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MinicTapcTBa axoBEI 30apoya Munucreperso 3/ipagooxpaHeH s
Pacrybniki benapyce Pecnybnuxu benapycs
laugnépa-BeITBOpYac ToproBo-npou3BoAcTBEHHOE
pacnyﬁnikancxae leiTapnae npagnpbLieMcTBa pecnyﬁﬂukaﬂcxoe YHUTApHOE NpeaipuaTHe
«BEJI®APMAITIBIA» «BEJDAPMAITUA>
syn. B. Xapyxait, 11, 220005, r. Miuck, yi. B, Xopyueii, 11, 2200035, r, MiHck
I (8-10-375-17) 243-15-77, daxe (8-10-375-17) 242-25-26 e, (8-10-375-17) 243-15-77, daxe (8-10-375-17) 242-25-26
E-mail — pharmaciafipharma.by E-mail — pharmacia@pharma.by
p/p BYS83BLBB30120100364237001001 p/c BY83BLBB30120100364237001001
y Huipakuei AAT «Beninnecrdan 8 Jlupekunn OAQ «bennunectdaHky
na r. Mincky i Minckait pofmacti, EIK BLEBBY2X no r.Muncky u Munckoit odnact, BK BLEBBY2X
www.pharma.by
18 -5 2074 No12-06/_3525 /2 HomenyuanoHbim yuacmuukam (no
Ha Ne an CRUCKY)

3amnpoc 0 BO3MOYKHOCTH MMOCTABKHU
VBaxxaemele rocrrogal

PVII «BEJI®APMAIIVSA» B pamMkax MapKeTHHIOBBIX HCCIEIOBAHUM
KOHBIOHKTYPBl pPBIHKaZ C LEJbI0 MOCIEAYIOIIEro MPOBEACHMS POLEeAypBl
rOCYAApCTBEHHOM 3aKylKH IIPOCHT COOOMUTHE O BO3MOXXHOCTH MOCTaBKH
JeKapCTBEHHBIX NIPenapaToB:

Denmanun p-p ona unvexyuii 6/s, e/m 0.05 me/mn 2 mn B KOIHUECTBE
399 040 en.;

Hunupuoamon p-p ona uwvekyuii (p-p 0as un@yzuit) 5 me/mn 2 ma B
xoymmuectse 17 410 en.;

Onmaxoe anvgha (axmusuposantvlli Koazyasyuonneii Gaxmop VIla) nop-x
01 uHveKyul /8, 1uog., 8 k-me ¢ p-nem 100 KE/] 2 me + 20 % B xonmuuectBe 70 Mr.

[lpocum  wampaBuTe  WHPOPMAIME O  BO3MOXHOCTH  IOCTaBKHU
JIEKapCTBEHHOTO Tperapara C yKa3aHueM TOProBOr0 HaWMMEHOBaHWS, (aCOBKH
JIEKAPCTBEHHOT0 Ipernapara, CpokKa IOAHOCTH, NPOU3BOAUTENS (MPOU3BOAUTEICH
BCEX JTAIlOB MPOU3BOJCTBA), KONHYECTBA YITAaKOBOK, IEHBI 3a YIAKOBKY, a TaKkke
COOOTIHNTE OPHEHTHPOBOYHBIE CPOKU ITOCTABKH.

B cnydyae, ecnMm JeKapCTBEHHOE CpEIACTBO HE 3aperMCTPHPOBAHO B
Pecmy6nuke bemapych, MpocHUM TrapaHTHPOBaTh IIPEAOCTABICHHE CIEAYIOIIIX
TTOKYMEHTOB:

1. Konuss  nokymeHra, NOATBEPXKIAIOIIEr0  PErucTparuro 151
UCITONB30BaHWE  JIEKAPCTBEHHOTO  Mpermapara B CTpaHe-IpPOH3BOIUTEINE
(perucTpaloOHHOE YI0CTOBEPEHUE MK CepTU(UKAT Ha CBOOOIHYIO MPOaaxy, TU60
ceptudukar (apMaleBTHUECKOro NpPOAYyKTa, JubO rpaduueckoe uzodpaxeHUe
SKkpaHa  (CKpUHIIOT)  MHTePHET-CTpaHHMIBl ¢  O(QHUIMaNBHOrO  caiita
YIIOTHOMOYEHHOTO OpraHa B cdepe perucTpaldy JIeKapCTBEHHBIX Mpenapartos,
MOATBEPKIAIOIIIEe PErUCTPAIIHIO B CTPaHEe IMPOU3BOICTRA).

B cnydae OTCYTCTBHS perWCTpaliil B CTpaHE-TIPOM3BOJUTENE BO3MOIKHO
Npe/oCTaBlIeHne KOIUH JOKYMEHTa HIM Tpapuyueckoro u3oOpakeHus 3SKpaHa
(CKpHHIIOT) HHTEPHET-CTPAHULBI C OQUIManpHOro caiiTa EBponelickoro areHTcTBa
JIEKApPCTBEHHBIX IperapaToB, TOATBEPKIAIOIIEE PETHCTPAlUI0 JIEKapCTBEHHOTO
mperapara B EBpomeiickoM 3KOHOMHYECKOM COM03€, [POBEISHHYIO IIO
IEHTPalM30BaHHONW MpOUEAYype, WIHM KOMHMU JOKYMEHTa O perucTpamuu



JlekapcTBeHHOro npenapara B PO.

2. Konuio HOKYyMEHTa, YAOCTOBEPSIOIIETO IIPOU3BOJCTBO
JIEKapCTBEHHOro Ipernapara B ycinoBuax Hajmexameld NDIpou3BOICTBEHHOU
npakTiku (GMP), ecnu B mpeAcCTaBi€HHOM PErUCTPALMOHHOM YAOCTOBEpPEHUH,
6o  ceprudukare Ha  CBOOOAHYIO  Ipomaxy, JuO0  cepTH(UKaTe
(hapMaLEBTHYECKOr0 MPOAYKTa OTCYTCTBYIOT CBEHNEHHS O IEPHOJUYECKOH
[IPOBEPKE IPOM3BOJCTBA JIEKAPCTBEHHOIO IperapaTa (JeKapCTBEHHOH (opMbl)
YyIOJMHOMOYEHHBIM  OpraHoM  CTpaHbl IIPOM3BOAMTENSl Ha  COOTBETCTBUE
TpeboBanusaM Hannexaleil mpon3BOACTBEHHON IIPAKTHKH.

B kauecTBe Takoro JOKyMEHTa MOXeT ObITh mpezcTaBieH ceptupukar GMP,
au60 rpaduyeckoe uzobpakeHHe dSKkpaHa (CKPHUHIIOT) C DIEKTPOHHOM 0asbl
EudraGMDP ceptudukaros GMP, nubo pacnedatka ¢ 3JI€KTpOHHOM 0a3bl
YIOJHOMOYEHHOIO OpraHa CTpaHbl MPOU3BOICTBA JIEKAPCTBEHHOIO IIperapara.
IIpencTaBieHHbIe IOKYMEHTHI MOJDKHBI COAEPIKATH IIONHYK) HH(QOPMAIHUIO O
TIPOU3BOAMTENE JEKapCTBEHHOrO IIperapara, B TOM YHUCIE OCYILECTBIIAIOMIEM
[IPOM3BOJICTBO T'OTOBOM IIeKapCTBEHHON (opMbl, (GacoBKy M (MIIH) YIAKOBKY,
KOHTPOJIb Ka4ecTBa U HHBIX YYAaCTHHKAaX IIPOM3BOJACTBA M KOHTPOJISA KadecTBa
JIEKapCTBEHHOTO Ipenapara.

3. Pa3BepHyTOe omuCaHUe XapakTEPUCTHK IIPeNIaraeMoro K 3aKyllKe
JIEKapCTBEHHOr0 TMperapara - MHCTPYKIUIO II0 MEAUIMHCKOMY I[IPUMEHEHHUIO
JIEKaPCTBEHHOTO TMperrapara (JoIycKaeTcst IPeJOCTABICHUE JIUCTKA-BKIIABIILA).

4. [IBeTHBIE MaKeThl YIIAKOBKH JIEKAPCTBEHHOTO MIpeapara.

3. I'apaHTHiHBEIE TCbMA IOTEHIUAIBHOI0 Y4aCTHUKA:

0 COOIO/IEHUU YCJIOBHH XpaHEHHs U TPAaHCIOPTHPOBKM JIEKapCTBEHHOI'O
npenapara;

0 MpPenoCTaBICHUM NPH MOCTABKe JEKapCTBEHHOTO IIpenapara uHpopMaiuu
OT MPOM3BOJUTENSL O TOM, YTO JAHHAs CepHs yXKe TpPHMEHseTcsl Ha PBIHKE, IS
KOTOPOTO IIPOM3BEICHA, M HE HMEeT NpPEeTeH3WH M0 KadecTBy MO0 dYTO B
Pecniybnuky benapych oCymiecTBIs€TCs IOCTaBKa HOBOW CEpHUU JIEKapCTBEHHOIO
[perapara, OCHOBHAs YacTh KOTOpON 3alUlaHMpOBaHA K ITOCTaBKE HA PBIHOK, IS
KoToporo mpousBeneHa. [Ipd 3ToM NpOM3BOAUTENH B CiIydae, €CIH B IIpolecce
obpamieHusl HaHHAs CepHsl JIEKAPCTBEHHOro Iiperapara OyneT mpH3HaHa
HEKaueCTBEHHOM, o00s3yercs npouHdopmupoBaTth 00 3ToM MUHHCTEPCTBO
3mpaBooxpaHenus PeciyOnuku benapycs;

O BO3MOXXHOCTH TIPEJOCTABICHHUS IIONHOIO I@aKeTa JOKYMEHTOB I
[OJYYEHHS] pa3pelleHuss Ha BBO3 HE3apEerHCTPHPOBAHHOIO JIEKAPCTBEHHOTO
IperapaTa B COOTBETCTBHUH C 3aKOHOAATeNbCTBOM PecnyOnuku Benapycs.

OtBer mnpocuMm AaTe B Cpok A0 23.05.2024r. 1o 3JIeKTPOHHOMY ajpecy
melnichenko@pharma.by.

bnaronapuM 3a cOTpyIHUYECTBO.

3aMeCTUTENb rCHEPAJILHOT'O IUPEKTOP4,
HaYdaJIbHHUK OTACIa MapKETHUHT 4,
BHENIHEAKOHOMHYECKON JeATCIIBHOCTH
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