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NMPHTEXKATEJIUTE

HA PA3PEHIEHHE 3A ThPTOBUSA HA E/IPO

C JIEKAPCTBEHH IPOAYKTH,

NMOJYYEHH 11O PEJA HA TJIABA IEBETA OT XM

aKTUBHO neueum/y b%pm‘
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IOKAHA
3A

nooasane Ha oepmu 3a Q0CMAsKA Ha AeKapemeen npooykm, eKoden 6 Cnucvka no 4. 266a, ar.2 om
3axona 3a aexkapemeenume npooyKmu e Xymansama seoununa no peoa na Hapeova Nel0/17.11.2011
na Munucmepemeso na 3opaseonaiéanemo, sa Koiimo nama deiicmeauio pamroso cnopasymenue c M3

YBAKAEMH JIAMH U T'OCIIO/LA,

MBAJI-Jlobpua™ AJL, rp. JloGpuu, Ha ocHoBanue wi.226a, an.5, .3 or 3JIITXM n un. 156 or
Hapen6a Nel0 ot 17 noemspu 2011 1., ¢ HacTORIATA NOKAHA, Bu kauum aa npeacrasure odepra 3a
JOCTABKA HA JIeKapeTBeN NPOAYKT, BrIoueH B Crincbka no wi.266a, an.2 o1 3JIXM, koiito ce
[10J13BA 24 JISYeHHeTO Ha NALMEHTH HA 1e4eOHOTO 3aBe/IH1E, & MMEHHO!

Ne or
Cnncebka
o . ATC xon INN Jlekapersena popma n Mepna
266a, a. 2 KOJIHRIECTBO eANANIA
or
3JITXM
30 NOITAHO!I Fentanyl 50 mlcr.ogran.\s/ml solution for ammnyna
injection - 2 ml;

[Lle GbaaT pasraeskaany ¥ OUCHNBANH O(GEPTH, NOAAICHH CaMO 0T ThProBIH Ha EAPO Ha JIEKAPCTBEHH
NpOJLYKTH, NpHTeKaBamy Pazpetienue 3a ThProBus Ha €ApO C JICKAPCTBCHH TIPOAYKTH, W3/1a/1eH0 OT
MAJI wim OT perysiaTopen Opran Ha JApyra JAbpKasa “WieHKd, ChrjlacHo I'nasa aeserta Topropus Ha
epo ¢ Jiekaperseny npoaykTi ot 3JITTXM.

Msicro Ha nocraska: ,MBAJl-Jlobpuu AL rp. Jlobpuy, ya. [anaiior Xwuros® Ne 24, boannuna
anreka.

Onucanue:

SMBAJI-JIo6puu™ AJl, Bb3 OCHOBA HA MOAYUCHHTC odepTH NPH BL3HUKBAHE HA HEOOXOAMMOCT W clen
HANEKHO NosTydeHo oobpenne oT UamanuTenHara areHus no JICKapeTBaTa MOKe 1a 5aiBasd
HY/KHHTE KOJIMHECTBA OT JeKAPCTBEHHS TPOLYKT, BKAOHCH B Crmebka no wi.266a, an.2 or 3JITTXM.
3a ypeK/iane Ha OTHOUICHUATA MEHLY 1eeGHOTO 3aBEICHHE M CHOTRETHHS THPrOBEL Ha CAPO Ha
JIEKAPCTBEHH MPOAYKTH 1ie Obae CIIoUEeH J10r0Bop.
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B cnorsercreme ¢ wi. 12 or HapenGa Ne |0 npu aocTaBKa Ha AEKAPCTBEHHA NPOIYKT, BKJHOYEH B
odeprara, 3arbKHTENHO TPAOBA 21 Ce NPEA0CTaBs NapTHICH ceprH(MKAT 33 KaUECTBO, CHOTBETHO
cepruduKar 3a 0cBoOOK/IABAHE HA NAPTHAATA HA NCKAPCTBEHHA NPOAYKT.

[Monanenute odeptH cenBa 1a GBAAT CLC CPOK HA BAIHAHOCT HE NIO-MANKO OT TPHACCET KajJeHAAPHH
JUHH.

Kpurepwii 3a #360p Ha HaH-TIOAXOSIIA oepra, chracHo wi.156, an.l wan.d or Hapenba Ne 10 ot
17 woemepu 2011 1. :

o Hal-HUCKA NPEUIOKEHA LIEHa 38 MEPHA CAHHHLA,

o npu 1360pA HA THPrOBEIL HA €APO € AEKAPCTBEHH MPOYKTH OCBEH npe/Uiarata leHa ce
oGCHKAAT M CHOBPA3ABAT M APYTH ACTIEKTH Ha OepTHTE, KOTO CA CRBP3AHH €
OPraHu3AlMATA HA IOCTABKATA HITH KAYECTBOTO. Ge30nacHOCTTa /WK ePUKACHOCTTA HA
NEKAPCTBEHUA NPOAYKT.

HeobX0AHMMH JOKYMEHTH!

. TTonbAHEHO TIPE/UIOKEHHE 38 HIMbIAHEHKE 110 oDpaseil.
2. [pHiIosKeHHS KbM NPEIOKEHHETO 32 H3NhIIHCHHE:

e pa3peuieHHe 3a THPrOBKA HA €APO C JICKAPCTBEHH NPOYKTH, NOTYHEHO 110 pena Ha riasa
nerera o1 3JIMIXM.
e HIEH3MA, H3ALEeHA N0 peaa Ha wi. 32 0T 3aK0Ha 33 KOHTPOI BLPXY HAPKOTHUHHTE BELLECTBA
u npekypeopute 3KHBI.
3. JIpyr# IOKYMEHTH [10 NPELEeHKA.
4. BCHYKH JIOKYMEHTH, I0KA3BALIM CHOTBETCTBHETO HA YHACTHHIIATE C NOCTABEHHUTE B IMokanara
HBHCKBAHMS, Ce NPEACTABAT B OPUIHHAI WIH KATO 3ABEPEHHH BAPHO C OPHIMHANIA KOMHS, NPHAPYKEHH
¢ npeBoaH Ha OBArapeku.
OdiepTH, KOHTO He OTTOBAPAT HA HIHCKBAHMATA HA HACTOAILATA NOKANA HE TIo/UIeKAT HA
pasriaexiase.
Odieprure cnejisa na ce nojasat 8 AJAMHHHCTPaUMA Ha neuebHoTo 3apencHue A rp. Jlobpuy ya.
JManaitor Xuros™ Ne 24 Ha XapTHEH HOCHTE! WIH 1O E/IEKTPOHEH ITHT Ha €-m I} oblb@bergon.net
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