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PVYIT «MuHuckass @apmanus» ¢ NHeJdbl0 onpejejieHHsl MNpeaesbHOM
CTOMMOCTH [UIS IIOCIEIYIOLIEro IPOBEJECHUs IPOLEAYPBl TOCYAapCTBEHHOM
3aKyNK{d B COOTBETCTBHHU CO CBOAHBIM I'OJIOBBIM IIJIAHOM 3aKYIIOK JIEKAPCTBEHHBIX
cpeficTB M JieueOHOro muTaHus MUHHCTEpCTBa 3/paBooXpaHeHMs Pecry6nuku
Benapyck Ha 2027 roa nNpocuT COOOIIUTH O BO3MOKHOCTHU IIOCTaBKHU CJIEIYIOIIMX
JIEKapCTBeHHBIX  IpenapaToB  (KaKk  3aperucTPUpPOBAaHHBIX, Tak M HE
3aperucTpUpoBaHHbIX B PecryOiuke benapycs):

Tabauna 1
O6Bem
MesxayHapo/IHOE HEMaTeHTOBAHHOEC HANMEHOBAHHE,
(KOITMYECTBO),
(opma BhITyCKa
el.
Konxunun tabnerku (tabnerku n/o) 0,5 Mr (3aperucTpupOBaHHbBINA
" 631 240
JIIT / ne3apeructpupoBannsiit JIIT)
W6anapoHoBas KMCIOTa p-p Ul B/B BBEACHHUS 3 MT 3 M
i " 4861
(3apeructpupoBanusii JII1 / nezaperucrpuponanusiii JIIT)
®enuroun tabnerku 100 mr, 117 Mr (3apeructpuposannsiii JIIT /
i 84 000
He3apeructpupoBanublit JIIT)
Jleonona+Kap6unona+Durakamnon Tabnerku n/o 150 Mr/37,5 mr/
s o 167 200
200 mr (3apeructpupoBannslii JII1 / HezapeructpupoBanusiii JIIT)
[lepuninazuu p-p st npuema BHyTpb 40 mr/min, (MJI)
o ., 362214
(3apeructpupoBannbliii JII1 / nesaperucrpuposannsiii JIIT)
Tpudnyonepaszun p-p s MHBEKIUH 2 Mr/Mi 1 mit
s - 39 200
(3apeructpupoBanuslii JII1 / nesaperucrpupoBannsbiii JIIT)
Tpudnyonepasun TabnaeTku 1/0 5 Mr (3apeructpupoBanHblif JIIT/
g 465 940
nezapeructpupoBanubsiid JIIT)
®iyokcerur karcynasl 20 mr (3apeructpupoBanubiit JITT /
. 1 744 900
HeszapeructpupoBanusit JIIT)




OTBeT Ha 3anpoc J0/KeH COIepKaTh.

— HaWMeHOBaHHe IOTEHLUAJIBHOT0 YJaCTHHKA,

— TOproBoe HauMEeHOBaHWE JIEKapCTBEHHOr'O Tpemnapara ¢ y4eToM (hacoBkH
¥ YIIAaKOBKH, KOJIMYECTBO YIIaKOBOK;

—  HauMEHOBaHHE TPOM3BOAUTENS (TIPOM3BOJMTENCH, YYaCTHMKOB BCEX
3TaroB MIPOU3BOJICTBA);

—  meHy 3a yNaKOBKY, OOIIyIO CTOMMOCTb (C y4eTOM JOCTAaBKH, HajOroB,
c60pOB U JpyTrux 00sA3aTeIbHbIX iaTexeil);

—  oOmHii CPOK TOAHOCTU M OCTATOYHBIA CPOK IOJAHOCTH JIEKAPCTBEHHOTO
npernapara Ha MOMEHT [IOCTaBKH;

— npopsimok  (OpPMHPOBaHMS ~ IeHbl € y4eToM TpeGoBaHHI
32KOHOAATEIbCTBA O NeHooOpa3oBaHHH. B ciaydae OTCYyTCTBHSI MOpsAKa
¢ opMHpOBaHus LeHbI, NPeAcTABIeHHAs HHpopManus He OyeT yuTeHa.

B ciyuae, ecid JIEKapCTBEHHBIH IpermapaT HE 3aperucTpupoBaH B
Pecriy6iuke Benmapycb, MPOCHM T[ApaHTHPOBATh MPENOCTABICHUC CIEYIOIIMX
JOKYMEHTOB:

1. Komuu OJHOTO M3 CIIeAyIOMMX IOKYMEHTOB C TEPeBOJIOM Ha PYCCKHH
(6enopycckuil) A3bIK € yKa3aHHeM CChLIOK Ha opuuuanbHble Bed-pecypcebl,
caiiThl PeryJsSiTOPHBIX OPraHoB B chepe 3ApaBOOXpaHEHHs st BepHUKALHH
HH(pOpPMAIIHH:

1.1. rpaduueckoe u3oOpaxKeHHe 3KpaHa (CKpHHILIOT) UHTEPHET-CTPAHULIBL,
pacreyaTka 13 JIEKTPOHHOH 6a3bl, MOATBEPAAAI0UIHE PErHCTpalHio, 100 KOs
JOKyMEeHTa 0 perucTpauud JeKapCTBEHHOro Mpemnaparta — cepTuUKaT
dapmanesTudeckoro npoxykra (CPP), Hin perncTpalioHHOe yAOCTOBEPEHNE, HITH
free sale ceprudukar (cepruduxar Ha CBOOOMHYIO TPOJaXy) — B OJHOM M3
ClIeyIOIMX ToCyAapcTB (ABCTpalHACKHUH Cowo3, Asctpuiickas PecryOnuka,
Bemmukoe [epriorctso JliokcemOypr, Benrpust, I'peueckas Pecny6nuka, Mpnanaus,
Wranssuckas Pecrny6muxa, Kanana, Koponesctso benbrust, KoponescTso Janus,
KoponescrBo Mcnanus, KoponeBcTBO Hupepnannos, Koponesctso IllBenus,
JlaTBuiickas Pecmy6muka, JlutoBckas Pecmybnuxa, IopTyransckas Pecrry6nuka,
Pecriy6nuka Bonrapusi, Pecry6nuka Kurp, Pecniy6imka Kopest, PecryGnuka
Mansta, Pecnybnuka Ilombia, Pecny6nuka CioBenusi, PecryGmuka XopBaTus,
Pymsiaus, CroBatikast Pecniy6Gnuika, CoeIMHEHHOE KoponescTBo BenukoOpuraHuu
u Ceseproit Mpnanguu, Coenuxennpie IlTaThl Awmepuku, PeneparuBHas
Pecny6nuika I'epmanusi, QHHISHICKAS Pecny6nuxa, ®Ppaniy3ckas Pecry6iika,
[IIBeiinapckas KoHbenepanus, ICTOHCKAs Pecniy6unuka, SImonus), a TaiKe
summary of product characteristics — 061ast XapaKTepHCTHKA JEKapCTBEHHOr0
npenapata (nasee — SmPC), nnGo pa3BepHYTOE OIHMCAHME XAPAKTEPHUCTHK
[peJaraeMoro K 3aKylke JIeKapCTBEHHOrO Tpenapara — HHCTPyKuUHs Mo
MeIHIHHCKOMY MpHMeHEHHI0, BbIIAHHBIE 11 CTPaHbl, perucTpalts B KOTOpOii
NOATBEPKICHA;

1.2. rpadudeckoe uzobpaxeHne SKpaHa (CKPUHIIOT) HHTEPHET—CTPaHHIIBI
EBponeiickoro areHTcTBa JeKapCTBEHHbIX NMpenaparos, mmbo pacredyaTrka U3
3IEKTPOHHOM 6a3bl EBpONEHCKOro areHTcTBa JIEKapCTBEHHBIX NPEIapaTos, nubo
KOMHMsl IOKYMEHTa, BBIOAHHOTO EBpONENCKHM areHTCTBOM JICKAPCTBCHHBIX




npenaparos (nanee — EAJIIT) (aurnuiickuit mepeson — European Medicines Agency
(manee — EMA)) 1o pe3ynbsraTaM LEHTPAIM30BAHHOM MPOLEAYPBI PETHCTPALUH —
Certificate of a Medicinal Product, a taxxke SmPC, Beimannoe EAJIII, nmubo
pa3BEpPHYTOE ONUCAHNE XapaKTePUCTUK MPEIIaraeMoro K 3aKyIKe JIEKapCTBEHHOTO
npernapaTa — HHCTPYKIHS 0 MeIHIHHCKOMY IPUMEHEHHIO;

1.3. rpaduueckoe nzobpaxkeHrne dKpaHa (CKPUHILOT) UHTEPHET-CTPAHULIBI
BcemupHoit Opranmsainuu 31apaBooxpaHenus (nanee — BO3) (ampec B cetH
uHTepHeT  https://extranet.who.int/prequal/content/prequalified-lists/medicines),
MOJTBEPKAAIOLIEE, 4To npeiaracMeli JIeKapCTBEHHBIN npenapar
npekBanuduuuposan BO3 (Bkmouen B mepeuensr WHO List of Prequalified
Medicinal Products/Vaccines) wmu coorBeTcTByeT TpeOoBaHusM CoOBMECTHOM
nporenypsl Mexay BO3/PQT u HPO oueHkH M yCKOpeHHs IOCYJapCTBEHHOH
PETHCTPALMK JIEKAPCTBEHHBIX MPENapaToB M BaKLUH, NPEKBaIU(PHUIMPOBAHHBIX
BO3, ot 16 mast 2018 r., a Taroke SmPC, BpI1aHHAas] PETYIATOPHEIM OPTaHOM CTPaHbI
MPOU3BOJICTBA TAKOTO JIEKAPCTBEHHOIO Ipenapara, JM00 pa3sBepHYTOe ONHCAaHUE
XapaKTePUCTHK MpeylaraeMoro K 3aKkylKe JEeKapCTBEHHOro Ipemapara —
WHCTPYKIUS 10 MEIULUHCKOMY ITPUMEHEHHIO;

1.4, IOOKYMEHT O pErucTpalud JIEKapCTBEHHOrO  IIpernapara B
rocyaapcrax-wieHax EADC, HHCTPYKIHSA MO MeAHUMHCKOMY NMPHMEHEHHIO
Ha TIpejylaraeMblil JIeKapCTBeHHBIM IpenapaT, BelAaHHas IJIA rocyaapcTBa-djieHa
EADC, perucrpanus B KOTOpOM MOATBEPXKICHA,

1.5. mokymeHT (IHCbMO TIPOM3BOJUTENST W KOIHS PErucTPalMOHHOIO
yIOCTOBEPEHHS, IEHCTBYIOEr0 paHee Ha TeppuTopuu PecnmyOnuku benapycs),
NOJTBEePKAAIOLIUMN, YTO:

— IpearoNaraeMelif K MOCTaBKe  JIGKApCTBEHHBIH  mpemapar  ObLl
3aperucTpUpoBaH Ha Tepputopuu Pecnybnrku benapycs;

— CPOK JIEHCTBUS PETUCTPALIMOHHOTO yI0CTOBEPEHHS Ha HEr'O UCTEK HE paHee,
yeM 3a 4 rojia 10 UCTeUEHHs CPOKa JJIs IIOATOTOBKYU U [O/1a4H IIPeIJI0KEHNH;

—COCTaB W TMPOLIECC MPOM3BOJCTBA COOTBETCTBYET COCTaBY M IIPOLIECCY
MIPOM3BOJICTBA, KOTOPhIe OBLIM YKa3aHbl B MOCIEAHEH BEPCHH PErHCTPALMOHHOIO
noceke B PecniyOmuke benapycs.

Taxxe momkHa ObITh mpencrtaBieHa SmPC nubo pasBepHyTOE ONMMCaHHE
XapaKTepUCTHK MpeqIaraeMoro K 3aKylKe JIeKapCTBEHHOrO IIperapara —
HHCTPYKIHS 10 MEIWIMHCKOMY TIPUMEHEHHIO, BBIIAHHAs Ul  CTPaHBI-
MPOU3BOAUTETIS.

He npuHMMalOTCs K pacCMOTPEHHIO TPEAJIOKEHHS YYacTHHUKOB B
COOTBETCTBHUH C HACTOSIIMM TOJIYHKTOM Ha JIeKapCTBEHHbBIE IIPEIapaThl:

— perucTpaloHHbIe YOCTOBEPEHH s Ha KOTOpble OBIIM IIPUOCTAHOBIEHBI B
CBSI3H C HEOJIArONMpHUATHBEIM IpoduieM 0e30IacHOCTH JIEKAPCTBEHHOTO NIPENapara,;

— PErHCTPaLMOHHBIE YIOCTOBEPEHHS Ha KOTOPbIe OBIITH MIPUOCTAHOBJIEHEI 10
UHHIMATHBe MUHUCTEPCTBa 3PaBOOXPaHEHHS;

— 10 KOTOPBIM BO BpeMsi o0pallleHHsl JeKapCTBEHHOIo Ipenapara Ha phIHKE
IIpH TPOBEAEHHH KOHTPOJIA KadecTBa OBLIM  BBISBIEHBl HECOOTBETCTBHS
TpeOOBaHUSIM HOPMATHBHOTO JJOKYMEHTA I10 Ka4eCTBY NPOU3BOUTEIIS;

— B TOCYJApCTBEHHOH perucTpanuu (IepeperucTpaluy, MOATBEPIKIEHUH



PETUCTPALMH) KOTOPBIX OBLIO OTKa3aHO.

2. Kommy JOKyMEHTOB C IEPEBOJOM Ha pPYCCKUH (6enopycckuii) A3bIK,
yA0CTOBepsOIHe IIPOH3BOACTBO JIEKAPCTBEHHOro mpenapara B yCJIOBHSIX
Haanesxauieii mpoH3BoAcTBeHHOI npakTHKH (1anee — GMP): ceptuduxar GMP,
rpadudeckoe M300paxkeHHe IKpaHa (CKpPMHIIOT) W3 ONEKTPOHHOHM  0asl
EudraGMDP cepruduxaros GMP jubo pacmeyaTka H3 SJIEKTPOHHON 0a3bl
YIIOJTHOMOYEHHOTO OpraHa CTpPaHbl MPOM3BOJCTBA JIEKAPCTBEHHOIO IpeTiaparta,
coepkalye CBejeHHs 000 BceX yYaCTHMKAaX MPOM3BOACTBCHHOIO IHMKIA
(nmpousBogUTENE rOTOBOM JIeKapCTBEHHOM dopmel, IPOU3BOJUTENIE,
ocyllecTBisfoleM (HhacoBKy M YMaKOBKY, KOHTPOIb KadecTsa, BBIIY CKAOLIHH
KOHTpPOJb cepud (cepTHdHKAIMIO CepHH), APYTHX y4aCTHHKAX [IPOU3BOJICTBA),
KOIWSI JMIEH3MH Ha TPOM3BOACTBO, & TAaKXKe CCHUIKH Ha odHUMaIbHbIC BeO-
pecypcbl, CalThl pery/isiTOpHbIX OpPraHoB B cepe 3ApaBOOXpaHEHHs AJIst
pepudukanuu HHopMaHH.

JlomycKaeTcst pe/ICTaBIeHHe BMECTO BBILICYKa3aHHBIX JIOKYMCHTOB KONHM
AHIeH3MH MUHUCTEPCTBA IPOMBIIUIEHHOCTH M TOPTOBJIM PoccuiickoH Oenepanuu
1u60 BBINHCKH H3 peecTpa JHNeH3HH MMHHCTEPCTBA NPOMBIIIIEHHOCTH U
toprosiu Poccuiickoit @enepaiiii.

JlomycKaercs TpeICTaBIeHHE BMECTO BBIIIEYKa3aHHBIX JIOKYMCHTOB KOIUH
CIpaBKH, BBIJAHHOM YIOJIHOMOYEHHBIM —OpraHOM Kuraiickoii Hapoanoi
Pecry6nuKM, yHIOCTOBEPSIONIEH IPOM3BOACTBO JICKAPCTBEHHOIO IIpenapara B
cootBeTcTBHH ¢ TpeboBanussMu GMP, 1160 KOMHH JTHIEH3HH HAa IPOH3BOACTEO,
BBIIAHHOM YMOTHOMOYEHHBIM opraHom Kwuraiickon Haponnot#i Pecry0mnuku,
cozepialieil JIeKIapaluio O COOTBETCTBUH IIPOMU3BOJICTBEHHOM  IJIOILA/IKH
tpeboBanusm GMP.

3. TapanThiiHple NHCbMAa YYacTHHKa C TIEPEBOIOM Ha PYCCKHHA
(6enmopyccKuit) A3bIK:

— 0 COGIONEHUH YCIOBUI XpaHEHHUs ¥ TPAHCIIOPTUPOBKH JIEKApCTBEHHOTO
npernapara,

— 0 IIpeAoCTaBieHU: HH(OpMaMK OT MPOM3BOIMTENS B Ciydae, ¢CliM B
rporiecce oOpalleH sl I0CTABIEHHON CepHH JIEKApCTBEHHOIO MperiapaTa TakoBas
OyeT mpu3HaHa HEKauyeCTBEHHOH;

— 0 TpeJOCTABIEHMM IIPM  TMOCTaBKe  JIGKAPCTBEHHOrO  TperapaTa
0(pHIMATLHOrO CIHCKA AHCTPHOLIOTOPOB MPOU3BOJMUTEILS, TOATBEPHKIAIOIICTO
JIEraJbHOCTD LIEIH MOCTAaBOK U ITOJIHOMOYHS yJaCTHHKA,

— 0 TIPeJOCTABJIEHHH IIPH MOCTABKe JIEKAPCTBEHHOIO IpernapaTa IepeBosia
MHCTPYKLMK 110 MEJUIMHCKOMY MPUMEHEHHIO, 3aBEPEHHOr0 IepeBoauecKHM
610p0, YIOCTOBEPSIOLIEr0 TOYHOCTh [EPEBO/Ia U COOTBETCTBUE TEKCTA OPHIHHAILY,
a Tak)Ke O NPEeJIOCTaBICHHH K KaXI0# yaKkoBKe [1epeBO/ia MHCTPYKIHMH Ha pyCCKHii
s3bIK U (1K) Genopycekuil A3bIK M TpeOyeMOoro KOoIM4ecTBa CTUKEPOB (B ciyuae
HEOOXOIMMOCTH);

— 0 BO3MOXXHOCTH IPENOCTAaBJICHHUS IOJHOTO Makera JIOKYMEHTOB ML
MONydeHHsl paspellieHHs Ha BBO3 HE3aperHCTPHPOBAHHOIO JICKapCTBEHHOTO
Mperapara B COOTBETCTBUHU C 3aKOHO/IATeNCTBOM Pecity0muky benapycs.

Komuu  JIOKYMEHTOB, _ WCIIOJHEHHBIX  HA  MHOCTPaHHOM  f3bBIKE,




IPEICTABJISIOTCS C IEPEBOJOM Ha PYCCKHI (0eI0pYCCKUI) S3bIK.

Wudopmarus, nonydeHHas B paMKaX HMCCJIE€JI0BAHUS KOHBIOHKTYPBI PhIHKA
OyneT WCIOJB30BaHA [UIs ONpeJelieHHs mNpedeibHOH CTOHMOCTH IpeaMeTa
rocylapcTBEHHON 3aKYNKH; MpOBeJeHHe NpoLexypsl cOopa HMH(OpMaluu He
BJIEYET 3a cO00M BO3ZHHUKHOBEHHE KaKUX-ITHOO0 00s3aTEIbCTB MEX/Yy 3aKa34YUKOM U

MOTEeHUHAJbHBIM [TOCTABILIUKOM.
WHpopMannio MpoCHM MPeACTaBUTh He o3aHee 27 okTsadpsa 2026 roaa ans

KOMHCCHH 10 DJIEKTpOHHOMY ajapecy d.torg@minfarm.by.

['eHepanbHBIA JUPEKTOP //?// O.B.MacnénkuHa

Xaputonuuk A.M. +375 17 516 80 12
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