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NMPABUTENIbCTBO POCCUACKOW ®ELEPALIN
MOCTAHOBJIEHNE
OT 21 OEKABPA 2023 . Ne 2222
MOCKBA

O npoBegeHunn Ha TepputTopun Poccninckon defepaunm sKCnepuMeHTa No MapknMpoBKe cpeacTesamu
I/I,El,eHTVIqI)I/IKaLI,I/II/I NeKapCTBEHHbIX NMpenapaToB A4 BETEPUHAPHOro NnpuMeHeHns

MpaBuTenbcTBO Poccuinckon degepalimm NOoCTaHOBASET:

1. MpoBecTu ¢ 25 nekabps 2023 r. no 31 aBrycta 2024 r. Ha TeppuTopun Poccninckon eagepaummn
3KCMNepuMMeHT No MapKUpoBKe CpeacTBaMy NAEHTU(RUKALUN IeKapCTBEHHbIX NpenapaTos 4114
BETEPUHAPHOro NpUMeEHEeHNs (fanee - SKCNepUMEHT).

2. YTBEpAuTb Npunaraemole:

MonoXxeHne o npoBefeHUN Ha TeppuTopumn Poccninckon depepalimm sKCnepMmeHTa No MapkrupoBke
cpencTBaMu MAEHTUMMKaLUM NeKapCTBEHHbIX NpenapaToB A/ BETEPUHAPHOrO NPUMEHEHUS;

nepeyeHb JiekapCTBEHHbIX NpernapaToB A5 BeTEPUHAPHOro NPpUMeHeHNs, No4exxallnux MapKmpoBke
cpencTBaMu MAEHTUMMKALUM B paMKax SKCNepUMeHTa No MapKMpoBKe CpeacTBaMmn NaeHTUduKaumm
JleKapCTBEHHbIX NpenapaToB AN BETEPUHAPHOr0 NPpUMEHEeHNS.

3. YCTaHOBUTb, 4TO pefepasbHbIMU OpraHamMmy UCMOSHUTENbHON BAACTH, YNOAHOMOYEHHbIMU Ha
obecneyeHne NpPoBeAEHNA IKCNEPUMEHTA, SBAATCA MUHUCTEPCTBO NPOMbILLJIEHHOCTM U TOPTrOBAN
Poccuiickon ®epepaLimmn, MMHUCTEPCTBO CEbCKOM0 X03ancTBa Poccminckon depepauun, MUHUCTEPCTBO
LUMpPOBOro pasBMTUS, CBA3N N MaCCOBbIX KOMMYHUKauuin Poccunckon ®egepauun, PegepanbHas
Hanorosas cnyxba, ®enepancHas TaMoxXeHHas cnyxba, enepancHas cnyxba no Haasopy B chepe
3awWwnTel Npas notpebutenein n bnarononyyns Yenoseka, PegepanbHas cny>xba no BeTepuHapHOMY K
duTocaHuTapHOMYy Hag3opy, PenepanbHas cnyxba no akkpeauTauum n GenepanbHas cnyxba
6e3onacHocTun Poccuinckon ®efepaunm (fanee - ynosHOMOYEHHbIE OpraHbl).

4. CornacnTbCs C NpeasioxeHnem obLecTsa ¢ OrpaHNYeHHOM 0TBETCTBEHHOCTbIO "OnepaTop-LUPMT" 06
OCYLLECTBJIEHNMN YKa3aHHbIM 06LLeCcTBOM Ha 6e3B03Me34HON OCHOBE (hYHKLUIA onepaTopa
NHOPMALMOHHON CUCTEMBI, MCMOJIb3YEMON B LLeNSAX NMPOBEAEHNS SKCNepMeEHTa (fanee -
NHOPMaLIMOHHas CUCTeMa).

5. PekomeHgoBaTb onepaTopy MHMOPMaLMOHHON CMCTeMbl pa3paboTaTh 4o 25 aHBaps 2024 r.:

a) TpeboBaHMA K MHPOPMALMOHHON CUCTEME;

6) TpeboBaHMA K 0becneyveHno 3aLLnThl MHOPMaLIMK, cofepXallencs B MHPOPMALMOHHON CUCTEME, U K
obecneyeHnto MHHOPMaLMOHHOM 6€30MaCcHOCTY MPU NCMOJIb30BaHUN MHDOPMALIMOHHO-KOMMYHUKALMOHHbIX
TEXHOJIOrN B paMKax 3KCNepuMeHTa.

6. MMHUCTEPCTBY NPOMBILLNEHHOCTY 1 TOprosan Poccunckon depepaumm obecneynTs:

a) KOOPAMHALUMIO CO34aHNA U PYHKLMOHMPOBAHNA UH(HOPMALMOHHON CUCTEMBI;

6) yTBepxaeHume go 15 despana 2024 r. TpeboBaHUN K MHHOPMALMOHHON CUCTEME, a Takxe TpeboBaHN K
obecneyeHnto 3awnTbl MHGOPMaLUN, COAEPKALLENCS B MHGOPMALMOHHON CUCTEME, N MH(OPMALIMOHHON
6e30MacHOCTM NPY NCNOJIb30BAHNWN MHHOPMALMOHHO-KOMMYHWUKALMOHHBLIX TEXHOJIOMMIA B paMKax
3KCMEePUMEHTa;

B) pa3paboTKy 1 yTBepxxaeHue 0o 29 despand 2024 r. no cornacoBaHuto C YNoJIHOMOYEHHbIMI OpraHamu
MEeTOAMYECKMX peKOMeHAaLMn No NPOBEAEHMIO IKCMepMeHTa 1 niaHa-rpadmka nposeaeHns
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3KCMEPUMEHTA;

) COBMECTHO C YNOJIHOMOYEHHbIMN OpraHaMu NPoBeAeHNE OLEHKN Pe3ybTaTOB 3KCMEPUMEHTA 1
npeacTaBneHne COOTBETCTBYIOLWNX f0KNaf0B B MpaBuTenbLcTBO Poccminckon ®Pepepaunn o 15 anpens
2024 r.n po 31 nons 2024 r.

7. MMHNUCTEpPCTBY CeNbCKOro X03ancTBa Poccunckon ®epepaumm obecnevynTb KOOPANHALIMIO U MOHUTOPUHI
paboTbl y4aCTHMKOB 060pOTa, y4aCTBYIOLINX B SKCMEPUMEHTE.

8. ®epnepanbHoOM Hanoroson cnyxbe, ®enepanbHON TaMoOXKeEHHOW cyxbe, PeaepanbHon cnyxbe no
Hafg30py B chepe 3awWwmnThl NpaB noTpebutenen n bnaronony4yns Yyenoseka, PegepansHon ciyxbe no
BETEPUHAPHOMY N dUTOCAHUTApHOMY Haa3opy n PenepanbHoOM Cyxbe No akkpeanTauum npu
OCYLLLeCTBJIEHUN MOJIHOMOYNIA B YCTAHOBJIEHHbIX Chepax BeaeHus obecne4ynTb MHPOPMaLMOHHOE
B3aMMOLeNCTBUE CBOUX UHDOPMALMOHHBIX CUCTEM C MH(POPMALMOHHON CMCTEMOW C NCMOJIb30BaHNEM
paHee pa3MeLeHHON B HUX MHOPMaLIUK, @ TakXe YYeT CBeAeHUN, NepefaHHbIX Y4aCTHUKaMK
3KCNepMMeHTa B UHDOPMALMOHHYI0 CUCTEMY B paMKaX 3KCNepMMEHTa, B TOM 4McC/ie B 4acTh y4eTa
CBELlEHMI, COOEPXKALLMXCA B MOACMCTEME HALIMOHAILHOMO KaTalora MapKMpoBaHHbIX TOBapoB
NHHOPMALIMOHHON CUCTEMBI.

9. Peannsaumsa ynosHOMOYEHHbLIMU OpraHaMm MeponpUATAA, NPeayCMOTPEHHbIX HACTOALLNM
NMOCTaHOBJIEHMEM, OCYLLECTBASAETCA B NpefesiaX YCTaHOBEHHOW WTAaTHON YNCIEHHOCTU PabOTHUKOB 1
610 0)KETHbIX aCCUTHOBAHWI, NPEAYCMOTPEHHbIX Ha PYKOBOACTBO M YrpaB/ieHne B chepe yCTaHOBIEHHbIX
DyHKUMA.

10. B uensax obecnevyeHns MHHOPMaLIMOHHOIO B3aMOOENCTBUSA YMOJHOMOYEHHbLIX OPraHOB
MHOpPMaLMOHHAsA CUCTeMa NoakYaeTcs Ha 6e3Bo3Me34HON OCHOBE K eMHON CUCTEMEe
MeXXBEAOMCTBEHHOM0 3NEKTPOHHOI0 B3aUMOAENCTBUSA B COOTBETCTBUM C MOCTaHOBAEHEM [paBuTenbLCTBa
Poccuinckon ®epepaumm ot 8 ceHTA6ps 2010 r. Ne 697 "O eANHON CUCTEME MEXKBELOMCTBEHHOIO
3N1eKTPOHHOr0 B3auMoaencTamsa”.

Mpencenatens MpaBuTenscTea
Poccuinckon ®epepaummn M.MuwycTnH

YTBEPXXOEHO

nocTaHoBNeHVeM lNpaBUTenLCTBa
Poccuinckon ®epepauun

oT 21 nekabps 2023 r. Ne 2222

MOJTOXEHUE
0 NPOBELEHUN Ha TeppuTopun Poccrinckoi deaepaLin 3KCNeprMeHTa Mo MapKUpPOBKe CpeacTBaMM
NOEHTUMMUKALNN EeKAPCTBEHHbIX MPEnapaToB A5 BETEPUHAPHOI0 NMPUMEHEHUS

1. HacTosiwee Mono)xeHne yCTaHaBAMBAET NOPSAOK NPOBeAeHUs Ha TeppuTopumn Poccuinckon denepaunn
3KCMNepnMeHTa No MapkKMpPOBKe CpeancTeamMm VI,EI,eHTVICbVIKaLI,VII/I NeKapCTBEHHbIX NMpenapaToB AN4
BETEPUHAPHOro NpUMeHEeHNs (fanee - SKCNepUMEHT).

2. LlensiMn 3kcrnepnMeHTa SBNAIOTCSA:

a) onpepeneHne 1 cornacoBaHue ¢ pefepanbHbIMU OpraHaMy UCNOAHUTENIbHOW BAacCTMy,
YMOJHOMOYEHHbIMU Ha obecrneyeHne NPoBeAEHNS IKCNEPUMEHTA, @ TakXe C MPOnN3BOANTENAMY,
MMnopTepamMm, opraHM3aLnsaMy ONTOBON U PO3HUYHON TOProBAM NEKAPCTBEHHLIMI NpenapaTammn Ans
BETEPMHAPHOr0 NPUMEHEHMNA (fanee - y4acTHMKKM 060poTa TOBAapOB) COCTaBa CBEAEHUN O TOBape,
NMO3BONSAOLLMX OOHO3HAYHO MAEHTUPULUNPOBATL TOBAPHYIO eANHULY NeKapCTBEHHbLIX NpenapaTos A1
BETEPUHAPHOr0 NPUMEHEHMS;

6) TeCTUpoOBaHNE BO3MOXXHOCTEN NCMO/b30BaHUS TEXHOJIOMMM HaHECEHNS CPEACTB MAEHTU(DMKALMMN Ha
NEeKapCTBEHHbIE MpenapaThl 419 BETEPUHAPHOro NPUMEHEHNS 1 COCTaBa COAEPXKALLENCS B HUX
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MHOpPMaLUK, a TakXXe onpeaesieHne onTuManbHbIX CNOCOBOB MAaPKUPOBKIK CPpeaCcTBaMn MAEHTUGMKALUN
JIEKAPCTBEHHbIX NPENapaToB A BETEPMHAPHOI0 NPUMEHEHNS CXOAS U3 BO3SMOXKHOCTW NMPUMEHEHMNS
COOTBETCTBYIOLUNX TEXHONOrMYECKUX PELLEHN;

B) anpobalna NosIHOThI U JOCTAaTOYHOCTW MEXAHM3MOB MapKUPOBKMN CPeACTBAMM NAEHTU(MKALNN
JIEKapCTBEHHbIX NPenapaToB ANd BETEPMHAPHOro NpuMeHeHns ona obecneyeHns NpoTUBOLENCTBUA
He3aKOHHOMY BBO3Y, MPOM3BOACTBY 1 060POTY JIeKAapPCTBEHHbIX NPENapaToB A BETEPUHAPHOIO
NPYMEHEHUS, B TOM YIUC/1e KOHTPaMaKTHbIX, @ TakXXe A9 NOBbILLEHNS COBNPaemMoCT HanoroB 1
TaMO>XXEHHbIX NaaTexen,

r) opraHusaumnsa 3pHeKTUBHOro B3aMMOLeNCTBNSA OPraHoB rocy4apCTBEHHOM BAACTW, B TOM Yucne
KOHTPOJIbHbIX OPraHoB, C y4acTHMKamm 0bopoTa TOBapoB.;

[) oueHKa 3hHeEKTUBHOCTN N Pe3YNbTAaTUBHOCTM MHGOPMaLMOHHON CUCTEMbI, UCMOJIb3YEMON B LIENSAX
NnpoBefeHns 3KCnepuMeHTa (ganee - MHPOPMaLMOHHAA CUCTEMA);

€) ocylecTB/IeHNe y4acTHMKaMy 0bopoTa TOBapPOB MNEPBMYHOI0 HaMoJHEHWS NOACUCTEMbI HALIMOHANbHOMO
KaTaslora MapKnpoBaHHbIX TOBApOB MH(OPMALIMOHHON CUCTEMbI CBEAEHUSMM O TOBApE, NO3BOIAIOLLMMM
O0AHO3HAYHO MAEHTUPMLMPOBATL TOBAPHYIO €AMNHWLY JIeKapPCTBEHHbIX MpenapaToB 415 BETEPUHAPHOro
NPUMeHeHNA,

) pa3paboTka NpensioXXeHnin Mo BHECEHUIO N3MEHEHWI B 3aKOHO4ATENbCTBO Poccuinckon ®enepauun,
pernameHTupytoLlee 060poT NEKAPCTBEHHbLIX NPENapaToB A1 BETEPUHAPHOIO MPUMEHEHNS;

3) NOAr0TOBKa NMPeasoXXeHni Mo onpeaeneHnto KoLoB e4nHON ToBapHOW HOMEHKNATYpPbI
BHELUHEIKOHOMMYECKON OeaTeNIbHOCTM EBPa3ninckoro sKOHOMMUYECKOro cot3a 1 kogos ObLLEepoCCMnCKOro
KJ'IaCCVI(*)I/IKaTOpa npoaykuumn no Bnaoam 3KOHOMMYECKOMN 0eAaATeNIbHOCTUN NeKapCTBEHHbIX NPenapaToB Ond
BETEPMHAPHOI0 NPUMEHEHUS, NoASexXalLnx 06g3aTeNbHON MapKNPOBKe CPeACTBAMN NaeHTUDNKaLnm,

3. YYacTHUKaMN 3KCnepnuMeHTa SBNAI0TCSH:

a) hegepanbHble opraHbl MCMOJAHUTENBHOW BAACTH, YNOJHOMOYEHHbIE Ha obecneyeHne NpoBeaeHns
3KCMEPUMEHTA;

6) y4acTHMKN 060pOTa TOBAPOB;

onepaTop NMHGMOPMALMOHHON CUCTEMBI;

) onepaTopbl 3/1EKTPOHHOr0 AOKYMEHT0060pOTa;

[) onepaTopbl (UCKaNbHbIX AaHHbIX.

4. YyacTHUKN 0bopoTa TOBapOB, ONEPATOPbI INEKTPOHHOIO OKYMeHTO0bopoTa 1 onepaTopbl PUCKanbHbIX
JaHHbIX YYaCTBYIOT B 3KCMEPUMeHTe Ha A0OPOBOILHON OCHOBE. N5 y4acTMs B 3KCMNEPUMEHTE OHM NoaatoT
3a51BKW B COOTBETCTBMM C METOANYECKMMIN PEKOMEHOAUMAMU, YKa3aHHbIMU B MYHKTE 5 HACTOALWErO
MonoxxeHus.

5. Ins npoBeAeHns skcnepmmeHTa MMHUCTEPCTBOM MPOMbILLIIEHHOCTM M TOproean Poccuninckon Gegepauunn
Mo CorfacoBaHuIo C hefepasibHbIMU OpraHamMmn UCMOAHNTESIbHOW BAACTH, YMOTHOMOYEHHbLIMU Ha
obecneyeHne NpoBeAeHNS SIKCNEPMMEHTA, YTBEPXKAAOTCA METOANYECKNE pEKOMEHAALNN, B TOM Y1cCie No
C/leyoLLMM BOMpoCam:

a) MapKMpOBKa CpeacTBaMM NAEHTU(MKALNN IEKAPCTBEHHbIX NPENapaToB A8 BETEPUHAPHOI0
NPYMEHEHNS, B TOM YC/Ie BUAbI MCMOJIb3YEMbIX B IKCMEPUMEHTE CPeACTB UAEHTUdMKaLMK, CTPYKTYpa
MHOpPMaLUK, yKa3biBaEMOW B CPeACTBAX NAEHTURNKALMUK, CNocobbl X GOPMUPOBAHUS N HAHECEHMS;

6) B3ammogencTemne MHHOPMALMOHHON CUCTEMbI C MHLIMU MH(POPMALMOHHBLIMN CUCTEMAMK Y4aCTHMUKOB
3KCMEPUMEHTA;

B) NMoJaya 3asBKM Ha y4YacCTue B IKCMEPUMEHTE N NpuiaraemMbix K Hell JOKYMEHTOB;

r) perncTpaums y4acTHUKoOB 06opoTa TOBapOB B MH(OPMALIMOHHON CUCTEME;

[l) BHeCeHue nHpopMaLmm B MHGMOPMALMOHHYIO CUCTEMY, BKJIIOYas COCTaB NpeacTaBaseMbIX y4aCTHUKaMun
3KCMepMMeHTa CBEAEHNIA;

€) HanoJIHeHMe NOACUCTEMbI HAaLMOHAIbHOMO KaTasnora MapKMpoBaHHbIX TOBApPOB MHAOPMaLIMOHHONM
CMNCTEMbl CBEAEHMAMW O TOBape, MO3BOAALLNMN NAEHTUDNLNPOBATL TOBAPHYIO eAUHULY JIEKapCTBEHHbIX

B

)
)
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npenapaToB AJ19 BETEPUHAPHOr 0 MPUMEHEHNS;
XK) PYHKLMMN YH4aCTHUKOB 3KCNEpPMMEHTa 1 NopsaoK UX B3auMOLencTBurS.

6. OnepaTop MHGMOPMALIMOHHON CUCTEMbI B MEPUOS NPOBEAEHMNA IKCNEPUMEHTa NpeaoCcTaBaseT
y4aCTHMKaM 060poTa TOBapOB KOAbl MapKUPOBKK, HEOOXoANMbIE AN DOPMUPOBAHNSA CPEACTB
noeHTudukauum, Ha 6€3803Me3LHON OCHOBE.

YTBEPXIEH

nocTaHoBNeHVeM lNpaBUTenLCTBa
Poccuinckon ®epepauun

oT 21 nekabps 2023 r. Ne 2222

MEPEYEHDb

JIEKAPCTBEHHbIX NPenapaToB /1 BETEPUHAPHOrO MPUMEHEHNS, NOANIeXallMX MapKUPOBKe CpeCcTBaMu
NOEHTUMMKALNN B PaMKax 3KCMEPUMEHTA N0 MapKUPOBKE CPeCcTBaMi MAEHTUDUNKALMNA NEKAPCTBEHHbIX
npenapaToB A/ BETEPUHAPHOIO NpUMeHeHns 1

Kopg
TH B3 EASC
HanmeHoBaHMe ToBapa

3002 12 000 9CbIBOPOTKM UMMYHHbIE U (hpaKkLmn KpoBm 2

3002 15 000 OiMMyHONOrn4yeckme NPOSYKThl, pacacoBaHHbIe B BUAE JO3UPOBAHHbIX IEKapPCTBEHHbIX
thopm nnm B hOpMbI NN YMAKOBKN AJ19 PO3HUYHON NMPOAaKn 2

3002 42 000 OBaKuWHbI BETEPUHAPHbIe

3002 90 300 OKpoBb XMBOTHbIX, NPUrOTOBJIEHHAsA 4J19 UCMOJIb30BaHMUA
B TEPANEBTUYECKMX, MPOPUIAKTUHECKUX UAN ONArHOCTUYECKUX uenax 2, 3

3003 10 000 OJlekapcTBeHHbIe CpencTBa (KpoMe ToBapos ToBapHoM no3suumm 3002, 3005 nam 3006),
CcoCTOsILMNE N3 CMECU ABYX Wam 6osee KOMMNOHEHTOB, AJ19 NCMO/b30BaHUA B TEPaANeBTUYECKMNX NN
NPONIAKTNYECKUX LIeNsiX, HO He pacacoBaHHbIE B BUAE AO3MPOBAHHLIX IEKAPCTBEHHLIX (DOPM 1K B
(hOpPMbl NSIM YNAKOBKMK 411 PO3HMYHOWN NPOAAXKW, COAEP XKaLLMe NEHNLUANHBI UK UX NPON3BOAHbIE,
nMetowmne CTPYKTYPY NEHNUNINAHOBOW KMCIOTbI, UK Cofep Xallme CTPENTOMMULMHBI UK MX MPOW3BOAHbIE
2

3003 20 000 OJlekapcTBeHHble cpeAcTBa (KpoMe ToBapoB ToBapHoW no3uumm 3002, 3005 nnm 3006),
COCTOALME N3 CMeCK ABYX Unn 6onee KOMMNOHEHTOB, 419 NCMOJIb30BaHNA 2 B TEPANEBTUYECKMX UK
NPodUNaKTUYECKUNX LIensXx,

HO He pacthacoBaHHble B BUAE A031POBaHHbIX JIEKAPCTBEHHbIX (DOPM MK B (hOPMbI MW YNAKOBKU ONS
PO3HMYHON NPOAAXKN, COAEPIKALLNE aHTNONOTUKN

3003 90 000 OJlekapcTBeHHble cpeAcTBa (KpoMe ToBapoB ToBapHoW no3uumm 3002, 3005 nnm 3006),
cocTosLMne N3 CMecn AByx nam 6onee KOMMNOHEHTOB, A4J19 NCMO/b30BaHUA B TEPanNeBTUYECKMNX NN
NPOUIAKTNYECKUX LIeNsiX, HO He pacacoBaHHbIE B BUAE AO3MPOBAHHLIX NEKAPCTBEHHLIX (DOPM 1K B
(hOpPMbl NSIM YIAKOBKMK 415 PO3HWYHON NPOAAXKW, 3@ UCKYEHNEM COAEPKALLUUX MHCYMH, anKanonabl nin
X NPOWN3BOAHbIE, MPOTMBOMANSPUNHBIE aKTUBHbIE (LENCTBYIOWME) BELLECTBA, YKa3aHHbIe B MPYMEYaHun K
cybno3uuum 2 K faHHon rpynne 2

3004JlekapcTBeHHbIE CpeAcTBa (KpoMme ToBapoB ToBapHon no3smumm 3002, 3005 nan 3006), cocToswme 13
CMellaHHbIX N1 HeCMeLlaHHbIX NPOAYKTOB, A4 NCNMOJIb30BaHNA B TEpPaNeBTUHECKUX NN
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NpohuNaKTMYECKUX Lensx, pachacoBaHHble B BUAE LO3MPOBAHHbIX JIEKAPCTBEHHbIX (hOPM (BKJKO4Yas
NEeKapCTBEHHbIE CpeacTBa B (hopMe TpaHCAEePManbHbIX CUCTEM) UK B (POPMbI UM YNaKOBKN A4
PO3HNYHOWN NPOAaXKN 2

3006 60 000 1CpeacTBa XMMUYECKMNE KOHTPALENTMBHbIE HA OCHOBE FTOPMOHOB, MPOYMX COEAUHEHUN
ToBapHoOW no3unumm 2937, pacthacoBaHHbIE B (DOPMbI UM YNAKOBKW A5 PO3HUYHON NPOAaXKN 2

1 1na uenen NpUMeHeEHNS HAaCTOALLErr0 NepeyHs HeobxoanMo pyKoBoACTBOBaThLCA kogom TH B2 EASC,
HaMMeHOBaHMEM TOBapa WU HaNNMYMeM AEeNCTBYIOLLEro perncTpaLoHHOro yA0CTOBEPEHUS IEKAPCTBEHHOI0
npernaparta 4J19 BETEPUHAPHOI0 NPUMEHEHMNSA N3 rOCyAapCTBEHHOIO PeecTpa JIekapCTBEHHbLIX CPEACTB,
BblAHHOI0 COOTBETCTBYIOLLUM YMOJIHOMOYEHHbIM (pefepasnbHbiM OPraHoM UCMOJIHUTESIbHON BJIAaCTU Ha
JIeKapCTBEHHbIV NMpenapaT 415 BETEPUHAPHOI0 NPUMEHEHMA B COOTBETCTBUN C PefepaibHbiM 3akoHOM "06
obpalleHnmn neKapCcTBEHHbIX CPeacTB".

2 3a UCKJII0YEHNEM NIeKapCTBEHHbIX MpenapaTos AJ1S MeQULMNHCKOro NpYMeHeHus, nogaexalymnx
0653aTe/IbHO MapKMpPOBKe CPeACTBAMU NAEHTU(PUKALIMM B COOTBETCTBIM C TpeboBaHNAMY
noctaHosneHus MpasuTtenbcTBa Poccunckon depepauum ot 14 nekabps 2018 r. Ne 1556 "06 yTBEpXKAEHWM
[osIoXXeHNs 0 CUCTeME MOHUTOPWHIA ABVKEHWSA JIEKaPCTBEHHbIX MpenapaTos AJ19 MeANLNHCKOro
npumeHeHus".

3 3a ncknyeHneM Bronornyeckn akTuBHbIX 06aBOK K nulle, Nnofanexalmnx oba3aTeNbHON MapKUpoBKe
CpeacTBaMm naeHTUMKaLm B COOTBETCTBUM C TpeboBaHMAMY NOCTaHOBEHNSA MpaBUTeNbCTBA
Poccuiickon ®epepaumm ot 31 mas 2023 r. Ne 886 "O6 yTBep>xaeHuu MpasBua MapkUpoBKy 6UONOrMYeCcKm
aKTUBHbIX 006ABOK K MuLLie CpeAcTBaMU NAEHTUPUKALMU 1 0COBEHHOCTAX BHEAPEHUS rOCYAapCTBEHHOW
NH(OPMALMOHHON CUCTEMbI MOHUTOPUHIa 32 060POTOM TOBAPOB, MOANIEXALLNX 006S3aTeNbHON MapKUPOBKE
CpeLCcTBaMM UAEHTU(hMKALMK, B OTHOLLEHW B1ONOrMYeckn akTUBHbIX 06aBOK K nuule".

Cka4aHo Ha canTe «3aKoHbl PO» — https://actrf.ru Ctp.5u35



