YTBEPX/IEHO

[Tpuka3 nupexropa

pecnyOIMKaHCKOTO YHUTAPHOTO MPEAIPUSTHS
«LlenTp skcnepTus

Y UCIIBITAaHUH B 3/IpaBOOXPAHEHUN»
25.02.2026 Ne 47

(metictByer ¢ 11.03.2026)

IIpeiickypanTt Ne 6
HA NPOBeleHHEe KOMILIEKCA NMPeIBAPUTEIbHBIX TEXHHYECKHX PaldoT, CBA3aHHBIX C IIPOBEiCHHEM
IKCNEPTHU3 ISl MOATBEPKIEHHUS COOTBETCTBHUS CTPATEIrHYE€CKH BAKHBIX JIEKAPCTBEHHBIX
npenapaToB TPeOOBAHUAM 0€30MACHOCTH, I(PPEeKTUBHOCTH U KAYeCTBA, MPeAIIeCTBYIOIIHX
roCy1apCTBEHHOM perucTpanuu (MOATBEePKICHUI0 TOCYy1apPCTBEHHOM perncTpannm)

10 CTAHJAPTHON Mpouexaype, yCJI0BHOM rocy1apCcTBeHHOM perucrpanum (MoATBEPKIEHUI0 YCJIOBHOM
rocy/1apCTBEHHOM PerucTpanmm), yCJI0BHOM rocy1apcTBeHHON PerucTpanuy J1JIsi IKCTPEHHOT 0
NMPUMEHEHHS, TOCYIaPCTBEHHOM perucTpaunu (MOATBEPKACHUI0 rOCYAaAPCTBEHHOI perucTpamumn)
B YNIPOLIICHHOM NOPsiAKe, BHECCHHIO H3MEHEHHIl B perucTpanoHHbIe 10Che
CTPaTern4ecKy Ba’KHBIX JIEKAPCTBEHHBIX NPENapaTos

Tapug Oe3 yuera
H/C, nonnapsl
CIIA

Ne Eannuna
HaunmenoBanwue pabot (yciyr) S
n/n U3MEPEHUS

Kommuiekc npeaBapuTenbHbIX TEXHUUYECKUX padoT, IPEIIIECTBYIOUINX FOCY1apCTBEHHON
1 perucTpanyy CTpaTern4ecky Ba)KHOT'O JIEKAPCTBEHHOTO Npenapara o CTaHAapTHON IPOoLERype
(YcoBHOI rocyJapCTBEHHOM perucTpaiiy cTpaTerniecky BaXKHOTO JIEKApCTBEHHOTO Mpernapara)

[IpoBeneHue NEPBUYHOM HKCIEPTU3BI JOKYMEHTOB IS
TrOCYyapCTBEHHONW PErucTpalyy CTPATETHYECKH BaXKHOTO
1.1 | nexkapcTBEHHOro Ipenapara 10 CTaHAAPTHOM NpoLEaype yciyra 240
(YCTIOBHOM TrOCYJIapCTBEHHON PETUCTPAIIMN CTPATETHYCCKU
BaYKHOT'O JIEKAPCTBEHHOI'O Iperapara)

[IpoBenenue CIIeIMaTU3UPOBAHHON AKCIEPTHU3BI
JOKYMEHTOB Ui  TOCYJapCTBEHHOW  pErUCTpalyu
CTPAaTErM4ecKd Ba)KHOTO JIEKAPCTBEHHOI'O IIpernapara IIo
CTaHJApTHOM mpouenype (yCIOBHOM TIOCYIapCTBEHHON
perucTpany CTPATErMYECKH Ba)XHOTO JIEKAPCTBEHHOTO
npernapara)

1.2 yciyra 7236

Komruiekc npeaBapuTenbHbIX TEXHUYECKUX PadOT, MPEIIIECTBYIOIIUX TOATBEPKICHUIO
roCyJapCTBEHHOM pErucTpaly CTPATErHYeCKy BaKHOTO JIEKAPCTBEHHOIO Mpernapara 1mo
CTaHJApTHOU Tporeaype (MOATBEPKICHHUIO YCIOBHON TOCYIapCTBEHHOM PErHCTPAlUN
CTpaTernyecKy BaXXHOTO JIGKAPCTBEHHOT'O IIpenapara)

IIpoBeneHre MNEPBUYHON HKCHEPTU3BI TOKYMEHTOB A
MOATBEPKICHUS roCyAapCTBEHHOU perucrpanuu
CTpPaTerMYeCKH BAa)KHOI'O JIEKAPCTBEHHOI'O Mpernapara Io
CTaHJAapTHOH mpoueaype (IMOATBEPKIAEHUIO YCIOBHOM
rOCYJapCTBEHHON PErucTpallMi CTPATETMYECKH BAKHOIO
JIEKapCTBEHHOTI'0 Iperapara)

2.1 ycayra 171

[IpoBenenue CIIeIMaTU3UPOBAHHON AKCIEPTHU3BI
JOKYMEHTOB Ul IOATBEPXKICHUS TOCYAAPCTBEHHOU
perucTpanuy CTPATerHuyeckd BaKHOTO JIEKAPCTBEHHOTO
npenapara no CTaHJapTHOW mpouenype (MOATBEPKACHUIO
YCJIOBHOM TOCYIApCTBEHHOW PETHUCTPALMM CTPATErHYEeCKU
BaYKHOT'O JIEKAPCTBEHHOTI'O MIpenapara)

2.2 ycayra 2857




Kommekce npeaBapuTeIbHBIX TEXHUYECKUX paldoT,

IPEIIECTBYIOLINX TOCYAAPCTBEHHON perucTpanun

3 (MOATBEP>KACHUIO TOCYJAPCTBEHHOM PErUCTpaIiin) yciyra 2735

CTpaTErn4ecKy BaXKHOT'O JIEKapCTBEHHOT'O Ipernapara B
YIPOILIEHHOM HOPSAKE

Komriekc npeaBapuTenbHbIX TEXHUYECKUX paldoT,
CBA3aHHBIX C IMPOBCACHUCM SKCIICPTU3BI JOKYMCHTOB JJIs1
4 | yCIOBHOWM roCyIapCTBEHHOW PETrUCTPALMM CTPATETMUYECKU ycayra 913
Ba)KHOT'O JIEKaPCTBEHHOTI'O MIpenapara Jijisi SKCTPEHHOT 0

IPUMEHEHHUSI

Kommieke npeaBapuTenbHbIX TEXHUYECKUX paboT, IPEAIECTBYIONINX BHECEHUIO N3MEHEHUH B
PETUCTPALIMOHHOE JOChE CTPATErMYECKH BaYKHOTO JIEKAPCTBEHHOTO IIpenapara,
3aperucTpUPOBAHHOIO 110 CTAHIAPTHOM NPOLENYPE, YCIOBHO, B YIIPOLIEHHOM MOPSIKE WIH
YCIJIOBHO JUIsl KCTPEHHOTO IPUMEHECHUS

IIpoBeneHue NEPBUYHOM HKCIEPTU3BI JOKYMEHTOB IS
BHECEHUS M3MEHEHUH B  PETUCTPALIMOHHOE  JOCHE
CTPATETHYECKH BAXKHOI'O JIEKAPCTBEHHOI'O IIpenapara,
3apETUCTPUPOBAHHOIO 110  CTAHJAPTHOM  NPOLEAypE,
YCJIOBHO, B YIIPOIICHHOM MOPSAKE WIM YCIOBHO MJIA
9KCTPEHHOTI'O IPUMEHEHHUS

5.1 yciyra 226

IIpoBencHue CIEeLUAIN3UPOBAHHON JKCIEPTU3bI
JIOKYMEHTOB ISl BHECEHHSI U3MEHEHUN B PETHCTPALIMOHHOE
JIOCBE  CTPAaTE€rM4eCKH  BAXKHOIO  JICKAPCTBEHHOIO
mpenapara,  3aperHCTPUPOBAaHHOIO IO CTaHAAPTHOU
[IpOLIEAYyPE, YCIOBHO, B YIPOILIEHHOM IOPSAKE WU
YCIIOBHO JUIsl 9KCTPEHHOTO TPUMECHEHHUS

5.2 yciyra 1249

[Ipumeuanue:

1. Tapudbr HacTOsmEro MNpeHcKypaHTa ACHCTBYIOT Ha Tepputopun Pecnybnuku bemapych
U PACIPOCTPAHSIIOTCS Ha YCIYyTH IO MPOBEACHUIO KOMIUIEKCA IPEIBAPUTENbHBIX TEXHHUYECKUX paloT,
CBA3AHHBIX C IPOBEACHUEM DOKCHEPTU3 ISl MOATBEPKIAECHUS COOTBETCTBUSI CTPATETMYECKH BAXKHOTO
JIEKapCTBEHHOT'O TpemapaTa TpedoBaHUusIM 0e30macHOCTH, 3PPEKTUBHOCTH U KadecTBa, (nanee — KIITP),
IIPEILIECTBYIOIINX TOCYJaPCTBEHHOMN perucTpauuu (IOATBEPKICHUIO TOCY1apCTBEHHON PETUCTPALIMN) T10
CTaHJApTHOM TMpOLEAYpe, YCIOBHOM TOCYIapCTBEHHOH peructpanuu (MOATBEPKACHUIO YCIOBHOMN
rOCy/IJapCTBEHHON PETrUCTpalMM), YCIOBHOW TIOCYJApCTBEHHOM perucrpauuu g 3KCTPEHHOTO
MPUMEHEHHUSI, TOCYJIAapCTBEHHOM perucrpauuu (MOATBEPKICHUIO TOCYAapCTBEHHOM pPErucTpaiim)
B YIPOIIEHHOM MOPSAKE, BHECEHUIO W3MEHEHUW B PErUCTPALMOHHBIE JOCHE CTPATETUYECKH BaKHBIX
JIEKapCTBEHHBIX INPENapaToB, OCYIIECTBISEMBIX pecnyOIMKaHCKUM YHUTapHBIM npeanpusitueM «LleHTp
SKCIEPTU3 U UCNBITAHUN B 3JpaBOOXPAHEHUN.

2. CTOMMOCTPD YCIIYT MO HACTOSIIEMY MPEHCKYPaHTy MEePECYUTHIBACTCS B BRIOPAHHOM JJIs OTUIATHI
BaJIIOTE TUIaTexa mo kypcy HanmonansHoro 6anka PecnyOnuku benapych Ha 1aTy cocTaBiIeHHS JH0TOBOpa
Ha OKa3aHUe yCIyT.

3. CTOUMOCTh XUMHMYECKUX, TOKCHUKOJIOTHYECKHX, KIMHUYCCKHX (MEIUIIMHCKUX) HCIBITAHUM,
OMOSKBHUBAJICHTHBIX W MHBIX UCCIIEIOBAHUHN, MATEpUAJIOB, BCIIOMOTATEIBHBIX pa0OT U YCIIYT, HEOOXOAMMBIX
st npoBenenust  KIITP, mnpemmecTtByrommx rocyaapCTBEHHON peructpanuu  (OATBEPIKICHUIO
rOCyJIapCTBEHHOM PETUCTpAIK) MO CTaHIAPTHOU MPOIEAYPE, YCIOBHON TOCYIapCTBEHHON PETHCTpaAIlUN
(MOTBEPKACHUIO YCIOBHOM TOCYJIApPCTBEHHON PETHUCTpAIlH), YCIOBHOM TOCYIapCTBEHHON PETHCTPAlUN
JUIE 3KCTPEHHOTO TMPUMEHEHUs, T'OCYIapCTBEHHOM perucTpauuu (MOATBEPKIECHUIO TOCYyAapCTBEHHOM
pErucTpanyy) B yIpoIIEeHHOM MOPSAIKE, BHECEHUIO U3MEHEHUIN B PETUCTPALIMOHHOE J10ChE CTPATETUYECKU
BXHOTO JIEKAPCTBEHHOTO TMpemnapara, OIUIAuMBaeTCS 3asBUTENIEM JOMOJHUTEIBHO M0 Tapudam,
YTBEPKJICHHBIM B YCTAaHOBJICHHOM TOPSAKE, B COOTBETCTBUHU C XapaKTEPUCTUKAMH PaboOT.

4. T'ocynapcTBeHHasl MONULIMHA B PecmyOnukaHCKUi OIO/KET 3a rOCyJapCTBEHHYIO PETUCTPAIUIO
(moaTBEpKAEHHE TOCYNapCTBEHHOW  pEerucTpanuu) [0  CTaHAApTHOW  IpOLEAype, YCIOBHYIO



rOCy/IapCTBEHHYIO PETUCTPALMIO (IOATBEPIKIECHUE YCIOBHOW IOCYJapCTBEHHON PETUCTPALIMHN), YCIOBHYIO
rOCy/JapCTBEHHYIO PErucTpalyio Uil SKCTPEHHOIO IPUMEHEHMS, TOCYJapCTBEHHYI PETUCTPALIUIO
(moaTBEpPKAEHUE IOCYAAPCTBEHHOW PETUCTPALlMK) B YIPOLIEHHOM IOPSAJIKE B3UMAETCS JOMOIHUTEILHO
B MOPSJIKE U B COOTBETCTBHUU C JICHCTBYIOIINM 3aKOHOAATeIhCTBOM Pecrybnuku benapyce.

5.1lo 3asgBneHWI0  3aABUTENS]  DKCIEPTU3a  JOKYMEHTOB  JUII  BHECEHHS  W3MEHEHMM
B PETUCTPALIMOHHOE JOCKE CTPATETUUECKH BaXKHOIO JICKAPCTBEHHOIO IIpenapara 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 npunoxenus 1 K mocraHoBieHUI0 MUHUCTEPCTBA
3npaBooxpanenus PecryOmmku bemapycs ot 21.12.2021 Ne 126 «O mepedHe CTpaTerHYecKH BayKHBIX
JIEKapCTBEHHBIX MPENapaToB U KOMILUIEKCE MPEIBAPUTEIbHBIX TEXHUUECKUX padoT, MPEAIIECTBYIOMNX UX
roCy/1apCTBEHHON PETUCTPALMN», MOKET OCYIIECTBIATHCS 110 YCKOPEHHOH npouenype. Ilpu nposeaenun
YCKOPEHHOH JKCHEepTH3bl JOKYMEHTOB TIPpU B3UMAHUM IUIATBI K TapudaMm MMyHKTa 5 HACTOSIIETO
npercKypaHTa MpuMeHsieTcs KodQPUIUEHT 2.

6.Ilo 3asgBieHUIO 3asABUTENS O HEOOXOIMMOCTH YCTPAHEHHUsS TOJBKO TEXHUYECKUX OIIUOOK
(omevaTok) Mpu BHECEHUU U3MEHEHHI B PETUCTPALIMOHHOE 1I0ChE CTPATErMUECKH BaYKHOT'O JIEKAPCTBEHHOTO
mpemnapaTta, B Clydasgx He TpeOymoIMX TMpeACTaBIeHUs MaKeTa JOKYMEHTOB B COOTBETCTBUU C
3akoHoAaTrenscTBOM PecmyOnuku bemapych, B3umaercs minata B pasmepe 50 % ot tapuda myHkra 5
HACTOSIIETO MPEeHCKypaHTa.

7. Ilo pacnopspxkenuto MuHmcTepeTBa 3paBooxpanenus Pecrryonuku benapycs nposenenue KITTP,
IIPEALIECTBYIONINX TOCYJaPCTBEHHON perucTpauuu (IOATBEPKICHUIO TOCY1apCTBEHHON PETUCTPALIMN) T10
CTaHJApTHOM MpOLENYpe, YCIOBHOM TOCYAApCTBEHHOM pErucTpauuu (MOATBEPKACHUIO YCIOBHOU
rOCy/IJapCTBEHHON PETUCTpallMM), YCIOBHOW TIOCYJApCTBEHHOM perucrpauuu g 3KCTPEHHOTO
MPUMEHEHUSI, TOCYJapCTBEHHOW peructpauuu (TMOATBEPKICHUIO TOCYJAapCTBEHHON pErucTpaiumn)
B YIPOILEHHOM MOPSAKE, BHECEHUIO W3MEHEHUH B PErMCTPALlMOHHOE JOChE CTPATETMYECKH BAaKHOTO
JIEKapCTBEHHOI'0 Tpernapara, OCYIIECTBISIEMbIX PECIyOJIMKAaHCKUM YHUTapHbIM mpennpustueMm «LleHTp
JKCNEPTU3 U HCHOBITAHWW B 3JPaBOOXPAHEHHM», OTIEIbHBIX HAWUMEHOBAHMI CTPAaTErMYECKH BaKHBIX
JIEKapCTBEHHBIX MIPENapaTOB MOXKET MPOU3BOAUTHCS 0€3 B3MMaHUs IIATHI.



