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AO TTPpITEXATEJiIIT'E
HA PA3PEIIIEHI{E 3.A TT'PrOBYlfr HA EAPO C JIEKAPCTBEHI4 IIPOAYKTI4'
NOJIYTIEHO tIO PEAA IIA |JIABA AEBETA OT 3JITIXM

NOKAHA
3a npeAcraB.f,He Ha o{repra 3a AocraBKa Ha neKapcrBeHr4 trpoAyKrl{ Iro peAa Ha Hape46a Ns l0 or

17 .11.2011r. sa ycrroBr{sra h pera 3a reqeHrae c Hepa3peuenu 3a ynorpe6a e Penydruxa E:s.nrapllr

neKapCTBeHI{ IlpoAylflI{, JIeKapcTBeHu [poAyKTLI, [pI4nalaHII I43BT,H yCnOBu.f,Ta Ha pa3pelxeHueTo

:a ynorpe6a, u JreKapcrBeHu rpo.uyKTrr 3a oscrpaAareJrHa ynorpe6a, KaKTo H 3a ycnoBr{fiTau pera
3a BKiIIOtIBaHe, [pOMeHI{, I{3KJiIOqBaHe II .AOCTaBKa Ha JIeKapCTBeHLI IIpOAVKTI'I OT CIIHCT,Ka IIO qJI.

266a, ax.2 ar 3aKoHa 3a neKapcrBeHr{re npo4yKTfi B xyMaHHara MeALIqr.IHa

IIa ocHoeagr{e qJr.156 ir .rr.15n, a,r.1 or Hapea6a Ns 10 or 17.1 1 .201 1i. na MprnucrepcrBo Ha

3ApaBeorIa3BaHero,
MEAJI ,r{-p Crauen Plrueen' A{, rp. MouraHa orrrpaBfl Hacroqrqara rroKaHa 3a

[pe"4craBrHe ua o$eprn 3a AocraBKa Ha neKapcrBenu rrpoAyKrl{ or cnlIcbKa no qn.266a, a:t.2 ar
3axoHa 3a nerapcrBenr.rre rrpoAyxTri B xyMaurrrapHara MeAIIIILIHa, KaKro ctIeABa:

Me crc dyruap o r)u rt u e.n a nrc H mH o
HlulreHoqaHtte (NN) nu
aK nlu BH O nK) B e Ute C n18 O

"Uexapcrnaeua tpopua u
tio",tuqec mBo Ha aKmugHomo
Beulecnrco rs dtt3oea edttuutla

Ilpozttosuo
KOituuecmBo

TLUMAZENIL solution for injection
0.5 mg / 5ml, amp.

30 auuy.nu

O{eprure 3aAbirxcrrrefl Ho cJ'reAI}a Aa cbgr'pxar uHSopmau vs. 3a2

t. MexgynapoAuo HenareHTHo Har{N{eHoBanlre (NN) Ha aKTLIBHoTo BeqecrBo.
2. Tr,proecro HaI{MeHoBaI{I4e Ha neKapcrBellpls [poIyKT.
3. BuI sa nexapcrBenara (lopua li KoJrrrqecrBoro Ha aKTI4BIroro BeilIecrBo B Ao3oBa e.quHllqa.

4. flpon:no4nrer.
5. Ko.irraqecrBo R eAHa orraKoBKa.

6. L{eira Ha rrerapcrBeHllt{ rpoAyltl.
7. Cpor< Ha Ba;rr4AHocr Ha flpeAcraBeHara oSepra.



Mscro Ha rr3rrbJrHenrre Ha AocraBrcara:
Bcraqr<u iIeKapcrBeHLI [poAyKTr{ ce AocraBxr $panro cKna.q na EolsnqHara a[TeKa sa MEAJI

,,!-p CralreH tr4rneB" A[, ua aApec rp. MoHraHa, y;r. Cupna noi.rno4a Jrlb 4.

Krlr 4arara Ha rocraBKa, ocralltlHldt cpoK Ha roAnocr Ha neKapcrBenrrre npor)'KTrr Aa He e
rIo-MaJTbK ot 30%'o or o6.f,eeHu;r or [pon3BoAr,rrem cpoK.

B croreercrBrie c rIiI.I2 or Hape46a l\!10 or 17.11.2011r. ua M3 npu AocraBKara Ha
neKapcrBeulrfl [poAyKT, BKJrroireH e o$eprara, T:bproBeubr Ha eApo [peAocraBs Ha arrreKara
IIaprI{i{eH cepru$llxar :ra KaqecrBo. cborBerHo ceprrr$urcal ga oceo6orxAaBaHe Ha rraprrlAara Ha
nei(apcTtseHa{ npoAyKr.

O$eprure ce rp€AclaBfiT:'s nO eneKTpOHeH IIT,r IrpH yCnOBufrTa Lt nO pe.{a ua 3axoHa 3a eneKTpoHHus .{OKyMeHT r.r

e"r{eKrpoHHHre yAocroBepr{renHr4 ycrryfr4 ria e-mail: ml"ral mo]rtana_aptgkar,glabr'.bg
r IIa xaprlleH HoeI4TeJI ce [peAcraBsr Ha a,xpec: rp. MouraHa3400, y:r. Cupna nofino4a J\b 4.

J,0,194
Cpox 3a npeAcraBflr{e Ha o{eprure: Ao .... .............2026r.

O$epru, Kor4To He ortoBap{T Ha r43HcKBaHaflTa Ha Hacrosil{ara
BaT.IITAHOCT He IIOIJIeX(aT Ha pa3fnex{IaHe"
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Bb3JTO}ITtr4TEJI:

.7anu,!ena uurftoTula4ua s ap..*Ka tac i3,.l,Q
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