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A0 NIPUTEXATEJIMTE HA
PABPELLIEHHUE 3A TBbPI'OBUS HA
EAPO C JIEKAPCTBEHHU
IMPOAYKTHU INOJYHEHO I10 PEJIA
HA I'VIABA IEBETA OT 3JIIIXM

ITOKAHA

3a npejocTaBsine HA odepTa 32 JIEKAPCTBEH NPOAYKT, BKJKYEH B CIIUCHKA 110
41, 266a, a1 2 or 3JIIIXM, no peaa na Hapeata Ne 10/17.11.2011 r. na M3

Ha ocuosanue wi. 266a, ar 5, m. 3 om 3axkon 3a nexapcmeenume npooykmu 6
xymannama meouyuna, 6v6 6p. ¢ wa. 1, ar. 1, m. 2, yn. 3, ar. 3, wi. 156, an. 1 wur 156 om
Hapeota Ne 10/17.11.2011 2. na Munucmepemeo na 30paseonazéanemo

YMBAIJI ..Csera Exkarepuna™ EAJL, nyOiuKyBa HacTosiliaTa 1okaHa 3a rnpeiaocraBsHe
Ha o(epTH 3a JIEKapCTBEH MPOJYKT € MEKAYHAPO/HO HENATEHTHO HAMMEHOBAHHUE, BKJIIOUCH B
crnuchbKa 1o uii. 266a, an. 2 or 3JIIIXM, kakro cienBa:

ATC Memyllapouﬂo .Hemipcnaeua dopma Oﬁ-u_m NPOTrHO3HO
HeNaTeHTHO H KOJIHYeCTBO HA KOJIHYeCTBO B
i i HAMMEHOBAHHE AKTHBHOTO BeleCTBO ML
JO1CEO1 Benzylpenicillin Benzylpenicillin UE . 48 ml./126p./ |
UE for inj. 4 ml. for inj. 4 ml.

[Toxanara ce oTnpaBsi 10 BCHUKH IIPUTEKATE/IM HA PA3PELICHHUE 34 ThPrOBHUS HA €/1pO €
JIeKapCTBEHH MPOIAYKTH, MOJIyueHo 1o peja Ha [siaBa neera ot 3JITIXM.
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Ha pasriexaaie Mojaiexar eJMHCTBEHO O(epTH, KOHUTO OTroBapsT Ha YC/IOBHATA

IMOCOYEHH B HAcTOALlATA ITOKaHA W NPHIIOKECHHUTE 06pa,3uu, KaKToO CJie/1Ba:

1.
2.

S
3.1

OoekT: JlocTaska.
[peamer: M360p Ha U3IIBIHATE) 3a I0CTaBKA HA JICKAPCTBEHH POYKTH, BK/IIOYCHH B
CnUChKa 1o wi. 266a, an. 2 ot 3JIIIXM.

Msicro Ha msnbanenne: 1p. Codus, O6yn. Ilenuo CnaseiikoB” Ne52 A - YMBAJI
..Csera Exarepuna” EAJ], bosinnyna anreka.

OcrarbueH CPOK HA TOJAHOCT HAa JIEKAPCTBEHHHT mnpoaykr: Kbm jara Ha
H3BbpIIBaHE/IPHEMAHE Ha JI0CTABKATA, I0CTABEHHAT JIEKAPCTBEH MPOYKT Clle/1Ba Jia € ¢
OCTaThUeH CPOK Ha FOAHOCT He Mo-Mayko o1 1 /eana/ ronuua.

U3nckBanus KbM ChAbP/KAHHETO HA odeprarTa:

[Iputexarenure Ha pa3peliCHHE 3a ThPrOBHsA HA €ApPO € JICKAPCTBEHH I[POJYKTH,

nozasar odepra/cBo00AeH TEKCT/ KbM KOATO C€ NPUJlarar CJe/IHUTE JOKYMEHTH.

5.2,
JIHLE;
53
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5.10.
5.11;
6.

[IsnHOMOLIHO 3a nonaBaHe Ha oepra, Korato odeprara ce 10/1aBa OT YII'bJIHOMOLICHO

MesKyHapo/JHO HENATEeHTHO HAMMEHOBAHHE HA AKTHBHOTO BELIECTBO;
THproBeko HaMMEHOBAHUE HA JEKAPCTBEHUS IPOAYKT]

Buj1 Ha nekapcrBeHara (popMa M KOJHUYECTBO BELIECTBO B J1030BA €/IMHUIIA;
[Ipoussoaurelr;

KonuuecTBo B €/1Ha ONAKOBKA;

IleHa Ha jeKapcTBEHHA IPOAYKT;

Cpok 3a jocraBka;

CpoK Ha BaJIMHOCT HA NpejcTaBeHara odepra;

JIpyr# OTHOCMMHM JIOKYMEHTH 110 IIPELIeHKA Ha JIMLETO 1ojaBauio odeprara.

Besika ocbepTa 10 HAcToMAlllaTa MmokKaHa, , ce 10/aBar 110 €JCKTPOHEH IbT B CPOK 10

12.12.2025r. BKJANYHTEIHO.

6.1.

O(bep'ra, MojazaecHa 110 eJICKTPOHEH II'bT ClIe/Ba /1d OTroBapsT Ha ycjioBuATa 110COYCHH

B HACTOsIATa NMoKaHa W npu ycnosusita v peaa na 3EJIEYY u nomanesa na email:
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w%% Japenencka: He ce pazziexcoam odepmu, nojyueHu u3gbH onpedeieHus Cpox Ha

ROKaHamada.
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