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J0 NPUTEXATEJIMTE HA
PA3BPELLUEHHUE 3A TbPI'OBHSI HA
EJAPO C JIEKAPCTBEHH
NMPOAYKTHU INOJIYHEHO I10 PEJA
HA I'/IABA IEBETA OT 3JIIIXM

IIOKAHA

3a npeaocTaBsiHe HA odepTa 3a JIeKAPCTBEH NPOAYKT, BKJIKYeH B CIIHCHKA M0
4. 2662, an. 2 or 3JIIIXM, no peaa na Hapea6a Ne 10/17.11.2011 r. na M3

Ha ocuoBaume wi. 266a, ar. 5, m. 3 om 3axkon 3a aexapcmeexume npooykmu 6
xymannama meouyuna, 6v6 6p. ¢ wi. 1, ar. 1, m. 2, yun. 3, ar. 3, wn. 156, an. 1 wur 156 om
Hapeoba Ne 10/17.11.2011 2. na Munucmepemeo na 30paseonazéanemo

VYMBAIJI ..Csera Exarepuna™ EAJL, nyOiHKyBa HacTOs1aTa [I0OKaHa 3a [peaoCcTaBsHe
Ha o(epTH 3a JIEKapCTBEH TPOJIYKT ¢ MEK/YHAPOAHO HENATEHTHO HAMMEHOBAHHE, BKJIFOUCH B
CIMCBKA 110 uil, 2664, an. 2 ot 3JIITXM., kakro cnenga:

ATC Memyuapdﬁﬁo - Jlekapersena popma | .".“Oﬁum HPOIrHO3HO
HeIATEeHTHO H KOJIHYECTBO HA | KO/IH4eCTBO B
HAHMCHOBAHHC AKTHBHOTO BeIeCTBoO M.I.
NOIAOIH | Fentanyl Solution for | 4000
! ) 1 inj.0.05mg/ml 2ml | ml./20006p./

ITokanara ce oTnpass 710 BCHUKH [IPUTEKATE/IM HA pa3pelleHUe 32 ThbProBUs Ha €po C
JIEKapCTBEHHU MPOJYKTH, 10J1y4eHO 110 peja Ha I'1asa nesera ot 3JITIXM.
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Ha pasriexjaHe MOJIeKaT €IMHCTBEHO O(epTH, KOMTO OTroBapsiT Ha YCIIOBMsATA
MOCOYEHH B HACTOSIIIATA MOKAHA W NPUJI0KeHnTe 00pa3uu, KakTo cie/iBa:
1. Obekr: JlocraBka.
2 Ipeamer: M300p Ha U3nbIHUTEN 3a JOCTABKA HA JICKAPCTBEHH [IPOIYKTH, BKIIOYCHH B
cOUCchKa 110 4. 266a, an. 2 ot 3JITIXM.

3. Msicro na msnbianenne: rp. Codus, Oyin. Ilenuo Cnaseiiko™ Ne52 A - YMBAIJI
.Cgera Exarepuna™ EA/l, boinuuna anreka.
4. Ocrarb4eH CPOK HA TOJHOCT HA JieKapcTBeHHST npoaykr: Kbm jara Ha

H3B'prllBaHCfl'lpH€Malie Ha JJoCTaBKaTa, JOCTABCHUAT JICKAPCTBCH IPOIAYKT cilenpa naec
OCTAThY€H CPOK HA FOJAHOCT HE 110-MaJIKO OT | /eana/ roauHa.

- H3HcKBaHNs KbM Ch/bP/KaHHETO HA odeprara:

5.1. Ilpurekarenure Ha paspelleHHe 3a ThPrOBHS HA €IpPO € JIEKAPCTBEHH MPOJIYKTH,

nonasat odepra/cBo60/IeH TEKCT/ KbM KOSTO CE IPUJIarar CJIeIHUTE JIOKYMEHTH.

5.2.  IlbnnomoliHo 3a noaasane Ha odepra, korato opeprara ce 10/1asa OT yi'bJIHOMOUIEHO

JMue;

5.3.  MexayHapoHO HEeNaTEeHTHO HAMMEHOBAHHE HA AKTUBHOTO BELIECTBO;

5.4. Tbproscko HaMMEHOBAHHE HA JIEKAPCTBEHUS POIAYKT:

5.5. Bua Ha nexapcrBeHara opMa U KOJIMUYECTBO BELLECTBO B 030Ba €IMHULA;}

5.6. IlpoussonuTtelr

5.7. KounuyecTBo B €/lHa OITAKOBKA;

5.8. llena Ha siekapcTBEHUS NPOAYKT;

5.9. Cpoxk 3a focraBka;

5.10. Cpok Ha BaJIMIHOCT HA NpeJcTaBeHara odepra;

5.11. Jlpyru OTHOCHMH JIOKYMEHTH 110 [IPELEHKA Ha JIMLETO N0/aBailo odeprara.

6. Besika odepra no Hacrosiiara nokaHa, , ¢ 1oJaBar 1o eJICKTPOHEH I'bT B_CPOK /10

11.06.20251. BKIAIOYHTEIHO.

6.1. Odepra, nonaseHa 1o €JIEKTPOHEH BT CJIEJBA 1d OTIOBApAT HA yC/IOBHSITA OCOUCHH
B HACTOSIIATA MOKAaHa M npu yciosusara u peaa na 3EJEYY u nojganena na email:
nparvanova@uhsek.com, npenchev(@uhsek.com, v lalova@uhsek.com, lvasilevi@uhsek.com .

*** 3apeneacka: He ce pazeneycdam odpepniu, noayuenu u36bH onpeoeieHus cpox Ha

HOKAHamda.
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