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Ha Ne oT

O paccmoTpeHun oOpaleHus
YBaxxkaembii Anexkcent Anekcanaposud!

B cootBercTtBuuM ¢ PenepanbHbiM 3akOHOM OT 2 Mast 2006 r. Ne 59-@3 «O nopsiake
paccMoTpeHust oOpaiennii rpaxkaan Poccuiickoit @enepanun» JlemapraMeHT pa3BUTHUS
dapmaneBTUYeCKOM U MEAMIIMHCKOM MIpOoMbIIUIeHHOCTH Munnpomropra Poccuu
(mamee — J[lemapTameHT) B mpenenax KOMIETEHIIMM paccMoTpen Baimie oOpaiienue
or 16 asrycta 2026 1. Ne 333640 (mamee — OOparmieHue) 1Mo BOMPOCY MPUMEHEHUS
MMOJIOKECHUH MNOCTAHOBJICHUS [IpaBuTenbcTBa Poccuiickoit denepanuu
ot 23 nmexabps 2024 r. Ne 1875 «O Mepax mo mpeaoCTaBICHUI0 HAIIMOHAIBLHOTO PEKUMa
MIPU OCYIIECTBICHUH 3aKyIOK TOBApOB, pabOT, YCIYT JJisi 00ECIeUeHHs TOCYIapCTBEHHBIX
U MYHULMOAIBHBIX HYXJ, 3aKylNOK TOBapOB, padOT, YCIyr OTIAEIbHBIMU BHUAaMU
ropunuueckux juiy (nanee — IlocranoBnenue No 1875) B OTHOIIEHUM JIEKAPCTBEHHBIX
npenapaTroB U COOOMIAET CleayoIIee.

B uactu Bompoca 1 OOpaiieHus oTMeuyaercs, 4yTo MO MHeHUIo JlemaprameHra,
B CJIy4yae MPUMEHEHUS MEPBI MOAAECPKKN OT€UECTBEHHBIX TPOU3BOIUTEIEH JIEKAPCTBEHHBIX
CPEICTB, NPEIyCMOTPEHHONH NOANYHKTOM «y'» mnyHkra 4 ITocranosienus Ne 1875,
KOTOPBIN BCTymaeT B cuiy ¢ 1 gexadps 2026 r., MIOMUMO MPeTyCMOTPEHHOTO MyHKTOM |
[ToctanoBnenust Ne 1875 orpaHnyeHuss U IPEeLyCMOTPEHHOIO MOAITYHKTOM «y» IyHKTa 4
MPEUMYIIECTBa, TaKXKe MNpPUMEHsETCS MnpeaycMoTpeHHoe nyHkToM | IloctaHoBneHus

Ne 1875 mpeumytiectBo, 4to 00pazyeT 30-MpOIEHTHOE IIEHOBOE MPEUMYILECTBO.
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[Ipu sToM cornacHo nyHkTy 1 [Tonoxenust o Munucrepcrse puHancoB Poccuiickoit
Oenepannu, yTBEPKIACHHOTO NocTaHoBIeHUWEM lIpaBurenscrBa Poccuiickon ®enepauuu
or 30 wurons 2004 r. Ne 329, Mundbun Poccum sBmsiercs ¢enepaibHbIM OpraHOM
UCIIOJIHUTEIFHOM BJIACTH, OCYIIECTBISIOMUM (PYHKIIMU MO BBIPAOOTKE TOCYAapCTBEHHON
MOJIUTUKM W HOPMATHUBHO-TIPABOBOMY PpETyJMpPOBaHUIO, B TOM 4Yucie B cdepe
OCYIIECTBJICHUS 3aKYNOK TOBapoB, pabOT, YCIOyr Juig OOecHeueHHus: rocyAapCTBEHHBIX
U MYHULIUNAIbHBIX HYX]I.

B cBm3u c uem pekomeHayem mo Bompocy 1 OOpameHus oOpamarbes
B Mundun Poccun.

B orHomenunn Bompoca 2 OGpamieHds 0TMEYaeTcs, YTo IMOMNYHKT «y'» myHKTa 4
[TocranoBnenust Ne 1875 npumensiercs B ciydae, €Clu:

1) 3asBka Ha Yy4yacTHe B 3aKyNKE COJEpPKUT TNPEIIOKEHHE O TIOCTaBKE
JIEKapCTBEHHOT'O Mpernapara, BCe CTaJuu MPOU3BOACTBA KOTOPOrO (B TOM YHUCIE CHUHTE3
MOJIEKYJIbI IEUCTBYIOIIETO BEMIECTBA MPU MPOU3BOCTBE (hapMaIleBTUUECKUX CyOCTAHIIHI)
OCYIIECTBIISIOTCS CYOBEKTOM (CyOBEKTaMU) ACSATEIBHOCTA B c(epe MPOMBIIUICHHOCTH
(npousBoauTeneM (IPOU3BOJAUTENSIMH) HAa TEPPUTOPUSX TOCYJApCTB - UYJICHOB
EBpa3uiickoro 53KOHOMHYECKOTO COI03a;

2) Ha oduuuaibHOM calTe MHHHCTEpCTBA MPOMBIIUIEHHOCTH M TOPrOBJIU
Poccuiickoii ®enepaiun B UHPOPMALMOHHO-TEIEKOMMYHUKAIIMOHHON ceTu «HTepHeT»
pa3MelieHa uHpoOpMaIs HE MEHee 4eM 00 OAHOW MPOU3BEIECHHON TaKUM CYOBEKTOM
(cyObekTtaMu)  JA€SITeNbHOCTH B cdepe  MPOMBINUIEHHOCTH  (IIPOU3BOAMTENEM
(IpoW3BOAUTENSIMUA) CEPUU TAKOrO JIEKAPCTBEHHOTO Ipenaparta (WIM JIEKapCTBEHHOTO
npenapara, OTHOCSILIErocsi K TOMY K€ MEXKAYHAPOJHOMY HEMATEHTOBAHHOMY
HAaUMEHOBAHHUIO, YTO W JIEKAPCTBEHHBIN Ipenapar, MPEeAJIoKEHUE O MOCTaBKE KOTOPOIo
COJZIEPKUTCS B 3a8BKE HA y4acTUE B 3aKyIKeE), BCE CTAIUU MPOU3BOJICTBA KOTOPOro (B TOM
YKCIJIE CUHTE3 MOJIEKYJIbI IEHCTBYIOLIEr0 BEUIECTBA IPU TPOU3BOICTBE (PApMalieBTUUECKUX
cyOcTaHLMii) Ha TEPPUTOPUSIX TOCYIAPCTB - UieHOB EBpa3uiickoro 3KOHOMUYECKOIr0 COr03a
HNOJATBEPKIACHbl C UCIHOJIb30BAHUEM TOCYJApPCTBEHHON WH(OOPMAIMOHHOW CHCTEMBbI
MOHHUTOPHUHTA 32 000POTOM TOBApPOB, MOJICKAIUX 00s13aTEIHLHOM MAPKUPOBKE CPEACTBAMU
uaeHTUGUKaMKu (nanee — uHOpMAIUs O CepUU JIEKapCTBEHHOTO CPEICTBa Ha CaiTe
Munnpomropra Poccun).

[Tpu sTom ¢ 1 nexabps 2026 1. corinacHo MOANYHKTY «B» yHKTa 3 [TocTaHoBIeHUS

Neo 1875 nns moarBepskJIeHHs] OCYIIECTBIEHUS BCEX CTAaIUM MPOU3BOJCTBA (B TOM UHCIIE



CHUHTE3a MOJICKYJIbl JEHCTBYIOIIErO BEIIECTBA IMpPHU MPOU3BOJCTBE (PapMaleBTUYECKUX
cyOCTaHIIMI) JICKapCTBEHHOTO TIpernapaTta Ha TEPPUTOPUSIX TOCYJapCTB - YJICHOB
EBpa3zuiickoro SKOHOMHYECKOT'O COI03a B IEIAX TMOIANYHKTOB «y» - «(}» mnyHkTa 4
IToctanoBaenust Ne 1875:

BMECTO MH(GOPMAIIUK B IOKYMEHTOB, IIPEAYCMOTPEHHBIX MOAITYHKTOM «a» IMyHKTa 3

[ToctanoBnennst Ne 1875, mubopmarueit, MOATBEPKIAIOIICH CTpaHy MPOUCXOXKICHUS

TOBapa, SBJISIETCS HOMEP PEEeCTPOBOM 3alMCH M3 €BPA3UKMCKOTO PEeecTpa MPOMBIILICHHBIX
TOBapOB, cojiepKallled B TOM uwuciie uHpopmaimio He MeHee yeM o 100 Oannax,

IPUCBOCHHBIX 32 BBIMOJIHEHUE (OCBOEHUE) HAa TEppUTOpHUH EBpazniickoro 3KOHOMUYECKOTO
COI03a COOTBETCTBYIOIIMX Olepanuid (yCIoBUM), YCTAaHOBJIEHHBIX MpaBoM EBpasuiickoro
SKOHOMMYECKOTO CO03a B OTHOILLIECHHWH JIEKAPCTBEHHBIX IPENapaToB; HOMEP PEECTPOBOM
3allUCU U3 PEECTpa POCCUICKOW MPOMBINUIEHHON MPOAYKIMHU, COAEPKAIIEH B TOM YHUCIIE
uHpopmaimio He Menee yem o 100 Gannax, IPUCBOCHHBIX 32 COOTBETCTBUE TPEOOBAHUSM
K IIPOMBIIUIEHHOW MPOAYKLWH, NMPEIBIBIAEMbIM B LENSAX €€ OTHECEHUS K POCCUUCKOU
IPOMBIIIJIEHHOW  MOPOJAYKIHMHM, YCTAHOBJIEHHBIM mMocTaHoBjieHueM lIpaBurenbcTBa
Poccuiickoit @enepauun ot 17 utong 2015 r. Ne 719 «O noarBepkaeHUU MPOU3BOACTBA
POCCHIICKOI MPOMBIILIEHHON NPOAYKIIMU» B OTHOIIEHHUH JIEKAPCTBEHHBIX MPENapaTOB;
BMECTO MH(OpMALMU U JOKYMEHTOB, MPEIyCMOTPEHHBIX MOAIMYHKTOM «0» IMyHKTa

3 IloctanoBnenust Ne 1875, undopmarineii, moaTBEepKAAOIIEH CTpaHy MPOUCXOKICHUS

TOBapa, ABJIKCTCA HOMED [JGCCT[ZOBOi’I 3aIlICH M3 CB[}&BHﬁCKOFO peCCTpa NPOMBINJICHHBIX
TOBApPOB, CO}!G[DK&!!!CIZ B TOM YHCJIC I/IHQIZOQMa!!I/IIO He MeHee yeM o 100 6aJIJIaX,

PUCBOEHHBIX 3a BHINIOJHEHUE (OCBOEHHUE) HA TeppUuTopun EBpa3uiickoro s5KOHOMUYECKOTO
COI03a COOTBETCTBYIOIIUX Omepaiuii (yCIoBUii), yCTAaHOBJIEHHbIX MpaBoM EBpaszuiickoro
SKOHOMMYECKOTO COX03a B OTHOLIEHUH JIEKAPCTBEHHBIX IIPENapaToB.

C y4eroMm H3JI0KEHHOTO B LIEJSAX MOJIYyYEHUs MEpbl NOAJIEPKKH, MPETYCMOTPEHHOM
noanyHkToM «y'» mynkra 4 IlocranoBnenus Ne 1875, He0OXOAMMO OJHOBPEMEHHO
HaJIMYME TOJATBEPXKIACHUS OCYIIECTBICHHMS BCEX CTaJMM IPOU3BOACTBA (B TOM YHCIIE
CHUHTE3a MOJIEKYJIbl JIEWCTBYIOIIETO BEIIECTBA MpPH MPOU3BOJACTBE (hapMaleBTUYECKHUX
cyOcTaHMif) JIEKapCTBEHHOTO IMpernapara B COOTBETCTBUU C MOJAMYHKTOM «B» MyHKTa 3
[ToctanoBnenuss Ne 1875 wu wuHdopManus o0 cepuu JIEKapCTBEHHOTO CpPEICTBa
Ha cailte Munnipomropra Poccun.

B orHourennu Bompoca 3 OOpalleHus 0TMEYAETCs, YTO COIVIACHO MOAMYHKTY «K'»

nynkTa 10 [Tocranosienns Ne 1875 mosioxkeHus MOAMYHKTA «y'» nyHkra 4 ITocTaHOBIEHMs
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No 1875 npuMeHSAIOTCS TakKe MPHU OCYIIECTBICHUHU 3aKYIKH JIEKAPCTBEHHOIO Mpemnapara,
yKa3aHHOro B ab3ale TpeThbeM NoAanmyHKTa «x» myHkTa 10 IloctanoBnenuss Ne 1875,
U3BEIIeHHE 00 OCYIIECTBIECHUU KOTOPOM pa3MeIleHO B €IMHON HHPOPMALIMOHHOMN cUcTeMe
U TpUTrjalieHue NPUHATh YYacTHE B KOTOPOW HAIpaBJIEHO JIMOO KOHTPAKT (IIOTOBODP)
C €IUHCTBEHHBIM MOCTABIIMKOM (TIOAPSAYUKOM, HCIIOJHUTENIEM) MHPH OCYIIECTBICHUU
KoTopo 3akmoueH mo 31 aBrycrta 2-ro roja IMoclieé ToJa BKJIIOYEHUS TaKOro
JIEKAPCTBEHHOI'O IIpenapara B IEPEYEHb CTPATETHMYECKM 3HAYMMBIX JIEKAPCTBEHHBIX
CpPEICTB, YTBEPXKICHHBIM pacnopsbkeHueM lIpaBurensctBa Poccuiickoit ®Penepanuu
ot 23 ampens 2026 r. Ne 942-p, BKIIFOUUTENBHO.

BMecTe ¢ TeM MCXOIs M3 MOJOKEHUHN MOMNMYyHKTa «y'» myHkta 4 ITocTaHOBIEHHS
Ne 1875 B cimyyae mpuUMEHEHHS MEpbl HOAJIEPKKH OTEUECTBEHHBIX IPOU3BOAUTEIECH
JIEKAPCTBEHHBIX CPEICTB, MPEAYCMOTPEHHOM MOAIYHKTOM «y'» myHKkTa 4 ITocTaHOBIECHHS
Ne 1875, xotopsiit Bctymaer B cuity ¢ 1 gexabpst 2026 r., TOMHUMO TPETyCMOTPEHHOTO
nyHKToM 1 ITocranoBienust Ne 1875 orpannyueHust 1 IpeayCMOTPEHHOTO MOJAITYHKTOM «Y»
NyHKTa 4 [OpeuMyllecTBa, TakKe MPUMEHSETCS NPEAYCMOTPEHHOE MyHKTOM 1
[TocranoBnenust Ne 1875 npeumymiectso.

C y4YeroM WM3I0KEHHOTO TpPH BBIIOJIHEHWN YCIOBHM, NIPELYCMOTPEHHBIX
noanyHKToM «y'» mynkra 4 ITocranosienus Ne 1875, mpu OCYIIECTBIECHHH 3aKyIKH
JIEKApCTBEHHOI'O Tperapara, YKa3aHHOTO B a03aile TpPeTheM MOJAMYHKTa <ok» MmyHkTa 10
[TocranoBnenuss Ne 1875, usBenieHrue 006 OCyIIECTBICHUH KOTOPOH pa3MEICHO B €IUHON
UH(OPMAIITMOHHON CUCTEME U MTPUTJIAIIIEHUE TPUHSAThH Y4acTHe B KOTOPOM HAIIPABJIEHO TUOO
KOHTPAKT (JIOTOBOP) C E€AMHCTBEHHBIM IOCTABIIMKOM (TIOAPSTIMKOM, HCIIOTHUTEIIEM)
IIPU OCYIIECTBIECHUH KOTOPOM 3aKito4eH 1o 31 aBrycra 2-ro roga mocie rojia BKIIOUYEHUs
TaKOro JICKAPCTBEHHOT'O IIpenapara B epeyeHb CTPATErHYECKH 3HAYMMBbIX JIEKAPCTBEHHBIX
CpPEICTB, YTBEPXKACHHBIM pacnopsikeHueM lIpaBurensctBa Poccuiickoinr @enepanuu
ot 23 anpens 2026 r. Ne 942-p, npuMeHAIOTCA NPEAYCMOTPEHHOE KaK MOJIIYHKTOM «Y»
nyukra 4 IToctanosienus Ne 1875, Tak ¥ NOANYHKTOM «y'» nmyHKTOM 4 TTocTaHOBICHUS
No 1875 npeumyuiectso.

IIpu »TOM mONOXEHUS MNOAMYHKTa «y» TmyHKTa 4 IlocranoBinenuss Ne 1875
paclpoCTpaHsAIOTCS Ha 3aKyNKA yKa3aHHbIX B mno3uuuu 433 mnpuwioxenus Ne 2
Kk IloctanoBinenuto Ne 1875 nekapcTBEHHBIX NpenapaToB, BKJIIOYECHHBIX B IEPEUYCHBb
KU3HEHHO HEOOXOJIMMBIX U BAXXKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB I MEIUITUHCKOTO

IIPUMEHEHMS, YTBEPKACHHBIN pacnopsbkeHueM lIpasurenscrBa Poccniickon Penepanun



ot 18 gexabps 2025 r. Ne 3867-p, 1 HEe BKIIOUEHHBIX B pa3fen | mepeuHsi cTparernyecku
3HAUYUMBIX JIEKAPCTBEHHBIX CPEJACTB, YTBEPXKIEHHOIO pacnopsikeHueMm IIpaButenbcTBa
Poccuiickoit @eneparuu ot 23 anpenst 2026 r. Ne 942-p.

Takum obpaszom, ¢ 1 gexabpst 2026 r. B ciiydyae HEIPUMEHEHUS MEP MOJICPKKH,
IPENYCMOTPEHHBIX TOANYHKTOM «y'» mynkra 4 Iloctanonenus Ne 1875, mosoxeHus
noAnyHkra «y» myHkta 4 IloctanoBnenuss Ne 1875 Ha siekapCTBEHHbBIE MpEMApaTHhI,
BKJIFOUEHHBIE B pa3fen | mepedHs CTpaTernyeckd 3HAYUMBIX JICKAPCTBEHHBIX CPEICTB,
YTBEPKICHHOTO pacnopsKEHUEM [IpaBurenbcTBa Poccuiickon denepanuu
ot 23 anpens 2026 r. Ne 942-p, He pacnipOCTPaHSAIOTC.

OpHoBpeMeHHO oOpallaeM BHUMaHHUE, YTO B COOTBETCTBUHU C MyHKTOM 2 IlpaBun
MOJTOTOBKM HOPMATUBHBIX IPABOBBIX aKTOB (helepalibHbIX OPraHOB HCIOIHUTEIbHON
BJJACTU W MX TOCYJApCTBEHHON pETrUCTpallM, YTBEPKIACHHBIX IMOCTAHOBICHUEM
IIpaButensctBa Poccuiickoit ®enepaunun ot 13 aBrycra 1997 r. Ne 1009, nucema
denepanbHbIX OPraHOB UCIIOJTHUTEIILHON BJIIACTH HE SBJISFOTCS HOPMATUBHBIMU IPABOBBIMU
aktamu. [IucekmMa MunnpomTopra Poccnu u €ro CTpyKTypHBIX ITOAPA3ACICHUNA, B KOTOPBIX
Pa3bICHSAIOTCA BONPOCHl MPUMEHEHUS HOPMATUBHBIX MPABOBBIX AaKTOB, HE COJEpKat
MPaBOBBIX HOPM, HE HAIPaBJICHbl Ha YCTAHOBJICHUE, U3MEHEHUE WM OTMEHY IMPaBOBBIX
HOpM, a COJep’Kalluecss B HUX pa3bsICHEHUS HE MOTYT pacCMaTpUBAaThCi B KayecTBE
o011e00s3aTeNbHBIX TOCYJApPCTBEHHBIX MPEANUCAHUI TOCTOSHHOTO WM BPEMEHHOIO

XapakTepa.

C yBaxxeHHEM,

3aMecTUTENb TUPEKTOpa
JlenaptamenTa pa3BuTus hapMaleBTUUECKOU
U MEJUIIMHCKON MPOMBIIIIICHHOCTH I\ geneer  Borywer nonrvcar O.I'. KpaBnoBa
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