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PEIYRAUKA BBJTAPHA
VTPY A W COUHANHATA TOJMMTHKA

a0
KOHCTHTYITMOHHHS Ch/I HA
PEITYBJIMKA BBJTAPUA

no k.. Ne 5 or 2014 1. .
Ha Bam Ne 7 /mo k.a. 5/ 2014 ot 21.05.2014 1. |

VBAKAEMM IOCIIONWH TIPEICEIATE,
VBAXKAEMHU I'OCIIOKH H TOCIIOJA KOHCTUTYIIIOHHH ChANH,

C Omnpenenenne or 20 mait 2014 r. KOHCTHTYHMOHHMAT ChZ JOHYCKa 3a
pasriexziane IO CHINECTBO HMCKaHeTo Ha 83 HapONHM IpeXCTaBHTENH 3a OOsBABaHe Ha
IPOTHBOKOHCTHTYIHOHHN TEKCTOBETE Ha Wil 2178 0T 3akoHa 32 JIEKapCTBEHHUTE IIpOL[yKTH:B
xymanzata MeaaruHa (3JIIXM) (06n., 1B, 6p. 31 ot 2007 1., nocieas0 U3M. 4 Ao., 6p. 18
or 2014 I.) B KOHCTHTYHMpa KATO 3aMHTEpecOBaHa CTpaHa IO AeI0TO MUHHCTEPCTBOTO Ha
TpyZia U COLHAIHATA TOMTUTHKA.

B mckaHeTo ce momabpiKa, de Hoaonpnermé HOpMH Ha wi217B oT 3akoHa 3a
JICKapCTREHUTE IIPOAYKTH B XyMaHHaTa MEJUIMHA NpOTHROpedar Ha wi. 19, am. 2 or
Kouctutynusara Ha Pemybnmka bBreirapms, xaxto m Ha w36 oT I{orOBopa 3a
$ynxuronrpareto Ha Esponetickus cuios (JIOEC).

C ornen nafeHaTa BB3MOXHOCT 32 MPEACTABsSHE Ha MACMEHO CTAHORUIIE HO JEI0TO,
MO ChIBT 8 UMA HPSHBUJL CICTHOTO:

ATeHIATA 33 COLHAITHO HO/TOMATaHE KaTo paznopenuten ¢ OI0/PKET OT IO-HUCKa
CTeHEeH KbM MHHMCTHpPA Ha TPYJa W CONMaNHaTa IONKTHKA M3IlIalga CpejCTRa 3a, KaKTo

ClicaBa:



1. JIeKapcheﬁn NPONYKTH Ha BeTepaHHTe OT poitEUTe. PemsT H yCIOBHSATA ca
pernamentupann B Hapen6a Ne 3 ot 24.08.2012 r. 3a pena 3a npeAnucBase, OTHYCKaHe H
 KOHTPON Ha neKapCTBeHh NPOAYKTH M JeHTallHa IIOMOII Ha BETCPAHMTE OT BOHHMTC.
(u3maneHa OT MEHUCTBPA HA 3IpaBeONasBaHeTo, MAHACTHPA HA (HHAHCHTE, MUHHACTHPA Ha
Tpya ¥ COIMAIHATA TONKUTAKA ¥ MUHUCThpa HA oTOpanara, o0H., [IB, 6p. 67 ot 2012 1., m3M.
H 1011, 6p. 2 0T 2013 1.). ’

2. JlexapcTBeH¥ MPOIYKTH HA BOSHHOMHBAIMIHTE M BOSHHOIOCTPAJAIATE. PensT H
yCJIOBI/ISITa ca pernamentupany B Hapenta Ne 4 ot 19.10.2012 r. 3a pena 3a nomygasase u
3ajUTallaHe Ha JIEKApCTBEHM TPOAYKTH HAa BOCHHOHMHBAIMAWUTE M BOECHHOIOCTPATANHTE
~ (¥3naneHa OT MHHUCTHpA Ha 31paBeonassaHero, o6H., 1B, 6p. 83 or 2012 1.). ‘

3. Meceuna jo6aBka 110 @wI. 42k 0T 3aKOHA 32 WHTETPalMs HA Xopara ¢ YRPEKAaHUL
33 JUETHYHO XpaHEeHe ¥ JeKapCTREeHH MPOAYKTH Ha Jana ¢ Tpaiinu yBpexaanuns ¢se 71 U Haj
71 Ha cTo Hamalea paboOTOCIIOCOOHOCT B HA Jella ¢ HaMalIeHAa BH3MOXXHOCT 32 COIMAIHA
afanTalys.,

4. Oxazana GOMHUIHA MEJUIUHCKA ITOMOIN HA HEOCHTYPEeHH JIHLA 332 JUATHOCTHKA U
nedeHne B jeueOnnTe 3aBeneHusd mo Ilocramosiemme Ne 17 ma MC ot 31.01.2007 1. 3a
o@enemue Ha YCJIOBHATA W pela 32 pasxojiBaHe Ha IENeBUTE CPeICTRA 32 JUATHOCTHKA H
nevyenne B NeweOHN 3aBefleHHs 33 GONHMYHA IIOMOIN Ha JHUIA, KOHTO HSAMAT JOXOJ H/HIIH
JMYHO ¥MMYINECTBO, KOETO 12 M OCHTYPsiBA JINYHO y4YacTHe B 3APaBHOOCUTYPUTEIHHS
npouec (O6H., [IB, 6p. 13 ot 2007 r., mom., 6p. 16 oT 2008 T., u3M., 6p. 13 ot 2009 ., u3M. 1
mor., 6p. 29 ot 2011 r., 6p. 2 o1 2014 1.). '

CpencTBara 3a JeKapCTBEHU IIPOAYKTH, MpelHa3HAUCHU 33 BeTepaHHTE OT BOMHHTE,
BOCHHOMHBATHAVTE ¥ BOSHHONOCTPaJAINTE, KAKTO M 32 OKazaHaTa OOJHUIHA MeJALIHCKA
JIOMOII, HA HEOCHTYPEHH JHIa 3a OUATHOCTHKA W JIeUeHHE B NeUeOHUTE 3aBCICHUS Ce
OpeBeXIAT OT AreHnusTa 33  CONMAIHO  NOMUOMAarase Ha  Hamwomansara
3apagHoocuryputenna kaca (H30K), xaro cnempa ma ce mMa npeasui, de JIEKAPCTBCHHTE
IPOAYKTH 33 BETEPAHUTE OT BOMHHUTE Ca M3BHH OCHOBHMA IIAaKET OT 31paBHH JEHHOCTH,
rapantapand 0T Gomxera Ha H30K. Meceynara no0aBka 3a OUETHYHO XpaHEHE H
NEeKApCTBEHH nﬁonyKTH 3a XOpa ¢ YBPEX/AHAA Ce W3IUIAMA Ha TPABOMMAINIATE IHIA OT
ArenupaTa 3a COHMAIHO MOIIOMATaHE.

_Hpouenypme 10 NMPOBEIKIAHE HA HEOOXOIMMHTE JIEUICHAS 32 JHLATA OT IOCOUCHHTE
HENeBU IPynH, oOXBaThT Ha JIEKapPCTBEHUTE IIPOAYKTH, KOUTO I'M CHIBTCTBAT, HAYMHBT Ha
TAXHOTO IpPEANHCBAHE M OTNMYCKaHe € MH3BBH (YHKIHOHANHATA KOMIICTEHTHOCT HA

MHHHCTEPA Ha TPYZa U COHATHATA ITOJINTHKA. AHTraXuMEHT HA MHHHCTepCTBOTO Ha Tpyna u
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comyanHara IHONUTHKAa € dpe3 ATreHnuara 3a conﬁanHO HOAOMAraHe  f2 OCHUTYPH
buHaHcupaHe Ha NPOAYKTHTE W JACHHOCTHTE IIPH HOPMATHBHO OINPEACIICHUTE YCIIOBHS,
IIOCOYEHHU IO-TOPE. |

HeszaBucuMo OT H3II0XKEHOTO, CUMTaMe, 4e JeicTRammara pasopenda Ha wi. 2178 or
3JIMIXM 3amuTaBa B MakCHMajlHa CTENEH MAOCTBIIa Ha OBJITAPCKUTE TPAXKIAHH 0
CHOTBETHHTE JNIEKAPCTBEHH NPOAYKTY. IIPCABHACHHAT yBEAOMUTEICH PEXUM, IUUTO HIPEMET
ca JeKapCTBEHH IPOAYKTH, BKIIOYEHH B [[03MTURHES JEKapCTBEH CIIHCHK M 3aILIAMAHK ChHC
cpecTBA OT JABPXKaBHUA OIODKET mMa NpeBaHTHBEH cdexT. [aneHara BBH3MOXKHOCT Ha
H3OBJIHUTENHES JUPeKTOop Ha VsmeanuTenHaTa areHIusd IO JieKapcTBara Ja OTKasBa
HapaneHUs U3HOC NPY HAIUIHE HA HAKOS OT XWIIOTE3wWTe, Busupahu B wi 2178, am. 5, e
' rapaHys 3a HeMONyCKaHe Ha Ae(IINT Ha JIeKapcTBa, IPEAHASHAYECHH 34 COLUANHO 3HAUUMK
3a00)IABaHNsA ¥ CHOTBETCTBA HA KOHCTHTYIHOHHOTO MPaBO HA JHPXKaBaTa Ja OCHINECTBABA
KOHTPOII BBPXY HPOH3BOIACTBOTO U THPrOBUSITA C JEKapCTBEHU cpeicTsa (Wi 52, ail. 5 or

KoHCTHTYIHATA Ha PenyGimka Beirapus).
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