeTcs Npoyepk.



A.B.IOLIEHKO
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