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INPUKA3

XC e leel  2d0n.

Mocksa

O BHeceHMH H3MeHeHHi B THNOBYIO JOpMYy 10roBOpa HA OKa3aHHeE YCIYT MO
Npel0oCTaABJIEHUIO KOJIOB MaPKHPOBKH cy0ObeKTaM o0palueHus JeKapcTBEHHbIX
cpeacTB (Hepe3HIEHTaM), YTBEePKAeHHYI0 NpuKka3oM MuHHcTEpCTBA
NPOMBIILJIEHHOCTH U TOproBan Poccuiickoii @enepaunn ot 4 ¢pespass 2020 r. Ne 338

B coorBerctBUM ¢ mnocraHoBieHueM IlpaButennctBa Poccuiickoit ®enepauuu
otr 20 maptra 2020 r. Ne 311 «O BHecenum usmeHeHui#é B llonoxeHue o cucreme
MOHMTOPMHIA JBUXEHMS JIEKApPCTBEHHBIX IIpenaparoB AN MEIULMHCKOrO NPUMEHEHHUS»
(Cobpanue 3akoHomatenscTBa Poccuiickoit ®epepauuun, 2020, Ne 13, cr. 1925)
NpHUKa3blBalo:

YTBEPAUTh IIpUJiaraéMble W3MEHEHHS, KOTOpbleé BHOCATCS B THIIOBYIO (OpMYy
JIOTOBOpa Ha OKa3aHWe YCIYr MO TpEeAOCTaBIEHHIO KOJOB MapKUPOBKH CyOBekTam
oOpaiieHUss JIEKapCTBEHHBIX CpeIACTB (Hepe3ujeHTaM), YTBEPXACHHYK IPHUKa30M
MunucrepctBa NPOMBILUIEHHOCTM ¥ ToproBnu  Poccuiickoi ~ ®epepaunu
oT 4 ¢eppans 2020 r. Ne 338 «O6 yTBepXaeHUH TUNOBO# (GOPMBI JOrOBOpa Ha OKa3aHHUE
YCIIYT II0 NPEAOCTABICHHUIO KOJOB MAapKUpPOBKH CyObeKTam OOpallleHus JIEKapCTBEHHBIX
CPEICTB (Hepe3uAeHTaM)» (3aperucTpupoBaH MUHHCTEPCTBOM IOCT Poccuiickoit

®enepaunn 24 mapra 2020 r., peructpallOHHbIN HOMeEp 57824).

Munuctp JA.B. ManTtypos




VYTBEPX/IEHbBI

nprkazoM Munnpomropra Poccuu

o106 WeOlee ST0 NeodEB5

H3meHeHus, KOTOPbie BHOCSITCA B THIOBYIO (OpMY A0r0BOpa Ha OKa3aHHe YCJIYT 10
NPeAOCTABIEHHIO KOAOB MAPKHPOBKH cy0beKTaM o0paieHHsl JIEKaPCTBEHHbIX
cpeacTB (Hepe3nAeHTaM), yTBEPKACHHYIO IPHKA30M
MuHHCTEpPCTBa NPOMBIIJIEHHOCTH H TOProsju Poccuiickoi ®@enepaumnu
ot 4 deBpaas 2020 r. Ne 338 «O6 yrBepxaeHHH THIIOBOH (popmMbl JOroBopa Ha
OKa3aHHe YCJIyr no npeaocTaBjieHHI0 KOA0B MAPKHPOBKH cyObeKTaM oOpalieHus
JIEKAPCTBEHHBIX CpeCTB (Hepe3HAEHTaM)»

1. B noamynkre «6» myHkta 1.1 pa3zgena I cinoBa «cepuiiHOro rno6ajibHOro
WICHTU()UKALIMOHHOTO HOMeEpa TOProBOM €IMHMIIBI» 3aMEHUTb CJI0BaMH «KOJa
HICHTHOUKAUUNY.

2. Ilyuxt 3.4.2 paszmena Il mocne cioB «marepralibHbIH HOCHUTEJb» JOMNOJHUTH
CJIIOBOM «(3TUKETKY )».

3. Ilyskrt 3.5.2 pasgena III u310>XUTh B CIEAYIOLLEH pEdaKIMK:

«3.5.2. ObGecneuuBaTh HaHECEHHUE CPEACTB HAEHTH(PUKALMKM Ha YIAKOBKY
JIEKapCTBEHHOTO Tpernapara Wi Ha MaTepUalIbHBI HOCUTENb (3THKETKY) B COOTBETCTBHU
C ycnoBusmH, npenycMoTpeHHbiMH MNyHKTOM 9(1) IlosmoxeHusa. Koxasl MapKupOBKH
AHHYJIMPYIOTCS B CJIydasix, yCTAaHOBJIEHHbIX MyHKTOM 9(2) Ilonoxxenus.».

4. Pazpgen IV u3noxuts B cieayromei peaakuuu:

«IV. Cnoco6nl okazaHus yciyr. [lopsaok omiatsl ¥ B3aMMOpPacyeToOB

4.1. Pasmep muatel 3a OKa3aHWE YCIyr MO NPEAOCTABJIEHUIO KOAOB MAPKUPOBKH
cocraBisger 50 komeek 3a 1 Koja MapKuUpoBkH, 0e3 ydera Hajora Ha A00aBIEHHYIO
croumocts (pnanee — HJIC). HJIAC B pasmepe, NpeayCMOTPEHHOM HaJOrOBbIM
3aKOHOaTeNnbCTBOM Poccuiickoit Penepauny, yIuiauuBaeTCsl CBEPX CTOMMOCTH OJHOI'O
Koga MapkupoBku. Pacuersl mo JloroBopy ocyiuecTBisioTcs B pybasx Poccuiickoi
®epnepauuu. Bce OaHkoBckMe pacxofpl IMpu omuare yciayr no J[lorosopy, BKirOuas
MOJJIEXAIIHE OIJIaTe KOMHCCUH, HECET Y YaCTHHUK.

4.2. OnepaTopoM He B3UMaeTcs IU1aTa 3a OKa3aHUe yCIyT 110 NPeOCTaBIEHUIO KOHOB




MapKMpOBKH [UIs JIEKAPCTBEHHBIX MpENaparoB MAlid MEAMLMHCKOr0 IPHMEHEHHH,
BKJIIOYEHHBIX B IIEpeYeHb JXKU3HEHHO HEOOXOAUMBIX M BAXHEWIIMX JIEKApCTBEHHBIX
IpenapaToB Uil MEOUIMHCKOrO IIPUMEHEHMs, IpelcsibHas OTIMyCKHas IieHa
NIPOM3BOAMUTENS KOTOPBIX He mpeBblmaeT 20 py6ueit.

4.3. Oxa3zaHue yCIyr mno NpeIOCTaBICHHUIO KOAA MapKHUpPOBKH OCYILECTBISETCS
OnepaTtopom OAHHM U3 CIEIYIOIIHX CIIOCO00B:

a) TIOCPEACTBOM MpPEIOCTaBleHHs YYAaCTHHKY KOJa MapKHpOBKH ¢ 6eccpOYHBIM
CPOKOM €ro HaHECEHHS Ha YIaKOBKY JIEKapCTBEHHOIO IpelnapaTra WM Ha MaTepHaIbHBIN
HOCHUTENH (3THKETKY);

06) mocpencTBOM NpPENOCTaBICHUS Y4YacTHUKY KOAAQ MapKHPOBKH, HaHECEHHE
KOTOPOr0 Ha YMAaKOBKY JIEKApCTBEHHOIO IIperniapara WM Ha MaTE€pHAIbHBIA HOCUTEIND
(3TuKeTKy) ¥ nepenada B cucteMy MJIJII] cBeneHuMit 0 TAKOM HAHECEHHUH JOJDKHBI OBITH
ocylIecTBieHbl B TeueHUe 180 kaneHAapHbIX AHEH ¢ JaThl MOJy4€HHUs KOJa MapKUPOBKH,
HO He I03AHee OOCTOATENBCTB, NPEAYCMOTPEHHBIX a03ameM BTOpbIM IyHKTa 9(1)
Ilonoxenns.

4.4. Cnoco6 oka3zaHHs YCIYyr BblOMpaeTcs Y4YacTHMKOM CaMOCTOSITENBHO
npu GOpMHUPOBaHUH 3asBKU Y4YacTHHKa, HarpaBisiemol Oneparopy.

4.5. Onnara yciyr 1o MNpeAOCTaBICHUIO KOJAOB MAapKMPOBKH OCYLIECTBIISETCS
VY4acTHMKOM IIOCPEACTBOM IIEpEYMCIICHUS IUIaTeXked Ha pacueTHblli cyer Oneparopa,
yKa3aHHBIY B Jlorosope.

Ilpy u3MeHeHHH BaJIIOTHOIO 3aKoHoAaTenbcTBa Poccuiickoit @enepannu, B cirydae
HCIOJIHEHHS 0053aTe/IbCTB Y4YacTHUKA 10 oruiare yciyr 1o JIoroBopy TpeTbUMH JHLIAMH,
3aperMCTPUPOBaHHBIMU Ha Tepputopun Poccuiickoit ®enepauuu (pe3uAcHTaMH),
Onepatop B Hensax coOoeHHA BaJIOTHOTO 3aKOHOAaTenbcTBa Poccuiickoit Peepanuun
BIpaBe He NMPUHHUMATh IOCTYNHUBILKE OT TAKHUX TPETHUX JMI IUIATEXH M HE YyYHTHIBATh
KX B CYET OIUIATHl YYaCTHUKOM yciayr no Jlorosopy.

4.6. Omnnara ycnyr 0o IpeNOCTaBICHHIO KOIOB MAapKHUPOBKH IIPOM3BOAMTCS
Y4aCTHUKOM B 3aBUCMMOCTH OT crioco0a OKa3aHus YCIYr, YKa3aHHbIX B IIyHKTe 4.3
HoroBopa:

a) ecid Y4acTHUK BbIOpan cnioco® oka3aHHs YCIIYI'd, YKa3aHHBIA B MOAIYHKTE «a»




nyHkta 4.3 [loroBopa, TO omiara yCJIyrd [0 MPEAOCTaBICHUIO KOJOB MapKHPOBKH
IPOU3BOAUTCS Y YaCTHUKOM JO AAThl NOJNy4YE€HHUs Y YaCTHUKOM KOJAOB MapKUPOBKY;

0) eciu Y4aCTHHK BBIOpasl Cioco0 OKa3aHHs YCIIyId, yKa3aHHbIH B IOJIYHKTE «6»
myHkta 4.3 JloroBopa, TO omiata yciyrd no npepocraBieHuio KonoB MapKupOBKH
IIPOM3BOJIUTCA Y4yacTHHKOM B TeueHue 180 xaneHnapHbIx AHeH ¢ Aatel nonydyenus Konos
MapKHPOBKH, HO HE MO3/IHEE OOCTOSNTENBCTB, IIPEyCMOTPEHHBIX a03a1eM BTOPBIM IIyHKTa
9(1) IlonoxeHnus.

4.7. Pa3Mep M nepUOAWMYHOCTh BHECEHHs IUIATEeXeW OMNMpEAENSIOTCS Y4aCTHUKOM
CaMOCTOSTENIbHO, UCXO/ U3 KONMYECTBA KOAOB MapKUPOBKH, HEOOXOMMMBIX YYaCTHHKY
1)1 HENPEPBHIBHOIO NPOLIECCA IPOU3BOJCTBA JIEKAPCTBEHHBIX CPEACTB.

4.8. Ycnyra nmo mnpenocTaBlE€HHIO KOAAa MapKHUpPOBKM IPHU3HAETCA OKa3aHHOM
Oneparopom:

a) B MOMEHT IIONy4YeHHS YYaCTHHKOM OIUIQYEHHOTO KOJA MAapKUPOBKH,
eciid Y4YacTHHK BbIOpal cioco0 oOKa3aHMs yCIyrH, yKa3aHHBIA B IONIIYHKTE «a» IyHKTa 4.3
Jorosopa;

6) B MOMeHT peructpanuu (BHecenus ) Onepatopom B cuctemy MJUJITT undopmanuy,
cojiepXaleiics B CBEICHUAX O HAHECEHUH CPEICTBa UICHTUUKALMY, TPeoOpa3oBaHHOIO
W3 COOTBETCTBYIOIIErO KOJa MapKHpPOBKH, €CJIM YUYacTHHK BbIOpasl cnoco0 oKa3aHus
yCIyI'H, yKa3aHHbIH B noanyHKTe «6» myHkTa 4.3 Jlorosopa.

4.9. Tlo oxoHYaHWM KAXJO0ro KajJeHaapHoro Mecsua (nanee — PacyeTHslil nepuoy),
HO He MO3JHee 5 4uciia Mecsla, cleaywoomero 3a PacderHsiM nepuonoM, Onepatop
HarpasiseT Y4acTHHKY EepBHUUYHBINA OyxranTepckuil JOKyMEHT (fanee — Y HUBEpCaJIbHbIN
nepeaTo4YHbI JOKYMEHT) ¥ aKT CBEpKHU, noanucanHeie Oneparopom.

B YHuBepcanbsHOM nepeiaTo4HOM JOKyMeHTe 3a PacueTHbli nepuos yKa3biBaloTCS
cleaymolye AaHHble:

KOJIM4YECTBO KOJOB MAapKUpPOBKH, YCJIyra NO KOTOPbIM CUMTA€ICsi OKa3aHHOM
OnepaTtopom;

CTOMMOCTb KOJOB MAapKHpPOBKHM, yClyra HO KOTOPBIM CYHMTAaeTCs OKa3aHHOM
Onepatopom;

obmuii 06beM yciryr, oka3zaHHBIX 3a PacueTHbiil epuos.
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B axTe cBepKH yKa3biBarOTCs CIEAYIOILME AAHHbIE:

a) OCTAaTOK HEHUCIONB30BAHHBIX YYaCTHUKOM JCHEXHBIX CPEIACTB Ha Hayalo
PacueTHoro neprona;

0) nepeuynclieHHble YYaCTHHKOM [I€HEXHbIE CpeacTBa B TedeHue PacuyeTHoro
NepHoAa;

B) CTOMMOCTb OKa3aHHBIX 3a PacueTHslil nepuoj yciayr no npenocTaBIeHUIO KOJOB
MapKHPOBKH;

I') KOpPpEKTHMPOBKAa CTOMMOCTH OKa3aHHBIX YCIYI IO IIPENOCTABJIECHHIO KOIOB
MapKHPOBKH (IIpH HAIUYUN);

J) OCTAaTOK HEWUCTOJNIb30BAaHHBIX YYacTHUKOM JCHEXHBIX CpPEACTB Ha KOHEI]
Pacuernoro nepuoza.

4.10. YHuBepcalbHBIH NepenaTOYHbid AOKYMEHT U aKT CBEDKH, HE SBIISIOIIMKCS
IEPBUYHBIM yYETHBIM JOKYMEHTOM, MOJMHCHIBAIOTCS YCHJIEHHOHW KBaNIWGULMPOBAHHOM
aJIeKTpOHHOH noanucklo Oneparopa (ero npeacraBuTens), GOpMHUPYIOTCS M NIEpelaroTCs
VY4acTHHKY B 3JIEKTPOHHOM BHJE MOCPEACTBOM 3JIEKTPOHHOIO JOKyMEHTO000pOTa.

VYHuBepCaNpHBI IEepeaTOYHBbIi JOKyMEHT H akKT CBepKH OQOpMISIOTCA
Ha OyMaXHOM HOCHUTENE C IIPEACTAaBICHHEM JOKYMEHTOB, IOIATBEPXKAAIOIINX
HEBO3MOXXHOCTb MOANMUCAHUSA YKa3aHHBIX JOKYMEHTOB B ()OpMeE 3JIEKTPOHHBIX JOKYMEHTOB,
B CIEAYIOLUHUX CIIy4asiX: '

a) HENOJNKHCaHWEe YIIOJIHOMOYEHHBIM JIMLIOM — BiaJeNblieM KBalH(HUIHMPOBaHHOIO
cepru(uKaTa KiI04a MpOBEPKH SJEKTPOHHOM NMOANKMCH COOTBETCTBYIOIIMX IOKYMEHTOB
B CBA3U C BDEMEHHOM HETPYIOCIIOCOOHOCTBIO TAKOTO JIMLIA;

0) aHHyIMpOBaHHE KBaJIH(QHULUPOBaHHOro cepTUdHKaTa KIOYa [POBEPKH
IEKTPOHHOA MOANMCHM B  TEpHOA C  JaThl  AHHYJIMpPOBAHMS  HMEBIIErOCH
KBAJIMPHULIMUPOBAHHOIO cepTUUKaTa KI04a NPOBEPKU 3JIEKTPOHHON MOAIHMCH M 10 AaThl
MOJy4€eHHss HOBOro KBaNTH(HUIMPOBAHHOIO cepTH(HKaTa KiIrouya MPOBEPKH DJIEKTPOHHOMH
IOANKCH TPH YCAOBHM OTCYTCTBHA HHBIX JIAI[ — BIIaJeNblieB KBaNM(UIMPOBAHHBIX
cepTu(UKaTOB KIIOUEl MPOBEPKHU 3JEKTPOHHOH MOANMCH, YIOJHOMOYEHHBIX Ha IIPaBoO
MIOATIMCAHUS COOTBETCTBYIOLUX JOKYMEHTOB.

4.11. Y4yacTHHK BIIpaBe IOCPEACTBOM JIEKTPOHHOIO JOKYMEHTO000pOTa B TEYECHHE




8 pabounx nHel ¢ faThl MoJyueHUS YHUBEPCAIBHOTO MEPENAaTOYHOrO JOKYMEHTA M aKTa
CBEPKH -IIOANMCATh YKa3aHHBIC NOKYMEHTBI WM npeaocTaBuTh Onepatopy BO3paKeHHs
B OTHOLIEHHWH CBEJCHUH, YKa3aHHBIX B Y HUBEPCAJIBHOM IEPEJATOYHOM JOKYMEHTE M aKTe
CBEPKHU.

4.12. YuuBepcanbHbiii TiepelaTO4HbIN NOKyMeHT (opMupyercss 3a PacuerHsri
nepuon 6e3 neranu3alyy no 3asiBKaM Y4YacTHHKA U BHECEHHBIM aBaHCOBBIM ILJIATEXaM.

Ilpy BO3HUKHOBEHHMM CIOpPOB U MO 3ampocy YuactHuka Omnepatop o6s3yercs
[IPEIOCTaBHUTh ACTANbHBINA OTYET 32 PacyeTHbIN NEpHOA C yKa3aHUEM CIIEIYIOIMX JaHHBIX:

a) HaMMEHOBaHHE JIEKAPCTBEHHOTO Mpernapara;

0) KoAbl JeKapCTBEHHOro mpemnapara (rnoOanbHbld WACHTH(UKAIIMOHHBIH HOMED
TOPrOBOM €MHHUIIBI);

B) /laThl HAHECEHUSI YYaCTHHKOM CPEACTB UACHTUGHKaNMY (HA OCHOBaHWH JaHHBIX,
[PEOCTaBIEHHBIX Y YaCTHUKOM);

I) KOJMYECTBO KOJOB MapKHPOBKH, NEPEAaHHBIX YYAaCTHUKY Ha OCHOBaHUH 3a8BOK
Y4yacTHUKA;

J) KOJIM4ECTBO KOJOB MApPKAPOBKH, 110 KOTOPBIM YCIYI'H 10 IPEAOCTABIIEHHIO KOIOB
MapKUpOBKH ObLITH OKa3aHbl OniepaTopoM.

4.13. B nmuHom kxabunere YuacTHuka cucteMsl MJUIII oTpaxaroTcsd akTyaibHbIE
Ha TEKYILYIO AaTy CBEJECHUS O BHECEHHBIX B KaUueCTBe MpeABapUTeIbHON OIUIaThl (aBaHCa)
JIEHE)XKHBIX CpEACTBaX, O CTOMMOCTH OKa3aHHBIX YCIYr IO IPEJOCTaBICHHIO KOJIOB

MapKUPOBKH, a TAKXKE CBECACHUA 00 OCTaTKe HEHUCIIONB30BAHHBIX JEHEXHBIX CpeacTB.».




