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A0 HPUTEXATEJUTE
HA PASPELIEHMUE 3A ThPI'OBHSA HA EJIPO C JEKAPCTBEHU TIPOAYKTH,
MOJIYYEHO IO PEJIA HA I'JIABA AEBETA OT 3JIIIXM

NOKAHA

3a peJcTaBsHe Ha oepra 3a JIOCTABKA Ha JIeKapCTBeHH NPoAyKTH 1o pena Ha Hapenda Ne 10 or
17.11.2011r. 3a ycnoBusTa M pejia 3a JIe4eHue ¢ HepaspeluleHu 3a yrorpeda B Penmybiinka beirapus
JEKapCTBEHH MMPOJIYKTH, JEKAPCTBEHU NPOAYKTH, IPUJIAraHd U3BbH yCIOBUATA HA PA3PEIICHUETO
3a ynorpeda, ¥ JIeKapCTBeHHM UPOJIYKTH 3@ cheTpajaresna ynorpeda, KakTo ¥ 3a YCIIOBUATA U pe/ia
34 BKJIIOYBAHE, IIPOMEHH, M3K/TIOUBAHE 1 1I0CTABKA HA JIEKAPCTBEHH MPOLYKTH OT CIIUCHKA 10 Yl
266a, ann. 2 OT 3aKOHa 32 JEKapCTBEHUTE MPOAYKTA B XyMaHHaTa MEIHIIHHA

Ha ocuopanwe w1156 n un. 158, an.1 ot Hapen6a Ne 10 ot 17.11.201 Ir. Ha MUHUCTEPCTBO Ha
31paBCOTIa3BaAHLTO,

MBAJ ,,JI-p Cramen WMimes* AJl, rp. MoHTana oTHpaBs HacTOAMIATAa nmcaﬂa 3a
npencrassHe Ha oepTH 3a JOCTABKA HA JIEKapCTBEHU MPOAYKTH OT CHHMCHKA 1o wi.266a, an.2 or
3aKoHa 3a JIEKAPCTBEHUTE NMPOAYKTH B XyMaHUTapHATA MEIMIIMHA, KaKTO CleaBa:

Meowcoynapoono Henamemno Jexapemeena ghopma u IIposnosio
naumenosanue (NN) na KOAUYCCIGO HA dKMUBHOMO pocHos
3 KOJiU4ecmaeo
AKHUGHOMO 6eU{eCINGO GeULECBO 6 00308d GOHHMI/]CI
o solution for injection
FLUMAZENIL rhon Jor 30 amnyan
0.5 mg / Sml, amp.

Odeprure 3a{b/DKETEHO C/IeBA 14 ChAbPKAT HH(OPMALIUA 34!

1. MexayHapoaHo HenaTeHTHO HanmeHoBanue (NN) Ha akTMBHOTO BELIECTBO.

2. Tweprocko HauMeHOBAHUE Ha JIEKapPCTBEHHA IPOLYKT.

3. Buz Hajekapersenata ¢opma i KOJIMIECTBOTO Ha aKTHBHOTO BELIECTBO B {03084 €IMHUIIA.
4. llpoussoguren.

5. KonuuecTBo B €/1Ha ONAKOBKA.

6. llena Ha JleKapCTBEHUS! TPOJIYKT.

7. Cpox Ha BaJM/IHOCT Ha MpejcTaBeHara opepra.




MsicTo Ha m3TbJiHeHHE HA I0CTaBKAaTA:
Beunuky jiekapeTBeHM NPOAYKTH ce HOCTaBsT (hpanko ckian na bonanynara antexa nHa MBAJT
WH-p Cramen Mnues™ AJI, Ha anpec rp. Monrana, yia. Cupma Boiisoga Ne 4,

KbM natara na g0CTaBKa, OCTAThYHUS CPOK HA TONHOCT HA JICKAPCTBEHHTE MPOIYKTH JIa HE €
no-mMairbK 0T 30% 0T 00sIBEHUSI OT NPOM3BOMUTEINS CPOK.

B cworsercrBre ¢ wil2 ot Hapenda NelO or 17.11.2011r. ma M3 npu jgocraBkara Ha
JIEKapCTBEHUS MPOJYKT, BKJIIOYEH B odeprara, TbProBebT HA €IPO IPEJOCTaBs Ha anrtekara
napTu/ieH cepruukar 3a KauecTBo, CbOTBETHO cepTH(UKAT 3a 0cBOOOXK1aBaHe Ha MapTHUiaTa Ha
JeKapCTBEHUS! IPOTYKT.

Odeprure ce mpeacrasar:
» 110 €JEKTPOHEH IbT HPH YCJOBHATA M MO peAa Ha 3aKoHa 3a CJICKTPOHHMS JIOKYMEHT H
CNCKTPOHHHUTE YAOCTOBEPUTENHHM yCilyrd Ha e-mail: mbal_montana apteka@abv.bg
» Ha XapTHEeH HOCHTEN Ce NPEeNCcTaBAT Ha aapec: rp. MonTtana 3400, yn. Cupma BoiiBoa Ne 4.

Cpok 3a npejcrassane Ha odeprure: 10 e veeen2026r.

Odepru, KOUTO He OTrOBApAT HA M3MCKBAHUATA HA HACTOSMIATA MOKAHA WM Ca C H3TEKIa
BAJIMIHOCT HE MOUIeKAT Ha pasriexkiane. A

3amuvena unpopmayus eve 8p®3Ka coc 3371
u Peznamenm (EC) 2016/679
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