IICMII TA3APIKUK
TEXHUYECKA CIIEHAOHKAIHS

JESUHOEKTAHTU

1. Ilpenaparu 3a JlesnHdpexunus Ha NOBbPXHOCTH:

IIpenapatute fa ca ¢ IMPOK CIEKTbp Ha AekcTBUe; [a MMAT TyGepKyIOUMIEH U BUPYCYLHACH edeKT;
Aa ca CbBMECTHMH C Pa3IMYHUTE MaTepUaliv, OT KOUTO Ca HANPaBEeHH IMOBBPXHOCTHUTE; [1a Ca ¢ HUCHK
HJIH JIMICBALY aJIEPTEHEH NMOTeHLHAI.

Ilpenapatute na ca ¢ KOMOMHHMPAHO MHel0 M Ae3MHDEKUMPAlIO ASHCTBHE — AaNfexMad
TYOEpKOJIOUMAHO H CIIOPOLIMAHO AeiiCTBHE, 0Ka3aHO MPH NOBbPXHOCTH

IIpenapatn ¢ KOMOMHHPaHO MUELIO U NE3UH(EKUHPAIIO NeHCTBUE — C AKTMBEH XJIOp

Jla ca ¢ LIMpPOK CIEKThp Ha AeicTBHe

fla He yBpexJar MaTepualuTe, OT KOWTO Ca HanpaBeHW XHUPYPrHUHUTE HHCTPYMEHTH |
TepMOJaOHIIHUTE MaTepHaIH.

2. IIpenapartn 3a Jlesundexkuus 3a MeX. HHCTPYMEHTApHYM .

Jia CbY€TaBAT MIOYHUCTBALIO U Ae3MH(EKLMOHHO ACHCTBHE

- la ca C WHUPOK CMNEKThp Ha JeHCTBHME: OaKTEpUUMAHO /BKJI. TyOepKyaouuUaHO/, GYHIHUMAHO,
BHpycHeyTpanusupauo /HIV, HBV, HCV/ peiicTue, ciopuuyaHo aeicTere

- a CbABpXKAT MHXUOUTOPH Ha KOPO3UATA

- a HE YBpEXAAT MAaTepHaUTe, OT KOMTO Ca HanpaBeHH XUPYPrUYHHTE WHCTPYMEHTH U
TepMOIaOUITHUTE MaTepUaIU

- [la ca XUMOAJIEepPTU4HH

- Jla ca C KpaTka eKCIIO3ULHs

- Jla HE c€ UHAKTUBUPAT OT OpraHU4Ha MaTepus

Ilpenapatute Ja ChYETABAT MOYMCTBAILO M AC3MH(DEKUHMOHHO AeHcTBHE, Ja ca MOAXONAIM 3a Mpej
CTEPUIH3aLOHHA TOATOTOBKA U J1a HE ChABPIKAT AJIAEXUAN M AJIKOXOJIU

INpenapaty 3a BUCOKOCTENEHHA AE3MHGEKLNA + CTYACHA XHMUYHA CTEPUIM3ALMS HA OCHOBA aKTHBEH KHCIIOPO]L
/ewe criopouuHo neiicrue/

3. llpenaparn 3a Jlesnndexuns 3a TepmoaabuiIHu MaTepHaau:

- Ja ca C ILIMPOK CHEKTBp Ha JeHcTBUe: OaKTEpULMAHO /BKI. TyOepKyJIOUMAHO/, (QYHTHLKIHO,
BupycHeyTpanusupamo /HIV, HBV, HCV/ neiictBue, ciopuunaHo neficteue

- Aa CbABbpXKAT I/IHXI/I6HTOpH Ha Kopo3usTa

- la He YBpeXIaT MaTepuaiure, OT KOHUTO € KOHCTpyHpaHa anaparypara

- Jla ca C KpaTKa eKCIO3ULHs

- la ca XHIIOaJIepruyHu

- Jia He C& MHAKTUBUPAT OT OpraHuyHa MaTepus

Ipenaparute fa ca Ha OCHOBA AIAECXHIH /TiayTapaliexul/ ¢ KOMOMHUPAHO MHELLO U Je3HHPEKIHpaIIOo
AelicTBHE ¢ TYOEpKONIOLMIHO B CTIOPOLIMAHO ACHCTBUE , JOKA3aHO 38 UHCTPYMEHTH

INpenapatuTte ga ca 3a BACOKOCTENEHHA AE3MH(EKLHMS - OCHOBA aKTHBEH KHUCJIOPOA .

4. Ilpenaparu 3a ge3nHdexUA HA PbLe H KOXKA.,



[IpenapaTnre aa ca 3a XMpypru4Ha XUrueHHa AC3HHQEKLUHA Ha PBLE H KOKa HA alKOX0JIHA OCHOBA.

S. Ilpenapati 33 Ae3HHPEKUHR HA CAHHTAPHH BBH3JIH:
Ilpenaparute na ca 3a Ae3nHGEKLMA HA CAHUTAPHU BB3JIM € XJIOPHA OCHOBA.

IenuTe Ha npenapaTure Aa 6baT 3a 1 AuTHP paGoTen pasTsop.

Jla ce npecTaBsT CeIHUTE JOKYMEHTH:
Paspeunenns 3a nmyckaHe Ha nasapa Ha GUOLMAHHU NpenapaTy.
Yxazanus 3a ynorpeba /onucaHus/ Ha Je3sMHEKTaHTUTe Ha OBArapckd esuK W
MH(OpPMALMOHEH JIMCT No 6e30MacHOCTTa.
3a npenapatu peructpupanu no 3MHU na ce npenocrasar:
CepTUGHKATH, U3AAAEHH OT aKPEAWTHPALIH MHCTUTYLHH WJM areHIMM 3a YIpaBleHHe Ha
Ka4yeCTBOTO,  yJNOCTOBEPSABALUIM  CBOTBETCTBUETO HAa CTOKHTE CBC CBHOTBETHHTE
cneupukauuy wim crangaptu — ISO; ceprudukar 3a cworsercTBue ¢ JlupekTHBa
93/42/EEC n [lexnapauus 3a ChOTBETCTBHE OT NPOM3BOJMTEISA; Pa3pPELIEHUE 33 THPrOBHS
Ha eApO ¢ MEAMLIMHCKH U3JEeNHs,
3a GuouuAHM NpenapatH — CbrlacHo PaspemeHHe 3a MyckaHe Ha masapa Ha GUOLMIHH
NPOJYKTH.
OcrarpyueH nepHoA 3a nons3paHe He o-Mayko ot 80 % oT martara Ha HOCTaBKa.
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