O BHeceHUH M3MeHEeHH# B THIOBYIO (hOPMY /IOrOBOpPa HA OKa3aHHe YCJIYT 1Mo
NPeI0CTABIEHUI0 KOJI0B MAPKHPOBKH Cy0ObeKTaM 00palleHusi JJeKaAPCTBEHHBIX
cpeacTB (Hepe3ueHTaM), YTBePKIeHHYI0 MpuKa3oM MuHHCTepCcTBa
NPOMBINIIEHHOCTH U TOProBJiu Poccuiickoii @enepaunu ot 4 dpeBpans 2020 r. Ne 338

B coorBerctBun ¢ mnocrtanoBieHueM lIpaBurensctBa Poccuiickonn ®Penepanuun
ot 20.03.2020 Ne 311 «O BHecenuu usmeHeHuit B [lojoxkeHue o cucreMe MOHUTOPHHTA
JIBWDKEHUSI JICKAPCTBEHHBIX TMpEnapaToB JUisi MEIUIMHCKOro mnpumeHeHus» (Cobpanue
3akoHoAaTenbcTBa Poccuiickoit denepanmu, 2020, No 13, ¢1. 1925)npu ka3 bl B a 10:

YTBepauTh npuiiaraéMble HU3MEHEHUS, KOTOpbhIE BHOCITCS B THUIOBYIO (opMy
JIOTOBOpAa HA OKa3aHHWE YCIyr MO MNPEJOCTaBICHUI0 KOJAOB MApPKHUPOBKH CYOBEKTaM
oOpamieHusi JIeKapCTBEHHBIX CPEICTB (HEPE3UACHTAM), YTBEPKACHHYIO MPHUKa30M
MuHuncTepcTBa [IPOMBILIIEHHOCTHU u TOPTOBJIA Poccuiickoit denepannu
otT 4 despanst 2020 r. Ne 338 «O6 yTBep)AeHUN THUIIOBOM (hOPMBI JOTOBOpA HAa OKa3aHHUE
YCIIyT 1O TPEIOCTaBICHUIO KOJOB MAapKUPOBKU CyOBEKTaM OOpalieHusi JEKapCTBEHHBIX
CpeACTB (Hepe3uJeHTaM)» (3apeructpupoBadn B MuHuctepcTtBe roctuiiun Poccuiickoi

deneparuu 24 mapra 2020 r., peructpanoHHbiii Homep Ne 57824).

Munuctp J1.B. ManTyposB



YTBEPKXIEHDBI

npukazoM MuHnpomropra Poccun
oT 2020 1. Neo

N3meHeHus1, KOTOPbIE BHOCATCH B THIIOBYIO (pOpPMY 10r0OBOpa HA OKA3aHHUeE
YCJIYT IO NPeJ0CTABJICHUI0 KOJ0B MAPKMPOBKH Cy0beKTaM o0paleHus
JIEKAPCTBEHHBIX CPEICTB (Hepe3HIeHTaM), YTBePKACHHYIO IPUKA30M
MuHucTepcTBAa NPOMBILIIEHHOCTH M TOProBu Poccuiickoit @enepauuu
o1 4 ¢peBpasis 2020 r. Ne 338 «O0 yTBep:KIeHUH TUNIOBOH (pOpPMBI J0rOBOpPa Ha
OKa3aHMe YCJIYT 10 NPeJI0CTABJICHUI0 KOJ0B MAPKHPOBKHU CYy0ObeKTaM 00pallleHust
JIEKAPCTBEHHBIX CPEACTB (Hepe3uIeHTaM)»

1. B nyskre 1.1 pa3pgena I:

a) B TMOAMYHKTE «0» CJIOBa «CEpUHHOr0 TJI00AIBHOIO HACHTU(PUKAIIMOHHOTO
HOMEpPA TOPrOBOM €MHMIIBIY 3aMEHHUTH CJIIOBAMU «KOJA UJICHTU(DHUKALIUNY;

0) MOAMYHKT «B» U3JI0KUTh B CIEAYIOIIEH peIaKIINN:

«B) YCTPOMCTBO PErUCTPALMH 3MHUCCUM Y YACTHUKA — JBIKUMOE UMYILECTBO, IIPABO
MOJIb30BAHUSI KOTOPBIM TMPEAOCTABISAECTCA YUYACTHUKY HA OCHOBAaHUU OTAEJIBHOIO
noroBopa ¢ OrmepaTopoM - TEXHHYECKOE CpEIACTBO HWH(OpMAIMOHHOTO OOMEHa,
IIPEIHA3HAYCHHOE IS TOJyYEHUs] KOJOB MAapKUPOBKM M nepenauu B cucremy MJUITT
CBEICHMII O MAapKHPOBKE YIIAKOBOK® JIGKAPCTBEHHBIX IPENapaToB  CPEACTBAMH
UACHTU(UKALMY, BBINOJHSIONIEE (PYHKIMM TEXHUYECKOIO CpEICTBa IPOBEPKU Koja
MIPOBEPKHU, B OTHOLIEHUU KOTOPOTO (henepanbHbIM OPraHOM HCIIOJHHMTENIbHON BJIAcTH B
obmactu obecrieyeHus O€30MACHOCTH BBIJIAH JOKYMEHT O €ro COOTBETCTBUU
YCTAaHOBJICHHBIM TPEOOBaHMSIM K IHUQPPOBATBHBIM (KpUnTOrpaduyecKuM) CpeacTBaM
3aIUTHI uH(popmaru, JEHCTBYIOIIUM B OTHOIIICHUH M POBATEHBIX
(xpunrorpaduyecknx) CpeACTB, MpeIHAa3HAYEHHBIX ISl MPOBEPKH KOJOB MapKHUPOBKH,
100 BKJIIOYAIOIEE B CBOWM COCTaB TEXHUYECKOE CPEICTBO MPOBEPKU KOJOB MPOBEPKH, B
OTHOUIEHUU KOTOpPOro (¢eaepaibHbIM OpraHOM HCIOJHUTENIbHOW BIACTH B 00JacTH
oOecnieueHrss 0€30MacHOCTU BbIAAH JIOKYMEHT O €ro COOTBETCTBHM YCTaHOBJIEHHBIM
TpeOOBaHMUSIM K  MHUPPOBAIBHBIM  (KpUOTOrpadMyecKuM)  CpeAcTBaM  3alUThl

uHopMaIuy, NEUCTBYIOIIMM B OTHOIICHHH MHUGPOBATBHBIX (KPUITOTPAPUIECKUX )
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CPEJICTB, IPEAHASHAYCHHBIX JUIS IIPOBEPKU KOJIOB MAPKHPOBKH »;

B) CHOCKY 2 U3JIOXKHUTH B CIICIYIOIIECH pelaKIu:

«3mece u gamee mo Tekcry JloroBopa: crmocoObl  HaHeceHHs CpeicTB
UACHTU(DUKAIINY Ha YITAKOBKY JICKAPCTBEHHBIX MPENapaToB ycTaHOBIEHHI [lonoxeHrnem.

2. Ilynkt 3.4.2 pazgena Ill mocne ciioB «MmaTepuadbHBII HOCHUTEb» JTOTOJHHUTH
CIIOBOM «(3THUKETKY)».

3. Ilynmkr 3.5.2 pa3gena |1l u310%uTh B crieayromei peaakiuu:

«3.5.2. OOecneunBaTh HAHECEHHE CPEJICTB WACHTHU(PUKAIMK HA YHaKOBKY
JIEKapCTBEHHOI'O MperapaTa Wik Ha MaTepUabHbIA HOCUTENb (3TUKETKY) B COOTBETCTBUU
C ychnoBusaMH, mnpeaycMoTpeHHbIiMH myHKTOM 9(1) [lonoxenus. Koasl mapkupoBku
AHHYJIMPYIOTCS B CIIy4asix, yCTAHOBJICHHBIX MyHKTOM 9(2) [Tonoxkenus.».

4. Paznen |V u3noXuTh B CIENYIONIEH peIaKInU:

«IV. Crioco6s!1 okazanus ycnyr. [lopsiiok omiaTel U B3aMMOpPacYEeTOB

4.1. Pa3mep miatel 3a OKazaHUE YCIYr MO MPEJOCTABICHUIO KOJIOB MapKHUPOBKH
cocraBisier 50 komeek 3a 1 KOoA MapKHpOBKHM, O€3 ydeTra Hajora Ha J00aBJIECHHYIO
croumocth (manee - HJIC). HIAC B pasmepe, mnpeayCMOTPEHHOM HaJIOTOBBIM
3aKOHOIATeNbCTBOM Poccuiickoil denepanuu, yriauMBaeTcs CBEPX CTOUMOCTH OJIHOTO
komga MapkupoBku. Pacdersr mo JloroBopy ocymiecTBisitorcst B pyOnsix Poccuiickoi
Qenepauun. Bce 0OaHkOBCckME pacxoAbl NMpU omuiare ycayr no JloroBopy, Bkirodas
MOJJIEXkKAIINE OIJIaTe KOMUCCUU, HECET Y YaCTHUK.

4.2. OnepatopoM HE B3UMAaeTCs IUIaTa 3a OKa3aHUE YCIyr MO MPEJOCTaBICHUIO
KOJIOB MAapKHUPOBKH I JIEKAPCTBEHHBIX IMPENapaTroB JJIs MEIUIMHCKOTO MPUMEHEHUS,
BKJIFOUCHHBIX B TIEPEUEHb KU3HEHHO HEOOXOJMMBIX M BAXKHEUIIHUX JIEKAPCTBEHHBIX
MpenapaToB  JJis  MEIHUIMHCKOTO TMPUMEHEHUs, MpelesibHas  OTIyCKHas  IIeHa
MPOM3BOIHUTENS KOTOPBIX He TpeBbimaet 20 py6ieii’.

4.3. OkazaHue yciIyr Mo MPEeAOCTaBICHUIO KOJa MApKUPOBKH OCYIIECTBISETCS
OnepaTopoM OJJHUM U3 CIAEAYIOIIHUX CIIOCOOO0B:

a) MOCPEACTBOM MPEIOCTABICHUS YUYACTHHKY KOJAa MapKUPOBKU C OECCPOUYHBIM
CPOKOM €ro HaHECEHHUsI Ha YMaKOBKY JICKAPCTBEHHOTO IMpernapaTa Wil Ha MaTepHaIbHBIN

HOCHUTENb (ITUKETKY);
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0) MOCPENCTBOM TMPEIOCTABICHHUS] YYaCTHUKY KoJa MapKUPOBKH, HAHECEHHE
KOTOPOr0 Ha YIAKOBKY JICKAPCTBEHHOrO IMpenapara WIM Ha MaTEepPUAbHBIM HOCHUTENb
(atuketky) u nepenada B Cucremy MJIJIII cBenenuii 0 TakoM HaHECEHUU JOJDKHBI OBIThH
OCyIlleCTBJICHBI B TeueHue 180 KameHIapHbIX JHEW C J1aThl MOJYy4YEHUSI KOJa MapKUPOBKH,
HO HE IMO03JIHEee OOCTOSATENbCTB, MNPEIyCMOTPEHHBIX ab3aneM BTOphIM TyHKTa 9(1)
ITonoxenus.

4.4. Cnoco0 oOKa3aHus YCIyr BbIOMpaeTcsd YYaCTHHUKOM CaMOCTOSITENBHO NpH
dbopMHpOBaHUY 3asIBKH Y YacTHHKA, HarpasisieMol OnepaTtopy.

4.5. Omnnata yciayr IO MPEIOCTaBICHUI0 KOJOB MapKUPOBKU OCYIIECTBIISECTCS
MOCPEACTBOM IEPEUUCICHUS] YYaCTHUKOM IUIaTeXel Ha pacu€THbll cyeT Omeparopa,
yKa3aHHbIN B JloroBope.

[Ipu n3MeHeHnn BAIFOTHOTO 3aKkoHoAaTeNnbCcTBa Poccuiickon Denepanuu, B ciiyyae
UCIIOJIHEHUSI 00S13aTENIbCTB Y YaCTHUKA MO OIUIaTe yCiIyr 1o JloroBopy TpeThbUMU JIUIIAMU,
3apeTUCTPUPOBAHHBIMM Ha Tepputopun Poccuiickoit denepanuu  (pe3upeHTamu),
Omneparop B 1essIX COOJIIOACHUSI BATIOTHOIO 3aKOHOAATeNbcTBa Poccuiickoit deaepariuu
BIIPABE HE MPUHUMATh NOCTYNUBIINE OT TAKUX TPETHUX JIMI] IIJIATEKU U HE YUUTHIBATH UX
B CUET OILIAThl YYaCTHUKOM yciyT no Jloroeopy.

4.6. Omnata yciayr TO TPEJOCTABICHUIO KOJOB MAapKUPOBKH TPOU3BOIUTCS
Y4acTHUKOM B 3aBUCUMOCTH OT CIIOCOOA OKa3aHUs YCIyr, yKa3aHHbIX B MNyHKTe 4.3
Jorosopa:

a) ecnu YUYacTHHUK BBIOpaJl Crloco0 OKa3aHWs yCIYTH, YKA3aHHBIA B TIOJMYHKTE «a»
nyHkra 4.3 JloroBopa, TO omjara yCIyrd IO MOpeAocTaBiieHHWI0 KoJI0B MapKupOBKHU
IIPOU3BOAUTCS Y YHACTHUKOM JI0 JAThI IMOJyYEHUsT Y YaCTHUKOM KOJI0B MapKUpOBKH;

0) ecnu YyacTHHK BbIOpai Cocod OKa3zaHUsl YCIYT'H, YKa3aHHBIA B MOAIMYHKTE «0»
nyHkta 4.3 JloroBopa, TO omaTra yCIyru IO MNpenoctaBieHuio KoaoB MapKUpOBKH
MPOU3BOJNUTCS YUacTHUKOM B TeueHue 180 kasneHmapHbIx AHEH ¢ natsl nojdydyeHust Komos
MapKUPOBKHU, HO HE TI03/ITHEE 0OCTOSATEIBCTB, MPEAYCMOTPEHHBIX a03alleM BTOPHIM MMyHKTa
9(1) [Monoxenus.

4.7. PazMep U NMEPUOANYHOCTh BHECEHHUS IJIATEkKEW OMPENeNIAIOTCA YYaCTHUKOM

CaMOCTOSTENIbHO, UCXOJSl U3 KOJIMYECTBA KOJAOB MapKUPOBKH, HEOOXOAUMBIX YYaCTHUKY



JUIS1 HEOPEPBIBHOTO MPOLIECCA MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB.

4.8. VYciyra mo MpeloCTaBICHUIO KOJa MAapKUPOBKU MPHU3HACTCS OKa3aHHOM
Oneparopowm:

a) B MOMEHT MOJYy4Y€HHs YYAaCTHHUKOM OIUIAYEHHOTO KOJa MApPKUPOBKH, ECIIH
VYyacTHUK BbIOpanl coco0 OKa3zaHWs YCIYTH, YKa3aHHBIM B MOJAIMYHKTE «a» MyHKTa 4.3
JloroBopa;

0) B wmomeHT peructpauun (BHeceHusi) Omnepatopom B Cucremy MJJIII
uH(poOpMaINKU, COJEpKaIlEHCs B CBEJICHUAX O HAHECEHUM CPEACTBA HACHTU(PHUKALIUU,
peoOpa30BaHHOIO M3 COOTBETCTBYIOIIETO KOJa MAapKUPOBKH, €CIM YUYaCTHHUK BBIOpA
croco0 OKa3zaHusl YCIyTH, YKa3aHHbIN B MOAMYHKTE «O» myHkTa 4.3 JloroBopa.

4.9. Tlo okOHYaHUM KaXJI0T0 KaJleHJapHOro Mecsia (nainee — PacueTHslil epuon),
HO HE MO3JHEE S5 uyucina Mecsua, ciaeayromero 3a Pacuernsim mepuoaom, Omnepatop
HaIpaBisieT YYaCTHUKY MEPBUYHBIN OyXTalITepCKUil JOKYMEHT (fajiee — Y HuBepCalbHBIN
NepeaTOYHbIN IOKYMEHT) U aKT CBEPKH, TOANUCaHHbIe OnepaTopom.

B YHuBepcanpHOM neperaTouyHoOM JOKYMEHTE 3a PacueTHbBIN NEpUO YKa3bIBAKOTCS
CIEeAYIOIUE JaHHbIE:

KOJIMYECTBO KOJOB MApPKHUPOBKHM, YCIyra II0 KOTOPBIM CUMTAETCS OKa3aHHOM
OnepaTopowm;

CTOMMOCTb KOJOB MAapKUPOBKH, YCIyra 1O KOTOPbIM CYHMTAETCAd OKa3aHHOMN
OnepaTtopowm;

oOmuit 00beM ycIyT, OKa3aHHBIX 32 PacueTHbril epuo.

B axre cBepkHM yKa3bIBalOTCS CIAEAYIOLIME JAaHHBIE:

a) OCTaTOK HEHUCIOJIb30BAaHHBIX YUYAaCTHUKOM JICHEXKHBIX CPEICTB Ha HAyajo
Pacuetnoro nepuona;

0) mepeduciieHHble YYacTHUKOM JCHEXHbIE CpelcTBa B TedeHue PacueTHoro
1150 (VI K

B) CTOMMOCTbH OKa3aHHbIX 3a PacueTHbIN mepuoj yciyr 1no npeaocTaBiIeHUI0 KOAOB
MapKUPOBKH;

I) KOPPEKTUPOBKA CTOMMOCTH OKAa3aHHBIX YCIYTr MO MPEIOCTABICHUIO KOIOB

MapKUPOBKHU (ITPU HAJIUYUN);
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J) OCTaTOK HEHUCIIOJNIb30BAHHBIX YYAaCTHUKOM JE€HEXHBIX CPEACTB Ha KOHEL
PacueTHoro nepuopa.

4.10. YauBepcaibHbI MEpeAaTOYHbI JOKYMEHT M aKT CBEPKH, HE SIBIJISIOIIMICS
MEPBUYHBIM YYETHBIM JOKYMEHTOM, MOJIMUCHIBAIOTCS YCHJIEHHOW KBaU()UIIMPOBAHHON
ANEKTPOHHOM moanuchio OnepaTopa (ero mpeacraBuTelis), GOPMHUPYIOTCS U MepeaaroTcs
Y4acTHUKY B 3JIEKTPOHHOM BUJIE€ MTOCPEACTBOM AJIEKTPOHHOTO JOKYMEHTO0O0pOTA.

YHUBEpCANbHBIA TEPEeIaTOYHBIA JOKYMEHT M aKT CBEpKH OQOpPMISIOTCS Ha
OyMa)XHOM  HOCHUTEJIE C  TMpEJCTaBICHUEM  JOKYMEHTOB,  MOJTBEPIKIAIOIINX
HEBO3MOXKHOCTh  IMOANMCAHUS YKa3aHHbIX JOKYMEHTOB B (OpME 3IIEKTPOHHBIX
JNOKYMEHTOB, B CJIIEAYIOIIMX CIIy4asX:

a) HETOJIUCAaHUE YIMOJTHOMOYEHHBIM JIUIIOM - BJaJEJblieM KBaTU(UIIMPOBAHHOTO
cepTh(UKaTa KJto4ya MPOBEPKHU JIEKTPOHHOU MOAMKUCH COOTBETCTBYIOUIUX TOKYMEHTOB B
CBSI3M C BpEMEHHON HETPYI0CIIOCOOHOCTBIO TAKOTO JINLIA;

0) aHHyJIUMpOBaHWE KBAIU(PUUIUPOBAHHOIO CcepTU(PUKATA KIKOYa [POBEPKU
JNEKTPOHHOM  MOANMCA B  II€pUOA C  JaThl  AHHYJIMPOBAHUSA  HMMEBIIETOCSH
KBTU(PHUITUPOBAHHOTO cepTU(UKaTa KIH0Ya MPOBEPKU DJICKTPOHHON TMOAMKUCH U JI0 JaThl
MOJIy4eHHUs] HOBOTO KBaJU(UIIMPOBAHHOTO cepTU(]PUKATa KIt0Ya MPOBEPKH SJIEKTPOHHOU
MOJAMUCH TIPU YCJIOBUM OTCYTCTBHSI WMHBIX JIUI[ - BIAJCNbIEB KBaTU(UIIMPOBAHHBIX
CEpTU(PHUKATOB KIHOYEH MPOBEPKU SJIEKTPOHHOW MOIIMUCH, YIOJHOMOYEHHBIX HA IMPABO
MTOAIIMCAaHNS COOTBETCTBYIOIUX JOKYMEHTOB.

4.11. Y4acTHHK BIpaBe MOCPEICTBOM BJIEKTPOHHOTO TOKYMEHTOOO0pOTa B TEUCHHE
8 pabounx AHEH C IaThl MOTYYEHUs YHUBEPCAIBLHOTO MEPEeaTOYHOro JOKYMEHTa U aKTa
CBEpPKHM NOJANMUCATh YKa3aHHbIE JOKYMEHTHI WIM NpeaocTaBuTh Onepatopy BO3pakeHUs B
OTHOILLIEHUM CBEJCHUM, YKa3aHHBIX B YHUBEPCAJIBHOM IIEPEIATOYHOM JOKYMEHTE U aKTe
CBEPKH.

4.12. YHuBepcanbHBIM TepeaaTOYHbIM JOKYMEHT (opmupyercs 3a PacueTHsrii
nepuoj 0e3 AeTanu3aliy Mo 3asiBKaM Y4YaCTHUKA U BHECEHHBIM aBAaHCOBBIM ILJIATEXKAM.

[Ipy BO3HMKHOBEHMHM CIOPOB M 1O 3ampocy YuyacTtHuka Omeparop o0s3yercs
MPEIOCTABUTh JETAIBHBIM OTYET 3a PacueTHwI NEpPHUOJ C YKa3aHUEM CIEAYIOLINUX

JTAHHBIX:
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a) HAMMEHOBAaHME JICKAPCTBEHHOTO Mperapara;

0) KOIbl JIEKapCTBEHHOTO Tpemapara (TI00adbHBIM HUASHTU(OUKAITMOHHBIA HOMED
TOPTOBOM €/TMHUILIBI);

B) JaThl HAHECCHUST Y YaCTHUKOM CPEACTB UACHTU(UKAIMY (HA OCHOBAaHUH JaHHBIX,
IPEIOCTABICHHBIX Y YaCTHUKOM);

') KOJMYECTBO KOJIOB MAapPKUPOBKHU, TIEPEIAHHBIX Y YAaCTHUKY Ha OCHOBAaHUHU 3asiBOK
VYyacTHUKA;

1) KOJMYECTBO KOJIOB MApKUPOBKH, MO KOTOPBIM YCIYTd MO MPEA0CTABICHUIO
KOJIOB MapKUPOBKHU ObLIM OKa3zaHbl OnepaTtopom.

4.13. B nmuunoM kabuHere YyactHuka cucteMbl MJIJIIT oTpakaroTcs akTyaiabHBIE
Ha TEKYIIYIO JaTy CBEJICHHS O BHECEHHBIX B KaUECTBE MPEABAPUTEIILHON OIUIaThl (aBaHCa)
JICHS)KHBIX CPEJCTBAX, O CTOMMOCTH OKAa3aHHBIX YCIYT IO MPEJOCTABICHHUIO KOJOB
MapKUPOBKHU, a TAKKE CBEJIEHUSI 00 OCTaTKE HEUCIIOIb30BAHHBIX JIEHEKHBIX CPEJICTB.).

5. CHOCKY 5 U3JIOKUTh B CIEIYIOLIEH pelaKIuu:

<(5HyHKT 2 mnocranoBinenus lIpaBurenbcrBa Poccuiickoin ®enepanmu oTr 8§ mas
2019 1. Ne 577 «O0 yTBepKIeHUWM pa3Mmepa IUIAThl 3a OKa3aHWe YCIyr 1o
MIPEIOCTABICHUIO KOJOB MApKHPOBKH, HEOOXOMMMBIX i1 (OPMHUPOBAHMS CPEICTB
uAeHTUUKAIMK W O0eCleUeHUsT MOHHTOPUHTA JBIDKEHUS TOBApOB, TMOJJIEKAIINX
00s13aTeIPHOM MapKUPOBKE CPEACTBAMHU HICHTH(PUKAIIMKA, a TaKKe O TOpSAIKe ee

B3uManus» (CoOpanue 3akoHomatenbcTBa Poccuiickoit @enepanuu, 2019, Neo 20, cr.
2447).».



