YTBEPX/IEHO

[Ipuka3s agupexropa
peciryOIMKaHCKOIO YHUTAPHOTO IPEANPUATHS
«llenTp axcnepTus
Y UCIIBITAHUU B 3paBOOXPAHECHUI
25.02.2026 Ne 47
(B penaxiuu ot 30.06.2026 Ne 179)

HevictByet ¢ 01.07.2026

IIpeiickypant Ne 6

HA MpPOBe/leHNe KOMILIeKCca NpeABapUTeIbHbIX TEXHHYeCKHUX padoT, CBA3aHHBIX C MPOBeAeHHeM
IKCIEPTHU3 JIsl MOATBEPKIEHHUS COOTBETCTBHUS CTPATEIrHYE€CKH BAKHBIX JIEKAPCTBEHHBIX
npenapaToB TPeOOBAHUAM 0€30MACHOCTH, I(PPEeKTUBHOCTH U KAYeCTBA, MPeAIIeCTBYIOIIHX
rocy1apCcTBeHHOI perucTpanuu (MOATBEPKICHUIO TOCY1APCTBEHHOI perucTpanumn) no
CTaHJAAPTHOI Npoueaype, YCJIOBHOM rocy1apcTBEHHOM perucTpaunu (MOATBEP:KIEHUI0 YCI0BHOM
roCy1apCTBEeHHOI perucTpamnumn), yCJOBHOI rocyJapCcTBEHHON perucTpanum J1js IKCTPEHHOI0
NPUMEHEHHS, TOCYIaPCTBEHHOM perucTpaunu (MoATBEPKASHUI0 rOCYyAapCTBEHHOI perucTpanumn) B
YIPOIIEHHOM MOPS/IKe, BHECEHUIO H3MEHEHHUI B PerHCTPANIMOHHBIE 10Che CTPAaTerH4ecKn BasKHbIX

JIEKAPCTBEHHBIX NMPeENnapaTon

No Eumnna Tapud 6e3 yuera
i HaumenoBanue pa6or (yciyr) H3MepeHH HAC, nonnapst
CIIA
Kommiekce npeaBapuTenbHbIX TEXHUYECKUX padoT, MPeAIIECTBYIOIIUX IOCy 1apCTBEHHON
1. pErucTpalnyy CTPaTeErn4ecky Ba)KHOTO JIEKAPCTBEHHOTO Mpenapara o CTaHIapTHON IpoLeaype
(YCII0BHOM TOCYAapCTBEHHOM PErUCTpalMy CTPATETMUYECKN BaXKHOTO JIEKApCTBEHHOI'O Ipernapara)
IIpoBencHue NEPBUYHOM DHKCHIEPTU3Bl JOKYMEHTOB IS
rOCyIapCTBEHHON PErucTpanuy CTPATErMYECKH Ba)KHOIO
1.1. | TekapcTBEHHOr0 Ipenapara IO CTaHAAPTHOW Ipolenype yciyra 240
(YCTIOBHO# TOCYIapCTBEHHOW PETUCTPAIIUU CTPATETHYCCKU
BaYKHOT'O JIEKAPCTBEHHOI'O IIpeTapara)
[IpoBenenue CIIeLIMATM3UPOBAaHHOMN AKCHEPTU3BI
JOKYMEHTOB  JJI1  TOCYyJapCTBEHHOW  PETrUCTpaluU
| 2, | CTPATETMHECKH BaXHOTO JIEKAPCTBEHHOrO Ipernapara Mo yeryra 7236
CTaHJApTHOM mpouenype (yCIOBHOW TOCYJapCTBEHHOMN
pPETUCTpallMM  CTPATErMYECKH Ba)KHOTO JIEKAPCTBEHHOTO
Ipernapara)
Kommiekc npeaBapuTeabHbIX TEXHUYECKUX padoT, MPeALIECTBYIOIINUX TOATBEPKACHUIO
) rOCy/apCTBEHHOW PETUCTPALIUU CTPATErMUECKH BaKHOTO JIEKAPCTBEHHOI'O IIperapara 1o
' CTaHAAPTHOU Tporenype (MOATBEPKICHUIO YCIOBHOM TOCYIapCTBEHHON PETUCTPAIlUN
CTpaTErMyeCKU BaKHOT'O JIEKAPCTBEHHOIO IIperapara)
[IpoBenenne mNEpBUYHON SKCHEPTU3BI JTOKYMEHTOB JJIst
MIOATBEPKICHUS rocy/1apCTBEHHOU perucrpanuun
5 1. | CTPATErHYECKN BakHOIO JIEKApCTBEHHOrO Nperapara mo yciayra 171
CTaHJApTHOM mpoueaype (NMOATBEPKICHUIO YCIOBHOMU
rOCyIapCTBEHHON PErucTpaluy CTPATErMYECKH Ba)KHOIO
JIEKapCTBEHHOI'O IIperapara)
IIpoBencnue CHeLUaTu3UPOBaHHON DKCIEPTU3BI
5o | AOKYMEHTOB UL  HOATBEPKIEHHS roCcyJapCTBEHHOMN yciyra 2857

peructpanu CTPATCrMYCCKHU BaXHOI'O JICKAPCTBCHHOI'O

npernapara no CTaHAAPTHOH mporenype (TIOATBEPIKICHHIO




YCJIIOBHOM I'OCYJAapCTBEHHON PETUCTpPALUU CTPATETUYECKU
Ba)KHOT'0 JIEKAPCTBEHHOI'O IIpenapara)

Kommuieke npeaBapuTenbHbIX TEXHUYECKUX padoT,

IPEIIECTBYIOUINX TOCYAAPCTBEHHON perucTpanuu

3. (mOATBEPKAECHUIO TOCYJApPCTBEHHOM pErucTparim) yciayra 2735

CTpaTErMuecKy BaKHOTO JIEKApCTBEHHOTO Ipenapara B
YIPOIIEHHOM NOPSIAKE

Kommuiekc npeaBapuTeabHbIX TEXHUYECKUX PadoT,
CBA3aHHLIX C ITPOBCACHUCM 3KCIICPTU3BI JOKYMCHTOB JI1
4. | YCIIOBHOH rOCyJapCTBEHHON PETHCTpAIlUU CTPATETUYECKU ycayra 913
Ba)KHOT'O JIEKAPCTBEHHOI'O Mpernapara 1jisi SKCTPEHHOT0

IPUMEHEHHUS

Kommieke npeaBapuTeIbHBIX TEXHUYECKUX paboT, MPEAIIECTBYIONINX BHECEHUIO H3MEHEHUI B
PETHCTPALIMOHHOE JOChE CTPATETHYECKH BAKHOTO JIEKAPCTBEHHOTO IIpenapara,
3apEruCTPUPOBAHHOIO 110 CTAHAPTHOM MPOLENYPE, YCIOBHO, B YIIPOLIEHHOM MOPSAIKE WIH
YCIJIOBHO [UIsl 9KCTPEHHOTO IPUMEHECHHUS

[IpoBenenne mNEpBUYHON SKCHEPTU3BI JTOKYMEHTOB JJIsI
BHCCCHU A U3MEHEHUHU B PETUCTPAIUOHHOC JOCBEC
CTpaTernyecKd Ba)KHOTO JIEKapCTBEHHOI'O Ipernapara,
3aperucTpUPOBAHHOTO IO  CTaHJAPTHOW  HIpoueaype,
YCJIOBHO, B YHIOPOHMICHHOM IMOPAAKEC WM YCJIOBHO [JIA
SKCTPEHHOT'0 NPUMEHEHUs

5.1. yciyra 226

[IpoBenenue CIIeLIMaTM3UPOBAaHHOMN AKCIEPTU3BI

AOKYMCHTOB JJISL BHCCCHUA N3MEHEHUHU B

€rUCTPALlMOHHOE OCb€  CTpPaTeTM4YEeCKH  Ba)KHOIO

5.2, | betuerpanl 8 P yeyra 1249
JIEKApCTBEHHOT'0 TperapaTra, 3aperucTpUpPOBAHHOTO IO

CTaHIApPTHOM MpOIenype, YCIOBHO, B YIPOIIEHHOM

MOPpAAKEC NJIK YCJIOBHO JJISI SKCTPCHHOI'O NPUMCHCHUS

[Ipumeuanue:

1. Tapudsl HacTosIIero MpelicKypaHTa OEHCTBYIOT Ha TeppuTopun PecnyOnuku bemapycs u
pacrpoCTpaHsIOTCS Ha YCIYTH IO TPOBEACHHIO KOMIUIEKCA IPEIBAPUTEIbHBIX TEXHHUYECKUX padoT,
CBS3aHHBIX C IIPOBEJCHHEM OKCIEPTH3 MAJIs IOATBEPKICHUS COOTBETCTBMSI CTPATETMUYECKH Ba)KHOTO
JICKapCTBEHHOTO TperapaTta TpeboBaHusM Oe3omacHOCTH, d(dexTuBHOCTH U KadecTBa, (manmee - KIITP),
MPEIIIECTBYIOIUX TOCYJapCTBEHHON perucTpauuu (MOATBEPKIEHUIO TOCYAapCTBEHHOM perucTpanuu) mno
CTAaHJAPTHOW TIPOIEAYyPE, VYCIOBHOM TOCYJApCTBEHHON perucTpanuu (MOATBEPKACHUIO YCIOBHON
rOCy/IapCTBEHHOW  pEerucTpaiuu), YCJIOBHON TOCYIapCTBEHHOW pETUCTpallMd s  SKCTPEHHOIO
NPUMEHEHHUS, TOCYAapCTBEHHOM perucrpanuu (MOATBEPKICHUIO TOCYJapCTBEHHOW perucrpanum) B
YIOPOILIEHHOM TMOPSJAKE, BHECEHUIO W3MEHEHUH B PETUCTPALMOHHBIE JOChE CTPATETMYECKH BayKHBIX
JICKapCTBEHHBIX MPENapaToB, OCYIIECTBIAEMBIX PECIyOJMKaHCKUM YHUTapHBIM mpeanpustueM «LleHTp
AKCIEPTU3 U UCIIBITAHUN B 3IpaBOOXPAHEHUI.

2. CTOMMOCTD YCIIyT MO HACTOSIEMY MPEHCKYpaHTy MEePECYUTHIBACTCS B BHIOPAHHOM IS OIIaThI
BAIOTE TUIaTeXka 1o Kypcy HammonansHoro 6anka PecnyOnuku benapych Ha naTy cocTaBiieHHs! JOTOBOpa
Ha OKa3aHHUEe YCIyT.

3. CTouMOCTh XUMHUYECKHX, TOKCHUKOJIOTMYECKUX, KIMHUYECKUX (MEIUIMHCKUX) HCIBITAaHUM,
OMOSKBUBAJICHTHBIX W MHBIX UCCIIEOBaHUM, MaTepHaIOB, BCIIOMOTATENbHBIX Pa0OT U yCIIyT, HEOOXOIMMBIX
mns mpoeaerus  KIITP, mpenmecTByromux TOCyAapCTBEHHOW — perucTparuu  (TOATBEPIKICHUIO
rOCy/IapCTBEHHOW PETUCTPALMK) 1O CTaHAAPTHOM NPOLEAYpPE, YCIOBHOW IOCYIapCTBEHHOW PETUCTpaluu
(MOATBEP>KACHUIO YCIOBHOM TOCy/lapCTBEHHOW PErHCTpallli), YCIOBHON roCcylapCTBEHHOW perucTpanuu
JUIE SKCTPEHHOTO TPHMEHEHHs, TOCyIapCTBEHHOW perucTpanuu (MOATBEPKICHHIO TOCYIapCTBEHHOM
perucTpanym) B yIpOLUIEHHOM IOPSAJKE, BHECEHUIO U3MEHEHUI B PErMCTPALMOHHOE J10ChE CTPATErMUECKU



BaXHOTO JIEKAPCTBEHHOTO TIpermapaTa, OIUIAYMBAETCS 3asBUTEIEM JIOMOJHUTEIHLHO 1O Tapudam,
YTBEPKACHHBIM B YCTAHOBIICHHOM IOPSI/IKE, B COOTBETCTBUU C XapaKTEPUCTUKAMU PaboT.

4. T'ocynapcTBeHHasl MONUIMHA B PecmyOnukaHCKUi OrO/KET 3a roCyJapCTBEHHYIO PETUCTPAIUIO
(moATBEpXKACHHWE  TOCYNApCTBEHHOM  pEerucTpalM) IO  CTaHJApTHOM  MpOLEAype,  YCIOBHYIO
rOCY/IapCTBEHHYIO PETUCTpalrIo (MOATBEPKACHHUE YCIOBHOM rOCYAapCTBEHHOM PETUCTpAIlUU), YCIOBHYIO
FOCYJAapCTBEHHYIO PErUCTPALMI0 I 3KCTPEHHOTO NPUMEHEHUs, TIOCYJapCTBEHHYIO pPETHUCTPALUIO
(moATBepkKACHUE TOCYJapCTBEHHON PErucTpaluy) B YIPOIIEHHOM MOPSAKE B3UMAETCs AOMOJHUTENBHO B
MOPSJIKE U B COOTBETCTBUH C JCHCTBYIOIIUM 3aKOHOAaTenbcTBOM PecnyOmnnku benapych.

5.1lo 3asgBiIeHHMIO 3asBUTENA OKCHEpTH3a JOKYMEHTOB JUIsI BHECEHMS HM3MEHEHHMHM B
PETUCTPALIMOHHOE JJOChE CTPAaTErMUeCKH Ba)KHOI'O JIEKApCTBEHHOI'O INpemnapara no nyHkrtam 4.2, 4.3, 4.5,
4.8,4.9,4.10,4.11,4.13,4.16, 4.18, 4.19, 4.20, 4.21, 4.24 npunoxenus 1 x noctaHoBiIeHUI0O MUHUCTEPCTBA
3npaBooxpanenust PecryOmuku benmapycs ot 21.12.2021 Ne 126 «O mepedyHe CTpaTernyecKH BaXKHBIX
JICKapPCTBEHHBIX TPENapaToB M KOMIUIEKCE MPEIBAPUTEIbHBIX TEXHHUYECKUX PabOT, MPEIIIeCTBYIONIUX HX
rOCYJapCTBEHHON PErucTpalm», MOXKET OCYIIECTBIATHCA MO yCKOpeHHOU nponeaype. [Ipu nposenennn
YCKOPEHHOM SKCIepTH3bl JOKYMEHTOB MpU B3MMAHUM IUIaThl K TapudaM IyHKTa S5 HaCTOSILEro
npeickypaHTa npuMeHsieTcs: KodhpumueHt 2.

6. Ilo 3asBneHHI0 3asABUTENS O HEOOXOAMMOCTH YCTPAaHEHHS TOJbKO TEXHUYECKHX OIIMOOK
(one4arok) Ipu BHECEHUU U3MEHEHHUN B PErMCTPAL[MOHHOE 10ChE CTPATETMUECKU BaYKHOTO JIEKAPCTBEHHOTO
mpemapara, B CIydasx He TpeOymOIUX TMPEACTAaBICHUS IaKeTa JOKYMEHTOB B COOTBETCTBHH C
3akoHo/aTenbCcTBOM PecmyOnuku bemapych, B3umaercs ruiata B pasmepe 50 % ot tapuda mynkra 5
HACTOSAILETO MIPEUCKYPAHTA.

7. 1lo pacnopstkeHuto MuHHCTEpCTBa 3ApaBooxXpaHeHus Pecnybnmuku bemapycs mpoBeneHme
KIITP, mnpenmecTByOMUX TOCYAapCTBEHHOW perucTpanuud  (MOATBEPKICHUIO  TOCYJIapCTBEHHON
perucTpanum) mo CTaHIapTHOM Mpoleaype, YCIOBHON TroOCyJapCTBEHHOM peructpanuu (IOoATBEpPKICHUIO
YCIIOBHOM TOCYJIapCTBEHHOW PErHCTpPAllMH), YCIOBHOW TOCYJIApCTBEHHOW PETHCTpAIlU JIJIsi SKCTPEHHOTO
IPUMEHEHHUS, TOCYAApCTBEHHOM perucrpauuu (MOATBEPKICHUIO T'OCYJapCTBEHHOW perucrpanuv) B
YIPOIIEHHOM THOpPSJKE, BHECEHUI0 HM3MEHEHMH B PETHMCTPALlMOHHOE JO0ChE CTPATETMYECKH BaXKHOIO
JICKapCTBEHHOTO TIperapara, OCYIIECTBISEMBIX PECIYOIMKAHCKUM YHUTapHBIM mnpeanpustueM «LleHTp
AKCIIEPTHU3 M UCIHBITAHUN B 3PABOOXPAHEHUN», OTHAEIbHBIX HAWUMEHOBAHMM CTPATErMUYECKH Ba)KHBIX
JIEKapCTBEHHBIX MIPENapaToB MOXKET MPOU3BOIUTELCS 0€3 B3UMaHUS IIATHI.

8. B ciygae HEOOXOIUMOCTH BHECEHHUS M3MECHEHUN B PErHCTPAIIMOHHOE JIOChE CTPATETUUYECKH
BKHOTO JICKAPCTBEHHOTO Tpernapara ToiabKo B yacTu u3MeHeHus B OXJIII u nucTke-BKIaapIne CBEACHUM
00 opranuzanuu Ha TeppuTopun PecmyOmuku bemapych, B KOTOpyIO HEOOXOIMMO COOOIIATh O JTFOOBIX
MOJI03PEBACMBIX  HEXKEJIATEIbHBIX  pEeaKIUsAX JIeKapCTBEeHHoro mpemnapata, (pasmen OXJII «4.8.
Hexenarenbuble peakuuu. CooOIIeHHE O M0JI03PEBAEMBIX HEKETATENbHBIX PEaKIHMsIX» M pa3JieN JIMCTKa-
BKIajpima «CooOIeHNne O HeXeNaTeNbHBIX PeaKIHsIX») B3uMaeTcs miata B pazmepe 4 % oT tapudos,
IPEyCMOTPEHHBIX MOAIYHKTaMU 5.1 1 5.2 HacTOALIET0 NpelCKypaHTa.



