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Certificated QM-System

YMBAUI ,,Cera Exarepuna* EAJ] i?ﬁ

T—— ISO 9001:2008
MBAJ1 “Csera Exarepusa”
JO INPUTEXATEJIMTE HA
PASPEUHIEHHUE 3A TbPI'OBUS HA
EJAPO C JTEKAPCTBEHHU

MNPOAYKTHU INIOJIYHEHO I10 PEJIA
HA I''TIABA JEBETA OT 3JIIXM

ITOKAHA

3a npefocTaBsiHe HAa oepTa 32 JIeKAPCTBEH NPOAYKT, BKJIKYEH B CIHCHKA 110
yj1. 2664, aiu. 2 ot 3JIIIXM, no peaa na Hapeada Ne 10/17.11.2011 r. na M3

Ha ocuoBauwe wi. 266a, air. 5, m. 3 om 3axon 3a nexapcmeéenume npooOykmu 6
xymannama meouyund, 6v6 6p. ¢ yia. 1, an. 1, m. 2, yun. 3, an. 3, wa. 156, ar. 1 wyn. 156 om
Hapeoba Ne 10/17.11.2011 2. na Munucmepemeo na 30paseonassanemo

YMBAII ..Csera Exarepuna™ EAJ], nyOiuKkyBa HacTosilaTa [I0KaHa 3a [1pe10CTaBAHe
Ha o()epTH 3a JIEKAPCTBEH POJIYKT ¢ MEK/YHAPOJAHO HENATEHTHO HAUMEHOBAHUE, BKJIFOUCH B
CIHMCHKA 110 . 266a, an. 2 ot 3JI[IXM, kakro cienpa:

‘ ATC Me:xyHAPOIHO JlekapcrBena [I]Oplﬁﬂ | O0mo nporuosHo
HENATEeHTHO H KOJIHYeCTBO HA KOJIHYECTBO B
HAHMEHOBAHHE | AKTHBHOTO BEIIECTBO MJL |
| VO3ABI7 Methylthioninum Sol.for inj.10mg/ml 600 ml./1206p./
‘ Chloride sml. ‘
|

[loxaHara ce OTIpaBs /10 BCHYKH [IPUTEKATEIH HA Pa3pelIeHUE 3a ThProBUs Ha eJIpo ¢
JIEKAPCTBEHH LPOJLYKTH, [10JIy4eHO 1o pena Ha l'nasa nesera ot 3JITIXM.
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Ha pasriiciKaade MmoICKar CIHHCTBCHO OlilepTl‘I, KOHTO OTroBapAT Ha YCJIOBHSATA

[MOCOYCHH B HACTOALLATA MOKdHA H ITPHJIOKCHHTE 06pa3un. KakToO cJicaBa:

1.
2

5.
5.1

ObekT: [locraska.
IIpeamer: M300p HA U3IBJIHKUTE] 3a A0CTABKA HA JIEKAPCTBEHHU NPOIAYKTH, BKJIKOYEHH B
CIHUCHKA 10 1. 26064, an. 2 ot 3JITTXM.

Msicro na msubadenue: rp. Codus, Oy ,JIlenuo Ciaselikos™ Ne52 A - YMBAIJI
..Caera Exarepuna™ EAJl, bonHuuna anreka.
Ocrarpb4eH CPOK HAa TOJHOCT Ha JieKapcrBeHHAT npoaykr: Kbm jgara Ha

M3BbpILIBaHE/IPUEMaHE Ha JOCTABKATA, JIOCTABEHHUST JIEKAPCTBEH IPOYKT CJle/(Ba 1a € C
OCTaThY€H CPOK HA IOJIHOCT HE M0-MaJIKo OT 1 /enna/ roauua.
H3HCcKBAHNSA KbM ChABbP/KAHHETO HA oepTaTa:

Hpu‘rema’renm'e Ha pa3peulcHHE 3a TbProBHfA Ha €/p0 C JIEKAPCTBEHH MHNPOJAYKTH,

nojasar oepra/cBoboaeH TEKCT/ KbM KOSATO C€ [pUarar CJI€HHTE JOKYMEHTH.

a2,
Jue;
3.3.
5.4.
5.5.
5.6.
5.7.
5.8.
39,
5.10.
5.11.
6.

[TenHoMOIIHO 32 1I0aBaHe Ha odepra, KoraTo odeprara ce 104aBa OT YII'bJIHOMOILEHO

MesktyHapo1HO HenaTeHTHO HAMMEHOBAHHE Ha aKTUBHOTO BELIECTBO;
TbproBeko HAaMMEHOBAHHE HA JIGKAPCTBEHHS IPOIYKT;

Bli,ll Ha JICKdapCTBEeHATa fI)OpMEl H KOJIMYECTBO BEHICCTBO B M1030Ba €AUHHLIAL
IIpousBouren;

KosinuecTBo B €/1Ha OIaKOBKa;

[lena Ha nexapcTBEeHHs IPOJLYKT;

Cpok 3a jocTaBka;

Cpok Ha BaJIMIHOCT HA npe/icTaBeHara ofepra;

JIpyrua OTHOCHMH JIOKYMEHTH 110 HPelleHKa Ha JIMIETO 10/1aBamio odeprara.

Beska OCIJCpTa 10 HAcTosdlara 1nokKaHa, . Ce 1no/jasar 1no ¢JICKTpoOHEH II'bT B_CPOK 10

16.06.2026r. BKJIIOYHTEIHO.

6.1.

Od)ep'ra, rnojajcHa 1o €JEKTPOHEH ITBT CJIE/IBA /1d OTrOoBapsAT Ha YyCJI0BHATA HOCOYCHH

B HACTOsIATA MOKaHa M npu ycioBusta U pena Ha 3EJIEYY u nopanena na email:

::[\H'\.

mova @uhsek.com, npenchey @ uhsek.com, vialova ¢ uhsek.cor
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**% Jadenexcka: He ce pazenexcoam odepmu, nojyuenu u3evH onpedeeHus CpoxK Ha

NoOKauamad.

Yrebpaui:

IIpod. a-p A
HsnbianuTe
YMBAIL,,C




