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38.1'[1300 0O BO3MOXXHOCTH ITOCTaBKH

VYBaxaemsle rocrmoza!

PVII «BEJI®APMAILIMA» B paMkKax MapKeTUHIOBBIX HCCHEIOBaHHH
KOHBIOHKTYPBI PBIHKa C LENBI0 IOCIEAYIOIIero IpOBENEHHA IIPOLENYDPbI
rOCyapCTBEHHOM 3aKyNKH IIPOCUT COOOIIUTE O BO3MOXKHOCTH [MOCTaBKH
3apEerMCTPUPOBaHHBIX/HE3aperHCTPUPOBAHHBIX JIEKapCTBEHHBIX IPENapaToB:

Tuonenman nop-x 0as uHbeKyull 6/6, 1uog. (nopouiox ons unvexyui) 1000 me
(3apezucmpupogantoe/ Hezapezucmpupoearroe JIC) e konuvecmee 21 272 eo;

Tuonenman nop-x 0151 uHveKyui 6/8, nuog. (nopouiok ona unvexyui) 500 mez
(3apezucmpuposannoe/ nezapezucmpuposannoe JIC) 6 xonuuecmee 13 560 eo.

Cpox mMOCTaBKH — HIOHB-TIepBas JeKaJa HIOIIs.

B ciydae BO3MOXHOCTH ITOCTABKM JIEKAPCTBEHHOIO IIPENApaTd € HHbIX
KOJIUYMecmeax wiu UHOU CpoK Takke MIPOCHUM IIPOHUH(POPMHPOBATh.

[Ipocum  HampaBuTh  HHPOpPMAIMIO O  BO3MOMKHOCTH  IIOCTABKH
3aperuCTPUPOBAHHOIO JIEKAPCTBEHHOIO Iperapara ¢ YKasaHWeM TOProBOro
HAHMEHOBAHMS, (PAaCOBKM JIEKQpCTBEHHOIO IIperapara, CpOKa TIOJHOCTH,
IIPOM3BOAHUTENS (IPOU3BONHUTENEH BCEX O5TANOB IIPOM3BOACTBA), KOJIUYECTBA
YIIAKOBOK, [IEHBI 32 YIIaKOBKY. A TakKe B ClIydae, €ClIH JEeKapCTBEHHOE CPeCTBO HE
zaperucrpupoBano B PecmyOnuke — bemapych, IpPOCHM — apaHTMPOBATh
penocTapieHne JOKyMeHTOB coryiacHo [Ipunoxenuro 1.

Hugopmauus, noayuennas € pamkax UCCACO08AHUA KOHBIOHKHIYPSI
POUIHKA, Oydem UCRONB306AHA ONA oOnpedesielius NPeoebHOU CHIOUMOCHU
npeomema 20CyoapcmeeHHOl 3AKYRKU U npoeedeHue npouedypsl coopa
UH(OpMayuu He e1euem 3a co60U 603HUKHOBEHUE KAKUX-TUDO 00A3amenbeme
MeNHCOY 3AKAZUUKOM U ROMEHUUATIbHBIM HOCHAGU{UKOM.

- OrBer mpocuM 1athk B cpok a0 17.06.2024r. mo 5IeKTpOHHOMY ajpecy
heina@pharma.by.

brnaromapum 3a COTpyIHHYECTRO.

3aMecTUTeb FeHepaJiIbHOTO JTHPEKTOPA,
HaYaJIbHHK OTOCIIa MapKETHHI A,

BHEIITHESKOHOMHYIECKON NeATeIbHOCTH P .
W TEHJCPHBIX 3aKYyIIOK /7{v> W.A. JpobrimeBckas

Teiino 1.B. 243-21-94



[Ipunoxenue Nel

IlpocuM rapaHTHPOBATE IIPEIOCTABICHUE CIeAYIOIIHX JOKYMEHTOB:

1. Komuss ~ poxkymMeHTa,  [HOATBEPXKAAIOIIETO  PETHCTPAUMIO U
HCIIONIE30BaHWE  JIEKAPCTBEHHOTO  Mperapara B CTpaHe-NPOU3BOJUTENE
(perucTpallMOHHOE yJOCTOBEPEHHME HIIH CEPTUQUKAT Ha CBOOOJHYIO IPOJaKy, 1100
cepTu(dUKaT (apMalEBTUYECKOTO MpOayKTa, Nubo rpadudeckoe H3o0pakeHHE
9KpaHa  (CKpHMHIIOT)  WHTEPHET-CTPaHMIEI ¢  OQHUIMaJBEHOTO  caiiTa
YIONTHOMOYEHHOTO OpraHa B c(epe perMcTpali¥ IeKapCTBEHHEIX Mperaparos,
NOJTBEPKAAIOIIEe PETUCTPAIIMIO B CTPaHe MPOU3BOJICTBRA).

B ciydae OTCYTCTBMS perHCTpalliM B CTpaHe-TIPOH3BOAUTENE BO3MOXKHO
IPeNOCTaBIeH’e KOMWH JIOKYMEHTa WM rpaduyeckoro H300paXkeHus 3KpaHa
(CKpHHIIOT) UHTEPHET-CTPaHUIIEI ¢ oHIMaNbHOrO caifita EBpornelickoro areHTcTBa
JIEKapCTBEHHBIX TIPENaparoB, MOATBEPXKIAIOIIee PErHCTPAIMIO JIEKAPCTBEHHOTO
mpenapara B EBponeifickoM OJKOHOMMYECKOM COI03¢, IPOBEAEHHYIO IIO
[IEHTPAJIM30BaHHOH TMpolenype, WIM KOIHH JOKYMEHTAa O perHCTpaluu
JeKapcTBEHHOTO npenapara B PO.

2 Komuro JIOKYMEHTAa, YIIOCTOBEPSIOIIETO IIPOU3BO/ICTBO
NeKapCTBEHHOTO TIperapaTa B YCIOBHsSX Haanmexamed TTIpoOM3BOACTBEHHOM
npaktuku (GMP), ecnd B NpeACTaBIEHHOM PErHCTPAIMOHHOM YIOCTOBEPEHHH,
mubo  ceprudukaTre Ha  CBOOOAHYIO  Ipojaxy, JHOO  cepTHdHKaTe
(apMaleBTHYEeCKOr0 TPOAYKTA OTCYTCTBYIOT CBEIEHHS O IE€PHOJHYECKOH
IIpOBepKe IPOM3BOJCTBA JIEKAPCTBEHHOTO Mpenapara (JeKapcTBeHHOH (HOpPMBI)
YIOJTHOMOYEHHBEIM  OpPraHOM  CTPaHbBl  MPOU3BOJMTENS HA  COOTBETCTBHE
TpeboBanmsiM Hanmexareil mpou3BOICTBEHHOM TPAKTHKH.

B kadgecTBe Takoro JOKyMeHTa MOXKET OBITh MpeacTaBiieH cepTudukar GMP,
nubo rpaduueckoe uszoOpakeHHe 3KpaHa (CKPHHIIOT) C JJIEKTPOHHOM Oa3bl
EudraGMDP ceptuduraros GMP, mubo pacmedaTka ¢ DIIEKTPOHHOW Oa3bl
YIIOJTHOMOYEHHOTO OpraHa CTpaHbl IPOM3BOJICTBA JIEKAPCTBEHHOIO MpENapaTa.
[IpeacTaBneHHble JOKYMEHTH MOJDKHBI COJEpXKaTh IONHYK) HH(OPMALHIO O
MIPOU3BOIUTENE JIEKAPCTBEHHOTO IIperapaTa, B TOM HHCIE OCYIIECTBILIIONIEM
IIPOU3BOJICTBO TOTOBOM JIEKapCTBEHHOH (GOpMEI, (acoBKy W (HIH) YIAKOBKY,
KOHTPOJIb KauecTBa M MHBIX YYaCTHHKaxX MPOMU3BOIACTBA M KOHTPOJSI KadecTBa
TeKapCTBEHHOTO Mpemnapara.

3. Pa3pepHyTOE OmMcaHUe XapaKTepUCTHK IpeAaraeMoro K 3aKkyIkKe
TMeKapCTBEHHOTO Iperapara - HHCTPYKUMIO [0 MEIUIUHCKOMY IIPUMEHEHHIO
JIeKapCTBEHHOTO TIpernapara (JIomyckaeTcs MpeIocTaBiIeHie JTHCTKA-BKIIa IbIIIA).

4. I{BeTHBIE MAKETHI YIIAKOBKH JIEKAPCTBEHHOTO [Ipernapara.

3. I"apanTHitHBIE THCHMA IOTEHITHAIBHOTO YIaCTHHKA!

= 0 coOmofeHMH  YCIIOBUH  XpaHeHHS H  TPaHCIOPTHPOBKHU
JIeKapCTBEHHOTO Mpemnapara;

- O TIPEelOCTABJCHUM TIIPM TOCTABKE JICKAPCTBEHHOrO Mperapara
WHQOPMAITUH OT IIPOU3BOAMUTENS O TOM, YTO AaHHEIE CEPHS y)Ke MPHUMeHSeTCs Ha
PBIHKE, JUIs KOTOPOro MPOU3BeJieHa, H He UMEeT NPETeH3MH 110 KauecTBY OO0 4TO
B Pecnnybnuky benapychk ocylecTBiseTcs MOCTaBKa HOBO# CepUU JIEKapCTBEHHOTO



mpernapara, OCHOBHAs HacTh KOTOPOH 3allIaHHpPOBaHA K MOCTABKE HAa PLIHOK, IS
KOTOpOTo MpousBeneHa. [Ipi 3TOM MpOWUBOAMTENE B CHOydae, €ClIH B MpOIEecce
oOpallleHMsI JaHHas cepus JIeKapCTBEHHOro Ipernapara OynaeT IpHU3HaHA
HEKaYeCTBEHHOH, o00s3yercs mnpomHdopMupoBaTs 00 3ToM MUHHCTEPCTBO
3apaBooxpaHenus Pecrrybnuku benapyce;

— O BO3MOXHOCTH IPEJOCTABJIEHUS IOJHOIO MaKeTa JOKYMEHTOB IS
MOJYYEHHUs] pa3pellleHHss Ha BBO3 HE3aPerHCTPHPOBAHHOIO JICKAPCTBCHHOIO
Ipenapara B COOTBETCTBHH C 3aKOHOaTenscTBoM Pecriybnmku benapyce.



