IIpoekt

NMPABUTEJBCTBO POCCUUCKON ®EJEPALIUN

MHNOCTAHOBJIEHUE
OT «__ » 202 1. Ne
MOCKBA

O npoBeaenuu Ha Teppuropun Poccuiickoii @egepannm IKCriepuMeHTa
110 MAPKHPOBKE CPeACTBAMH UIeHTU(PUKAUU
JIEKAPCTBEHHBIX NMPENapaToB VISl BETEePUHAPHOI0 MPUMEHEHM S

IIpaButenscTBO Poccniickon Penepauuy NOCTAHOBJASAET !

1. IIpoBectu ¢ 1 anpens 2024 r. mo 28 depans 2025 r. Ha TeppUTOpPUU
Poccuiickonn ~ @enepanMu  3KCIEPUMEHT IO  MAapKUPOBKE  CPEICTBAMH
UJeHTU(UKAIIMY JIEKAPCTBEHHBIX MPENapaToB JJIsi BETEPUHAPHOTO MPUMEHEHUS
(mayee — PKCIIEPUMEHT).

2. YTBepauTh NpUiaracMele:

ITonoxxenne o mnposeneHun Ha Tepputopun Poccuiickon denepanuun
HKCIIEPUMEHTa N0 MAapPKHPOBKE CPEIACTBAMU UACHTU(PHUKAILMHU JIEKAPCTBEHHBIX
IIPEnapaToB JUIsl BETEPUHAPHOIO IPUMEHEHNS;

[IEpEUYECHb JICKAPCTBEHHBIX IIPENAPATOB [JI1 BETEPUHAPHOIO IPUMEHEHNUS,
MO/JIeKAIMX ~ MapKUPOBKE  CPEACTBAMH  HJACHTU(PHUKAMM B paMKax
HKCIEPUMEHTa 10 MapKUPOBKE CPEICTBAMHU MICHTHU(PUKALUHU JIEKAPCTBEHHBIX
IIpENnapaToB sl BETEPUHAPHOIO PUMEHEHUS.

3. YcraHoBuUTH, 4TO (heepanbHbIMU OPraHaMH MCTIOJHUTENBHON BIIACTH,
YIOJHOMOYEHHBIMU Ha OOECIeYeHUE NPOBEJICHUS SKCIEPUMEHTA, SIBIISIOTCS
MWUHHUCTEPCTBO MOPOMBIIUICHHOCTH HW  TOproeiM Poccuiickon denepamuu,



MuHHUCTEPCTBO  DKOHOMHYECKOTO  pa3Butus  Poccuiickor — Dexepanuu,
MuHHCTEPCTBO CEJILCKOT'O X03IUCTBa Poccuiickoi denepannu,
MunucrepcTBO 1UGPOBOrO pa3BUTHUSA, CBSI3M U MACCOBBIX KOMMYHUKAIIMMA
Pocculickon Oenepanuu, OenepanbHas HaJIOroBas ciyx0a,
denepanbHas TaMOKeHHas ciyx0a, DexepanbHas cinyx0a Mo Haa30py B cdepe
3alUTHl TIpaB MoTpeduTeneil u Gnarononyuns 4yenoBeka, OenepanbHas ciyx0a
0 BETepUHApHOMY M (UTOCAaHUTApHOMY Haa3opy, DeaepanbHas cCiyxoOa
no akkpeautanuun u DenepanpHas cayxk0a Oe3omacHocTH Poccuiickoit
®denepanuu (Hajiee — ymoJTHOMOYEHHBIE OPTaHbl).

4. CornacutbCcsi € TPEeMJIOKEHHEM 00IIecTBa € OrpaHUYECHHON
oTrBeTcTBeHHOCTBhIO  «Omepatop-LIPIIT» 00 ocymiecTBieHn:n  yKa3aHHBIM
oOIIecTBOM Ha 0€3BO3ME3AHOM OCHOBE (PYHKUHMI omeparopa HHPOPMaLUOHHOM
CUCTEMBI, UCIIOJIb3yeMOM B I[eIAX  MPOBEACHHS  JKCIIEPUMEHTA
(mamee  COOTBETCTBEHHO —  HH(OpManMOHHAs  CHCTEMa,  OIEpaTop
UH(OPMAITMOHHON CUCTEMBI).

5. PekoMeHnaoBath omnepaTtopy MHMOPMAIMOHHOW CHCTEMBI pa3paboTaTh
1o 15 anpens 2024 r.:

a) TpeboBaHUs K MH(POPMALIMOHHOW CUCTEME;

0) TpeOoBaHMS K OOECIEUEHUIO 3alUThl MHQOpMALUHU, COAepKalleiics
B HMH(OPMAIMOHHOM CHUCTEME, MU K O0OECHEeYeHUI0 HHPOPMALMOHHOM
0e30MacHOCTH MpPU  HUCIOJIb30BaHUU HH(DOPMAIMOHHO-KOMMYHHUKAIIMOHHBIX
TEXHOJIOTHH B paMKaX 3KCIIEpUMEHTA.

6. MuHHUCTEPCTBY NPOMBIIIIEHHOCTH W Toproeiu Poccuiickoi
®denepaiuu 00€CeUUTS:

a) KOOPJMHALIMIO CO3/aHUsI U (PYHKIMOHUPOBAHUS MHGOPMALMOHHON
CUCTEMBI;

0) nmo 15 mas 2024 r. yrBepkaeHue TpeOOBaHUN K MH(OPMAIMOHHOU
CUCTEME, a TakXke TpeOOBaHMM K OOECHEYeHHUIO 3auuThl MHGOpMAaLHH,
cojepkamieiicss B MHOOPMAIMOHHOW  CHUCTeMe, ©  HH()OpMAIIMOHHOM
0€30MacHOCTH TMpPH  HKCIOJIb30BAHUN MH(POPMAIMOHHO-KOMMYHUKAIIMOHHBIX
TEXHOJIOTHH B paMKax 3KCIIEpUMEHTA;

B) 10 29 mas 2024 r. pa3paboTKy W yTBEp)KICHHE MO COTJIACOBAHUIO
C YIOJIHOMOYEHHBIMHU OpraHaMU METOJIUYECKUX PEKOMEHIAIMI 10 MPOBEAECHUIO
HKCIIEPUMEHTA U TIaHa-rpaduKa MpoBeAEHUs IKCIIEPUMEHTA;

I') COBMECTHO C YNMOJIHOMOYEHHBIMH OpraHaMu OOeCHeuuTh MpPOBEJICHUE
OLICHKM PE3yJIbTATOB 3KCIEPUMEHTA M MPEACTABICHHE COOTBETCTBYIOLIUX
noknanoB B IIpaButensctBo Poccuiickoir @eneparuu 10 15 aBrycra 2024 r.



u n0 15 despans 2025 r.

9. MuHHUCTEPCTBY CEJIBCKOTO XO03siicTBa Poccuiickoit ®enepanuu
00eCreyuTh KOOPAUMHAIMIO W MOHHUTOPUHI pPabOThl YYaCTHUKOB 000pOTa,
YYaCTBYIOIIHX B SKCIIEPUMEHTE.

10. ®enepanvHoii HamoroBou ciyxoOe, denepanbHOW TaMOKEHHOU
cryx6e, DemepanpHON Cay)KOe ™0 Ham3opy B cdepe 3amuThl TMpaB
noTpeouTeneit
u Onaromonyuyusi 4enoBeka, DenepanbHON Ciy)kOe 10 BETEPUHAPHOMY
u (¢urocanutapHomy Hanzopy u DenepanbHON Ciy)k0€e IO aKKpeIuTalluu
IpU  OCYIIECTBICHUA TOJIHOMOYMM B YCTAHOBIICHHBIX cdepax BeACHHUS
o0ecnieunTh HMHQPOPMAIIMOHHOE B3aUMOACHCTBHE CBOMX HH(DOPMALIMOHHBIX
CUCTEM C MH(OPMAIIMOHHON CHCTEMOM C MCIOJIb30BAHUEM PAHEE PA3MELIEHHOM
B HUX HH(OpMAIIMU, a TaKXKE Yy4deT CBEJICHMM, NepeJaHHbIX y4YaCTHUKaAMU
JKCIIEpUMEHTa B HMH(GOPMALMOHHYIO CHCTEMY B paMKax 3KCIIEPUMEHTA,
B TOM YHUCJIE€ B 4YacTU Yy4Ye€Ta CBEICHHI, COJEpKAIUXCS B IOJCUCTEME
HAIlMOHAJIBHOTO  KaTajiora MapKUPOBAHHBIX TOBApOB  HMH(POPMALMOHHOM
CUCTEMBI.

11. Peanmuzanusi  ynmoJHOMOYEHHBIMM  OpraHaMHl  MEPOIPHUSITHH,
PETYCMOTPEHHBIX HACTOALIMM MOCTAHOBJIEHUEM, OCYILIECTBISIETCS B Mpeaeiax
YCTAaHOBJICHHOM  IITaTHOM  YHUCIEHHOCTH PAOOTHUKOB U  ONOHKETHBIX
ACCUTHOBAHMI, NPEIyCMOTPEHHBIX Ha PYKOBOJACTBO M YIpPAaBICHHE B cdepe
YCTaHOBJICHHBIX (QYHKITUH.

12. B memax obOecniedeHuss HHPOPMAIMOHHOTO  B3aWMOJCHCTBUSA
YIOJHOMOYEHHBIX ~ OpPraHOB  HMH(OpPMAIMOHHAST CUCTEMa  MOAKIIOYACTCS
Ha O€3BO3ME3AHOM OCHOBE K €IMHOM CHUCTEME MEXBEIOMCTBEHHOTO
ANIEKTPOHHOTO  B3aMMOJCHCTBUS B  COOTBETCTBMM C  IOCTAaHOBJICHHEM
[TpaButensctBa Poccuiickoit ®epeparuun ot 8 centsiops 2010 r. Ne 697
«O ennHOM cUCTEME MEXBEIOMCTBEHHOT'O 3JIEKTPOHHOTO B3aUMOIEHCTBUSI .

[Ipencenatens [IpaBurenscrBa
Poccuniickon ®@enepanuun M.MuyctuH



YTBEPX/EHO
nocraHoBjeHueM [IpaBuTenbcTBa
Poccuitckon denepanunu
oT 202 1. Ne

HOJIOKEHHUE
0 npoBeJeHUU Ha TeppuTopuu Poccuiickon Degepanuu IKCEPUMEHTA
110 MAPKHUPOBKE CPEACTBAMU HACHTU(PUKALUM JIEKAPCTBEHHBIX
NPenapaToB JIsl BETEPMHAPHOI0 NPUMEHEHM S

I. Hacrosimee IlonokeHue ycTaHABIMBAET TMOPSAJOK MPOBEACHUS
Ha Ttepputopun Poccuiickoir @eaepanuu 3KCIEPUMEHTa 10 MapKUPOBKE
cpelcTBaMH UACHTU(UKAIIMK JEKAPCTBEHHBIX MPENapaToB JUisi BETEPUHAPHOTO
MIPUMEHEHUS (Jajee — SKCIEPUMEHT ).

2. llensiMu SKCIIEPUMEHTA SIBISFOTCSL:

a) oOmpenelieHWe M corlacoBaHue ¢  (eaepalibHbIMU  OpraHaMu
UCIIOJIHUTENILHON BJIACTH, YIMOJHOMOYEHHBIMH Ha OOecleueHue IPOBEICHUS
AKCHEPUMEHTA, a TAKXKE C MPOU3BOAMUTEIIIMHU, UMIOPTEPAMU, OpPraHU3ALUSIMHU
ONTOBOU u PO3HUYHOU TOPrOBJIU JIEKapCTBEHHBIX [penapaToB
JUIsl BETEpUHAPHOTO TPUMEHEHHUs (Jajiee — y4YacTHUKH 000pOTa TOBApOB),
COCTaBa CBEJICHUN O TOBApe, MO3BOJSIOMIMX OJHO3HAYHO HIACHTH(PHUIIUPOBATH
TOBAPHYIO €IWHUIlY JIEKAPCTBEHHBIX INpenapaToB Uil BETEPUHAPHOTO
MPUMEHECHUS;

0) TecTUpoBaHNE BO3MOXKHOCTEU UCIOJIb30BAHUS TEXHOJOTUN HAHECEHUS
CpEICTB UACHTU(UKAIMK Ha JIEKAPCTBEHHBIC MpENapaThl i BETEPUHAPHOTO
NpPUMEHEHUsI M COCTaBa CoOJEpKalleics B HUX WHPOPMAIMHM, a TaKxkKe
onpeJiesIeHne ONTUMAaJIbHBIX CIIOCOOOB MapKUPOBKHU CpeACTBaMHU
UAeHTU(UKAINY JICKAPCTBEHHBIX MTPENapaToB /Jisi BETEPUHAPHOTO MTPUMEHEHUS,
UCXO/sl U3 BO3MOXHOCTHM MHPUMEHEHHSI COOTBETCTBYIOUIUX TEXHOJIOTUYECKUX
pELICHUN;

B) ampoOarusi TMOJHOTHl M JOCTATOYHOCTH MEXaHU3MOB MapKHUPOBKHU
cpelncTBaMu UACHTU(HUKAINK JEKAPCTBEHHBIX MPENapaToB Jyisi BETEPUHAPHOTO
NpUMEHEHUsT s oOecredeHus: MPOTHBOJACUCTBUS HE3aKOHHOMY BBO3Y,
MIPOU3BOJICTBY U OOOPOTY JIEKAPCTBEHHBIX TMpENapaToB Jisi BETEPUHAPHOTO



NPUMEHEHUsI, B TOM 4YMCIEe KOHTpadakTHBIX, a TaKXke JJs MOBBIILICHUS
CcOOMPaEMOCTH HAJIOTOB U TAMOKEHHBIX TUIATEKEH;

r) OpraHu3alus 3¢ heKTUBHOTO B3aMMOJCHCTBUS OpTaHOB
rOCyJapCTBEHHOM BJIACTH, B TOM YHCJIE KOHTPOJIBHBIX OPTraHOB, C YYACTHHUKAMHU
000poTa TOBapOB, MPUHUMAIOIIMMHU Y4aCTUE B SKCIIEPUMEHTE;

n) oreHka 3G(EKTUBHOCTH W PE3yJbTaTUBHOCTH HH(POPMAIMOHHOMN
CUCTEMBI, UCTIOIb3YEMOMU B LIEJSX MPOBEACHUS DKCIIEPUMEHTA;

€) OCYUIECTBJIECHHUE YYAaCTHHUKaMHU OOOpOTa TOBApPOB, MPUHUMAIOIIUMU
y4acTHE€ B  OJKCIEPUMEHTE, NEPBUYHOIO  HAMNOJHEHHS  IMOJACUCTEMBI
HAIlMOHAJIBHOTO  KaTajiora MapKUPOBAaHHBIX TOBAPOB  HMH(POPMALMOHHOM
CUCTEMBl  CBEACHUSIMH O  TOBAape,  MO3BOJSIIOIIMMH  OJIHO3HAYHO
UJACHTU(GUIIMPOBATh TOBAPHYIO €IWHUILY JIEKAPCTBEHHBIX IMpenapaToB s
BETEPUHAPHOTO IPUMEHECHHS;

’K)  pa3paboTka  MPEIOKEHUH 1O  BHECEHMIO  HM3MEHEHHUU
B 3aKOHOJATENbCTBO Poccuiickoit ®deneparuu, periaMeHTHpYIoIee 000pOT
JIEKapCTBEHHBIX NPENapaToB JJisI BETEPUHAPHOTO IPUMEHEHUS;

3) MOATrOTOBKA MPEMJIOKEHUN 10 ONPENEIICHUIO0 KOJIOB eanHoN ToBapHOI
HOMEHKJIATypbl ~ BHEIIHEOKOHOMUYECKOW  JesTenbHOCTH  EBpasuiickoro
HPKOHOMHYECKOTO Coro3a W KojoB OoOmiepoccuiickoro kiaccudukaTopa
NPOAYKIIMM TI0 BHAAM JKOHOMHUYECKOM JEATEIIbHOCTH JIEKApPCTBEHHBIX
penaparoB il BETEPUHAPHOTO NPUMEHEHUS, MOJUICKAIUX 00s3aTeIbHOM
MapKUPOBKE CPEACTBAMU UACHTU(DUKALIIH.

3. Y4acTHUKaMH 3KCIIEPUMEHTA, SIBIISIOTCS:

a) (QenepanbHble OpPTraHbl HCIOJHUTEIHLHON BJIACTH, YIMOJHOMOYECHHbBIC
Ha o0OecrieueHne MPOBEICHUS SKCIIEPUMEHTA;

0) ygacTHHKH 000pOTa TOBAPOB;

B) omiepaTop MH(POPMAITUOHHON CUCTEMBI;

T') ONepaTOPhI JAECKTPOHHOTO JOKYMEHTOO0OPOTA;

1) onepaTopbl PUCKATBHBIX JaHHBIX.

4.  VYyacTHHKM  00OpOTa  TOBapoOB,  OINEPATOPHI  BJIEKTPOHHOTO
JOKyMEHTOO0OpOTa U Omeparopbl  (UCKAIBHBIX  JIAHHBIX  YYaCTBYIOT
B JKCIIEPUMEHTE Ha JOOpPOBOJIbHON OCHOBE. [l y4acTusi B IKCIEPUMEHTE
OHM TOJAIOT 3asBKU B COOTBETCTBUU C METOJUYECKUMHU PEKOMEHAAIUSMH,
YKa3aHHBIMM B IIyHKTE 5 Hacroswmero llonoxenns.

5. lns npoBeneHus 3KcnepuMeHTa MUHHCTEPCTBOM NMPOMBIILICHHOCTH
u toproBau Poccuiickoii denepanuu Mo COTNIaCOBaHUIO C (enepaabHbIMU
OopraHaMu UCIOJIHUTEIFHON BJACTH, YIOJTHOMOYEHHBIMH Ha OOECIeUYCHHE
MPOBEJEHUSI SKCIEPUMEHTA, YTBEPKIAIOTCS METOAMYECKHE PEKOMEHAAINH,
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B TOM YHCJIC TI0 CJICTYFOIIIMM BOTIPOCAM:

a) MapKUPOBKa CPEICTBAMH MICHTH(MHUKAIINK JICKAPCTBEHHBIX MPEIapaToB
JUISL BETCPUHAPHOTO IPUMCHCHHS, B TOM YHCIC BHIBI HCIOJIB3yEMBIX
B OKCIICPUMEHTE CPEACTB HJACHTH(PHUKAIMHM, CTPYKTypa uHMOpMaImuy,
YKa3bIBACMOM B CPEACTBaX WIACHTH(PHUKAIIMKA, CIIOCOOBI WX (HOPMHUPOBAHUS
Y HAaHECCHUS;

0) B3auMOICHCTBHUE nHOOPMAITMOHHON CHUCTEMBI C UHBIMHU
UH()OPMAITMOHHBIMHA CHCTEMaMH YYaCTHHUKOB SKCIICPUMECHTA;

B) II0J1aya 3asJBKM Ha y4aCTHE B JKCIICPUMCHTE W IpHUJIaraeMbIX K Hel
JIOKYMCHTOB;

I') PETHCTpalls YYaCTHUKOB 00OpOTa TOBAapOB, MPUHHUMAOIINX yYacTHE
B DKCIIEpUMEHTE, B TH(HOPMAIIMOHHON CUCTEME;

n) BHeceHHWe wHHGoOpMalud B HHGOPMAIMOHHYIO CHCTEMY, BKIIIOYAs
COCTaB IPEJICTABIIEMbIX YIaCTHUKAMHU SKCIIEPUMEHTA CBEACHUM;

€) HaIOJIHECHUE IOJCHCTEMBbI HAIMOHAJBLHOI'O KaTajiora MapKHPOBAaHHBIX
TOBapOB MH(OPMAIIMOHHOM CHCTEMBI CBEJICHHSMU O TOBape, MO3BOJISIOIMIMMHU
UISHTU(PUIIMPOBATh  TOBApHYK  CAMHUILY  JIGKQPCTBEHHBIX  IpEMapaToB
JIJIS BETEPUHAPHOTO MPUMEHEHHS

) QYHKIIMU YYaCTHUKOB SKCIIEPUMEHTA M MOPSI0OK UX B3aUMOICHCTBUS.

6. Omneparop wuHGOPMAIMOHHON CHUCTEMBI B TEPHOJ IPOBEACHUS
AKCTIEPUMEHTA MPEIOCTABIIICT y4YacTHHKaM 00OpoTa TOBApOB, YUYaCTBYIOIIUX
B OKCICPUMEHTE, KOJbl MapKHUPOBKH, HEOOXOJMMBbIC IS (OPMUPOBAHUS
CpeacTB uaeHTUuGuKanu, Ha 6€3B03Me3THOM OCHOBE.



YTBEPX/EH
nocraHoBjeHueM [IpaBuTenbcTBa
Poccuitckon denepanunu
oT 202 1. Ne

INEPEYEHb
JIEKAPCTBEHHBIX NPENapaToB VISl BeTEPUHAPHOI0 IPUMEHeHMS],
NO/JIeKAIMX MAPKMPOBKE CpeIcCTBaAMM WieHTUPUKAIMT
B PaMKaX JKCIIepHMEHTA"

Kox TH B3I EA9C HaumeHoBaHue TOBapa

3002 15000 O JlexapcTBEeHHBIE TIpeHIapaThl

3002 12 000 9 JUIsL BETEPUHAPHOTO IPUMEHEHUS
3002 420000
3002903000
3003100000
3003200000
3003900000

3004
3006 60 000 1

! Jlnst ueneit mpEMEHEHHS HACTOSINETO TEPedHs HEOOXOIMMO PYKOBOACTBOBATHCS KOIOM
equHoi ToBapHOW HOMEHKIATYphl BHELUIHEOKOHOMHUYECKON AesATenbHOCTH EBpasuiickoro
SKOHOMHUYECKOTO COI03a, yTBepkaeHHoN Pemenunem CoBera EBpasmiickoil "KOHOMUYECKOM
komuccuu oT 14 centsOps 2021 r. Ne 80, HauMeHOBaHMEM ToOBapa M HaJIUYUEM
JEHCTBYIOIIEr0 PErMCTPAllMOHHOTO YAOCTOBEPEHHUsl JIEKAPCTBEHHOTO IIpernapara s
BETEPUHAPHOTO TPUMEHEHMsSI M3 TOCYAAPCTBEHHOIO pEEeCTpa JIEKapCTBEHHBIX CPEJICTB,
BBIIAaHHOTO COOTBETCTBYIOLUM YIIOJHOMOYEHHBIM (eepaIbHbIM OPraHOM HCIIOJIHUTEIbHON
BJIACTH

Ha JIGKapCTBEHHBIM mpemnapaT Uil BETEPUHAPHOIO NPUMEHEHHUS B COOTBETCTBUU
¢ ®enepanbHbiM 3aKk0HOM 0T 12 ampens 2010 . Ne 61-®3 «O06 oOparieHnn J1eKapCTBEHHBIX
CPEIICTBY.




