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3asBKa O NMPEeIOCTaBICHUU
uH(OpPMAIIKMHU O LIeHaX

YBaxxaemele rocrojual

PVYII «bEJIOAPMALIMSI» ¢ 1ienbio onpeaeneHus npeaelbHON CTOMMOCTH IS
IOCJIEAYIOIIEr0 IMPOBEIEHUS] IMPOLEAYpPbl TOCYNapCTBEHHOW 3aKyIKH II0 IUIaHy
2026 roga MPOCUT COOOLIMTH O BO3MOXXHOCTH ITOCTaBKH 3aperHCTPUPOBAHHBIX/
HEe3aperucTPUpPOBaHHbIX B PecmyOmke benapyce nekapCTBEHHBIX IIPENapaToB:

MHH Konuuecmeo, eo.
OUTOMEHATUOH P-p A1 uHBeKIuH 2 Mr 0,2 M 1 880
duroMeHaMoH p-p Ui HEBEKIUi BoAHBIA 10 Mr/mur 1 M 27 635

[IpocuM HampaBUTh WHPOPMALMIO O IEHaX Ha JIEKapCTBEHHBIE Mperaparhl ¢
yKa3aHKeM TOPrOBOTO HAMMEHOBaHHUs, ()aCOBKH, CPOKA FOJHOCTH Ha JaTy MOCTABKH,
mpousBoauTeNs (MpOU3BOAMTENEHl BCeX JTAloB IPOM3BOJCTBA), KOJIHYECTBA
yIaKOBOK, LIEHHI 32 YIIaKOBKY.

Taxoke IpoCHM MpeCTaBUTh HHYOPMALHIO O BO3MOXKHbIX CPOKaX ITOCTABKH.

B ciy4ae, eciu JIeKapCTBEHHOE CPeICTBO He 3aperrCTPUPOBaHo B PecryOnuke
Benapych, MpocuM rapaHTHPOBATH OPEIOCTABICHUE KOMUHU CIIEAYIOLIMX TOKYMEHTOB
C IIEPEBOIOM Ha PyCCKUl (0eI0pyCCKUiA) SI3BIK:

1. Komuss ogHOro M3 CIEAYIOMHUX JOKYMEHTOB C IEPEBONOM Ha PYCCKHHU
(benopycckuit) sI3bIK:

1.1. rpaduueckoe u300paxkeHHe 3KpaHa (CKPHHIIOT)

UHTEPHET - CTPAHMIIBI, pacreyarka ¢ 3JIEeKTPOHHON 0a3pl, MOATBEPMKAAIOLINE
pErUCTpAaLuIO, JTUO0 KOIHsI JOKYMEHTa O PErMCTPalMU JIEKapCTBEHHOro Mpenapara -
cepTudukar (apmaieBTudeckoro mpoaykra (mainee - CPP), unu perucrpanuoHHoe
ynoctosepenue, ui free sale ceprudukat (cepTuduKaT Ha CBOOOIHYIO IPOJAXKY) - B
oJHOM M3 ciepyromux rocymapct (Asctpanuiickuit Coro3, Coenunennsie LTaTer
Amepuku, Kanana, - IlBe#napckas - ~Kondenepauus, - -SInouust, Ascrpuiickas -
Pecny6nm<a COGI[I/IHCHHO@ KOpOHeBCTBO BCJII/IK06pI/ITaHI/II/I u CeBepHon Mpnanmuu,
(DeI];epaTHBHaﬂ Pecry6nuka  Fepmanus, KOpOHeBCTBO Hanus, KOpOHeBCTBO 3
Hnnepna}moa KoponeBCTBo IIIserus, Mcmanmus, HOpTyFaJIBCKaH Pecny6nHKa) a
tatoke SmPC (summary of product characteristics - o6uast XapaKTepHCTHKa
JIEKapCTBEHHOIO  IpenapaTta) JMO0  pa3sBepHyTOe OIMCAHME  XapaKTePHUCTHK




IpenaaraéMoro K 3aKylKe JIeKapCTBEHHOro Mmpemapara - MHCTPYKIHMIO —II0
MEIMIMHCKOMY [PUMEHEHUIO, BBIJAHHBIE AN CTPaHBl, PErHCTpalus B KOTOPOM
NOATBEPXKACHA;

1.2. rpaduyeckoe nzoOpaxkeHHe 3KpaHa (CKPHHILOT) MHTEPHET - CTpaHI/IHBI
EBponeiickoro areHTcTBa JIEKapCTBEHHBIX IMpernapatoB JHWOO pacriedaTka C
DJIEKTPOHHOM 0a3pl EBporneickoro areHTCTBa JIEKapCTBEHHBIX IpenaparoB Jjubo
KOMMSl  JTOKyMEHTa, BBIJJAHHOTO EBpOmeMcKkMM areHTCTBOM  JIEKAPCTBEHHBIX
npenaparos (EAJITI, anrn. European Medicines Agency (EMA)) mo pesynsTaram
LHEeHTpaIU30BaHHOM Npoueaypsl peructpauuu - Certificate of a Medicinal Product, a
taioke SmPC (summary of product characteristics — o0mas XapakTepucTHKa
JIEKapCTBEHHOro mpenapara), BbliaHHoe EAJIIL, nubo pa3BepHyTOe ONMCAHUE
XapaKTEPUCTHUK IIPEJIaraeMoro K 3aKyIKe JIEKapCTBEeHHOTO Ipernapara — HHCTPYKIIUIO
10 MEAULIMHCKOMY MTPUMEHEHUIO;

1.3. rpajuyeckoe wuzoOpakeHHe 3KpaHa (CKPHHILOT) HHTEPHET-CTPAHHIILI
Bcemupnoii Opranusanmu 3apaBooxpanenus (nanee — BO3) (agpec B ceTH MHTEpHET
https://extranet.who.int/prequal/content/prequalified-lists/medicines),

NOJTBepXKAarolee, qTO npejiaraeMbli J€KapCTBEHHBIH npernapar
npexkBanupuurposad BO3, a raxoke SmPC (summary of product
characteristics - o0mas XapakTepUCTHKa JIEKApCTBEHHOrO Ipenapara),

BBIJIAHHAST PErYyJIATOPHBIM OPraHOM CTPaHbl MPOU3BOJACTBA TAKOIO JIEKAPCTBEHHOTO
npenapara, JJMOO pa3BepHYTOE OIMCAHHME XapaKTePUCTUK IMPeIaraeMoro K 3aKyIKe
JIEKapCTBEHHOIO NIperapara — MHCTPYKIUIO [0 MEIUIIMHCKOMY TIPUMEHEHHIO;

1.4, nOoKyMeHT (IMCBMO IIPOM3BOAMTENS U KOMUSA PErMCTPALMOHHOTO
yIOCTOBEPEHHsI, NEUCTBYIOIIEro paHee Ha TeppuTopuu Pecny6nuku benapycs),
MOJITBEPIKAAFOIIUH, YTO:

npearnojaraeMeli K MIOCTaBKe JIEKapCTBEHHBIN Mpenapar ObLT 3aperucTPUPOBaH
Ha Tepputopun Pecnybnuku benapycs;

CPOK JIEHCTBUS PErMCTPALIHOHHOIO yIOCTOBEPEHHU S Ha HErO HCTEK He paHee, ueM
3a 4 (4eThIpe) rojia 10 UCTEUEHUS CPOKA ATl TOJIrOTOBKY U MTOIAYH TPEJIOIKEHUH.

Taoxe nomxHa 661Th npeactapiena SMPC (summary of product characteristics
- 00mIas XxapaKTepUCTHKA JIEKAPCTBEHHOTO Iperapara), TM00 pasBepHyTOe ONUCAHUE
XapaKTEPUCTHUK IPEATIAraeMoro K 3aKyIKe JIEKapCTBEHHOI o Mpernapara - HHCTPYKIUS
[0 MEIMLIMHCKOMY ITPUMEHEHUIO, BbIJJAHHAS ISl CTPAHBI-ITPOU3BOIUTES.

TpeboBaHus HaCTOALIErO MOAMYHKTA HE PACTIPOCTPAHSIIOTCS HA JIEKAPCTBEHHBIC
npenaparsi:

PErHCTPALIMOHHBIE YIOCTOBEPEHUS HA KOTOPbIE ObLITH MPHUOCTAHOBJIEHDI B CBSA3H
C HEOJIAroNnpHUATHBIM Mo HIeM 0e30MMaCHOCTH JIEKAPCTBEHHOIO Npernapara;

pPErucTpalMoOHHbIE yAOCTOBEPEHUSI Ha KOTOpble ObUIM MPUOCTAHOBJIEHbI I10
UHUIHATHBE MunucTepeTBa 31paBooxpanenus Pecrybnuku benapycn;

" TI0 KOTOPBIM BO Bpems oGpallleHus TeKapCTBEHHOTO Mperapara Ha phIHKe npH
- POBEJICHUH KOHTPOJIS KayecTBa OBIIM BBISBICHBI HECOOTBETCTBHS Tpe6OBaHI/IHM
. HOPMATHBHOTO TOKYMEHTA I10 Ka‘-IeCTBy l'[pOI/I3BO,[lI/ITeH$I ' 3 :

B TOCYJApCTBEHHOW perucrpaunuu (IepeperucTpalyy, HOILTBep)KI[eHI/II/I

pErucTpaluru) KOTOPBIX OBLIO OTKA3aHO. '



W)

2. Komwms moxymeHTa, yIOCTOBEPSIOLIET0 MPOM3BOACTBO JIEKAPCTBEHHOTO
npernapara B ycioBusix Hammexxareit nmpousBoactBenHol npaktuku (GMP), ecnu B
PEJCTABICHHOM ~PErHCTPAalliOHHOM YIOCTOBEPEHMH, JHMOO —cepTH(uKaTe Ha
cBoGONHYIO mpojaxy, maubo ceprudmkare (papMaLEBTHIECKOrO  IPOLYKTA
OTCYTCTBYIOT CBEJICHUS O IIEPUOJUIECKON MPOBEPKE MPOU3BOJCTBA JIEKAPCTBEHHOIO
npernapata (JIeKapCTBEHHOW  (OpMbBI)  YMOJIHOMOYEHHBIM OpPraHOM  CTpaHbl
IIPOM3BOIUTENSI Ha COOTBETCTBHE TpebOoBaHmsiM Hanmexaredl Mpou3BOACTBEHHON
MPaKTUKHA. B KadecTBe TakKOro MOKYMEHTa MOXET OBITh IpEeJCTaBJIEH: CEpTUPHUKAT
GMP, nmubo rpadudeckoe n300pakeHUe dKpaHa (CKPUHIIOT) C 3JIEKTPOHHOH Oasbl
EudraGMDP ceptuduxkaroB GMP, nmubo pacrmedarka ¢ 3JEKTPOHHOH Oa3bl
YIOJITHOMOYEHHOTO OpraHa CTPaHbl MPOU3BOJICTBA JIEKAPCTBEHHOIO IIperapara.
[IpencraBieHHbIe JOKYMEHTHI MOJDKHBI COJEpXKaTh IOJHYI0 HH(OpPMaLHUIO O
IIPOU3BOJUTENEC JIEKAPCTBEHHOT'O IIperapara, B TOM YHCJIE OCYILECTBIIIOIIEM
IIPOU3BOJICTBO T'OTOBOW JIeKApCTBEHHOW QopMbl, (PacoBKy H (WIM) YIAKOBKY,
KOHTPOJIb Ka4decTBa, W HHBIX YYaCTHUKAX ITPOM3BOJACTBA U KOHTPONS KadecTBa
JIEKapCTBEHHOTO Mperapara.

3. ['apanTuiiHple NHCbMa yYaCTHMKA C IIEPEBOJOM Ha  PYCCKHUH
(6enmopycckuit) A3BIK:

O COOJIIOICHWM YCIIOBUM XpaHEHWs] U TPAHCIOPTUPOBKU JIEKApCTBEHHOIO
nperapara,;

0 MpeaOoCTaBJIeHUH MPH MOCTAaBKE JIEKAPCTBEHHOT'O MpernapaTa HHGOpPMaLlKuK OT
IIPOU3BOJIUTEINS O TOM, UTO JaHHAsI CepUsl YXKe MPUMEHSIETCs] Ha PhIHKE, AJIs1 KOTOPOro
poU3Be/ieHa, U He UMeeT MPETEeH3H Mo KauyecTBy, Inbo uyto B PecyOnuky benapycek
OCYIIECTBIISIETCS TIOCTaBKa HOBOM CepHH JIEKapCTBEHHOTO IIpernapaTa, OCHOBHAsI 4acTb
KOTOPO# 3aIUTAaHUPOBaHA K IIOCTAaBKe Ha PhIHOK, ISl KOTOpOro npousseneHa. [Ipu sTom
MPOU3BOMAUTENF B Clydae, €Cld B Ipolecce oOpallleHus [JaHHas cepust
JIEKapCTBEHHOrO  Mpemapara OyZeT IpH3HaHAa HEeKaueCTBEHHOH, 00s3yeTcs
npouHopMHupoBaTh 00 3ToM MHUHHCTEPCTBO 3ApaBoOXpaHeHus PecryOnuku
benapycs;

0 Mpe0CTaBIeHNUH K KaX 0! yITaKoBKe NepeBoia UHCTPYKLHMU Ha PYCCKHM SI3BIK
u (vn) OeJopycCKHii SI3bIK M TpeOyemMoe KOJMYeCTBO CTHKEpOB (B Ciydae
HEOOXOIUMOCTH ) ITPH MIOCTABKE HE3aperUCTPHUPOBAHHOIO JIEKAPCTBEHHOI'O IIPEapara;

0 BO3MOXXHOCTH MPEJIOCTABJICHHUS MTOJHOTO MaKeTa JOKYMEHTOB ISl IOy YeHUs]
paspellleHuss Ha BBO3 HE3aperHCTPHPOBAHHOIO JIEKAPCTBEHHOIO Ipernapara B
COOTBETCTBHUH C 3aKOHOJATeNbCTBOM Pecmybnuku benapycs.

OanoBpeMeHHO HH(poOpMHpYeM, YTO LeHY 3a YNAKOBKY MNpeAaraeMoro
JIEKAPCTBEHHOr0 Mpenapara Heo0OXOAHMO NMpPeJOoCTABIAATh CTPOro ¢ yKazaHHeM
nopsiika _dopmMupoBaHusl LeHbl.- B caydyae HecoOmaioneHHs AAHHOIO YC/IOBHS
g H[)elICTaB.HeHHaH uapopmauust He Gyaer ydreHa.

HHgbopMaqwz noxzytzeHHa;z 8 pamKax uUcciedo8aHusL: I{OH"b}OHKmypbl pblHKa

= 6yéem UCNONBL306aHA. - O onpedeﬂeHuﬂ npedeﬂbHou cmoumocmu. . npeomema
= eocydapcm(;eﬂﬁou 3az<ym<u u npoeedenue npoyeoypol c6opa LtHgbopjvzaz;uu He eneuem

30 cobOll  BO3HUKHOBEHUE — KAKUX-TUOO. obszamenbcme  medicdy  3aKA3UUKOM U
NOMEHYUATLHBIM NOCIABUJUKOM.



OtBet npocuM 1ath B ¢cpok 1o 19.06.2026 BKIIOYHTENBHO 10 3JTEKTPOHHOMY
anpecy nogach@pharma.by.
biarogapum 3a coTpy AHUYECTBO.
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