PEMNYBJINKA BBJIFTAPUA
ManbnHUTEeNHa areHLUu1s no Jiekapcreara
REPUBLIC OF BULGARIA

Bulgarian Drug Agency

PABPEIMEHMUE
3A THhPTOBHUS HA EAPO C MEJUILIMHCKHY W3 EJIAS

Per.Ne 26/wbA[Hp-03%1 ... 1ZALL.A0 ... L.

Ha ocHoBanme 4. 79, an. 2 or 3akoHa 3a MEIULIMHCKUTE U3IENHS U 3asBICHHE C
BX. Ne MAJI-5873/05.02.2021r.

PAZPEINIABAM
Ha: “KYAHTYM MEJAUKDBJ I'PYIT” EOOJ

/HaMMeHOBaHHE Ha (1)[43?!'-!6(3]{0 UIH OPHAHYECKO nuue/

ChC celanuine W aapec Ha ympasienue: rp. Ilmosams 4000, paiton Llentpanen, yiu. ,,CnapsHcka®
Ne 33

mpexacrapiaaso oT: FlBan Credanos Kapabenos

1A N3BHPIIBA
ThPTOBHS HA EJIPO C MEJUIITHCKHA U3/IEJIUS

AJIPEC HA CKJIAZIOBOTO NMOMEIIEHHUE 3A ChXPAHEHHE U THPTOBHS
HA EJIPO C MEAULIMHCKY U3EJINS:

rp. [lmosmue 4000, pation LlenTpanen, yiu. ,,Cnapsucka“ No 33
PBKOBOJIUTEJ HA CKJIAJA CBI'JIACHO ua. 78, an. 2, 1. 2 ot 3MMU:

CrosH JlemueB MUIIMHKOB /
4

/ume, npezume, paMunns/

PE]SpGlﬂCHPICTO 34 ThbpIrOBHA Ha €4p0 ¢ MCOUIIHHCKH I/I3II6;’:LI
\

e 6e3cpoHHo.
e

MAT. - ®APM. BOFI[AH&(
N3NBbJHUTEJIEH JUPEKTOP
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IMIPHIOXEHHUE
KbM PA3PEIIEHHME
3A ThbPTOBHS HA ENPO C MEJAUIIMHCKH U3 AEJIUS

Ha: “KYAHTYM MEJAUKBJI TPYO” EQOOJ

/HauMeHOBaHHe HA QU3UIECKO HIH FOPHANYECKO JIHIle/

Cnuchbk Ha BuI0Be (KaTeropuu) MeAHIHHCKH H3eIHs, ¢ KOHTO Ce ThpryBa:

KOZ Ha KaTeropus 1: AKTUBHY HMILIaHTHpyeMH u3aenus/ Active implantable devices

KOZ Ha Kareropus 2: M3nenus 3a anectesus u pecnnpauus/Anesthetic and respiratory devices
Koz Ha kateropus 3:CtoMmatonoruunu u3aenus/ Dental devices

Koz Ha Kareropus 4:Enexkro-mMexann4nu Mequiuacky uinenus/ Electro mechanical medical devices
KOJT Ha Kateropus 5:bonmuuuno obopynsane/ Hospital hardware

Kox Ha kareropus 6:Wn BuTpo muarnoctwynu m3zenus/ In Vitro diagnostic Devices

KOJ Ha Kareropus 7:HeakTuBHH uMIianTHpyemu u3zenus/ Non-active implantable Devices

Kol Ha Kateropus 8:M3nenns 3a opranmonorus u onruka/ Ophtalmic and optical Devices

KoJ{ Ha Kareropus 9:MucTpyMeHTH 3a MHOTOKpaTHa ymoTpeba/ Reusable Instruments

xox Ha kateropus 10:Msnenus 3a ennoxpatha ynotpe6a/ Single-use Devices

Koz Ha kareropus 11:IToMolnsu cpe/icTsa 3a uia ¢ yBpexkaanus/ Assistive products for persons
with disability

KOZ Ha Kateropus 12:M3nemnus 3a qiuarsoctryna u tepareBTidna paguanus/ Diagnostic and
therapeutic radiation Devices

KoJ Ha Kateropus 13:Usnenus 3a nonbnuurenna tepanus/ Complementary therapy Devices

xoJ Ha kareropus 14:W3nenus ¢ Guonormaen npousxon/ Biologically-derived Devices

koJl Ha Kareropus 15:IIpoaykry u npucnocobnenus 3a neuebun w/3apaBHu 3aBenenus/ Healthcare

facility products and adaptations

Kox Ha kareropus 16: JlabopatopHo o6opyasane / Laboratory equipment

MAT. - ®APM. BOTJJAH
M3ITbJIHAUTEJEH TUPEKTOP
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