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3anpoc O BO3MOMXHOCTH [TOCTaBKH
YBaxxaemsle rocrozna!

PYIT «BEJI®@APMALIMA» B paMkax MapKETHHIOBBIX MCCIENOBaHMMA
KOHBIOHKTYPBl pPBIHKa C I€/lbl0 IOCIEYIOIIero I[POBEJEHUs IPOLETYpEI
TrOCYIApCTBEHHOM 3aKyNKH IIPOCHUT COOOIIMTE O BO3MOXXHOCTH IIOCTABKH
CIEIYIOUUX  3aperMCTPUPOBAHHBIX/HE3aPErUCTPUPOBAHHBIX  JIEKAPCTREHHBIX
IIpernapaToB:

IIponoghon amynecus ons unvexyuti /¢ 10 me/mn 20 mn B xon-se 61 418 ex;

1lponoghon smynecus ons unvexyuii 6/ 10 me/mn 50 mn B xon-se 60 860 ex.

Cpok mocTaBkH Neproi napTuu — uoHb 2024 roga.

B cinydae BO3MOXXHOCTHM IOCTaBKH JIEKapCTBEHHOIO Ipernapara 6 HHbIX
KOu4ecmeax Wik UHOU CPOK TaKKe TIPOCUM IIPOUH()OPMHUPOBATE.

ITpocum HanpaBUTh HHPOPMALTHIO O BO3MOMXHOCTH MOCTABKH JIEKAPCTBEHHBIX
IpernapaToB ¢ yKa3aHWeM TOPTOBOTO HAaWMEHOBaHHA, ()acOBKH JIeKapCTBEHHOTO
npenapara, Cpoka TOJHOCTH, IPOHU3BOAMTENS (MPOW3BOJUTEIEH BCEX JTANOB
TIPOM3BOJICTEA), KOIMYECTBA YIIAKOBOK, IIEHbI 3 YIIAKOBKY. A TaKiKe B CIydae, eCiH
JIeKapCTBEHHOE CPENICTBO He 3aperucTpupoBaHo B PecnyOnuke benapyce, nmpocum
rapaHTHPOBATh MPENOCTaBIeHHE NOKYMEHTOB cornacHo [Ipunosxkenuto 1.

Hudpopmauun, nonyueHHana & pamKax HCCICO0BAHUA KOHBIOHKHLYPbL
PbIHKa, 0ydem UCHOMAL306AHA 071 ORNPEOeeHUA RNPEOebHOU CHIOUMOCIU
npeoOMema 20Cy0apCmeeHHOU 3aKYRKU U RHposedeHue npouedypsl coopa
ungopmauuu ne sieyem 3a cofOUl 603HUKHOGEHUE KAKUX-IHOO 0043amenscme
MedHcOy 3aKATUUKOM U ROMEHUATbHLIM HOCIMAGU{UKOM.

Oreer npocuM jiath B cpok 0 12.06.2024r. 1o 3JIeKTPOHHOMY ajpecy
heina@pharma.by.

braromapum 3a COTPYIHMYECTRO.
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[Tpunoxenue Nel

[Ipocum rapanTUpoBaTh NpeOCTaBIEHHE CIEAYIOIINX JOKYMEHTOB:

L. Komusst ~ mokyMeHTa,  MOATBEPKJAIOWIEr0  PErHCTPAlUI0  H
WCIIOJIB30BaHMe  JIEKapCTBEHHOTO  IIpemapaTa B CTpaHE-NPOU3BOIHUTENE
(perucrpalliOHHOE Y 0CTOBEPEHUE WU CePTU(UKAT Ha CBOOOIHYIO IPOJAXKY, THOO
cepTH(HUKaT (apMaleBTHIECKOTO MPOMyKTa, Jub0 rpadudeckoe H300pakeHue
9KpaHa  (CKpHHILOT)  HHTEPHET-CTPaHMUIBI ¢  OQHIMaANBHOrO0  caiita
YIOIHOMOYEHHOT0 OpraHa B ciepe perucTpanyu JTeKapcTBEHHBIX IPeIaparo,
MIOATBEPIKAAIOIIEe PErUCTPALMIO B CTpaHe MPOU3BOACTRA).

B cioy4yae OTCYTCTBHS pErHCTpalMid B CTpaHe-IIPOM3BOAUTENE BO3MOMCHO
IIpeOCTaBlIeHHe KONMMM [OKYMEHTa HIH TpadUuecKoro H300pakeHHs 3KpaHa
(CKpHHILIOT) MHTEPHET-CTPAHULIBI C ODUIIMATIEHOTO caiTa EBponeickoro areHTCTBa
NeKapCTBEHHBIX IpenapaToB, IMOATBEPKIAIOIIEe PETUCTPANIO JIEKAPCTBEHHOTO
npemapata B EBpomeiickoM 53KOHOMHYECKOM COI03€, IMPOBEIEHHYI II0
LIEHTPAIM30BAaHHOM TMpoNeaype, HIH KOMMM JOKYMEHTa O perucTpanuu
JeKapCcTBEHHOTO Ipenapara B PO.

2 Kommuro JIOKyMEHTAa, yIOCTOBEPSIOIIETO IIPOU3BOICTBO
JNeKapCTBEHHOTO Ipemapara B ycloBUsaxX Hammexamed npow3BOJCTBEHHOM
npakTHku (GMP), ecnu B mpeAcTaBiIeHHOM PErMCTPAllMOHHOM Y/IOCTOBEpPEHHH,
nubo  cepTHdHKaTe Ha  CBOOODHYIHO — mpomaxy, Jmbo  ceprudukare
(dhapManeBTHYECKOTO IPOJAYKTa OTCYTCTBYIOT CBEJEHHS O ICPHOIUICCKOM
IMpOBEpKe MPOM3BOJCTBA JIEKAPCTBEHHOTO Tpemapara (JieKapcTBEeHHOH (HOpMET)
YIOTHOMOYEHHBIM  OpPraHOM  CTpaHbl [POM3BOJUTENST HAa  COOTBETCTBHE
TpeboBanuaM Hannexamieii Ipou3BOACTBEHHON IIPaKTHUKH.

B kadecTBe Takoro JOKyMEHTa MOXET OBITh IIpeAcTaBleH cepTudukar GMP,
nubo rpaduyeckoe uzoOpaxkeHHe JKpaHa (CKPHHILOT) C DJJIeKTPOHHOM 0a3sl
EudraGMDP ceptudukaroB GMP, mubo pacmedaTka ¢ 3JIeKTPOHHOH Oazbl
YIIOJIHOMOYEHHOTO OpraHa CTPaHbl NPOM3BOJICTBA JIEKAPCTBEHHONO IpEHapaTa.
IlpencraBneHHple AOKYMEHTBl JOJDKHBI CONEPXXKaTh IIONHYI0 HHPOPMAIMIO O
MIPOU3BOJUTENIE JIEKAPCTBEHHOTO IIpermapara, B TOM HHUCIE OCYIIECTBISIOIEM
IIPOU3BOJICTBO TI'OTOBOW JIEKapCTBEHHOH (opmbl, (acoBKy U (WIH) YIIaKOBKY,
KOHTPOJIb KAuecTBa M HUHBIX YYacTHUKaX IIPOU3BOJICTBA M KOHTPOJS KadecTBa
NeKapCTBEHHOTO Iperapara.

3. Pa3BepHyTOe omucaHHe XapaKTepHUCTHK IIPE/IaraeéMoro K 3aKyIlKe
JEKapCTBEHHOTO IIpernapara - HHCTPYKIHK MO0 METUIMHCKOMY MPHMEHEHHUIO
NeKapCTBEHHOTO Ipernapara (JoIycKaeTcs IpeJocTaBlIeHAe TUCTKA-BKIAIBIIIA).

4. I[BeTHBIE MAKEeThI YIIAKOBKH JICKAPCTBEHHOIO [Ipenapara.

3. [apaHTHiTHBIE THCEMA MOTEHIUATHFHOTO YIaCTHHKA!

0 COOJIOJICHUH YCIIOBHII XpaHEHHUS M TPAHCIOPTUPOBKU JIEKAPCTBEHHOTO
npernapara;

0 MPeJOCTABIEHUN IPHU IIOCTABKe IEKapCTBEHHOTO IpenapaTta nHGopMaIuu
OT MPOHU3BOAMTENS. O TOM, YTO [@HHAS CEpUs YK€ NPHUMEHSETCS Ha phIHKE, IS
KOTOPOro IPOU3BEACHA, W HE HMEeT IPETeH3Hi MO KadecTBy JuOO YTO B
Pecnybnuky benapych ocylnecTBIsieTcsl TOCTaBKa HOBOW CEpHH JIEKapCTBEHHOTO



mperapara, OCHOBHASA YacTh KOTOPOM 3aITaHHpOBaHA K [MOCTABKE HA PHIHOK, JJist
KOTOpOro mnpousBeneHa. [Ipu 3TOM IPOM3BOAMTENL B CIydae, eCd B TIpollecce
ofpailieHuss JaHHAsT CcepHsi JIEKAPCTBEHHOrO Iiperiapara OyneT IpH3HaHa
HEKa4eCcTBEHHOH, o00sa3yercs mnpouHdopMupoBaTh 00 3TOM MHHHCTEPCTBO
3mpaBooxpaHenus Pecnybnuku benapycs;

' O . BOSMOXXHOCTH TpeJOCTaBIEHNs TOITHOTO TTaKeTa JOKYMEHTOB JUIs
IOJyYEHHUS] paspellicHus Ha BBO3 HE3aperHCTPUPOBAHHOIO JIEKapPCTBEHHOTO
IIperaparta B COOTBETCTBHH C 3aKOHOaTenbcTBOM Pecrybmuku Benapyce.



