HAPEJIBA Ne 3 OT 24 ABI'YCT 2012 I'. 3A PEJIA 3A ITPEAIIMCBAHE,
OTIIYCKAHE U KOHTPO.I HA JIEKAPCTBEHHU INPOAYKTH U JEHTAJIHA
ITOMOILI HA BETEPAHUTE OT BOUHUTE

B cuna om 31.08.2012 2.

H30a0ena om Munucmepcmeomo na 30paseonaszsanemo, Munucmepcmeomo Ha
Gunancume, Munucmepcmeomo Ha mpyoa u COyuaIHama NOAUMUKA u
Munucmepcmeomo na omopanama

O6n. /IB. 6p.67 om 31 Aseycm 20122., uzm. u oon. /IB. op.2 om 8 Anyapu 2013e.

I'maBa nbpBa.
ObLIH NOJOKEHUSA

Yn. 1. C Ta3u Hapenba ce ypexnaa pedbT 3a NpeAnKcBaHe, OTIyCKaHE W KOHTPOJ Ha
JIEKapCTBEHH NPOAYKTH W Ha JICHTalHA IOMOI HM3BbH 00XBara Ha OCHOBHUS MAKEeT OT 3APaBHU
JNEHHOCTH, TapaHTHpaH oT Owmkera Ha Hammonamnara 3apaBHoocuryputenHa kaca (H30K), Ha
BETEpAHUTE OT BOMHUTE.

Yn. 2. (1) Berepanute OT BOHMHHMTE HMaT NPaBO Ha JIEKAPCTBEHH MNPOAYKTH, MOCOYCHH B
YTBBP/ACH OT MUHUCTBPA HA 3[[PaBEOIa3BaHETO CIUCHK, KOUTO Ce MyOIMKyBa Ha MHTEPHET CTpaHUIlATa
Ha MHMHHCTEPCTBOTO Ha 3/1paBEOIa3BaHETO.

(2) Cpencrrara 3a nekapcTBEHHTE MPOAYKTH 1O ajl. 1 ca 3a CMETKa Ha Ibp)KaBHUsI OFOIKET U ce
u3miamar ot ArernusTa 3a coruanao noanomarane (ACII) upes H30K.

(3) Arennusta 3a couuanHo moanomaraHe npeexxaa Ha H30K HeoOxomumuTe cpencTBa 3a
3alulalllaHe Ha 3asBEHUTE CyMH OT antekute, ckmouwin goroBop ¢ H3OK, 3a mpegocraBeHu
JIEKapCTBEHHU MPOIYKTH HA BETEPAHUTE OT BOMHUTE.

Yn. 3. (1) Berepanure or BOWHHMTE MMaT MPaBO Ha JCHTAJHA ITOMOII W3BBH 0OOXBaTa Ha
OCHOBHHS MAKET OT 37[paBHU JEHHOCTH, rapanTupat ot Oromkera Ha H3OK.

(2) CpencrBara 3a mpemocTaBeHaTa JCHTAJIHA TOMOI MO ajl. 1 ca 3a CMETKa Ha JbpyKaBHHS
oromxket u ce m3ramiar ot ACIL.

I'taBa BTOpA.
NPEANMUCBAHE, OTITYCKAHE U KOHTPOJI HA JIEKAPCTBEHU ITPOAYKTHU HA
BETEPAHUTE OT BOMHUTE

Pazpea 1.
IIpeanucBaHe Ha JieKAPCTBEHU MPOAYKTH

UYn. 4. [IpaBo jna mpeAmnucBar JeKapCTBEHN MPOAYKTH IO pejia Ha Ta3W Hapeada MMar BCUYKU
JICKapy | JICKapH 110 JICHTaIHA MeauIiHa 1o 4. 4 ot Hapenbara 3a oChIeCTBSIBaHE MPABOTO HA JIOCTHIT
1o MeaumuHcka mmomont, nmpueta ¢ [IMC Ne 119 ot 2006 r. (06H., JIB, 6p. 45 ot 2006 r.; u3m. u jgor., Op.
57 ot 2007 r.; u3m., 6p. 1 or 2009 r.; u3m. u gor., 6p. 5 ot 2011 r.; u3m., 6p. 53 ot 2011 1.).



Un. 5. (1) (U3m. - B, 6p. 2 or 2013 r., B cuna ot 08.01.2013 r.) JlekapcTBEHUTE MPOLYKTH IO
4J1. 2, an. 1 ce mpeanucBar Ha perenTypHa OJaHka 1mo odpaserr ceryacHo npuioxenue Ne 1 (o6pazenr M3
- H30K Ne 5B), k0siTO ChaABpPIKA CIETHUTE JaHHU:

. HOMEp Ha peljenrara, BnucaH B aMOyJaTopeH JIUCT;

. HOMep Ha aMOyJIaToOpeH JIHUCT;

. JlaTa Ha U3/IaBaHEe Ha peLenTara;

. kog Ha P3OK Ha nanpeHra;

. Homep Ha nedeOHoTo 3aBenenue (ot PLI3/P3);

. HOMEp Ha pelenTypHa KHUKKa Ha BETepaHa OT BOWHUTE;

. YUH/JITIK, ume u dpamumus Ha JIeKapsi/Jiekapsi o JeHTadIHa MEIUIMHA, U3/1aJl PeIenTara;
. KOJI Ha CTICIIMAJIHOCTTA Ha JIeKaps/IeKaps 1o JeHTajJTHa MEAULIMHA, U3/1aJl peLlenTaTa;

. H30OK kox Ha nekapcTBeHust/Te mpoayKt/u (10 3 xoaa);

10. xox Ha 3a0o0nsBaHETO MO MEXIyHaponHara kinacudukauus Ha Oonecture - 10 peBu3us
(MKB kon);

11. renepruyHO 3aMeCTBAHE;

12. npeAnucaHo KOJIUYECTBO U JHUTE, 32 KOUTO € JOCTAThYHO MPEANHCAHOTO KOJINYECTBO;

13. EI'H, ume, npe3ume, hamuius, Bb3pacT U aJipec Ha MalUCHTA;

14. HoMep Ha yn0CTOBEpEHHUE HA BETEPaH OT BOMHUTE;

15. moamMc M TUYEH MevaT Ha JeKapsi/ieKkaps Mo JCHTaIHa MEIUINHA;

16. HOMep Ha peneniTara B anTeKara;

17. peructpaniioHeH HOMEp Ha arTeKara;

18. ET'H/JIHY/unentudukalinoHeH HoMep Ha MoJTy4daTes;

19. nara Ha W3ITBJIIHEHHUE HA ANTEKaTa;

20. noanuc Ha MarucTbp-papmarieBTa 1 revar Ha anreKara;

21. moanuc Ha MIPUHOCUTENS HA peLenTara.

(2) HenonrbsiHeHuTE mosieTa B pelienTypHUTE ONaHKH 110 all. 1 ce aHynupar cbe 3HaK "Z".

(3) (Jom. - JIB, 6p. 2 ot 2013 r., B cua ot 08.01.2013 r.) Peuentypuure Gmanku mo ai. 1 ce
M3/1aBaT B JIBa €K3EMIUISIpA, CIMHHUAT OT KOMTO C€ MPEJCTaBs OT anTeKara nmpei choTBeTHara PaiioHHa
3apaBHOOcurypurenna kaca (P30K).

(4) JIumara mo 4n. 4 morar Aa pasmedaTBarT oOpaselia Ha JOKYMEHTa 1Mo aji. 1, KaTo ChIIUAT
ChIBbPAKA 3aIBJKUTEIIHO BCUUKU PEKBU3UTH.
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Yn. 6. (1) (M3m. - 1IB, 6p. 2 or 2013 r., B cua or 08.01.2013 r.) Jlumara, mpeanucBaIin
JIEKapCTBEHU MPOAYKTH, BIIMCBAT B aMOYJIaTOPHUS JIUCT, KOMTO ce ChXpaHsIBa B JIEUYCOHOTO 3aBelICHUE 32
OTYETHOCT W KOHTPOJ, CJICIHUTE JaHHU OT PEUENTUTE: MPEANUCAHUTE JICKAPCTBCHH IPOIAYKTH,
CUTHATYpa, MPEANUCaHO KOINYECTBO U JHUTE, 332 KOUTO € JOCTAThUHO MPEANUCAHOTO KOJIUYECTBO.

(2) (HoBa - /IB, 6p. 2 or 2013 r., B cuna ot 08.01.2013 r.) PexBusuTHTe Ha perentypHara
Omanka mo ui. 5, an. 1, 7. 1 - 15 ce mombaBaT OT JMIlATa, MPEANUCBAIIN JTEKAPCTBEHUTE MPOAYKTH, a
pekBu3uTUTE 1O T. 16 - 20 - OT MarucThp-PpapmanenTa, OTIyCKalll JEKaPCTBEHUTE IPOTYKTH.

(3) (ITpepumna an. 2 - JIB, 6p. 2 or 2013 r., B cwa ot 08.01.2013 r.) /larara Ha n31aBaHe Ha
perenitara TpsiOBa Ja ChBIIAJa ¢ Jarara Ha W3/1aBaHe Ha aMOyIaTOPHUS JIUCT.

Y. 7. (1) B eqna perenta ce mpeanucBar 10 3 JIEKapCTBEHHU MPOIYKTa OT CIIHUCHKA MO WiI. 2, all.

(2) (Hom. - B, 6p. 2 or 2013 r., B cuia ot 08.01.2013 r.) KomnuecTBOTO Ha HM3MHMCAHUTE



JICKapCTBEHU MPOAYKTU MpPH JIEYCHHE Ha OCTpuTe 3abonsBaHus ¢ 3a He moBede or 10 nmHu, a 3a
XpoHUYHUTE - 32 He ToBeue oT 30 nuu. [Ipu xponnynuTe 3adonsBanust CpokbT 0T 30 AHU MOXKE Ja ObJie
MIPEBUINICH, aKO M3MCKBAHETO 32 HEHAPYIIaBaHE [IEJI0OCTTAa HA OMAKOBKAaTa U OMpE/eieHaTa IHEBHA /1032
HE [103BOJIsIBaT 1a ObJe ClIa3eH.

(3) Penenirara ¢ BasnmaHa 3a cpok 10 15 THU OT jJaTara Ha U3/aBaHE - 3a OCTPHUTE 3a00JISIBAHUS,
1 10 30 1HYU - 32 XpPOHUIHHUTE 300 IIBaHUS.

(4) B pamkwuTe Ha €MH KaJCHIApEH MeCell Ha ¢IUH MAI[HeHT MOTrarT Jia Ce M3/IaBaT He MOBeYE OT
TPH PELCTTH.

Yn. 8. Ha peuenrara, u3nazeHa 1Mo pena Ha TO3M pasfell, He MOrar aa ObJar MpearuCcBaHU
JIEKApCTBEHH MPOAYKTH U3BbH CIIUCHKA MO 4Jl. 2, ai. 1.

Y. 9. (1) Ha nune, Ha KOETO ca NpEANICaHU JICKAPCTBEHU MPOAYKTH OT CIIUCHKA MO 4. 2, all.
1, 3a cpmMs epuoj He Morar Ja My ObJIaT MPEANKUCBaHU M0 peAa Ha 3aKoHa 3a 3/[paBHOTO OCUTYpPSIBAaHE
CBIIUTE JICKAPCTBEHM MPOIYKTH, BKIIOUEHH B CINUCHhKa mo wi. 262, anx. 5, 1. 1 or 3akona 3a
JIEKapCTBEHUTE MPOAYKTH B XymaHHaTa MmenuuuHa (3JITIXM), 3amnanaHu HaIrbIHO WM YaCTUYHO OT
oromkera Ha H30K.

(2) Jlumara mo wi. 4 npennucBar JICKAPCTBEHH MPOAYKTH HAa PELENTypHa OJaHKa MO Ta3u
Hapezn0a B cllyyauTe, KOraTo JIEKapCTBEHUTE MPOAYKTH Ca BKJIIOYEHU €THOBPEMEHHO B CIIUCHKA MO Jl. 2,
an. 1 v mo un. 262, an. 5, 1. 1 3JITIXM.

Yn. 10. (Otm. - IB, 6p. 2 ot 2013 1., B cuna ot 08.01.2013 1.)

Pazgen 11.
OTnyckaHe HA JIeKAPCTBEHU NMPOXYKTH

Y. 11. (1) JlekapcTBeHHTE MPOAYKTH, MPEANKUCAHH 110 Pela Ha Ta3u Hapenoda, ce OTIMyCKaT OT
anTeKH, OTKPUTH OT IPUTEKATEIN Ha pa3pelieHre 3a ThProBUs Ha JPEOHO C JIEKAPCTBEHU MPOMYKTH I10
. 222, an. 1 3JIIIXM, ckmounnu goroBop ¢ H30K 3a ormyckane Ha JIeKapCTBEHU MPOAYKTH Ha
BETEPAHUTE OT BOMHUTE.

(2) JlexapcTBeHUTE MPOAYKTH CE€ IOJy4aBaT OT alTeKUTe Mo aj. 1 cpeuly HpeacTaBsHE Ha
peuienTa, JUYHA KapTa/IWYeH TMAaCIOpPT, YIOCTOBEPEHHE 3a Ka4eCTBOTO ''BeTepaH OT BOWHUTE" U
peLenTypHa KHIKKA.

(3) (Hosa - JIB, 6p. 2 or 2013 r., B cuia or 08.01.2013 r.) OrmycHaTuTe JEKapCTBCHU
NPOJYKTH C€ BIMCBAT B peLENTypHa KHIDKKA HA BETEPAaH OT BOMHUTE 10 00pa3el] ChIVIACHO MPUIIOKEHUE
Ne 2. BrmcBaHeTo ce W3BBpIIBA OT MarucThp- (papmaneBTa TpU OTIYCKAHETO HAa JICKAPCTBEHUTE
HPOIYKTH.

(4) (Homa - JIB, 6p. 2 ot 2013 r., B cuia ot 08.01.2013 r.) PeuentypHuTe KHIKKU C€ W3/1aBaT
ot P3OK u ce npenocTaBsT Ha BeTepaHUTe OT BoiiHUTE. BeTepaH oT BOMHHTE MMa MPaBO CaMO Ha eHa
pelenTypHa KHIKKA.

(5) (Hosa - /1B, 0Op. 2 or 2013 1., B cuna ot 08.01.2013 r.) PailoHHaTa 31paBHOOCUTYPHUTEITHA
Kaca BOJIM PETHCThP Ha U3aICHUTE PEUENTYPHU KHIDKKH.

(6) (Homa - JIB, 6p. 2 or 2013 r., B cmia ot 08.01.2013 r.) MsryOeHa, yHHIIOKEHA WM
NPUKITIOUEHA PelenTypHa KHMKKA Ce 3aMeHa ¢ HOBa 110 pesia Ha ajl. 4.



Yn. 12. (1) KoraTto aurcBar HIKOH OT MPEANMCAHUTE JIEKAPCTBEHH MPOAYKTH, (hapMaIeBThT TH
3a4epKkBa B pelenTara, MOJANMCBA CE€, W3JaBa IPENHUC Ha pelenTara 3a JUICBAILUTE JIEKapCTBEHU
MPOJYKTH, OTaHKaTa TO/IeuaTBa ¢ evar Ha anTekaTa U BIMCBA B TOPHUS JECEH BI'bJI AyMara "mpernuc".

(2) ManueHTHT ce MOAMKUCBA 3a MOJYYCHHUTE JICKAPCTBEHH MPOIYKTH, KAKTO W 33 HAIIPABEHUTE
MIPOMEHHU B pelienTara.

Un. 13. (1) [Ipu npuemaneTo Ha perientara MarucTbp-(papManeBThT ce 3aIbJKaBa Ja:

1. mpoBepu Janu ca cria3eHu U3UCKBAHUATA HA Ta3! IV1aBa;

2. BOMIIE B pelenTypHara KHW)KKA Jara Ha OTIIyCKaHe Ha JIEKapCTBEHUTE NPOAYKTH U
HapTHIEH HOMEP Ha JIEKAPCTBEHUTE MIPOYKTH, KOETO YIOCTOBEPSIBA C MOAMMUC U 1eyart.

(2) Ilpeanucanus, KOUTO HE OTIOBAPST HAa U3UCKBAHMATA HA Ta3!U IVIaBa, HE CE U3MbJIHSBAT.

(3) IIpu BB3HHKHAIIO CEMHEHHE OTHOCHO IPEIUCAHOTO B PElenTaTa MarucTbp-(hapMameBTbT €
JUTBXKEH, IIPEIU 1a OTIyCHE JIEKAPCTBEHMS ITPOAYKT, 1a C€ KOHCYITHpA C MPEANNCAIUS peLenTara JeKap.

Yn. 14. (1) CroiiHocTTa Ha JIEKAPCTBEHUTE MPOAYKTH CE M3ILIAINA Ha allTeKUTE OT ChOTBETHATA
P30K cpeury npeacraBeHH OpUTHHAIM Ha U3IIBJIHEHUTE PELENTH, OMKMC Ha PELENTHTE ChC CTOMHOCT U
dakrypa.

(2) YcnoBusTa ¥ pebT 32 OTYUTAHE OT alITEKUTE M 3aIUIalllaHe Ha JICKAPCTBEHUTE MPOIYKTH IO
M3MBJIHEHNUTE PELENTH Ce Ypexkaar B Joropopure mo ui. 11, am. 1.

Yn. 15. Hamzopauar ceBer Ha H3OK wu3naBa mo mpeanoxenue Ha ympasutens Ha H30K
yKa3aHWs 110 MPEAUCBaHe, OTITyCKaHe | 3allialllaHe Ha JIEKAPCTBEHUTE MPOAYKTH 10 WiI. 2, aj.l, KOouTo
ce myOnuKyBar Ha uHTepHeT cTpanuiiara Ha H30K.

I'maBa Tpera.
HNPEAIIMCBAHE, OTITYCKAHE U KOHTPOJI HA U3BBbPUHIEHATA JTEHTAJIHA ITIOMOI]

Paznen 1.
IIpeanucBaHe HA IEHTAJIHA MOMOI

Yn. 16. (1) Berepanure or BOHHHMTE MMAaT MPaBO CBOOOJHO Ja M30UpaT JIeKap IO JCHTaJIHA
MeIUIMHA, KOWTO Ja WM3BBPUIM OOCTOSH Iperie] ChC CHEMaHe Ha 3b0€H CTAaTyC M Ja OINpEIeiH
noTpeOHOCTTa OT 3b0ONPOTE3HU AEHHOCTH.

(2) JlekapsT no aeHTanHa MeAMIMHA MO an. 1 TpsiOBa Ja € peloBeH wWieH Ha bbiarapckus
3b00JIEKAPCKU ChIO3 U J]a € PETUCTPUPAH B ChOTBETHATA PETMOHAIHA 3/JpaBHA MHCICKITHSL.

Un. 17. (1) Jlekapst mo JeHTaJHA MEIMIMHA MpPEANUCBa 3bOHA TMpoTe3a Ha OJaHkKa
"MenuuuHcko HanpasineHue/Mckane 3a:" o o6pasel, cbriacHo npuiaoxenue Ne 3.

(2) biiankara o an. 1 ce nmombJBa, KakToO CJe/Ba:

1. B pexkBusuTa 'nekap - HMMe, MIBKHOCT, CiIyXeOeH TenedoH" ce BIUCBA M JIMYHUAT
pPETUCTpAIIMOHEH HOMEP Ha JIeKaps Mo ACHTATHA METUIIHA;

2. B peKBM3MTa "UarHo3a’" OCBEH JMarHo3ara ce OMUCBA U 3bOHUAT CTaTyC Ha JIUIIETO;

3. B pekBH3HTa "U3Mmpania ce 3a:" ce U3NKCBa "ACHTATHO-POTETUYHO JeUCHHE" , BKIFOYUTEITHO



Y BUJBT Ha 3bOHATA MPOTE3a.
(3) JlexapsAT mO JeHTaTHAa MeEIUIIMHA OTpa3sBa BHIa Ha 3bOHATA MPOTE3a B JIMYHHS
amOynaropeH kaptoH (JIAK) Ha BeTepana ot BOWHUTE.

Pazgen 11.
OTnyckaHe HA IEHTAJHA OMOIIL

Un. 18. Berepanure OT BOIHMTE MOTaT Ja Mojy4yaT eIHOKpaTHaTa LiejeBa MOMOII Mo Wi. 3 OT
Ta3u HapenoOa ot aupekius "ConmnanHo noamnomarade” 3a u3padoTka Ha 2 MOABMKHHU 3b0HU MPOTE3HU 32
CPOK JIBE€ TOJIMHU, BCsiKa Ha cToiHOCT 200 nB.

Yn. 19. (1) 3a mpemocTaBsHe Ha JCHTAIHA TOMOIIl BETEPAHUTE OT BOWHHUTE MOAABAT B TUPEKIIHS
"CommanHo nofanomaraHe" Mo MOCTOSHHHUS CH ajpec 3asBlIeHHe-IeKiapanus 1mo olOpasell, ChINACHO
npusoxkenue Ne 4.

(2) KbM 3asBieHne-AeKIapanusaTa ce Mpuiiarar:

1. 6nanka "MEIMIIMHCKO HampaBlICHHE/MCKaHe 3a:" chIIacHO mpuiiokeHue Ne 3/amOymaropeH
JIUCT;

2. Komue OT yAOCTOBEPEHUE 3a BETEPAH OT BOMHUTE;

3. IM4Ha KapTa/Nu4eH nacrnopr (3a CIpaBKa);

4. xorie OT HOTapUaJIHO 3aBEPEHO IMBIHOMOIIHO B CIIy4auTe, KOTaTo 3asiBIIEHUETO Ce MojaBa OT
MMETO Ha YII'bJTHOMOIIIEHO OT BETEPaHa OT BOMHUTE JIULIE.

(3) HupexropbT Ha naupekius "ComuanHO MOANMOMaraHe" WM YIBIHOMOIIEHO OT HEro
JU'B)XKHOCTHO JIMIIE M3]laBa 3amoBe] Mo oOpasel chrmacHo mpuwiokeHne Ne 5 B 14-gHeBeH cpok OT
MoJJaBaHe Ha 3asiBIIEHUETO C MPUIIOKEHUTE MO al. 2 TOKYMEHTH C U3KJIIOUEHUE Ha TE3H 10 T. 3.

(4) 3anoBenra 1o ain. 3 ce croOIIaBa MMCMEHO Ha JIMIIETO, TOJIANI0 3asiBJICHUE, B 3-THEBEH CPOK
OT U3/1aBaHETO W.

(5) B ciydauTe, Korato € MpHeETO 3asBJIICHHUEC C HEPEJIOBHHM HJIM JIMIICBAINM JOKYMCHTH, Ha
JUIETO ce J1aBa 14-1HEeBEH CPOK 3a OTCTPaHsBaHE Ha JIOMYCHATUTE HEPEJOBHOCTH.

(6) Koraro B cpoka 1o aj. 5 JuIeTo He OTCTPaHU HEPEIOBHOCTHUTE, TUPEKTOPBT HA JUPCKIIHS
"CommanHo moamoMaraHe" WM YIOBIHOMOIIEHO OT HETr0 JUITBKHOCTHO JIMIE TpeKparsBa
NPOM3BOACTBOTO MO peAa Ha AnMuHHcTpatuBHoIponecyanHus komekc (AIIK), 3a xoero nunero ce
yBEIOMSIBa MMMCMEHO B 3-AHEBEH CPOK OT U3/1aBaHETO Ha 3alI0BE/TA.

(7) 3anoBenure 1o an. 3 u 6 nomexkar Ha oOxanBaHe 1o pena Ha AIIK B 14-mHeBeH Cpok OT
MOJIy4YaBaHETO UM.

Un. 20. [To xenmanume Ha nunero mo wi. 19, an.l, oTpa3eHO B 3asBIEHHUE-IEKIApALUATA,
OTITyCHATUTE CPEJICTBA MOTAT C€ MPEBEKIAT M0 KACOB MIIM 0€3KaCOB BT.

Un. 21. V3nnamaneTro Ha CpeacTBaTa ce M3BBPIIBA O Kpas Ha Mecela, CleaBall Mecela Ha
HW3JaBaHe Ha 3amoBeaTa mo 4i. 19, an. 3.

Yn. 22. B cpok aBa Mecera OT MOoJy4aBaHETO Ha MOMOIITa 1Mo wi. 18 BeTepaHUTe OT BOWHHTE
npeacTaBaT B aupekuus "ComuanHo moarnomaraHe" Mo MOCTOSIHHUS CH aJpec pa3xo0olpaBiaTesIHU
nokyMeHTH ((akTypa/u 1 kacoB/u OOH/OBE), KOUTO C€ IpUjIaratr B 10CUETO.



Un. 23. (1) B ciryuaii ue B cpoka 1o uji. 22 He ObJIaT NPEICTAaBeHU U3UCKYEMHUTE TOKYMEHTH, CE
M3BBPIIBA TPOBEPKA OT JUTHKHOCTHO JIMIIE Ha ChOTBETHATA Aupekius "CounanHo nognomarade”.

(2) 3a pesynraruTe OT TpOBEpKara JUTHXHOCTHOTO JHIE MO ajd. 1 chCTaBs KOHCTAaTHUBCH
MIPOTOKOJI, KOWTO MPEAOCTABS B TPUIHEBEH CPOK HA JUpeKTopa Ha aupekius "CounaiHo noanomarade”.

(3) B ciyuaii Ha KOHCTAaTUPAHO HEHM3IOJI3BAHE IO TPeIHA3HAYCHHE Ha (PMHAHCOBU CPEICTBA OT
MOJTyYeHaTa €THOKpATHA LieJieBa MOMONI AUPEKTOpbT Ha Aupekuus "CorumanHo momanomaraHe’ u3gaBa
MOTHBHUpaHa 3aMoBe/] 3a Bb3CTAHOBABAHETO 1 3a€THO ChC 3aKOHHATA JIMXBA.

(4) 3anoBeara mo an. 3 momneku Ha oOkanBane mo perma Ha AIIK B 14-mHEBEH CpOK OT
II0JIy4aBaHETO H.

Yn. 24. (1) B ciydaii ye B cpoka 1o 4wi. 22 ca MPeaCTaBeHH Pa3xo00NpaBIaTeIHH JOKYMCHTH
3a MpeA0CTaBeHa JIEHTATHA TIOMOII B pa3Mep, MO-MadbK OT OTIyCHATara €IHOKpaTHA IeJeBa MOMOIII,
JTUPEKTOPBT Ha aupekius "CouuanHo moarnoMarane" Wik yIbJIHOMOIIEHO OT HETO JUIbXHOCTHO JIMIIE
u3aBa MOTHBHPAHA 3aloBej] 32 BH3CTAHOBSBAHE HA pa3lIMKaTa 10 MBIHUS pa3Mep Ha OTIycHAaTara
MIOMOIII 3a€THO ChC 3aKOHHATA JINXBA.

(2) 3anoseara mo an. 1 nomnexxu Ha oOxanBaHe o peraa Ha AIIK B 14-mHEBeH CpOK OT
IIOJIy4aBaHETO M.

I'maBa yerBBpTA.
KOHTPOJI 11O HNPEAIINMCBAHE U OTITYCKAHE HA JIEKAPCTBEHU NIPOAYKTU U
JAEHTAJIHA ITOMOIL]

Un. 25. KoHTponbT Mo crma3BaHe M3WCKBAaHUATA HA Ta3W Hapeada OTHOCHO MPEANUCBaHE U
OTITyCKaHEe Ha JICKAPCTBEHUTE MPOAYKTH 1O WI. 2, all. 1 ce OChIecTBSIBa OT OPraHHUTE MO Wi. /2 OT
3aKoHa 3a 3ApaBHOTO OCUTYpSIBaHE.

Y. 26. PernonanHara 3paBHa HHCIICKIIUS OCHINECTBSIBA HA TEPUTOPHUATA HA 00JIaCTTa KOHTPOI
M0 MPEJOCTaBsHE Ha JIEHTATHA TIOMOIIl Ha BETEpPaHUTE OT BOMHUTE MO peJa Ha Ta3u Hapenda, KaTo Mpu
norckBaHe oT ACII mpoBepsiBa CHOTBETCTBHETO HAa OTPA3CHUTE B MEIAWIIMHCKATA JIOKYMEHTAIlUs Ha
KOHKPETHUS MAIMEeHT JUarHo3a, 3b0€H cTaTyc, ACHTATHO-IPOTETHYHO JICUeHUE U BHU]I IPOTE3a.

Y. 27. KOoHTpOIBT MO OTIYCKAHETO M M3IUIAIIAHETO Ha JEHTAIHATa IOMOIL Ce OCHIIECTBSIBA
[0 KOMIIETEHTHOCT OT W3IIBJIHMUTEIHUS IUPEKTOpP Ha ATEHUUATa 3a COLMAJIHO MOANOMAaraHe WIn
YI'BJIHOMOIIIEHU OT HETO JUThKHOCTHH JIUIIA.

Yn. 28. ®uHAHCOBUAT KOHTPOJ MO M3JaBaHe Ha (akTypute U (puckaiHuTe OOHOBE WM JIPYT
IUTATe)KEH JTOKYMEHT IpH TpHIaraHeTo Ha Ta3W Hapeabda ce H3BbpIIBA OT MHMHHCTEPCTBOTO Ha
¢duHaHCHUTE.

Un. 29. YcraHoBsiBaHETO Ha HapymIeHHWs IO Hapendara, CBbpP3aHM C OCHUTYpPSBAaHETO Ha
JICHTaJIHa [TOMOIIl Ha BETE€pPaHUTE OT BOMHHUTE, ChCTABSIHETO HAa aKTOBE, U3/1aBaHETO M O0KaJBaHETO Ha



HAKa3aTCJIIHUTC IIOCTAHOBJIICHHUA CC€ MU3BbpHIBAT IIpU YCJIOBHATA W 1O pCEla Ha 3akoHa 3a
AJIMUHHUCTPATUBHUTE HAPYUICHUA U HaKa3aHH.

JdonmbaHuTe/ IHM pa3nopendou

§ 1. ITo cMucwna Ha Ta3u Hapenoda:

1. "Kon na H30K" o3nauaBa OyKkBeHO-IIM(POB KOJ, YMATO I'bpBa OyKBa OTTroBapsi Ha I'bPBO
HUBO Ha AHaToMmo-TepamneBTHYHaTa Kinacudukamnus Ha CBETOBHATA 37jpaBHA OpPTraHMU3aIus, BH3IIPHUETA B
Peny6nuka bearapusi.

2. "BanunHocT Ha perienTara" o3HauaBa CPOKBT, 3a KOHTO TS MOKe Ja ObJe W3IIbJIHEHA B
arTekara.

IIpexonnu u 3akI0YNTETHE Pa3nopeadu

§ 2. (1) CroitHoCTTa Ha JIEKapPCTBEHUTE NPOAYKTH, Mpeanucanu u otmycHaru cien 01.07.2012
I. 10 BIIM3aHE B CHJIA Ha Hapes0ara, ce 3aIuialla Ha anTeKUuTe OT OroKeTa Ha ATCHIUATA 32 COI[HATHO
noanoMarase upe3 HarponanHara 3paBHOOCHTYPHUTEIIHA Kaca.

(2) 3a 3amnaniane Ha ctoifHOCTTa O aj. 1 antekure npenactaiat B P3OK, Ha uusto Teputopus
(yHKIIMOHUPAT, OPUTHHAIIN HA U3IIBIHEHUTE PEIICTH, OMUC Ha PEIENTUTE ChC CTOMHOCT U (akTypa.

(3) OruerHuTEe TOKYMEHTH IO all. 2 c€ MPEACTAaBAT B 15-IHEBEH CPOK OT BIW3aHE B CHJA HA
HapenoOara.

(4) Cnen obo6maBane Ha nadopmanusta mo an. 2 u 3 H30K ornpasst uckane 3a TpaHcdep Ha
HeoOXoauMHuTe cpeacTa 3a pasmiamane 10 ACIL

(5) B 10-gHeBeH cpok ot moaydaBane Ha uckaHeto mo an. 4 ACII npesexma ma H30K
HEOOXOIMMHTE CPECTBA.

§ 3. O6muauTe npeAcTaBaT Ha chorBeTHata P3OK mH(OpMAaIms 3a CKIIIOYEHUTE TOTOBOPH C
anTeKu 3a OTIYCKaHE Ha JIEKAPCTBEHU MPOAYKTH Ha BETEPAHUTE OT BOMHHUTE, NMPUETUTE OTYETHU
JOKYMEHTH U 3aruiaTreHu cymu Ha antekute cien 01.07.2012 r. B 15-1HEBeH cpoK OT BIM3aHE B CHJIA HA
HapenOara.

84. (1) B cayuaute, xoraro cien 01.07.2012 r. no Bnu3aHe B cuiia Ha HapendaTa Ha BeTCpaHU
OT BOWHUTE Ca U3IbJIHEHU PELENTH Cpellly 3alliallaHe, 32 KOUTO alTeKuTe ca u3Aaiu (pakTypu Ha UMETO
Ha JIMIETO, PAaBHOCTOWHOCTTAa Ha JIGKAPCTBEHUTE TIPOAYKTH, MPEANHCaHW O peaa Ha wi. 6 oT
ormeHeHata Hapen6a Ne 17 or 2000 r. 3a ycrnoBusiTa M pena 3a IMpeaIHCBaHE M OTIYCKaHE Ha
JIEKapCTBEHU MPOIYKTH Ha BETEpaHUTE OT BOWHUTE, ce m3riama oT Oromkera Ha ACII.

(2) B cpok Tpu Mecena OT BIM3aHETO B CHJIa Ha Ta3u Hapea0a BEeTepaHUTE OT BOWHHTE MOJaBatT
3asBJICHHE B CBOOONIEH TEKCT J0 aupekTopa Ha aupeknus "ColuanHo moarnomMarade" mo MmocTOsHEH
aJipec 3a M3IJIalllaHe PAaBHOCTOMHOCTTA HA 3aKyNEHUTE JIEKapCTBEHHU MPOAYKTH MO aj. 1, Bb3 OCHOBa Ha
KOETO JUPEKTOPHT Ha aupekuus "CouuaaHo moanoMarane’ Win YI'bJIHOMOLIEHO OT HEro JUTbKHOCTHO
JIMILIE U3/1aBa 3alOBE.

(3) KbM 3asBieHUETO C€ MpuUIarar:

1. opurnHanHa/u daktypa/u u QuckaneH/Hu 60H/0Be;

2. XOTHe OT yAOCTOBEPEHHUE 32 BETEPaH OT BOWHHTE;



3. OpurMHaJHa/M perenta/u 3a NPEANUCAHUTE JIEKApPCTBEHH NPOAYKTH WIM KOMHE OT
aMOyJIaTOpeH JIUCT (3a CIpaBKa);

4. TUYHA KapTa/ITWYeH MacmopT (3a CrpaBKa);

5. KomMe OT HOTapHaJTHO 3aBEPEHO ITBJIHOMOIIIHO B CIIy4anuTe, KOTaTo 3asiBICHHETO Ce T0/1aBa OT
HMCTO Ha YII'bJIHOMOIIICHO OT BETCpaHa OT BOUHUTE JIMIeE.

(4) UznaBaHeTo M OCMOPBAHETO Ha 3allOBEITA 110 all. 2 C€ U3BBPINBA MPU YCIOBHATA U TI0 peia
Ha AJIMUHUCTPAaTUBHONPOLECYATHHSI KOJIEKC.

(5) Ilo xemanue Ha JIMIETO, OTPA3E€HO B 3asABJICHHETO, OTIyCHATUTE CPEJCTBAa MOTaT 1a ce
MPEBEKIAT 10 KacoB win Oe3KkacoB MbT. M3InamaneTo Ha cpeicTBaTa ce U3BbPIIBa A0 Kpas Ha Mecela,
CJIe/IBAIl] MECella Ha M3/JaBaHe Ha 3allOBE/TA.

8 5. (1) B caywaute no 8§ 4 or 3akirountennure pasnopendou Ha [IMC Ne 136 or 2012 r. 3a
n3meHenue u gombiaHeHue Ha [IMC Ne 367 ot 2011 r. 3a M3NBJIHEHHETO HA IbP)KABHHS OIOIKET Ha
Peny6nuka bearapus 3a 2012 r. (06H., IB, 6p. 106 ot 2011 r.; u3m. u gorm., 6p. 30 u 45 or 2012 r.)
OOIIMHUTE MOTaT J1a OTHpPAaBAT MCKaHe 3a TpaHchep Ha cpeactBa or Oromkera Ha ACII 3a mepuona ot
01.01.2012 r. o 30.06.2012 r., xorato ca IJIaTWIM JIEKAPCTBEHU MPOIYKTH HA BETEPAHUTE OT BOWHUTE
3a CBOSI CMETKa. B ciyuauTte, Koraro oOIIMHHUTE HE ca ce pasIlIaTWiIM ¢ anTekute B cpok jo 01.07.2012
r., Morat na ormpasaTt uckaHe 10 ACII 3a cpencrsa, ¢ KouTo Ja ce pasmiariar ¢ antekure. M B aBara
ciTydasi OTYSTHHTE JOKYMEHTH, ChbOpaHu 1o pena Ha wi. 7, ai. 1 ot ormenenara Hapen6a Ne 17 ot 2000
. 32 YCIIOBUSTA W pela 3a MpeIIKuCBaHe M OTIYCKaHE Ha JICKAPCTBEHH NPOJYKTH Ha BETEPAHUTE OT
BOWMHUTE, Ja C€ ChXpaHIBAT B OOIIMHHTE.

(2) 3asBsBaneTO 3a TpaHC(Ep Ha HEOOXOUMHUTE CPEACTBA KbM OOmUMHHUTE IO ai. 1 Moxe Ja ce
M3BBPIIBA B CPOK JIO 3 Mecela OT BIIM3aHe B CHJIa Ha Ta3H Hapeaoa.

§ 6. HanuoHamHUAT OCHIYpHTENIeH HWHCTUTYT B 10-IHEBEH CpPOK OT BIW3aHE B CHJa Ha
HapenOara npenoctas Ha H30K u na ACII undopmanms 3a nuiara, KOUTO UMAaT Ka9eCTBOTO BEeTEpaH
OT BOMHUTE.

8§ 7. Ta3u Hapenda ce W3maBa Ha OCHOBaHWE wi. 5, an. 5 or [IpaBWiHKMKa 3a TpUIaraHe Ha
3akoHa 3a Berepanute oT BorHUTE (B, Op. 75 o1 1999 r.) u ormens Hapen6a Ne 17 ot 2000 r. 3a
YCIIOBUSATA M PeJia 3a MPEIITMCBAaHe U OTIYCKAaHE Ha JICKAPCTBEHU MPOJAYKTH HA BETEPAHUTE OT BOMHHUTE
(B, 6p. 80 ot 2000 1.).

§ 8. Hapenbara Bnu3a B cuiia OT ieHd Ha 0OHapo/iBaHeTo i B J[bp)kaBeH BECTHUK.

IIpexoanu u 3akI0UNTETHE Pa3nopeadu
KBbM HAPEJIBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne 3 OT 2012 1. 3A
PEJIA HA ITIPEAIIMCBAHE, OTITYCKAHE U KOHTPOJI HA JIEKAPCTBEHMU INPOAYKTH
U JIEHTAJIHA TIOMOII] HA BETEPAHUTE OT BOMHUTE

(OBH. - 1B, BP.2 OT 2013 T"., B C1JIA OT 08.01.2013T".)

8 8. Uznanenute no pena Ha orMeHeHus wi. 10 pelentypHH KHHXKKH OCTaBaT BAJUIHHU JI0
U34YepIBaHe HA KOJUYECTBATA.



8§ 9. M3mbiHuUTENHATa arcHIMs 10 JeKapcTBara ce 3aabibkaBa B cpok 1o 1.02.2013 r. na
npeactasu Ha H30OK cnuchbk ¢ THProBCKUTE HAMMEHOBAHUA Ha JICKAPCTBEHUTE MPOYKTH OT CIIMCHKA 10
. 2, an. 1.

§ 10. /10 31.12.2012 r. ;mekapcTBEHH MPOAYKTH Ha BETEpaHWTE OT BOWHHTE MOrar aa ce
NpEANUCBaT U Ha peLenTypHa OmaHka Mo oOpasel chIacHo mpuioxeHue Ne 2 kpM wi. 6, an. 1 oT
Hapen6a Ne 4 ot 2009 r. 3a ycrmoBusATa M pena 3a NpeAnrcBaHe U OTITyCKaHEe Ha JICKApCTBEHHU MPOIYKTH
(o6H., IB, 6p. 21 ot 2009 r.; m3Mm., 6p. 91 ot 2009 1., 6p. 94 o1 2011 1. 1 Op. 2 o1 2012 1.). Penenrara ce
u3JaBa B JIBa €K3EMIUISIpa, KaTO OCBEH 3ab/DKUTEIHUTE PEKBU3UTH Ha pelenTypHara OjJaHKa B Hes ce
srncBar EI'H Ha nmanenTa 1 HoMep Ha yIOCTOBEPEHUE HA BETEPAH OT BOMHUTE.

§ 11. Hapenbara Biu3a B cuiia OT JieHs: Ha 0OHapo/BaHeTo il B "/ bpikaBeH BECTHUK".

[Ipunoxxenue Ne 1 kpM wiL. 5, an. 1

(M3m. - [IB, 6p. 2 or 2013 1., B cuna ot 08.01.2013 1.)

[Tpunoxenne Ne 2 kpm wit. 11, an. 3

(ITpemummao TMpumokerne Ne 2 xeM wi. 10, an. 1, m3m. - [IB, Op. 2 or 2013 r., B cmina ot
08.01.2013 r.)

[Ipunoxxenune Ne 3 kpm wit. 17, ain. 1

Or Ho
(yreueOHO 3aBe/ieHNE, KIIMHHUKA, OTACIICHUE, KAOWHET) (1eueOHO 3aBeieHNe, KIIMHHUKA, OTJCIICHNE, KAOMHET)
N3x. Ne Bx. Ne
H3CIICIBAHE
MEJIUIMHCKO KOHCYJITalus
HATIPABJIEHUE/
HMCKAHE 3A: OOJIHUYHO JIeUEHUE
PpeXaOMITHTAIIIOHHO FITH JIPYTO
JIeUeHUE
Hwme:

ET'H



Anpec:

Mecropabora:
Jwnarnosa:
IIpunpyxasamu
3a00JIsIBAHUS:
Wznpama ce 3a:
(MEIUIIMHCKA MOTHBH)
[Ipunoxenue
MEIUIITHCKI
JOKYMEHTH:

Jlexap - uMme, JUIBAKHOCT, CJI. TEIL.
JaTa: Iedar, ImozIc

[Ipunoxxenue Ne 4 kpm ui. 19, an. 1

J0
JUPEKTOPA HA IUPEKIINA
"COLMAJIHO TIOAIIOMATAHE" -

SAABIEHUE-AEKITAPAIINA
3a OTIIyCKaHE Ha JICHTaJlHa TOMOII

Ottt ettt b et et e et e e e st e bt e bt e bt e b e b b et e n e n e e a e e h e bt e bt bbb e b et et st ene s ebeenes ETTH oottt
(ume, npe3ume, hamiis)

TTOCTOSIHEH IIPEC B TP./C. weeveeereieeniecieenieeieeiiereeeeseeennesseennes LK e , 00IITIHA

OOJIACT .ovveeveeeereeiee et 3 TKLKL/KB. oeuveeteeeseeiseesteeeseeeseesebeeaseessseensaaaseeaabe e saaasse e beeeebeanbe e taeeabe e teeeabeebeease et eenaeenbeebaeenseebeeesaeanseenres,
D721 070) ) USRS Ne o, ), SR ;5. <) ) o SRR

JlaHHW Ha yITBITHOMOIIIEHOTO JINIIE:

(TpuTE MMEHa M HOMEp U J1aTa Ha ITBJTHOMOIIIHO)

Mons na Mu 61))16 H3IJIaTeHa CTOMHOCTTA Ha npeaocraB€HaTa MU JICHTaJIHA ITIOMOIII, KAKTO CJIC/IBA:

Kenast cymara na mu Obj1ie U3IJIATeHA Ype3 MOMIEHCKH KIOH JIA/HE.
Kenas cymara na mu Obj1e npeBeieHa Mo OaHKOB BT JA/HE.
IBAN

Hexnapupam, ue B CpOK JIBa Mecella OT MoJy4aBaHeTO Ha TIOMOIIITA I1e TIpecTaBs B aupekius "ComuanHo moamnoMarade” mo moCcTOSHHUS
(paxrypa/u u kacos/u 60H/0BE).

[Ipunaram ciegHNTE TOKYMEHTH:

1. GmaHKa "MEAMIIMHCKO HalpaBJIeHNe/nCKaHe 3a:" chIlacHO IpriokeHne Ne 3;

2. KOTIHE OT yZI0OCTOBEPEHHE 3a BETepaH OT BOWHHTE;

3. TMYHA KapTa/IMHYeH NactopT (3a CIpaBKa);

4. xome OT HOTAPHATHO 3aBEPEHO IIBIHOMOIIHO B CIIyYaunTe, KOraTo 3asBICHUETO CE T0JjaBa OT MMETO Ha YITBIHOMOIIIEHO OT BETEpaHa OT

JaTa: oo, BaABHUTEIL: ..cevveeeeveeeereeeennene.
TP/Co vt (mommuc)



I[J'I'b)KHOCTHO JIMLE, IPUEIIO 3aaBIICHUE-ACKIIapausTa:

(ume, moxmucC)

[Tpunoxxenue Ne 5 kpM ui. 19, an. 3

JIAPEKIINS "COITUAITHO TIOATIOMATAHE" - ..o,
BATIOBEI N ..o,

Ha 0CHOBaHHE UIT. .....coovveieeeiieiieeieenene ot Hapen6a Ne 3 ot 2012 r. 3a pena 3a npeanrcBaHe, OTIIyCKaHe M KOHTPOJI Ha JICKapCTBEHH IO,
BOWHUTE

OTITYCKAM/OTKA3BAM

€IHOKpAaTHa LEJIEBA NCHTATHA IIOMOII B PABMED HA ..vninniniiniiiiiiiieiieiin ittt ettt et et teta et seaeasensenenns JIB.,
CJIIOBOM

WU TIO ciieiHaTa 0aHKOBA CMETKa!
IBAN

® © 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0o

banka

3anoBeaTa Moxke Aa ce oOkanBa B 14-IHEBEH CpOK Ipe] AUPEKTopa Ha PernoHanHara AUPEKIKS 32 COLUATIHO HOAIOMATAHE = .....cveveneevennen,
AIMMHUCTPATUBHOINPOLIECYATHUS KOAEKC.

JaTa: .o, JAUPEKTORP: .......cccvveerrne.
TP/Co it

[Tony4nx 3a0BEATA HA ....eovuveervveeneeaneen 20 ....T. TIOAIIHC: «coveveeeeeeeeeeeeeeeee,



