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PVII «Munckas ®@apmanus» ¢ ueJdbl0 ONpeaeaeHHsl IpeleabHOMH
CTOMMOCTH JUISl TIOCIEIyIONIEro MpOBEIEHHs MPOIEMYPhl TOCYapCTBEHHOH
3aKyIKH MPOCHT COOOIIUTH O BO3MOXHOCTH ITOCTAaBKH JICKApPCTBEHHOTO IIperapaTa
Hezunmepgpepon anvgha-2a pacmeop Ons nodkoscrozo eeedenus 180mxe/0,5mn 6
winpuy-miobuxe  (3apezucmpuposannviii JIII / nesapeeucmpuposannvii JIII) B
xonmuuecTBe 12 ea. (Kak 3aperdCTpUPOBAaHHOIO, TaK W HE 3aperuCTPUPOBAHHOIO B
PecmyGuuke Benapych).

Cpoxk (cpoxm) moctasku ToBapoB: ITocTaBka oaHol maptuedt B I kBaprane
2027 roma. Cpox mocraBKki ToBapa — Jo0 60 JjHed C JaTel MOANHCAHUA
cnenuduKaum.

YcoBus ¥ cpoky orviaThl ToBapa: OTcpouka miaTesxka — B Tedenue 60 JiHeH ¢
aThl MpHeMKU ToBapa [TokymaTesieM 10 KOJHYECTBY M KauecTBy (Aara IpHeMHOro
axra [ToxymaTesns).

OTBeT Ha 3aNPOC J0JIZKEH COAEepP:KATh!

— HaWMeHOBaHHE MMOTEHLUAJIBHOIO YUaCTHHKA,

—  TOproBoe HaMMEHOBAHHE JIEKAPCTBEHHOIO MPernapaTa ¢ y4eToM (hacOBKH
M yIIaKOBKH, KOJIMYECTBO YIIAKOBOK;

— HauMEHOBaHWe IPOM3BOAUTEINsI (TIPOM3BOJMTEINIEH, YUYACTHUKOB BCEX
3TaIloB IIPOU3BOJICTBA);

— IleHy 3a YIaKoBKYy, OOILIyI0 CTOMMOCTH (€ Y4€TOM AOCTAaBKH, HAJOTOB,
c6OpOB U IPYTUX 00s3aTeLHbIX IIATeXKEH);

—  o0uwmii CpOK FOAHOCTU M OCTATOYHBINM CPOK MOJAHOCTH JIGKaPCTBEHHOIO
npernapaTa Ha MOMEHT II0CTABKH;

— mnopsaok  (OPMHpOBaHHS ~ IeHbI ¢ yueToM  TpeGoBaHHH
3aKOHOAATEJLCTBA O LeHooOpa3zoBaHHH. B ciyyae oTCyTCTBHSI MHOpsSiiKa
dopMupoBaHus UeHbI, IPeJCcTaBIeHHast HHpopmanus He OyeT yuTeHa.

B cayuae, eciu JIeKapcTBEHHBIM MpemaparT HE 3apericTpUpOBaH B
Pecriybnuke Besnapych, NMpoCHM T[apaHTHPOBATH MPEAOCTABICHHE CJIEAYHOLIHX
JTOKYMEHTOB:

1. Komuu OmHOro U3 CIeLYIOLUIMX JOKYMEHTOB C IEPEBOJIOM Ha PyCCKHMH
(Genopycckuil) SA3bIK ¢ yKa3aHHEM CChLIOK Ha oguuuaibHble BeG-pecypebl,




caiiThl peryJiSTOPHBIX OPraHoB B cdepe 3ApaBooXpaHeHHs s BepH(pHKAUHH
HH(pOPMAIIHH:

1.1. rpaduueckoe H300paKeHHE dKpaHa (CKpHHIIIOT) UHTEPHET-CTPAHHULIBI,
pacredaTka 13 IeKTPOHHOM 6a3bl, IOATBEPKAAIOLINE PErHCTPAUHNIO, 1100 KOTIHS
JIOKyMEHTa O perMcTpauud JIEKapCTBEHHOTO Ipernapara  — ceptrdukar
(papMarneBTUIECKOro MPOAYKTa (CPP), Wi perHCTPallMOHHOE YIOCTOBEPEHUE, HIIH
free sale cepruukar (ceprudHKaT Ha CBOOOIHYIO MpojaXxy) — B OJHOM W3
cienyromx rocyaapers (Apctpamuiickuit  Coros, ABctpuiickas Pecmy0nuka,
Benukoe I'epriorctso JlrokcemOypr, Benrpus, I'peueckas Pecny6nuka, Mpnanaus,
Uranbsanckas Pecrny6muka, Kanana, Koponesctso benbrus, KoponecTso Hanus,
Koponesctso Wcnaunus, Koponesctso Hunepmnanuios, Koposnesctso IllBenwus,
JlatBuiickas Pecrmy6nuxa, JlutoBckas PecmyGnuka, ITopTyranbckas Pecny6nuika,
Pecny6nuka bonrapus, PecryGnuka Kump, Pecrybinka Kopesi, Pecnybauka
Masnsra, Pecrry6nuka Ilonbina, Pecny6iuka CiioBeHus, PecnyOmuka XopBatus,
Pymbiaus, Crosaukas Pecry6nuka, CoenuHeHHOe KoposneBctBo BenukoOpuranuu
u Ceseproit Hpnanmuu, Coenunennbie IllTaTsr Amepuku, DeneparuBHast
Pecriy6iuka Tepmanust, @urnsanckas Pecry6muka, Ppaniry3ckast PecnyOunuka,
IlIseiinapckas Koudenepauus, ODcrToHcKkas PecryOiuka, Snonust), a TaKKe
summary of product characteristics — o61ast XapaKTepHCTHKA JeKapCTBEHHOTO
npenapata (nanee — SmPC), n1uG0 pa3sBepHYTOC ONKMCAHHE XapaKTEPHUCTHK
mpeaaraeMoro K 3aKynKe JeKapCTBEHHOIo Tperaparta — HHCTPYKIHs MO
MeIHIHHCKOMY IPHMEHEeHH 0, BRIIaHHbBIE UL CTPaHBbl, pErucTpauts B KOTOPO¥
NOATBEPIKAEHA;

1.2. rpaduueckoe n3o0paxkeHue dkpaHa (CKpMHILIOT) MHTEPHET—CTPAHULbI
EBponeiickoro areHTcTBa JeKapCTBEHHbIX Npenaparos, nubo pacreyarka 3
3eKTpoHHOM 6a3bl EBpomefickoro areHTCTBa JIEKApCTBCHHBIX NPENapaTos, mbo
KOIMUSL JOKyMEHTa, BBIHAHHOTO EBpONEHCKUM areHTCTBOM JICKAapCTBEHHBIX
nperapatos (nanee — EAJIIT) (aHrmmHCKIH nepeBOs — European Medicines Agency
(manee — EMA)) o pesynbraraM [IEHTPAIU30BAHHOMN NPOLENYPBl PETUCTPALIMH —
Certificate of a Medicinal Product, a taxke SmPC, Bermannoe EAJII, 1160
pa3sBepHyTOE OMMCAHUE XapaKTEPUCTHK MPEIAraéMOro K 3aKyIke JIeKapCTBEHHOTO
mpenapara — HHCTPYKIHs 10 MeJHIHHCKOMY NPUMEHEHHIO;

1.3. rpaduueckoe H300paKeHHe dKpaHa (CKPHHILIOT) UHTEPHET-CTPAHHUIIBI
Bcemupnoii Opranuzauuy 3paBoOXpaHEHUA (nanee — BO3) (agpec B ceTH
HHTEPHET https://extranet.who.int/prequal/content/prequaliﬁed—lists/medicines),
MIOATBEPIKAAOIIIEE, 4TO npeyidraeMbli JIeKapCTBEHHBIH npenapar
npexkpamuuuuposan BO3 (BKirO4eH B MepevcHb WHO List of Prequalified
Medicinal Products/Vaccines) mmm coorBercTByer TpebGoBanusM CoBMECTHOH
nporenypbl Mexay BO3/PQT n HPO oueHku u yCKOpeHHA rocyIapCTBEHHOU
perucTpaly JIGKapCTBEHHBIX MPENapartoB W BakIWH, npeKBaTu(UIIMPOBAHHBIX
BO3, ot 16 mas 2018 r., a Taxxke SmPC, BbITaHHas PEryIATOPHBIM OpPraHOM CTPaHbI
TIPOM3BOJICTBA TAKOTO JIEKAPCTBEHHOTO Ipenapara, nub0o pa3BepHYTOE ONMUCAHHUEC
XapaKTepPUCTHK TPEIIaraeMoro K 3aKylke JIeKapCTBEHHOTO —IIperapara  —
MHCTPYKLHMS 110 MeJULHUHCKOMY TIPUMEHEHHUIO;

1.4, IOKYyMEHT O DErHCTpallii  JIeKapCTBEHHOro — Ipemapara B



rocynapcerBax-4ieHax EADC, uHCTPyKUHSI 0 MEHIHHCKOMY NPHMEHEHHIO
Ha TIpeJyaraeMblil JIeKapCTBEHHBIH Iperapat, BhIIaHHas [l roCyAapCTBa-1icHa
EADC, peructpaiust B KOTOPOM IIOJITBEPKACHA;

1.5. moxkymeHT (THChMO TPOU3BOJUTENSI M KONHUS PEruCTpaldOHHOTO
YIOCTOBEpeHHs], NelCTBYIOMero paHee Ha Teppuropur Pecry6nuku benapycs),
MOATBEPKIAIOIINN, YTO:

— IpemmoNaraeMblii K [OCTaBKe JIGKAPCTBEHHBIH  mpemapar  ObuI
3aperucTpUpoBaH Ha Tepputopun Pecybnvkn benapyce;

— CPOK JIECTBUSI pErUCTPAlMOHHOIO yI0CTOBEPEHH S HA HEr'0 MCTEK HE PaHee,
yeM 3a 4 Tofa 0 UCTEUEHHUS CPOKa JUIS MOATOTOBKH U MOAA4U NPEJIOKEHUH;

—COCTaB M IIPOLECC IPOU3BOACTBA COOTBETCTBYET COCTaBy W IIpoLeccy
POM3BOJICTBA, KOTOpbIe ObIIM yKa3aHbl B MOC/IEAHEH BEPCHH PErHCTPALIOHHOIO
nocke B Pecriy6nuke benapyce.

Takxe nomkHa ObiTh npeactaBneHa SmPC nubGo passepHyTOe OIMKMCaHME
XapaKTEepUCTHK TpeaaaraéMoro K 3aKyllKe JIeKapCTBEHHOro Ipemnapara —
MHCTPYKLMsI 110 MEOUIMHCKOMY IPMMEHEHHWIO, BBIIaHHas Uil  CTPaHBI-
TIPOU3BOJIUTEIS.

He npvHHMAKOTCS K pacCMOTPEHHIO MPEUIOKEHUs YYacTHHKOB B
COOTBETCTBMHU C HACTOSAIIUM TOAIMYHKTOM Ha JIEKapCTBEHHbBIC MTperapaTsl:

— PErMCTPAlMOHHbIE yIOCTOBEPEHHS Ha KOTOpbIe OBUIM MPUOCTAHOBIICHE! B
CBSI3H ¢ HEOJIarOIpUATHBIM IpoduieM 0€30acHOCTH JIEKAPCTBEHHOI'O Npernapara,

— PErMCTPALHOHHbIE yOCTOBEPEHHS Ha KOTOPhIE OBUIH IIPHOCTAHOBIICHBI I10
UHHLIMAaTHBe MUHHUCTEPCTBA 30PaBOOXPAHEHHS,

— 110 KOTOPBIM BO BpeMsi 0OpallleHHUs] JIEKApCTBEHHOTO IperapaTa Ha phIHKe
Ipd [POBEJEHUH KOHTPOJS KadyecTBa ObUIM  BBISBJICHBl HECOOTBETCTBHUS
TpeGOBaHUSIM HOPMAaTUBHOI'O JOKYMEHTA I10 KaUeCTBY MPOU3BOIUTEIN;

— B TOCYJApCTBEHHON perucrpaluu (IepeperucTpaluy, MOATBEPXKICHUU
PETUCTPALMK) KOTOPBIX OBIIO OTKA3aHO.

2. Komuu JOKyMEHTOB C IIEpeBOJIOM Ha pycckuil (6enopycckuit) s3bIK,
YAOCTOBEPSIIOLHE NPOH3BOACTBO JIEKAPCTBEHHOr0 mpenapara B YCJIOBHAX
Hanuescameii npoussoacTeennoii npaktuku (nanee — GMP): ceprudukar GMP,
rpajuyeckoe HM300paxkeHWe OKpaHa (CKPUHIIOT) M3 3JIEKTPOHHOH  0asbl
EudraGMDP ceprudukatos GMP nubo pacredaTka H3 3JIeKTPOHHOH 6a3bl
YIOJTHOMOYEHHOTO0 OpraHa CTpaHbl NMPOH3BOJCTBA JIEKAPCTBEHHOTO Mpernapara,
cozepikailiie cBefeHHs: 000 BCEX YYaCTHHKax ITPOM3BOJCTBEHHOrO IHMKIA
(npousBogUTENE rOTOBOM JIeKapCTBEHHOMN ¢bopmsl, MPOU3BOIUTEILE,
ocyecTBisomemM (AacoBKY H YIAKOBKY, KOHTPOJb KadyeCTBa, BBITYCKAIOUMH
KOHTPOJIb CepUH (CepTH(UKALMIO CepHH), APYTHX YYacTHHKAX MPOU3BOACTBA),
KOMHS JIMLEH3UHd Ha TIPOU3BOACTBO, 4 TAKXKE CChLIKH Ha oduuuaibHbIe Beo-
pecypebl, caiiTbl pery/siTOpHBIX OpPraHoB B cdepe 31paBOOXPAHEHHSA sl
BepU(pHKAUMH HHPOPMALIHH.

JlomycKaeTces IpeJcTaBIeHHe BMECTO BBIIIEYKa3aHHbBIX JOKYMEHTOB KONHH
JIMIEH3HH MUHKCTEpCTBA IIPOMBIIUIEHHOCTH U TOproBiu Pocculickoit Penepannu
nu60 BBIMHCKH M3 peecTpa JMuUeH3HH MunHucTepcTBa MPOMBILIICHHOCTH H
toproBi Poccuiickoit denepanuu.



JlomyckaeTcs TpefCTaBIeHHe BMECTO BBIILICYKa3aHHBIX IOKyMEHTOB KOIHH
cOpaBKM, BBIaHHOM YIOJHOMOYEHHBIM — OpPraHOM Kuraiickoit HapoaHoit
Pecry6IuKH, yAOCTOBEPSIONIell NPOM3BOACTBO JIEKApPCTBEHHOIO Tpernapara B
cooTBeTcTBHH ¢ TpeboanusamMu GMP, mubo KOMHH JHUEH3UH HA MPOH3BOACTEO,
BBIIAHHOM YTIOJHOMOYEHHBIM OpPTraHOM Kuraitckoit Hapoguoit Pecmy6nuku,
colepalei JeKnapauuio O COOTBETCTBHH TIPOU3BOCTBEHHOM IIOLIAIKH
tpeGosanusim GMP.

3. TapanTuiiHple NHcbMA YYaCTHHKa C IEpPEBOJOM Ha PYCCKUM
(6emopyccKuii) A3bIK:

— 0 COOIONEHMH YCIOBUM XpaHEHHs ¥ TPAHCIIOPTHUPOBKM JIEKapCTBEHHOTO
npernapara;

— 0 mpejocTapieHu HHGOPMaLMK OT HPOU3BOJMTENA B Clydae, eClii B
mporiecce 06palleHrst IOCTABICHHON CepHy JIEKapCTBEHHOrO MperapaTa TakoBasdt
6yieT pu3HaHa HeKaueCTBEHHOM; '

—0 TPeNoCTaBIeHWH IIp¥ TIOCTaBKe  JIEKAPCTBEHHOrO  IIpeliapara
o(HIHAILHOTO CIHCKA JHCTPHOBLIOTOPOB NPOM3BOJUTEIIS, MOATBEPKAIOLIETO
JIerajJbHOCTD LIS TTOCTABOK U IIOJTHOMOYMS Y4aCTHHKA,

— 0 IPeIOCTaB/eHHH TP TOCTaBKe JIEKapCTBEHHOro Tpenapara nepesoja
MHCTPYKIMK 110 MEJUIMHCKOMY MPHAMEHEHHIO, 3aBEPeHHOro MepeBoliecKiM
610p0, YIOCTOBEPSIOLIEr0 TOYHOCTh MIEPEBO/Ia K COOTBETCTBUE TEKCTA OPUIHHAILY,
a TaKKe O MPEIOCTaBICHNH K KaXK 0¥ yI1aKoBKe NepeBoa MHCTPYKIMH Ha pyccKuit
a3bIK 1 (M0TH) GeopyccKkuit A3pIK M TpeOyeMOoro KOIWYeCTBa CTHKEPOB (B cirydae
HEeOOXOAMMOCTH );

—0 BO3MOXKHOCTH IIPEIOCTABIEHHs IIOJIHOrO TaKeTa JAOKyMEHTOB i
MOIydYeHHs pa3pelleHHs Ha BBO3 HE3aperuCTPUPOBAHHOIO JICKAPCTBEHHOrO
Ipernapara B COOTBETCTBUH C 3aKOHOATE/IECTBOM Pecry6iuku benapyce.

Komuu  JOKYMEHTOB, __ MCIOOJHEHHBIX  Ha  WHOCTPAaHHOM  SI3bIKE,
[IPeICTABIAIOTCS C IEPEBOJIOM Ha PyCCKuit (6e10pyCCKHiA) S3BIK.

MHbopManys, [HOMyUeHHas B paMKaxX HCCIIeOBaHMs KOHBIOHKTYPbI PhIHKA
OyZeT WCIOJb30BaHA Uil ONpPENCICHHUS npeaeabHOil CTOMMOCTH NpeAMeTa
rocyaapcTBeHHOMl 3aKyNKM; [POBENEHHE MPOLETYPbI cbopa uH(pOpMaLMK HE
piieyeT 3a co60ii BOZHUKHOBEHHE KaKUX-THOO0 00543aTeIbCTB MEXKAY 3aKa3dMKOM H
MOTEHLMATBHBIM [1OCTABILIHKOM.

MudopMalyio IpOCHM IPECTaBUTh HE MO3/THES 06 nosiopst 2026 roxa Juis
KOMMCCHH TI0 2JIeKTpoHHOMY anpecy d.torg@minfarm.by.
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