O BHeCceHUn U3MeHeHuH B TMNoBylo (hopMy AOroBopa Ha
OKa3aHue ycayr no npepocTaBJ/ieHUI0 KOAOB MapKUPOBKMU
cybbekTam obpalieHns neKapCTBeHHbIX CPeacTs,
YTBEpPXAEHHYIO NPUKa3oM MUHUCTEepCcTBa NPOMbLILLJIEHHOCTU U
Toprosnm Poccunckon ®epepaumnm ot 11 ceHTadbpsa 2019 r. Ne
3381

Mpukas - Ne 2034 - oT 26.06.2020 - MMHMCTEPCTBO NPOMbILLJIEHHOCTW U TOProBau - [lencTByeT 6e3 namMmeHeHun

MWHWUCTEPCTBO NPOMbILLIJIEHHOCTW 11 TOPIOBJI POCCUACKOW ®EAEPALLN
MPNKA3
MOCKBA

26 ntoHsa 2020 r. Ne 2034

O BHECEHUWN N3MEeHeHU B TUMOBYIO (HOPMY AOrOBOPA Ha OKasaHwe yCcnyr no npefocTaBieHno KOL0B
MapKMpPOBKU cybbekTam obpalleHns NeKapCTBEHHbLIX CPEACTB, YTBEPXKAEHHYIO NPpMKa3oM MUHNCTEPCTBa
NPOMBILLNEHHOCTY 1 Toprosan Poccuinckon depepauun ot 11 ceHTabps 2019 r. Ne 3381

3aperucTpupoBaH MuHioctom Poccun 17 aBrycta 2020 r.
PernctpaunoHHbii Ne 59297

B cooTBeTCTBMM C NoCcTaHoBNeHUeM lMNpaBuTenscTBa Poccniickon ®epepaumm ot 20 mapta 2020 r. Ne 311
"Q BHECEHUMN M3MeHEeHNN B NoN0)KeHNEe 0 CUCTEME MOHUTOPUHIa OBVXXEHUS JIeKapCTBEHHbIX NPenapaToB
ANS MeauunHckoro npumeHerHna” (CobpaHune 3akoHogaTenscTBa Poccuickon ®epepaunmm, 2020, Ne 13, cT.
1925) npuka3sbiBato:

YyTBEPAUTL NpuiaraeMble U3MeHeHUs, KOTOpPble BHOCATCA B TUMOBYO (JOPMY AOrOBOPa Ha OKa3aHue ycayr
no NpeLoCTaB/IEHNIO KOLOB MapKUPOBKM CybbekTam obpalleHns nekapCTBEHHbIX CPEACTB, YTBEPXKAEHHYIO
npuvkKasoM MUHUCTEPCTBA NPOMBILLNEHHOCTY 1 Toproean Poccunckon ®epepaumm ot 11 ceHTabps 2019 r.
Ne 3381 "O6 yTBEpPXAEHUMN TUMOBOWN (hOPMbl AOrOBOPa Ha OKa3aHue yCcayr no npeocTaBleHNO KOAOB
MapKNPOBKU cybbekTaM obpalleHns nekapCTBEHHbIX CpeAcTB" (3aperncTpmpoBaH MuHMCTEPCTBOM
tocTuumm Poccuinckon ®epepaumm 3 okTa6pa 2019 r., perncTpaumoHHbIn HoMep 56117).

MwuHucTp O.B.MaHTypoB

YTBEP>XXIEHbI
npuka3om MuHnpomTopra Poccum
oT 26 noHs 2020 r. Ne 2034

/i3MeHeHUs, KoTopble BHOCATCS B TUMOBYIO (hOPMY AOr0OBOpPa Ha OKasaHue ycayr no npefocTaBieHnto
KOA0B MapKMpPOBKK CybbekTaM obpalleHmns NeKapCTBEHHbIX CPEACTB, YTBEPXKAEHHYIO MPUKA30OM
MWHMCTepCTBa NPOMbLILLAEHHOCTM U Toproeau Poccuinckon ®epepaumm ot 11 ceHTsabpsa 2019 r. Ne 3381 "06
yTBEPXAEHUN TUNOBOWN (hOPMbI JOrOBOPa Ha OKa3aHue ycJiyr no npefocTasB/eHnIo KOLOB MapKUPOBKY
cybbekTam obpalleHns nekapcTBEHHbIX CpeacTs”

1. B nyHkTe 1.1 pa3gena I:
a) B noanyHkTe "6" cnosa "cepuinHoro rnobanbHOro MaeHTUGUKaLNOHHOro HOMepPa TOProBoON eauHULbI"
3aMeHNTb CJIoBaMu "Kofa naeHTudunkaymm®;

nen

6) noanyHKT "B" M3N0XUTb B ClleAyOLLEN peaaKLnn:
"B) YCTPOMNCTBO PErncTpaLum sMnccun Y4acTHKa - ABUXUMOE UMYLLECTBO, NPaBO MOJb30BaHNS KOTOPbLIM
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npenocTaBaseTcsa YYaCTHUKY Ha OCHOBaHWW OTAEe/bHOro forosopa ¢ OnepaTopoMm - TEXHUYECKOe CPencTBo
MH(OPMaLMOHHOro obMeHa, NpefHa3HavYeHHOe AN9 NONYYEHUS KOLOB MapKMPOBKU 1 Nepefaymn B CUCTEMY
MOJIMN cBeAeHNA 0 MapKMPOBKE YMaKOBOK 2 JIeKapCTBEHHbIX NPenapaToB CPeacTBaMM NAeHTUdMKaLmu,
BbIMNONHSAKLEE (PYHKLMN TEXHUYECKOr0 CpeacTBa MPOBEPKM KoLa NPOBEPKU, B OTHOLLEHUN KOTOPOro
thefepanbHbIM OPraHOM UCNOMHUTEIbHON BNacTu B ob6nacTu obecneveHns 6€30nacHOCTU BblAaH LOKYMEHT
0 €ro COOTBETCTBUMN YCTAHOBNEHHbLIM TPeBOBaHMAM K LINGPOBANbLHLIM (KpUNTOrpadmnyecknM) CpeacTeam
3alWMThl MHGOPMaLIUN, OEACTBYIOWMM B OTHOLLEHUN LWNMPOBaJIbHbLIX (KpMNTOorpagmyecknx) CpeacTs,
npefHa3Ha4YeHHbIX 15 NMPOBEPKU KOLOB MapKUPOBKIK, MO0 BKJIHOYatOLLLEE B CBOM COCTaB TEXHMYECKOE
CpencTBO MPOBEPKM KOLOB MPOBEPKM, B OTHOLLUEHUN KOTOPOro (hefepasibHbiM OpraHoM UCMONHUTENbHON
Bnactu B obnactu obecneveHna 6€30NacHOCTY BblAaH LOKYMEHT O €ro COOTBETCTBUMN YCTaHOBAEHHbIM
TpeboBaHMAM K WNGPOBaJIbHLIM (KpUATOrpauyecknum) cpeacTBaM 3allnTel MHGOPMaLUN, LENCTBYOLNM B
OTHOLLEHUN WNGPOBasbHbIX (KpUNTorpaduyecknx) CpeacTs, NpeaHasHa4YeHHbIX A NPOBEPKM KOLOB
MapKnpoBku 3 ;".

2. NyHKT 3.3.2 pasgena lll nocne cnos "MaTepuanbHbIN HOCUTENL" OMOHUTL CI0BOM "(3TUKETKY)".

3. NMyHKT 3.4.2 pa3gena lll u3noxnTs B CeayoLwen pegakumnm:

"3.4.2. ObecneuynBaTb HaHeceHne CpeacTB MAEHTU(MKALIMM Ha YNAaKOBKY JIEKapCTBEHHOr0 npenapaTa uau
Ha MaTepuasbHbIN HOCUTENb (3TUKETKY) B COOTBETCTBUN C YCAOBUAMM, NPeayCMOTPEHHbIMU NyHKTOM 9(1)
Mono)xeHns. Kogbl MapKUpPOBKN aHHYIMPYIOTCS B CyYasix, YCTAHOBIEHHbIX MYHKTOM 9(2) MNMonoxxeHus.".

4. Pazpen IV n3noxuThb B Cieayowen pegakunnm:

"IV. Cnocobbl oka3zaHus ycnyr. Mopagok onnaTthl U B3aMOpacyeToB

4.1. Pa3mep nnaTbl 3a OKasaHWe ycayr no npefocTassieHnio Kogos MapKuMpoBkK cocTasnseT 50 koneek 3a 1
Koa mapkupoBku, 6e3 y4eTa Hanora Ha fobasneHHyto ctonmocTs (fanee - HAC). HOC B pasmepe,
npefycMOTPEHHOM HafI0oroBbIM 3aKOHOAaTeNbCTBOM Poccunckon ®efepaumm, yrnaadymBaeTca cBepx
CTOMMOCTM 0HOr0 Kofa MapkupoBKku. PacyeTsl No [oroBopy ocyLecTBAATCA B pybnsax Poccmnckon
®epepaummn. Bce baHKoBCKME pacxodbl Npu onfaTe ycayr no [Lorosopy, BKAOYas Nogaexalime onaaTe
KOMUCCUN, HeceT YYaCTHUK.

4.2. OnepaTopoM He B3MMaeTCs nJaTa 3a oKasaHume ycayr no npefoctaBneHunio Y4acTHUKY Konos
MapKWPOBKMW 0151 IEKaPCTBEHHbLIX NpenapaToB A1d MeQULNHCKOro NPUMEHEHUS, BKJIIOYEHHbIX B MepeyeHb
YKN3HEHHO HEeOBXOAUMBIX N BaXKHENLINX IeKaPCTBEHHbIX MpenapaToB 415 MeAULNHCKOro MPUMEHeHNS,
npenesbHas 0TNyCKHasa LeHa Npoun3BOAUTENS KOTOPbIX He npeBbiwaeT 20 pybnen 5 .

4.3. Oka3aHwue ycsyr no npegocTasneHntio Kofa MapkmpoBkuy ocyllecTteiseTcs OnepaTtopoM 04HUM U3
cnepyoLwmnx cnocobos:

a) NoCcpeacTBOM NMpefocTaBaeHns Y4acTHUKY Kofia MapKMpPOBKM € 6€CCPOYHBIM CPOKOM €ro HaHeCeHMs Ha
YNaKOBKY SIeKapCTBEHHOr0 NpenapaTta Win Ha MaTepuasibHbIN HOCUTENb (3TUKETKY);

6) nocpeaCcTBOM MpefoCcTaBAeHNsa YYacTHUKY KoZla MapKMPOBKM, HaHECEHNE KOTOPOr0 Ha YNaKoBKY
JIEKApCTBEHHOrO NnpenapaTa Wi Ha MaTepuasbHbIi HOCUTENb (3TUKETKY) 1 nepefadva B Cuctemy MIJIM
CBEAEHNI 0 TAKOM HaHECEHUW A0/MKHbI BbITh OCYLLECTBNAEHBI B TeYeHUe 180 KaneHaapHbIX AHER C faThl
nonyyeHus Koga MapkuMpoBKK, HO He No3aHee 06CTOATENbCTB, NPefyCMOTPEHHBIX ab3alem BTOPbIM NMyHKTa
9(1) MonoxxeHus.

4.4, Cnocob okaszaHusa ycayr BelbrnpaeTca Y4aCTHUKOM CaMOCTOSTENbHO NPy POPMUPOBaHNN 3asBKU
YyacTHuKa, HanpasnseMon OnepaTopy.

4.5. OnnaTta ycnyr no npefocTtaBneHnio Kogos MapKMPOBKN OCYLLLECTBAAETCSA YH4aCTHUKOM NoCcpencTBoOM
nepeyncneHns naaTexen Ha pacyeTHbIN cHeT OnepaTopa, yKka3aHHbIN B [Jorosope.

4.6. OnnaTta ycnyr no npefocTtasneHnio Koaos MapKMpPOBKN NMPOM3BOANTCSA YHAaCTHUKOM B 3aBUCUMOCTU OT
cnocoba oKasaHus yCayr, yKa3aHHbIX B NyHKTe 4.3 [lorosopa:

a) ecnm Y4acTHuUK Bbibpan cnocob okazaHUs ycayru, ykasaHHbln B MOANyHKTe "a" nyHkTa 4.3 [lorosopa, TO
onaTa ycJyru no npepoctasneHnio KoLoB MapKMPOBKIM MPOU3BOANTCA YHaCTHUKOM [0 OaTbl MNOJy4YeHus
Y4yacTHMKOM KOLOB MapKMpPOBKMU;
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6) ecnm Y4acTHUK Bbibpan cnocob okasaHus ycayrun, ykasaHHblid B noanyHkTe "6" nyHkTa 4.3 [lorosopa, To
onnaTa ycayru no npegoctasieHnio Kogos MapKMpoBKM MPon3BOANTCS YHYaCTHUKOM B TeyeHne 180
KaneHgapHbIX AHEN C gaTbl noayvYeHns KogoB MapKUPOBKKM, HO He no3gHee 0b6CcToaTenb T,
npeaycMoTpeHHbIx ab3aueM BTopbiM NyHKTa 9(1) MonoxxeHus.

4.7. Pa3mep 1 NepnoanNyHOCTb BHECEHUS MaaTeXen onpeaensatoTca Y4aCTHUKOM CaMOCTOSATEIbHO, MCXOAA
13 KoanvecTBa KoJoB MapKUpPOBKK, HEOOXOANMbIX YYaCTHUKY A5 HEMPEPLIBHOMO NpoLecca Nponu3BoaCTBa
JIEKapCTBEHHbIX CPEaCTB.

4.8. Ycnyra no npegoctasneHuio Koga MapKUpoBKMU NPU3HaeTCs Oka3aHHOM OnepaTopoMm:

a) B MOMEHT NoJly4yeHus Y4acTHMKOM onnadvyeHHoro Koga MapKupoBKK, ecsim Y4acTHUK Bbibpasn cnocob
OKa3aHua yCayru, yKasaHHbI B noanyHKTe "a" nyHkTa 4.3 [lorosopa;

6) B MOMEHT peructpaummn (BHeceHns) OnepaTopom B Cuctemy MIOJIM nHdopmauum, coaepixalleincs B
CBeAEeHNAX 0 HaHeceHun CpeAcTBa naeHTuduKkauum, npeobpaszoBaHHOro U3 COOTBETCTBYOLEro Koga
MapKUPOBKM, ecnn Y4acTHUK Bbibpan cnocob okaszaHus yCyru, yKasaHHbI B nognyHkTe "6" nyHkTa 4.3
Horosopa.

4.9. o OKOHYaHUK Ka)XXK40ro KajeHAapHoOro mecsua (ganee - PacyeTHbIn nepuog), HO He No3gHee 5 Yncna
Mecsua, cnenytowero 3a PacyeTHbIM neprnoaoM, OnepaTop HanpasaseT YYaCTHUKY NEPBUYHbIN
Byxrantepckuin OKyMeHT (fanee - YHMBepCa bHbIA NepefaTO4HbIA JOKYMEHT) U aKT CBEPKMY,
noanucaHHole OnepaTopom.

B YHMBepCcanbHOM nepeaaTovyHOM AOKYMeHTe 3a PacyeTHbI Nepuof yKa3biBaloTCs Cneaylolmne gaHHble:
KONN4eCcTBO KOoJOB MapKnpoBKK, yCayra no KOTOPbIM CHUTAETCSA OKa3aHHOM OnepaTopoMm;

CTOMMOCTb KOOB MapKnpoBKMU, yCiyra no KOTOpPbIM CHMTaEeTCs oka3aHHoW OnepaTopoM;

obwun obbem ycnyr, okasaHHbIX 3a PacyeTHbIn nepuog,.

B aKTe CBepKM yKa3blBalOTCA Cleyolne JaHHbIe:

a) 0OCTaTOK HENCMOJIb30BaHHbLIX YHAaCTHUKOM AEHEXHbIX CPEeACTB Ha Ha4vaso PacyeTHOro nepuoaa;

6) nepeyncneHHble Y4aCTHUKOM JEeHEeXHbIE CPeACTBa B Te4YeHne PacyeTHOro nepnoaa;

B) CTOMMOCTb OKa3aHHbIX 3a PacyeTHbIN nepuog ycayr no npenoctaBneHnio Kogos MapKUpoBKY;

) KOPPEKTUPOBKA CTOMMOCTMW OKa3aHHbIX YCAYr Mo NpefocTaBaeHnto KogoB MapKUpoBKK (MpK Hannyium);
[l) OCTaTOK HENCMO/Ib30BaHHbIX YH4aCTHUKOM LEeHEXXHbIX CpeACcTB Ha KoHeL, PacyeTHOro neproaa.

4.10. YHMBepCanbHbIN NepefaToYHbIN [OKYMEHT N aKT CBEPKM (POPMUPYIOTCS B 3NEKTPOHHOM BUIE,
NOAMUCHIBAOTCA YCUAEHHON KBAaNN(MLMPOBAHHOW 31€KTPOHHON NOAMNUCHIO U NepeaanTcs NocpeacTBOM
3N1EeKTPOHHOro AOKyMeHTOo060poTa.

YH1BepCabHbI NepefaToYHbIA JOKYMEHT M aKT CBEPKU 0DOPMAAIOTCS Ha ByMa)kHOM HocuTene C
npegocTaBieHNeM JOKYMEHTOB, MOATBEPXKAAKOLWMNX HEBO3SMOXHOCTb NOAMUCAHNS YKa3aHHbIX LOKYMEHTOB
B (hbopMe 3NEKTPOHHbIX LOKYMEHTOB, B C/IEAYIOLMNX C/TyHasX:

a) HenoAnMcaHne YyrnoaHOMOYEHHbIM JIMLOM - BJIAAE/bLEM KBAJIMPULMPOBAHHOIO cCepTUdMKaTa KioYa
NPOBEPKW 31EKTPOHHON NOAMUCU COOTBETCTBYOLLMNX LOKYMEHTOB B CBA3W C BPEMEHHOW
HeTPYA0CNOCOBHOCTLIO TaKoro Jinua;

6) aHHyIMpOBaHMe KBaNNGULNPOBAHHOIO CepTURMNKATA KI04a NPOBEPKIM 3N1IEKTPOHHON NOAMNUCKA B NEPUOL,
C AaTbl @aHHYIMPOBAHNSA MMEBLLErocs KBaANMLUNPOBAHHOIO cepTUMKaTa Kao4a NPOBEPKN 31EKTPOHHON
noanucK 1 0o AaTthbl NONYYEHUS HOBOIrO KBaNMGULMPOBAHHOIO cepTUdUKaTa KJitoda NpPoBEPKN
3NEKTPOHHOW MOAMUCY MPK YCI0BMM OTCYTCTBUSA MHBIX JNL, - BIAAENbLEB KBAaNNPULNPOBAHHbIX
cepTUUKaTOB KJtOYeN MPOBEPKIN INEKTPOHHOM MNOAMWUCHK, YIOHOMOYEHHbIX Ha MPaBo NoAnmncaHma
COOTBETCTBYIOLWMX LOKYMEHTOB.

4.11. Y4acCTHUK B TeyeHue 8 paboymx gHeln C AaTbl N0Jy4eHUs YHUBEPCAsIbHOr0 NepeaaToyYHOro JOKYMeHTa
N aKTa cBepkmn 0bs3aH noanucaTb X U NepeaaTb OnepaTopy B NOpPsifKe, yCTaHOBAEHHOM NMyHKTOM 4.10
[orosopa, unu HanpasuTb OnepaTopy B NOpALKe, yCTaHOBNeHHOM nyHKTOM 4.10 [orosopa,
MOTWBMPOBAHHbIA OTKa3 OT NOAMNUCAHNA YHUBEPCANbHOr0O nepefaTo4yHoOro JOKyMeHTa 1 akTa ceepku. MNpu
HenonyyYeHnn ONepaTopoM B YKa3aHHbIA CPOK MOAMMCAHHOIO Y4aCTHUMKOM YHMBEPCaNbHOIO
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nepefaTo4yHOro AOKYMEHTa U aKTa CBEPKM, NPW YCI0BUM, YTO YHaCTHUK He Hanpasui MOTUBUPOBAHHbI
0TKa3 OT NoAnucaHna YHUBepCcanbHOro nepefaToyHoro JOKYMeHTa U akTa CBepPKU B YKa3aHHbIN B
HaCTOALLEM NYHKTE CPOK, YCJIYrv Mo npefoctasiieHnto KogoB MapKUPOBKY CHUTAIOTCA OKa3aHHbIMU U
NPUHATBIMU Y4aCTHUKOM.

4.12. YHnBepcanbHbIN NepefaToyHbI LOKYMEHT hopMupyeTcs 3a PacyeTHbI neprog 6e3 getannsauum no
3asBKaM Y4aCTH/KA Y BHECEHHbLIM aBaHCOBLIM MaTeXaM.

Mpn BO3HMKHOBEHUM CMIOPOB 1 MO 3anpocy Y4yacTHUKa OnepaTop 0653yeTcs NpefoCcTaBUTb AeTalbHbIN
oT4yeT 3a PacyeTHbIN Nepunoj C yKasaHueM cieayowmx JaHHbIX:

a) HaMMeHOBaHWe JlekapCTBEHHOr 0 NpenapaTa;

6) Koabl NneKkapCTBEHHOro npenapaTa (rnobanbHbin UAEHTUPUKALNOHHBIN HOMEP TOProBOWM eANHULbI);
B) OaTbl HaHeCceHWa Y4acTHUKOM CpefCcTB naeHTudukaumy (Ha OCHOBaHUM faHHbIX, NPefoCTaBIeHHbIX
Y4aCTHUKOM);

r) KONM4ecTBO KoOoB MapKNpPOBKYW, MepedaHHbIX YH4aCTHUKY Ha OCHOBaHWUN 3asiBOK Y4aCTHUKa;

L) Konm4yecTBo KOAOB MapKMPOBKK, MO KOTOPLIM YCAYrK N0 NpefocTaBneHnio Kogos MapKMpoBKM Bbiin
oKa3aHbl OnepaTopom.

4.13. B nn4HOM KaburHeTe YyacTHUKa Cuctembl MAJIM 0TpaXaloTCa akTyasbHble Ha TEKYLLYIO faTy
CBEAEHNS 0 BHECEHHbIX B Ka4eCTBe NpefiBapuTebHON onnathl (aBaHCa) AeHEXHbIX CPeAcTBax, 0
CTOMMOCTM OKa3aHHbIX YCJIyT Mo NpefocTaBfieHnio KogoB MapKUpOBKY, a Takxe cBeaeHuns 06 ocTaTke
HENCrnonb30BaHHbIX AEHEeXHbIX CpeacTs”.

5. B pa3zgene X:

a) caioBa "NoJIHOE HaMMEHOBaHME MHOCTPAHHOIO OPUANYECKOro NnLa" 3aMEeHNTL C/IoBaMuK "NoJsiHoe
HaMMeHOBaHWe NHOCTPaHHOW opraHu3auun”;

6) cnosa "nonHoe HaMMeHoBaHMe NPeACTaBMTENbCTBA MHOCTPAHHOMO OPUANYECKOro nLa" 3aMeHNTb
cnoBamu "MosHOe HauMeHoBaHMe NpeacTaBUTeNbCTBA MHOCTPAHHON opraHm3anmm'.
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