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PYII «MuHckas ®@apmamus» ¢ UeJIbI0 ONpeJdeaeHHs1 MpeaebHOH
CTOMMOCTH ISl TOCJIEAYIOIEro MPOBEIEHHs] MPOLEaypbl IOCyIapCTBEHHOM
3aKyIKH B COOTBETCTBUH CO CBOJHBIM IOJOBBIM ILUIAHOM 3aKYIIOK JIEKapCTBEHHBIX
CpeACTB M JiedeGHOro muTaHusi MUHHCTEpPCTBA 3IpaBOOXpaHeHHst Pecry6ianku
Benapycs Ha 2026 r0A IPOCUT COOOIIUTE O BO3MOXXHOCTH IOCTaBKH
JNleKapcTBeHHOro mpenapara Tuawmun + Pubogpnasun + Huxomunamuo +
Iupudoxcun + Hampus nanmomenam + Hampus ackopbam + buomun +
®onuesas kucnoma + Luanoxobanamun ruogunuzam 014 nPU2OMoeneHus p-pa ons
unghysuti B KommuecTBe 73 ell. (KaK 3aperdCTPUPOBAHHOrO, TaK M HE
saperictpupoBanHoro B Pecry6iuke benapycs).

Cpox (cpoku) mocraBku ToBapoB: IlocTaBka OmHOM mapTueil B mexabpe
2026 roga — suBape 2027 roma. Cpok mocTaBkd ToBapa — 10 60 aHei ¢ HaThl
TOJITICAHHUS CIeLDUKALMH, '

YcII0BHUS M CPOKHM OILIaThl ToBapa: OTcpouka miarexa — B TedeHre 60 qHei ¢
JaThI IPHEMKH ToBapa [TokyrareeM Mo KONUYeCTBY M Ka4ecTBY (JlaTa IPUEMHOIO
akrta [ToxymaTess).

OTBeT Ha 3anpocC J0/IKEH COAEPKATD.

— HaWMeHOBaHME ITOTEHIMAIBHOI0 YYaCTHHKA,

— TOproBOE¢ HAUMEHOBAHHUE JIEKAPCTBEHHOT'O Mpernapara ¢ y4eToM (acoBKH
U YIaKOBKH, KOJIMYECTBO YIIaKOBOK;

— Ha¥MEHOBaHHE IIPOM3BOJUTEN (IIPOU3BOAUTENEH, YYACTHHKOB BCEX
3TAIIOB IPOM3BOJICTBA);

— 1EHY 3a YIaKOBKYy, OOy CTOMMOCTB (C y4ETOM JOCTaBKH, HaJOIOB,
c6OpOB U Apyrux 00s3aTeIBHBIX TUIATeXeH);

—  00wMi CPpOK rOJTHOCTH M OCTATOYHBIH CPOK TOJHOCTH JIEKAPCTBEHHOTO
nperiapaTa Ha MOMEHT [IOCTaBKH;

— mnopsifok  (OPMHPOBAHHS  LEeHbI €  Y4eToMm  TpeOoBaHUH
3aKOHOJATEJLCTBA O IeHooOpa3oBaHHH. B ciaydae OTCYTCTBHSI TOPsIAKA
dopmupoBaHHs LeHbI, IpeJcTaBIeHHast HH(popManus He OyJeT yuTeHa.

B ciyuae, eciu JIeKQpCTBEHHBI IIpemnapaT He 3aperdcTpUpOBaH B
Pecniy6nnke Bemapyck, NpPOCHM TapaHTUPOBATh MPEIOCTABICHUE CIEAYIOLIMX




JTIOKYMEHTOB:

1.  Komuy OIHOTO M3 CIeayIOIUX JOKYMEHTOB C IIEPEBOIOM Ha PYCCKUH
(6enopycckuil) S3BIK € YKa3aHHEM CCBLIOK Ha opuunaIbHbIE Bed-pecypchl,
caiiThl peryJATOPHLIX OPraHoB B cepe 3ApaBooXpaHeHust s BepU(pHKALHH
HH(pOpMALHH:

1.1. rpaduueckoe u300paKeHHe dKpaHa (CKpHMHILOT) HHTEPHET-CTPAHULIBL,
pacrieuaTKa U3 2JIeKTPOHHOM 0a3bl, MoATBEpIAaIOIIHE perucTpanmio, 100 Komus
JOKYMeHTa O perHcTpauuH JeKapCTBEHHOTO Ipenapara - cepTU(UKaT
(papMalieBTHYECKOTO IIPOAYKTa (CPP), wiiu perucTpallMOHHOE yIOCTOBEPEHHE, UK
free sale ceprudmkar (cepruduKaT Ha CBOOOIHYIO npojaxy) — B OJHOM u3
CIEAYIOMIUX TOCYyIapCcTB (Asctpanuiickuit Coro3, ABcTpHiCcKas Pecmy6nuka,
Benuxkoe epriorctso JltokceMOypr, Benrpusi, I'pedeckas Pecrniyonuka, Mpnanaus,
Uranpsanckas Pecriy6nuka, Kanana, Koponesctso benbrus, KoponesctBo Hamnwus,
Koponesctso Hcmanus, KoponeBcTBO Hupepnannos, Koponesctso IllBenus,
JlatBuiickas PecmyOnuka, JIutoBckas Pecny6nuka, ITopryraibckas PecriyOnuka,
Pecrry6muka Bosrapust, Pecmy6ivka Kump, Pecniy6nuka Kopes, Pecnybimnka
Massra, Peciy6muka Ilonbina, Pecrybnuka CroBeHus, Pecny6nuka XopBaTus,
Pympraus, CrioBankas Pecry6inka, Coenunennoe KoponescTBo BennkobpuraHuu
u Ceseproit Hpnanann, Coemunennsie ITaThbl Amepuku, DenepaTuBHas
Pecrry6ivka I'epmanust, QUHISHACKAs Pecny6nuka, ®paniysckas PecryOmuka,
I1IBeiinapckas Kondenepauus, Dcronckas PecrnyOmwvka, SmoHus), a TaKke
summary of product characteristics — 001asi XapaKTepUCTHKA JIEKAPCTBEHHOTO
npenapata (ganee — SmPC), nubo pa3sepHyTOE OIMMCAHHME XapakTCpHCTHK
NpejsiaraeMoro K 3aKylke JIEKapCTBEHHOTO Iperapara — HHCTPYKIHA no
MeMIHHCKOMY NPMMEeHEHHI0, BbIIaHHbIe [J1 CTPaHbl, perHcTpaius B KOTOpOIii
NOATBEP:KICHA,

1.2. rpaduueckoe uzobpakeHHE SKpaHa (CKpMHILIOT) MHTEPHET—CTPaHUIIBI
EBponeiickoro areHTCTBa JIEKAPCTBEHHBIX Npenaparos, aubo pacreyaTka M3
3MeKTpoHHOH 6a3bl EBpoIelicKoro areHTCTBa JEKapCTBEHHBIX IPENapaTos, nmbo
KOMHSI [OKyMEHTa, BbIAHHOTO EBpONEHCKMM areHTCTBOM JIEKApCTBCHHBIX
npemapatos (nainee — EAJIIT) (anrmuiickuit nepesoj — European Medicines Agency
(nanee — EMA)) 1o pe3ynpraram [EHTPAM30BaHHOM MPOIEeAYPBl PErHCTPaluy —
Certificate of a Medicinal Product, a Taxke SmPC, BbIIaHHOE EAJIII, nu6o
pa3BepHYTOE OIHMCAHHE XapaKTEePUCTHK IPEIaraeMoro K 3aKyIKe JIEKApCTBEHHOI'O
rperapara — MHCTPYKIHsI 10 MeHIHHCKOMY NPHMEHEHHIO;

1.3. rpadudeckoe M300paxeHUe SKpaHa (CKPUHIIIOT) UHTEPHET-CTPaHHUIIBI
BeemupHoii Opranusanyu  31paBoOXpaHeHuUs! (manee — BO3) (ampec B ceTH
UHTEPHET https://extranet.who.int/prequal/content/prequaliﬁed-lists/medicines),
OATBEPIKIAIOIIEE, 4TO npeamaraeMeli JIeKapCTBEHHBIH nperapar
npexBamuduippopan BO3 (BKIIOYEH B IEpeteHb WHO List of Prequalified
Medicinal Products/Vaccines) HId COOTBETCTBYET TpeOOBaHHAM CoBMecTHOH
nporeaypsl Mexay BO3/PQT u HPO oOLeHKH U YCKOPEHHs roCyIapCTBEHHOM
PETHCTPAlMK JIeKapCTBEHHBIX IIPENapaToB U BaKIMH, npeKBaTULMPOBAHHBIX
BO3, ot 16 mas 2018 r., a TaKkxke SmPC, BeIJaHHAasE PETyJIATOPHBIM OPraHOM CTPaHbI
IIPOM3BOJCTBA TAKOIO JIEKApCTBEHHOTO MNperapara, 1160 pa3BepHyTOE ONHKCAHHE



XapaKTePUCTHK TMpearaeMoro K 3aKylKe JIeKapCTBEHHOrO Iperapara  —
WHCTPYKUUS 10 MEAUIIMHCKOMY TIPUMEHEHHUIO;

1.4. JOKYMEHT O PperucTpalyy JIEKapCTBEHHOrO  IIpemnapara B
rocyaapcrBax-uieHax EAJC, vHCTpyKuus Mo MeIHLHHCKOMY NMpHUMEHEHHIO
Ha TIpejjiaraeMblii JIeKapCTBEHHBIN Ipenapar, BbIOaHHas Ul rocyapcTBa-4jeHa
EADC, peructpaiiys B KOTOPOM ITOATBEPXK/ICHA,

1.5. mokymeHT (ITMCBMO TIPOM3BOJAMTENS W KOIHUS PErucTparioOHHOTO
YIOCTOBEpEeHHs, JIeHCTBYyIOIero paHee Ha TeppuTopun PecryGnuku Bemapycs),
IIOJITBEPIKIAIOIIUH, YTO:

—  [pejnoJiaraeMelii K  IIOCTaBKe JIEKApCTBEHHBIM npenapar  ObuI
3aperuCTPUPOBaH Ha TeppuTopun PecnyOnuku benapyce;

— CPOK JIeHCTBUS PErHCTPALHOHHOIO YOCTOBEPEHHSI HAa HETO HCTEK He paHee,
qeM 3a 4 roja 10 MCTEYEHHS CpoKa sl HOATOTOBKYU M ITOauH IIPEUIOKEHHH;

— €OCTaB W MPOLECC IIPOHU3BOJCTBA COOTBETCTBYET COCTaBY U IIPOLIECCY
IPOU3BOJICTBA, KOTOpbIe OBUIM YKa3aHbl B IIOCJIEAHEH BEPCHH PErUCTPAllHOHHOIO
nocee B Pecry6uuke bemnapycs.

Taxke no/mkHa ObITh mpencraBieHa SmPC nubo pasBepHyTOe ONMCAHHE
XapaKTEpPUCTHK IpelaraéMoro K 3aKylKe JIEKapCTBEHHOrO TMpernapara —
WHCTPYKIHS IO MEAUIMHCKOMY IIPUMEHEHHMIO, BbIJaHHas Ui  CTpaHbl-
POU3BOAUTEIIS. .

He npuHHMarOTCS K PAcCMOTPEHUIO MPEUIOKEHHS YYaCTHUKOB B
COOTBETCTBHMH C HACTOSIIIUM MOJIMYHKTOM Ha JIEKAPCTBEHHEIE IIPENapaThl:

— perucTpanyoHHbIe YJOCTOBEPEHHs Ha KOTOPhIE OBUIH MIPUOCTAHOBJICHBI B
CBSI3M ¢ HEOJIArOnMpUITHEIM MpoduiieM 0€3011aCHOCTH JIEKapCTBEHHOIO Iperapara;

— pErucTpalMOHHEIE YAOCTOBEPEHHS Ha KOTOPhIE OBLIN IPHOCTAHOBIICHBI 10
WHUI[UATHBe MUHHUCTEPCTBA 3/paBOOXPAHEHHS,

— 110 KOTOPBIM BO BpeMs oOpalleHus JJeKapCTBEHHOr O Npenapara Ha PhIHKe
NpU TNPOBEJEHHH KOHTPONS KadecTBa OBUIM  BBIABICHBI HECOOTBETCTBHS
TpeGoBaHMAM HOPMATHBHOIO JIOKYMEHTA 110 Ka4€CTBY NTPOU3BOIUTEIIS;

— B TOCYJIApCTBEHHOH pervcTpanuy (IepeperucTpalyy, HNOATBEPKICHUH
perucTpalmu) KOTOpbIX ObIIO OTKa3aHOo.

2. Komnuu JOKyMEHTOB C IepeBOJIOM Ha pyccKUH (6enopycckuil) s3bIK,
YAOCTOBEpPSIIOL[HEe MPOH3BOACTBO JIEKAPCTBEHHOrO NpenapaTa B YCJOBHSX
Hapanesxameii npousBoacTBennoii npakruku (nanee — GMP): ceprudukar GMP,
rpaduueckoe HM300pakeHWe O9KpaHa (CKPUHILOT) U3 DJIEKTPOHHOH  Ga3bl
EudraGMDP ceprudukaros GMP nubo pacrnedaTka M3 3IEKTPOHHOM Oasbl
YIIOJHOMOYEHHOIO OpraHa CTpaHbl IIPOM3BOJACTBA JIEKAPCTBEHHOTO IIperapara,
cozepxaine CBeleHHs 000 BCEX Y4YaCTHUKaX IPOM3BOACTBEHHOTO LMK
(mpousBouUTENE FOTOBOH  JIeKapcTBEHHOU  (OpMBI, MPOU3BOTUTEITE,
OCYILIECTBISIONIEM (AacOBKY M YIIaKOBKY, KOHTPOJb KadecTBa, BBIILYCKAIOLIUH
KOHTPOJIb CepuM (CepTH(HUKALMIO CepUH), APYTHX Y4YaCTHHKaX MPOM3BOJICTBA),
KOMHUS JMIEH3MH Ha IPOM3BOJICTBO, @ TAKXE CCHIIKH Ha opHUHAILHbIE Bed-
pecypchl, CaiiThbl pery/JsiTOPHbIX OpraHoB B cdepe 3ApaBOOXpAHEHHs AJIsI
BepHHKALUH HHpPOPMALIHH.

JlonyckaeTcs MpeAcTaBlIeHUe BMECTO BBIILECYKa3aHHBIX JOKYMEHTOB KOIHH



JHIeH3uH MUHHCTEPCTBA IIPOMBIIITIEHHOCTH U TOPTOBJIH Poccuiickoit @enepannu
60 BBINHCKH M3 peecTpa JiHNeH3Hi MHHHCTEPCTBA NPOMBIIICHHOCTH H
toprosiu Poccuiickoit Denepanyy.

JlomyckaeTcsl IpeCcTaBIeHne BMECTO BbIIIEYKa3aHHEIX TIOKyMEHTOB KOMHH
COpaBKH, BBIJAHHOM YMONHOMOYCHHBIM — OPTaHOM Kuraiickoit Hapojanon
PecryGmuKy, yLOCTOBEPSIOLICH NPOU3BOACTBO JICKAPCTBEHHOTO npemnapara B
cooTBeTcTBUH ¢ Tpebopanmsamu GMP, b0 KOMUM JTHUEH3HH Ha MIPOU3BOACTEO,
BBIIAHHON YITOJTHOMOYEHHBIM OPTraHOM Kuraiickoii HapojHoi PecrryOnukuy,
cofeprKalien JeKJIapalio O COOTBETCTBHH IPOM3BOJICTBEHHON  ILIOIIAIKH
tpeGoBanusm GMP.

3 I'apanTuiiHble MHCbMA Y4aCTHHKA C TepeBOJOM Ha pYCCKHH
(GenopyccKui) sI3bIK:

— 0 COBJIIOICHUH YCIIOBHI XpaHeHUs U TPaHCIOPTUPOBKU JICKAPCTBEHHOTO
npemnapara,

— 0 TpeOCTaBJIeHAN HHPOPMAlMKM OT NPOU3BOJMTENSL B CIIyHac, €CIH B
mporecce OBpalleHrs MOCTaBIeHHON CepuH JIEKapCTBEHHOTO Iperapata TaKoBas
GyzeT npu3HaHa HeKa4yeCTBEHHOM;

— 0 TIpeJlOCTAaBIeHHH TIPM IOCTaBKEe JIEKAPCTBCHHOIO  Ipellapatad
o HIHATBLHOIO CIHCKA THCTPHOBLIOTOPOB NPOU3BOIUTEI, ITOITBEPKAALOLIETO
JerajgbHOCTD LEIH ITIOCTaBOK M ITOJTHOMOYHS Y4aCTHUKA,

— 0 TPeOCTABJIEHHUH IIPY TOCTAaBKe JIEKAPCTBEHHOTO Nperapata Nepesoia
MHCTPYKIMM 10 MEIUIMHCKOMY NPHUMEHEHHMIO, 3aBEPEeHHOro nepeBogYeCKHM
610po, YJI0CTOBEPSIOLIEr0 TOYHOCTD [IEPEBOA M COOTBETCTBUE TEKCTA OpHTHHAILY,
a TaKoKe O IPEIOCTABICHHHU K Ka)/101 yIIaKOBKe IIEpeBo/ia MHCTPYKIINH Ha PyCCKH
361K ¥ (W1H) GeNOpyCCKHii A3BIK M TpeOyeMOro KOluiecTsa CTHKEPOB (B cimyu4ae

HEOOXOUMOCTH);

— O BO3MOKHOCTM IIPEIOCTaBJIEHHs IIOJHOrO MaKera AOKYMEHTOB I
MONyyeHWs paspelieHus Ha BBO3 HE3aperHCTPHPOBAHHOIO JIeKapCTBEHHOI'O
Tpemapara B COOTBETCTBHHU C 3aKOHOIATEIBCTBOM Pecny6muku benapychb.

Komuu  JOKYMEHTOB, _ WCIIOJHEHHBIX  Ha  HMHOCTPAHHOM  A3BIKE,
[IPEICTABJIAIOTCS C IEPEBOIOM Ha PYCCKUM ( OenopycCcKuit) A3bIK.

UndopMalus, MoLy4YeHHas B paMKax HCCIE/0BaHUs KOHBIOHKTYPEL PhIHKaA
OyleT WCIIONb30BaHa [UL ONPEIEITCHH npeae/ibHOl CTOMMOCTH HpeIMeTa
rocy1apcTBeHHOH 3aKYNKH; TPOBEIECHUE MPOLECIYPEI cbopa uH(pOpPMALMH HE
BIIeYeT 3a CObOi BO3HHKHOBEHHE KaKHX-THOO 00s3aTeIbCTB MEXY 3aKa3uHKOM 1
MOTEHIUAJIBHBIM ITOCTABIIHKOM.

MHdopManuio IPOCHM MPEACTABUTh HE TO3/HES 10 nosiops 2026 roma st
KOMUCCHH TIO SIeKTpOoHHOMY azpecy d.torg@minfarm.by.

[eHepanbHbIH TUPEKTOP @4//// O.B.Macnénk1Ha

Xapuronunk A.M. +375 17 516 80 12
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