YMBAI ,,Cseta ExkaTtepuHa“ EAL]

1431 Codwua, bvarapusa, 6yn. ,MeH4o Cnaseitkos” Ne52A 3 o I

Perucrpartypa: 0800 40 909 K SGS

umein: info@uhsek.com, fax: +359 2 054 90 57

http://svetaekaterina.eu
Certificated QM-System

/1505
Cotbhas sisnins 20."
JO INIPUTEXATEJIMUTE HA
PA3ZPELLIEHHUE 3A TbPI'OBUS HA
EJAPO C JTEKAPCTBEHH
NMNPOAYKTH INOJIYHEHO 110 PEJIA
HA I'/IABA JIEBETA OT 3JIIIXM

INOKAHA

32 npeaocTaBsiHe HA o(epTa 3a JIeKAPCTBEH NPOAYKT, BK/IIOYEH B CIIHCHKA 110 YL
266a, au. 2 ot 3JIIIXM, no pena na Hapen6a Ne 10/17.11.2011 r. na M3

Ha ocuoBanue wiu. 266a, ar. 5, m. 3 om 3axkon 3a nexkapcmeenume npooyKkmu 6 XyManHama
meouyuma, 6v6 6p. cun. 1, an. 1, m. 2, un. 3, an. 3, un. 156, an. 1 wyn. 156 om Hapeoba Ne 10/17.11.2011

. H{ M:mucmepcm(fo HA 3()})06'(30??(133(”!8”1()

YMBAIJL ,Csera Exarepuna” EAJl, nyOimkyBa Hacrosiiara okaHa 3a MpejoCTaBsiHe HA
oepTy 3a JIEKapCTBEH MPOAYKT C MEK/AYHAPOHO HENATEeHTHO HAWMEHOBAHHE, BK/IIOUYEH B CIIMCHKA 110
wi. 266a, ain. 2 or 3JITIXM, kakro ciesa:

MesktyHapoano Jlekapcersena dopma n KommuecrBo/
HeNmaTeHTHO KOJIHYeCTBO HA AKTHBHOTO opoii
HAMMEHOBAHHE BeuecTso
|
Fentanyl | Fentanyl solution for inj. 50 meg / ml x 2 3000 6pos
ml

Ilokanara ce OTHpass n0 BCHYKH [IPHTCHKATC/IH Hd pPa3spCllCHHC 3a TbProBHA Ha cipo C
JIEKapCTBEHH IPOYKTH, OJIy4eHO 1o peja Ha ['nasa aesera ot 3JIIIXM.

Ha pasruiexnaane nojexar eAMHCTBEHO 0(epTH, KOUTO ChAbpKaT clie/iHaTa HH(POPMaLIUs:
L MexayHapoaHo HenaTteHTHO HaumeHoBanue (INN) Ha akTMBHOTO BELIECTBO

2. TBbproBeko HaMMEHOBAHUE HA JICKAPCTBEHUS MTPOAYKT

3 Bun na JIEKapcTBeHara c[mpma H KOJIMYECTBOTO HA dKTHBHOTO BELIECTBO B H10O30Bd €HHHLA



4. IpousBoauren

5. KousinuecTBo B ejiHa onakoBKa

6. llena Ha nekapcTBEHHS NPOLYKT

7. Cpoxk 3a nocraBska

8. CpokK 3a BaIMJAHOCT Ha Npe0cTaBeHaTa leHoBa odepra

* TTenHOMOWIHO 3a nojasaHe Ha odepra, Korato odeprara ce 1o4asa OT ybHOMOLLEHO JIMLE.

OcrtaThyeH CPOK Ha rOJHOCT Ha JieKapeTBeHUsT npoaykr: KbM jlatata Ha u3BbplIBaHe/npueMaHe Ha
JI0CTaBKaTa, 10CTABEHUSIT JIEKAPCTBEH IIPOJLYKT CJIe/lBa /1d € C OCTAThYEH CPOK HA IFOJHOCT HE M0-MaIKO
or | /enna / ropuna.

Cpok 3a npejgocrasine Ha odepru: do 20.03.2024 2. exnovumenno.

IMonasaue Ha odeprTH : 10 eNEKTPOHEH LT / 1IPU yelioBusaTa u peaa Ha 3EJIEYY / ua ;
p

nparvanova(@uhsek.com # ppd@uhsek.com ;

Ouenka Ha noayqenunre opepru: Komucusita no wi. 4, ain. 1 onpenenena no peaa Ha Hapenba Ne
10/17.11.2011 r. na M3, u3bupa 3a usmbauuresn odeprara Ha THProBell HA €APO C JEeKapCTBEHH

MPOAYKTH, IPH yCa0BUATA 11ocoueHu B wi. 15 6, an. 4 or Hapenda Ne 10/17.11.2011 r. na M3.

**% 3abenencka: He ce pazznescdam oghepmu, nojayueHu u3ebH OnpedejieHua cpoK Ha ROKaHamda.
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