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JIO TIPUTEJKATEJIMTE HA
: j PA3PELIEHHME 3A THPTOBHS HA
JA-2%01 .| E/JIPO C JJEKAPCTBEHH
IS8 20251 MPOJYKTH MOJIYYEHO 11O PEJIA

HA I'/IABA IEBETA OT 3JIIIXM

IIOKAHA

3a mpeocTaBsiHe HA opepTa 32 JeKAPCTBEHH MPOTYKTH, Hepa3peleH 3a ynorpeoa,
no pena na Hapen6a Ne 10/17.11.2011 r. na M3

Ha ocuoBanme un. 156 om Hapeo6a Ne 10/17.11.2011 2. na Munucmepcmeo ua
30pageonazearemo.

VYMBAJI ,.Csera Mapuna“ EAJIl- rp. Bapna, myGnukyBa HacTosinaTa IOKaHa 3a
npefocTaBsiHe Ha OQepTH 3a JJOCTaBKa Ha HEpaspelleHH JIEKapCTBEHH MPOAYKTH C
MEK/TyHApOIHO HEAaTeHTHO HAUMEHOBAHHE, KaKTO CIIEBa:

ATC MexayHapoaHO JlekapcTBeHa gopma OG0 Npor1Ho3Ho
HenaTeHTHO H KOJHYEeCTBO HA KOJIHYeCTBO.
HaHMeHOBaHHe aKTHBHOTO BellleCTBO
LO1CA02 Vincristin Solution for injection 400 ¢naxona
1mg./ml.1 ml.

Tlokanara ce OTIpaBs J0 BCHUKH IPUTEKATEIU HA pa3pellieHUe 3a THProBUs Ha €/IPO C
JIEKapCTBEHHM MPOAYKTH, NOJTy4YeHO 110 pena Ha ['maBa nesera ot 3JITIXM.

Ha pasriexpaaHe mojjiexar eJUHCTBEHO OGEpTH, KOMTO OTrOBapsiT Ha YCIOBHATA
[IOCOYEHHM B HACTOSIIATA TIOKaHA ¥ MPHJIOKEHUTE 00pa3iy, KakTo Clie/(Ba:
1. O6exr: JlocraBka.
2, IIpeamer: M360p Ha H3NBIHUTEN 32 JOCTABKa HA HEPA3PEIIEHH JIEKAPCTBEHHU IIPOIYKTH,
no pena Ha Hapen6a Ne 10/17.11.2011 r.
3. Pen 3a BB3aarane: JleueGHOTO 3aBe[icHHE Ie CKIIIOYH IMHCMEH JOTOBOP C H30OpaHHs
H3ITBJIHKATEI 33 CPOK OT TPH MECEIa, CYUTAHO OT JlaTaTa Ha CKIIFOYBAHETO MY .
4. Msicto Ha m3mbiaHeHue: rp. BapHa, 6yn. .. Xpucto Cmuprencku™ Ne 1 — YMBAJI
..Cera Mapuna™ EA/JL.
5. OcraTb4eH CpPOK HAa TrOAHOCT HA JieKapcTBeHHAT mnpoaykt: KbM jgara Ha
U3BBpIIBaHE/IPUEMaHe Ha JOCTaBKaTa, JOCTaBEHUTE JIEKApPCTBEHH IPOAYKTH CIEIBa Ja ca ¢
OCTaTBhY€H CPOK Ha OJHOCT He II0-MaJIKO OT CpPOKa Ha JOTOBOpa.
6. MH3uckBaHHA KbM CHABPXKAHHETO Ha odepraTa:
6.1. IIpuTexaTenuTe Ha pa3pelIeHre 3a THPrOBUS Ha €/IpO C JIEKapCTBEHH IIPOIYKTH, OIaBaT
odepra no obpaszen (Ilpuroscenue Ne 1), KM KOSITO Ce TIPUAJIATaAT CIEAHUTE JOKYMEHTH.
6.2. ITeaHOMOIIHO 3a No/laBaHe Ha odepTa, Korato odeprara ce Mo/aBa OT yII'BIHOMOIIEHO
JIHLE.
6.3. Jlpyru OTHOCHMMH JOKYMEHTH IO NpeIeHKa Ha JIMIETOo Mo/aBalno odeprara.
*** 3abenedxcka: Obpazeyvm na ohepma no m. 6. 1. /Ipunosicenue Ne 1/ ce nybnuxyea 3aedno
¢ noxanama Ha oguyuannama unmepuem cmpanuya Ha YMBAJI ., Ceema Mapuna' EAJL
7. OueHka Ha noaydeHute opepru: Komucusra mo ui. 4, an. 1 omnpezenena 1mo pena Ha
Hapen6a Ne 10/17.11.2011 r. va M3, u3bupa 3a u3nbiaHuTen odeprara Ha THProBel Ha eipo ¢
JIEKapCTBEHW INPOMYKTH, NpPH YCIOBUSATa mocoueHH B wi. 156, am. 4 or Hapemba Ne
10/17.11.2011 r. Ha M3.
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8. Bcska odepra mo HacTosmara IOKaHA, M3rOTBEHA CHIVIACHO YTBBpIAECHHs obpaser Ha
otepra, i IPUIOKEHUTE JOKYMEHTH, C€ I0J]aBaT Ha XapTHEH HOCHTEJ IIH 10 €JIEKTPOHEH BT
B cpok 10 12.09.2025 r., BKIIOYHTETHO.
8.1. Odepra noxaneHa Mo eIEKTPOHEH IIBT CJIEJBA J1a Ca U3TOTBEHM IPU YCJIOBUATA H pela
na 3EJIEVY u noaanena Ha email: office(@svetamarina.com.
8.2. Odepra u3mpareHa Ha xapTHeH HocuTel, ce aapecupa 1o YMBAIJI ,.Ceera Mapuna™
EAJI otnen ,.JIenoBOJACTBO™ Ha BHUMAaHHETO Ha oTAeN ,,O61ecTBeHH NOPBYKH M JOTOBOPH ™,
Ha azgpec rp. Bapua, Oyn. .. Xpucro CmupHeHCcKu™ Nel, B 3ameuyaTaH HENpO3paveH IUIMK C
HEHapyIleHa ISUT0CT, BbPXY KOMTO ce II0CcoYBaT:
- Ilonaren;
- Anpec 3a KOPECIIOHICHIIUS;
- BbpxXy IUIMKa ¢ JOKYMEHTH Ce MocodYBa M ciaemnus TekcT: ,.Odepra 3a nocraBka Ha
Hepa3pelleH: JIEKAapCTBEHH IIPOMYKTH C  MEX/IYyHapOJHO HENATeHTHO HaWMEHOBaHHE,
L. Vincristin”

**% Bapenexncka: He ce pazanescoam ohepmu, nodadeHu 6 Hezaneyamaw, NPO3payer uiu 8
MUK C HADYUWeHA YSNLOCH W UAU NONYYEHU U38bH ONpedeNeHUs CPOK Ha noKanama.

9. C nopjaBaHeTO Ha odepTa ce CUMTA, Y€ YYACTHHIMTE CE CBIIIACABAT C BCHYKM YCIIOBHS

[IOCOYEHH B TIOKAHATa U MPUIIOKEHUTE 00pasiy.
10. YMBAIJI ..Cera Mapuna“ EAJl, B KauecTBOTO CH Ha AJIMHHHCTPATOp Ha JINYHU JIaHHHU,
06paboTBa MoJNy4eHUTe JaHHH OT odepTHTe Ha BCMUKHM ydacTHuuy (ume, ET'H, nanun Ha
3aKOHHHS MpPENCTABMTEN HJIM MBHIHOMOIIHMKA My, JIMIE 3a KOHTAaKT, ajpec TenedoH
el'leKTpOHHa mnoma M llp) l'IpH CTPHUKTHO Cria3BaHe Ha HW3UCKBaHUSITA Ha l'IpHIIO)l(PlMOTO
3aKOHOAATeNCTBO. CHOpaHWTE MJaHHM M€ Ce H3MOoJ3Bar caMo 33 [eNuTe Ha
CKITIOYBaHE/H3ITHIHEHHE HA IOTOBOP H 3a 3aliuTa Ha 3aKoHHUTe HHTepecH Ha YMBAJL ,.Ceera
Mapwuna™ EAJ], B ciydali Ha HEM3IBJIHEHHETO MY.
11. IIpHIOXeHHS:

1. Ocepra mo obpazen (ITpunodicenue Ne 1).

2. TIpoeKT Ha JOrOBOp 3a JI0CTaBKa HAa HEPA3PELICHHU JICKAPCTBEHH IPOYKTH 10 PEJa Ha
Hapen6a Ne 10/17.11.2011 r. nva MHUHHCTEPCTBO Ha 31paBEONa3BAHETO. 33 CPOK OT 3 (tpu)
Mmecena (IIpunoowcenue Ne 2);

YTBBpAUI:
I[Tpod. x-p Cunsa OHOBa-ATaHACOBA, [I.M.H.
WsneinHuTeIeH JUPEKTOp Ha

VYMBAIJI ,.CBera Nlapuna™ EAJ]
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