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Ha Ne oT

O paccmoTpeHun oOpalleHus
YBaxxaembi Anexkcert Anexkcanaposud!

B cootBercTtBuuM ¢ PenepanbHbiM 3akOHOM OT 2 Mast 2006 r. Ne 59-@3 «O nopsiake
paccMoTpeHust obOpaieHnii rpaxkaan Poccuiickoit @enepanun» JlemapramMeHT pa3BUTHS
dapmaneBTUYECKOH U MEAMIIMHCKOM MIpOMbIIUIeHHOCTH Munnpomropra Poccuun
(mamee — J[lemapTameHT) B mpenenax KOMIETEHIIMM paccMoTpen Bamie oOpaienue
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 mpeaoCcTaBICHUI0 HAIIMOHAIBLHOTO PEKUMA
IPU OCYIIECTBIECHUHU 3aKyMOK TOBAPOB, pabOT, YCIYT JUIsl 00eCreYeHUs TOCYJapCTBEHHBIX
U MYHULIMOAIBHBIX HYXJ, 3aKylNOK TOBapOB, padOT, YCIyr OTIEIbHBIMU BHUAaAMU
ropunuueckux juiy (nanee — [locranoBnenue No 1875) B OTHOIIEHUM JIEKAPCTBEHHBIX
penapaTroB U COOOIAET CleayoIIee.

B uactu Bompoca 1 OO6paiieHuss oTMeuyaercs, 4yTo MO MHeHUIo JlemaprameHTa,
B CJIy4yae NPUMEHEHUS MEPbI MOAAECPKKN OT€UECTBEHHBIX TPOU3BOINUTEIEH JIEKAPCTBEHHBIX
CPEICTB, NPEIyCMOTPEHHON NOANYHKTOM «y'» mnyHkra 4 Ilocranosnenus Ne 1875,
KOTOPBIN BCTymaeT B cuity ¢ 1 gexadps 2026 T., MIOMUMO MPeyCMOTPEHHOTO MyHKTOM |
[ToctanoBnenust Ne 1875 orpaHnyeHuss U IPEeTyCMOTPEHHOIO MOAITYHKTOM «y» IyHKTa 4
NPEUMYIIECTBA, TaKXXe MPUMEHsETCS MpenycMoTpeHHoe nyHkToM | IlocranoBneHus

Ne 1875 nmpeumytiectBo, 4to 006pazyeT 30-MpOIEHTHOE IIEHOBOE MPEUMYILECTBO.
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[Ipu sToM cornacHo nyHkTy 1 [Tonoxenus o Munncrepcrse puHancoB Poccuiickoit
Oenepannu, yTBEPKIACHHOTO NMocTaHoBIeHUMEM lIpaBurenscrBa Poccuiickon ®enepauuu
or 30 wurons 2004 r. No 329, Mundun Poccum sBmsiercs ¢enepaibHbIM OpraHOM
UCIIOJIHUTEIFHOM BJIACTH, OCYIIECTBISIOMNUM (PYHKIIMU MO BBIPAOOTKE TOCYAapCTBEHHOU
MOJIMTUKK W HOPMATHUBHO-TIPABOBOMY PpETryJHMpPOBaHUIO, B TOM 4Yucie B cdepe
OCYIIECTBJICHUS 3aKYNOK TOBapoOB, pabOT, YCIOyr Juis OOecHeueHHus: rocyAapCTBEHHBIX
U MYHULIUNAIbHBIX HYX]I.

B cBm3u c uem pekomeHayem 1o Bompocy 1 OOpameHus oOpamarbes
B Mun¢un Poccun.

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

1) 3asBka Ha Yy4yacTHe B 3aKylKE COJEpPKUT TNPEIVIOKEHHE O TIOCTaBKE
JIEKapCTBEHHOT'O Mpernapara, BCe CTaJuu MPOU3BOACTBA KOTOPOro (B TOM YHUCIE CHUHTE3
MOJIEKYJIbI IEUCTBYIOIIETO BEMIECTBA MPU MPOU3BOCTBE (hapMaIleBTUUECKUX CyOCTAHIIHI)
OCYIIECTBIISIOTCS CYOBEKTOM (CYyOBEKTaMU) ACSATEIBHOCTA B c(epe MPOMBINTUICHHOCTH
(mpousBoauTeneM  (IPOU3BOJUTENSIMH) HAa TEPPUTOPHUSX TOCYJApCTB - YJICHOB
EBpa3uiickoro 53kKOHOMHYECKOTO COI03a;

2) Ha oduuuaibHOM caiTe MMHHCTEpCTBA MPOMBILIUIEHHOCTH M TOPrOBIU
Poccuiickoii denepaiuun B MHPOPMALMOHHO-TEIEKOMMYHUKAIIMOHHON ceTu «HTepHeT»
pa3MelieHa uHpoOpMals HE MEHee 4eM 00 OJHOW MPOU3BEAECHHON TaKUM CYOBEKTOM
(cyObekTaMu)  JAESITENbHOCTH B cdepe  MPOMBIIUIEHHOCTH  (IIPOU3BOAMUTENEM
(IpoW3BOAUTENSIMUA) CEPUU TAKOrO JIEKAPCTBEHHOrO 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
YKCJIE CUHTE3 MOJIEKYJIbI IEHCTBYIOIIEr0 BEUIECTBA IPU IPOU3BOACTBE (PapMalieBTUUECKUX
cyOcTaHLMii) Ha TEPPUTOPUSIX TOCYIAPCTB - UiieHOB EBpa3uiickoro 3KOHOMUYECKOIr0 COr03a
MOJATBEPKIAEHbl C UCIHOJIb30BAHUEM TOCYJApPCTBEHHON WH(OOPMAIMOHHOW CHCTEMBbI
MOHHUTOPHUHTA 32 000POTOM TOBApOB, MOJICKAIUX 00s13aTEIHLHON MAPKUPOBKE CPEACTBAMU
uaeHTUGUKaMKM (nainee — uHOpMAIUs O CepUU JIEKapCTBEHHOTO CPEICTBa Ha CaiTe
Musnnpomropra Poccun).

[Tpu sTom ¢ 1 nexabps 2026 1. corinacHo MOAMYHKTY «B» yHKTa 3 [lTocTaHoBIeHUS

Ne 1875 nns moaTBepskJIeHHs] OCYIIECTBIEHUS BCEX CTAaIUM MPOU3BOJICTBA (B TOM UHCIIE



CHUHTE3a MOJICKYJIbl JEHCTBYIOIIErO BEIIECTBA IPU MPOU3BOJCTBE (PapMaleBTUUECKUX
cyOCTaHIIMI) JICKapCTBEHHOTO TIpernapaTta Ha TEPPUTOPUSIX TOCYJapCTB - YJICHOB
EBpa3zuiickoro SKOHOMHYECKOT'O COI03a B IEIAX TMOANYHKTOB «y» - «(}» mnyHkra 4
IToctanoBaenust Ne 1875:

BMECTO MH(OPMAIIUK B JIOKYMEHTOB, IIPEAYCMOTPEHHBIX MOAITYHKTOM «a» IMTyHKTa 3

[TocTanoBnennst Ne 1875, mubopmarueit, MOATBEPKIAOIICH CTpaHy MPOUCXOXKICHUS

TOBapa, SBJISIETCS HOMEP PEEeCTPOBOM 3alMCH M3 €BPA3UKMCKOTO PEeecTpa MPOMBIILICHHBIX
TOBapOB, cojiep)Kalied B TOM uwucie uHpopmaimioo He MeHee yeM o 100 Oannax,

IPUCBOCHHBIX 32 BBIMOJIHEHUE (OCBOEHUE) HAa TEppUTOpUH EBpazniickoro 3KOHOMUYECKOTO
COI03a COOTBETCTBYIOIIMX Orepanuid (YyCIoBUl), YCTAaHOBIEHHBIX MpaBoM EBpasuiickoro
SKOHOMMYECKOTO CO03a B OTHOILIECHHWH JIEKAPCTBEHHBIX IPENapaToB; HOMEP PEECTPOBOM
3allUCU U3 PEECTpa POCCUICKOW MPOMBINUIEHHON MPOAYKIMHU, COAEPKAIIEH B TOM YHCIIE
uHpopmaiio He MeHee yem o 100 Gannax, IPUCBOCHHBIX 32 COOTBETCTBUE TPEOOBAHUSM
K IPOMBIIUIEHHOW MPOAYKLWH, NMPEIBIBIAEMbIM B LENSAX €€ OTHECEHUS K POCCUUCKOU
NPOMBIIIJIEHHOW  MOPOJAYKIHMH, YCTAHOBJIEHHBIM mMocTaHoBjieHueM lIpaBurtenbcTBa
Poccuiickoit @enepauun ot 17 utong 2015 r. Ne 719 «O noarBepkaeHUU MPOU3BOACTBA
POCCHIICKOI MPOMBIILIEHHON NPOAYKIMU» B OTHOIIEHHUH JIEKAPCTBEHHBIX MPENapaTOB;
BMECTO MH(OpMALMU U JOKYMEHTOB, MPEIyCMOTPEHHBIX MOJINYHKTOM «0» IMyHKTa

3 IloctanoBnenust Ne 1875, undopmarineii, moaTBEpKAAOIIEH CTpaHy MPOUCXOKICHUS

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

IPUCBOEHHBIX 3a BBIIIOJHEHHUE (OCBOEHHUE) HA TeppUTOpun EBpa3uiickoro s5KOHOMUYECKOTO
COI03a COOTBETCTBYIOIIMUX Omepaiuil (yciIoBUil), yCTAaHOBJIEHHBIX MpaBoM EBpa3zuiickoro
SKOHOMMYECKOTO COX03a B OTHOLIEHUH JIEKAPCTBEHHBIX IIPENapaToB.

C y4eroM H3J10KEHHOTO B LIEJSAX MOJIYyYEHUs MEpbl NOAJIEPKKH, MPELYCMOTPEHHOM
noanyHkToM «y'» mynkra 4 IlocranoBnenus Ne 1875, He0OXOAMMO OJHOBPEMEHHO
HaJIMYME TOJATBEPXKIACHUS OCYIIECTBICHHUS BCEX CTaJMM IPOU3BOACTBA (B TOM YHCIIE
CHUHTE3a MOJIEKYJIbl JIEWCTBYIOIIETO BEIIECTBA IMpPH MPOU3BOJACTBE (hapMaleBTUUECKHUX
cyOcTaHIMif) JIEKapCTBEHHOTO Ipenapara B COOTBETCTBUHU C MOJAMYHKTOM «B» MyHKTa 3
[ToctanoBnenust Ne 1875 wu wuHdopManus o0 cepuu JIEKaPCTBEHHOTO CpPEICTBa
Ha caiite Munnipomropra Poccum.

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

nynkTa 10 [Tocranosienns Ne 1875 mosioxkeHus MOANYyHKTA «y'» nyHkra 4 ITocTaHOBIEHMs
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No 1875 npuMeHSAIOTCS TakKe MPHU OCYIIECTBICHUHU 3aKYIKH JIEKAPCTBEHHOIO Mpernapara,
yKa3aHHOro B ab3ale TpeThbeM NoAanmyHKTa «x» myHkTa 10 IloctanoBnenuss No 1875,
U3BEIIeHHE 00 OCYIIECTBIECHUU KOTOPOU pa3MeIleHO B €IMHON HHPOPMALIMOHHOMN cUcTeMe
U TpUTrjalieHue NPUHATh YYacTHE B KOTOPOW HAIpaBJIEHO JMOO KOHTPAKT (IIOTOBOD)
C €IMHCTBEHHBIM MOCTABIIMKOM (TIOAPSIAYUKOM, HCIIOJHUTENIEM) MHPH OCYIIECTBICHUU
KoTopo 3akimoueH mo 31 aBrycrta 2-ro roja IMociieé ToJa BKJIOYEHUS TaKOro
JIEKAPCTBEHHOI'O IIpenapara B IEPEYEHb CTPATETHMYECKM 3HAYMMBIX JIEKAPCTBEHHBIX
CpPEICTB, YTBEPKICHHBIM pacnopsbkeHrueM lIpaBurensctBa Poccuiickoit @enepanuu
ot 23 ampenst 2026 r. Ne 942-p, BKIIFOUUTENBHO.

BMecTe ¢ TeM MCXOIs M3 MOJOKEHUHN MOANMYyHKTa «y'» myHkra 4 ITocTaHOBIEHHS
Ne 1875 B cimywyae mpuUMEHEHHS MEpbl HOAJIEPKKH OTEUECTBEHHBIX IPOU3BOAUTEIECH
JIEKAPCTBEHHBIX CPEICTB, MPEAYCMOTPEHHOM MOAIYHKTOM «y'» myHKTa 4 ITocTaHOBIECHHS
Ne 1875, xotopsiit Bctymaer B cuity ¢ 1 gexabpst 2026 r., TOMUMO TPETyCMOTPEHHOTO
nyHKTOM | [TocranoBnenust Ne 1875 orpannyeHust ¥ IpeayCMOTPEHHOTO MOAIYHKTOM «Y»
NyHKTa 4 [OpeuMyllecTBa, TakKe MPUMEHSIETCS NPEAYCMOTPEHHOE MyHKTOM 1
[Tocranosnenust Ne 1875 npeumymiectso.

C y4YeroM WM3I0KEHHOTO TpPH  BBIIOJIHEHWN YCIOBHM, NIPELYCMOTPEHHBIX
noanyHKToM «y'» mynkra 4 ITocranosienus Ne 1875, mpu OCYIIECTBIECHHH 3aKyIKH
JIEKApCTBEHHOT'O Tperapara, YKa3aHHOro B a03aile TpPeTheM MOJAMYHKTa <ok» MmyHkTa 10
[TocranoBnenuss Ne 1875, usBenieHrue 006 OCyIIECTBICHUH KOTOPOH pa3MEICHO B €IUHON
UH(OPMAITMOHHON CUCTEME U MTPUTJIAIIICHUE MTPUHSAThH Y4acTHe B KOTOPOM HAIIPABJIEHO JTUO0
KOHTPAKT (JIOTOBOP) C E€AMHCTBEHHBIM IOCTABIIMKOM (TIOAPSTIMKOM, HCIIOTHUTEIIEM)
IIPU OCYIIECTBIECHUH KOTOPOM 3aKit04eH 1o 31 aBrycra 2-ro roga mocie rojia BKIIOUYEHUs
TaKOro JICKAPCTBEHHOT'O IIpenapara B epeyeHb CTPATErnYECKH 3HAYMMBbIX JIEKAPCTBEHHBIX
CpPEICTB, YTBEPXKACHHBIM pacnopsikeHrueM lIpaBurensctBa Poccuiickoit ®Penepanuu
ot 23 anpens 2026 r. Ne 942-p, npuMeHAIOTCA NPEAYCMOTPEHHOE KaK MOJIYHKTOM «Y»
nyHkra 4 ITocranoienus Ne 1875, Tak ¥ NOANYHKTOM «y'» nmyHKTOM 4 TTocTaHOBICHUS
No 1875 npeumyuiectso.

IIpy »TOM mONOXEHUS MOMAMYHKTa «y» TmiyHkTa 4 IloctanoBienuss Ne 1875
paclpoCTpaHsAIOTCS Ha 3aKyNKA YyKa3aHHbIX B mno3uuuu 433 mnpuwioxenus Ne 2
Kk IloctanoBinenuto Ne 1875 nekapcTBEHHBIX NpenapaToB, BKJIIOYEHHBIX B IEPEUYECHBb
KU3HEHHO HEOOXOJIMMBIX M BAXXKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB I MEIUITUHCKOTO

IIPUMEHEHMS, YTBEPKACHHBIN pacnopsbkenueM lIpasurensctBa Poccniickon @enepanun



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

Takum obpaszom, ¢ 1 gexabpst 2026 r. B ciiydyae HEIPUMEHEHUS MEP MOJICPKKH,
IPENYCMOTPEHHBIX TOANYHKTOM «y'» myHnkra 4 IloctanoBnenus Ne 1875, mosoxeHus
noAnyHkra «y» myHkta 4 IloctanoBnenuss Ne 1875 Ha nekapCTBEHHbIE MpEMApaTHI,
BKJIFOYEHHBIE B pa3fen | mepedHs CTpaTernuyeckd 3HAYUMBbIX JICKAPCTBEHHBIX CPEICTB,
YTBEPKIECHHOTO pacnopsKEHUEM [IpaBurenscTBa Poccuiickon Oenepanuu
ot 23 ampenst 2026 r. Ne 942-p, He pacnipOCTPaHSAIOTCS.

OpHoBpeMeHHO oOpallaeM BHUMaHHUE, YTO B COOTBETCTBUHU C MyHKTOM 2 IlpaBun
MOJTOTOBKM HOPMATUBHBIX IPABOBBIX aKTOB (helepalibHbIX OPraHOB HCIIOIHUTEIbHOU
BJJACTU W MX TOCYJApCTBEHHOM pETrUCTpallM, YTBEPKIACHHBIX IMOCTAHOBICHUEM
IIpaButensctBa Poccuiickoit ®enepaunu ot 13 aBrycra 1997 r. Ne 1009, nucema
denepanbHbIX OPraHOB UCIIOTHUTEIILHON BIIACTH HE SBJISTFOTCS HOPMATUBHBIMU IMPABOBBIMU
aktamu. [IucekMa MunnpomTopra Poccnu u €ro CTpyKTypHBIX ITOAPA3ACICHUN, B KOTOPBIX
Pa3bICHSAIOTCA BOMPOCHl MPUMEHEHUS HOPMATUBHBIX MPABOBBIX AaKTOB, HE COJEpKat
MPaBOBBIX HOPM, HE HAIpPaBJICHbl Ha YCTAHOBJICHUE, U3MEHEHUE WM OTMEHY IMPaBOBBIX
HOpM, a COJEp’Kalluecss B HUX pa3bsICHEHUS HE MOTYT pacCMaTpUBAThCi B KayecTBE
o011e00s3aTeNbHBIX TOCYJApPCTBEHHBIX MPEANUCAHUI MOCTOSHHOTO WM BPEMEHHOIO

XapakTepa.

C yBaxxeHHEM,

3aMecTUTENb TUPEKTOpa
JlenaptamenTa pa3BuTus hapMaleBTUYECKOU
U MEJUIIMHCKON MMPOMBIIIIICHHOCTH I\ o foxyuen o O.I'. KpasioBa
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