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JO INPUTEXATEJIMUTE HA
PA3ZPELLUEHHUE 3A ThbPI'OBUS HA
EJAPO C JIEKAPCTBEHHU
IMNPOAYKTH INIOJYUYEHO I10 PEJIA
HA I'VTABA IEBETA OT 3JIIIXM

INOKAHA

3a npegocTaBsiHe HA o(epTa 32 JIeKAPCTBEH NPOAYKT, BKJIIOYEH B CHHCHKA MO 4JI.
2664, an. 2 or 3JIIIXM, no pena na Hapeata Ne 10/17.11.2011 r. na M3

Ha ocuosauue wi. 266a, air. 5, m. 3 om 3axon 3a jaexkapcmeenume npooOyKmu 6 Xymannama
meouyuna, 6ve 6p. ¢y I, an. 1, m. 2, wa. 3, an. 3, wa. 156, ar. I uun 156 om Hapeoba Ne 10/17.11.2011
2. Ha Munucmepemeo na 30paseonaszeanemo

YMBAIJI ,.Csera Exarepuna” EAJl, nyOnukyBa Hacrosuiara loKaHa 3a [pejlocTaBsiHe Ha
o(epTH 3a JeKapcTBEH MPOAYKT ¢ MEKAYHAPOAHO HENATEeHTHO HAMMEHOBAHUE, BKJIFOUEH B CIIMCHKA 110
1. 266a, an. 2 or 3JIIIXM, kakro cienpa:

ATC Mexayunapoano | Tbproscko JlekaperBena Oo6mo
HeNATEHTHO HAUMEHOBaHUE dopma H | IPOrHO3HO
HAHMEHOBAHHE KOJIHYECTBO HA | KOJHYECTBO B
AKTHBHOTO M.
BEIECTBO
B02BAOI | Phytomenad ione Konakion MM Solution for | 150 ml
| injecton/ Fral
solution, 10 mg/ml- |
I ml |

Ilokanara ce ornpass 10 BCHUKH [PUTEXATEIIW HA paspellieHHE 3a ThProBHS HA eJpo C
JIEKApCTBEHHU [IPOJYKTH, 110Jy4eHo 1o pena Ha ['nasa nesera ot 3JITIXM.

Ha pasrnexade noanexar eMHCTBEHO O(epTH, KOMTO OTrOBApsAT HA YCIOBHSTA IIOCOUYEHH B
HACTOALATA MOKAHA H PHIIOKEHHTE 00pasLid, KaKTo clle/iBa:
1. Oo6exr: Jlocraska.
2 [peamer: M300p Ha M3MbIAHKUTE! 32 JOCTABKA HA JIGKAPCTBEHH MPOJIYKTH, BKJIIOUYEHH B CIIHCHKA
o uj. 266a, an. 2 ot 3JIIIXM.

3 Pex 3a Bb3aarane: JleueOHOTO 3aBejieHHe 11€ CKIIOYH [HCMEH /I0rOBOp ¢ M30panusi
M3I'BJIHMTEN 3a CPOK OT 3 /TpU/ Mecela, CUMTAHO OT JlaTaTa Ha CKJIIOUBAHETO MY.
4. Msicro Ha usnbianenue: rp. Codus, Oyi. Ilenuo Cnaseiiko”™ Ne52 A — YMBAJI ,.Csera

Exarepuna™ EAJI, bonnuuna anreka.




A OcrarbyeH CPOK HAa rOAHOCT HA JiekaperBenusaT npoaykr: Kbm  jgara  wa
l[3B'pr.lBa[-Ie.-‘rﬂpH€Mﬂl-1€ Ha J0CTaBKard, HOCTABCHUAT JICK&[}C'I'BGH HPOAYKT clielBa Jia € ¢
OCTaTbY€H CPOK HA FOJHOCT HE M0-MAJIKO OT CPOKa Ha J10T0OBOPA.

6. H3ucKBaHHS KbM ChABP/KAHHETO HA oeprarTa:

6.1. IlpurexkarenmrTe Ha pazpelleHde 3a ThPIOBHS HA €/IpO ¢ JIGKAPCTBEHM IPOAYKTH, 110/aBar

chcpTa !"lfl3l"0TBeHa oT y‘-laCTHHK'I:TJ'r. KbM KOATO CC HpHlIarar CICAHUTE JJOKYMCHTH.

6.2.  IlbiHOMOLIHO 3a noAaBaHe Ha odepra, Korato odeprara ce 10AaBa OT YIIbJIHOMOLLEHO JIHLE.

6.3.  Jlpyru OTHOCMMH JOKYMEHTH 110 lIpelieHKa Ha JIHLETO nojasauo opeprara.

iz Ounenka na noay4uennre odgepru: Komucusra no wi. 4, an. 1 onpeznenena no peaa Ha Hapenda

Ne 10/17.11.2011 r. na M3, u30upa 3a usnbianurell odeprara Ha ThProBell Ha ejpo ¢ JieKapcTBeHH

HPOAYKTH, IIPH YCJIOBHSATA ocoyeHH B uil. 15 6, an. 4 or Hapenda Ne 10/17.11.2011 r. na M3.

8. Besika odepra 1o Hacrosiara nokasa, M3roTBEHa CAMOCTOSITE/NHO OT BCEKM YYACTHHK. W

MPUJI0KEHUTE JJOKYMEHTH, CE [10/1aBaT 110 eJIeKTPOHEH 15T B POk 10 29.02.2024 r.BRIKYHTEIHO.

8.1. Odepra, nosazeHa 1no eJNEKTPOHEH IIbT ClIEABA /la Ca W3rOTBEHH IPH YCJIOBMATA M peja Ha

3EJIEYY u nonanena Ha email: ppd@uhsek.com

**% Jadenencka: He ce pasenedcoam ohepmu, noayueHu u3gvh onpedeieHia CpoK Ha noKanama.

9. C nojasanero Ha odepra ce cuuta, Y€ YUACTHMLMTE C€ ChIVIACABAT C BCHUYKH YCJIOBMSI,
IMOCOYEHH B I1OKaHATA.

10. VYMBAIJI ,Ceera Exarepuna™ EAJl, B kauecTtBOTO cH HA AJIMHHHUCTPATOP Ha JIMUHHM JlAHHHU,
oOpaboTBa noJjlydeHUTe JaHHU oT odepruTe Ha BeMuku ywyactHuuu (ume, EI'H, nannu na 3akonnus
[pe/cTaBuTel UK MbJIHOMOIIHMKA MY, JIMLE 3a KOHTAKT, ajpec, Teae(oH, €NeKTPOHHA 101a v ap.)
[PH CTPUKTHO CHA3BAHE HA M3MCKBAHMATA HA [IPUJIOKHMOTO 3aKoHOAaTescTBO. ChOpaHuTe JaHHH 11e
Ce M3MOJI3BAT CAMO 3a LEJMTE HA CKJIIYBAHE/M3II'bJIHEHHE HAa J0TOBOP M 3@ 3alMTA HA 3aKOHHUTE
unrepecu Ha YMBAJI ,,Ceta Exarepuna™ EAJL, B ciyuall Ha HEM3IIBJIHEHUETO MY.

11. Ipuiaoxenus:

1. IlpoeKT Ha JI0roBOp 34 JIOCTABKA HA JIEKAPCTBEH MPOJAYKT. BKJIIOYEH B CHHUCHKA 10 wi. 266 a,

as. 2 ot 3JIIXM. 3a cpok ot 3(tpu) meceua (IIpunoxenue No 1);
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