YTBEPX/IEHO

[Ipuka3 nupexropa

pecryOIMKaHCKOTO YHUTAPHOTO MPEAIPUSTHS
«LlenTp skcnepTus

Y UCIIBITAaHUH B 3/[paBOOXPAHEHUN»
25.02.2026 Ne 47

(metictByer ¢ 11.03.2026)

IIpeiickypanT Ne §

HA NPOBeJleHNe KOMILIEKCA NPeABapUTEJbHBIX TEXHHYECKHUX PadoT, CBI3AHHBIX C POBeAeHUEM
JIKCIEPTH3 ISl OATBEPKACHUS COOTBETCTBHUA CTPATErn4eCcKM BaKHBIX JIEKAPCTBEHHBIX MPeNapaToB
TpeOoBaHUAM 0€30NMaCHOCTH, 3(P(PEeKTHBHOCTH H Ka4eCTBa, NPeIIIecTBYOIIHNX F0CyAapCTBeHHOM
perucTpanuu (MOATBEPKACHUIO TOCYAAPCTBEHHO perucTpanuu) no CTaHIapTHON nmpoueaype,
YCJIOBHOM rocy1apCcTBEHHOH perucTpanuy (MOATBEPKICHHI0 YCI0BHOM rocy1apCcTBeHHOM
perucTpamnmu), yCJOBHOM rocy1apCTBEHHOI perucTpanuu 1Js IKCTPEHHOr0 NPUMeHeHusl,
roCy/1apCTBEeHHOM perucTpanuu (MOATBEPKICHUI0 TOCYy1apPCTBEHHOM perncTpannm)

B YIIPOLLICHHOM IOPsiAKe, BHECEHUI0 M3MEHEHHMI B PerucTpalMOHHbIE 10Che
CTpPaTern4eckK BaKHbIX JEKAPCTBEHHBIX MPeNnapaToB

No Enuauna Tapud 6e3 yuera
wn HanmenoBanwue paboT (yciyr) R HJIC, 6ex1.pyo.

Komruiekc npeaBaputenbHbIX TEXHUYECKUX PadOoT, MPEIIeCTBYIOIUX FOCYAapCTBEHHOM
1 pErucTpalyy CTPaTeErn4ecKy Ba)KHOTO JIEKAPCTBEHHOTO Mpenapara o CTaHIapTHON IpoLeaype
(YC1OBHOM rocyJapCTBEHHOM perucTpanuy cTpaTernyecky BayKHOTO JIEKApCTBEHHOTO Tperapara)

[IpoBencHUEe NEPBUYHOM IKCHIEPTU3BI JOKYMEHTOB JUIS
rOCyIapCTBEHHON PETHUCTPAallUU CTPATETUYECKU BAKHOTO
1.1 | nexapcTBEHHOro Inpemnapara IO CTaHJApTHOH Hpolenype yciayra 356
(YCTIOBHO#M TOCYIapCTBEHHOUW PETHCTPALUUA CTPATETHUECKH
BaYKHOTO JIEKAPCTBEHHOI'O IIpernapara)

IIpoBencnue CHeLUaIu3upOBaHHON DKCIEPTU3BI
JOKYMEHTOB  JUIi  TOCYJapCTBEHHOM  pPErucTparnuu
CTpaTErMuecKd Ba)KHOTO JIEKAPCTBEHHOI'O IIpernapara IIo
CTaHAapTHOW Tporuenype (yCIOBHOW TOCYAapCTBEHHOM
pEerucTpaliMi CTPATErMUYECKU Ba)XHOI'O JIEKAPCTBEHHOI'O
npenapara)

1.2 ycayra 10720

Kommieke npeaBapuTeIbHBIX TEXHUYECKUX padoT, MPEAIIECTBYIOMINX MTOATBEPKACHUIO
rOCyAapCTBEHHOW PETUCTPALMU CTPATErMYECKH BaKHOTO JIEKAPCTBEHHOIO IIperapara 1o
CTaHJapTHOH Mpoueaype (MOATBEP)KACHUIO YCIOBHON IOCYAapCTBEHHON pEerucTpalun
CTpaTErMueCcKU BaXKHOT'O JIEKAPCTBEHHOT'O Mpenapara)

[IpoBencHUEe NEPBUYHOM IKCIEPTU3bI JOKYMEHTOB JUIS
MTOATBEPKICHUS roCyIapCTBEHHOU perucrpanuu
CTpaTErMYecKu Ba)KHOTO JIEKAPCTBEHHOI'O IIpernapara IIo yeiyra
CTaHAApTHOW Tmporeaype (TMOATBEPKIACHUIO YCIOBHOM
rOCy/IapCTBEHHOW PErMCTpallUi CTPATETHYECKU BaKHOT'O
JIEKapCTBEHHOTI'0 Mpenapara)

2.1 254

[IpoBenenue CIIeLIMATM3UPOBAaHHOMN AKCHEPTU3BI
JOKYMEHTOB  JUI1 IIOATBEPKIACHUA  TOCYJapCTBEHHOMU
perucTpaly CTPATErHuYecKd Ba)XHOTO JIEKApCTBEHHOT'O yciyra 4233
mpermapara Mo CTaHAApTHOW Tporeaype (MOATBEPKIACHHIO
YCIOBHOW TOCYAapCTBEHHOM PETHCTpAIlMy CTPATETHYECKU
Ba)KHOT'O JIEKAPCTBEHHOI'O Mpernapara)

2.2




Kommuieke npeaBapuTenbHbIX TEXHUYECKUX padoT,

IPEIIECTBYIOUINX TOCYAAPCTBEHHON perucTpanuu

3 (mOATBEPKAECHUIO TOCYJAPCTBEHHOM pErucTparym) yciyra 4053

CTpaTErMuecKy BaKHOTO JIEKApCTBEHHOTO Ipenapara B
YIPOIIEHHOM MOPSIAKE

Kommuiekc npeaBapuTeabHbIX TEXHUYECKUX PadoT,
CBA3aHHLIX C ITPOBCACHUCM 3KCIICPTU3BI JOKYMCHTOB JIs1
4 YCJIOBHOM TOCYIApCTBEHHOW PETUCTPALUH CTPATETHUYECKU ycayra 1353
Ba)KHOT'O JIEKAPCTBEHHOI'O Mpernapara it SKCTPEHHOT0

IPUMEHEHHUS

Kommuieke npeaBapuTenbHbIX TEXHUYECKUX paboT, IPEAECTBYIONIMX BHECEHUIO M3MEHEHUH B
PETHCTPALIMOHHOE JOChE CTPATETHYECKH BAKHOTO JIEKAPCTBEHHOTO IIpenapara,
3apEruCTPUPOBAHHOIO 10 CTAaHAAPTHOMU MIPOLIENYPE, YCIOBHO, B YIIPOLIEHHOM IOPAIKE WIN YCIOBHO
JUIsL SKCTPEHHOTO TPUMEHEHHUS

[IpoBencHUE NEPBUYHOM DKCHIEPTU3BI JOKYMEHTOB JUIS
BHECEHUS W3MEHEHHH B  PErMCTPAllMOHHOE  JIOChE
CTPATETMYECKH BAXKHOIO JIEKAPCTBEHHOIO IIpernapara,
3apErHCTPUPOBAHHOIO IO  CTAaHAAPTHOM  IpoLenype,
YCJIOBHO, B YIPOLIEHHOM IIOPSIAKE WU YCJIOBHO JUIS
HKCTPEHHOIO0 NPUMEHEHUS

5.1 yciyra 335

IIpoBencuue CHeLUaTu3UPOBaHHON DKCIEPTU3BI
JOKYMEHTOB ISl BHECEHHSI N3MEHEHUH B PErMCTPAllUOHHOE
JOCBE CTPATETNYECKH BaXKHOT'O JIEKAPCTBEHHOTO IIpernapara,
3apErHCTPUPOBAHHOIO IO  CTAaHAAPTHOM  IpoLenype,
YCJIOBHO, B YIPOLIEHHOM IIOPSAKE WU YCJIOBHO JUIS
HKCTPEHHOIO0 NPUMEHEHHUS

5.2 yciyra 1851

[Ipumeuanue:

1. Tapudbl HacTOsIIET0 TPEUCKypaHTa NEHCTBYIOT Ha TeppuTopuu PecnyOonmku bemapych u
pachpoCTpaHsAIOTCS Ha YCIYTM IO MPOBEIACHHUIO KOMIUIEKCa MpPEIBapUTENIbHBIX TEXHUYECKUX padoT,
CBA3aHHBIX C IPOBEIACHUEM OHKCIEPTU3 Il NOATBEPKIACHUS COOTBETCTBUSA CTPATETMYECKH BaKHOTO
JICKapCTBEHHOTO TperapaTa TpeboBaHusM Oe3omacHOCTH, d(dexTuBHOCTH U KadecTBa, (manmee - KIITP),
MPEAIIECTBYIOMINX TOCYIaPCTBEHHON perucTpauuu (MOATBEPKACHUIO TOCYJaPCTBEHHON PEruCcTpaluu) 1o
CTaHJApTHOW TMpOLEAype, YCIOBHOM TOCYNAapCTBEHHOM perucTpanuu (MOATBEPXKACHUIO YCIOBHOU
roCyJJapCTBEHHOM perucTpaliu), yCaIoBHOM rocy1TapCTBEHHON perucTpaluu AJis SKCTPEHHOTIO MPUMEHEHUS,
TOCYy/IapCTBEHHOW perucTpanu (MOATBEPKIACHUIO TOCYJapCTBEHHOW PETUCTPAlMHM) B YIPOIICHHOM
MOPSIIKE, BHECEHHWIO W3MEHEHMI B PErMCTPAllMOHHBIE JOChE CTPATErMYECKH BaXKHBIX JIEKAPCTBEHHBIX
MPenapaToB, OCYIIECTBIIEMBIX PECIyOJIMKAaHCKUM YHUTapHbIM npennpustueM «LleHTp skcneptus u
UCIIBITAaHUH B 3/IpaBOOXPAHEHUN.

2. CTOMMOCTPD YCIIYT MO HACTOSIIEMY MPEHCKYPaHTy MEePECYUTHIBACTCS B BRIOPAHHOM MJIs OTUIATHI
BaJIIOTE IJIaTeka 1o Kypcy HammonansHoro 6anka PecriyOnuku benapych Ha naTy cocTaBieHHs JOTOBOpa Ha
OKa3aHUe yCIyT.

3. CTOUMOCTh XUMHMYECKUX, TOKCHUKOJIOTHYECKHX, KIMHUYCCKHX (MEIUIMHCKUX) HCIBITAHHUMH,
OMOSKBUBAJICHTHBIX W MHBIX UCCIICIOBAaHUI, MaTEPHAIIOB, BCIIOMOTATENBHBIX PA0OT U YCIIyT, HEOOXOIUMBIX
mns mpoeaenus  KIITP, mnpenmecTByromux TOCyAapCTBEHHOW — perucTparuu  (TOATBEPIKICHUIO
TOCYJIapCTBEHHON PETHUCTpAIlii) TI0 CTaHIAPTHOM MPOIEAYpPE, YCIOBHON TOCYNapCTBEHHOW PETHCTpAIlUU
(MOATBEPKACHUIO YCIOBHOW TOCYJApCTBEHHON PETUCTPAIlMU), YCIOBHON TOCYAapCTBEHHOM pPETHUCTpAIU
JUISL DKCTPEHHOTO MPHUMEHEHHUs, TOCYyAapCTBEHHOM perucrpanu (MOATBEPKICHUIO TOCYAapCTBEHHON
pPErucTpaly) B yIPOUIEHHOM MOPSIKE, BHECEHUIO U3MEHEHUHN B PErMCTPALIMOHHOE JOChE CTPATETUYECKU
BaXHOTO JIEKAPCTBEHHOTO TIpermapaTa, OIUIAYMBAETCS 3asBUTEIEM JIOMOTHUTENBLHO 1O Tapudam,
YTBEPKACHHBIM B YCTAHOBIICHHOM IOPSIIKE, B COOTBETCTBUU C XapaKTEPUCTUKAMU PaboT.



4. T'ocynapcTBeHHasl MONILIMHA B PecmyOnukaHCKUi OIO/KET 3a roCyIapCTBEHHYIO PETUCTPAIUIO
(moATBEp)KACHHWE  TOCYNApCTBEHHOM  pEerucTpali) IO  CTaHJApTHOM  MpOLEAype,  YCIOBHYIO
TOCYJTApPCTBEHHYIO PETUCTPAIIO (TIOATBEPKICHNUE YCIOBHOM TOCYJapCTBEHHON PErHCcTpanuu), YCIOBHYIO
TOCYJapCTBEHHYI0 PErUCTPALMI0 I DKCTPEHHOIO IIPUMEHEHUs, TIOCYJapCTBEHHYIO pPETUCTPaLUIO
(moaTBepKACHNE IOCYJapCTBEHHOM PETUCTpAalMK) B YHPOIIEHHOM IMOPSAKE B3MMAETCS JOMOJIHUTEIBHO B
HOpPSIIKE U B COOTBETCTBHM C IEHCTBYIOLINM 3aKOHOIATeNbCTBOM PecnyOnuku benapycs.

5.1Io 3agBimeHUIO 3asgBHUTENS DKCIEPTH3a [JOKYMEHTOB JUII BHECEHUS W3MEHEHMH B
PETUCTPALIMOHHOE I0ChE CTPATETMYECKH BaXKHOTO JIEKAPCTBEHHOTO MpenapaTa no nyHkram 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 npunoxenusi 1 Kk nocraHoBiIeHUIO MuHUCTEPCTBA
3npaBooxpanenust PecriyOmuku benmapycs ot 21.12.2021 Ne 126 «O mepedyHe CTpaTernYecKH BaXKHBIX
JIEKapCTBEHHBIX IPENapaToB U KOMIUIEKCE MPEIBAPUTENIbHBIX TEXHUYECKUX PAa0OT, MPEIIIECTBYIOUINX UX
rOCYJapCTBEHHON PErucTpaln», MOKET OCYILIECTBIATHCA IO YCKOpeHHOU npouexaype. IIpu nposenenun
YCKOPEHHOM SKCHEepTH3bl JOKYMEHTOB NpHU B3MMaHMM IUIATBl K TapudaM IMyHKTa 5 HaCTOSAIIErO
npeickypaHTa npuMeHsieTcs: KodhuiueHt 2.

6.1lo 3asgBiEHUIO 3asABUTENS O HEOOXOAMMOCTH YCTPAHEHHUS TOJbKO TEXHHYECKHX OIIMOOK
(oneuyaToK) IpY BHECEHUU M3MEHEHHUH B PETUCTPALIMOHHOE JOChE CTPATErMYECKH BaKHOTO JIEKApCTBEHHOTO
npenapara, B CilIy4asx He TpeOYyIoIMX MpeIcTaBlIeHUs IaKkeTa JOKYMEHTOB B COOTBETCTBUU C
3akoHo/aTeNnbCcTBOM PecmyOnuku bemapych, B3umaercs ruiata B pasmepe 50 % ot tapuda mynkra 5
HACTOSAILETO MPENCKYPAHTA.

7. Ilpu nposenenun KIITP, npeamecTByomux rocyJapcTBEHHON perucTpanuu (OATBEPKIACHUIO
rOCy/IapCTBEHHOW PETUCTPALMK) IO CTaHAAPTHOM NPOLEAYpE, YCIOBHOW IOCYIapCTBEHHOW PETUCTpaLuu
(MOATBEPKACHUIO YCIOBHOW TOCYJIApPCTBEHHON PETUCTPAIlMU), YCIOBHON TOCYAapCTBEHHOM pPErHUCTpaIliu
JUI SKCTPEHHOTO TPHMEHEHHs, TOCyIapCTBEHHOW perucTpanuu (IOATBEPKICHUIO TI'OCYIapCTBEHHOM
pErucTpaIym) B YIPOIIEHHOM HOpPsAKE, BHECEHUIO U3MEHEHUH B PErMCTPALIMOHHBIE JJOChE CTPATErMUECKU
Ba)XHOT'O JIEKAPCTBEHHOI'O IIpenapara 3apyOeKHOro IMPOU3BOJACTBA, NMPH B3UMAHMM IUIATBI K Tapudam,
IPEIyCMOTPEHHBIM HACTOSIIUM MPEHCKYpaHTOM, IpuMeHsieTcs Koddduuuenr 2.

8. ITo pacnopspxenuto MunncTepceTBa 3apaBooxpanenus Pecriyonmuku benapycs nposenenue KIITP,
IPEIUIECTBYIOIMX TOCYJaPCTBEHHON PETUCTpalny (IIOATBEP)KIEHUIO TOCYAApPCTBEHHOM perucTpanuu) mo
CTaHJAapTHOM TPOLEAYpE, YCIOBHONW TOCYJAapCTBEHHOM perucrpauuu (IOATBEP)KIEHUIO YCIOBHOM
roCyJJapCTBEHHOHN PErucTpanim), yCIOBHONW rOCYJApCTBEHHOM perucTpayy AJis 3KCTPEHHOTO IPUMEHEHUS,
rOCyJapCTBEHHOM perucrpauuu (MOATBEPXKICHUIO TOCYAApCTBEHHOW pPETUCTpalii) B YIPOLIEHHOM
NOPSIIKE, BHECEHHIO W3MEHEHUN B PETUCTPALMOHHOE JOCHE CTPATETMYECKM BaXXHOTO JIEKApPCTBEHHOIO
npenapara, OCYLIECTBISEMBIX pPeCIyOIMKaHCKMM YHUTapHbIM mnpeanpuatueM «LleHTp skcneptus u
UCIBITAHUN B 3paBOOXPAHEHUHN», OTIEIbHBIX HANMEHOBAHUM CTPAaTETMYECKN BaXXKHBIX JIEKAPCTBEHHBIX
IpenapaToB MOKET MPOU3BOAUTHCS 0€3 B3UMAHUS TUIATHI.



