ITPOEKT

Hapen6a 3a usmenenne u nonbjHenne Ha Hapenoa Ne 10 ot 2009 r. 3a ycioBusita, peaa,
MeXaHHM3Ma U KPUTepHuuTe 3a 3amiamade or HanuonaaHara 31paBHOOCHTYPHUTEIHA
Kaca Ha JIeKAPCTBEHU NMPOAYKTH, MeIUIIUHCKH U3/1eJIUsl M HA TMeTHYHU XPaHH 32
CHEeNUATHA MEeTUIMHCKH LeJIM U HA MTOMOIIHU CPeICTBA, MPHUCIOCO0IeHHs], ChOPbKEHHSI
U MeTUIIUHCKH U3/IeJTUs 32 X0pPaTa ¢ YBPe:KIaHusl, J0rOBapsiHe HA OTCTHIIKHA U
BbH3CTAHOBSIBAHE HA NMPEBHUIIIEHUTE CPeICTBA MPH NMPUJIaraHe HA MeXaHU3bM,
rapaHTHpanl NpeABUINMOCT U YCTOHYHBOCT Ha O0101xeTa Ha H3OK

(06H., JIB, 6p. 24 ot 2009 r.; u3m. u goir., o6p. 34, 38 u 40 ot 2009 r., 6p. 9 ot 2010 1., Gp. 67
ot 2011 r., ©p. 49 ot 2012 r., 6p. 48 or 2014 ., 6p. 30 u 62 ot 2015 1., 6p. 44 oT 2016 1., Op.
89 oT 2017 1., 6p. 95 01 2018 1., 6p. 17 1 47 o1 2019 1., Op. 19 0T 2020 T.; M3M. ¢ Pemenune Ne
9042 ot 8.07.2020 r. na BAC na Peny6iuka bearapus - 6p. 104 ot 2020 r.; u3M. u gorr., Op.
106 oT 2020 1., 6p. 73 1 109 ot 2021 ., 6p. 26 1 49 o1 2022 1., 6p. 100 oT 2023 T., Op. 43 U OPp.
104 ot 2024 1.)

§ 1. Bun. 1, . 2 nymara ,,BpofieHu* ce 3aauyasa.

§ 2. B ui. 4a, an. la ce u3mens Taka:

,»(1a) Harimonanuara 31paBHOOCUTYpPUTETHA Kaca aHAIM3upa U 000011aBa KbM 1-Bo mwin
16-0 yncno Ha CHOTBETHUS KaJeHAAapeH Mecel MH(pOopMalusTa 3a JEKapCTBEHU MPOJIYKTH C
INN, Bxmroueno B ITJIC mo wit. 262, ain. 6, T. 1 3JIIIXM, 3a KoeTo 70 MOMEHTA HE € 3aruialiaia,
U € IIO/IAJICHO 3asBJICHUE 110 WI. 4 HE O-KBCHO OT 24-T0 4ncio Ha npeaxoHus wim 10-o yucno
Ha ChOTBETHUS MECELl, KOraTo:

1. JIEKApCTBEHUTE TPOJAYKTH ca TMpeIHa3HAYeHH 3a JIeYeHHE Ha OCTpPO
nH(eKMo3Ho 3a0omnsaBaHe 1o wi. 4 or Hapen6a Ne 7 ot 2015 . 3a KputepuuTe 3a onpeaeisHe
Ha 3a00JIIBaHUATA, 32 YMETO JOMalIHO JedyeHne HanumoHnanHaTta 3paBHOOCUTYpUTENIHA Kaca
3aruiaila HaIrbJIHO WM YaCTHUYHO JIEKAPCTBEHU MPOIYKTH, MEJULIUHCKU U3ENUA U JUETUUHH
XpaHu 3a crenuaiay meauuHcku uenu (B, op. 89 ot 2015 r.);

2. JIEKApCTBEHUTE MPOAYKTH €a MO JIEKAPCKO MPEANKHCaHUE 3a JIOMAIIHO JICYEHUE
Ha ocTpu UH(DEKIMO3HU 3a00JIIBaHUS, BKJIIOYUTEIHO AaHTHOAKTEpUAHU JIEKAPCTBEHH
MPOJAYKTH, Ha TEPUTOPUSATA HA CTpaHaTa Ha JMLA A0 7-TOAWIIHA BB3PACT, U B 3aKOHA 3a
Oromxera Ha HamuoHanHara 3apaBHOOCUTYpUTENTHA Kaca 3a ChOTBETHara TIOAMHA ca
MPEABUICHU CPEJICTBA 3a 3aIUIAIIAHETO UM.

§ 3. B un.10e ce mpaBAT cieqHUTE U3MEHEHUS U TOMTbIHEHHS:

1.Ban. 1, 1. 2 nymara ,,BpoJieHU" ce 3aIMyaBa.

2.Cp31aBar ce an. 6r u 611.

,»(6r) B ciyuaii, ue B 3akoHa 3a Orompkera Ha HannoHaHara 31paBHOOCUTypUTETHA Kaca
3a CbOTBETHa TroaMHa € mnpeaBuaeHo 3amnamanero or H3OK Ha aHTHHEOmacTHYHU
JIEKapCTBEHU MPOAYKTH, pUIaraHy mpu 6a30Ba XUMHUOTEpAIUs 32 JIeUeHHE Ha 3JI0KaueCTBEHU
3a00IsBaHus, BKJIIOUEHHU B MaKeTa 37ApaBHU JEWHOCTH, TapaHTHpaH oT Oromkera Ha H30K, u
MIpUJIaTaHy B YCIOBHATA Ha OOJHUYHA MEIUIIMHCKA TTOMOII], PUHAJIekKAIINA KbM U30pOEHH B
3aKOHA MEXIYHAPOIHU HEMAaTeHTHU HAUMEHOBAHUS, aliHes 6 He ce Mpuiiara 3a ChoTBeTHATA
roguHa crnpamo Te3n oT TAxX, uunuto INN e noB 3a IIJIC nmo un.262, an.6, 1.2 ot 3JIIIXM.
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3aruramaHneTo Ha Te3H JICKapCTBEHHU MPOIYKTH 3armovBa OT 1-BO YMCJIO Ha Mecela, CJIeaBall]
Mecella Ha BKJIIOYBAaHETO MM B [l03UTHBHHUS JIEKQpCTBEH CIHUCHK MO 4i.262, an.6, T.2 or
3JIIIXM, ako e mojaJieHo 3asBJICHHE 110 ajl.2 HE IO-KHCHO OT 24-TO YMCJIO Ha Mecela Ha
BKJIFOYBAHETO.

(6n) U3BBH cnydauTe 1O ajn.6r, aHTUHEOIUIACTHYHHUTE JICKAPCTBEHU MPOAYKTH,
MpUJIaraHy Ipu 0a30Ba XUMHUOTEPAIUs 3a JICUCHUE HA 37TI0KAYECTBCHH 3a00JIIBaHMUS, BKIIOUCHU
B [IaKeTa 3/IpaBHU JACHHOCTH, rapaHThpaHn ot OromkeTa Ha H30K, u npunaranu B ycioBusTa Ha
OonmHMYHA MeTuIIMHCKa oMot ce 3arwtamar ot H30K npu ycnmoBusita u 1o peaa Ha an.6a.”.

§ 4. B uin. 20, an. 1 ce npaBsT ClIeIHUTE U3MEHEHUS:
1. Bt 2, 6ykBa ,,0° mymara ,,BpoJieHU " ce 3aJIn4aBa.
2.B T 3, 6ykBa ,,0 nymara ,,BpOJCHU" CE 3aJIM4aBa.

§ 5. Bun. 21, an. 1, 1. 3 ce ormeHs.
§ 6. B un. 37, an. 2 ce ormeHs.
§ 7. B un. 43, an. 4 ce orMeHs.

§ 8. B ui1. 44 ce npaBsAT caeAHUTE U3MEHEHHUS U JOTbJIHCHUS :

1.Ban. I:

a) ch3/1aBaT ce HOBU T. 3, 4 u 5:

»3. J1a HE € B HECHhCTOSITEIHOCT WJIM B IPOU3BOJCTBO MO HECHCTOATEIHOCT, WU B
MpoIie1ypa Mo JMKBUJIALKSA, WA € CKIFOYIII U3BBHCHACOHO CIIOPAa3yMEHHUE C KPEIUTOPUTE CH
10 cMuchiaa Ha Wwi. 740 oT ThproBckus 3aKOH, WU € IPEYCTAaHOBUII IEMHOCTTA CH, a B CIIyda
4ye KaHIUJIAThT € YYXKJIECTPAHHO JIUIE — CE HaMHpa B MOJI0OHO MOJI0KEHUE, TPOU3TUYAIIO OT
CXOJIHa MpoLEeaypa, CbIJIACHO 3aKOHOAATEJICTBOTO HA JIbp)KaBara — WieHKa Ha EBponeiickus
ChIO3, WM B JbpkaBa — cTpaHa mo Cropa3ymMeHHeTo 3a EBpOINEncKOTO MKOHOMHUYECKO
MIPOCTPAHCTBO, B KOSITO € YCTAaHOBEH;

4. 1a HE My € HAJIO)KEHA M BJIsSI3ja B CHJIA 3alOBEJ 32 CAHKIIUA ,,[TpEKparTsBaHe Ha
JIOTOBOP* IO BpeMe€ Ha JAEHCTBUETO Ha MPEAXOIHU JOTOBOPH Mo wil. 43, an. 1 npe3 nociegHuTe
3 ToAMHM TpeAH Jarara Ha MojaBaHe Ha 3asiBICHHUETO MO ajl. S5, BKIOYUTEITHO Ha CBBP3aHU C
HETO JIMIIA 10 CMUCHJIA HAa ThbproBCKUs 3aKOH, BIUCAHU B pETUCThpa o ui. 88, an. 1 or 3akoHa
3a Xopara C YBpexXIaHUs;

5. 1a He € OChXJaH C BIIsA3Ja B CHJIa IPUCHAA 3a IpecTbIuieHue no wi. 108a, un. 159a -
1591, . 172, . 192a, un. 194 — 217, an. 219 — 252, 1. 253 — 260, un. 301 — 307, 4. 321,
321amun. 352 — 353e ot Hakazaremaus xoaekc;

0) cp3maBa ce T. 6:

“6. 1a HE € OCBHJICH C BJISA3JIa B CHJIA IIPUCHAA 3a IPECTHIJIEHUE, AHAIIOTMYHO Ha TE€3U 110
T. 5, B JApyra JIbpKaBa — 4ieHKa Ha EBpomewckHs CbrO3, WIM B Abp)KaBa — CTpaHa IO
Cnopazymenueto 3a EBporneickoTo MNKOHOMHYECKO TPOCTPAHCTBO;

B) qoceramHuTte T. 3, 4 u 5 cTaBar CbOTBETHO 7, 8 1 9.

2. Cp3gaBar ce HOBU ail. 2, 3 u 4:

»(2) M3uckBanusra mo an. 1, . 5 u 6 ce OTHACAT U 3a JMIIATa, KOUTO MPEACTaBIABAT
KaH/IWJlaTa, U 3a YJIEHOBETE HA HETOBHUTE YINPABUTEIHU U HAJ30PHU OPraHd ChIJIACHO
perucTppa, B KOWTO € BMHCaH, aKO HWMa TaKbB, WIM JOKYMEHTHUTE, YIOCTOBEPSBaIU
npaBocyOekTHOCTTa My. Korato B cbhcTaBa Ha Te3W OpPraHM yd4acTBa HOPUIUYECKO JIHIIE,
OCHOBAHUSITA C€ OTHACAT W 3a (U3MYECKUTE JIUIA, KOUTO TO TMPEACTaBISABAT CHITIACHO



perucTppa, B KOHTO € BIHCAHO HOPUIWYECKOTO JIMIE, aKO MMa TaKbB, WJIU JTOKYMEHTHTE,
YIOCTOBEPSBAIIY MPABOCYOSKTHOCTTA MY.

(3) B cnygaute o ain. 2, KoraTo KaHAUAATHT WA FOPUINIECKO JIUIIE B ChbCTaBa Ha HETOB
KOHTPOJICH WJIM YIPABUTEIICH OPTaH € MPEICTaBIsABA OT (PU3UUYECKO JIHIIC MO IMBIHOMOIINE,
OCHOBaHUATA IO L. 1, T. 5 ¥ 6 ce OTHACAT | 3a TOBa (PU3UUECKO JIUIIE.

(4) YcranoBsiBaHeTO Ha oOcTosTencTBara 1Mo aji. 1, T. 2, 3 u 5 ce u3BBpIIBaA CIYKEOHO
ot aupekropa Ha P30OK uimu onmpaBOMOIIEHO OT HETO JIMIE 10 OTHOIICHHWE Ha OBJITapCKHUTE
IpaX<IaHU U JUlaTa ¢ U3aJeH Ju4eH HoMmep Ha uyxjeHel (JIHY), kakro u 1o oTHOIIEHHE Ha
perucTpupanuTe B THProBCKU PETUCTHP M PETHCTHP HA IOPUIUYCCKUTE JIMIA C HECTOMAHCKA
LeJ IOPUANYECKU JTUIA.

3. JoceramHara an. 2 ctaBa aji. 5 U B Hes:

a)BT 3:

aa) B 0. ,,B“ mymute ,,u1. 44, an. 1, 1. 4 ce 3aMeHsT ¢ ,,ai. 1, T. 8;

ab) B 0. ,,r* mymure ,,ui. 44, an. 1, 1. 4 ce 3amensr ¢ ,,an. 1, T. 9%

aB) ch31aBa ce 0. ,,1°:

,»J1) JUICa Ha HaJOXEHA W BIISI3JIa B CHJIa 3aloBe] 3a CAHKIUA ,lIpEeKpaTsiBaHE Ha
JIOTOBOP*“ IO BpEMeE Ha JSUCTBUETO HA MIPEAXOIHU TOTOBOPH 110 Wi. 43, ain. 1 npe3 nmociaeaHuTe
3 roAMHM MpeAu Jarara Ha MojaBaHEe Ha 3asBICHHUETO MO ajl. 5, BKIIOYUTENIHO HAa CBbP3aHU C
KaHJIMJ1aTa JIMIa 110 CMUCHhJIa Ha ThProBCKUs 3aKOH, BIIMCAaHU B PErHCThpa 1Mo wi. 88, ar. 1 ot
3akoHa 3a Xxopara C yBpexXJaaHus.

4. Cp3gaBa ce ain. 6:

,»(60) Koraro xanauaarsT € 4yXaecTpaHHoO JIUIIe, TOU MPEACTaBs ChOTBETHUS JOKYMEHT
mo an. 1, T. 2, T. 3 ¥ T. 6, U31aJieH OT KOMIIETEHTEH OpraH, ChIIACHO 3aKOHOAATEJICTBOTO Ha
IbprKaBaTa — 4jeHka Ha EBponeiickus cbio3, Uiu B IbprKaBa — cTpaHa no Cropa3syMeHHEeTo 3a
EBporeiickoTo NKOHOMHUYECKO MPOCTPAHCTBO, B KOSTO YYACTHUKBT € ycTaHOBeH. Koraro B
CHOTBETHATA JIbPKaBa HE C€ M3/1aBaT JIOKYMEHTH 3a MOCOYCHUTE OOCTOATENICTBA UIIM KOTATO
JOKYMEHTHTE HE BKJIIOUYBAT BCHUKH OOCTOSTENICTBA, YUACTHUKBT MPEACTaBS JCKIapaius, ako
TakaBa JCKJapalus WMa MPaBHO 3HAYCHHE CHIVIACHO 3aKOHOJATEJICTBOTO HA CHhOTBETHATA
nbpxkaBa. Koraro nekmiapanusta HIMa MpaBHO 3HAYEHHUE, YYACTHUKBT MPEACTaBs OQUIIUATHO
3asBJICHUE, HAIPABEHO Tpe/l KOMIIETEHTEH OpraH B ChOTBETHATA JbprKaBa.

5. Jloceramnuute an. 3 u 4 ctaBar CbOTBETHO al. 7 U 8.

6. [locerammnara an. 5 crapa an. 9 u B Hes nudpara ,,4*“ ce 3aMeHs cbe ,,8.

§ 9. Cp3naBa ce ui. 44a:

,»d11. 44a (1) B cnydaure, B KOUTO 1O BpeMe Ha JeicTBaius Joropop no ui. 43, an. 1
BJI€3€ B CHJIa CAHKIUA ,,[IPEKpATSIBAaHE Ha JOTOBOP‘‘ IO OTHOILIEHHUE HA MTPEAXOAEH JI0TOBOP ChC
ChIMS U3MbIHUTEN, AupekTopbT Ha P30K mpekparsiBa €IHOCTPAHHO CKIIFOUEHHUS JOTOBOP
CUMTAHO OT JIaTaTa Ha BIIM3aHE B CUJIa HA CAHKIIMATA.

(2) 3amoBenTa 3a caHKLIUSA ,,[IpEKpATIBaHE HA I0TOBOP” 110 aJl. 1 ojyIeku Ha o0XkaJiBaHe
Mo pefa Ha AJIMUHHUCTPATUBHOMPOIECYATHHS KOIEKe.

IMPEXOJHU U 3AKJIIOYUTEJIHUA PA3SIIOPEIBA

§ 10. (1) Ynen 4a, an. la ce mpuiara copsmo 3amiamanute or HamuonanHara
3/IpaBHOOCUTYpHUTENHA Kaca oT 1 toiu 2025 1. 1ekapcTBEHU MPOIYKTH HA OCHOBaHUE wil. 1, a.
2,pen 1.1.3.5.3.2 u § 18 ot IIpexogHuTe M 3aKIFOUUTEITHN pa3nopeaon Ha 3akoHa 3a OoKeTa
Ha Hanmonanuara 3apaBHOOCUTypUTENIHA Kaca 3a 2025 T

§ 11. YUnen 10e, an. 6r u 61 ce mpunarar cupsMo 3amiamanure or HanumonanHara
3paBHOOCUTYPUTEIIHA Kaca JEKapCTBEHU NPOAYKTH Ha OCHOBaHMe 4. 1, an. 2, pex 1.1.3.5.6.
u 4. 6 oT 3akoHa 3a Oro/pkeTa Ha HanmoHanHara 31paBHOOCUTYpUTENHA Kaca 3a 2025 T



§ 12. HapenOara Biv3a B cuiia OT Jarata Ha oOHapojaBaHETO i B ,,/IbpxaBeH BECTHUK'
u m3kmoueHue Ha § 1, § 3, T. 1 u § 4, xouto Biau3ar B cuia oT 1 roam 2025 1.

JIOLL. 1-P CUJIBA KMPUJIOB, M

Munucmvp na 30paseonazsarnemo



