HAPEOBA Ne 3 OT 24 ABI'YCT 2012 I". 3A PEAA 3A NMPEANMNCBAHE,
OTMNYCKAHE VN KOHTPOJ1 HA JIEKAPCTBEHW MNPOAYKTU U
OEHTAJTHA NMOMOLL, HA BETEPAHNTE OT BOMHUTE

B cnna oT 31.08.2012 .

N3napeHa oT MWHUCTEpPCTBOTO Ha 34paBeonasBaHeTo,
MWHUCTEPCTBOTO Ha (MHaHCMTe, MUHUCTEPCTBOTO Ha Tpyda U counanHaTa
NnonMTuKa 1 MMHUCTEPCTBOTO Ha OTOpaHaTa

O6H. 1B. 6p.67 o1 31 AsrycT 2012r.

["naBa nbpBa.
OBLLUN MONTOXXEHUNA

Un. 1. C Ta3un Hapeaba ce ypexaa peabT 3a MpeannceaHe, OTMYCKaHe U
KOHTPO/1 Ha /N1eKapCTBEHU MPOAYKTM W Ha [eHTasHa MOMOLL M3BbH 06XBata Ha
OCHOBHMS MaKeT OT 3[paBHWN [eNHOCTW, rapaHTupaH OoT GrofpkeTa Ha HaumoHanHaTa
3apaBHoocurypuTenHa kaca (H30K), Ha BeTepaHWTe OT BOMHUTE.

Un. 2. (1) BeTepaHuTe OT BOMHMTE MMaT MPaBO Ha SIEKAPCTBEHN NPOAYKTY,
MOCOYEHM B YTBbPAEH OT MMHUCTbpPa Ha 3[4paBeonasBaHETO CMUCHLK, KOMTO ce
nybnvKyBa Ha MHTEPHeT CTpaHuLuaTa Ha MUHMUCTEPCTBOTO Ha 3[paBeonas3BaHeTo.

(2) CpencTBata 3a /lekapCTBeHUTE MPOAYKTM Mo an. 1 ca 3a CMeTKa Ha
[ObPXKaBHNA BIOKET 1 Ce U3nnawar ot AreHuusTa 3a couuanHo nognomaraHe (ACIT)
ype3 H3OK.

(3) AreHuuAaTa 3a couuanHo nognomaraHe npeeexaa Ha H3OK
HeobXxo4MMNTE CPeLCTBa 3a 3arn/allaHe Ha 3afBeHUTE CyMU OT anTekuTe, CKIHUNIN
poroeop ¢ H3OK, 3a npegoctaBeHW NeKapCTBEHW MPOAYKTUM Ha BeTepaHuTe OT
BOVIHUTE.

Un. 3. (1) BeTepaHuTe OT BOWHMTE MMAT NPaBO Ha AeHTaHa NOMOLL, N3BbH
ob6xBaTa Ha OCHOBHMWSI MaKeT OT 3ApaBHW AEMHOCTW, rapaHTUpaH OT GrOMKeTa Ha
H3OK.

(2) Cpeacrsarta 3a npefocTaBeHara AeHTasiHa NOMOLL, rno an. 1 ca 3a CMeTKa
Ha AbpXKaBHMS Or0LKeT 1 ce nannawart ot ACIT.

["naBa BTOpa.
NPEANMNCBAHE, OTTYCKAHE 1 KOHTPOJ1 HA JIEKAPCTBEHN
NMPOAYKTWN HA BETEPAHUTE OT BOVHUTE

Paspen I.
[NpefnncBaHe Ha NeKapCTBEHN MPOAYKTU



Un. 4. MNpaBo fa npeanuceaT NIeKapCTBeHM MPOAYKTU MO pefa Ha Tasu
Hapef6a MMaT BCUMYKW JNleKapy W nekapy Mo [eHTasHa MeguumMHa no un. 4 ot
Hapepf6ara 3a ocbLlecTBABaHE MPaBOTO Ha AOCTHM A0 MeAMLMHCKA MOMOLL, NnpueTa
MMC Ne 119 ot 2006 r. (06H., 4B, 6p. 45 ot 2006 r.; n3mM. 1 gon., 6p. 57 ot 2007 r.;
n3m., 6p. 1 ot 2009 r.; u3m. n gon., 6p. 5 ot 2011 r.; usm., 6p. 53 o1 2011 r.).

Un. 5. (1) JlekapcTBeHUTE NPOAYKTM MO 4n. 2, an. 1 ce npefgnucear Ha
peLenTypHa 6naHka no obpaseL, cbrnacHo npunoxexHme Ne 1 (o6paszen, M3 - H30K Ne
5B).

(2) HenonbnHeHnTe nosieTa B peLenTypHUTE 6/1aHKK No an. 1 ce aHynupar
CbC 3HaK "Z".

(3) PeuenTypHuTe 6naHKM no an. 1 ce n3gaear B ABa EK3eMMNsApa.

(4) NMunuara no yn. 4 morar Ja pasneyarsaTr obpaseLia Ha AOKYMeHTa Mo an.
1, KaTo CbLUMAT ChAbpXKa 3a4b/HKNTENHO BCUYKM PEKBUSUTN.

Un. 6. (1) Jlnuara, npeanuceawiy fIEKapCTBEHM MPOAYKTW, BMWCBaT B
ambynaTopHUA NINCT, KOWTO Ce CbXpaHsaBa B /IeYeOHOTO 3aBefeHre 3a OTYETHOCT U
KOHTPO/, CnefHnuTe JaHHW OT peuentaTa: Kog Ha H3OK, kof Ha 3abonsiBaHeTo Mo
MeXayHapofHaTa Knacuiukaums Ha 6onectute - pgeceta pesususa (MKB kop),
CUTHaTypa, NPeAnucaHo KOJIMYECTBO U AHWUTE, 38 KOUTO € A0CTaTbyHO NpeanucaHoTo
KO/INYECTBO.

(2) [Aartata Ha u3gaeaHe Ha peuenTara TpsbsBa Aa CbBraja C garara Ha
n3gaBaHe Ha aMobynaTopHNUA JINCT.

Un. 7. (1) B egHa peuenTa ce npeagnuceaT A0 3 fIeKapCTBEHM NPOAYKTa OT
CnuMcbKa no un. 2, an. 1.

(2) KonmyectBOTO Ha M3nmMcaHUTe fIeKapCTBeHW MPOLYKTU NpW fleYeHne Ha
OCTpuTe 3a60/19BaHNA € 3a He noseye OT 10 AHW, a 32 XPOHUYHUTE - 3a He NoBeye OT
30 gHw.

(3) PeuenTaTa e Ba/iMAHa 3a CPOK A0 15 AHM OT fjaTtaTta Ha m3faBaHe - 3a
ocTpuTe 3abonasaHnd, 1 fo 30 AHM - 32 XPOHUYHUTE 3a06015BaHNS.

(4) B pamkuTe Ha efuH KasleH4apeH MeceL, Ha efiMH NauueHT morar ga ce
n3gaBaT He NoBeYe OT TPW peLenTu.

Un. 8. Ha peuenTara, n3fageHa no pefa Ha To3un pasfen, He morar ga 6baar
NpeAnmncBaHn 1EKapCTBeHN NPOAYKTU U3BBLH CNUCHKA Mo yf. 2, an. 1.

Un. 9. (1) Ha nuue, Ha KOeTo ca npefnucaHn NekapcTBeHW NPOAYKTU OT
CNMcbKa Mo un. 2, an. 1, 3a CblUMA Nepuof He morat ga My 6baat npeanuceaHy no
pefa Ha 3akoHa 3a 34paBHOTO OCUTypsiBaHE CbLUUTE JIEKAPCTBEHM MPOAYKTH,
BK/IKOYEHW B CMMCHKA MO Yfl. 262, an. 5, T. 1 oT 3aKoHa 3a /IeKapCTBEHUTE NPOAYKTU B
XyMaHHaTa meauumHa (3/1MXM), 3annaliaHy Hamb/HO UK YaCTUYHO OT GroKeTa Ha
H3O0K.

(2) NMuuata no yn. 4 npeanuceaT NeKapCTBEHN MPOAYKTU Ha peLenTypHa
6naHka no Tasu Hapefba B CnyvanTe, KOrato /IeKapCTBEHUTE MPOAYKTU Ca BK/IHOUEHN
e4HOBPEMEHHO B CrMCbKa Mo Yn. 2, an. 1 mno un. 262, an. 5, 1. 1 3/INXM.



Un. 10. (1) MpepnucaHuTe NekapcTBEHW MPOAYKTM MO uyn. 2, an. 1 ce
BNMCBAT B peLenTypHa KHMXKKa 3a BeTepaH OT BOMHWUTE MO 06pasel, CbriacHO
npunoXxeHne Ne 2.

(2) PeuenTypHaTa KHMXXKa Ce pa3nedyarsa OT obpaseua rno an. 1 oT IMYHUA
NneKap, Kato CbAbpXKa He No-Manko oT 20 cTpaHuLM, KOUTO Ce HOMepumpar, nognuncear
M nogneyarsar OT U3gaTens.

(3) BeTepaH OT BOMHWUTE 1MMa NPaBO CaMo Ha efjHa pPeLenTypHa KHIKKa.

(4) WsrybeHa, yHULLOXeHA WM MPUKIOYEHA PeLenTypHa KHUDKKa ce
3aMeHs C HOBa Mo peja Ha an. 2.

(5) NMnuHnAT nekap yBeLoMsBa paliOHHaTa 34paBHOOCUTYpUTE/IHA Kaca 3a
BCAKA M3fafeHa peLenTypHa KHKKa Mo asl. 2 B 7-AHEBEH CPOK OT 13aBaHeTo.

Pasgen Il.
OTnyckaHe Ha NleKapCTBEeHU NPOAYKTHN

Un. 11. (1) JSlekapcTBeHUTe MPOAYKTW, MPeAnucaHn Mo pefa Ha Tasn
Hapenba, ce OTMyckKaT OT anTeKu, OTKPUTWU OT MpuTeXatenym Ha paspelleHve 3a
TbProBus Ha ApebHO C NeKapCTBeHW NPOAYKTM Mo yn. 222, an. 1 3/IMNXM, cknrounam
porosop ¢ H3OK 3a oTnyckaHe Ha /1IeKapCTBEHW MNPOAYKTU Ha BeTepaHUTe OT
BOMHUTE.

(2) NekapcTBeHMTe NPOAYKTW Ce Mosiyyasat OT anTekuTe no an. 1 cpeLty
NpeAcTaBAHe Ha pelenTa, /fiMYHA KapTa/fiMyeH nacropT, YAOCTOBepeHWe 3a
KauyeCTBOTO "BeTepaH OT BOMHUTE™ 1 peLienTypHa KHKKA.

Un. 12. (1) Korato nuncBaT HAKOM OT MpefnucaHUTe JIeKapCTBEHU
MPOAYKTW, (hapMaLleBTbT ' 3a4epKBa B peLienTara, MoAnNucBea ce, n3gasa NpPennc Ha
peLienTara 3a IMNCBaLMTE NIEKAPCTBEHN MPOAYKTK, BnaHkaTa nogneyarsa C rnevar Ha
anTekaTa ¥ BnucBa B ropHUA AeceH bIba Aymata “npenuc'.

(2) MauneHTHLT ce NoAMKMCBA 3a MONYYeHUTe NIEKAPCTBEHM NMPOLYKTU, KaKTO
1 3a HanpaBeHNTe NPOMeHU B peLienTara.

Un. 13. (1) Mpu npremaHeTo Ha peuenTara MarucTbp-hapmaleBTbT Ce
3aflb/KaBa fa:

1. npoBepu fann ca cnas3eHn U3MCKBaHUATa Ha Ta3u r11aBa,;

2. BNULLE B peuenTypHaTa KHWKKa faTa Ha OTnycKaHe Ha /IeKapCTBEHUTE
NPOAYKTUN N NapTUAEeH HOMep Ha JIeKapCTBEHUTe MPOAYKTWU, KOETO YyAO0CTOBepsiBa C
MoANMC 1 neyar.

(2) MpepnucaHns, KOUTO He OTrOBapAT Ha M3NCKBaHWATA Ha Tasu rnaea, He
Ce M3Nb/HABAT.

(3) Mpn BBL3HMKHANO CbMHEHME OTHOCHO MpPeAnucaHoOTO B peuenTara
MarncTbp-hapmaLeBTbT e A/TbXKeH, Npean Aa OTMYCHE IEKapCTBEHUS NMPOAYKT, Aa ce
KOHCYNTMpa C Npeanucanns peLenTaTa exkap.

Un. 14. (1) CToMHOCTTa Ha NeKapCTBEHUTE MNPOAYKTW Ce um3nnawa Ha
anTeknTe oT cboTBeTHaTa P3OK cpelly npeactaBeHW OPUTMHaIN Ha U3Mb/IHEHUTE
peLenTu, ONuC Ha peLenT1Te CbC CTOMHOCT U (hakTypa.



(2) YcnoeusiTa M peabT 3a OT4YATaHe OT anTekUTe W 3annalljaHe Ha
NeKapcTBEHWTE MPOAYKTM MO M3Mb/IHEHWUTE PeLenTy ce YpexkaaT B JoroBopuTe Mo un.
11, an. 1.

Un. 15. HapgsopHuat cbeBeT Ha H3OK u3gaBa Mo npensioXXeHWe Ha
ynpasutens Ha H3OK yKasaHMsa no npeanucBaHe, OTMYCKaHe W 3anfawjaHe Ha
NeKapCTBEHUTE MPOAYKTWM MO un. 2, anl, KouTo ce nybAMKyBaT Ha WHTEPHET
cTpaHuuyaTa Ha H3OK.

["naBa TpeTa.
MPEAMMNCBAHE, OTINYCKAHE N KOHTPOJ1 HA N3BBbPLUEHATA
OEHTAJTHA NMOMOLLL

Paspen I.
[NpefnncBaHe Ha feHTasIHa NOMOLL,

Yn. 16. (1) BeTepaHuTe OT BOMHWUTE MMaT MpaBO CBOOGOAHO fAa M36upat
neKap No AeHTasHa MeAMLMHa, KOWTO Aa 13BbpLUM 0BCTOEH Npernes cbC CHeMaHe Ha
3b0OEH cTaTyC 1 Aa onpeaenu noTpebHOCTTa OT 3bOONPOTE3HUN AEAHOCTHK.

(2) NekapsT No geHTanHa MeguumMHa no an. 1 Tpsbsa Aa e pefoBeH YeH Ha
Bbarapcknsa 3b60/1eKapCcKy Cbi03 U [a e PerucTpyvpaH B CbOTBETHATa permoHaiHa
3ApaBHa MHCMEKLMS.

Un. 17. (1) NlekapsT no AeHTaHa MeAuLMHa npeanucea 3b0Ha npoTesa Ha
6naHka "MeanunHCKO HanpaeneHue/ickaHe 3a:" no obpasew, CbracHO MPUIoXeHne
Ne 3.

(2) bnaHkaTa no asn. 1 ce Nnonb/Ba, KaKTo ClefBa:

1. B pekBu3mMTa "nekap - UMe, AJTbXXHOCT, CNyXebeH TeneoH" ce BNMCBa U
NNYHUAT PerncTpauyoHeH HoOMep Ha fiekaps Nno AeHTasHa MeAnunHa;

2. B pekBM3mMTa "AuarHo3sa" OCBeH AmarHosara ce Onucea 1 3bOHUAT CTaTyc
Ha JIMLETO;

3. B pekBu3nTa "M3npawia ce 3a:" ce m3nucea "AEHTAIHO-MPOTETUYHO
NneyeHve", BKIKOYNTENHO M BULALT Ha 3bOHAaTa npoTesa.

(3) NlekapAT No fgeHTasHA MeAuLMHa 0TpassBa Bua Ha 3bbHaTa npoTesa B
NNYHNA ambynatopeH KapToH (JTAK) Ha BeTepaHa OT BOVHUTE.

Pasgen Il.
OTnyckaHe Ha leHTasiHa NomMoLL,

Un. 18. BeTepaHuTe OT BOMHWUTE Morart Aa mosiyyat efHOKpaTHarta Lefesa
nomow, no uyn. 3 OT Tasu Hapedba oT Aupekums "CoumanHo nogrnomaraHe” 3a
n3paboTka Ha 2 NOABVXXHM 3bOHM MPOTE3M 3a CPOK ABe FOAMHMW, BCAKA Ha CTOMHOCT
200 ns.

Un. 19. (1) 3a npeaocTaBsiHe Ha AeHTa/iHa MOMOLL, BETepaHUTe OT BOMHUTE
nofasat B Aupekumsa "CounasHo nognomaraHe' no NOCTOAHHUA CU aApec 3aAB/eHne-
[leKnapaums rno obpaseLl, cbrnacHo npuioxxeHve Ne 4,



(2) KbMm 3asBneHe-AeKnapaumsrTa ce npunarar:

1. 6bnaHKa "MeAMLUMHCKO Harpas/eHne/nCKaHe 3a:" CbracHO MPUIOXeHUe
No 3/ambynaTopeH NINCT;

2. KOnue OT YA0CTOBEPEHNe 3a BeTepaH OT BOMHUTE;

3. IMYHa KapTa/nn4yeH nacnopT (3a cnpaBka);

4. Konve OT HOTapua/iHO 3aBepeHO Mb/IHOMOLLHO B C/lyyauTe, Korato
3asBNEHMETO Ce NoAaBa OT MMETO Ha YNMb/IHOMOLLIEHO OT BeETepaHa OT BOMHUTE NNLLE.

(3) [OupexktopbT Ha aupekuyms  "CoumanHo  nogrnomaraHe"  wau
YMb/IHOMOLLEHO OT HEro A/bXHOCTHO NMLe u3faBa 3amnosef no obpasew, CbriacHo
npunoxxeHne Ne 5 B 14-nHEeBeH CPOK OT NMoAaBaHe Ha 3aAB/IEHUETO C MPUNOXKEHUTE MO
a. 2 JOKYMEHTU C U3K/KOYEHME HA Te3n No T. 3.

(4) 3anosegTa no an. 3 ce cbobw@Ba MUCMEHO Ha NULETO, MOAaN0
3asB/eHmne, B 3-IHEBEH CPOK OT MU3AaBaHETO .

(5) B cnyyanTte, Korato e npuveTo 3asB/IeHME C HepPeLOBHU WU INNCBALLM
[IOKYMEHTW, Ha NIMLETO ce AaBa 14-AHeBeH CPOK 3a OTCTpaHABaHe Ha [onycHaTuTe
HepeaoBHOCTH.

(6) Korato B cpoka no an. 5 NuMUETO He OTCTpaHW HepeLOBHOCTUTE,
[AVPEKTOPBLT Ha Aupekums "CounanHo nognomaraHe™ UAM ynb/JIHOMOLLEHO OT Hero
[TbXXHOCTHO nnue npekpaTssa NMPOV3BOACTBOTO no pepa Ha
AamunHucTpatmsHonpouecyanHusa kogekc (AlMK), 3a KoeTo MUETO ce yBeAoMsBa
MUCMEHO B 3-AHEBEH CPOK OT 134aBaHEeTO Ha 3aroBeaTa.

(7) 3anoseguTe no an. 3 u 6 nogsexar Ha obaneaHe no pega Ha AlNK B
14-HeBEeH CPOK OT Moy4YaBaHeTo UM.

Un. 20. Mo >kenaHne Ha nMueTo no uyn. 19, an.l, otpaseHo B 3asB/eHKe-
JeKnapauuaTa, OTnycHaTuTe CpeacTea Morat ce NnpeBexaar no Kacos van 6e3Kacos
MbT.

Un. 21. M3nnawaHeTo Ha cpeacTeata Ce M3BbLPLUBA [0 Kpasa Ha Mecela,
cnepagall, Mecela Ha n3gaBaHe Ha 3anoseArta no yn. 19, an. 3.

Un. 22. B cpoK ABa Mecelia OT Mo/ly4yaBaHETO Ha nmomolita no un. 18
BeTepaHUTe OT BOMHWUTE NpeAcTaBAT B Aupekuns "CouuanHo nognomaraHe” no
MOCTOSHHUA CW afpec pasxofoonpasiatesiHA AOKYMeHTU ((hakTypa/m U Kacos/u
6OH/0BE), KOMTO Ce npuarar B LOCUETO.

Un. 23. (1) B cnyyain Ye B cpoka Mo 4n. 22 He 6bAaT nNpeAcTaBeHU
N3NUCKyemMnTe [OKYMEHTW, Ce W3BLPLUBA MpPOBEPKa OT [NBXKHOCTHO /nLUe Ha
CbOTBeTHaTa Anpekuns "CounanHo nognomaraHe".

(2) 3a pe3syntatute OT MpoBepKaTta A/TbLXXHOCTHOTO /iMue No an. 1 CbCTass
KOHCTaTUBEeH NPOTOKO/, KOMTO MpefoCcTaBs B TPUAHEBEH CPOK Ha AUpeKTopa Ha
Avpekuma "CoumanHo nognomaraHe".

(3) B cnyualh Ha KOHCTaTMpaHO HeW3non3BaHe Mo npeAHasHayeHe Ha
(pMHaHCOBW CcpefcTBa OT MO/lydyeHaTa efHOKpaTHa uesieBa MoMOL, AMPEKTOPbLT Ha
avpekums  "CoumanHo  nognomaraHe" — u3jaBa  MOTMBMpaHa  3anoBej  3a
Bb3CTAHOBSABAHETO I 3ae[JHO CbC 3aKOHHATa JInXBa.

(4) 3anosefra no an. 3 nog/ieXxun Ha obxasneaHe no peja Ha AlNK B 14-
[HEBEH CPOK OT MO/y4aBaHeTo 1.



Un. 24. (1) B cnyyain 4ye B cpoka No un. 22 ca nNpeacTaBeHU
pasxofoonpaBiaTe/siHA AOKYMEHTW 3a MpeAoCTaBeHa AeHTa/iHa NMomoLy, B pasmep, no-
Ma/TbK OT OTMycHatata efHOKpaTHa UuefieBa MOMOLL, AMPEKTOPBLT Ha AUPEeKUms
"CounanHo nognomMaraHe" WauM ynbJHOMOLLEHO OT Hero A/TbXXHOCTHO Nnue n3fasa
MOTMBMpPaHa 3aroBef 3a Bb3CTaHOBABaHe Ha pas3nMkKata A0 MbAHWA pasMep Ha
OTMycHaTara nomoLy, 3aefHO CbC 3aKOHHaTa NInXBa.

(2) 3anoseara no an. 1 nogsexun Ha obxaneaHe no pega Ha AlNK B 14-
[IHEBEH CPOK OT MO/y4yaBaHeTo .

["naBa yeTBBLpPTA.
KOHTPOJ1 MO NMPEAMNCBAHE N OTINYCKAHE HA JIEKAPCTBEHU
MPOAYKTU N AEHTAJTIHA NMOMOLL,

Un. 25. KOHTPO/TLT MO cna3BaHe M3MCKBAHWUATA Ha Ta3n Hapefba OTHOCHO
npeanucBaHe M OTMYCKaHe Ha /NeKapCTBEHUTe MPOAYKTW no un. 2, an. 1 ce
OCbLLIECTBABA OT OpraHnTe Nno u/. 72 oT 3akoHa 3a 34paBHOTO OCUTYpPSABaHE.

Un. 26. PervoHanHata 3apaBHa MHCMEKLMS OCbLUECTBSIBA Ha TepuTopusiTa
Ha 06MacTTa KOHTPOM MO MNpeaocTaBsHe Ha AeHTanHa MOMOLL Ha BeTepaHWTe OT
BOVHWTE MO peda Ha Ta3u Hapenba, Kato npu nouckeaHe oT ACI nposepsiBa
CbOTBETCTBMETO Ha OTpPaseHWTe B MeAMUMHCKaTa AOKYMEHTaLWsi Ha KOHKPEeTHWS
NaLMeHT AnMarHosa, 3b0eH CTaTyc, eHTaNHO-NPOTETUYHO NeYeHne U B/, NPOTe3a.

Un. 27. KOHTPONBLT NO OTNYCKAHETO W MU3N/IaLAaHETO Ha AeHTa/THaTa NOMOLL,
Ce OCblLecTBABa MO KOMMETEHTHOCT OT U3MLJHUTE/THUA OUPEKTOP Ha AreHumsaTa 3a
counanHo nognomMaraHe UM ynbaHOMOLLEHM OT HEero A/TbXXHOCTHU NinLa.

Un. 28. ®MHAHCOBMST KOHTPON MO M3faBaHe Ha (hakTypuTe 1 UCKanHKUTe
GOHOBE WNM APYr NnaTeXeH AOKYMEHT MpU MpunaraHeTo Ha Tasn Hapeada ce
M3BbPLLBA OT MUHMUCTEPCTBOTO Ha (IUHAHCUTE.

Un. 29. YCTaHOBSBaHETO Ha HapyllueHUs No HapenbaTa, CBbpP3aHU C
OCUTYpPsBAHETO Ha fIeHTaNHA MOMOLL, Ha BETepaHWUTE OT BOWHWTE, CbCTABSHETO Ha
aKTOBE, M3[]aBAaHETO 1 06XANBAHETO Ha HaKa3aTe/HWTE MOCTAHOB/EHNS CE U3BbLPLLBAT
Mpu YCnoBUSTa U MO pefja Ha 3aKoHa 3a afMUHUCTPATVMBHUTE HapyLUeHUs W
HaKa3aHus.

JonbnHUTETHK pa3nopeaom

8§ 1. lNo cmuncwbna Ha Ta3u Hapegoa:

1. "Kog Ha H3OK" o03HayaBa OYKBEHO-LMMPOB KOA, YMATO MbpBa OyKBa
OTroBaps Ha MbpPBO HMBO Ha AHATOMO-TepaneBTMYHaTa KnacuuKaums Ha
CBeTOBHaTa 3paBHa opraHusauus, Bb3npreTa B Penybnvka bvnarapus.

2. "BanmpaHocT Ha peuenTaTa” 03HavaBa CPOKbLT, 3a KOWTO TA MOXe Aa 6bae
M3Nb/IHEHA B anTekarTa.



MpexoaHW 1 3aKIUNTENTHX pasnopeaou

§ 2. (1) CroilHOCTTa Ha /eKapCTBEHUTE MPOAYKTK, MpeanucaHn u
otnycHat cneq 01.07.2012 r. o BAM3aHe B cufia Ha Hapeabarta, ce 3anawja Ha
anTekuTe OT BropKeTa Ha AreHumsTa 3a couuaHo nognomaraHe ypes HaunoHanHarta
3[lpaBHOOCUTYpUTESIHA Kaca.

(2) 3a 3annataHe Ha CTOMHOCTTa No an. 1 anteknTe npeactassAT B P3OK, Ha
YMATO TepuTopus (DYHKUMOHMPAT, OPUTMHAIM Ha W3Mb/IHEHWUTE PeLenTun, OMuc Ha
PELenTUTE CbC CTOMHOCT U (hakTypa.

(3) OTyeTHUTE JOKYMEHTW MO as. 2 ce NpeAcTaBAT B 15-AHEBEH CPOK OT
B/IM3aHe B CU/a Ha Hapeabara.

(4) Cnepn obobuiaBaHe Ha MHGopmauusaTa no an. 2 1 3 H3OK otnpass
MCKaHe 3a TpaHcMep Ha HeobXxoAMMUTE CpefCcTBa 3a pasnallaHe o ACTI.

(5) B 10-aHeBeH CpoK OT nosyyaBaHe Ha uckaHeTo no an. 4 ACI1 npesexaa
Ha H30K HeobxoammuTe cpeacTsa.

§ 3. O6wyHUTe npefcTaBAT Ha cboTBeTHata P3OK wuHopmaums 3a
CK/IIOYEHNTe [0roBOpyv C anTekn 3a OTMNYCKaHe Ha JIeKapCTBEHM MPOAYKTU Ha
BeTEpaHUTE OT BOWHWUTE, MPUETUTE OTYETHU [OKYMEHTU W 3anjaTteHu CymMn Ha
antekuTe cnep 01.07.2012 r. B 15-AHEBEH CPOK OT B/IM3aHe B CW/a Ha Hapegobara.

§ 4. (1) B cnyyvaute, korato cneg 01.07.2012 r. fo B/M3aHe B cu/ia Ha
HapeabaTa Ha BeTepaHu OT BOWHWTE ca M3Mb/IHEHM PeLenTy cpeLly 3annallaHe, 3a
KOMTO anTekuTe ca u3gann (akTypy Ha MMETO Ha IMLETO, PaBHOCTOMHOCTTAa Ha
NeKapCTBEHUTE MPOAYKTW, NpeanucaHn No pefa Ha yi. 6 oT oTMeHeHaTa Hapeg6a Ne
17 ot 2000 r. 3a ycnosmsaTa 1 pega 3a NpeanuceaHe M OTMYCKaHe Ha N1eKapCTBeHU
MPOAYKTW Ha BeTepaHUTe OT BOMHUTE, Ce u3nnawla ot 6rogpkeTta Ha ACTT.

(2) B cpok Tpu MeceLa OT BNM3AHETO B CU/a Ha Ta3u Hapefba BeTepaHUTe
OT BOWHWTe nofaBaT 3asiB/ieHMe B CBOOOAEH TEKCT A0 AMpeKTopa Ha AMpeKuus
"CouvanHo nognomMaraHe™ no NOCTOsSHEH afpec 3a M3nsallaHe paBHOCTOMHOCTTA Ha
3aKyneHuUTe NIeKapCTBEHU MPOAYKTN MO ai. 1, Bb3 OCHOBA Ha KOETO AUPEKTOPLT Ha
avpekuma "CounanHo nognomaraHe” Uan ynbIHOMOLLEHO OT HEro A/TbXXHOCTHO /InLE
n3gaBsa 3anoBes.

(3) KbM 3as9B1eHMETO Ce npusarar:

1. opurmvHanHa/v hakTypa/v 1 huckaneH/Hv 6oH/oBe;

2. KOnue OT YA0CTOBEPEHNE 3a BeTePaH OT BOMHUTE;

3. opurvHasHa/v peuenTta/v 3a npeanucaHnTe NeKapCcTBEHN MPOAYKTU UK
Konue oT ambynaTopeH NNCT (3a crpaBKa);

4. Nn4YHa KapTa/nnyeH nacnopr (3a cnpaeka);

5. Konve OT HOTapua/iHO 3aBEpPeHO Mb/IHOMOLLHO B C/lyvyauTe, KOrarto
3aB/IEHMETO Ce Mojasa OT MMETO Ha YMb/IHOMOLLIEHO OT BETepaHa OT BOMHUTE NnLLE.

(4) V3gaBaHETO 1 OCNOPBAHETO Ha 3aroBefTra Mo ai. 2 ce U3BbpLUBa Npw
YCNoBUATa 1 MO pefa Ha ALMUHUCTPATMBHOMPOLLECYaTHUA KOLEKC.

(5) Mo »>kenaHWe Ha /NMUETO, OTPa3eHO B 3asAB/EHNETO, OTMyCHaTUTe
CpeAcTBa morart fa ce MpeBexar Nno KacoB Wan 6e3kacoB MbT. V3njawiaHeTo Ha
CpeAcTeara Ce M3BbpLUBA A0 Kpas Ha Meceua, CrefBall, Meceua Ha M3[aBaHe Ha
3arnoseara.



8 5. (1) B cnyyante no § 4 oT 3aknounTeNHUTE pasnopenom Ha NMMC Ne
136 ot 2012 r. 3a uM3MeHeHMe W gonb/HeHWe Ha MNMC Ne 367 ot 2011 r. 3a
M3NbIHEHMETO Ha AbpXKaBHUA 6r0MpKeT Ha Penybnvka bunarapus 3a 2012 r. (06H., 4B,
6p. 106 ot 2011 r.; u3m. n gon., 6p. 30 1 45 o1 2012 r.) 06WMHNTE MOraT Ja OTMPaBAT
MCKaHe 3a TpaHcep Ha cpefcTtsa oT 6rompkeTa Ha ACIT 3a nepuoga ot 01.01.2012 r.
fo 30.06.2012 r., korato ca NaaTWUAW NeKapcTBeHW MNPOAYKTU Ha BETepaHuTe OT
BOMHWTE 3a CBOSA CMeTKa. B cnyvanTte, Korato o6WmHUTE He ca Ce pasniaTtuinm ¢
anTekute B cpok o 01.07.2012 r., morat fa oTnpasAaT uckaHe go ACIT 3a cpefcTBa, C
KOUTO fAa ce pasnnartat c antekute. W B fBata cnyvasd OTYETHUTE [LOKYMEHTH,
cbbpaHM Mo pefda Ha un. 7, an. 1 oT oTmeHeHaTa Hapepba Ne 17 ot 2000 r. 3a
ycnosmaTa M pega 3a MpegnuceBaHe M OTMYCKaHe Ha /1eKapCTBEHW MNPOAYKTU Ha
BeTepaHuTe OT BOMHUTE, Aa Ce CbXPaHABaT B OOLLMHATE,

(2) 3anBsiBaHETO 3a TpaHcgep Ha HeobXxoAMMUTE CPefcTBa KbM OOLUMHUTE
no ai. 1 MoXe f[a Ce M3BbpLUBAa B CPOK A0 3 Meceua OT B/M3aHe B CWIa Ha Tasu
Hape/6a.

8§ 6. HaumoHanHMAT ocurypuTeneH MHCTUTYT B 10-AHEBEH CPOK OT B/3aHe
B cuna Ha Hapego6ara npegoctass Ha H3OK n Ha ACIT nHdopmaums 3a niuara, KouTto
MMaT KayeCTBOTO BETEpaH OT BOVHUTE.

§ 7. Ta3mn Hapepaba ce n3gaea Ha OCHOBaHMe ufl. 5, an. 5 o1 lNpaBunHKKa 3a
npunaraHe Ha 3akoHa 3a BeTepaHuUTe OT BoMHWTE (OB, 6p. 75 oT 1999 r.) U 0TMeHS
Hapeg6a No 17 ot 2000 r. 3a ycnoBmaTa u pefa 3a NpeanucBaHe M OTMYyCKaHe Ha
NeKapcTBEHN MPOAYKTU Ha BeTepaHUTe OT BoMHUTe (4B, 6p. 80 ot 2000 r.).

§ 8. Hapen6ata BnM3a B cUna OT AeHs Ha 06GHapo/BaHeTo i B [bpXKaBeH
BECTHUK.
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Jilo
NIPEKTOPA HA OVPEKLNS
"COLMAJTHO NOAMOMAIAHE" -

SAABNEHNWE-AQEKNTAPALUWNA
3a OTMyCKaHe Ha fIeHTa/IHa NOMOLL|

0 TR EMH e,
(vme, npe3vme, hammns)

MMOCTOAHEH ALPEC B TP.IC. et K y OBLUMHA .o

OBIIACT e S KKK B, ettt e e e e e —————— e aa———

YILLOYI. oot I , 00 s, BX. e, L BT i, T PR

[aHHW Ha YMb/IHOMOLLIEHOTO JNLIE:

(TpuTe MeHa 1 HOMep ¥ AaTa Ha Mb/IHOMOLLHO)

Mons fa M1 6b/ie U3nnaTeHa CTOMHOCTTA Ha NpeJocTaBeHaTa MU IeHTa/IHa NMOMOLL, KaKTo crefga:

XKenasi cymata fia My 6be m3nnareHa Ype3 NoLLeHCKN KIoH OA/HE.

Xenasi cymata fa My 6be npesegeHa no 6aHKOB NMbT OA/HE.

IBAN

Y L - R PO RUPR TR UPROTRRIN
BAHKOB KITOH ...ttt ittt ettt ettt ettt ettt he e ettt e skt e oo a ke 4ok s e 24 h ke e 22k e e e oh ke e ea b b a4 eh bt e ea b e e e ehn e e eh b e e e abn e e ambeeeabeeennneeannnas

Jeknapvpam, Ye B CPOK ABa MeceLia OT Mo/ly4aBaHETO Ha NMOMOLLTA e npeacTassa B aupekunsa "CoumanHo
rognomaraHe" rno nocTOAHHUA CY afipec pa3xo4oonpasaTe/H 4OKYMeHTH ((hakTypa/vi n Kacos/n 60H/0BE).

Mpunaram cnegHUTE SOKYMEHTU:

1. 6naHKa "MeaMLMHCKO HanpaBneHe/uckaHe 3a:" cbrnacHo npunoxeHune Ne 3;
2. KOnwue OT yI0CTOBEPEHNE 3a BETepaH OT BOVHUTE;

3. IMYHa KapTa/nnyeH nacnopT (3a crpaska);

4. Konvie 0T HOTapManHoO 3aBePEHO Mb/IHOMOLLHO B C/ly4YanTe, KOraTo 3asiB/IeHVMeTO Ce NoAaBa OT MMETO Ha
YMb/IHOMOLLIEHO OT BeTepaHa 0T BOMHUTE NNLIE.

JaTa: SAABUTEN: wovvvveeiieeecire e
1Y (R USR (noanwuc)
LTH>XHOCTHO 1Le, NPYEso 3asB/ieHne-AeKnapaunara:

(vme, nognuc)
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OVPEKUNA "COUUVANHO NOAMOMAIAHE" - ..o
SATIOBEL N ...
Jata: ................ 20....... r.
Ha OCHOBAHME U, ..o oT Hapep6a Ne 3 ot 2012 r. 3a pefia 3a NpeAnucBaHe, OTMycKaHe

N KOHTPOM Ha NNEKapPCTBEHW MPOAYKTU N AeHTa/IHa NOMOLL, Ha BETEPAHUTE OT BOMHUTE

OTNMYCKAM/OTKA3BAM

e[HOKpaTHa Lie/1eBa AEHTA/IHA MOMOLLL B PA3MED HA ..c.vevveereeieeierieeseesiesseestesseeseessenseessesseessessesseens NB.,
(07 110 ]= 10 Y TR
MoTnBK 3a 0TKa3:

CyMaTa ia Ce M3MMATU UPE3 MOLLEHCKM KIOH ....vvriririrerieereeeisiisesesesesessssssssesesesesassssssssesesesesessssssssesesesans
WK Mo cniefHaTa 6aHKOBa CMeTKa:
IBAN

3anoBseaTa MOXe fja ce 06)kanBa B 14-AHEBEH CPOK Mpej AMPeKTopa Ha PernoHanHarta AMpekums 3a

COLMAITHO NMOAMOMATAHE = .....veviieiieiieiesiesie st , N0 pefja Ha AAMUHUCTPATMBHOMNPOLECYa/IHUA
KOZeKC.

JATa: i AONPEKTOP: ..o,
TPJC. e

[oNyYMX 3aM0BEATA HA ....vevevvvee e 20 ... T. MOANUC: e,
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or
(neye6HO 3aBefeHVE, KIMHKKA, OTAENEeHME, KaBUHET)

N3x. Neo

Jo

(nevebHO 3aBefeHVE, KNNHKKA, OTAENEHME, KaOUHET)
Bx. Ne

[ vacneapate |

MEAVLMHCKO
| |K0HcynTauMﬂ |
HAMPABJTIEHVE /
| | 60n1HmuHO nevene |
MNCKAHE 3A:

pexabuMTauyoHHO UN ApYro
NieyeHve

Vwme:
ErH
Afpec:

MecTopaborTa:

JunarHosa:
Mpnapy>kasatm
3a60/19BaHNS:

M3npatua ce 3a:
(MeaMUMHCKN MOTUBI)

MpunoxeHwve
MeaULMHCKA
[JOKYMEHTW:

Jekap - nme, ANBXKHOCT, C/1. Te.

jata: rneyart, nognmc




