MucbMo MuHUCTepCTBa NPOMbILLNIEHHOCTH 1 Toproenn Poccuiickon Pepgepaumnm ot 7 ceHTs10ps 2026 r. Ne

NMucbmMo MuHucTepcTBa NPOMbILWNEHHOCTU U ToproBnu Poccumnckon ®epepaumm ot 7
ceHTA6pA 2026 r. Ne M-19-8504 "O paccmoTpeHuUn obpawieHna"

B coorBercTBun ¢ PefepanbHbiM 3akoHOM ot 2 Mas 2006 1. Ne 59-03 "O nmopsiake paccMOTPEHHS
oOpamennit rpaxkaan Poccutickoit deneparun” JlenapramenT pa3Butusi (hapMamneBTHIECKOW W METUITHHCKON
MpoMBIIIIEHHOCTH MuHnpomropra Poccun (nmanee - JlemapraMeHT) B mpenesiaX KOMIETEHIMH PacCMOTpEN
obpamienue ot 16 asrycra 2026 r. Ne 333640 (nmanee - OOpaieHre) 10 BOIPOCY NPUMEHEHUS MOJI0XKESHUH
noctaHoBneHuns IlpasurensctBa Poccuiickoit @enepanmu ot 23 npexadpst 2024 r. Ne 1875 "O mepax mo
MPEJOCTaBIICHNIO HAIIMOHAJIBHOTO peXHMa IPH OCYLIECTBICHHH 3aKyllOK TOBapoB, paboT, yciayr s
o0ecrevyeHus] TOCYAapCTBEHHBIX M MYHHLMMIAJIbHBIX HYXKA, 3aKYMOK TOBapoB, paboT, YCIYr OTICIbHBIMH
BUJIaMU topuaudeckux " (manee - IlocranoBnenue Ne 1875) B OTHOIIGHHU JIEKAPCTBEHHBIX MPENapaToB U
COO0IIaeT cueayromee.

B uactu Bompoca 1 OGparenns oTMedaeTcst, YTO 0 MHEHUIO JlemapraMeHTa, B Cilydae MPUMEHEHHS
MepBI TTOJIIEPKKH OTEUECTBEHHBIX MTPOU3BOANTENEH JIEKAPCTBEHHBIX CPEJCTB, MPEAYCMOTPEHHOM MOLMYHKTOM
"y'" nyHkta 4 Tlocramoenenus Ne 1875, koTopeli BeTymaer B cmny ¢ 1 gexabps 2026 T., moMHMO
npenycMoTpeHHoro NyHKTOM 1 [ocranosnenust Ne 1875 orpaHu4eHus v MpeyCMOTPEHHOro NoAnyHKToM "y"
NMyHKTa 4 mnpeuMyIlecTBa, TAKKe MpPUMEHseTcs npenycMorpeHHoe myHkToMm 1| [loctanoBnenust Ne 1875
MIPEUMYIIECTBO, 9TO 00pa3yeT 30-POIEHTHOE IIEHOBOE MTPEHUMYIIECTBO.

IIpu stoM cormacHo NYHKTY 1 Iomoskenust o MunucrepcTBe (unHancoB Poccuiickori ®Degeparium,
yTBepkIieHHOro noctaHoBrieHnem IlpaBurensctBa Poccuiickoin ®enepanuun ot 30 uroHs 2004 r. Ne 329,
Mundun Poccun siBasiercs: heaepaibHbIM OPraHOM HCIIOJHUTEIBHOM BIACTH, OCYIIECTBIISIOINM (PYHKIMHU 110
BbIpabOTKE IOCYJapCTBEHHON MOJUTHKH W HOPMAaTHBHO-TIPABOBOMY PETYJIMPOBAaHHUIO, B TOM 4YHCIE B cdepe
OCYILECTBJICHUS 3aKyIIOK TOBAPOB, paboT, yCIIyr Ajsi 00ecneyeHus rocy 1apCTBEHHBIX U MYHHUIIMITAIBHBIX HY K.

B cBsi3u ¢ yem pekomenayem 1o Bompocy 1 Obpamenus oopamarses B Munpun Poccun.

B oTHomrennn Bompoca 2 O6pameHns orMedaercs, uro noAnyHKT "y'" nyHkra 4 IocraHoBieHUs
Ne 1875 nmpumeHnsercs B cirydae, eCiu:

1) 3asBKa Ha y4acTHe B 3aKyNKE COACPKHUT MPEIOKEHHE O MOCTaBKE JEKapCTBEHHOT o Mpemnapara, Bce
CTaJluyu MPOU3BOACTBA KOTOPOTO (B TOM YMCIIE CUHTE3 MOJIEKYJIbI JEHCTBYIOLIET0 BEIIECTBA IIPHU IMPOU3BOJICTBE
(hapMaleBTUYECKUX CYyOCTaHIIMI) OCYIIECTBISIOTCA CYOBEKTOM (CyObEeKTaMu) JeSITeILHOCTH B cdepe
MPOMBILIUIEHHOCTH  (Tpou3BOAMTENEM (IPOM3BOAMUTENSIMHU) HA TEPPUTOPHUAX TOCYNApCTB - UJICHOB
EBpazuiickoro 3KOHOMUYECKOT0 COK03a;

2) Ha oMuUMansHOM canTe MuHHCTepCTBa MPOMBIIIIICHHOCTH U TOproBiu Poccuiickoit deneparun B
nH(POPMAITMOHHO-TEIICKOMMYHHUKAMOHHON cetn "MHTepHeT" pasMemeHa wHbopManus HE MeHee deM 00
OHOW TIPOM3BENIEHHOW TakuM CYOBEeKTOM (CyOBeKTaMHu) [esSTeNbHOCTH B cdepe MPOMBIIUIEHHOCTH
(mpomsBomuTEeNneM (IMIPOM3BOIAMUTENSAME) CEPUH TaKOTO JIGKAPCTBEHHOTO TMpemnaparta (WIH JIEKapCTBEHHOTO
mperapara, OTHOCAIIETOCss K TOMY e MEXIyHapOJHOMY HEMaTeHTOBAaHHOMY HAaWMEHOBAaHHUIO, YTO H
JICKapCTBEHHBIN IMpernapaT, NPeAokKEHUE O IMOCTaBKE KOTOPOTO COJIEPKHTCS B 3asBKE Ha y4acTHE B 3aKyIIKe),
BCE CTaJuWU MPOM3BOACTBA KOTOPOrO (B TOM YHCIIE CHHTE3 MOJEKYJBl JEHCTBYIOLIETO BEIIECTBA MPH
MPOM3BOACTBE (hapMaleBTUUECKUX CyOCTaHIMI) Ha TEPPUTOPUSIX TOCYINapCTB - 4JIEHOB EBpa3uiickoro
9KOHOMHYECKOTO COI03a MOATBEPXKICHBI C HCIOJIb30BAHUEM TOCYAAPCTBEHHOH HMH(POPMALMOHHONH CHCTEMBI
MOHHUTOpPHHTa 32 000POTOM TOBapOB, MOJUICKANIMX 005S3aTEIHLHON MapKUPOBKE CpelCTBaMH WACHTH(UKAINH
(manee - uHopMaIUsa 0 cepUM JIEKAPCTBEHHOI'O CPEACTBA Ha calite MunnpomTopra Poccun).

Ipu stom ¢ 1 nexabps 2026 r. cormacHo noanyHkTy "B" nyHkta 3 Iloctanosnenus Ne 1875 mis
MTOATBEPKACHHS OCYIIECTBICHUS BCEX CTaANi MMPOM3BOACTBA (B TOM YHCIIE CHHTE3a MOJIEKYIIbI AEHCTBYIOIIETO
BEIIECTBA NIPU MPOU3BOICTBE (papMaIeBTHUECKUX CYOCTAHIIMI) JEKapCTBEHHOTO Mpernapara Ha TePPUTOPHUSIX
rOCYJapCTB - WICHOB EBpasuiickoro 3KOHOMHYECKOTO cOro3a B IeNsaX MOAMyHKToB "y" - "¢o" nyHkTa 4
IToctanoBnenns Ne 1875:

BMECTO MH(GOPMALMU U JTOKYMEHTOB, MPEAYCMOTPEHHBIX NOAMYHKTOM "a" nyHkTa 3 [MocTaHoBIeHUS
Ne 1875, undopmanueii, moaTBep)AaOIEH CTpaHy NPOUCXOKACHUS TOBapa, ABISIETCS HOMEP PEECTPOBOM
3aIlMCH U3 €BPa3UHCKOr0 peecTpa MPOMBIIIIICHHBIX TOBAPOB, COACPKAILEH B TOM Yncie HHPOpMAIHIO HE MEHee
yem o 100 Gannax, MpUCBOEGHHBIX 32 BBIMOJHEHNE (OCBOCHUE) HA TEPPUTOpUH EBpaszuiickoro SKOHOMHYECKOTO
COI03a COOTBETCTBYIONIUX Olepanuii (yCIOBHIi), YCTaHOBJICHHBIX IMpPaBOM EBpa3suicKOro 3KOHOMHUYECKOIO
COI03a B OTHOIIEGHUH JIEKAPCTBEHHBIX IIPErapaToB; HOMEpP pPEECTPOBOM 3amucH W3 peecTpa pPOCCHICKON
NPOMBIIUICHHONH TPOIYKIWHU, COAepKalleil B TOM uucie WHpopManui He MeHee dem o 100 Oammax,
MPUCBOCHHBIX 32 COOTBETCTBHE TPEOOBAHMSAM K MPOMBIIIICHHON HPOIYKIMU, NPEIbSIBISIEMbIM B ILEISAX €€
OTHECEHMsI K POCCUHCKON IPOMBIIUIEHHON MPOAYKIMH, YCTAaHOBJIEHHBIM MOCTaHOBMNeHneM IlpaBurenscTBa
Poccutickoit ®@enepanmn ot 17 wmroms 2015 1. Ne 719 "O moATBEpXACHWH TIPOU3BOJCTBA POCCHUCKOU
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MucbMo MuHUCTepCTBa NPOMbILLNIEHHOCTH 1 Toproenn Poccuiickon Pepgepaumnm ot 7 ceHTs10ps 2026 r. Ne

MIPOMBIIUIEHHOH MPOAYKIMK'" B OTHOIIICHUH JIEKAPCTBEHHBIX MTPETapaToB;

BMecTO MH(GOPMAIIMK U TIOKYMEHTOB, TPEIYCMOTPEHHBIX NOAMYHKTOM "6" nyHkTa 3 TloctaHoBieHUS
Ne 1875, mrdopMmarueii, moaTBEepKIaomMell CTpaHy MPOUCXOXKICHUS TOBapa, SABISCTCS HOMEpP pPEeCTPOBOU
3aIHCH U3 €BPa3HIICKOr0 peecTpa MPOMBIIUICHHBIX TOBAPOB, COJIEprKaIlIel B TOM YHciie HHPOPMAIIHIO HE MeHee
gem 0 100 Oamrax, IpUCBOSHHBIX 32 BHITIONHEHHE (OCBOCHHE) HA TEPPUTOPHH EBpa3uiickoro SKOHOMHUYECKOTO
COI03a COOTBETCTBYIOIIUX Olepanuii (yCIOBHIi), YCTaHOBICHHBIX IpPaBOM EBpa3uiCKOT0 3KOHOMHYECKOTO
COI03a B OTHOLIEHHH JIEKAPCTBEHHBIX MIPENapaToB.

C y4eToM M3JI0KEHHOTO B TENAX TOMyYeH s MEPHI MOUIEPKKH, TPeLyCMOTPEHHOM MOANYHKTOM "y
nyHkta 4 Tloctanosnenus Ne 1875, He0OXOAUMO OJHOBPEMEHHO HAMYUE MOMTBEPXKICHHUS OCYIICCTBICHUS
BCEX CTaJUM NPOM3BOACTBA (B TOM YHMCIIE CHHTE3a MOJCKYJbl NEHCTBYIOLIETO BEIIECTBA NPU NPOU3BOJICTBE
(apmaneBTHUECKUX CyOCTaHIIMIT) JIEKapCTBEHHOTO Tpenapara B COOTBETCTBHH ¢ MOAMYHKTOM "B" nyHkTa 3
[ocranoBnenust Ne 1875 u uHpopManus o cepuu JEKapCTBEHHOT'O CPeICTBa Ha caiite Munnpomropra Poccun.

B orHomeHnn Bompoca 3 OOpaImeHHs OTMEYaeTcs, 4To COMacHo MOAMYHKTY "x'" nyHkta 10
p P

[ocranosnenns Ne 1875 monoxenns noanyHkta "y nywkta 4 IMocranopnenus Ne 1875 mpuMeHsioTcs
TaKXKe MPH OCYIIECTBICHUH 3aKyIKH JISKAPCTBEHHOTO MpenapaTa, yka3aHHoro B absale TpetbeM noanyHKTa
" nyHkta 10 IlocranoBnenuss Ne 1875, u3BemieHue 00 OCYLIECTBICHHH KOTOPOH pa3sMeIIeHO B €IMHOMN
MH()OPMALMOHHOW CHCTEME M TpUIJIAIICHHE NPHHATH ydacTHEe B KOTOPOI HampaBlIeHO JTHOO KOHTPAKT
(IOTOBOpP) C €AMHCTBEHHBIM IMOCTABUIMKOM (TOAPSAYMKOM, HCIOJHUTEIEM) HPH OCYLIECTBICHUH KOTOPOU
3aKmoueH 1o 31 aBrycra 2-ro roja Iocie Tojia BKJIIOUEHHs TaKoro JEKapCTBEHHOIO Ipenapara B NepeyveHb
CTpPAaTeTHYECKA 3HAYMMbBIX JICKAPCTBEHHBIX CPEJCTB, YTBEPXKACHHBIH pacropshkeHnem IlpaBurenscTBa
Poccutickoit @eneparuu ot 23 ampens 2026 r. Ne 942-p, BKIIIOUUTETHHO.

BMmecTe ¢ TeM HCXojs U3 mojoxkeHuit noanyHkTa "y'" nyHkra 4 Iocranosnenns Ne 1875 B ciyuae
NPUMEHEHUSI MEPBI TOAJIEPKKH OTEYECTBEHHBIX MPOM3BOJMUTENEH JIEKapCTBEHHBIX CPE/ICTB, MPEAYCMOTPEHHOM
noxmyukrom "y'" mynkra 4 IToctanosnenus Ne 1875, koTopslit BeTynaer B cuny ¢ | aekabps 2026 r., HOMEMO
npeaycMoTpeHHoro NMyHKTOM 1 TlocranoBnenust Ne 1875 orpanuyeHus 1 nmpeayCcMOTPEHHOTO MOAMNYHKTOM "y"
NMyHKTa 4 mpewMylecTBa, TaKKe MPHUMEHseTcs mnpeaycMorpeHHoe myHKToMm | IlocranoBnenust Ne 1875

IIPEUMYILECTBO.

C y4eToM H3JI0KEHHOTO IPH BBHINOJHEHHH YCIOBHIA, HPELyCMOTPEHHBIX MOAMYHKTOM "y nyHKTa 4
IMocranosnenust Ne 1875, mpu oCyIIeCTBICHHH 3aKyIKH JIEKAPCTBEHHOTO Tperapara, ykasaHHoro B absaue
TpeTbeM nofnyHkta "x" nyHkta 10 TlocranoBienust Ne 1875, m3Bemienne 00 OCYIIECTBICHHH KOTOPOU
pa3MemieHo B eauHON WH(GOPMAIIMOHHOW CHCTEME M NPHUIJIANICHHUE MPHHSTH Y9acTHE B KOTOPOW HANpPaBIEHO
mu00 KOHTPAaKT (AOTOBOpP) C EAWHCTBEHHBIM TIOCTaBIIMKOM (TMOAPSAAYUKOM, HCIOTHUTENEM) TMpH
OCYILIECTBICHUU KOTOPOM 3aKiroueH 1o 31 aBrycra 2-ro roja mnocie roja BKJIIOYEHUS TaKOTO JIEKAPCTBEHHOTO
mpemnapara B epeyeHb cTpaTerndecky 3Ha4uMbIX JIEKaPCTBEHHBIX CPEACTB, YTBEP)KACHHBINA PACMOPSHIKEHNEM
IIpaBurensctBa Poccuiickoit @enepanuu ot 23 anpenst 2026 r. Ne 942-p, npuUMEHSIOTCS IPEAYCMOTPEHHOE KaK

noanyHktom "y" nyHkta 4 Iocranosmerns Ne 1875, tak u moamyHKTOM "y''
Neo 1875 mpeumyiecTBo.

IIpu sTtoM momnoxenust noAnyHkra "y" nyHkta 4 IloctanoBnenus Ne 1875 pacmpocTpaHsIOTCS Ha
3aKyNKH yKa3aHHbIX B Mo3vumn 433 mnpunoxenus Ne 2 x IloctanoBneHuro Ne 1875 mnekapcTBEHHBIX
[penapaToB, BKIIOYCHHBIX B NEPEYEeHb KM3HEHHO HEOOXOIUMBIX M BaXHEHIINX JIEKAPCTBEHHBIX NPENapaToB
JUT. MEUIIMHCKOTO NIPUMEHEHH, YTBEPKICHHBIN pacrnopsikeHnem IlpasurtensctBa Poccuiickoit deneparnyn
or 18 mexabps 2025 r. No 3867-p, ¥ He BKIIOYCHHBIX B Pa3fern | mepedHs CTpaTernvyecKd 3HAUYUMBIX
JIEKapCTBEHHBIX CPENICTB, YTBEpXkAEeHHOro pacrnopsikeHnem IlpaBurensctBa Poccuiickoit @enepannu ot 23
ampens 2026 r. Ne 942-p.

Takum o0Opazom, ¢ 1 mexabpst 2026 r. B ciaydae HENPUMEHEHUsI Mep TOJJIEPKKH, MPETyCMOTPEHHBIX

myHkToM 4 IloctanoBmenus

noanyHkrom "y nyHkta 4 Iocranosnenus Ne 1875, monoxenus noanyHkra "y" nyHkra 4 IocraHoBIeHHs
Ne 1875 Ha nekapcTBEeHHBIC Npenaparhbl, BKIIOYCHHBbIE B Pa3fesl | mepeyHs cTpaTerduyecKkd 3HAYMMBIX
JIEKapCTBEHHBIX CPENICTB, YTBEPXKACHHOTO pacropsxeHnem IlpaBurensctBa Poccuiickoit @enepanuu ot 23
ampens 2026 r. Ne 942-p, He pacipoCTpaHIIOTCA.

OnHOBpPEMEHHO O0OpalllaeM BHHMMaHHE, YTO B COOTBETCTBUU C MYHKTOM 2 IlpaBui MOATOTOBKH
HOPMAaTHBHBIX TPABOBBIX aKTOB (elepaabHBIX OpPraHOB HCIOJHUTEIHFHOW BIIACTH W WX TOCYIAapPCTBEHHOW
perucTpauuy, yTBEpKIEHHBIX MNOcTaHoBreHnem IlpaBurensctBa Poccuiickoit ®@enepaunn ot 13 aBrycra
1997 1. Ne 1009, mucema QenepanbHBIX OPraHOB HCIOJHUTENHFHOW BIACTH HE SBISIFOTCS HOPMAaTHBHBIMU
mpaBoBBIMH akTamu. llucema MwuHnpomTopra Poccum M ero CTpyKTYpHBIX TOJpa3lieleHduld, B KOTOPBIX
Pa3BACHSIOTCS BOMPOCH NPUMEHEHHS HOPMATHUBHBIX TPABOBBIX aKTOB, HE COJEPKAT NPAaBOBBIX HOPM, HE
HaIpaBJIEHbl HA YCTAHOBJIEHUE, U3MEHEHNE WIM OTMEHY IIPABOBBIX HOPM, a COJIEpKAIHECs B HUX pa3bsCHEHHA
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MucbMo MuHUCTepCTBa NPOMbILLNIEHHOCTH 1 Toproenn Poccuiickon Pepgepaumnm ot 7 ceHTs10ps 2026 r. Ne

HC MOT'YT pacCMaTpUBaTLCA B KAQ4€CTBC O6HICO6${33TGJIBHBIX TOCYyJapCTBCHHBIX HpeZIHI/IcaHI/Iﬁ IIOCTOSSHHOT'O NUJIN
BPEMEHHOT'0 XapakTepa.

3aMecTUTeNb TUPEKTOpa
JlemaprameHTa pa3BuTus (apMareBTUIeCKON
W MEIULIMHCKOW MPOMBIIUIEHHOCTH O.I'. KpaBuosa
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