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PVII «Musnckas ®apmanus» ¢ NDeJbl0 oOnpelejeHHsi Npeae/ibHOH
CTOMMOCTH Ul TIOCJIEAYIOLIEro IPOBEINEHUS MPOLENyphl IOCyNapCTBEHHOM
3aKyIK{A B COOTBETCTBUU CO CBOJHBEIM T'OZOBBIM IIJIAHOM 3aKYIIOK JIEKAPCTBEHHBIX
CpeIacTB W JledeOHOro muTaHus MHHHCTEpPCTBa 3[paBooxpaHeHus PecryOiuku
benapycb Ha 2026 rox mMOpocHUT COOOIIUTE O BO3MOXHOCTH IIOCTaBKH
JIeKapCTBEHHOIO Ipenapara YHumuon p-p 0ns unvekyuil é/m u n/x 50 ma/mn 5 mn
(3apezucmpuposannsiii JII1 / Hezapezucmpuposanneiii JII1) B konudectse 11 550 ex.
(kaK 3aperuCTpUpPOBAHHOTO, TaK W He 3aperhcTpupoBaHHoro B Pecmy6iuke
Bbenapycs). R

Cpok (cpoxu) mnocraBkd ToBapoB: IlocTtaBku OyayT oOCyIIECTBIATHCS
naptusMu B III, IV kBapranax 2026 r. u I, II kBapramax 2027 r. Cpok mocraBku
ToBapa — 10 60 nHel ¢ AaThl noanucaHus criequdukanuu. Jlomyckaercs mocraBka
He Oosee 4yem 2-Ms NapTUSIMH, KOHKPETHBIH CpPOK IIOCTAaBKM OrOBapUBaeTCS
npuIokeHueM (cnenudukanuei).

YciioBus U CpoKH oruiaTel ToBapa: OTcpouka Iiarexa — B TedeHue 60 nHeii ¢
JaTel IpUeMKH ToBapa [TokynaTeneM 1o KOJIM4eCTBY U KauyecTBY (ZaTa MpUeMHOro
akta [Toxynarens).

OTBeT Ha 3anpoc A0JI3KEH CONePKATD:

— HaMMEHOBaHHWe IIOTeHLHAJBHOIO YUYaCTHHKA;

— TOpProBO€ HaUMEHOBaHHUE JIEKapCTBEHHOI'O Mpernapara ¢ y4eToM (pacoBKH
1 YIIaKOBKH, KOJIMYECTBO YIIAKOBOK;

— HaWMEHOBaHUE IIpou3BoJuTeNs (IIPOU3BOJUTENEH, YYaCTHHKOB BCEX
3TaroB IMPOXU3BOJICTBA);

— IleHy 3a YNaKOBKy, OOILIy}0 CTOMMOCTH (C y4eTOM IOCTaBKH, HAJIOTOB,
cOOpOB U Ipyrux o6A3aTeNbHBIX TIaTEXeH);

—  0OIIMH CPOK FOJHOCTH U OCTATOYHBIN CPOK T'OAHOCTH JIEKAPCTBEHHOIO
Ipernapara Ha MOMEHT IMOCTaBKH;

— nopaaokK  (hopMHpOBaHHA _ UeHbBI ¢  ydYeToM  TpeboBaHuii
3aKOHO/JATe/JILCTBA O LeHooOpasoBaHHH. B ciay4dae oTcyTrcTBHA nNopsigka
(hopMupOBaHHA LEHbI, NPeACTABIeHHAS HHpOpMaL A He GYIeT yuTeHa.

B ciywae, ecnu JieKapCTBEHHBIM TIperapaT He 3aperMCTPUPOBAH B




Pecriy6muke Benapych, IPOCHM TapaHTUPOBATh MPEJOCTABICHHE CIIEIyHOIIHX
JOKYMEHTOB:

Komnuy cliefylolmX T0KYMEHTOB C EPEeBOIOM Ha pycckui (Genopycckii)
A3BIK:

1. Kommust JOKyMeHTa, TIOATBEPIKAAIOMIETO PETHCTPALIMIO U MCIIOJB30BAHNC
JIEKAapCTBEHHOTO ~ Mpeliapara B  CTpaHe-NpousBojuresne  (PEeruCTPalHOHHOE
YIOCTOBEpEHHE WM CepTHOUKAT Ha CBOOOIHYIO MPOAAXY, mbo ceprtudukar
(hapMalleBTHYECKOTO IMpOAyKTa, &mbo rpaduueckoe u300pakeHue SKpaHa
(CKpYHIIOT) MHTEpPHET-CTPaHMIBl C OQUIMANBHOTO CalTa YIOIHOMOYEHHOIO
opraa B cepe PErHCTpalMH JIEKAPCTBEHHBIX IIPENapaToB, MOATBEPKAAoLIEee
PETHCTPALIMIO B CTPaHe POM3BOJICTBA).

B ciydae OTCYTCTBHS PETHCTpali¥i B CTpaHe-NPOM3BOJHMTENIE BO3MOXKHO
[peOCTaBIeHHe KOTHMHM JAOKYMEHTa HIH TpaduyecKoro Hu300paXeHHs SKpaHa
(CKPHHILIOT) HHTEpHET-CTPAHHUIIBI ¢ OQHUIMATBHOrO caiiTa EBporelickoro areHTcTBa
JIeKapCTBEHHBIX IIPEeNapaToB, MOJATBEPXKAAIOLIee PEriCTPallio JIEKapCTBEHHOTO
npenapata B EBpomeiickoM 5KOHOMMYECKOM  COI03€, MPOBEACHHYIO IO
IEHTPAJIU30BAHHOM TpoleJype, MIM KOIMM JOKYMEHTa O perucTpamuu
JleKapCTBEHHOTO Tpenaparta B Poccuiickoit Denepaiy.

2. Komust JOKYMEHTa, yIOCTOBEPSIOIIETO IPOM3BOJCTBO JIEKAPCTBEHHOTO
npemnapara B ycinoBusix Hazyexaiiiel pou3BOACTBEHHON IIPAKTUKH (GMP), eciu B
IpeICTABIEHHOM DETHCTPALIOHHOM Y/IOCTOBEPEHHH, JIHOO cepTuduxare Ha
cBOGONHYIO Tpomaxy, Jmbo ceprudukare (apMaleBTHIECKOro IMpoAyKTa
OTCYTCTBYIOT ~ CBEJCHHMS O  TEPHOAMYECKOH  IPOBEPKE  MPOM3BOACTEA
JIEKapCTBEHHOTO TpernapaTa (JIeKapCTBEeHHOHU (GhOpMBI) YIIOTHOMOYEHHBIM OPraHOM
CTpaHbl ~TPOM3BOJMTENS HA  COOTBETCTBHE  TPEOOBAHHAM Hapmnexarei
IIPOU3BO/ICTBEHHOM ITPAKTUKH.

B KkauecTBe TaKOro JOKYMEHTa MOXET ObITh IpesicTaBieH ceprudpuxar GMP,
6o rpadpudeckoe H300paKEHHWE OKpaHa (CKPHHIIOT), nubo pacriedaTka ¢
snextpoHHo#t 6Gaszsl EudraGMDP  ceprudukaro GMP, nu0o pacmeyaTka ¢
SNEKTPOHHOM  0a3bl  YMOJHOMOYEHHOTO — OpraHa  CTpaHbl — NPOM3BOZCTBA
JleKapCTBEHHOTO mpenapara. IIpeicTaBneHHble NOKYMEHTBI [OJDKHBI COACPKATh
MOJIHYIO HHPOPMALMIO O IPOU3BOJUTENE JIEKAPCTBEHHOTO NPEnapara, B TOM HHCIe
OCYILECTRIAIONIEM POU3BOJCTBO T'OTOBOW JIEKAPCTBEHHOH ¢bopmsbl, (acoBKy H
(1K) YTAKOBKY, KOHTPONb KauecTBa, W MHBIX y4aCTHHKax I[POM3BOACTBA M
KOHTPOJISI Ka4eCTBa JeKapCTBEHHOTO Ipenapara.

3. PasBepHyTO€e OIMCaHHE XapaKTEPHCTHK IIpeJaraeMoro K 3aKylKe
JIEKAPCTBEHHOrO Ipenapara — WHCTPYKUHIO 10 MEIMIMHCKOMY IPUMEHCHHIO
JIeKapCTBEHHOTO Tpernapara (JOoIyCKaeTes MPefoCTaBIeHIe JIMCTKA-BKIIA/IBILIA).

4. TapaHTHilHBIE IHCbMA y4aCTHHKA!

— 0 COBJIIOIEHUH YCJIOBHMI XpaHeHHS M TPaHCIOPTHPOBKH JIEKapCTBEHHOI'O
mperiapara;

— 0 IpeIOCTaBIEHUH [IPH IOCTABKE JIEKapCTBEHHOrO NperiapaTa HHpopMaluu
OT HPOU3BOJIUTENSI O TOM, UTO IIOCTABIIsIEMasi CEPUst yiKe NPUMEHSETCs Ha PhIHKe,
[T KOTOpOro MpoW3BelieHa, M He MMEET IPEeTeH3UH IO KayecTBY aubo 4TO B
Peciy6nuky Benmapych OCYLIECTBIAETCS NOCTaBKAa HOBOM CEPUH JIEKAPCTBEHHOTO



npernapaTa, OCHOBHas 4acTh KOTOPOH 3all/ITaHMpPOBaHa K IIOCTABKE HA PBIHOK, JUIA
KOTOpOro npousBeneHa. [Ipu 5TOM NPOM3BOAUTENH B CIy4ae, €Ciad B IIpolecce
oOpalleHuss [aHHAs Cepus JIEKAPCTBEHHOro Iipernapara OyJaer Ipu3HaHa
HEeKa4yecTBEHHOH, o00s3yercs mponH(GOpMHpoBaTe 00 3ToM MHUHHCTEPCTBO
3apaBooxpaneHus PecnyOnuku benapyce;

— 0 MpeIOCTaBNEeHUH K KaX/I0i yIIaKoBKe IIepeBOia HHCTPYKIMK Ha PYCCKHH
A3BIK U (unH) OenopyccKuit sI3bIK U TpeOyeMoe KOJIHYECTBO CTUKEpOB (B ciiyuyae
HeOOXOJMMOCTH) TIPU TIOCTaBKE HE3apEerHCTPHPOBAHHOTO  JIEKAPCTBEHHOTO
nperapara;

— 0 BO3MOXXHOCTU IpPEJOCTaBJCHHs IIOJIHOTO IIaKeTa JOKYMEHTOB UL
MOJly4eHHUs] pa3pellleHHss Ha BBO3 HE3apETHCTPHUPOBAHHOIO JIEKAPCTBEHHOTO
Ipernapara B COOTBETCTBUH C 3aKOHOJaTebcTBOM Pecnybnnku benapyce.

Konuu  [TOKYMEHTOB,  WCIOJHEHHBIX  Ha  WHOCTPAaHHOM  SI3BIKE,
IIPEJCTABJISIIOTCS C MIEPEBOIOM Ha pycckuit (6esopyccKuii) A3bIK.

Wndopmanus, nomydeHHass B paMKax HCCIeOBaHHS KOHBIOHKTYPBI PHIHKA
Oyner HCIoJib30BaHa [UIA OMpeleieHHs MNpeaeJibHOH CTOHMOCTH MpeaMeTa
rocyJapcTBeHHOH 3aKyNKH; IIpOBeJeHHe INpoLedypbl cOopa HHPOpMAaLUU He
BJIeYET 32 cO00} BOBHUKHOBEHHE KaKHUX-IHO0 0053aTENIbCTB MEXIY 3aKa3yHKOM U
TIOTEHI[HAIBHEIM ITOCTaBIIHKOM,

WHubopMmaruro npocuM IpencTaBuTh He nosgHee 24 uioas 2026 roga 1o
3JIEKTPOHHOMY ajipecy d.torg@minfarm.by.
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