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3asiBKa O MpegOCTaBIEHUN
UH(OpMaLIMHK O [[eHaX

YBaxxaemsle rocrona!

PVYII «bEJIOAPMAIIMY ¢ nenpro onpeneneHust npeaeabHOl CTOUMOCTH JIS
[IOCJIEIYIOIIEero IMPOBEAEHHUS IMpPOLEeAypbl TOCYJapCTBEHHOM 3aKylKd IO IUIAHY
2026 roga MpoOCUT COOOILIATH O BO3MOXHOCTH TIOCTABKH 3aperucTpHpPOBAHHBIX/
He3aperucTpupoBaHHbIX B PecriyOnuke benapych nekapcTBEHHBIX MIPENapaToB:

MHH Konuuecmeo, eo.
VIMMyHOTI00Y/IMH aHTHpabUUYecKuil p-p Al UHBbEKIHHA He MeHee 150 me/mit 4 000
5 M

IIpocum HampaBUTh HHGOPMAIHMIO O I[EHAX Ha JIEKAPCTBEHHBIE Mpemnapathl ¢
yKa3aHWeM TOProBOT0 HaMMeHOBaHUs, PacoBKH, CpOKa TOAHOCTU Ha JaTy IMOCTaBKH,
npou3BoguTeNsl (MPOU3BOJMTENEH BCeX JTAlOB IPOU3BOJACTBA), KOJIMYECTBA
yIaKOBOK, LIEHBI 32 YIIaKOBKY.

Takoxe MpoCcHM Mpe/ICTABUTh MHPOPMAIIHIO O BO3MOKHBIX CPOKaxX MOCTaBKH.

B ciyyae, eciu jgexapCcTBEHHOE CpeACTBO He 3aperucTpupoBaHo B Pecmybiuke
Benapyce, mpocuM rapaHTUPOBATH MPEIOCTABICHUE KOMUN CIEAYIOMUX JOKYMEHTOB
C IIEPeBOJIOM Ha PYCCKHUi (0eOpyCCKuit) SI3bIK:

1. Komust moxyMeHTa, oATBEePKAAFOIIETr0 PErUCTPALMIO M UCIIOJIb30BaAHUE
JEeKapCTBEHHOTO  Tperapara B  CTpaHe-NPOW3BOAUTeNe  (PEerucTpaloOHHOe
yIOOCTOBEPEHHE WU CcepTU(UKAT Ha CBOOOAHYIO MpoAaxy, b0 cepTudukar
¢dapMalieBTHUECKOro MPOAYKTa, IHOO0 rpaduueckoe n300paXkeHue dKkpaHa (CKpUHIIIOT)
MHTEPHET-CTPAHUIBl ¢ OQHUIMAITFHOTO CaiTa yIMOJHOMOYEHHOIo opraHa B cdepe
pEerucTpalyy JeKapCTBEHHBIX MPernapaToB, MOATBEPIKAAIOIIEe PErUCTPALMIO B CTpaHe
IIPOU3BOJ/ICTBA).

B ciydae oTCyTCTBUSI perucrpaldud B CTpaHe-IPOU3BOJUTENE BO3MOXKHO
IpeOoCTaBIeHHe KOMUU [OKyMEHTa WM Tpaduyueckoro H300pakeHUsT OSKpaHa
(CKpHHILOT) MHTEPHET-CTPAHUIIBI C OQUIMATBHOrO caidTa EBporneickoro areHTcTBa
JEKapCTBEHHBIX IPENapaToB, MOATBEPXKIAIOIIEEe pPErucTpalUio JIEeKapCTBEHHOIO
mpenapata B EBpomeiickoM  3KOHOMHUYECKOM  COIO3€, IMPOBENEHHYIO  I10
[EHTPaIM30BAHHON TMpoIeAype, WIH KOMUU JOKYMEHTa O pPEruCTpaluu
JeKapcTBeHHOro mperapara B Poccuiickoit @enepariu.




2. Komust moxkyMeHTa, yqOCTOBEpSIONIEro MPOU3BOJICTBO JIEKAPCTBEHHOTO
npenapara B yciuoBusx Hamrexarniei npousBonctsenHoi npaktuku (GMP), ecnu B
IpEeACTaBIEHHOM pPErHCTPAllMOHHOM YAOCTOBEpPEHHH, JHOO cepTupUKaTe Ha
CBOOOIHYIO mpojaaxy, Jubo ceptudukare ¢GapMaleBTUYECKOro IMPOAyKTa
OTCYTCTBYIOT CBEJICHHUS O NMEPHUOJUICCKON MPOBEPKe MPOU3BOJICTBA JIEKAPCTBEHHOTO
npenapara  (JiekapcTBeHHOM  (GOpMBI)  YIMOJIHOMOYEHHBIM OpPraHoM  CTpaHbl
MIPOU3BOJIUTENISI Ha COOTBETCTBHE TpeboBaHusM Hamnmexarneid mpou3BOICTBEHHOU
MIPaKTUKH.

B kaudecTBe Takoro JOKyMeHTa MOXeT ObITh IpejacrasiieH cepTudukar GMP,
mubo rpaduyeckoe wu300pakeHHE OdKpaHa (CKPHHIIOT), JHUOO pacledyarka ¢
anekTpoHHOH 6a3pl EudraGMDP ceprudukaroB GMP, nubo pacmedarka c
QJIEKTPOHHOM  0a3pl  YMOJTHOMOYEHHOTO  OpraHa  CTpaHbl  MPOU3BOJICTBA
JeKapCTBEHHOTo Tmpemnapara. llpencraBieHHbIE MOKYMEHTHI AOJDKHBI COJEp)KaTh
MIOJIHYIO MH(OPMAILMIO O MPOU3BOJUTENE JIEKAPCTBEHHOIO IperapaTra, B TOM YHCIe
OCYIIIECTBIISIFOIIEM MTPOM3BOJCTBO FOTOBOH JIeKapCTBEHHOU (hopMmbl, (hacoBKy U (MIIH)
YIaKOBKY, KOHTpPOJIb KauecTBa, U HUHBIX YYaCTHHKAx I[POU3BOACTBA U KOHTPOJ
KauecTBa JIEKapCTBEHHOTO Tpernapara.

3. Pa3BepHyTOE oOmuCaHuE XapaKTEPUCTUK IpeiaraeMoro K 3aKyIkKe
JIEKapCTBEHHOTO TMperapata - WHCTPYKIHUIO II0 MEIULHUHCKOMY NPUMEHEHUIO
JIeKapCTBEHHOTO Mpernapara (JI0oIycKaeTcs peaoCTaBIeHue JINCTKa-BKIIabIIa).

=2 ["apaHTUiiHBIE TUCHEMA MTOTEHI[MAIBHOIO YYaCTHHKA!

O COOJIOJIEHUM YCJIOBUNA XpaHEHUS M TPAHCIOPTUPOBKH JIEKAPCTBEHHOTO
npernapara;

O TIPeOCTaBJICHUU MPH MMOCTABKEe JICKAPCTBEHHOIO MpernapaTa HHPOopMaluu OT
IIPOU3BOJIUTENIS O TOM, YTO JAHHAS CepHs y)Ke MPUMEHSETCS Ha PBIHKE, U1l KOTOPOro
IpoU3BeeHa, U He UMeeT IMPEeTeH3Ui M0 KauecTBy 6o uto B Pecrybmnuky benapycs
OCYILECTBIISIETCS IOCTaBKa HOBOW CEpUH JIEKapCTBEHHOIO IIpenapara, OCHOBHAs 4acTh
KOTOPOI 3artaHupoBaHa K [IOCTaBKe Ha PhIHOK, JJIsi KOTOpOro mpousBeaeHa. [Ipu aTom
MpPOW3BONUTENF B Clly4ae, €Cclid B IIpolecce oOpallleHHs JaHHasi cepus
JEKapCTBEHHOTO TMperapata OyJeT MpuU3HaHa HEKayeCTBEHHOH, o0s3yercs
npouHpopMUpoBaTh 00 3TOM MUHHUCTEPCTBO 3[apaBoOXpaHeHus PecnyOnuku
benapycs;

O TIPEeOCTaBICHUHU K KaXXJOW YMaKOBKe MepeBOoJa MHCTPYKIUU Ha PYCCKUU U
(wnm) OenopycCKMi S3BIK M TpeOyeMoe KOJMYECTBO CTHUKEpPOB (B cliydae
HE0OXOIMMOCTH ) TIPY MIOCTABKE He3apErUCTPUPOBAHHOIO JIEKAPCTBEHHOrO [Ipenapara;

0 BO3MOXXHOCTH TPEIOCTABIICHHUS [TOJIHOTO MaKeTa JOKYMEHTOB JUIS TOTyYeHHUs
paspeleHuss Ha BBO3 HE3aperMCTPUPOBAHHOIO JIEKAPCTBEHHOTO Ipenapara B
COOTBETCTBHH C 3aKOHO/IaTebcTBOM Pecmybnuku benapyce.

OanoBpemMeHHO HH(OPMHUpPYEM, YTO LEHY 3a YNAKOBKY IMpelaraemMoro
JIEKAaPCTBEHHOIr0 Mpenapara HeoOXOAHMMO MPeJOoCTaBJATH CTPOro ¢ YKa3aHUeM
nopsiaika ¢dopMUpOBaHUS LeHbI. B ciy4dae HecoOJIl0OAeHUS] NAHHOIO YCJIOBHS
npeacrapjieHHasi HHGopManusi He OyaeT y4TeHa.

Hughopmayus, nonyyeHnas 6 pamkax uUccied08aHuUs KOHBIOHKMYPbl PbIHKA,
b6yoem uUcnonwb308aHa 0Nl onpedeneHus NpeoelbHOl CMOUMOCMU npeomema
20Cy0apcmeeH ol 3aKyNKU U npogederue npoyedypsl coopa uHgopmayuu He ievem




(95}

3a coboll B03HUKHOBEHUE KAKux-I1ubo obsazamenvcme medHcoy 3aKa34uKom U
NOMEHYUATLbHLIM NOCMABUSUKOM.

OtBeT nmpocuM 11ath B ¢pokK mo 21.07.2026 BKJIIOYUTENBLHO 110 3JIEKTPOHHOMY
aapecy nogach@pharma.by.

brnaromapum 3a cOTpyAHUYECTBO.
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