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O BHeceHHM H3MEHEHHH B THNIOBYIO (OpMY J0roBOpa Ha OKa3aHHe yCayr no
NpeaoCTABIEHHIO KOJOB MAPKHPOBKH Cy0beKTaM 00palieHus J1eKapCTBEHHbIX
CPeACTB, YTBep:KAeHHYI0 NPpHKa30oM MHHHCTEPCTBA POMBIILJIEHHOCTH H TOProOBJIH
Poccniickoii ®enepanuu ot 11 cenrnbdps 2019 r. Ne 3381

B coorBercTBUM ¢ mocraHoBieHHeM IlpaButensctBa Poccuiickont Penepanuu
or 20 mapra 2020 r. Ne 311 «O BHecenun un3MeHeHud B IlonoxeHuwe O cucTEME
MOHHMTOPHHIA JIBI)KEHHUS JIEKapCTBEHHbIX MPENapaToB A MEAULMHCKOIO INPHMEHEHUSN
(Cobpanne 3akoHonatennctBa Poccuiickoit ®enepanuu, 2020, Ne 13, cr. 1925)
NMpHUKa3blBalo:

YTBEPAUTh TMpHIaracMble W3MEHEHHs, KOTOpble BHOCATCS B THIIOBYIO (OpMYy
JOTOBOpa HAa OKAa3aHWE YCAYr MO MpEeJOCTABIEHHI0 KOJOB MAapKHUpOBKH CyOBEKTaM
oOpalueHusi JIeKapCTBEHHBIX CPEACTB, YTBEPXKACHHYIO IIpHMKazoM MuHucTepcTBa
HPOMBILIIEHHOCTH 1 ToproBiiu Poccuiickoii @enepaunn ot 11 cenrsadpa 2019 r. Ne 3381
«O0 yTBepXIeHUH TUMOBOH (HOpMBI JOroBOpa Ha OKa3aHUE YCIYr IO MPEeOCTaBJIEHUIO
KOJIOB MapKHPOBKH CyObeKTaM OOpaIleHus IEKapCTBEHHBIX CPENCTB» (3aperucTpUpOBaH

MunucrepctBoM toctuiinu Poccuiickoit @enepaunu 3 oktsaops 2019 r., peructpauiOHHbIN
HoMep 56117).

Munuctp ' : .B. ManTtypos




VTBEPXIEHBI

npuka3oM Munnpomropra Poccuu

o1 b eeotel dJpRO Ne XY

H3menenns, KOTOpble BHOCATCH B THNOBYIO (pOpMY A0r0BOpa HAa OKa3aHHe YCJIyr No
MpPeAOCTaBIEHHIO KOJ0B MAPKHPOBKH cy0beKTaM o0palieHus JIeKapCTBEHHbIX
CPeACTB, YTBepXKACHHYIO NPUKa30M MHHHCTEPCTBA NPOMbILIJIEHHOCTH H TOProBJIH
Poccuiickoii ®eaepaunu ot 11 cenradps 2019 r. Ne 3381 «O6 yrBepxIeHHH THIOBOMH
¢popmbI 10roBOpa Ha OKa3aHHE YCJIYT O NPEeJ0CTABJIECHHIO KOJ0B MAPKHPOBKH
cyObexkTam o0pameHus JeKapCTBEHHbIX CPeACTB»

1. B nynkre 1.1 pasnena I:

a) B NOJUTYHKTE «0» CJIOBa «CepUHHOr0 TI00aIbHOTO UAEHTU(HHKALIMOHHOIO HOMEpa
TOProBOH €MHULIBD) 3aMEHHUTh CJIOBAMH «KOJAA HACHTUQHUKALUNY;

0) NOAIMYHKT «B» M3JIOXKHUTh B CJIeIyIOLlIeH pellaKLuu:

«B) YCTPOHCTBO perucTpalii YMUCCHH Y4YacCTHHKA — JABHKAMOE UMYIIECTBO, IIPABO
M0JIb30BaHHUsl KOTOPBIM ITPEIOCTABIIAECTCA YYaCTHUKY Ha OCHOBaHUU OTIEJIBHOTO JOr0BOpa
¢ OnepaTopoM — TEXHHYECKOE CPEACTBO MH(POpPMALMOHHOr0 oOMeHa, NpelHa3HaYeHHOe
JU1s ITOJTy4eHUs KOJIOB MapKUPOBKY U niepenayu B cuictemy M/IJIII cBenennii o MapkupoBke
YIIaKOBOK® JI€KAPCTBEHHBIX IIPENapaTtoB CPEACTBAMHM MACHTH(QUKALMK, BBIMOJHSIIOMIEE
(GYHKIMH TEXHUYECKOrO CpeJCTBa MPOBEPKH KOJa MPOBEPKH, B OTHOLLIEHWU KOTOPOIO
¢benepalibHbIM OPraHOM MCIIOJHHUTENbHON BiacTh B 0oOnacTu obecnieueHus 6€30nacHOCTH
BbIJIaH JOKYMEHT O €0 COOTBETCTBHUH YCTAHOBJIEHHBIM TpeOOBaHUAM K 1IM(POBAIBbHBIM
(xpunrorpadUyeckiM) CpeACTBaM 3alliMTbl MHPOpPMALIMKY, JEHCTBYIOLIMM B OTHOILEHHUH
mudpoBanbHbIX (KpUNTOrpapUYeCKux) CpeCTB, IPEAHAZHAYECHHBIX [ [IPOBEPKU KOJOB
MapKUpPOBKH, 100 BKJIIOYAIOLLEE B CBOM COCTAaB TEXHUYECKOE CPEJACTBO IIPOBEPKU KOIOB
NpPOBEPKH, B OTHOLIEHHH KOTOPOro ¢eaepaibHbIM OPraHOM HCIIOJIHUTEIbHOHW BJIACTU
B obsactu obecrneyeHuss O€30MacHOCTH BbIIAH [JOKYMEHT O €ro COOTBETCTBHMH
yCTaHOBJIEHHBIM TpeOOBaHUSM K IIHA(POBAIBHBIM (KpUnTOrpaduueckiM) CpeacTBaM
3alLUTHI uHpOpMaIUH, AeCTBYIOLIUM B OTHOILIEHUH mKUGpOBaIbHBIX
(KpunTorpaduyuecKux) CpeACTB, NPEAHa3HAYEHHBIX /171 IPOBEPKH KOJOB MApKUPOBKHU’;».

2. Ilynxr 3.3.2 paszgena Ill mocie cioB «maTepUalibHbI HOCUTE/Nb» JOMNOJIHUTH

CJIOBOM «(3THKETKY )». ™ R
>
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3. llynkr 3.4.2 pazgena III u3n0xuTh B creayrolen pelaKuuu:

«3.4.2. Ob6ecneunBats HaHeceHHe CpencTB HUICHTUQHUKALMM Ha YMAKOBKY
JIEKApCTBEHHOTO TpenapaTa Wid Ha MaTepUalIbHbIi HOCUTENb (3TUKETKY) B COOTBETCTBUH
C YyCJOBHAMH, MNpeaycMoTpeHHbiMH MyHKTOM 9(1) Ilonoxenus. Konabl MapkupoBKH
AHHYJIUPYIOTCS B CIIy4asiX, yCTaHOBJIEHHBIX MyHKTOM 9(2) [Tonoxenus.».

4. Pazpen IV uznoxuts B cieayoonieil peAaKUyu:

«IV. Cnnocob6s1 okazanus yciyr. [lopsiaok onnarel 1 B3auMOpacyeToB

4.1. Pa3mep 1uiaThl 3a OKa3zaHHME YCIYyT MO IpenocTaBieHU0 KonoB MapKUpOBKH
coctaBisger 50 kxomeek 3a 1 Kom MapkupoBku, Oe3 ydera Hajora Ha Ji00aBIECHHYIO
ctoumocts (pmanee — HJC). HIAC B pasmepe, nNpeayCMOTPEHHOM HaJOrOBBIM
3aKoHoZaTenbCTBOM Poccuiickori @enepaluy, yIlayMBaeTCs CBEPX CTOMMOCTH OJIHOIO
Kona mapkupoBku. Pacdetrsl mo JloroBopy ocyuiecTBisitorcsi B pyOnsix Poccuiickoi
O®enepaun. Bce O6aHKOBCKME pacxoipl NpH omiare yciuyr 1o JloroBopy, BKiOYas
MO/JIeKAIIME OTIaTe KOMUCCHH, HECET Y YaCTHUK.

4.2. OnepatopoM He B3WMaeTcs IJjaTa 3a OKa3aHHWE YCIYyI IO NPEAOCTABJIEHHIO
YyactHuky KomoB MapKupOBKW i JIEKApPCTBEHHBIX IPENapaTroB A MEIHULIHHCKOIrOo
NpUMEHEHHs], BKIIOYEHHBIX B TIEPEYEHb JKU3HEHHO HEOOXOAMMBIX M Ba)XKHEHIIMX
JIEKapCTBEHHBIX NpENnaparoB i MEAMLUHCKOIO IPUMEHEHUs, NpeleibHasi OTIyCKHas
lieHa NPOU3BOMTENS KOTOPBIX He TpeBbimaet 20 py6ieir’.

4.3. Okazanue ycinyr no npeaoctaBieHut0o Koxa MapKUpOBKHM OCYILECTBIISETCS
OnepaTopoM OJHUM M3 CJIEIYIOIIUX CIOCOOOB:

a) TOCPEICTBOM IpenocTaBiieHHs Y4acTHUKY Koma MapkupoBkH C¢ GeccpouHBIM
CPOKOM €ro HaHECEHWs Ha YIaKOBKY JIEKapCTBEHHOIO Mpernapara MM Ha MaTepHalbHBIHA
HOCHUTEJIb (3TUKETKY);

6) mnocpeacTBOM mpeAocTaBieHWs YdacTHUKY Kojaa MapkupoBKHM, HaHECEHHE
KOTOPOTO Ha YNaKOBKYy JIEKAPCTBEHHOTO IIpenapara WM Ha MaTepUabHbIH HOCHTEIND
(atHKeTKy) U nepenada B Cuctemy MJIJIIT cBeneHuii 0 TakOM HAHECEHHM JOJXKHBI OBITH
ocyliecTBIeHbI B TeueHue 180 xaneHgapHbIX AHEHN ¢ AaThl noaydyeHus Koga MapKUpOBKH,

HO HE TI03Hee OOCTOSATENBCTB, INPENyCMOTPEHHBIX ab3aleM BTOpbIM IyHkKTa 9(1)




[Tonoxxenus.

4.4. Cnocob okazaHusi ycnyr BblOMpaeTcs Y4YacCTHUKOM CaMOCTOSITEbHO MpH
¢opmypoBaHuu 3asBKH Y4acTHHKA, Harpasisemoit Oneparopy.

4.5. Omnara ycayr mo mnpeaocrtasneHu0 KoaoB MapKUpOBKM OCYLUECTBISETCS
Y4acTHUKOM NOCpPEACTBOM MEPEUUCIICHHs IUIaTe)XeW Ha pacueTHbld cyer Omneparopa,
yKa3aHHBIU B Jlorosope.

4.6. Omnara ycayr no npenocrtaBieHdio KoAoB MapKMpOBKM NPOU3BOAMTCA
VY4acTHMKOM B 3aBHCUMOCTU OT crocoba oka3aHusl YCJYyr, yKa3aHHbIX B MyHKTe 4.3
Horosopa:

a) ecy Y4acTHUK BbIOpaji crioco® OKa3aHUs YCIIYIH, YKa3aHHbIA B MMOJMYHKTE «ay
nyHkta 4.3 JloroBopa, TO omnara ycioyrd 1o mnpepocTaBieHuio KoaoB MapKupoBKH
IIPOU3BOAMUTCS YYaCTHUKOM 10 JAThl IOJy4YEHHs Y4YacTHUKOM Kog0B MapKupoOBKY;

6) ecnu YuacTHHK BbIGpat crocod OKa3aHMs YCIIyTH, yKa3aHHbIH B MOAMYHKTE «O»
nyHkta 4.3 [loroBopa, To omiara yciayrd 1no npeaocrabiieHuio KolloB MapkMpOBKH
MIPOU3BOAMTCS Y4acTHUKOM B TeueHue 180 kaneHaapHbiX aHEW ¢ aarel nony4enus Kogos
MapKUPOBKH, HO HE NO3IHEE 0OCTOATENbCTB, IIPEAYCMOTPEHHBIX a03alleM BTOPBIM IyHKTa
9(1) Ilonoxenus.

4.7. Pazamep ¥ NepuOJMYHOCTh BHECEHMS IUIaTEXeH ONpenenstorcs Y4YacTHUKOM
CaMOCTOATENIbHO, UCXOAs U3 KonndecTBa KoloB MapKupOBKH, HEOOXOAUMbIX Y4aCTHHKY
IJIS HEMPEPBIBHOTO Mpoliecca MPOM3BOACTBA JIEKAPCTBEHHBIX CPEICTB.

4.8. Ycnyra mo npeaoctaBiaeHuto Kopa MapKMpOBKM NpPU3HAETCA OKa3aHHOM
Onepartopom:

a) B MOMEHT IIONy4eHUsT YYacTHHKOM omyadeHHoro Kopa MapKupoBKH,
€C/iIi Y4YacTHHUK BBIOpas Crioco0 OKa3aHUs YCIYyTH, yKa3aHHBIN B [IOANYHKTE «a» MyHKTa 4.3
Jorosopa;

6) B momeHT peructpauun (BHeceHusi)) Omneparopom B Cucremy MJUIII
uH(poOpMaLuy, cojepxaileiics B cBeleHUAX O HaHeceHuHM CpeacTsBa WACHTUDHKALMH,
npeoOpa3oBaHHOIO M3 COOTBETCTBYIIero Koga MapkupoBKH, eciv Y4YacTHUK BbIOpan

cnocob okazaHus yCIIyTd, yKa3aHHBIH B MOANYHKTE «0» myHkTa 4.3 [loroBopa.
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4.9. Ilo oxOHYaHHHU KaXKAOro KaJeHAapHOro Mecsna (naiee — PacyetHblit nmepuon),
HO He Mo3jHee 5 yuciaa Mecsua, cieaymroulero 3a PacueTHelM mepuogoMm, Onepatop
Hanpas/seT Y4YacTHUKY IE€pBUYHBINA Oyxrantepckuii JOKyMeHT (najiee — Y HUBepCaibHBbIiH
NepeaToOuHbI JOKYMEHT) M aKT CBEPKH, NoAnucanHbie OnepaTopom.

B YHuBepcaipsHOM nepenaToyHoM JOKyMeHTe 3a PacueTHbIi nepuoj yKa3blBalOTCs
CleyIOLIKE JaHHBbIE:

Konu4yecTBO KonoB MapKuUpOBKH, yciyra IO KOTOPBIM CHYHTAeTCA OKa3aHHOHN
Oneparopom;

ctoumocTe KoOI0OB MapKMpOBKM, ycClayra MO KOTOPBIM CUHUTAETCS OKa3aHHOHN
Oneparopowm;

o0umii 06BeM yCiyT, OKa3aHHBIX 32 PacueTHbIi niepuo.

B axre cBepkH yka3piBaloTCs CIEAYIOMIHUE TAHHBIE!

a) OCTAaTOK HEHUCIIOJb30BaHHbIX YYacCTHHMKOM JCHEXHBIX CpEJCTB Ha Hayalio
PacyeTHOro neprona;

0) mnepeuucieHHble YYacTHUKOM JEHEXHblEe CpelcTBa B TedeHHe PacdyeTHOro
nepuoJa;

B) CTOMMOCTb OKa3aHHbBIX 3a PacueTHblil nepuon ycayr no npegocrtaBneHuio Konos
MapKHPOBKH;

I) KOPPEKTHPOBKAa CTOMMOCTH OKa3aHHBIX YCAyr no mnpenocrasieHuio Konos
MapKUPOBKH (MPH HATUYIHH);

J) OCTaTOK HEWUCNOJb30BaHHBIX YUYAaCTHUKOM J[EHEKHBIX CpPEACTB Ha KOHeEL
PacuertHoro nepuona.

4.10. YHHBepCaJbHbIH TEpeNaTOYHbI JOKYMEHT M aKT CBEpPKH (OpPMUPYIOTCH
B JJIEKTPOHHOM BHJE, MOANHCHIBAIOTCS YCHWJIEHHOW KBaIM(UIMPOBAHHOH 3JIEKTPOHHOMN
HOTIKCHIO U TIEPEaloTCs IOCPEACTBOM 3JIEKTPOHHOTO JOKYMEHTO000pOoTa.

YHUBepCaNbHBIAH TEpeJaTOYHbIi JOKYMEHT K akT CBEpKd OQOpMIIOTCS
Ha OyMaXHOM HOCHTEJIE C TPEAOCTaBICHHEM [IOKyMEHTOB, IIOATBEPKIAIOIIMX
HEBO3MOXXHOCTb NOJIMMCAHUS yKa3aHHbIX JOKyMEHTOB B JOpME JIEKTPOHHBIX IOKyMEHTOB,
B CIEAYIOIIUX CIy4asx:

a) HETOAIIMCAaHHE YIIOJHOMOYEHHBIM JIMIIOM — BIIAJENbIEM KBATHGHUUAPOBAHHOTO




cepTu(uKara Kiro4ya MPOBEPKH INMEKTPOHHOH MOANUCH COOTBETCTBYIOIIMX JOKYMEHTOB
B CBSI3U C BpPEMEHHOM HETPYAOCHOCOOHOCTBIO TAKOTO JIULA;

0) aHHyJMpOBaHWE KBAIM(HUIMPOBAHHOTO cepTUMKATa KIIO4Ya IPOBEPKH
JJIEKTPOHHOW  TIOAMMKACH B  MEPUOA C  JaThl  aHHYJIMPOBAaHUS  HMMEBILEroCs
KBaJIM(ULIMPOBAHHOIO CEpTU(PUKATA KIIIOYa IIPOBEPKU AIEKTPOHHOM MOAIIMCH U IO JAThI
MOJIyYEHHs] HOBOTO KBaJIM(HUIHPOBAHHOTO CepTH(HUKATa KI04a NPOBEPKH 3JIEKTPOHHOM
HOAMKCH TPY YCJIOBUH OTCYTCTBHS WHBIX JHUI[ — BIAQJENbLEB KBalU(pULUUPOBAHHBIX
cepTU(PUKATOB KJIOYEH MPOBEPKU 3IEKTPOHHOW MOANKMCH, YIOJIHOMOYEHHBIX Ha IIPaBO
MOJANUCAHUS COOTBETCTBYIOIINX JOKYMEHTOB.

4.11. YuacTHUK B TedeHHe § paboumx [HEH ¢ AaThl NOJy4eHUs: Y HUBEPCAIBHOIO
riepelaTOYHOro0 JOKYMEHTa M aKTa CBepkH 00si3aH nojnucarh ux U nepenars Oneparopy
B TOpsAIKe, ycraHOBIeHHOM IyHktoM 4.10 JloroBopa, wiuM Hanpasuth Oneparopy
B TOpsAKe, ycTaHoBiIeHHOM miyHkToM 4.10 JloroBopa, MOTHBHPOBaHHBIM OTKa3
OT TIONNMCAaHUS YHUBEPCAIbHOIO INEpeJaTOYHOro JOKYMEHTa M aKTa CBEpKH.
[Ipn Henomyuyenunm OnepatopoM B YKa3aHHBIH CpOK IIOJIHCAHHOIO YYaCTHHKOM
YHHUBEpCaIbHOTO NEepe1aTOYHOr0 JOKYMEHTA U aKTa CBEpKH, IIPH YCIOBUH, YTO Y4YaCTHHK
HE HaIlpaBWJl MOTHBHUPOBAHHBIA OTKa3 OT MOJIMCAHMUS YHHMBEPCAJIBHOIO IEPEAATOYHOIO
JOKYMEHTa M aKTa CBEPKM B YKa3aHHbIA B HaCTOSLIEM IIYHKTE CpOK, YCIYIH
no mnpenocraBieHnio KoaoB MapKUpOBKM CUMTAIOTCA OKa3aHHBIMM U IIPUHSATBIMHU
YyacTHUKOM.

4.12. YHuBepcalbHbI!l IepeaaTo4Hbli JOKyMeHT ¢(opmupyercd 3a PacyeTHbid
nepuoj 6e3 fetanu3anuu 1o 3asBkaM Y4acTHUKAa U BHECCHHBIM aBaHCOBBIM II/1aTEXaM.

Ilpy BO3HHUKHOBEHHWH CIOpOB M MO 3ampocy YuyacTHMKa Omneparop o0s3yercs
[IPEIOCTABUTH JETAIbHBIN OT4ET 32 PacyeTHBIN IepHO/l C YKa3aHUEM CIIELYIOMMX JaHHBIX:

a) HAaMMEHOBaHUE JIEKApCTBEHHOIO Nperapara;

0) Koxbl JEKapCTBEHHOTO Mpenapara (ry100anbHbI WACHTU(UKAYMOHHBIA HOMED
TOPrOBOH €VHHUIIBI);

B) JaThl HaHeceHUs Y4yacTHUKOM CpeacTB ueHTU(UKALUY (HA OCHOBAaHUY aHHBIX,
IIPEIOCTABJIEHHBIX Y YaCTHUKOM);

T ) konu4decTBO KonoB MAapKHPOBKH, IIEPCAAHHBIX Y‘-IaCTHI/IKy Ha OCHOBaHHH 3asBOK




YyacTHHKa;

1) Konu4ecTBo KogoB MapKUpOBKH, 110 KOTOPBIM YCIIYTH 110 npeaocTaniaeHuio Koo
MapKUpOBKH ObLIH OKa3zaHbl OnepaTopom.

4.13. B nmnuHoM KabuHete YuactHuka Cucrembl MJIJIT oTpaxaroTcs akTyajibHbIE
Ha TeKYIIY1O JAaTy CBEJACHHs O BHECEHHBIX B KaueCTBE MPEJABAPUTENILHOM OIIaThl (aBaHca)
JACHEeXKHBIX CPeACTBAaX, O CTOMMOCTU OKa3aHHBIX YCJIyr mo mpexpoctaBiieHuio Konos
MapKHPOBKH, a TAK)KE CBEACHUS 00 OCTaTKe HEUCMOJIb30BaHHBIX AEHEKHBIX CPEACTBY.

5. B pazgene X:

a) CJIOBA «IIOJIHOE HAUMEHOBAaHWE MHOCTPAHHOrO IOPUIMYECKOrO JIMIIA» 3aMEHHTh
CJIOBaMU «IIOJIHOE HAMMEHOBAaHUE UHOCTPAHHOMN OpraHU3aluny;

0) ci10Ba «T10JHOE HANMEHOBaHHE NPEICTABUTEECTBA HHOCTPAHHOTO FOPHIHYECKOTO
JHL2» 3aMEHUTb CIIOBAMH «IIOJIHOE€ HAWMEHOBAHHWE IIPEACTABUTENIBCTBA MHOCTPAHHOMN

OpraHU3alvn».




