TEXHHYECKA CHEHNUPNUKAITUS

JE3MHO®EKTAHTHA

1. IlpenapaTu 3a Jle3nHpeKLHsT HA MTOBbPXHOCTH:

[Ipenapaturte 1a ca ¢ WWMPOK CHEKTbP Ha AekicTBue; Jla umat TyGepKyIOLMAEH U BUPYCYLIMACH
edexT; na ca CbBMECTUMHU C PA3IMUHUTE MaTEPHUaU, OT KOMTO Ca HaNpaBeHU MOBLPXHOCTHUTE; Jia
ca C HUCHK WJIM JIMIICBALL aJlepreHeH MOoTeHLHUall.

[Ipenapatute na ca ¢ KOMOMHMPAHO MHMELO M Ae3MH(EKLMpallo ACHCTBHE — anjexuiu c
TyOEpKOJOLUKMIHO U CIIOPOLIMAHO ACHCTBHUE, J0KA3aHO NPU MOBBPXHOCTH

[Ipenaparu ¢ KOMOMHMPAHO MHELLO U Ae3MH(eKLMpaLlo AeHCTBHE — C AKTHBEH XJI0P

Jla ca ¢ LIMPOK CIEKTHP Ha AeicTBUE

Jla He yBpexjaT MaTepualuTe, OT KOWUTO Ca HANpaBeHU XWUPYPrHUHHUTE WHCTPYMEHTH U
TEepMOIa0UITHUTE MATEPHATIH.

2. Ilpenapatu 3a de3nndexuust 3a Mel. HHCTPYMEHTAPHYM

Jia ChueTaBaT MOUMCTBALLO U A3UH(EKLMOHHO AeHCTBHE

- Jla ca C WIHPOK CMEKTbp Ha AeHCTBUE: OaKTepULMIHO /BKJ. TyOEpKyJIOUMAHO/, (hYHIULIMIHO,
BupycHeytpanusupaino /HIV, HBV, HCV/ nelictue, cnopuunaHo aeicraue

- 1a ChAbpIKAT HHXUOUTOPH HA KOPO3HUATA

- Jla He yBpeXJaT MaTepuajuTe, OT KOWTO Ca HAaNpaBeHW XHPYPrHUYHUTE WHCTPYMEHTH W
TEpMOTaOUIHUTE MATEPUATIH

- Jla ca XUNoajepruytu

- Jla ca C KpaTKa eKCIo3MLIUs

- Jla He c€ MHAKTUBUPAT OT OpraHuyHa MaTepusl

[IpenapatuTe Ja chueTaBaT MOYMCTBALIO M AE3MHPEKLHOHHO JAeHicTBME, Ja ca MOAXOMLLU 32
npej CTepHIM3alMOHHA MOArOTOBKA U Ja He ChABPIKAT aIeXHAN U aJIKOXOJH

HpenapaTn 3a BUCOKOCTCIICHHA ﬂ,e3lfIH(])eI(umI + CTYACHA XHMHUHA CTEPHUIH3aLMS HA OCHOBA aKTHBEH
KHMCJIOPOJ /ChC CMOPOLIMIHO AeHicTBHE/

3. IIpenapatu 3a Jlesundekuns 3a TepMoJaadHIHU MaTEePHAJIH:

- Jla ca C IKPOK CMNEKTbp Ha AeHcTBUE: GakTepUUMIAHO /BKI. TYOEpKy10UMAHO/, GyHIULUIHO,
BupycHeytpanuzupauo /HIV, HBV, HCV/ neiictue, cnopuuuano aeiictaue

- JIa ChAbpKAT HHXUOUTOPHU HA KOPO3UATA

- 1a He yBpeKJaT MaTepHaiuTe, OT KOMTO € KOHCTPyMpaHa anaparypara

- Jla ca ¢ KpaTka eKCro3uLMs

- [la ca XUI0alepruyHu

- Jla He ce MHAKTUBMpAT OT OPraHuYHa MaTepus



[Ipenaparture na ca Ha OCHOBA alAeXWAM /riayrapanjiexu/ ¢ KOMOMHHUPAaHO MHELo W
Ae3uHdpexuupao  AeWCTBUE ¢ TyOEpKOJOLMAHO M CMOPOLMAHO JAelcTBME , J0Ka3aHO 3a
UHCTPYMEHTH :

[Ipenaparure 1a ca 3a BUCOKOCTENEHHA Ae3MH(EKLMS - OCHOBA aKTUBEH KMCIOPO/ .

4. Ilpenapatu 3a Ae3HHPEKUHS HA Pblie H KOKA.

I[penapature a ca 3a XMPYprhvHa XWMrueHHa Ae3MH(EKLMs Ha pbLUE M KO)KA Ha ajKoXoNHa

OCHOBa.

5. IlpenapaTu 3a Ae3HHPEKUHA HA CAHHTAPHH BbB3JIH:
[Ipenaparure na ca 3a Ae3MH(pEKLHs HA CAHUTAPHU BB3JIM C XJIOPHA OCHOBA.

Ienure Ha npenapature Aa 0bAaT 32 1 AnTHP paGoTeH pa3TBOP.

Jla ca cHabOaeHu c: .

PaszpelueHus 3a nyckaHe Ha nasapa Ha OWOLMJHM npenapat, M34aJeHU OT
MUHUCTEPCTBOTO HA 3[paBeorna3BaHeTo, cbriaacHo 4. 1, an.2 1.1/a/ or Hapenba 3a
yCcloBMATa M peAa 3a IMyckaHe Ha nasapa Ha Ououuad, npuera ¢ [IMC
336/28.12.2007 r., B cuna ot 01.06.2008 r

YUyacTHUKBT ce 3aJb/DKaBa NMpU CKIKOUBAHE Ha J0rOBOP, Ja rapaHTHpa Mpu Beska
JlocTaBKa, 4e OMOLMABT ChIUECTBYBA B.ClIUChka Ha M3 aeicTBall KbM MOMEHTA Ha
Jl0CTaBKaTa.

Y pocToBepeHue 3a perucrpauus oT MUHUCTBpa Ha 3/1paBeona3BaHeTo 3a OMOLMAHM
npenapatv ¢ HUCBK PUCK, CbritacHo 4i. 1, an.2 1.1/6/ ot Hapenda 3a yciosusra u
pena 3a rnyckaHe Ha nasapa Ha OGuounau, npuera ¢ [IMC 336/28.12.2007 r., B cuna
ot 01.06.2008 r

Vkazanus 3a ynorpeda /onucanus/ Ha 1e3UH(PEKTAHTUTE Ha OBJIrapeku €31MK

[1pu nocraBsiHe Ha Ae3MH(EKTAHTUTE Jla ce Cras3BaT pela W yciaosusita Ha Hapenba
Ne 38 ot 13.09.2007r. 3a M3MCKBAHMATA KbM JAHHWUTE BbPXY OMNAKOBKWUTE W B

JIMCTOBKUTE HA JIEKAPCTBEHUTE NPOLYKTH.
OcrarbueH nepuoj 3a nonspane He 1o-manko ot 80 % oT mararta Ha JoCTaBKa.

Mupopmanmonen aucT 3a 6€30nacHOCT CbIIaCHO M3MCKBaHWATa Ha Hapesnbara 3a
peia ¥ HauYMHA Ha KjlacH(ULUpaHe, OMAKOBaHE M €TMKETHUPAHE Ha CbLIECTBYBALUM M

HOBM XMMMYHHM BELUECTBA, npenaparu U npoayktu, Ilpunoxenne 16 xbm un. 41,
an.1/]IB 6p.5/2002 roa./




