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3asBKa 0 I[IpeaoCTaBIICHUU
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VYBaxxaemsble rocrmojal

PVYTI «bBEJIOAPMALIMS» ¢ nienpro onpenenesus IpeaenbHOM CTOMMOCTH IS
IIOCJIEAYIONIEr0 TPOBENECHUS MPOLEAyphl TOCYIapCTBEHHOM 3aKyNKH IO IUIaHy
2026 roga MPOCUT COOOIIUTH O BO3MOXXHOCTH IIOCTaBKM 3aperHCTPHPOBAHHBIX/
He3aperucTpupoBaHHbIX B Pecniy6nuke benapych 1eKapCTBEHHBIX IIPENapaToB:

MHH Konuuecmeo, eo.
NMMyHOTI00yTMH aHTHpabuyecKuil p-p JUlsl AHBEKLIUN HE MEHEe 8 970
150 ME/min 5 Mn

[Tpocum HampaBUTH UHGOPMALMIO O ILIEHAX Ha JIEKAPCTBEHHBIE IPEnapaTsl C
yKa3aHWEM TOPrOBOT0 HAMMEHOBAHUS, (DACOBKH, CPOKa MOJHOCTH Ha ATy MOCTaBKH,
npousBoauTes (MPOM3BOMMTENE BCEX 9STAallOB IPOU3BOJACTBA), KOIMYECTBA
YIIaKOBOK, IIEHBI 32 YIIaKOBKY.

Cpoky MMOCTaBKM JIEKAPCTBEHHOIO IIpernapara: OKTAOphL — mepBasi JAeKaja
Hos1Ops1 2026 ropa.

B ciyuae, ecy JIeKapCTBEHHOE CPEICTBO HE 3aperucTpuposaHo B PecnyOiuke
bemnapyck, npocuM rapaHTUPOBATE IIPEIOCTaBICHHUE:!

1. Komnuu ogHOro u3 CIEAYIOMUX JOKYMEHTOB C MEPEeBOIOM Ha PYCCKHM
(6enmopycCcKuil) A3BIK C yKa3aHWeM CCBUIOK Ha O(HUIMANbHBIE BEO-PECYPCHI, CAaHThI
PEryJISTOPHBIX OPTaHoOB B cepe 3ApaBOOXpaHEHNUS Il BepupuKanuy HHbOopManuu:

1.1. rpapumueckoe wu3z00pakeHWE SKpaHa (CKPUHILOT) HHTEPHET-CTPAHHUIBL,
pacrieyatka M3 3JEeKTPOHHOM 0a3bl, MOATBEPXKIAIOINUE PEruCTPalMIo, JTUOO KOTHS
JOKyMEHTa O PpErucTpaliii JIeKQpCTBEHHOIO  IIpernapara —  CEpTHU(HKAT
dapmanestudeckoro nponykra (CPP), uiam perucTpaliioHHOE yIOCTOBEpEHHE, WU
free sale cepruduxar (cepTudukaT Ha CBOOOIHYIO INpPOJAXKY) — B OIHOM U3
cnemyrommx rocymgapcts  (Ascrpanmiickuii  Coro3, Ascrpuiickas PecmyOnuka,
Benukoe I'epuorctso JlrokcemOypr, Benrpus, I'pedeckas Pecry6nuka, Mpnanmus,
Uranesackas Pecmy6nuka, Kanamna, KopomnesctBo benerus, Koponesctso [anus,
Koponescrso HMcmanust, KoponesctBo Hunepnangos, Kopomnesctso Illserus,
JlaTBuiickas PecnyGnuka, JIutoBckast Pecmy6imka, ITopryransckas PecrmyOnmka,
Pecmy6nuka Bonrapus, Pecry6uka Kumnp, Pecriy6nmuxa Kopes, Pecriy6ivka ManbTa,
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Pecniybnuka Ilonsma, PecrmyOnuka Cnosenust, Pecry6iuka Xopsarus, Pymbinus,
Crnopankas Pecy6nuka, Coenunennoe KoponesctBo Benuko6puranuu u CeBepHoit
Wpnannuu, Coenunennsle Hrater Amepukn, @eneparusnas Pecry6iuka epmanus,
OunnsHackas  Pecnybnuka, Opaniy3ckas  Pecny6Oumka, [IBeitiapckas
Kondenepauus, Ocronckas PecrmyOnuka, Snonust), a Take summary of product
characteristics — o011[as XapaKTepUCTHKA JIEKapCTBEHHOT O Tipenapara (nanee — SmPC),
nubO  pasBepHyTOE OIMCAaHWE XapaKTePUCTHUK MpeaaraeMoro K  3aKyIKe
JIEKapCTBEHHOr0 Ipernapara — MHCTPYKUMUSI [0 MEIUIMHCKOMY IPUMEHEHHUIO,
BBIJAHHBIE U1 CTPaHbl, PErUCTPALMs B KOTOPOW MOATBEPIKAEHA;

1.2. rpaduueckoe uzoOpakeHWe 5KpaHa (CKPHHIIOT) HHTEPHET-CTPAHMULIBI
EBpone#ickoro areHTcTBa JIEKapCTBEHHBIX [IperaparoB JaubO pacredarka U3
3JIEKTPOHHON 0a3pl EBpomeiickoro areHTcTBa JIeKApCTBEHHBIX IIPENapaToB, JUOO
KOTIHsSL ~ TOKYMEHTa, BBIJAHHOIO LEBpONEHCKHMM AareHTCTBOM  JIEKapCTBEHHBIX
npenaparos (panee — EAJII) (anrnuiickuii mepeson — European Medicines Agency
(nanee — EMA)) no pesynprataM HEHTPANH30BaHHOM IPOLEAYPhl PETUCTPALIUN —
Certificate of a Medicinal Product, a Take SmPC, BwiganHoe EAJITI, nu6o
pa3BEpHYTOE ONMKCAaHUE XAPAKTEPUCTHK IIpelIaraeMoro K 3aKyrke JeKapCTBEHHOTO
npernapara — HHCTPYKLUUS 10 MEJUIITHCKOMY IPUMEHEHHIO;

1.3. rpaduueckoe uzoOpaxeHHe 5KpaHa (CKPHHINOT) HWHTEPHET-CTPAHMIIBI
Bcemupnoit Opranusanuu 3npaBooxpasenust (nanee — BO3) (ampec B ceTu UHTEPHET
https://extranet.who.int/prequal/content/prequalified-lists/medicines),
NOATBEPKIA0IIIee, 9TO npejyiaraeMbli JIeKapCTBEHHBIH npemnapar
npexsanuduuuposan BO3 (BxutoveH B mepeders WHO List of Prequalified Medicinal
Products/Vaccines) uau cooTBeTcTBYeT TpeboBaHmsiM COBMECTHON MPOLELYPHI
mexay BO3/PQT u HPO ouneHKH M yCKOpeHHs TOCYIapCTBEHHON perucTpanyu
JIEKapCTBEHHEBIX IIpENapaToB M BaKLUMH, NpekBanuduiupoBaHueix BO3, or 16 mas
2018 r., a Taxxke SmPC, BBIIaHHAS PEryJSITOPHBIM OPraHOM CTPaHbl IPOM3BOJCTBA
TAKOTO JIEKapCTBEHHOIO IIperapara, JTMOO pa3BepHyTO€ OINHCAHHE XapaKTEPHCTHUK
NpelaraéMoro K 3aKylKe JIEKapCTBEHHOIO [Ipenapata — MHCTPYKLUUS 10
MEJUMLHUHCKOMY MPUMEHEHHIO;

1.4. MOKyMEHT O perucTpalyy JIEKapCTBEHHOTO Iperapara B IoCyJapcTBax-
uneHax EADC, MHCTpYKLMS [0 METUIIMHCKOMY MPUMEHEHHIO Ha npenjaraeMbli
JIeKapCTBEHHBIN MpenapaT, BblAaHHas A rocyaapcersa-uiena EADC, perucrpanus B
KOTOPOM MOATBEPKICHA;

1.5, poxkymeHT (NMMCBMO TPOU3BOJAUTENS U KOMHUS PETUCTPALMOHHOTO
YIOCTOBEPEHHMS, NENCTBYIOMEro paHee Ha Tepputopun Pecny6nuku Benapycs),
MOATBEPKAAOIINM, YTO:

MpeAroaraeMplii K OCTaBKe JIEKApCTBEHHBIH MpernapaT ObLUT 3aperucTpUpoBaH
Ha TeppuTopuH Pecnybnuku benapyce;

CPOK IEHCTBHUS PErHCTPALMOHHOIO YAOCTOBEPEHHUS Ha HEro UCTEK HE paHee, YeM
3a 4 rojia 10 UCTEUEHHsI CPOKA JUIsl IOJTOTOBKH U [MOJAYM NPEMIOKEHNH;

COCTaB M IIPOLIECC IIPOM3BOJCTBA COOTBETCTBYIOT COCTABy H IIPOLIECCY
TPOU3BOICTBA, KOTOPhIe OBUIM YyKa3aHbBl B ITOCIEIHEH BEPCHH PErMCTPALHOHHOIO
nocwe B Pecnybnuke bemapyce.
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Taxxe nomkHa ObrTh TpeactaBieHa SmPC nubo pasBepHyTOE ONMCAHWE
XapaKTePUCTUK [PEIaraeMoro K 3aKyIKe JeKapCTBEHHOI'O [periapata — HHCTPYKIHA
10 MEIUIIMHCKOMY IIPMMEHEHUIO, BhIIAHHAS TS CTPaHbI-TIPOU3BOAUTEIIA.

He MprHAMAIOTCS K PACCMOTPEHHUIO [PEIOKEHUS YIaCTHUKOB B COOTBETCTBHH
C HACTOSIIMM IOAIYHKTOM Ha JIEKapCTBEHHbIE IIPErapaThl:

PErUCTPaLFOHHbIE YOCTOBEPEHHUS Ha KOTOPBIC OBLIH IPUOCTAHOBJIEHEI B CBSI3U
C HeOIAroNpPHATHBIM [poduIeM 0€30IIaCHOCTH JIEKAPCTBEHHOT'O TIpeNapaTa;

PETMCTPAlOHHbIE yIOCTOBEPCHHS Ha KOTOpBIC OBUIM IIPUOCTAHOBJIEHEI IIO
HHULIMATHBe MUHUCTEPCTBA 3PaBOOXPAHEHUS,

I10 KOTOPBIM BO BpeMsi 0OpalleHH s JIEKapCTBEHHOrO MpenapaTa Ha PhIHKE IpH
IIPOBEJICHUM KOHTPOJIS KadecTBa OBUIM BBIABJIEHBI HECOOTBETCTBHA TpeOOBaHUIM
HOPMATUBHOT'O JIOKYMEHTa [0 Ka4eCTBY IPOU3BOIUTEILS;

B TOCYNApCTBEHHOH perucTpanud (IepepericTpanuy, MOATBEPKACHHH
PErMCTPALMU) KOTOPHIX OBLIO OTKA32HO.

2. Komuu IOKYMEHTOB C IIEPEBOJIOM Ha pYCCKUH (Genmopycckuil) S3BIK,
YIOCTOBEPSIONIFE ~ [POHM3BOJCTBO  JIEKAPCTBEHHOro — Tpermapara B - yCJIOBHIX
Haexaieil MpOM3BOJCTBEHHON MPAKTHKU (namee — GMP): ceprudurar GMP,
rpaduueckoe U300paxeHne SKpaHa (CKMHIIIOT) U3 3JIeKTpoHHO# 6a3bl EudraGMDP
ceptu¢ukaros GMP nubo pacreyaTka u3 3JIEKTPOHHOU 0a3bl YIOJHOMOYEHHOIO
OpraHa CTpaHbl [[POM3BOJCTBA JIEKAPCTBEHHOTO Mperapara, COIePKalle CBEACHNA
060 BCEX YYACTHHKAX [POM3BOACTBEHHOIO IHMKIA (mpou3BoUTENE TOTOBOH
JIeKapCTBEHHOM (OPMEI, TPOU3BOJUTENE, OCYIIECTBISIONIEM (hacoBKy U YIaKOBKY,
KOHTPOJIb KQ4eCTBa, BBIITYCKAIOLUI KOHTPOJIb CEPHU (cepTrdUKAIIIO CEPUM), IPYTHX
y4aCTHHKAX MPOM3BOICTBA), KOIHS JIMLEH3UH HA MPOU3BOJCTBO, @ TAKOKE CCHUIKI Ha
oduIManbHEle  BeG-pecypehl,  CaWTBl  PETyJNATOPHBIX — OPraHOB B chepe
3/[paBOOXPaHEHHs ISl BEPUPUKAIMA HHPOPMALUH.

JlomycKaeTcs NpeACTaBIeHHE BMECTO BBINICYKA3aHHBIX NOKYMEHTOB KOIHH
JUIeH3UM MUHUCTEPCTBA MPOMBIIUICHHOCTH U TOPTOBIIM Poccutickoit Penepanuu
60 BBIMCKU U3 peecTpa JrieH3ul MUBUCTepCTBa NPOMBIIUICHHOCTH X TOPTOBIIH
Poccuiickon Oeneparui.

JlomycKkaeTcs TpPeACTaBICHHE BMECTO BBINIEYKA3aHHBIX NOKYMEHTOB KOTIHM
CIIPABKH, BBLIAHHOH yIIOJHOMOYECHHBIM OPraHOM Kuraiickoit Hapoauoit PecriyOnukw,
YIOCTOBEPSIEOLIe!l [POMU3BOJCTBO JICKAPCTBEHHOTO Ipernapara B COOTBETCTBHM C
tpe6Gopanussvu  GMP, nub0 Komuu JIHIEH3UA Ha IPOU3BOJCTEO, BBIJJAHHOM
YIIOJITHOMOYEHHBIM OPraHOM Kuraiickoit Hapommoit PecryOnmuky, conepaiiei
JEKIIAPAIMIO O COOTBETCTBUM MPOM3BOACTBEHHOM MITOIIAKH tpebosanusaM GMP.

3. TapanTuiiHble MUChMa yYaCTHHKA C IIEPEBOJIOM Ha pycckuit (6eopyccKuii)
SI3BIK:

0 COOJIONEHUH YCIOBUM XpaHeHHs W TPaHCIOPTUPOBKH JIEKApCTBEHHOI'O
mperapara,

0 IpeOCTaBIEHAN HHPOPMAIIMH OT IPOU3BOJUTENS B CIIyHdae, eClli B IIPOLECCe
o6palieHis TOCTAaBIEHHOH cepuy JIGKapCTBEHHOrO MpenapaTa  TaKkoBas Oyner
NpuU3HaHA HeKaueCTBEHHOM;



O NPENIOCTaBICHUHU NPK IIOCTaBKe JICKAPCTBEHHOTO Iperaparta o(QUIHAIBHOTO
CIUCKa IUCTPUOBIOTOPOB MPOU3BOIUTENS, OATBEPYIAIONIEr0 JNEraibHOCTh eI
IIOCTABOK M ITOJHOMOYHMSI YYaCTHHKA,

O TMpeNOCTaBICHUH MPH IOCTaBKEe JIEKAPCTBEHHOIO IIperaparta IepeBoja
MHCTPYKIMH TI0 MEAMLUHCKOMY NPUMEHEHHIO, 3aBEPEHHOTO MePEBOAYECKUM BIOPO,
YAOCTOBEPAIOIIEro TOYHOCTE NIEPEBO/A H COOTBETCTBHE TEKCTA OPUTHHAIY, a TAKIKE O
NPENOCTABICHUN K K&X/IOH yTIaKOBKE [epeBO/Ia MHCTPYKLMH Ha PYCCKUM A3BIK i (HITH)
OeopyCCKH SI3BIK U TPeOyeMOro KOJINYeCTBA CTHKEPOB (B Cllyyae HEOOXOJUMOCTH);

O BO3MOXXHOCTH TPEIOCTABNIEHH S [OJHOTO MaKeTa JOKYMEHTOB ISl MOy YeHuUs!
Paspellieis Ha BBO3 HE3apErMCTPUPOBAHHOrO JIEKAPCTBEHHOTO [perapata B
COOTBETCTBUM C 3aKOHOJATeNbCTBOM Pecry6nuku benapycs.

OnnoBpemenno undopmupyem, uTo ey 3a YNaKOBKY MpeaiaraemMoro
JIEKAPCTBEHHOI0 Mpenapara He0OXOAUMO NMPeIOCTABIATHL CTPOro ¢ VKa3aHHeM
nopsiika ¢GopMUpPOBaHHsA HeHbl. B ciydyae HecoGJ0AeHHS] TaHHOIO ycJ10BUsI
npeacTaB/aeHHas uH(popmManus He GyaeT yuyTeHa.

Huopmayus, nonyuennas e pamxax uccredosanus KOHBIOHKIYPbl PbIHKA,
6yoem ucnonvzosana Ons  ompedenenus npedenvHoil  CIMOUMOCHIU npeomema
20CYOapCmMeenHotl 3aKynKu U nposederue npoyedypol cbopa ungopmayuu ne enevem
3a €000l BO3HUKHOGEHUE KAKUX-TUBO 06A3amenscme Medcoy  3aKAZUUKOM U
NOMEHYUANbHLIM NOCMABUSUKOM.

OtBeT npocuM Jath B cpok 1o 09.09.2026 BKIIOYHTENLHO [0 SJIEKTPOHHOMY
anpecy nogach@pharma.by.

braropapum 3a cotpynnudecTso.

3amecTuTeNb reHepaIbHOro JUPEKTOpa —
HavaJbHUK OT/eNa MapKETHUHTA,

B3/1 u TennepHbIX 3aKyIoK T.ILTpyxau

Horau 377 90 25



