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VMEN] ‘CeeTa Enarapma

W28 134
b 1 ot

JO MNPUTEXATEJIMTE HA
PA3PELLUEHHUE 3A TbPI'OBUS HA
EJAPO C JIEKAPCTBEHHU

MNPOAYKTH ITOJIYHEHO I10 PEJIA
HA T'JIABA JIEBETA OT 3JIIIXM

IIOKAHA

3a npeaocTaBsiHe HAa oepTa 3a JIEKAPCTBEH NPOAYKT, BKJIKYEH B CIIUCHKA 110
4. 266a, au. 2 or 3JIIIXM, no peaa na Hapeata Ne 10/17.11.2011 r. na M3

Ha ocuoBanue wi. 266a, ar. 5, m. 3 om 3axkon 3a aexapcmeenume npooykmu 6
xymannama meduyuna, 6v6 6p. ¢ a1, ar. 1, m. 2, wn. 3, ar. 3, un. 156, ar. 1 u vr. 156 om
Hapeoba Ne 10/17.11.2011 2. na Munucmepcmeo na 30paseonazeanemo

VMBAIJI ..Csera Exatepuna™ EAJI, nydiuKyBa HacTosaTa 0KaHa 3a 1npeJiocTaBsite
Ha ohepTH 3a JEKAPCTBEH [IPOAYKT C MEKIYHAPOIHO HENATEHTHO HAMMEHOBAHHE, BK/IIOUCH B
cruchKa 1o 4. 266a, an. 2 ot 3JI1IXM, kaxkro cienBa:

ATC Memuyuaponﬂo . JlekapcrBena gopma Oﬁm.o HPOrHO3HO
HeNaTeHTHO H KOJIHYECTBO HA KOJIHYECTBO B
HAHMEHOBAHHE AKTHBHOTO BEHIECTBO ML
B05XA03 | Sodium chloride Sodium chloride 20% 5000

/Natrium chloride amp./ ml./5006p./
of 10 ml contains = 2.0
g sodium chloride 1 ml
concentrate for sol. Inf.
Contains 200mg




YMBAJI ,,CBera Exarepuna* EAJL
1431 Codwust, Bearapus, O6ya. [lenuo Cnagefikos™ NeS2A

Certificated QM-System o
[SO 9001:2008

‘ sodium chloride, | ‘
equivalen to 3,4 mmol
Na+ and 3,4 mmol Cl/ -
500 op. ‘ ‘

[lokanara ce oTnpass 10 BCHUKH NPUTEKATEIH HA pa3pelieHHe 3a ThProBUs Ha €1po C
JICKApCTBEHH MPOAYKTH, MMOJIyueHo 1o peaa Ha [ nara nesera ot 3JIIIXM.

Ha pasraexpane nojpiexar eJuHCTBEHO O(epTH, KOUTO OTrOBapsit HAa YCIOBHUSTA
[IOCOYEHH B HACTOSAIIATA NOKAHA U NPHIIOKEHUTE 00pa3u, KAKTO Clie/1Ba:
1. Oo6exr: JlocraBka.
Y. Ipeamer: M300p HA H3MBAHUTEN 3a JOCTABKA HA JICKAPCTBEHU [1POJLYKTH, BKIIIOUEHU B
CIUCHKA 1Mo wi. 266a, ain. 2 ot 3JIIXM.

3. Msicro Ha msnbianenue: rp. Codus, Oyi. . Jlenuo Cnaseiiko™ Ne52 A - YMBAJI
..Ceera Exarepuna” EAJ], bosinuuna anreka.
4. Ocrarpyen CpPoK HA rOJAHOCT HA JieKapcrBeHUST npoaykr: Kbm gara Ha

M3BBLPLIBAHE/IPHEMAHE HA JIOCTABKATA, JIOCTABEHUST JIEKAPCTBEH [IPOYKT Clle/Ba 1a € ¢
OCTATBYEH CPOK HA I'OJIHOCT HE 0-MaIKo o1 1 /ejHa/ roauHa.

e H3nckBaHus KbM ChABbPKaHHETO HA oeprara:

5.1.  Ilpurexarenurte Ha paspelieHHe 3a ThPrOBHUS HA €1p0 C JICKAPCTBEHHM INPOILYKTH,

noaasar odepra/cBob0AeH TEKCT/ KbM KOSTO CE NPUJIAraT CICJAHUTE JOKYMEHTH.

5.2.  Ilsanomolnso 3a noaasaxe Ha odepra, koraro odeprara ce 1104aBa 0T yl'bJIHOMOLIEHO

JIMIE;

5.3. MexiyHapoaHO HeNaTeHTHO HAMMEHOBAHHE HA AKTHBHOTO BELIECTBO;

5.4. TbproBcko HAMMEHOBAHHE HA JICKAPCTBEHHUS MPOAYKT;

5.5. Bwua na nekapersenara (popMa U KOJIMUYECTBO BELECTBO B J1030Ba €AMHULIA;

5.6. IlpousBoaurern;

5.7. KouunyecTBO B €/IHA OIIAKOBKA,

5.8. llena Ha jiekapcTBeHUst POIYKT;

5.9. Cpoxk 3a jocraBka;

5.10. Cpoxk Ha BaJIMJIHOCT Ha npejcraBeHara odepra;

5.11. Jlpyru OTHOCHMHM JOKYMEHTH I10 NpeleHKa Ha JIMIETO 10/1aBailo odeprara.
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6. Beska 0(1)epTa M0 Hacroslara nokKaba, . ¢ 1nojaBar 1no CJCKTpOHCH I[IbT B CPOK A0

31.03.20261. BKJIYHTEIHO.

6.1.  Odepra, nojajieHa 1o eJeKTPOHEH BT CJIC/ABA JIa OTIOBAPST HA YCJIOBHATA IOCOYEHH
B HacToslara nokana W npu ycraoBusta ¥ pena Ha 3EJIEYY u nonanena na email:

nparvanova@uhsek.com, npenchev(@uhsek.com, vlalovai@uhsek.com, vranev(@uhsek.com.

*%* Jabenencka: He ce pazziexncoam odepmu, noayueHu U3gbH onpedeieHus cpoK Ha

HOKaHamda.

Yrebpani:
Ipod. x-p Qv
H3nbaHuT




