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JIOTOBOpPa Ha OKa3aHWe YCIyr IO NPEAOCTaBIEHUIO KOJOB MAapKUPOBKH CyObEeKTaM
oOpalleHusl JIEKapCTBEHHBIX CpeACTB (HEpe3uIeHTaM), YTBEpPXKIEHHYI0 HpPUKa30M
MunucrepctBa  NPOMBILJIEHHOCTH W ToproBid  Poccuiickoi ®enepauuu
oT 4 ¢enpans 2020 . Ne 338 «O6 yTBepxaeHUH TUNOBOH (GopMBI IOTOBOpaA Ha OKa3aHHE
yCIIyT IO NPEAOCTABIEHUIO KOJOB MAapKHPOBKH CyObekTaM OOpalleHHs JIeKapCTBEHHBIX
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H3meHeHHs, KOTOPble BHOCSITCA B TUIIOBYIO (pOpPMY A0Ir0BOpa HA OKa3aHHeE YCJyr 1o
NpeJoCTAB/JIEeHHIO KOA0B MAPKHPOBKH cy0beKTaM 00pailleHHsl JIEKaPCTBEeHHbIX
cpeacTB (Hepe3HAeHTaM), yTBEP/KICHHYIO IPHKA30M
MununcTepceTBa NPOMBILLJIEHHOCTH U TOProeiu Poccuiickoit @exepauun
ot 4 ¢eBpans 2020 r. Ne 338 «O06 yrBep:kaeHnn THIIOBO# (popMbI A0r0BOpa HA
OKa3aHHe yCJyr 1o npeaocTaBjieHHI0 KOI0B MAPKHPOBKH cy0beKTaM oOpalueHus
JIEKAPCTBEHHBIX CpeAcTB (Hepe3naeHTam)»

1. B noanynkre «6» mynkta 1.1 paspmena | cnoBa «cepuilHOro rio6anbHOrO
UICHTU(DHUKAIIMOHHOTO HOMEpa TOProBOM €JMHHUIBD 3aMEHUTh CJIOBAMH  «KOJa
UACHTHhUKAII.

2. Ilynkt 3.4.2 pasgena III nmocne cinoB «MarepuaibHbIH HOCUTEIIb» JOINOIHUTH
CIIOBOM «(3TUKETKY )».

3. Ilynkr 3.5.2 pasgena 1l U310XUTH B CleAyIOLIEH peAaKIUN:

«3.5.2. ObGecneuynBaThb HaHECEHHWE CpPEACTB MIAEHTU(UKALMUM HA YINAKOBKY
JIEKapCTBEHHOT'O TMpernapaTa Wik Ha MaTepUabHBIA HOCUTENb (3TUKETKY) B COOTBETCTBHH
C YCIOBHAMH, npeaycMoTpeHHbiMH MNyHKTOM 9(1) IlosoxxeHus. Koxabl MapkupoBKH
aHHYJIMPYIOTCS B CJIy4asix, yCTaHOBIIEHHBIX MyHKTOM 9(2) Tlonoxenus.».

4. Pazpen IV uznoxuts B cnenyonieii peaakuyu:

«IV. Crnoco6nb1 okazanus yciyr. [lopsaok oniaTel 1 B3aHMOPacyETOB

4.1. PazMep maathl 3a OKa3aHWE YCJAyr MO IPEAOCTABICHUIO KOAOB MapKUPOBKH
cocraBiser 50 komeek 3a 1 koa MapKupoBkH, Oe3 ydera Hajnora Ha A0DaBICHHYIO
croumoctb (nanee — HJC). HIAC B pa3smepe, IpeayCMOTPEHHOM HaJOrOBbIM
3aKoHOAaTeNbCcTBOM Poccuiickoit Denepanuy, yIuiaivBaeTcsi CBEpX CTOMMOCTH OJHOIO
Koma MapkupoBkd. Pacuersi mo Jloroopy ocymiectBistorcs B pydasx Poccuiickon
Qenepauun. Bece OGankoBckue pacxonapl Ipu omnare yciuyr no Jlorosopy, BKitouas
MOJIEXKAIUE OILIIaTE KOMUCCHM, HECET Y YacCTHUK.

4.2. OnepaTopoM He B3UMaeTcs Tj1aTa 3a OKa3aHUe YCIIYT M0 IPEeA0CTaBIEHUIO KOJIOB




MapKUpOBKM JJis JIEKAPCTBEHHBIX MpenaparoB [ MEAMLMHCKOrO IPHMEHEHHS,
BKJIIOYEHHBIX B TII€pPeYeHb >XKU3HEHHO HEOOXOOMMBIX M BaXXHEHMIIMX JIEKapCTBEHHBIX
mpernapaToB  Ads  MEIWIMHCKOTO IPUMEHEHWs, MpedclibHas OTIMyCKHas  LieHa
NPOU3BOAMTEN KOTOPBIX He NMpeBbimaet 20 py6nei.

4.3. OxaszaHue ycinyr no NpeIoCTaBICHUI0 KOJAa MapKUPOBKH OCYIIECTBIISAETCSH
OnepaTopoM OJHUM U3 ClEIYIOLIUX CIIOCOOOB:

a) TIOCPEJCTBOM MPENOCTaBJICHHS YYacTHUKY KOJa MapKHpPOBKHM C O6€CCpOYHBIM
CPOKOM €ro HaHeCEHHs Ha YMaKOBKY JIEKapCTBEHHOrO Nperapara WM Ha MaTepHalbHbIH
HOCHTEJb (STUKETKY );

6) MOCpPeACTBOM MpPENOCTABICHUS YYacTHHKY KOJa MapKUPOBKH, HaHECEHHE
KOTOPOTrO Ha YIaKOBKY JIEKAPCTBEHHOTO IIpenapara WM Ha MaTE€pPHalbHbIM HOCHUTEID
(3TMKeTKY) ¥ mepenada B cucremy MJIJIII cBeneHuit 0 TakOM HaHECEHWH IODKHBI OBITH
ocyiuecTBiieHbI B TedeHue 180 xaneHgapHbIX JHEH C AaThl IOJMy4YeHHs KOJa MapKMpPOBKH,
HO He II03[Hee OOCTOATENBCTB, NPEAYCMOTPEHHBIX a03ameM BTOPbIM IyHKTa 9(1)
IHonoxeHnns.

4.4. Cnocob6 oxa3zaHus YCIAYr BbIOMpaeTcs YUYaCTHUKOM CaMOCTOSITENIBHO
npu GOpPMUPOBaHMH 33a4BKH Y4YacTHHKA, HanpasiseMoi OnepaTopy.

4.5. Onnara ycnyr mo HpeAOCTaBIEHUIO KOJOB MAapKUPOBKHU OCYLUECTBIISETCS
Y4YacTHHKOM TOCPEICTBOM TIEpEYMCIeHUs IuaTeXxedl Ha pacueTHblM cueT Omepatopa,
yKka3aHHbIil B Jlorosope.

Ilpy u3MeHeHUH BaJIOTHOrO 3akoHoAaTenbcTBa Poccuiickoit @enepanuy, B ciy4ae
HCIOJIHEHUS 00s13aTeNbCTB YYacTHUKA N0 OIiare yciayr no JloroBopy TpeTbUMH JIMLIAMH,
3aperuCTPHPOBaHHBIMU Ha Tepputopud Poccuiickoit ®epepanuu (pe3uaeHTaMH),
Oneparop B 1esAx COOMIOAEHH BaIIOTHOTO 3aKOHOAaTeNbeTBa Poccuiickol Peaepanun
BIpaBe He NPUHUMAaTh MOCTYNUBIIKE OT TAKMX TPETHUX JIML IIATEXXH M HE Y4YMTHIBATh
HX B CUET OMIaThl YYacCTHUKOM ycuyr o Jlorosopy.

4.6. Onnara ycnyr 1o HNpPEeNOCTaBIEHUIO KOJOB MAapKHUPOBKH IPOU3BOLAUTCS
VY4acTHUKOM B 3aBUCHMOCTH OT clocofa OKa3aHusl YCIYr, YKa3aHHbIX B IyHKTe 4.3
Horosopa:

a) eciid Y4acTHHK BbIOpan crioco® oka3zaHUs yCIyrH, yKa3aHHbIN B MOAMYHKTE «a»



nyHkta 4.3 JloroBopa, TO omiara yCiIyrW IO MPEIOCTABIECHUIO KOJOB MAapKHPOBKH
IPOU3BOAUTCS YYACTHUKOM JI0 AAThI NOJIYYEHUs] Y YaCTHUKOM KOAOB MapKUPOBKY;

0) ecar Y4acTHHK BbIOpall cioco0 OKa3aHHsl YCIYI'H, YKa3aHHBIA B IOJIMYHKTE «O»
nyakta 4.3 [loroBopa, TO omjarta yciyru no mnpepocraBieHuio KoaoB MapKUpOBKH
IPOM3BOAUTCS YUacTHMKOM B TeueHue 180 xaneHaapHbIx AHeH ¢ Aatel nosydenus Koxos
MapKHPOBKH, HO HE TMO3JHEE 0OCTOSTENLCTB, IIPElyCMOTPEHHBIX a03a1leM BTOPHIM ITyHKTa
9(1) ITonoxenus.

4.7. PazMep ¥ NEPUOJAUYHOCTh BHECEHHS IUIATEXKEN ONpEeAenstoTcs Y4YacTHUKOM
CaMOCTOSATENbHO, UCXOASl U3 KOJIMYECTBA KOJOB MApKUPOBKH, HEOOXOAMMBIX YYaCTHUKY
IJ15 HEIIPEPBIBHOTO MpOLiecca IPOU3BOJCTBA JIEKAPCTBEHHBIX CPEACTB.

4.8. Ycnyra no npeaoCTaBIE€HHUIO KOJa MAapKHUPOBKM IIPHU3HAETCS OKAa3aHHOWU
OmnepaTtopowm:

a) B MOMEHT IIONyYeHUs YYacCTHUKOM OILIAYEHHOTO KOJAa MAapKUpOBKH,
€clii YYacTHUK BbIOpa ciocod oKa3aHus yCIyrH, yKa3aHHbIH B IOAIIYHKTE «a» IyHKTa 4.3
Jorosopa;

6) B MOMeHT peructpaiiuu (BHecenus ) Oneparopom B cucremy MU undopmanumy,
cojiepxaineiicsi B CBeIEHUSIX O HAHECEHUU CPeICTBa UACHTHHKALMY, TPEeoOpa30OBAHHOIO
W3 COOTBETCTBYIOUIEr0 KOJa MapKHPOBKH, €ClM Y4YacTHUK BblOpan cnoco0 oxasaHus
yCIIYTH, YKa3aHHBIA B MoANyHKTe «6» myHkTa 4.3 JloroBopa.

4.9. Ilo okoHYaHWH KaXJOro KajeHAapHoro Mecsna (nanee — PacueTHbli nepuon),
HO HE Mo3JHee S uuWcia Mecsia, cleayromero 3a PacuerHeiM nepuonmoM, Oneparop
HarnpapisieT Y4YacTHUKY TIEpBUYHBIA Oyxrantepckuil JOKyMeHT (nanee — Y HuBepcajbHbIi
HepeIaTOYHbIA JOKYMEHT) U aKT CBEpKH, oanucaHabie Oneparopom.

B YHuBepcaibHOM nepeJaTouHOM AOKYMEHTe 3a PacyeTHbId Neprol yKa3blBalOTCs
ClieAyIOLIKE JaHHBIE!

KOJTMYECTBO KOJOB MApKHPOBKM, yCjiyra IO KOTOPBIM CYMTA€TCi OKa3aHHOH
Oneparopowm;

CTOMMOCTb KOJOB MAapKHPOBKH, YCIyra IO KOTOPbIM CYMTAaeTCid OKa3aHHOM
Onepatopom;

obmuii 06peM ycIIyT, OKa3aHHBIX 3a PacueTHblit nepuos.




4

B axTe cBepKH yKa3bpIBalOTCS CIEAYIOIIME JaHHBIE:

a) OCTAaTOK HEHUCIIOJNb30BaHHbIX YYacTHHUKOM JCHEXHBIX CPEICTB Ha Havalo
PacueTHOro nepuona;

0) nepevucCieHHble YUYaCTHUKOM [I€HEXHBIE CpEeACTBa B TeueHHe PacueTHOro
nepuoaa;

B) CTOMMOCTb OKa3aHHBIX 3a PacyeTHbIN nepHol yCIayr IO IPeXOCTaBIECHUIO KOJOB
MapKHUpPOBKH;

I) KOPpPEKTHMPOBKAa CTOMMOCTHM OKa3aHHBIX YCIYI IO IIPeAOCTaBJIEHHIO KOJOB
MapKUPOBKH (IIpH HATUYIHH);

) OCTaTOK HEHUCNOJb30BaHHBIX YUACTHHUKOM JAECHEXKHBIX CpEIACTB Ha KOHEI
PacuetHoro nepuona.

4.10. YHuBepcalbHbI# TNepeNaTOYHbI TOKYMEHT U aKT CBEPKH, HE SIBJIAFOLLMMACSH
NEPBUYHBIM Y4E€THBIM JOKYMEHTOM, MOJMHCHIBAIOTCS YCHJICHHOM KBalM(QHULMPOBaHHON
3JIEKTPOHHOM noanuckio Oneparopa (ero npeacraBuTeNs), GOPMUPYIOTCS U NEPEAAIOTCH
VY4aCTHHKY B 2JIEKTPOHHOM BHE MOCPEICTBOM 3JIEKTPOHHOTO JOKYMEHTOOOO0POTA.

YHuBepcalbHbIi NMEPEJATOYHbIi MOKYMEHT H akT CBepKd OQOpMIIOTCA
Ha OyMaXXHOM HOCHTeJIe C INPEACTAaBICHHEM JIOKYMEHTOB, IOATBEPKIAIOIIUX
HEBO3MOKHOCTH IOJITMCAHUS YKa3aHHBIX JOKYMEHTOB B (JOpMeE 3JIEKTPOHHBIX JOKYMEHTOB,
B CJIEAYIOILUX CIIyYasix: _

a) HEMOANKCAaHKE YIIOJHOMOYEHHbBIM JIMIIOM — BIAJAENbLEM KBaNU(UIMPOBAHHOIO
cepTuuKaTa KiI04a NPOBEPKU 3IJIEKTPOHHOM NMOANKMCH COOTBETCTBYIOIIMX IOKYMEHTOB
B CBSI3U C BpPEMEHHOHN HETPYAOCIOCOOHOCTBIO TAKOTO JIMLIA;

0) aHHyJUMpOBaHHWE KBATM(QUIMPOBAHHOIO cepTUUKaTa KIIOYa IMPOBEPKH
JJIEKTPOHHOA  MOANMCH B IEpUOoA C€  JaTel  AHHYJIMPOBaHHA  HMMEBIIErOCsH
KBaJIM(DUIIMPOBAHHOTO CepTU(PUKATA KIH0Ya MPOBEPKH NEKTPOHHOM IMOJIHUCH M JI0 IaTh
MOJTy4€HUs] HOBOrO KBaTM(HLUUPOBAHHOIO cepTUdUKaTa Kiroya NMPOBEPKU DJIEKTPOHHOH
NOANKMCA TPH YCIOBHM OTCYTCTBHS HMHBIX JIMI — BJAJeNbIEB KBANU(PULUPOBAHHBIX
cepTU(PUKATOB KIIHOYeH MpOBEPKH SJIEKTPOHHONW MOANMCH, YIOJHOMOYEHHBIX HA IIPaBO
MOANKMCAHMUS COOTBETCTBYIOIIMNX JOKYMEHTOB.

4.11. YyacTHHK BripaBe MOCPEICTBOM JIEKTPOHHOIO JOKyMEHTOO0OpOTa B TEUEHHUE




8 pabounx AHeH ¢ naThl NONy4YeHUs YHUBEPCATBHOTO MEepeaTOYHOro AOKYMEHTA M aKTa
CBEPKH -IIOAINKCATh YKA3aHHBIE NOKYMEHTHI UM NpeAocTaBuTh Oneparopy BO3paXKEHUS
B OTHOLIEHWM CBEACHUM, YKa3aHHBIX B Y HUBEPCAJIbHOM IIEPEAATOYHOM JOKYMEHTE U aKTe
CBEPKHU.

4.12. YHuBepcallbHBI TNeEpeNaTO4YHbIA JOKyMeHT GdopmupyeTcss 3a PacueTHbIH
neprox Oe3 feTanu3aluy 1o 3assBKaM Y4YaCTHHUKA M BHECEHHBIM aBaHCOBBIM ILIATEXaM.

Ilpn BO3HHMKHOBEHMM CHOpPOB M MO 3ampocy YuacTHuka Ormneparop o0s3yercs
[IPEIOCTaBUTh JETAIbHBIN OTYET 32 PacyeTHbIN nepuojl C yKka3aHUEM CIEIYIOIIUX JaHHBIX:

a) HaMMEHOBaHUe JIEKApCTBEHHOT'O Mpernapara;

0) KoABl JEKapCTBEHHOTO mpenapara (rnoOanbHBIH HICHTH(GHKALMOHHBI HOMED
TOPrOBOM €IMHUILBI);

B) JaTbl HAHECEHHs Y YaCTHUKOM CPEACTB MAEHTU(UKAUK (HA OCHOBaHWHM JAAHHBIX,
[IPEIOCTABJIEHHBIX Y4aCTHUKOM);

I) KOJIM4eCTBO KOJOB MapKHUPOBKH, NEpeaHHbIX YYacCTHUKY Ha OCHOBaHHWHM 3as5BOK
YyacTHUKE;

J1) KOJIM4E€CTBO KOAOB MapKUPOBKH, [10 KOTOPBIM YCIIYTH 110 IPEIOCTABIEHUIO KOJ0B
MapKMpOBKH ObL1M OKa3zaHbl OniepaTopoM.

4.13. B niuyHom kabunere YuactHuka cuctembl MJUJIIT oTpaxaroTcs akTyallbHbIE
Ha TEKYILYIO JaTy CBEICHHUS O BHECEHHBIX B KAU€CTBE MpeABapUTENILHON OIUIaThl (aBaHCA)
JEHEeXXHBIX CpEJCTBaX, O CTOMMOCTH OKAa3aHHBIX YCIYr IO MPEAOCTABICHHUIO KOJOB

MapKHpPOBKH, a4 TAKXKC CBCACHUSA 00 ocTaTKe HEHCIIOIb30BaHHBIX ACHEKHBIX CPCACTB.».




