HAPEJIBA Ne 10 o1 24.03.2009 r. 32 ycJI0BHATA U pe/ia 3a 3allJIalllaHEe HA JIEKAPCTBEHH
NMPOAYKTH IO YWI. 262, a1. 6, T. 1 1 T. 2 oT 3aK0HA 32 JIeKAPCTBEHUTE NMPOAYKTH B
XyMaHHATA MeJMIMHA, HA MeJUIUHCKYU W3/1eJIUsl U HA TUeTUYHU XPAaHU 32 CHEeHAJIHH
MeIMIMHCKH [eJIH, KAKTO M HA JIeKAPCTBeHU NMPOAYKTH 32 3IPABHHU 1€ HHOCTH MO 4. 82,
aj. 2, 1. 3 or 3akoHa 3a 3apaBeTo (3arJ. u3m. - /B, op. 67 ot 2011 r., u3m. u goi., op. 48
ot 2014 r., gom., 0p. 62 ot 2015 r., B cuJa ot 14.08.2015 r.)

W3nanena or MUHUCTBPA Ha 3/paBeoria3BaneTo, ooH., JIB, 6p. 24 ot 31.03.2009 r., usm., 6p. 34 ot 8.05.2009 r., mor.,
op. 38 o1 22.05.2009 r., u3m. u gom., op. 40 ot 29.05.2009 ., 6p. 9 o1 2.02.2010 1., B cua ot 2.02.2010 r., 6p. 67 oT
30.08.2011 r., 6p. 49 ot 29.06.2012 1., 6p. 48 ot 10.06.2014 1., 6p. 30 o1 24.04.2015 1., Op. 62 o1 14.08.2015 1., B
cuna ot 14.08.2015 r., 6p. 44 ot 10.06.2016 ., B cuna ot 10.06.2016 1., 6p. 89 oT 7.11.2017 1., B cuma ot 7.11.2017 .,
op. 95 or 16.11.2018 r., B cunma ot 16.11.2018 r.

I'naBa nbpBa
ObIII1 NOJIO’KEHUA

Y. 1. (U3m. — [IB, 6p. 48 ot 2014 r.) C Ta3zu Hapenda ce onpeaensT:

1. (mom. — B, 6p. 62 ot 2015 r., B cuma ot 14.08.2015 r.) ycmoBusaTta u pensT, Mo kouto Hanmonamnara
3npaBHoocuryputenna kaca (H3OK) 3ammama nekapctBeHu mnpoayktd mo 4wi. 262, am. 6, T. 1 or 3akona 3a
JIEKapCTBEHUTE MPOIYKTH B XyManHaTta meauiinaa (3JIIIXM), mpenHa3sHaueHu 3a JOMAIIHO JICYCHUE;

la. (HoBa — JIB, Op. 62 ot 2015 r., B cuna ot 14.08.2015 r.) ycnoBusta u peast, no kouto H30K 3ammamia n3BbH
CTOMHOCTTa Ha OKa3BaHUTE MEAUIIMHCKU YCIIYTH JIEKAPCTBEHU MPOAYKTHU 110 4il. 262, an. 6, T. 2 3JIIIXM, npunoxumu
IIPH JICYEHUETO Ha 37I0KaYeCTBEHUTE 3a00siBaHus B OOJTHUYHATA METUIIMHCKA TOMOIIL,

2. ycnoBusTa v peast, o kouto H30K 3anmaria gsekapcTBEHU MPOAYKTH 3a 3IpaBHUTE ACMHOCTH 10 Wi. 82, ail. 2, T. 3
ot 3akoHa 3a 37apaBeto (33);

3. (u3m. — [IB, 6p. 62 ot 2015 ., B cuna ot 14.08.2015 r.) ycnoBusita u peast, no kouto H30K 3annama MequnmHcku
m3nenus (M), mpeaHasHaueHu 3a JOMAIIHO JICYCHUE Ha 3a00JIABaHUsI, ONPEICIICHN B CIHCHKA MO Wi. 45, ail. 4 oT
3akoHa 3a 31paBHOTO ocurypssane (330);

4. ycnoBusTa U pensT, o kouto H30K 3amnama MU, npunaranu B 60THUYHATA MEAUIIMHCKA TTOMOIII,

5. (uam. — [IB, 6p. 62 ot 2015 r., B cuna ot 14.08.2015 r.) ycnoBusita u penst, no kouto H30K 3amnama auetnyHu
xpanu 3a cnenuanHu menumuHcku 1enu (JIAXCML), npenHasHaueHW 3a JOMAIIHO JICYEHHE Ha 3a00JsSBaHUA,
onpeieseH! B cuchKka 1o 4. 45, an. 4 330;

6. (u3m. — JIB, 6p. 62 or 2015 r., B cuna ot 14.08.2015 r.) ycnoBusiTa, KpUTEPUUTE U PEIBT 3a JOTOBapsHE Ha
OTCTBIIKH 3a JIEKAPCTBEHU MPOAYKTH, BKIIOUEHH WUJIM 3a KOMTO € MOofaJieHO 3asBieHue 3a BkimousaHe B [JIC mo ui.
262, ain. 6, 1. 2 3JIIIXM, npuIoXKMMHU TIPH JICUSHUETO Ha 37I0KAYECTBEHUTE 3a00/IIBaHUs B OOJTHUYHATA MEAUITMHCKA
nomo1 1 3amian@aHu oT H30K u3BbH cTOWHOCTTA HA OKa3BAHUTE MEJUIIUHCKH YCIYTH;

7. (u3m. — [IB, Op. 62 ot 2015 r., B cuna ot 14.08.2015 r.) kpuTepunuTe U peabT 3a paslpeAcisHe Ha JOTOBOPEHUTE
OTCTBIIKH 3a JICKAPCTBEHUTE MPOIYKTH MO Wi. 262, an. 6, T. 1 3JITIXM mexny H30K u 3apaBHOOCUTYpEHUTE U1,

8. (msm. — JIB, Op. 62 ot 2015 1., B cuna ot 14.08.2015 r.) ycnoBusra, kputepuute u peapr, mo kouto H30K
MPOBEXKJA 3aABKUTEIIHO LEHTPATU3UPAHO JOTOBApSIHE HA OTCTBHIKU 3a JICKAPCTBEHUTE MPOAYKTH 3a 3pPaBHUTE



neriHoCTH Mo 4. 82, ai. 2, 1. 3 33;

9. (u3m. — IB, 6p. 62 or 2015 r., B cuna ot 14.08.2015 r.) ycnoBusTa, KpUTEPUUTE U PEIBT 3a JOTOBAapsSHE Ha
OTCTBIIKU 34 JIEKAPCTBEHU NMPOIYKTH, BKIIOYEHU HMJIM 32 KOUTO € MOJaJeHO 3asBieHHe 3a BmouBane B [UVIC mo ui.
262, an. 6, 1. 1 3JIIIXM.

Y. 2. Hapenbata nma 3a 111 rapaHTUpaHe Ha:

. npunnunure no wi. 5 330;

2. nyONIUYHOCT U MPO3PAYHOCT Ha MPOIIEAYPUTE IO 3aMjaliaHe Ha JEKApCTBEHUTE MPOIYKTH, MEAUIIMHCKUTE U3AETUs
U TUETUYHUTE XPaHU, TOCOYEHHU B UL 1;

3. ycroBusi 32 e)eKTUBEH KOHTPOJ MPU U3Pa3X0JIBAHETO Ha cpeficTBa oT Oromkera Ha H30K.

Ya. 3. (Usm. — [IB, 6p. 48 ot 2014 1.) (1) (Jon. — AB, 6p. 62 ot 2015 r., B cuna ot 14.08.2015 r.) Hanmmonannara
3IPAaBHOOCUTYPUTENIHA Kaca 3aruiam@a mpoaykrute mo 4wi. 1, T. 1, la, 3, 4 u 5 npu cna3BaHe Ha CJICIHUTE OO
YCIIOBUSL:

1. (u3m. — IAB, 6p. 62 ot 2015 r., B cuna ot 14.08.2015 r.) ga ca mpeAnucaHu M OTHYCHATH NpPU CHa3BaHE Ha
pasniopendute Ha 330, 3JIIIXM, 3MU, 3akona 3a xpanute (3X) U MOA3aKOHOBUTE HOPMATUBHU AKTOBE IO TIXHOTO
IpUJIaraHe;

2.1maca OTIIYCHATHU HA TCPUTOPHATA HAa CTpaHaTa 3a JiMlla C HCIMIPEKbCHATU 3IPABHOOCUTYPUTCIIHHA ITpaBa.

(2) Hautmonannara 37jpaBHOOCUTYpUTENIHA Kaca 3aruialia MpoAyKTUTE 1Mo ui. 1, T. 2 mpH cra3BaHe Ha CIEeIHUTE OOIM
YCIIOBHSI:

1. 1a ca npenBUICHU 3a 3ApaBHUTE JEHHOCTH 10 4wi. 82, an. 2, T. 3 33;

2. ma ca MpeanucaHd U TOYYeHH TpU crnasBaHe Ha pasnopendute Ha 330, 3JIIIXM, moa3akoHOBHTE HOPMATUBHU
aKTOBE IO TSIXHOTO MpUJIaraHe, KaKTO U Ha ChOTBETHUTE HAIIMOHAIHU, PETHOHAIHYA U OOIIMHCKU 3IPaBHU MPOTPAMU;

3. a ca OTIyCHATH Ha TEPUTOpPHUSITA HA CTpaHaTa 3a JIMIA, TOCOYCHH B CHOTBETHUTE HAIlMOHAJIHU, PETHOHAIHU U
OOIIMHCKH 37JpaBHU IIPOTPaMH M B CPOKa HA TIXHOTO JCHCTBUE.

(3) 3annananero Ha JgekapcTBeHuTe npoaykru, MU u JIXCMLI ce u3BbpIuBa MpH clia3BaHe Ha 3aKoHa 3a Olo/pKeTa Ha
H3O0K 3a cboTBeTHATaA rouHAa.

I'naBa BTOpa
YCJIIOBUA U PE/] 3A BAIUVTAIIIAHE HA JIEKAPCTBEHU IMTPOAYKTHU

Paznea 1



(Hos - /IB, Op. 48 o1 2014 1.)
YcioBus M pejl 32 3alJIalllaHE HA JIeKAPCTBEHHU NMPOAYKTH MO Wi. 262, aJu. 6, 1. 1 3JITIIXM

Ya. 4. (dom. — JIB, Op. 48 ot 2014 1., u3m., 6p. 62 ot 2015 r., B cuma or 14.08.2015 r.) Hamumonamuara
3PaBHOOCUTYPUTEIIHA Kaca 3arlialla 3a JeKapCTBEHU MPOAYKTH, BKITIOYEHH B TO3UTHUBHUS JekapcTBeH cnuchbk (IVIC)
o wi. 262, an. 6, T. 1 3JIIIXM u npeanazHaueHu 3a JOMAIIHO JICYEHUE HA 3a00JIIBaHUsI, ONPEJICTICHU B CIIUCHKA TTO
1. 45, an. 4 330, cnen momydaBaHe Ha MMHUCMEHO 3asBJICHHE OT MPUTEKATEIS Ha Pa3pelIeHHETO 3a yrmoTrpeda WiIu
HETOB YITBTHOMOIICH MPEACTABUTEN, Y€ JKelae ChOTBETHUST JICKAPCTBEH MPOJYKT Jia Ce 3allialia 1Mo pena Ha Ta3u
Hapenba chrimacHo nmpuitoxeHue No 1.

Y. 4a. (Hos - [IB, 6p. 9 oT 2010 1., B cruma ot 2.02.2010 1., u3Mm. u gor., 6p. 67 ot 2011 r., u3m., 6p. 49 ot 2012 r., 6p.
48 ot 2014 r.) (1) Hanmonannara 3ApaBHOOCHTYpUTENIHA Kaca aHalu3upa M 0000I@Ba Ha JBaHAJAECETMECCUHU
nepuoan uHQopMaIuaTa 3a JEKapCTBEHU MPOAYKTH ¢ MEXIyHApOIHO HenaTeHTHO HauMeHoBaHue (INN), BkiItoueHo
B IJIC mmo 4. 262, am. 6, T. 1 3JIIIXM, 3a koeTo 10 MOMEHTA HE € 3aIulallaiia, ¥ € IMoAaJicHO 3asgBJIeHHE 1o 4. 4 1o
24-T0 4nCI0 HA ABAHAJIECETUSI MECEII.

(2) HaruonanHaTa 3ApaBHOOCHTYpUTENTHA Kaca aHAIM3Upa U 00o0Im@Ba KbM 1-BO win 16-0 4MCIO OT CHOTBETHHS
KaJIeHJAapeH Mecel WHQopManusTa 3a JekapctBeHu npoaykru ¢ INN, BxtoueHo B IUIC mo wm. 262, am. 6, 1. 1
3JITIXM, 3a koeTo 3amnjan, u € MoJIaJIcHO 3asBJICHHUE M0 Wi. 4 HE TO-KbCHO OT 24-TO 4K CiIO Ha npeaxoaaus win 10-o
YHCIIO HA ChOTBETHUS KaJICHJapeH Mecell.

(3) Anunes 1 ce mpunara U 3a KOMOMHUPAHU JIEKAPCTBEHU MPOAYKTH, IPH KOUTO KOMOHMHarusta chabpka INN,
BriroueHo B [1IJIC mo un. 262, an. 6, 1. 1 3JIIIXM, 3a koeto 10 MmomeHTa H30OK He e 3amnarmmana.

(4) AnuHes 2 ce mpuiiara U 3a KOMOMHUPaHH JIEKapCTBEHU Npoaykru, npu kouto H30K 3amnama 3a Bcuuku INN,
ChIBbpKalM ce B kKoMOnHamusATa u BKodeHu B [UIC mo um. 262, an. 6, 1. 1 3JITIXM.

(5) Hamumonamnara 3apaBHOOCHUTYpHUTENIHA Kaca aHalIM3dpa W 0000Im@aBa Ha JIBaHAJCCETMECEUHHU TMEPHOAU
nHpOpMAIUATa 3a JICKAPCTBEHW Npoayktd, 3a kouto B [UJIC mo wi. 262, an. 6, 1. 1 3JIIIXM wmma BKIIOYECHH
pasumpenu nokazanus u quariosu (MKb-konose).

(6) (dom. — IB, 6p. 44 ot 2016 1., B cuna ot 10.06.2016 r.) HanmonanHara 31paBHOOCUTYPUTENHA Kaca aHAU3Upa U
0000111aBa Ha ABaHaieceTMeceuHu nepuoan nHdpopmanusta 3a INN, 3a kouto B [UIC mo wn. 262, an. 6, . 1 3JIIIXM
MMa MOBHINIABaHE Ha HUBOTO Ha 3aIljiallaHe, ¢ M3KIoYeHne Ha nHpopmanusara 3a INN mo an. 7.

(7) (HoBa— /1B, 6p. 44 ot 2016 1., B cuna ot 10.06.2016 r.) HanmonanHara 31paBHOOCUTYPUTENHA Kaca aHAIU3Upa U
0000m@Ba KbM 1-BO mim 16-0 WMCiIO OT CHOTBETHHS KajeHIapeH mecel] nHdopmanusta 3a INN 3a jeueHue Ha
3a00JIIBaHe, cIafamo KbM HAKOH OT KiacoBeTe OojiectH oT I kmac g0 kiac XVII sxmrountenno mo MKbB 10, kouto
3aeMar BOJEHI0 MSCTO (IBPBUTE LIECT MECTa) B CTPYKTypaTa Ha CMBPTHOCTTA MO MPUYMHHU 33 YMUPAHUS WA B
CTpyKTypaTa Ha XOCIMHTAJIM3UpaHaTa 3a0071€BaeMOCT, UM B CTPYKTypaTa Ha MbPBUYHO WHBAIMAM3MPAHUTE JIUIA B
PenyOnuka bbiarapus 3a mocnegHuTe Tpu roguHu, 3a kouto B [UIC mo un. 262, an. 6, 1. 1 3JIIIXM uma noBuIIeHO
HHMBO Ha 3aIljIalaHe.

Ya. S. (M3m. - ]IB, 6p. 67 ot 2011 1., 6p. 49 o1 2012 1., Op. 48 0T 2014 1.) KBM 3as1BNIEHMETO 110 WiI. 4 CE MpuUiara
KOITHE OT BIISI3IOTO B CHJIa pellieHrue Ha HanrmonanHus chbBET MO LIEHH U peuMOypcrpaHe Ha JIEKapCTBEHUTE MPOIYKTH.

Y. 6. (1) Ilpu nocrenBane Ha 3asBieHueTo no 4wi. 4 H30K ce 3agbmkasa:

1. na nedpunupa H3OK xox 3a BCeku JIekapCTBEH MPOJIYKT;



2. (ot™. - ]IB, 6p. 67 ot 2011 1.);

3. (u3m. — JIB, Op. 48 ot 2014 r.) na mane yka3aHwsi OTHOCHO pefa 3a MPEANHCBaHE U OTIYCKAaHE Ha JICKAPCTBEHUS
MPOJIYKT, ChOOpa3eHH ¢ JelicTBaliaTa HopMaTuBHa ypeaoa;

4. Ja U3roTBU CbOTBECTHUTEC CIICKTPOHHU (bOpMaTI/I 3a UBII'BJIHUTCIINTC HAa MCAUIIMHCKA ITOMOII ¥ 3a JIMIaTa 110 4JI. 7.

(2) (dom. - JIB, 6p. 9 ot 2010 1., B cuma ot 2.02.2010 ., u3m., 6p. 67 ot 2011 r., 6p. 49 ot 2012 1., Op. 48 or 2014 T.)
HNudopmanusra mo an. 1 OTHOCHO JIEKAPCTBEHHUTE MPOIYKTH 1o wi. 4a, ain. 1, 3, 5 u 6 ce myOnuKyBa Ha UHTEPHET
crtpanunara Ha H30K B cpok 10 25-0 yncno Ha JBaHaaeceTrsi Mecell.

(3) (HoBa - IB, 6p. 67 ot 2011 r., u3m., 6p. 48 ot 2014 r.) HartmonanHara 3ApaBHOOCUTYPUTETHA Kaca MyOIMKyBa KbM
13-0 wn 27-0 94KCIO OT CHOTBETHUS KaJleHIapeH Mecell HHQopMarusiTa mo aja. | OTHOCHO JeKapCTBEHHUTE MPOIYKTH
mo wi. 4a, an. 2 u 4.

Y. 6a. (Hos - /1B, 6p. 9 oT 2010 1., B crura ot 2.02.2010 1., u3m., 6p. 67 ot 2011 1., Op. 49 ot 2012 1., Op. 48 oT 2014
r.) (1) HarinonanHaTa 31paBHOOCUTYpUTETHA Kaca 3ariiallia 3a JIEKapCTBEHHUTE MPOAYKTH 1Mo 4uil. 4a, an. 1, 3 u 5, kakro
1 TIOBUIIICHOTO HMBO Ha 3aIljialaHe mo 4wi. 4a, ajl. 6, CY4UTaHO OT 1-BO YMCIIO HAa MEcella, CieABall U3THYAHETO Ha
JIBAHAJICCETMECCYHHUS TICPUOI.

(2) (M3m. — 1B, Op. 44 ot 2016 1., B cuna ot 10.06.2016 r.) Harqnonanuara 3ApaBHOOCHTYpUTETHA Kaca 3aruiaia 3a
JIEKapCTBEHUTE MPOIYKTH 1O 4Jl. 4a, an. 2, 4 u 7, cuntano oT 1-Bo i 16-0 4MCI0 Ha CHOTBETHHS KaJICHIapEH Mecell,
B 3aBHCHMOCT OT JaraTa Ha II0JaBaHe Ha 3asBJICHUETO.

Y. 66. (Hos - 1B, 6p. 9 o1 2010 1., B cuna ot 2.02.2010 1.) (1) (U3m. - IB, 6p. 67 ot 2011 ., 6p. 49 oT 2012 1., Op.
48 ot 2014 r.) JIekapcTBEHUTE MPOAYKTH C€ BKIIOUBAT B 0000IeHaTa HHPOpMaIKs 10 Wi. 4a B paMKUTE Ha
CBHOTBETHUSI IEPHO/I, B KOWTO € MOJa/IEHO 3asBICHUETO.

(2) JlekapcTBeHHTE POIYKTH 110 TIpeaxoaHara anuHes ce 3amnamar ot H30K mo pena va 4. 6a.

Yu. 7. (1) 3a ornyckane Ha mpoaykrute o wi. 1, T. 1 H30K ckirouBa goroBopu ¢ nuiia, HOMYyYHIIA pasperieHne mo
yi1. 229, an. 2 3JIITXM 3a ThproBust Ha APEOHO C JICKAPCTBEHU TTPOYKTH.

(2) B cnyyanTe, KoraTto JMIIETO, MOJYYMIJIO pa3pelicHUE 3a THProBUs Ha JIPEOHO C JEKAPCTBEHU NPOAYKTH, U
PBKOBOJUTEIISIT HA aliTeKaTa He ChBITJIaT, JIOTOBOPET CE ChITIACYyBa M OT PHKOBOAUTEIS Ha arTeKara.

(3) (M3m. - B, 6p. 67 ot 2011 1., O6p. 49 ot 2012 r., 6p. 48 ot 2014 r.) [JoroBopuTe 1o an. 1 ce crIrO4YBaT 4pe3
mupekropa Ha P3OK, Ha 9usTO TepUTOpHS € anTeKara, Pu YCIOBUS U 1O pell, YCTAHOBEHU B CHOTBETCTBUE C Wi 45,
ai. 15 330.

Ya. 8. (Usm. - JIB, 6p. 34 ot 2009 r., gom., 6p. 38 ot 2009 r., u3m., 6p. 40 ot 2009 1., 6p. 67 ot 2011 1.) (1) (U3M™M. -
B, 6p. 49 ot 2012 r., 6p. 48 or 2014 r.) HantmonanHara 31paBHOOCUTYPUTEIHA Kaca 3aIulallia Ha JIUIaTa no 4i. 7, ai.
1 cToifiHOCTTa Ha JIEKApPCTBEHUS MPOYKT, ONpeiesieHa chIacHo ui. 55 ot Hapenbara 3a ycnoBusiTa, npaBuiaaTa U peaa
3a peryJlupaHe U pPEerucTpUpaHe Ha IIEHUTE Ha JIEKapCTBEHHTE NpoaykTu, mpuera ¢ llocranoBienue Ne 97 Ha
Munucrepckus csBet ot 2013 1. (B, 6p. 40 o 2013 1.).

(2) (M3m. — 1B, 6p. 48 ot 2014 1., oT™., Op. 62 0T 2015 T, B cmma ot 14.08.2015 1.).

(3) HaimonanHaTa 3ApaBHOOCUTYPHUTETHA Kaca 3ariaiia Ha JIMIata mo wi. 7, aji. 1 3a OTIyCHaTH OT TAX JIEKapCTBEHU
MPOJYKTH CJIeNl MPEJICTaBsSHE Ha EJICKTPOHEH OTYET, U3TOTBEH CHhOOPA3HO ENEKTPOHHHs (opmar, MyOIMKyBaH Ha
nHTepHeT crpanunara Ha H30K.

(4) OTnycHaTuTe W OTYETEHHU JieKapcTBeHU npoaykru ce 3amnam@ar oT H30K npu ycnoBust u mo pen, onpeaeneHu B
Ta3u Hapeada ¥ CKIFOYSHUTE JOTOBOPH 1Mo 4il. 7, ail. 1.

(5) (B cuna ot 1.01.2012 r. - JIB, 6p. 67 ot 2011 r.) Hannonanuata 31paBHOOCUTYpUTEIHA Kaca 3alljallia Ha JHuIaTa
mo 4. 7, an. 1 mo 2 5B. 3a BCsIKa OTUETEHA pEIeNTypHa OJIaHKa C TPENUCaHU JIEKAPCTBEHH MPOIYKTH, YUETO HUBO Ha



samtamage € 100 ga cro.

(6) (M3m. — 1B, Op. 48 ot 2014 r.) HarmonanHaTa 31paBHOOCUTYPUTETHA Kaca 3arlialia CyMUTe 1o all. 1 1 5 B cpok J10
30 kaJeHJapHY JHU CYMTAHO OT JaTaTa Ha MPEICTaBsIHE Ha HEOOXOUMUTE TOKYMEHTH.

(7) (HoBa — /1B, 6p. 48 ot 2014 1., 0T™M., Op. 62 oT 2015 ., B cuna ot 14.08.2015 1.).

Yua. 9. (Tom. - JIB, 6p. 9 or 2010 1., B cuma ot 2.02.2010 r., u3m., 6p. 67 ot 2011 r.) (1) IlpuTexkarenar Ha
paspelieHneTo 3a yrnoTpeda Ha [aJeH JIEKapCTBEH IMPOIYKT WIIM HEroB YITBIHOMOIICH IPEACTABUTEN MHCMEHO
yeeaomsasa H3OK mnpu:

1. u3KITIOUBaHE HA JIEKAPCTBEHUS MPOIYKT OT [I03UTHBHUS IEKapCTBEH CIUCHK;

2. mpoMsiHa B HUBOTO Ha 3aIUIaIliaHe W/WIIM CTOMHOCTTA Ha JIEKapCTBEHUS MIPOIYKT, 3arutamana or H30K;
3. mpekpaTsABaHe/OTHEMaHEe Ha pa3pelieHUeTo 3a ynorpeda Ha JIeKapCTBEHUS IIPOIYKT;

4. npyru 0OCTOSITENICTBA, CBBP3aHH C U3IIBIHEHUETO Ha IOTOBOPUTE MO wWi. 7, ai. 1.

(2) CpoxsbT 3a yBegOMsIBaHE 110 all. 1 € 10 5 AHM OT:

1. (m3m. - [IB, 6p. 49 ot 2012 1., Op. 48 oT 2014 r.) BIM3aHEe B cUJIa HA pelIeHUEeTO Ha HanmoHaHUS ChBET 110 [ICHU |
peuMOypcupaHe Ha JICKapCTBEHUTE MPOAYKTH - B ciIydauTe mo ai. 1, T. 1 u 2;

2. HacTBIIBaHE HAa CHOTBETHOTO OOCTOSITEICTBO - B ciydauTe 1o ai. 1, 1. 3 u 4.
(3) Undopmarnusra o ain. 1 ce mydbaukyBa Ha uHTepHeT cTpanuiiata Ha H30K.

(4) (M3m. - IB, 6p. 49 ot 2012 1., 6p. 48 o1 2014 1.) B ciiygante Ha an. 1, 1. 1 ¥ 2 mpuTek)aTensaT Ha pa3peIICHUETO 3a
ynoTrpeba WIJIM HETOB YIBIHOMOIIEH mpexactaButen mnpeactaBs B H30K 3aBepeHo komme Ha pemieHUETO Ha
HanmoHnanHus ChBET MO IEHW U PEUMOYpCHpaHe Ha JICKAPCTBECHUTE TPOIYKTH.

(5) Ilpu m3kIOUYBaHEe Ha JIEKAPCTBEHMs MPOJYKT OT II03UTHBHMUS JEKapCTBEH CHUCHK B 3aBUCHMOCT OT JaraTa Ha
NpEJCTaBsiHE Ha peIleHueTo 1o an. 4 - jpo/cnen 15-o umcno Ha Mmecena, H30K mpeycraHoBsiBa 3amjam@HeTo Ha
CHOTBETHHSI JIEKAPCTBEH MPOAYKT OT 16-0 YHMCIO OT TeKylms KaJeHJapeH MecCell WM OT 1-BO YMCIIO Ha CieBamps
KaJICHJapeH Mecell.

Y. 9a. (Hos - [IB, 6p. 67 ot 2011 1.) (1) [IpuTexxarensat Ha pa3pelIieHUETO 3a YIoTpeda UM HETOB YITHJIHOMOIICH
npencraBuTen Moxke jaa nogane B H3OK nucMeHo 3asBiieHHne chrlacHO TpuiioskeHure Ne 3, ge xkernae Ja ce mpeKpaTH
3aIUTAlAHETO Ha ChOTBETHHS JICKAPCTBEH MPOIYKT IO peja Ha Ta3u Hapenoa.

(2) B 3aBucuMOCT OT JaTaTa Ha MoJaBaHE Ha 3asBJICHHETO O aji. 1 - mo/cmen 15-0 yncno Ha KaleHIapHUS Mecell,
H30K npeycranoBsBa 3amnjam@HeTo Ha CbOTBETHHUS JIEKAPCTBEH MPOJIYKT OT 1-BO uin ot 16-0 4KClO Ha clieaBanms
KaJIeHJapeH Mecell.

(3) (Uzm. - IB, 6p. 49 ot 2012 ., 6p. 48 ot 2014 1.) B cygaute mo an. 1 H30K B 5-mHEeBeH cpok OT mojiaBaHe Ha
3asBJICHUETO OIOBECTsABAa HWHQOpMaIHMATa, MOCOYCHA B 3asBJICHUETO, HAa HMHTCPHET CTpPAaHUIIATA CH M IIPaBH
MOTHBHUPAHO THUCMEHO TMpeaiokeHue a0 HammoHamHus chBEeT MO IIEHW U peuMOypcHpaHe Ha JIEKAPCTBEHUTE
MPOJIYKTH 32 U3KIIIOUBAHE HA JIeKapcTBEHUs poaykT oT [LJIC.

Y. 96. (Hor — JIB, 6p. 62 ot 2015 1., B cuuta ot 14.08.2015 r.) JIekapcTBeHuTEe poaykTH mo 4i. 45, an. 10 330, 3a
KOWTO HE ca JOTOBOPEHU OTCTHIIKU IO pejia Ha Ta3u Hapenda, He ce 3aruiamar ot H30K.

Y. 10. (1) (U3m. - AB, 6p. 9 oT 2010 1., B cuna ot 2.02.2010 r., Op. 67 ot 2011 ., oT™., Op. 48 0T 2014 1.).
(2) (HoBa - IB, 6p. 9 ot 2010 r., B cuna ot 2.02.2010 ., oT™., Op. 48 oT 2014 1.).

(3) (Ilpenummna an. 2 - IB, 6p. 9 ot 2010 r., B cuna ot 2.02.2010 r., u3m., 6p. 67 ot 2011 r., 6p. 49 ot 2012 1., OTM.,
op. 48 oT 2014 1.).



(4) (Ilpepuuma an. 3, uzm. - B, 6p. 9 ot 2010 1., B cumna ot 2.02.2010 r., gom., 6p. 67 ot 2011 r., u3m. u gom., Op. 48
ot 2014 r.) [Ipu u3kmrouBane Ha nexkapcTBeH npoaykT oT IUIC unu otnagane Ha kox mo MKbB u B ciiyqaute no wi. 9a,
an. 1 u3nageHuTe perenTy ce U3MBJIHIBAT OT nnara mo 4i. 7 u ce 3amnamart ot H30K B cpok 10 15 auu ot gararta Ha
BIIM3aHE B CHJIa HAa IPOMEHUTE, CIIe]] KOETO CIIY)KEOHO ce aHyaupar 1o peaa Ha Hapeadara mo wi. 221 3JITIXM.

(5) (peauuma an. 4, u3m. - JIB, 6p. 9 ot 2010 r., B cruta ot 2.02.2010 1., 6p. 48 ot 2014 1.) IIpn HaCTHOUIM TPOMEHU
H3O0K yBenomsiBa MBMBIHUTEINTE HA MEUIIMHCKA TTIOMOII M JIUIAaTa 10 WI. 7 MPH YCJIOBUS U IO PEI, ONPEICICHHU B
CKIIFOYEHUTE JOTOBOPH.

Pa3zpean 11

(Hos - IB, Op. 48 o1 2014 1.)

YciaoBus U pej 3a 3amJIalaHe HA JIEKAPCTBEHU MPOAYKTH 32 3[PABHHU JAeHHOCTH MO 4.
82, an. 2, 1. 3 oT 3aKkoHa 3a 3ApaBeTO

Y. 10a. (Hos — JIB, 0p. 48 ot 2014 1.) (1) Harmonanuara 31paBHOOCUTYPUTEITHA Kaca 3aruiaiia 3a JICKapCTBEHH
MIPOAYKTH, HEOOXOIUMH 32 U3IIBIIHCHUE HA 3/[paBHU JCHHOCTH 10 HAIIMOHAITHHU, PETUOHATHU WJIH OOIMHCKH 3paBHU
nporpamu o wi. 82, an. 2, T. 3 33 cnex nmoxydyaBaHe Ha 3asBICHUE OT MPUTEKATEIS HA pa3pelieHueTo 3a ynoTpeda
WJIM HETOB YITBITHOMOIIICH MPEICTABUTEN ChITIacHO mpuiioxkeHune Ne 3a, ye jkellae ChOTBETHHUST JICKAPCTBEH MPOIYKT
Jla ce 3ariala 1Mo pejaa Ha Ta3u Hapeaoa.

(2) KM 3asBneHueTo mo an. | 3asgBUTENST Mpuiiara KOMue OT BIS3IO B CHia pelieHue Ha HanuoHanHus ChbBET MO
LIEHU U peuMOypcupaHe Ha JIEKApCTBEHUTE HPOIYKTH 3a CBOTBETHHUTE JIEKAPCTBEHM NPOIYKTH, JIOKYMEHT,
YIOCTOBEpSIBAI IPEACTABUTENHATA MY BJIACT, U CIMCBK HA NPUTEXKATEIUTE HA pa3pelicHuEe 3a ThProBUs Ha €Apo ¢
JIEKapCTBEHHU IPOIYKTH, KOUTO IIE JOCTABSAT JIEKAPCTBEHUTE IIPOIYKTH.

Y. 106. (Hos — JIB, 0p. 48 ot 2014 1.) (1) 3a BCeku JIekapCTBEH MPOAYKT, 32 KOMTO € OIaJIcHO 3asBiieHue 1o 1wi. 10a,
an. 1, H30K cxirouBa 10oroBop ¢ mpuTekKaTeNs Ha pa3perieHrueTo 3a ynoTpeda Uil HerOBUS yITbITHOMOIICH
MPEJCTAaBUTEI U C TOCOUYCHUTE B 3asIBJICHUETO MPUTEKATEIN HA Pa3pelIeHUE 3a THPTOBUS HA €/IPO C JIEKApCTBEHU
IIPOAYKTH, B KOWTO C€ ITOCOYBAT:

1. moroBopeHara 1o peaa Ha Ta3u Hapea0a OTCThIIKA OT [EHATa Ha JICKAPCTBEHHS MPOJIYKT (aKO TakaBa € JOTOBOPEHA)
u croitHocTTa, Kosto H30OK mie 3amnamma B pe3ynraTt Ha JOroBOpeHaTa OTCTHITKA 32 ChOTBETHATA KaJICHIapHA TOINHA,;

2. yCIIOBHSATA U PEIBT 3a Pa3NpOCTPaHEHHE U IOCTABSHE Ha JIEKAPCTBEHUS MPOAYKT /10 JIeYeOHUTE 3aBE/ICHU S,

3. HAUMHBT HA OTYNTAHE Ha JOCTAaBCHUTEC KOJIMYECTBA OT JICKAPCTBCHUA ITPOAYKT,

4. npenocTaBsiHe HAa MH(OPMALIMS MEXKAY CTPAHUTE;

5. ycioBusta u peast 3a 3amanane oT H30K Ha nexkapcTBeHUTE MPOIYKTH B CHOTBETCTBUE C Ta3u Hapeaoa;

6. Apyru ycIOBHSL.



(2) JoroBopute 1o ain. 1 ce cKIOYBAT 32 CPOK 0 €HA TOAWHA U BJIM3AT B CHJIA OT JaTaTa Ha MOANKMCBAHETO UM HJIH
OT JIpyra OIpeiesieHa OT CTPaHUTE JaTa.

(3) HpI/I IpoMsiHa Ha HpI/ITe)KaTeJ'ISI/I/ITC Ha pa3pClICHUC 3a TbProBHUA Ha CAPO C JICKAPCTBCHU MPOAYKTU CC IMOANUCBA
JOMN'BJIHUTCIIHO CITIOPAa3yMEHHEC KbM JOT0OBOpa.

Y. 10B. (Hos — JIB, Op. 48 ot 2014 r.) JIekapcTBEHUTE MPOAYKTH 3a 3ApaBHUTE JeHHOCTH 1Mo 4. 82, an. 2, T. 3 33, 3a
KOHMTO Ca CKII0YCHH JoroBOpH 10 wi. 100, ant. 1, ce ocurypsiBaT U IOCTaBST JI0 JICUCOHUTE 3aBEACHUS 32
M3BBHOOHNYHA TToMo1I, cktouuau qorosop ¢ H30K, cermacHo . 209a, an. 1, 1. 5 3JITIXM.

Y. 10r. (Hos — 1B, 6p. 48 ot 2014 1.) (1) HatmonanHaTa 31paBHOOCUTYpUTETHA Kaca IPEIOCTaBs Ha BCEKH
MpUTEXKATEN Ha pa3pellieHue 3a ThProBUs Ha €/Ipo C JIEKAPCTBEHU MPOJYKTH 00001eHa CIIpaBKa 3a JOCTABEHUTE OT
HETo, MPUJIOKEHU U OTYETEHHU OT JieueOHUTE 3aBEICHUS JICKAPCTBEHU MPOIYKTH MPe3 MPEAXOAHUS KaJeHIapeH Mecell.
CmpaBxkara ce nmpesocTaBs B cpok 70 20-0 4KCII0 Ha Mecella U ChABpPIKA: JICdeOHUTE 3aBeICHUs 32 TbPBUYHA
M3BBHOOIHMYHA MEAUITMHCKA TTIOMOIIL, Ha KOUTO Ca IOCTABEHH JICKAPCTBEHUTE MPOIYKTH; laTa Ha MpHIaraHe Ha
JIEKapCTBEHUTE MPOIYKTH U HOMEP Ha aMOYyJIaTOPHUTE JHCTOBE, B KOUTO € BIIMCAHO MPUIIAraHeTo.

(2) IIpuTexarensT Ha pa3pelieHHue 3a THPTOBUS Ha €Ipo ¢ JeKapcTBeHHM Tpoaykru mpenctaBs Ha H30K dakrypa u
CHCIII/I(bI/IKaIII/ISI 3a JOCTABCHUTC OT HETO U MPHUJIOKCHHU JICKAPCTBCHHU MPOAYKTH IPE3 MPCAXOAHHN A KAJICHAAPCH MECCII B
ChOTBETCTBUE C MPEAOCTAaBEHATA MY CIIpaBKa 10 ajl. | B CpoK A0 25-0 YK CIIO HA Mecela.

(3) KpM pokymeHTHTE TO ajl. 2 ce MpuWjiaraT W TPUEMATEITHO-TPEIABATCITHUTE MPOTOKOIM MEXIy Je4eOHHUTE
3aBeJCHUSA U MPUTEXKATEIUTE Ha pas3pelieHUue 3a THProBUs Ha €IpO C JIEKApCTBEHUW NPOAYKTHU 32 JIOCTaBEHHUTE
JICKAPCTBEHH TPOAYKTH, TIPUAPYKCHH ChC cepTU(HUKAT 32 OCBOOOXKIAaBaHE HA CHOTBETHHUTE MApPTUIU, W3TAJEH OT
M3nbnHuTeNnHAaTa areHIys no JiekapceTBara cbriiacHo wi. 69, an. 4 3JIIIXM, unu ¢ yBegomiienue ot M3nbiHuTenHara
areHIusI 0 JIeKapCcTBaTa, 4e ChOTBETHATA MapTH/Ia MOXKe J1a Ob/ie MycHaTa Ha Tasapa, U3aIeHO ChINIacHO wi. 4, am. 2
ot Hapenba Ne 35 ot 2007 r. 3a ycinoBusTa, peia U U3UCKBaHUATA KbM JIOKYMEHTALIMATA 32 U3JaBaHe Ha cepTU(UKAT 3a
0cBOOO’KaBaHe Ha MapTU/ia IEKApCTBEH MPOAYKT oT M3mbiHuTenHaTa areHuus no jgekapctBara (B, 6p. 71 ot 2007

T.).

(4) HanumonanHara 3IpaBHOOCHUTYpUTENIHA Kaca 3alljlallla MPUJIOKEHUTE JIEKAPCTBEHM MNPOAYKTM IO ain. 1 Ha
MpUTEXKATENs] Ha pa3pellieHue 3a ThPrOBUSI HA €ApO C JIEKApCTBEHU MPOAYKTH B cpok 10 30-0 uMciao Ha Mecela,
clie/IBalll OTYETHUS Mecel], Tpe3 KOHTO ca MPHUII0KEHHU JEKapCTBEHUTE POIYKTH.

Y. 10a. (Hos — JIB, 6p. 62 ot 2015 1., B cruta ot 14.08.2015 1.) JlekapcTBeHute npoaykru mo 4wi. 45, an. 13 330, 3a
KOMTO HE ca IOTOBOPEHHU OTCTHITKH 10 pejia Ha Ta3u Hapenoa, He ce 3artam@aTt ot H30K.

Pazngea I

(Hos — JIB, op. 62 o1 2015 r., B cus1a ot 14.08.2015 r.)

YciaoBusi M pea 3a 3amjaliaHe M3BbH CTOMHOCTTA HA MEAMIMHCKHUTE YCJIYrM Ha
JIEKAPCTBEHH MPOAYKTH MO WI. 262, aj. 6, T. 2 3JIIIXM, npujio;KuMu NMpH JIeYeHUETO HA
3JI0Ka4YeCTBEHH 3200/I9BaHUA B 00JJHUYHATA MeJUIMHCKA MTOMOII]



Y. 10e. (Hos — JIB, O6p. 62 ot 2015 1., B cruta ot 14.08.2015 1.) (1) HarmonanuaTa 31paBHOOCUTYPUTEITHA Kaca
3aIulalia 1o pejia Ha Ta3u Hapea0a U3BBH CTOMHOCTTA Ha OKa3BaHUTE MEUIIMHCKH YCIYTH JIEKapCTBEHU MPOIYKTH OT
IUIC o un. 262, an. 6, 1. 2 3JIIIXM, BKIIOUEHHU B NaKeTa, OIpeesieH ¢ HapeadaTa mo wi. 45, an. 2 330, npuioxumMu
IIPH JICYEHUETO Ha 3JI0KaYeCTBEHUTE 3a00IIsIBaHUs, 3aIUIalllaHU B OOJTHUYHATA METUIIMHCKA TTOMOIIL

(2) JlekapcTBeHHTE MPOIYKTH MO all. | ce 3aruiam@ar cien MmojlydaBaHe Ha MHUCMEHO 3asBIIEHHE OT MPHUTEXaTess Ha
paspeleHneTo 3a YnoTpeda Wi HEeroB yI'bJIHOMOILIEH MPEACTaBUTEN, Ue XKejlae ChbOTBETHUST JIEKAPCTBEH MPOIYKT Ja
ce 3arulala 1o peia Ha Ta3u Hapenda chriacHo npuioxenue Ne la.

(3) KM 3asiBieHHETO MO all. 2 ce Mpuiiara Korue oT BIS3IO0TO B CHIIa pelleHre Ha HammoHamHus ChBET MO IIeHU U
peuMOypcupaHe Ha JICKAPCTBEHUTE MPOIYKTH.

(4) Tlpu mocTenBane Ha 3asBienueTo no ai. 2 H30K ce 3aabmkaBa:

1. na nedpunupa H3OK xop 3a BCeku JIeKapCTBEH MPOJIYKT;

2. 5a p[ane yKa3aHWS OTHOCHO TMPEAMMCBAHETO H OTHYCKAHETO Ha JIGKAPCTBEHUTE TMPOAYKTH CHOOpa3HO
TEPANeBTUYHUTE CXEMU 3a JICUCHHE, YCTAHOBEHU B HAI[MOHAJIHUS PAMKOB JOTOBOP 3a MEIUIIMHCKUTE JEWHOCTH IO
1. 53, an. 1 330 u geiicTBamiata HopMaTUBHA ypeaoa;

3. Ja U3roTBU ChbOTBECTHUTE CIICKTPOHHU (bOpMaTH 3a JIinara, Ha KOUTO 3alljialia.

(5) B cpok 0 enH Mecer] OT M3roTBsiHE HAa MH(opMamuaTa 1Mo aji. 4 chlaTa ce MyOIMKyBa Ha MHTEPHET CTpAaHHIIATa
"Ha H30K.

(6) 3annamanero Ha BIoueHUTe npe3 rogunara B [UJIC mo un. 262, an. 6, 1. 2 3JIIIXM nexkapcTBeHH MPOIYKTH C
HOBU MEXIYHApOJHU HEMATEHTHUM HAWMEHOBAHMS MO aj. | M HOBU IOKA3aHUS Ha CHIBPKALMTE CE€ B CIHCHKA
JIEKapCTBEHHW TPOAYKTH IO MEXKIyHApOJHO HEMAaTeHTHO HaWMEHOBAaHWE, KOMTO HE ca 3alJlallldHu, 3aro4yBa OT
HayaJjo0To Ha Clie/IBalliaTa KaJeHJapHa rojinHa.

(7) CHuCBKBT € JICKAPCTBEHHUTE MPOJYKTH MO al. 1, 3a KOMTO ca TONAJCHU 3asBICHHS IO all. 2, ChIbpPXKAIL
MCKAYHAPOAHNU HCIMATCHTHU HAWMMCHOBAHHWSA, TBPrOBCKM HAMMCHOBAHUA U CHOTBCTHATA JaTa, OT KOATO H30K ™
3ariai, ce myoJMKyBa Ha opuimaiHaTa nHTepHeT crpanuna Ha H30K.

Y. 10:x. (Hos — JIB, 6p. 62 ot 2015 1., B cuna ot 14.08.2015 r.) (1) Hartmonanuara 31paBHOOCUTYPUTENIHA Kaca
3arniaiia JeKapCTBEHUTE MPpOoAyKTy 1o wi. 10e, an. 1 Ha U3MBIHUTEINTE Ha OOJTHUYHA MEIUITMHCKA TTOMOII], OKa3alu
CHOTBETHHUTE MEITUITMHCKU YCIYTH HA 33bJDKUTEITHO 3IPABHOOCHTYPEHH JINIIA ChC 3TIOKAYECTBEHH 3200 ISIBAHHSI.

(2) JlekapcTBEHHUTE MIPOAYKTH IO . | ce 3ariamar B Ciydaid, 4e ca MpeanucaHu, MPUIOKEHH W OTYETEHU, KaKTO U
MEAMITUHCKUTE YCIYTU Ca OKa3aHW W OTYETCHH IMPHU YCIOBUSTA U MO pefa, ycraHoBeHu B 330, Hapenbara mo wi. 45,
an. 2 330 u HaIMOHAJIHKS PAMKOB JIOTOBOP 32 MEIUITMHCKUTE AeHOCTH 10 wi. 53, ain. 1 330.



Ya. 103. (Hos — IB, Op. 62 ot 2015 1., B cuna ot 14.08.2015 r.) (1) Hartmonanuara 31paBHOOCUTYpUTENTHA Kaca
3aIUTalia Ha U3IIBJIHUTENNTE HAa OOJTHUYHA MEANIIMHCKA TTOMOII 32 MPUJIOKEHH OT TAX IIPU U3BBPIIBAHE HA
MEIMIUHCKUTE YCIYTH JIeKapcTBEHU MpoaykTu mo wi. 10e, an. 1 cnen npencraBsHe Ha (GakTypa K eIeKTPOHHA
¢akTypa; crienuprKalus 3a MPUI0KEHHU JEKapCTBEHU MPOAYKTH U "OTUeT 3a JeUeHUE C JIEKapCTBEHU MPOIYKTH 110
KIMHUYHHU MPOLEAYpH/Ipolieypa 32 UHTEH3UBHO JICUEHUE WK 110 KIMHUYHY ITBTEKU B 00J1aCTTa HA OHKOJIOTUATA,
OHKOXEMaTOJIOTUSATA U HEOHATONOTHATA" IO 00pa3Ii ChIIACHO HALMOHAIHUS PAMKOB JIOTOBOP 32 MEJUITUHCKUTE
neriHoct mmo wi. 53, an. 1 330.

(2) snbaauTenuTe Ha OOMHUYHA MEIUIIMHCKA ITOMOI] MPEACTaBIAT OTYETHUTE JOKYMEHTH IO ajl. 1 eXeMecedHo B
ChOTBETHATa palilOHHA 3][PaBHOOCUTYPUTENIHA Kaca MO YTBBP/EH rpaduk 10 OCMHS pabOTEeH JIeH Ha Mecela, Clie/IBalll
OTUYETHHSI.

(3) HaumonanHara 31paBHOOCUTYPUTENIHA Kaca 3arljlallia €XEMECEUHO JIEKapCTBEHUTE NpoaykTH 1o wi. 10e, an. 1 ciex
IIPOBEpPKA HA OTYETHUTE TOKYMEHTH I10 ai. 1.

(4) Inam@auusTa HA U3MBIHUTEIUTE HA OOMHUYHA MeAUIIMHCKA oMo ce u3BbpuBar oT P3OK mo 30-o uucio Ha
Mecela, ceIBaIl OTYCTHHSI.

(5) IlpunokeHUTE W OTYETCHHU JICKAPCTBEHU NpoAykTh 1o wi. 10e, am. 1 ce 3amiam@ar mpu yCIOBUS U IO per,
ompejieNieHd B Ta3u Hapenda u ckmodeHute Mexay H30K u usmbpnHuTEennTe Ha OONMHMYHA MEAWIIMHCKA TTOMOII
Joroopu 1o ui. 59, an. 1 330.

Y. 10u. (Hos — JIB, Op. 62 ot 2015 1., B cuna ot 14.08.2015 1.) JlekapcTBeHuTE MpOoayKTH 110 Wwi. 45, ain. 19 330, 3a
KOWTO HE ca JOTOBOPEHU OTCTHIIKU IO pejia Ha Ta3u Hapenda, He ce 3aruiamar ot H30K.

I'naBa Tperta

YCJIOBHUA U PE/ 3A BAIUVTAINIAHE HA ME/IMITUHCKU U3JIEJIUSA U JUETUYHU
XPAHU 3A

CIHEHUAJIHA MEINLUHCKH HEJIN

Paszpea 1
(Hos - /IB, Op. 48 o1 2014 1.)
YcaoBud U pejl 3a 3alI1alaHEe HA MeIMUUHCKHU U3/1eJ U

Ya. 11. (M3m. — JIB, 6p. 48 ot 2014 1.) (1) Hanmonanxara 31paBHOOCUTYpUTETHA Kaca 3aruiamma 3a MU, BxIoueHu B
ciicbka Mo HapenOara 3a ycnmoBusiTa M pella 3a ChCTaBSIHE Ha CIIMCHK Ha MEAMIIMHCKHTE W3Aenus mo wi. 30a ot
3akoHa 3a MEAUIIMHCKUTE W3JENUs U 32 ONpeAeisHe Ha CTOHHOCTTAa, JO KOSTO T€ Ce 3alllalliaT, MpHeTa C
[TocranoBnenue Ne 364 ma Munucrepckusi ceBer ot 2011 1. (B, 6p. 104 ot 2011 1.), 32 KOHTO € OmpenerIcHa
CTOMHOCTTA, JI0 KOSTO T€ CE 3alljIalliaT Mo pejia Ha IiaBa TpeTa, paszaen | ot Hapenbara.

(2) MemuumHCKATE W3NS 11O ajl. 1 cienBa aa OTroBapsT Ha M3MCKBaHUATAa Ha 3MU u mMoa3akoHOBHTE HOPMATUBHHU



AKTOBC 10 HCTOBOTO IIpUJIaraHe.

Ya. 12. (M3m. — 1B, 6p. 48 ot 2014 1.) (1) (U3m. — [IB, 6p. 62 o1 2015 1., B cuna ot 14.08.2015 r.) MenuuuHckuTe
W3JIeNus, IPUJIaraHy B YCIOBUATA HA M3BBbHOOIHMYHATA MEUIIMHCKA [TOMOILL, ca MpeIHa3HaYeHHU 3a 3a00JI1BaHus,
OIIpEe/IeNIEHU B CIIMCHKa 110 uil. 45, an. 4 330.

(2) (Hom. — B, 0p. 95 or 2018 r. , B cuna ot 16.11.2018 r.) MeaquuuHCKUTE U3ENKS, PUIIAaTaHU B YCIOBUATA Ha
OonuuuHaTa MeguiMHcka momoll, ce 3ammamar or H30K u3BBH LIEHHUTE HAa CHOTBETHUTE KIMHUYHHU ITHTEKH, B
U3IIBJIHEHWE Ha JJOTOBOPUTE 3a OKa3BaHE Ha OOJHMYHA MEAMIIMHCKA MOMOLI, CKIIOUYEHU MEXIY MU3IBbIHUTEIUTE Ha
MEAMIIMHCKA IOMOIIl M IMPEKTOpa Ha ChOTBETHATa pailoHHa 3apaBHoocuryputenHa kaca (P30K), ¢ uskitoueHue Ha
MU, xouto H3OK 3annama Ha OpPOM3BOAUTENHM WA THProBUM Ha eapo ¢ MU uiam TEeXHW YIIBIHOMOILCHU
npejacTaBuTeNny, ckmounin forosopu ¢ H30K 3a nocraBka Ha MU o pena Ha Hapenbata mo wi. 11, an. 1.

Yua. 13. (U3m. - B, 6p. 67 ot 2011 1., Op. 48 ot 2014 r.) (1) HammonamHara 31paBHOOCUTYpUTEITHA Kaca B
ChOTBETCTBUE C TPEABHJICHUTE CPEICTBA B OIO/DKETa CH 3a CHOTBETHATA KaJICHJApHA TOJMHA €KETOJHO ONpeess
rpynute MU, KakTo ¥ CTOMHOCTTA, JI0 KOSITO T'H 3aIljalia, PH YCJIOBHSATA U 110 pela Ha HapeaOara o wi. 11, ai. 1.

(2) Exxeronno, cnex npuKiIrOYBaHe Ha MpoleaypaTa o Hapeabara mo wi. 11, an. 1 3a onpenensiHe Ha CTORHOCTTa, 10
kosito H30K 3annama MU, npunannexxanm xkeM eana rpyna, H3OK cwcrass:

1. cnucek ¢ MU no rpynu, kouto H30K 3amnama B ycrnoBusita Ha M3BBHOONHHMYHATA MEIUIIMHCKA TOMOII, W
cToiHOCTTa, 110 KosATo H30OK 3amaria 3a Besika rpyma;

2. (m3m. — 1B, op. 95 ot 2018 r. , B cuna ot 16.11.2018 r.) cnucek ¢ MU no rpynu, kouro H30OK 3annama B
yCIIOBHUSTA Ha OOJITHUYHATA MEAWITMHCKA TTIOMOIIL, U CTOMHOCTTA, 10 Koaro H30OK 3amamia 3a Besika rpyra Ha:

a) Jle4ueOHU 3aBeeHUs B W3IBIHEHHE Ha JIOTOBOPUTE 3a OKa3BaHE Ha OOJHMYHA MEIMIIMHCKA IOMOIL, CKIIOUEHHU
MEXly U3IIBIHUTENN Ha MEAUIIMHCKA TOMOLI M IupekTopa Ha cboTBeTHaTa P30K;

0) MpOMU3BOUTENN UJIH THPrOBLUHU Ha eApo ¢ MU UM TeXHU YIIBIHOMOIICHH MPEICTaBUTENH, CKIIOYMIN JOTOBOPH C
H30K 3a nocraBka Ha MU no pena Ha Hapenodara mo wi. 11, an. 1.

(3) Cnuceiute mo an. 2 ca chboOpa3eHU C PE3YyJITaTUTE OT MPOIeaypara Mo ONpeiesisiHe Ha CTOMHOCTTA, 10 KOATO
H3O0K 3annama MequnuHCKATE W3AeTus ChIilacHO HapembaTa mo wi. 11, an. 1 u ¢ wi. 30, an. 1 ot HapenbaTa 1o .
11, am. 1.

Ya. 14. (Mzm. — JIB, 6p. 48 ot 2014 1.) (1) Harquonanuara 3npaBHOOCHTYpUTENIHA Kaca 3aruiania MU ot ciuceiiuTe mo
. 13, an. 2, 3a KOUTO ca MOAAICHU MTMCMEHHU 3asBJIeHus 110 4wi. 30, ait. 2 ot HapeabaTta o wi. 11, am. 1, ot
MPOU3BOAUTEIUTE WJIH THPTOBIIMTE HA €IPO C MEIUIIMHCKN U3/ICNUS U/UITU TEXHUTE YITHTHOMOIICHHU TTPEICTABUTEIH.

(2) Haumonannara 3qpaBHOOCUTYpUTENHA Kaca 3amiama MUY o an. 1 1o cToiiHOCTHTE, TOCOYEHH B CIUCBHIUTE 10 YJl.
13, an. 2.

(3) B caygante Ha goroBopenu orcthiikn H30K 3ammama g0 HamaneHara ¢ pasMepa Ha OTCThIIKaTa ChOTBETHA



CTOMHOCT 110 all. 2.

(4) HaunonanHara 3paBHOOCUTYpUTENHA Kaca 3armama MU mo otyeTeHara CTOWHOCT, HO HE TTOBEYE OT CTOMHOCTTA
mo ai. 2 u 3.

Y. 15. (U3m. — 1B, 6p. 48 ot 2014 1.) (1) Hartmonanuara 31paBHOOCUTYpUTETHA Kaca IPEYCTAaHOBSBA 3aIlJIAIlAHETO
Ha MU B cneguuTe ciydau:

1. mpu 3anmnuaBane Ha MU 0oT cniuchka Ha METUIMHCKUTE M3aenus mo wi. 30a oT 3akoHa 3a MEAUIIMHCKUTE U3ACTHS,
M3BBPINCHO 0 peia Ha HapenOarta mo wi. 11, amn. 1;

2. mpu mojilaBa”e OT JinijaTta mo wi. 14, an. 1 Ha 3asBiIeHUE ChITacHO NpuiiokeHue Ne 30, de skenasT J1a ce mpeKkpaTu
3amJIalaHeTo Ha ChOTBETHOTO MU.

(2) B 3asBnenuero no ain. 1, T. 2 ce mocouBa CpOKbT, 10 KOMTO IIe ObJAT OCUTYPSBAHHU KOJUYECTBA OT CHOTBETHUTE
MU, koiiTo He MOXke J1a Ob/Ie TO-KPaThK OT TPU Mecelia.

(3) B 3aBucumocT OT nataTa Ha mojaBaHe Ha 3asBieHHeTo mo an. 1, . 2 H30K mpeycraHoBsiBa 3amiaiiaHeTo Ha
cboTBEeTHOTO MU 0T 1-BO ymMCII0 Ha KaJleHJapHUS MeCell, Ce/IBall] M3THUaHe Ha CpoKa 110 aj. 2.

Ya. 16. (1) (U3m. — IB, 6p. 48 ot 2014 r.) 3a ormyckane Ha MU ot cniuceka mo wi. 13, am. 2, . 1 H30K cxmoura
JIOTOBOPH C JIUIIA, MTOJYIUIN paspemenue mo wi. 229, an. 2 3JITIXM 3a TeproBus Ha ApeOHO C JICKAPCTBEHH MTPOTYKTH.

(2) (HoBa - JIB, Op. 48 ot 2014 r.) Koraro nuiiero 1o aji. 1 1 ppKOBOJAUTENAT Ha anTekaTa HE ChBITQJIAT, JIOTOBOPHT CE
ChIVIaCyBa M OT PHKOBOJUTEIISA HA allTeKaTa.

(3) (Uzm. - IB, 6p. 67 ot 2011 r., mpequmma an. 2, usM., op. 48 ot 2014 r.) loroBopute 1o an. 1 ce cKIOYBaT upe3
nupekropa Ha P3OK, Ha unusiTo TepuTOpHS € anTeKara, Ipyu YCIOBUSA U 1O pell, yCTAHOBEHU B CHOTBETCTBHE C 4il. 45,
an. 15 330.

(4) (IIpenuuma an. 3, uzm. — JIB, 6p. 48 ot 2014 r.) Hattmonanuara 31paBHOOCUTYPUTENTHA Kaca 3arjiamia Ha JIMIjaTa mo
an. 1 3a ormycHatu ot Tsx MU cnien mpencTaBsiHe Ha €IEKTPOHEH OTYET, U3TOTBEH ChOOPA3HO EIEKTPOHHUS (Popmar,
nyOoJMKyBaH Ha HHTepHeT cTpaHuiata Ha H30K.

(5) (Ilpegumma an. 4, uzm. — 1B, 6p. 48 ot 2014 r.) OtnycHatute u ordyerenn MU ce 3amnamar ot H30K npu
YCJIOBHS U 11O PeJl, ONpeieNieH! B Ta3U Hapea0da U CKIIOYEHUTE T0TOBOPH.

Y. 16a. (Hos — /1B, 6p. 48 ot 2014 1.) HantmonayiHaTa 31paBHOOCUTYpHTEIIHA Kaca 3aruiamia 3a MU mo ui. 16, an. 1
Ha OTIYCHAJIUTE I'M allTeKu B CPOKOBETE, ONPEJICIICHH 3a 3allJIalllaHe Ha JIEKAPCTBEHUTE MPOIYKTH 32 JOMAIIHO
JIeYeHHe ChIVIACHO IJ1aBa BTOpa, paszaen L.

Y. 166. (Hos — JIB, 6p. 48 ot 2014 1.) (1) Harnonanuara 31paBHOOCUTYPUTEIHA Kaca J1aBa yKa3aHUS OTHOCHO pefia
3a MpeanrcBane u oTnyckane Ha MU ot ciuchka mo wi. 13, am. 2, T. 1.

(2) YkazanusTa o an. 1 ce myonukyBar Ha uHTepHeT crpanunara Ha H30K.



Y. 168. (Hos — /1B, 6p. 48 or 2014 1.) (1) (Hom. — IB, 6p. 95 ot 2018 1. , B cruta ot 16.11.2018 r.) Hartmonanuara
3PaBHOOCUTYpHUTENHA Kaca 3ariana MU ot ciucwka mo wi. 13, an. 2, T. 2, OykBu "a" u "0" Ha neueOHUTE 3aBEICHUS,
CKITFOUUIH goroBopu mo 4i. 20, an. 1, 1. 4 330 3a oka3BaHe Ha OOTHUYHA METUITMHCKA TOMOIIl M Ha TTPOU3BOAUTETN
WJIM THPToBIH Ha eApo ¢ MU unu TexHu ymbJIHOMOIICHHU MpeacTaBUTENH, ckimtouniin foroBopu ¢ H30K 3a nocraBka
Ha MU no pena Ha Hapexbarta mo wi. 11, aim. 1.

(2) MeauumHCKATE U3CUS 11O ajl. 1 ce 3ariamaT npy HaJIu4due Ha CICHUTE YCIOBUS:

1. BIOXXEHHU ca IIpyu HU3NBIHCHUC Ha KIWMHWYHA IIbTCKAa CBITIACHO HW3HMCKBAHHATA HaA JII/IaFHOCTI/I‘IHO-He‘—Ie6HI/ITe
AJITOPUTMHU 3a U3IBIHCHUC HAa CBOTBCTHATA KIIMHWUYHA IIBTCKA, YCTAHOBCHU B HAIMOHAJIHUTEC pPAMKOBHU I0IOBOpPH,
MNPpUIOXKUMU ITPE3 CbOTBCTHATA I'OJIMHA,

2. W3MNBIHCHU ca HN3UCKBAHUATA, CBBP3aHU C OKa3BAHC Ha OOoJHUYHA MCINIWUHCKa IIOMOI, YCTaHOBCHU B
HaOWUOHAJIIHHUTEC paMKOBH JOTOBOPH, ITPHUITOKUMU IMMPE3 CbOTBETHATA 'OAUHA,

3. (uam. — JIB, op. 95 ot 2018 r. , B cuiia ot 16.11.2018 r.) oTueTeHu ca ot JieueOHUTE 3aBeeHUs 1Mo al. | 1o pena,
YCTaHOBEH B HAIlMOHAITHUTE PAMKOBH JIOTOBOPH, TIPUIIOKUMH TIPE3 ChOTBETHATA TOJMHA.

(3) (dom. — IB, op. 95 o1 2018 1. , B cuna ot 16.11.2018 r.) HanmonanHaTa 31paBHOOCUTYpHUTENIHA Kaca 3ariama MU
OT cnuchbka mo wi. 13, am. 2, T. 2, OykBa "a" Ha JeueOHUTE 3aBEJCHUS MO al. | cieq mpeacTaBsHE Ha CICIHUTE
MIBPBUYHU MEIUIIMHCKA U (MHAHCOBO-OTYETHHU JOKYMEHTH:

1. dhakTypa unm enekrpoHHa (akTypa;

2. CHCI_II/I(I)I/IKaI_[I/ISI 3a BJIOXKCHUTC MCAUITMHCKHN U3ACINA 110 ChbOTBCTHATA KIIMHHUYHA ITBTCKA,

3. CK3CMILJISIp HaA q)OpMy.]'ISIp 3a BJIOXKCHH MCIAMWIMHCKWU U3OCITIHNA, CTOMHOCTTA Ha KOUTO C€ 3aljaia OT H30OK wu3BbH
OeHaTa Ha KIMHHUYHaTa II'bTCKaA.

(4) (M3m. — 1B, Op. 95 ot 2018 1. , B cuna ot 16.11.2018 r.) JleueOuuTe 3aBeeHus 1Mo ai. 1 MpeacTaBsIT OTUETHUTE
nokymeHTH exxeMmecedHo B P3OK mo yrBBpaeH rpaduk, onpenesieH mo peaa, YCTAaHOBEH B HAIMOHAIHHUTE PAMKOBH
JIOTOBOPH, MPHUIIOKUMH IIPE3 CbOTBETHATA TOJIMHA.

(5) q)OpMaT’bT Ha OTYCTHUTC HNOKYMCHTHU CC OOTOBapsA B HAIIMOHAJIHUTC pPAMKOBH JIOTOBOpHU, IMPHUIOKUMHU IIPE3
ChOTBECTHATA I'OJJMHA.

(6) (Hosa — JIB, op. 30 ot 2015 r., u3m., op. 95 ot 2018 r. , B cuna ot 16.11.2018 r.) Koraro npu usnbiHeHuEe Ha
KIMHUYHATa MbTEKA Ca BJIOKEHU €JIEMEHTH OT MEIMLIMHCKU H3JeNus, MPUHAUIeKAIM KbM IOBEYE OT €IHO
rpylnupaHe CbINIACHO CUChIUTE 1o wi. 13, an. 2, T. 2, OykBu "a" u "0", H30K 3amnama croifHocT, kKosiTo € cOop oT
LIEHUTE 110 €JIEMEHTH, OTPa3eHU BbB (PaKTypara, HO HE [10-BUCOKA OT Hali-BHCOKaTa CTOMHOCT, IIOCOYEHA B CIUCHKA 32
CBhOTBETHOTO IPYyIUpaHe, OT YUUTO €JIEMEHTH € ChCTaBEHa BIIOXKEHATa CUCTEMA.



(7) (HoBa — /1B, op. 95 ot 2018 1. , B cruta ot 16.11.2018 r.) HanimonanHaTa 31paBHOOCUTYpHTEIIHA Kaca 3amiamma MU
OT crnuchka mo uwi. 13, am. 2, 1. 2, OykBa "0" Ha MPOM3BOAUTENH WM THPTOBIU Ha eapo ¢ MU wmim TexHu
VI'BIHOMOIIEHH MPEJCTaBUTENH 110 al. | cjen npeacTaBsHe Ha CIeTHUTE JOKYMEHTH:

1. daxrypa unu enexrpoHHa Qaxrypa;

2. 00oO011ieHa cripaBKa 3a AOCTaBeHUTE U BioxkeHUTe MU Mo chbOTBETHM KIMHUYHHU I'BTEKHU, OTYETEHU OT JICUSOHUTE
3aBeICHUs Mpe3 MPEeIXOAHUs KajleHaapeH mecell, noigydeHa oT H30OK B u3nbiiHeHHEe Ha TOTOBOPUTE 3a JIOCTaBKa Ha
MU no pena va Hapenbata o ui. 11, am. 1;

3. cienudukaIys 3a TOCTAaBEHUTE U BIIOKeHUTEe MU 10 ChOTBETHU KIMHUYHM IMTBTEKH MPE3 MPEIXOTHUS KaJeHIapeH
Mecell, ChOTBETCTBAIIA Ha KOJIMYECTBATa MO CIpaBKaTa 1o T. 2.

Ya. 16r. (Hos — JIB, 6p. 48 ot 2014 r., nom., 6p. 95 ot 2018 . , B cuna ot 16.11.2018 r.) Hartnonanuara
3PaBHOOCUTYPUTEIIHA Kaca 3arliallia exxeMeceuHo BioxeHuTe MU o ui. 13, a. 2, T. 2 cie mpoBepka Ha
JIOKYMEHTHUTE 110 Wi. 168, ain. 3 u an. 7 1o 30-o0 uyncno Ha Mecella, cJeBall OTYETHHSI.

Y. 17. (1) [Ipou3BoauTensT WIIM HETOB YITHIHOMOIICH TIPEACTaBUTEN € ITkkeH na yBenomu H30K B ciydanTe Ha:

1. (u3m. — [IB, 6p. 48 ot 2014 r.) mpomsiHa Ha THPTOBIUMTE Ha €0, KOUTO IIe JocTaBaT MU o antekute/neuebHuTe
3aBesieH s, cKIounin gorosop ¢ H30K;

la. (HoBa — /IB, Op. 48 ot 2014 r.) mpomsiHa B nHpopMarusara mo wi. 5, ain. 1 u wi. 8 ot Hapeabara mo wi. 11, ai. 1;
2. (mom. — JIB, 6p. 48 ot 2014 r.) npyru 0OCTOATENCTBA, CBBP3aHH C OCUTYpsIBaHE W 3arutamiane Ha M.

(2) YBenomnenuerto 1o ai. 1 ce u3BbpIIBa B 7-THEBEH CPOK OT HACTHIIBaHE HA TPOMEHUTE.

Pazgea 11
(Hos - IB, Op. 48 o1 2014 1.)
YciaoBus M pej 3a 3anJIallaHe HA JUETHYHM XPAHHU 32 CHEMAJHHA MeIUIUHCKH eI

Y. 18. (M3wm. - JIB, 6p. 67 ot 2011 1., 6p. 48 o1 2014 1.) (1) (Hom. — [IB, 6p. 62 ot 2015 1., B cumna ot 14.08.2015 r.)
Hamuonanuara 3npaBHoocuryputenna kaca 3ariamnia 3a JIXCMI] o un. 1, T. 5, npeana3znauenu 3a 3a00/1s1BaHMs,
OMpECNICHU B CIMCHKA 110 wil. 45, an. 4 330, KOUTO OTroBapsIT Ha U3UCKBaHUATA Ha 3X U MOA3aKOHOBUTE
HOPMAaTHBHU aKTOBE MO MPUJIATaHETO MY.

(2) Hanuonanuara 3apaBHOOCUTYypUTENHA Kaca 3amuiaiia 3a JIXCMI] no cnuckk, onpeaenen ot Haa3opuus cbhBeT Ha
H3O0OK cwrmacuo un. 56, an. 2 330, 3a enuHUIIAa BENIECTBO MJIM ONIPEEIeHa MECEUHA CTOMHOCT.

(3) Hatmonanuara 3apaBHOOCUTYpUTENHA Kaca 3aruiania 3a JJXCMI] o an. 2, mpu ycioBue 4e T€ c€ 3arial@aTr OT
OOILECTBEHHU 3/PABHOOCUTYPUTENIHU (JOHIOBE, IPU CHUMTE 3a00JIABaHUS WM WHIUKAIIMM Hal-Malko B TPHU OT
ciennute appxxkasu: Pymbaus, Yexus, Ecronus, ['epius, Yarapus, JIutsa, [lopryranus u Ucnanus.

Ya. 19. (Hos - [IB, 6p. 67 ot 2011 1., u3m., O6p. 48 ot 2014 1.) (1) Harmonanuara 31paBHOOCUTYpUTENTHA Kaca 3arljiamia
3a JIXCMI] crnen monmydyaBaHe Ha MHUCMEHO 3asBICHUE OT MPOU3BOJUTEINS UM HETOB YII'BIHOMOIICH ITPEICTAaBUTE, Ue
’KeJlae ChOTBETHHAT MPOIYKT JIa ce 3arliallia o pesia Ha Ta3u Hapeada ChIilacHO mpuitokeHue Ne 4.



(2) B 3asBnenuero mo ain. 1 ce mocouBar THProBIUTE HA €po, KoUTo Iie goctaBar JIXCMII no antekuTe, CKIFOYAIN
norosop ¢ H30K.

(3) KbM 3asiBIIeHHETO C€ MpUJIarar:

1. nexnapanus, uye crorBeTHara JJXCMI] otroBaps Ha ycinoBueTo mo wi. 18, an. 2, KaTo ce moco4yBaT KOHKPETHUTE
oOmmecTBeHH (OHIOBE B ChOTBETHATA IbPKaBa;

2. eknapanus 3a Cbrilacue OT ThbPrOBIIMTE HA €pO, TOCOUEHHU B 3asIBJICHUETO, 3a JocTaBka Ha JIXCMIL];

3. neknapanus, ye CbOTBETHUSAT 3aIBUTE MOXKE Ja OcurypsBa peryisipHo 3asBenute JIXCML] 3a nepruoa He mo-MairbK
oT 12 xaneHapHU Mecela;

4. TOKyMEHT, yI0CTOBEpPSBAIIl IPEJCTaBUTEIIHATA BJIACT HA 3assBUTENIS.

Y. 19a. (Hos — /1B, 6p. 48 ot 2014 1.) (1) CiuchksT mo ui. 18, an. 2 chabpka:

1. Bug/moaua Ha JIXCMII;

2. TeproBcko HauMmeHoBanue Ha JIXCML];

3. dopma/komuuecTBO;

4. croriHoCT, 3amamana ot H30K;

5. yCIIOBHSI 32 IPEANUCBAHE U OTITYCKAHE;

6. H3OK xoz.

(2) CriucekbT ce mydarKyBa Ha HHTepHET cTpaHuniata Ha H30K.

(3) CriuchKbT MOKE J1a OBbJIC TOMBJIBAH BEAHBK TOIUIIHO.

Y. 196. (Hos — JIB, 6p. 48 ot 2014 1.) (1) 3a otnyckane Ha JIXCMI] H30K ckirouBa 10roBOpH € JIHIIA, TOTYIUITN
pazpemeHue o wi. 229, an. 2 3JIIIXM 3a TeproBus Ha IpeOHO C JIEKApCTBEHU MPOIYKTH.



(2) Koraro JJUIOECTO 110 aJl. ln PBKOBOAUTCIIAT HA alITCKaTa HC ChbBIIAAaT, JOTOBOPHT CC€ CHITIACYBA U OT PBKOBOJUTCIIA
Ha alTékara.

(3) HoroBopuTe mo ain. 1 ce ckmouBar ypes aupekropa Ha P3OK, Ha unsaTo TepuTopus € anrtekaTa, IpH YCIOBUS U TIO
pel, yCTaHOBEHU B ChOTBETCTBHUE ¢ Wwi.45, an. 15 330.

(4) Hartmonanuara 31paBHOOCUTYpUTENTHA Kaca 3alliallia Ha junara mo ai. 1 3a ormycHatu oT Tiax JXCMI] cnex
MpPE/ICTaBsIHE HA €JIEKTPOHEH OTYET, U3TOTBEH CHOOPA3HO €JIeKTPOHEH (opMmaT, KOMTO ce MyOJuKyBa HAa WHTEPHET
crpannnara Ha H30K.

(5) Otniycnarute u otueternu JIXCMI] ce 3amnamar ot H30K mipu ycnoBus u 1o pef, onpeeneHy B Ta3u Hapeada u
Ch0OOpa3HO CKIIOYEHUTE JI0TOBOPH 110 all. 1.

Y. 198. (Hos — JIB, Op. 48 ot 2014 1.) (1) [Ipon3BOAUTENAT MU HETOB YII'BIHOMOIICH MPEACTABUTEN € JITHKCH Ja
yeenomu H30K B ciiyuaute Ha:

1. mpoMsiHa Ha THProBUUTE HA e1po, KouTo 1ue JoctaBat JAXCMIL no antekure, cknrounian gorosop ¢ H30K;

2. Apyru 0OCTOSTENCTBA, CBBP3aHU C OcUTypsiBaHe U 3aran@He Ha JIXCMLI,

(2) YBenomsaBaneTo 1o ai. 1 ce u3BbpIIBA B 7-THEBEH CPOK OT HACTHIIBAHE HAa TPOMEHUTE.

(3) B cnygaute mo an. 1 B 5-mHeBeH cpok oT yBemomsiBaHeTo H3OK omoBecTsiBa Ha MHTEpHET cTpaHUIATa CH
noaaaeHaTa HHGOpMAaIHsl.

Ya. 19r. (Hos — JIB, 6p. 48 ot 2014 r.) (1) HatmonanuaTa 31paBHOOCUTYPUTEIHA Kaca JlaBa yKa3aHUs OTHOCHO pefa
3a npeanucBane u otnyckane Ha JAXCMII, 3amnamanu ot H30K.

(2) YkazanusTa o an. 1 ce myonukyBar Ha uHTepHeT cTpanunara Ha H30K.

Y. 19a. (Hos — JIB, 6p. 48 ot 2014 1.) (1) [Ipon3BOAUTENAT UM HETOB YITHITHOMOIICH MPEJCTABUTEN MOXKE /1a
nonaae 1o H30K 3asBienne copritacHo npunoxeraue Ne 30, ge xkeae Ja ce mpekpaTH 3arialliaHeTo Ha ChOTBETHATA
JAXCMI] o pena Ha Ta3u Hapeaoda.

(2) B zasBnenuero mo an. 1 ce mocouBa CpOKbT, 10 KOMTO e OBAAT OCUTYPSBAHHM KOJMYECTBA OT CHOTBETHATA
JAXCMLI, kato Toit He MOXe /1a ObJie TO-KpaThK OT TPU Mecelia.

(3) B 3aBucumocT OT narara Ha mojaBaHe Ha 3asBiaeHuero no an. 1 H30K mpeycraHoBsiBa 3amiam@HeTo Ha
crorBeTHaTa JIXCMI] 0T 1-BO 4MCII0 HA KaJeHIapHUS MECEll, CJIeIBAI] M3THYaHE Ha CPOKa 1Mo all. 2.



(4) B ciygauTte 1o an. 1 B 5-1HeBeH cpok oT mojaBaHe Ha 3asBieHnero H30K omoBecTsiBa Ha MHTEpPHET CTpaHUIlATa
cu uHGOpPMaIHITa, TOCOYCHA B 3asSBICHUETO.

I'naBa yeTBBpPTA

(Hosa - /IB, op. 67 ot 2011 1.)

YCJI0OBUA, KPUTEPUU U PEJA 3A JOI'OBAPAHE HA OTCTBIIKU 3A
JIEKAPCTBEHUTE ITPOAYKTHA

(3ara. u3m. - /IB, op. 48 o1 2014 r., 6p. 62 o1 2015 1., B cnaa ot 14.08.2015 r.)

Paznea I

(Hos - IB, Op. 48 o1 2014 1.)

YcioBusi, KpUTEpUM M PpeJ 32 MNPOBEKAAHEe HA 3aTbJIKUTEJHO IeHTPAJU3HUPAHO
JA0TOBapsiHe HA OTCTHIKHU 3a JIEKAPCTBEHU NPOAYKTH, BKJIKYEHHU WJIH 32 KOUTO €
noaajaeHo 3asBjeHue 3a BkJawuBane B IIJIC mo 4. 262, an. 6, 1. 1 u 2 3JIIIXM

(Baru. u3m. - /IB, op. 62 ot 2015 r., B cus1a ot 14.08.2015 r.)

Y. 20. (Hos - B, 6p. 67 ot 2011 1., u3m., 6p. 49 ot 2012 ., u3m u jom., 6p. 48 ot 2014 r., u3m., 6p. 62 ot 2015 1., B
cuna ot 14.08.2015 r.) (1) (M3m. — IB, 6p. 89 ot 2017 1., B cusa ot 7.11.2017 1.) Ha ocHoBanue ui. 45, an. 10 u 19
330 H3O0K exeronno mpoBexaa 3aIbKUTETHO HEHTPAITU3UPAHO JOTOBAPSHE HA OTCTHIIKHU 34!

1. nekapctBenu npoaykru ot [UJIC mo un. 262, an. 6, 1. 1 3JIIIXM, 3a kouto cToilHocTTa, 3amiamadna ot H30K, ce
W34YUCIISIBA YpE3 TPYNHUpaHe, B KOETO HE y4acTBaT JICKAPCTBEHU MPOJYKTH Ha JAPYrd NPUTEKATEIN Ha pa3pelieHue 3a
yrnotpeoa;

2. nexapctBenu npoaykru ot IUIC mo un. 262, an. 6, T. 2 3JIIIXM, 3a kouTo croifHocTTa, 3amiamanHa ot H30K, ce
M3UYHCIISABA Ype3 TPYMUpPaHe, B KOCTO HE YJacTBaT JICKAPCTBEHH MPOJYKTH Ha JAPYrd MPHUTEKATESIIM Ha pa3pelicHue 3a
yrotpeba, W BKIIOYEHU B TakeTa, rapaHTupaH oT Oromkera Ha H3OK, mnpenHasHaueHu 3a JICUEHHUETO Ha
3JIOKAYECTBEHUTE 3a00JIABaHUS M 3aIlJIallAHA B OOJHHUYHATA MEIUIIMHCKA ITOMOIIl M3BBH CTOMHOCTTA Ha OKAa3aHUTE
MEMITUHCKA YCITYTH;

3. JICKAapCTBCHU MPOAYKTH C HOBO MEXKAYHAPOJHO HCIATCHTHO HaMMCHOBAHHUE, 3@ KOMTO € MOJAACHO 3asABJICHUEC 3a
BKIIKOYBAaHC BBB!:

a) [UIC mo um. 262, an. 6, 1. 1 3JII[IXM;

0) IVIC o un. 262, an. 6, 1. 2 3JIIIXM, koraTo Te3u JeKapCTBEHU MPOAYKTH Ca BKIIOUEHH B MaKeTa, TapaHTUPAH OT
oromkera Ha H30K, mpenHa3HaueHu ca 3a JIUCHUE Ha 3JI0KAYECTBEHU 3a00JIIBaHUS M TOAJESKAT Ha 3arjaliaHe B
OOJTHUYHATA METUITMHCKA TOMOII] M3BhH CTOWHOCTTA Ha OKA3aHUTE MEIUITUHCKH YCITYTH.

(2) HoroBapsiHeTo mo ain. 1 ce mpoBexaa ¢ MpUTEKATEIUTe Ha paspellieHusTa 3a ynoTpeda Ha ChOTBETHUTE



JICKAPpCTBCHU IMMPOAYKTH UJIM C TCXHHU YIIBJIHOMOIICHU NMPCIACTABUTCIIN.

Y. 20a. (Hos - IB, 6p. 49 ot 2012 r., u3m., 6p. 30 ot 2015 1., oT™., Op. 62 o1 2015 1., B cuza ot 14.08.2015 1.).

Ya. 21. (Hos - IB, 6p. 67 ot 2011 r., m3m., Op. 48 ot 2014 ., 6p. 62 ot 2015 1., B cuna ot 14.08.2015 r., 6p. 89 ot
2017 r., B cuna ot 7.11.2017 r.) (1) 3a nexapcrBenute npoaykru no wi. 20, an. 1 H30K noroaps cieanute BUAOBE
OTCTBIIKH:

1. oTcThIIKa 32 BCUUKH JIEKAPCTBEHU NPOAYKTH 1o wi. 45, an. 10 u 19 330 Ha enuH mpuTekaTesl Ha pa3pellieHHe 3a
ynoTpe0a/HeroB yI'bIHOMOILEH MPEICTaBUTEN MJIM HA Pa3IMUHU IPUTEXKATEIN Ha pa3pelieHus 3a ynoTpeda, KOUTo ca
YI'BIHOMOIIMJIM €IMH OOIII peIcTaBuTeN, pasnpezeneHa usisuio B noisa Ha H30K non gopmaTta Ha Bb3cTaHOBsIBaHE
Ha pa3Xxoau (KOMITeHCAllHs):

a) B o0m1 pazmep He mo-manbk oT 10 Ha cTo oT pasxoaute Ha H30K 3a choTBETHO TpuMeceune 3a JIEKAPCTBEHUTE
npoaykty mo ui. 20, an. 1, 1. 1 u 2;

0) OTCTBITKA, M3BBHH Ta3u 1Mo OykBa "a'", 3a JIeKApCTBEHUTE MPOAYKTH 1o wi. 20, an. 1, T. 3, mpuiarana 3a TPUTOUIICH
nepuoj ot BkmoyBaHeto UM B [UUIC u 3annamanero um ot H3OK; Tasu oTcThlKa ce AOroBapst €XEerojiHo U ce
npujiara Npy HaJABUINIABAHE HA JOTOBOPEHMS IMPOTHO3CH TOJUINCH Pa3XoJ] 3a JIEKAPCTBEHHS MPOAYKT 3a BCAKA
CHOTBETHA TOIMHA CJIE]T TPUCITaIaHe Ha IOTOBOPEHUTE OTCTHIIKM MO OykBa "a" M an. 2 3a HaABHUINCHUETO; OTCTHITKATA
€ B pa3Mmep:

0a) He MO-Manko OT 25 Ha CTO OT HAABHUIIEHUETO 32 CHOTBETHATA TOAMHA — MPHU HAJBUIIABAHE HA MPOTHO3HUTE
crorinoctH 110 10 Ha cTO;

00) He mo-Manko or 50 Ha CTO OT HAABUIICHUETO 332 CHOTBETHATA TOJMHA — NMPH HAJABUIIABAHE HA MPOTHO3HUTE
croviroctH oT 10 mo 15 Ha cTO;

OB) HE MO-MaJgKo OT 75 Ha CTO OT HAJBUINCHUETO 3a CHOTBETHATA TOJAMHA — MPH HAJBHUIIABAHE HA MPOTHOZHHUTE
CTOMHOCTH OT 15 mo 25 Ha cTo;

Or) He mo-mManko OT 90 Ha CTO OT HAJABUIICHHETO 3a CHOTBETHATA TOJIMHA — MPU HAJBUINABAHE HA MPOTHOZHHUTE
CTOMHOCTH HaJ 25 Ha CTO;

2. OTCTBIIKa Ype3 ydacTHe B CIOpa3yMeHHUeE 32 ((JMHAHCOBM YCJIOBHS, FapaHTUpalM NMPEABUAUMOCT U YCTOWYMBOCT Ha
oromkera Ha H30OK u mocTeil 10 edekTuBHO NekapcTBeHo JieueHue, Mexay H30K u nputexxarenu Ha paspenieHus 3a
ynoTpeda/TeXHH YITBIHOMOIICHH MTPECTAaBUTENN MM PA3InYHM IPUTEKATEIN Ha pa3pelieHus 3a yrorpeda, KOUTO ca
YI'BJIHOMOIIMJIY €IMH OOIII TPeICTaBUTE;

3. MEOUUMHCKUA YCIYTM U3BBH NakeTa MeauIMHCKa nomonl mo wi. 45, an. 1 330, ocurypsBaHu 3a CMETKa Ha
MpUTEXKATENST Ha pa3pelieHUueTo 3a yrnoTrpeda, CBbpP3aHM C JAMArHOCTUKATa M MPOCIIEASBAaHETO HA JICUEHHETO Ha
3a00JIsIBaHE ChC CHOTBETHUTE JICKAPCTBEHHU MPOJYKTH, KATO BUIABT, CTOWHOCTTA M M3ITBIHUTEINTE Ha MEIUITUHCKUTE
yeyru ce onpenenat o H30K, cerimacyBaHo ¢ mpuTekaress Ha pa3pelieHueTo 3a ynorpeoa;



4. OTCTBIIKAa OT CTOMHOCTTA 3a ONAKOBKAa, M3YHMCICHA Ha 0a3a pedepeHTHATa CTOMHOCT Ha CHOTBETHHS JIEKAPCTBEH
npoaykT 1o wi. 45, an. 10 330, 3annaman yactuuno ot H30K, kosATo ce pasnpenens u3Lsuio B 1oJ3a HA CbOTBETHOTO
3APaBHOOCUTYPEHO JIHIIE.

(2) 3a nekapcTBEH MPOAYKT C HOBO MEXyHApOJHO HENAaTEHTHO HAaWUMEHOBAaHME, 32 KONTO € MOJaJCHO 3asBJICHUE 3a
BritouBane B [UJIC mo um. 262, an. 6, T. 1 uim 2 3JIIIXM, 3aabmKUTEIHO Ce JOTOBapsi OTCThIIKA OT 3asBEeHaTa 3a
oOpasyBaHe IieHa 1o wi. 8, ain. 2 ot Hapenbara 3a ycinoBusita, mpaBuiaTa U peia 3a peryJaupaHe U perucTpupaHe Ha
LEHUTE Ha JIEKApCTBEHUTE MPOIYKTH ChoOpa3HO mporHo3Hus 6romker Ha H30K 3a choTBETHHS TOTOBOpPEH MEPHOI.
Pa3mepbT Ha OTCTBIIKATa c€ JOTOBapsl B CbOTBETCTBUE C JIOKIAAA 34 OLIEHKA Ha 3APAaBHUTE TEXHOJOTMH, U3TOTBEH U
YIBBPJIEH 10 pesia Ha Hapendara mo wi. 262, an. 4 3JIIIXM. /loroBapssHeTo Ha OTCTBIIKATA € YCIOBUE 3a BKIOYBAHE
Ha nekapcTBeHus npoaykT B IUVIC cermacHo win. 262, an. 10 3JIIIXM u He ce cuuTa 3a NPOBEACHO 3aAbIKUTEIIHO
JIOTOBapsiHE Ha OTCTBHIIKA KaTo ycioBHe 3a 3amiamaHero My oT H3OK. IIpouneHThT Ha OTCTBIIKAaTa ce€ 3amasBa Clej
YTBBpKJIaBaHE Ha [[€Ha Ha JIEKAPCTBEHU S IPOIYKT, KaKTO M P HEilHa IpOMsHa.

(3) Otcrpnkara mo an. 1, T. 1, OykBa "a" Moke 7a Ob/ie JOTOBOpEHA B pazIMyueH pa3Mep 3a pa3IuyHU TepaneBTUYHU
MOKA3aHMSI Ha JICKAPCTBEH MPOIYKT.

(4) IpuTexarenar Ha pa3peIIeHNETO 3a yHOTPeOa/HETOBUAT YITBITHOMOIIEH MTPEACTAaBUTEN pa3Npesesns oOums pamep
Ha KOMIICHCALIMTA 110 CBOSI PELeHKA BBPXY BCEKH JICKAPCTBEH MPOAYKT, KOETO € yacT ot joroBopa My ¢ H30K u He
Ce OIOBECTSBA IMTYOIMYHO.

(5) Beeku mputexaTen Ha paspelieHHUE 3a ymoTpeOa/HETOB YITBIHOMOIICH MPEICTaBUTEN JIOTOBAaps MO CBOM M300p
eIHa OT OTCTBIKMUTE IO al. 1, T. 1 U 2 uian KOMOMHAIMA OT OTCTHIKU Mo al. 1, T. l m 3 mwmm mo an. 1, 7. 2 u 3;
OTCTBITKATa MO aj. 1, T. 4 He ce mpeoCcTaBs CaMOCTOSTENHO, a 3aAbKUTETTHO ce KOMOMHUpA C OTCThIKA Mo an. 1, T. 1
HJIH 2, KATO MOJKE Ja C€ BKIIOYM M OTCTBIIKA 110 all. 1, T. 3.

(6) Ilpu o6 peeT Ha pazxoaute Ha H30K 3a Bcuuku J1iekapcTBEHU MPOAYKTH, 3aIUIAlIAHU HAI'BJIHO MJIM YaCTUYHO OT
H3OK, u3uncnen cien nprucnagaHe Ha JOTOBOPEHUTE OTCTHIKM IO al. 1 m 2, mo-BHCOK OT 3 % 3a ChOTBETHATa
roJlMHa CHPAMO MpEIXoJHaTa, MPUTEKATEIUTE Ha pas3pelleHus 3a yrnoTpeda, GopMHpad TO3M PBCT, MPEAOCTABST
otcThiTKa B pasmep 20 % oT ChOTBETHHS pa3Mep Ha PbCTa, POPMUpPAH OT MPUTEKATEIS Ha pa3pellcHue 3a ynorpebda 3a
JIEKapCTBEHHUTE MY MPOAYKTH 1o ui. 20, an. 1, 3a kouto H30OK 3amama. Ta3u oTcThKa ce MpPeaocTaBs aBaHCOBO, HA
0aza MPOTHO3HUS Pa3X0J], Ipe3 IMOCIEIHOTO TpPUMEceurne Ha TeKyllaTa roAuHa. B cpok 10 Kpas Ha IBPBOTO
TpUMeceune Ha cje/BalliaTa KaJleHJapHa ToAWHa Ce M3BbpIIBAa CHOTBETHO W3paBHsABAaHE (IPU HAABHUIIEH WIIHU
MO-MaJTbK pa3Mep Ha KOMIICHCAITUATA).

(7) 3a KOHKpETEH JICKAPCTBEH MPOJYKT, ChIbpPrKaIll aKTHBHO BEIECTBO/BEIIECTBA C JA00OpE ycTaHOBEHA yrmoTpeda B
MeIMIMHCKaTa MpakThka 1o cmuckia Ha 3JIIIXM, 3a KOHTO € HanMile HEBB3MOXKHOCT MO MPUYMHH OT OOCKTUBEH
XapakTep 3a NPel0oCTaBsiHE Ha OTCThIIKA B MUHUMAJIHUS pa3Mep, yCTaHOBEH B ai. 1, T. 1, Oyksa "a", mo u3kioueHue u
clie]l TPEJOCTaBsiHE Ha MOTHUBHPAHO MHUCMEHO CTAaHOBUIIE OT CHOTBETHUSA MPUTEKATEN Ha pa3pelieHHeTo 3a
ynotpeba/aHeroB ymbiaHoMomeH npexacraButen H30K moxe pa ckioud J0TOBOp 3a OTCTHIIKA MOJ MHUHHUMATHHS
pasmep. To3u MexaHU3bM ce HpHIara, KOraTo € Hajlulle JHMICa Ha JIeKapCTBEHa aliTepHAaTHBA 3a JIEYCHHE WIIU

ChIICCTBYBAIUTEC AJITCPHATHBU Ca CbC 3HAYUTCIIHO ITO-BHCOKaA CTOMHOCT.

Y. 22. (Hos - B, 6p. 67 ot 2011 1., u3m. u fom., 6p. 48 ot 2014 1., mom., 6p. 30 ot 2015 1., u3m., 6p. 62 ot 2015 1., B
cuna ot 14.08.2015 r., 6p. 89 ot 2017 r., B cuna ot 7.11.2017 r.) (1) Otcrenkute mo wi. 21, an. 1, 1. 1, 6ykBa "a" ce
BB3cTaHOBsBaT mpsiko Ha H3OK or npurexarens Ha paspelieHUETO 3a YIOTPeOa/HErOBHUSl YIIBIHOMOIICH

npeacraButes ot u3BbpiieHuTe oT H30K pasxoam 3a 3aniamaHeTo UM ciie]] Kpas Ha MbPBOTO, BTOPOTO U TPETOTO



TpUMeceure Ha TeKyllaTa KajJeH1apHa roJJuHa, a 3a Y4eTBBPTOTO TPUMECEUHE Ce 3arjalaT aBaHCoOBO 10 15 HoeMBpH Ha
0azata Ha peamnus pasxonq Ha H30K 3a TperoTo Tpumeceuune. [lo kpas Ha MBPBOTO TpUMECEUHME Ha CJeaBaiiaTa
KaJICHapHa roJIMHAa Ce U3BBPIIBA ChOTBETHO U3PaBHSBAHE.

(2) OrcTpkuTe o wi. 21, an. 1, 1. 1, OykBa "0" ce Bp3cTanoBsBat npsiko Ha H30K oT nmputexarens Ha pa3pemeHueTo
3a ynotpeba/HeroBus yI'bIHOMOIIECH MpeacTaBuTen oT u3BbpiieHuTe oT H30K pa3xoau 3a nekapcTBeHUTE MPOAYKTH,
(dopMupany HaJBUILIEHUETO. Ta3u OTCTHIKA C€ MPEJOCTaBs aBaHCOBO 10 15 HoeMBpH, Ha 0a3a MPOTHO3HUS TOJUIIEH
pa3xoJl ¥ MPOTHO3HUS TOJUIICH pa3Mep Ha HAJBUINIEHHETO, Mpe3 MOCIEeTHOTO TpUMeceyre Ha TeKyllara rojauHa. B
Ha4yaJl0oTO Ha CJe/BalaTa KAJICHIapHa TOJWHA C€ U3BBPIIBA CHOTBETHO M3PaBHSABAHE (MIPU HAJBUIICH WM MO-MaTbK
pasMep Ha KOMIIEHCAIIHSATA).

(3) Orcrpnkute mo wi. 21, an. 1, 1. 2 ce npenocrasat Ha H30K cbriacHo criopa3ymMeHUETO, KOETO C€ U3TOTBS OT
H30K, u cpabpixka:

1. ycmoBusiTa M pena 3a CHojeisHe Ha (UHAHCOBHTE PHUCKOBE OT phcTa Ha pasxomute Ha H3OK 3a nexapcrBeHn
MPOIYKTH MEXKIY MPUTEKATSTUTE Ha pa3pelieHus 32 yIoTpeOa/TeXHU YII'BIHOMOIICHU MPEACTaBUTEINN

2. prcra Ha pasxoaute Ha H30K 3a nekapcrBenu npoxaykru no uwi. 45, an. 10 u 19 330 Ha npyru JiekapcTBEHH
MPOJIyKTH, MIPEAMET Ha CIIOPAa3yMEHUETO, IIPY HAJBUILIABAHETO HA KOMTO MPUTEKATEIUTE HA pa3pellieHus 3a ynorpeda
WJIM TEXHUTE YIM'BIHOMOUICHHW MPEACTABUTEIM I Bb3CTaHOBSBAT yBenuueHUTe pazxoau Ha H30K 3a nexkapctBeHu
IIPOJIYKTH YPE3 MPEJOCTABSIHE HA OTCTHIIKY;

3. TOKyMeHTauusTa 1 TOKyMEHTO000pOTa;

4. 3a1bIHKEHHSTa Ha CTPAHUTE 110 UH(POPMAIIMOHHOTO OCUTYpsIBaHE U 0OMEHAa Ha WH(popMAITUS;

5. ycnoBusTa U peja 3a MPEAOCTaBsiHE Ha O€3yCIOBHM M HEOTMEHseMH OaHKOBM TapaHLIMM, KOUTO o0e3redaBar
BB3CTaHOBsABAHETO Ha cpeacTea Ha H30K;

6. MOCJICAUIHNUTC OT HCUBIIBJIHCHUC HA CIIOPA3ZYMCHUCTO,

7. YCJI0BUATA U pelia 3a ITPECKPATABAHC HeﬁCTBHeTO Ha CIIOPAa3yMCHHUCTO,

8. Ipyru BBIPOCH, OTHOCHUMHU KbM CIIOPa3yMEHHUETO.

(4) Exeronno B cpok no 1 cenremBpu H3O0K nybnukyBa Ha oduumanHata cM MHTEPHET CTpaHHUIlAa MPOEKTa Ha
CIOpa3yMeHHUe U MOKaHa KbM MPUTEXKATEINUTE HA pa3pelieHHs 3a ynoTpeOa/TeXH! YITbIHOMOIICHH MPEJICTaBUTENHN 32
JIOrOBapsiHE Ha OTCTBIIKH CBIVIACHO CIIOPa3yMEHUETO.

(5) ExeromHo B cpok 1o 15 cenTeMBpM NpUTEXKATENUTE Ha paspellieHus 3a ynoTpeOa/TeXHUTE YITbIHOMOIICHU



npeacraButenu 3asBspat nucmeno npea H30K kost ot oTcTenkute 1o an. 1, 1. 1 u 2 u30upar aa J0roBapst.

(6) B crmyuaii 4e 3asBieHus Mo anl. 4 ca MOJaNM MPHUTEKATEIUTE HA pa3pelleHus 3a ynoTpeda, YHUTO JIEKApCTBEHU
nponykta mo wi. 45, an. 10 u 19 330 ca dopmupanm He mo-mManko oT 60 Ha cro or pasxomure Ha H30K 3a
npeaxonnara roguna, H30K mpoBexaa moroBapsiHe ¢ BCEKM OT MPUTEXKATEIWTE Ha paspelieHue 3a ynoTpeda Ha
JEKapCTBEHUTE MPOIYKTH/TEXHU YIIBIHOMOIIGHH TmpeacTtaButenu. OOEKT Ha [oroBapsHe MoraT Ja Obaar u
JIEKApCTBEHU MPOAYKTH, 32 KOUTO HE € 3aJb/DKUTEIHO JOroBapsHETO Ha OTcThIKU. Clel NpUKIOYBAHE Ha
JIOTOBAPSHETO TPHUTEKATENAT Ha pPa3pelieHHeTo 3a YIOTpeOa/HeroB YMBIHOMOIIEH MpEACTaBUTEN MOAMKNCBA
CIIOPa3yMEHUETO U CE CUMUTA 3a MPUCHEANHUII CE KbM HErO C BCUUKH JIEKAPCTBEHH NMPOAYKTH 1o wi. 45, an. 10 n 19
330 u ¢ Ipyru JIeKapCTBEHU MPOIYKTH, 32 KOUTO HE € 3aIbKUTEITHO JOTOBAPSIHETO HA OTCTHIIKH.

(7) PazmepbT Ha BCUUYKU JOTOBOPEHH OTCTHITKU IO CIOPAa3yMEHUETO CJE/Ba Jia BOJU JIO IBbJIHO BH3CTAHOBSBAHE Ha
yBennueHute pazxoau Ha H30K 3a nekapcTBeHuTE NpOAYKTH HAJ pbCTa 1Mo ajl. 3, T. 2.

(8) Cnopa3symeHueTo BJIM3a B CHJIA, B CIydail 4e KbM HEro ca ce NPUCHEAUHWIM NMPUTESKATETN Ha paspellieHus 3a
ynotpeba, YMUTO JIEKApCTBEHU MPOAYKTH 1Mo wi. 45, an. 10 u 19 330 ca dopmupanu He MO-MaJKo OT 55 Ha CTO OT
pasxoaute Ha H30K 3a nmpeaxoanara roarHa, KakTo U CJie]] MOJOKUTEIHU CTAHOBUIIA HA MUHUCTHpa Ha (PUHAHCUTE U
MHUHUCTBpa Ha 3]paBeoI1a3BaHeTo.

(9) HaruonanHara 31paBHOOCUTYpUTETHA Kaca MyOIMKyBa Ha opUIIMaIHaTa CH MHTEPHET CTpaHuIla WHGOpMAITUS 32
CKIIFOUEHOTO CriopazyMeHue, 6e3 Ja mocouBa pazmMepa Ha JIOTOBOPEHUTE OTCTHITKH.

(10) HoroBopenarta orcTbika mo wi. 21, am. 1, T. 3 ce mpemocTtaBs OT TPHUTEKATENs HA pa3peuicHUeTo Ha
yroTpeOa/HeToBUS YIThITHOMOIICH TIPeICTaBUTeN 1o (opMarta Ha cpenactsa, ¢ kouto H30K 3ammamia 3a CbOTBETHUTE
MEAMIIMHCKA YCIYTH Ha OINpEeJeNIeHUTEe OT Hesl M3MBJIHUTEeNM Ha MEIUIMHCKa mnomoul (pedepeHTHU JeueOHU
3aBEJICHUA).

(11) doroBopeHUTE OTCTBHIIKK WU KOMOWHAIUS OT OTCTBIIKH C M3KIIOYEHUE Ha OTCThIKaTa mo wi. 21, am. 1, T. 1,
OykBa "0" HE MoTaT Ja BOAAT JI0 YBEIMYaBaHE HAa CTOMHOCTTA, 3aruiamana or H30K 3a nedmnupana gHeBHa 7032 UITH
3a TepaneBTUYCH Kypc 1Mo INN ¢hc CHOTBETHHSI JICKAPCTBEH MPOJIYKT U HA CpeIHATa TOAMIIHA CTOMHOCT Ha JICUCHHE
Ha MalMEeHT C TO3U JIEKapCTBEH MPOAYKT, CIIPSMO MpPeIxXoAHaTa roJIMHa.

Y. 23. (Hos - IB, 6p. 49 ot 2012 r., u3m., 6p. 62 ot 2015 ., B cuna ot 14.08.2015 r.) (1) Hanmonanuara
37IpaBHOOCUTYPHUTEIHA Kaca €XKEroiHo J10 1 OKTOMBpH NMyOJIMKyBa Ha oULIMaTIHATa CH MHTEPHET CTPaHUIa ITOKaHa J10
NPUTEkKATEIUTE Ha pa3pellieHns 3a yrmorpeda Ha JIEKapCTBEHUTE MPOIYKTH 10 wi. 20, ait. 1/TexHu ym'bIHOMOIICHU
MIPEACTAaBUTEIN 3a IIPEJICTABSIHE HA NPEAIOKEHU 32 OTCTBIIKK 1o wi. 21, ai. 1, 1. 1,3 u 4.

(2) lokanara mo an. 1 ceabpka:

1. agpecaruTe Ha MOKaHaTa;

2. BUJIOBETE JICKAPCTBEHU MPOIYKTH, 0OCKT Ha JOTOBapsHETO;



3. KpacH CPOK 3a NMOJAAaBaHC Ha MPCIJIOKCHUATA,

4. MSICTO M HAUUH 32 MOoJAaBaHC Ha MPCIJIOKCHUATA U JIMLIC 3a KOHTAKT — CIIY’KUTCIT Ha H3O0K.

(3) B ennomeceueH cpok OT MyONMKyBaHE Ha MOKAaHATa Mo aj. | MpuTexareisT Ha pa3peuicHHueTo 3a yrnoTpeba Ha
JIEKapCTBEH MPOJIyKT/HETOB YITBITHOMOIICH mpeacTaBuTen npeacras B H3OK mpemnoxenne 3a OTCTHITKA/U.

(4) B ciiyqaute no . 4a, an. 1, 3 u 5 npu onpeneneno HuBo Ha 3aniamade 100 Ha cTo, KAKTO U B clIydauTe 1o 4. 4a,
al. 6 mpuTeKaTelnuTe Ha paspeuleHus 3a yrnorpeba Ha JIEKApCTBEHM MPOAYKTHU/TEXHUTE YI'BIHOMOILEHU
NpPEJICTaBUTENN IMOJaBaT MPEATIOKEHHUS 32 OTCTBIKM HE MO-KbCHO OT 20 pabGOTHM [IHU Mpeaud H3THYaHE Ha
CHOTBETHUSI JIBaHAJIeCETMECEUEH Mepuo 3a ododmaBane Ha nHpopmanusta or H30K.

(5) (M3m. — 1B, 6p. 89 ot 2017 1., B cuma ot 1.01.2018 r.) KM npemnoxenusTa mo ai. 3, KAKTo ¥ KbM MPEIOKESHUATA
3a JIoToBapsHE Ha OTCTBIIKM B cilydauTe mo ui. 21, an. 2, mpuTexareauTe Ha pas3pelieHus 3a ymnorpeba Ha
JICKapCTBEHUTE TIPOAYKTH/TEXHU YITHTHOMOIICHHU TIPEJICTaBUTEIH MPUIIATaT CISIHUTE TOKYMEHTH

1. nHpopMaIus OTHOCHO €IUHHHS HUJICHTU(HUKAIIMOHEH KOJ Ha JAPYKECTBOTO WJIM KOOMEpaluHsiTa OT THPTOBCKUS
PETUCTBP, a 3a APYKEeCTBaTa, PETUCTPUPAHU B IbpiKaBa — WieHKa Ha EBporielickusi Chbl03, UM B IbpXKaBa — cTpaHa 1o
Cnopa3ymenueto 3a EBponeiickoTo HKOHOMHUYECKO TPOCTPAHCTBO — KONKE OT JOKYMEHT 3a aKTyalHa PerucTpalus mo
HallMOHATHOTO 3aKOHOJATENICTBO, M3/aJeH OT KOMIIETEHTEH OpraH Ha ChOTBETHATa IbpKaBa, HE MO-KbCHO OT 6
Mecela Mpeaud MoJaBaHe Ha 3asBJICHUETO; MH(pOpMalMATa ce MPEAOCTaBs 3a MpHUTEXKATeIs Ha paspelieHueTo 3a
yrotpeba, a B ciydyail 4ye MpeaoKEHUETO Ce IMoJaBa OT YIIBIHOMOUICH MPEICTaBUTEN — U 3a YI'BIHOMOIICHUS
IIPEICTAaBUTET;

2. IBJIHOMOUIHO 33 y4acTHe B JIOTOBApsIHETO, B T.YU. M 3a IMOJaBaHe Ha MPEJIOKEHUE 3a OTCThIKA/M — B Cllydall 4ye
MPEUIOKEHUETO Ce MoJJaBa OT YITBIHOMOIICH MPEICTaBUTEN Ha MPUTEXKATEINS Ha pa3pelieHHeTo 3a yroTpeda; Korato
II'BJIHOMOIIHOTO € M3/1aJICHO Ha Yy €3UK, KbM HEro ce MpuJiara NpeBoj Ha ObJIrapcku €3MK, U3BBPLICH OT MPeBoaad,
KOWTO MMa CKIIIOYEH JIOrOBOpP ¢ MUHUCTEPCTBOTO HA BBHIIHUTE PabOTH 32 M3BBpIIBaHE Ha OQULIMATIHU MPEBOIH; B
II'BJIHOMOIIHOTO CJ€/Ba Aa ObJAAaT MOCOYEHH KOHKPETHHMTE JIEKAPCTBEHU MNpOAYKTH mo wi. 20, am. 1 ¢ TexHute
MEXIYHAPOJHHU HEMAaTeHTHU HAaUMEHOBAHUS U ThPTOBCKU HAaUMEHOBAHMS, 32 KOMTO IIPEJCTABUTENIAT € YII'bJIHOMOILCH;

3. Ipyrd OTHOCUMH JOKYMEHTH.

(6) TlpennoskeHusTa ce mMoaaBaT B Je0BoIcTBOTO Ha LlenTpanunoro ynpasnenune Ha H30K B 3ameuatan HernpospadeH
IJTMK ¢ HEHapyIIeHa ISUT0CT, BBPXY KOWTO ¢e TT0COYBAT MOJATEIIST U aJIpec 3a KOPECTIOH ICHITHSI.

Y. 23a. (Hos — JIB, Op. 62 ot 2015 1., B cruta ot 14.08.2015 1.) (1) Pa3riexxnanero Ha mMpeUIoKeHHSTA 10 9. 23 U
JIOTOBApSIHETO HA OTCTHIIKK CE€ U3BBPIIBA OT MOCTOSIHHO JeicTBalla koMucus ot cayxurenu B H30K, onpenenena cse
3anoBe Ha ynpasutens Ha H30K. B 3anoBenra ce onpezens npeacenaren Ha KOMUCHATA, HETOB 3aMECTHUK U
pEe3epBHU YJICHOBE.

(2) B chcraBa Ha KOMECHSATA 3aIBIDKUTEIIHO CE BKIIIOYBAT MPABOCIIOCOOCH FOPUCT, JEKAp/MAarucThbp-(apMaieBT H
MKOHOMHCT.



(3) UneHoBeTe HA KOMHUCHSITA ca IIBKHU Jia Ma3sT B TaliHa O6CT05{T€JICTB3.T3, KOUTO Ca Y3HAJIMU BBB BPB3Ka CbC CBOATA
pa60Ta B KOMHCHATA, 3a KOCTO MMOANMMUCBAT ACKIIapalus.

(4) U3m. — 1B, 6p. 89 o1 2017 1., B cuna ot 7.11.2017 r.) Komucusra no an. 1 usBbpimBa npoBepka Ha MOCTHIUINTE
MPEUIOKEHUS 32 ChOTBETCTBUETO M C M3MCKBAHMTA HAa Hapeadara, KaTo UMa MpaBo Jia TTOUCKA OT YYaCTHHK B CPOK
70 3 paOOTHU JHU @ OTCTPAaHU YCTAaHOBEHUTE HEPEAOBHOCTH W/WIIH J]a TPEAOCTABH JOITBIHUTEHA HHPOPMAIIHSL.

(5) B cayuaii ye yyaCTHHMK HE OTCTpPaHM HEPEJOBHOCTHTE W/MIIM HE MPEJOCTaBU HM3UCKaHATa JOMBIHUTEIHA
uHpopMAaIUs B OIIPEICIICHHS CPOK, CE CUNTA, Y€ 32 ChOTBETHHUTE JICKAPCTBEHHU MPOIYKTH HE Ca TOTOBOPEHU OTCTHITKH.

(6) Hpe,[{ce,[[aTeJ'IHT HWJIN HCTOBUAT 3aMCCTHUK U ABAMa OT YJICHOBCTC HA KOMHCHUATA CC IOAINIMCBAT BBPXY BCIAKA
CTpaHulla OT NPCAJIOKCHUECTO HA KaHAN 1aTa.

(7) Komucusra mo an. 1 u3rorsst rpaduk 3a Jarara U 4aca 3a MPOBEXKIaHE Ha MPETOBOPU C JOMYCHATUTE YIaCTHUIIH.
I'paduxeT ce 00sBsiBa Ha odummanHata wHTepHeT cTpanunia Ha H30K He mo-kbcHO OT 5 paGoTHW AHU TIpeau
3al0YBaHe Ha MPErOBOPUTE, 3 KOETO YUACTHUIIUTE CE CUUTAT 32 YBEIOMEHU.

(8) Ilpu HEOOXOAMMOCT WJIH MO MpeIeHKa Ha KOMUCHSTA YUaCTHUK MOKe /1a Ob/ie TOKaHEeH BTOPH BT 3a MPOBEXKIAHE
Ha IIPETOBOPH M0 JIOM'BIHUTEITHO ONpeIesieH rpaduk.

(9) (U3m. — 1IB, 6p. 89 ot 2017 r., B cuma ot 7.11.2017 1.) Komucusita cbcTaBs MPOTOKOIHU 3a CBOSATA paboTa U C
peleHne 00sIBSIBA PE3YATATHTE OT MPOBEICHOTO JIOTOBApPSIHE, KaTO ITOCOYBA:

1. 3a orcThiku 1o wi. 21, an. 1, T. 1 — pena 3a onpeaensiHe Ha pa3Mepa Ha JI0TOBOpPEHAaTa OTCTHIIKA U Pa3NpeIeICHUETO
Ha o0Ims pa3Mep Ha KOMITCHCAIUATA BBPXY BCEKH JICKAPCTBEH MPOIYKT, KAKTO U IMPOTHO3HHUTE KOJIMYECTBA 32 BCEKU
JIEKapCTBEH MPOJIYKT;

2. 332 OTCTBIKH 10 YJI. 21, all. 1, T.3— BHU a4, CTOMHOCTTA U U3IIBIHUTEINTE Ha 3aIllIalIAHUTE MEIUIIMHCKU YCIIyru.

(10) B 10-nHeBeH cpok OT yTBBpKAaBaHE Ha pemieHUeTo no an. 9 ot ympasutens Ha H30K komucusita n3rorss
IIPOEKT Ha JI0r0BOp, KOWTO mpeacTass Ha ynpasutens Ha H3OK.

(11) Yopasutensar na H30K B 7-1HEeBEH cpok OT IojaydyaBaHe Ha Ipoekra o ajn. 10, Ho He mo-KbCcHO OT 31 nexeMBpH
Ha TEKylaTa TOJMHA CKIIOYBA JIOTOBOP CbC CHOTBETHMS IPUTEKATENl Ha paspelieHHe 3a ynorpeda/HeroB
YI'BIIHOMOILIEH ITpesicTaBuTeN. B qorosopa ce nocousar:

1. 1OrOBOpEHUTE OTCTHIIKH 110 aj. 9;



2. YCJI0BUATA U pCABT, IO KOUTO CC MTPEAOCTABA I/IH(I)OpMaL[I/IH MCKAY CTPAHUTC,

3. (moBa — /IB, 6p. 89 o1 2017 1., B cuna ot 7.11.2017 1.) 3aabpKeHus 3a MpUTEkKATENs Ha pa3pelieHueTo 3a ynorpeoa,
MPOU3TUYAIIM OT YCTAHOBSIBAHE B JIOTOBOPA HA MEXaHWU3MU 3a MOCTUTAHE Ha MPEIBUIUMOCT, KOHTPOJI U ONTHUMaTHA
pasxoana edexkruBHOCT 32 H3OK npu 3amnamaneTo 3a JeKapCTBEHUTE MPOIYKTH;

4. (moBa— /JIB, Op. 89 ot 2017 1., B cmna ot 7.11.2017 1.) mpOrHO3HUTE KOJIMYECTBA 32 BCEKH JICKAPCTBEH MPOIYKT;

5. (mpeguuma 1. 3 — JIB, 6p. 89 o1 2017 1., B cuna ot 7.11.2017 r.) npyru ycioBusi.

(12) (M3m. — B, 6p. 89 ot 2017 1., B cuna ot 7.11.2017 r.) loroBopute mo ai. 11 Biam3ar B cujia OT HA4YajJoTO Ha
cleBalliaTa KaJieHapHa roAruHa. 3a JEKapCTBEHU MPOAYKTH 110 wi. 20, an. 1, T. 3, 32 KOUTO € MOAAICHO 3asBJICHUE 32
BmouBane B IUJIC mo unm. 262, an. 6, 1. 1 w/mmm 2 3JIIIXM, moroBopute BiHM3aT B CHJIA MpPHU YCIOBUE, Ue
JeKapCTBEHUSAT MPOayKT Obae BKItodeH B [JIC mo ui. 262, an. 6, 1. 1, cboTBETHO 110 Wi. 262, ai. 6, T. 2 3JITTXM.

(13) (U3m. — IIB, 6p. 89 ot 2017 1., B cuna ot 7.11.2017 r.) 3a nexapcrBeHuTe NpoaykTu mo ui. 20, aim. 1, 1. 3 B
JIOTOBOPHUTE C€ ChIABPIKAT U:

1. mporHo3eH Opoil MalMEeHTH, CbOTBETHU IMPOTHO3HHW KOJIMYECTBA JICKAPCTBEH MPOJIYKT M CHOTBETHU MPOTHO3HU
TOAUIIHU Pa3XOAM 3a JIEKApCTBEHUS MPOIYKT 3a TPUTOJAMILEH Hepuoa oT BrmouBaHero My B IUJIC — 3a Bcsika ot
TOJAMHUTE; TOTOBOPEHUTE MTPOTHO3HH TOJUIIHYU Pa3xoJId HE MOTaT Jla ca MO-BUCOKU WJIM MO-HUCKH ¢ TToBeue oT 10 %
OT IMOCOYCHUTE B JIOKJIAJIa 3a OICHKA Ha 3[JPaBHUTE TEXHOJOTHH, U3TOTBEH M YTBBPJCH 10 pela Ha Hapeadara mo 4.
262, an. 4 3JIIIXM;

2. KpUTEpUH 3a NIPEANNCBAHE HA JIEKAPCTBEHU S IPOIYKT;

3. Ipyru yCIOBUSL.

(14) (M3m. — IB, 6p. 89 or 2017 1., B cuita ot 7.11.2017 1.) Ex3eMmuisip oT CKIFOYEHUTE JTOTOBOPH 3a OTCTBIIKU 1O YJI.
21, an. 2 ce npenocraBs oT H30K na Hanmonanuus chbBeT 1o 1eHU M peuMOYypcUpaHe Ha JIEKAPCTBEHUTE MPOIYKTH
cetacHo ui. 262, an. 10 3JIIIXM.

(15) JoroBopeHHUTE OTCTHIIKUA Ca 3aAbKUTEITHU 32 CpOKa Ha JICHCTBUE HA JIOTOBOPUTE M HE MOTaT Jia C€ U3MEHST O
Ha4MH, KOMTO BOJM J0 yBeauuyaBaHe Ha pazxoaute Ha H3OK.

(16) B cpoka Ha neiicTBME Ha JIOTOBOPUTE MOraT Ja C€ CKIKYBAT JONBIHUTEIHU CIIOPa3yMEHHUs 3a I10-BHCOKU
pa3Mepy Ha OTCTBIKUTE, KOUTO BJIM3aT B CHJIA OT JaTaTa Ha CKIIOUBAHETO UM.

Y. 236. (Hos — JIB, Op. 62 ot 2015 1., B crura ot 14.08.2015 1.) (1) B cimyuaute mo wi. 22, an. 1 goroBopeHnara
OTCTBITKA C€ TIPEIOCTABS CIIe]] MPUKITIOYBAHE Ha BCSIKO TPHMECEUHE OT IPUTEXKATENSI Ha pa3pellieHHeTo 3a ynorpeda Ha
JIEKapCTBEHHUS MPOAYKT/HETOBUS YITBIHOMOIIECH TIpeICTaBUTEN upe3 nupekTHo miamane Ha H30K cnen monnucBane



Ha IPOTOKOJI ChIVIACHO NpHiiokeHue Ne 8a, IpuApYyKeH ChC CIIpaBKa 3a KOJIMYECTBATA OT JIEKAPCTBEHHUSI IPOIYKT 110
€JIEKTPOHEH OTYET ChIvIacHO 4. &, ai. 3, 3aruiarenu oT H30K mnpe3 croTBeTHHS nepuo.

(2) (Hom. — 1IB, 6p. 89 ot 2017 r., B cuna ot 7.11.2017 r.) HanmonaxHaTa 31paBHOOCUTYPHUTEIHA Kaca TIPEICTaBs Ha
MPUTEXKATENS Ha Pa3pEIICHUETO 3a yMOTpeOa/HeTOBHS YITBIHOMOIICH MPEACTaBUTEN clipaBkarta 1o an. 1 B 30-1HeBeH
CpPOK OT M3THYaHE Ha OTYETHHS TMepuoj. B ciydanTe, Koraro ca JOTOBOPEHHM OTCTHIKA B pa3iMueH pasMep 3a
pa3TUYHY TEPAICBTHYHHU MTOKa3aHUS HA JICKAPCTBEHUS MPOIYKT ChITacHO Wi. 21, an. 3, cmpaBkaTa MOXe Jia ChabpiKa
uHpopMAIUs 3a 3aIUIATEHUTE KOJIMYECTBA OT JICKAPCTBEHUSI MPOAYKT IMOOTASTHO 32 BCAKO OT TEPANEBTUYHUTE
MOKa3aHUS.

(3) IlputexarensT Ha pa3pelICHUETO 3a YIMOTPeOa/HETOB YITHIHOMOIICH IMPEACTABUTEN OCHIIECTBSIBA JUPEKTHOTO
riamane kbM H30K B 10-1HEBEH cpok ciieq mojydyaBaHe Ha ciipaBkaTa mo ai. 1.

(4) (HoBa — /1B, 6p. 89 o1 2017 1., B cuna ot 7.11.2017 r.) B cimyuaute mo 4. 22, an. 2 B3 OCHOBA Ha MPOTOKOJIUTE U
CIpaBKUTE MO ajl. | 3a MbpBHUTE TPU TPUMeEcCEUUs Ha TeKymaTa kaneHaapua roguHa H30K u3roTs u mpenocraBst Ha
NpUTEXKATEIs] Ha pa3pelieHHeTo 3a ynoTpeda Ha JIEKAPCTBEHHS IPOJYKT/HETOBHUS YITBIHOMOIICH IPEACTaBUTEI
CIIpaBKa 3a MPOTHO3HHUS TOMUIICH pa3Mep Ha HaJBUIICHHETO M pa3Mepa Ha AbDKUMara oTcThika. CrpaBkara ce
npenoctass B 30-THEBEH CPOK OT M3THYAHE HA TPETOTO TPUMECEUHe, a IbDKMMAaTa OTCTHIIKA Ce 3arliali@ B CpoK 10 15
HOEMBpHY Ha TEKyIlaTa KaJeHJapHa ToauHa. B cpok 10 Kpas Ha MBPBOTO TpUMEceYHe Ha CIe/Bamara KaJeHJaapHa
TOJIMHA CE U3BBPINBA CHOTBETHO U3PABHSIBAHE.

(5) (Ilpenummna an. 4, nom. — JIB, 6p. 89 ot 2017 1., B crma ot 7.11.2017 1.) 3a obe3nevaBaHe Ha TJalAHUATA TTO aj. 3
U 4 IPUTEKATENAT HA pa3pelieHUeTo 3a ynoTpeOda/HeToB YIBIIHOMOIIGH MpeAcTaBuTeN ydupeasBa B momsa Ha H30K
0e3yclIOBHA 1 HEOTMEHsIEMa TapaHIus ChC CPOK HE TIO-MaJKo OT 15 Mecena u pa3mep He mo-manko ot 120 Ha cTo oT
CTOMHOCTTAa Ha JIOTOBOpEHATa OTCTHIIKA BBPXY IMPOTHO3HHS TOAWIICH pa3Xoj 3a JICKAPCTBEHUTE MPOIYKTH OT
CbOTBETHaTa Tpyna. [IpOTHOZHUAT [T ce Ompenens eXEroJAHO 3a BCEKM MpHUTEeKATeNl Ha paspelieHHue 3a
yrnoTpeba/HeToB YIIBIIHOMOIICH TPEACTaBUTEN. 3a Ta3d YacT OT IPOTHO3aTa MOTraT Jia € M3MCKBAT M HW3IOJI3BAT
MPOTHO3M Ha MPUTEkKATETUTE Ha pa3pellieHus 3a ynoTpeda/TeXH! YII'bIHOMOIICHU MPEACTaBUTEINN.

(6) (ITpequmma an. 5 — JIB, 6p. 89 ot 2017 r., B cuna ot 7.11.2017 1.) B eqHOMECeUeH CpOK OT NMPUKIIOYBAHE HA
noroBapsHero H30K nybnukyBa Ha oduuuamHata ci MHTEPHET CTpaHMIA o0m WHQOpPMALHUs 3a JOTOBOPEHHUTE
OTCTBITKH, 0€3 J1a IT0COYBa pa3Mepa MM.

(7) (Ilpeaumma an. 6 — JIB, 6p. 89 ot 2017 r., B cuna ot 7.11.2017 1.) Bceku Thproeem Ha eIpo MOXe Ja Moaaje
YBEIIOMJICHHE Ype3 MPUTEKATENS Ha pa3pereHneTo 3a ynorpeda g0 H30K, ue xenae a pasnpoctpaHsiBa JEKapCTBEHU
MPOJIYKTH C TOTOBOPEHUTE OTCTHIIKH.

(8) (Ilpegumma an. 7, uzm. — JIB, 6p. 89 ot 2017 r., B cuna ot 7.11.2017 r.) B 3-1HEeBeH CpoK OT MOCTHIIBaHE Ha
yBeaomieHnueto mo ai. 7 H30OK nedunupa ko1 Ha ThproBell Ha eapo.

Y. 23B. (Hos — JIB, Op. 62 ot 2015 1., B cuma ot 14.08.2015 1., u3m., 6p. 89 ot 2017 1., B cmma ot 7.11.2017 1.) (1)
OTCTBIKM MOTAT J]a C€ IOTOBAPST Ipe3 IsIaTa KajleHJapHa roiiHa 10 pefia, YCTAaHOBEH B TO3H paszed, 3a
JICKAPCTBEHH ITPOTYKTH

1. mo um. 20, an. 1, T. 3;



2. 3ammam@aHu HanbidHO MM yactudHo oT H3OK m xouTo He MOJIC)KAT Ha 3aABbJDKUTCIHO HIEHTPAJIU3UPAHO
J0roBapgHC Ha OTCTBIIKH

3. 3arjiallaHy Hall'bJIHO MJIK YaCTHYHO OT H3OK, KOUTO B pC3YyJITAT HA UBMCHCHHUA U JOIIBJIHCHUS B IUIC ca cranamu
00EKT Ha 3abJDKUTCIIHO HECHTPAJIU3UPAHO AOTOBAPAHE HA OTCTHIIKHU.

(2) HoroBopuTte 3a OTCTHIIKM 1O ajl. 1, T. 1 BAM3aT B cujla OT HAYaJIOTO HA Cie/BalliaTa KajleHaapHa rofuHa, mo ai. 1,
T. 2 — OT JaTaTa Ha CKIIOYBAHETO MM, a 1o ai. 1, T. 3 — OoT jarara, OT KOATO ca OOEKT Ha 3aJb/KUTEIHO
LEHTPATU3UPAHO JIOTOBAPSHE HA OTCTHIIKH.

Y. 23r. (Hos — /1B, Op. 44 ot 2016 1., B cuna ot 10.06.2016 r.) (1) 3a nekapcTBeHUTE TPOIYKTH C HOBO
MEX/TyHapOJHO HETTaTeHTHO HaUMEHOBAHUE, TIOJISKAIM Ha JIOTOBApsIHE Ha OTCTHIIKH, WJIM KOMOWHAIUATA (IpH
KoMOWMHMpaHu NiekapcTBeHn mpoaykr ), H3OK mposepsiBa 1anu MeXIyHApOAHOTO HEMIATCHTHO HAMMEHOBAHUE, KbM
KOETO MPUHAIJICKU JIEKAPCTBEHUST MPOIYKT MJIM KOMOUHAIUATA (TP KOMOMHUPAHU JIEKAPCTBEHHU MPOIYKTH ), MOKE
Jla ce MoJ3Ba OT MallMeHTUTE B OHE MEeT IbpKaBU — YJIeHKU Ha EBpornelickus cbio3, Upe3 CbOTBETHUTE UM CHCTEMH 3a
3aIuIallAHe ¢ IMYOJIMYHU CPEe/ICTBA.

(2) He ce cxmrouBaT J0roBOpU 3a OTCTBHIKU 3a JIEKAPCTBEH NPOMYKT Mo wi. 21, am. 2, ako MEXIyHapOoJIHOTO
HEMATCHTHO HAaMMEHOBAaHWE, KbM KOETO TOH NMPUHAJICKH WIM KOMOWHAIMATa (P KOMOMHUPAHH JICKAPCTBEHU
MPOJYKTH) HE MOXKE Ja C€ TOJI3Ba OT MAI[UCHTHTE B TOHE MET IbpKAaBU — WICHKM Ha EBpomeickus cbio3, upes
CHOTBETHUTE UM CHCTEMH 3 3aILIAINAHE C TYOJIMYHU CPEJICTBA.

(3) 3a ymocroBepsiBaHe Ha OOCTOSTENCTBAaTa MO ajl. | MPUTEXKATENAT Ha pa3pelieHHETO 3a ynoTpeOa/HErOBUSAT
YITBJIIHOMOIIICH TipeacTaButTen npeactaBs Ha H30OK cnuchk Ha abpkaBUTE — YJIeHKM Ha EBpomnenckus cbhio3, B KOUTO
MEKIYHAPOJHOTO HEMaTeHTHO HAUMEHOBAHUE, KbM KOETO MPUHAAJICKHU JIEKAPCTBEHUAT MPOAYKT UM KOMOMHAIUATA
(mpy KOMOMHUpAHU JIEKAPCTBEHU MPOIYKTH ), MOKE J1a C€ MOJI3Ba OT MAI[MEHTUTE Ype3 CbOTBETHUTE UM CUCTEMH 3a
3amalaHe ¢ MyoJuYHU CPENICTBa, U OCOUYBA U3TOUYHUIIUTE, HA KOUTO ce 0azupa mpeaocTaBeHara uH@opMarus.

Paznen 11

(Hos - IB, Op. 48 o1 2014 1.)

YciaoBusi, KpuTepuu M pea 3a 3aAbJUKUTEJTHO UHEHTPAJM3UPAHO JI0roBapsiHe Ha
OTCTHIIKHU OT CTOMHOCTTA HA JIEKAPCTBEHUTE MPOAYKT 32 3APABHUTE e MHOCTH MO 4. 82,
aJ. 2, T. 3 or 3akoHa 3a 3apaBeTo, 32 kouto H3OK 3anmmama

(3aru. gon. — /B, op. 62 ot 2015 r., B cuJa ot 14.08.2015 r.)

Y. 24. (Hos — JIB, 6p. 48 ot 2014 1.) (1) (U3m. 1 mom. — JIB, 6p. 62 ot 2015 1., B cuna ot 14.08.2015 r.) Ha
ocHoBaHMe 4. 45, an. 13 330 H30K npoBex/ia 3a1bIKUTENHO HEHTPAIN3UPAHO JOTOBAPSHE C IPUTEKATEIUTE HA
paspelieHus 3a ynorpeda Ha JIEKapCTBEHU MPOIYKTH U/UIIU C TEXHH YITBIHOMOILICHU MPEICTaBUTEIN HA OTCTBIIKH OT
L[€HATa Ha JICKAPCTBEHUTE MPOAYKTH 3a 3APAaBHUTE NEHHOCTH 1O WiI. 82, ai. 2, T. 3 33 1 3amiama CTOMHOCTTAa,
IOJIydeHa B pe3yaTaT Ha HaMajeHaTa ¢ JIOTOBOPEHUTE OTCTHIIKU 1[€Ha Ha JIEKAPCTBEHUTE MPOAYKTH.

(2) (M3m. — IB, 6p. 62 ot 2015 r., B cuna ot 14.08.2015 r.) Hantmonanuara 31paBHOOCUTYpUTENIHA Kaca MPOBEXKIA



JIOTOBAPSIHETO 10 al. |1 mpean 3arovyBaHe Ha ChOTBETHATA HAIIMOHAIHA, PETHOHATHA UM OOIMHCKA MPOrpamMa, KakTo
Y 3a BCsIKa Clie/IBalia KaJeHIapHa roiiHa OT eprUo/ia Ha IEMCTBUETO H.

(3) (Hom. — IB, Op. 62 ot 2015 1., B cuna ot 14.08.2015 r.) B cinydaute, koraTo ce JoroBapsT OTCTHIIKH 3a KaJeHIapHa
rojiiHa, JIOTOBapsIHETO Ce€ M3BBpIIBAa B Cpok A0 31 sHyapu Ha chbliara roauHa. J{oroBopeHHUTE OTCTBIKU ca
3abDKUTENTHU 32 CPOKa Ha JIeHCTBHE Ha JOTOBOPUTE M HE MOTaT Ja Cce€ HM3MEHSAT MO HaduH, KOMTO BOAU JIO
yBennyaBane Ha pasxonute Ha H3OK. Ilpe3 kamennmapnara romuHa morat ga ObAaT JAOTOBApsIHU JOMBIHUTEIHO
MO-BHCOKU pa3Mepu Ha OTCTBHIIKUTE.

Y. 25. (Hos — /1B, 6p. 48 ot 2014 1.) (1) 3a mpoBexnane Ha noroBapsiHero H30OK oTnpasst mokana mmo oopaserr,
yrBBpaeH oT yrpasurtens Ha H30K, no nputexxarenute Ha pa3pelieHus 3a ynorpeda Ha CbOTBETHUTE JIEKAPCTBEHU
MPOIYKTH/TEXHUTE YITbIHOMOIICHH MPEACTaBUTEIN.

(2) lokanara cpabpKa:

1. aZIpeCaTUTC Ha JOTrOBApPsAHCTO,

2. HaMMEHOBaHME Ha JIEKAPCTBEHUS MPOAYKT, OOEKT Ha JOTOBaPSIHETO;

3. CpPOK M MSICTO 3a MOoJ[aBaHe Ha MPEUI0KECHUATA;

4. anpec, TenedoH, dakc, SISKTPOHEH aJpecC U JUIIE 32 BPb3Ka.

(3) Ilokanara ce nmyonukyBa Ha UHTepHET cTpanunara Ha H30K.

(4) KM mokanata ce mpuiiara oOpasel Ha IoroBop, YIBbpACH oT yrpasutens Ha H3OK.

Y. 26. (Hos — /1B, Op. 48 ot 2014 1.) (1) B cpoxa, mocodeH B mokaHaTa, KaHAWIaTUTE MPEICTABAT B A€TIOBOJICTBOTO
Ha [lenTpannoro ynpasienne Ha H30K B 3aneuatan Henmpo3paydeH MK C HEHapyLIeHa LSUIOCT CIEIHUTE JOKyMEHTH:

1. NpCAIOKCHHUC, TOAIINCAHO OT NPUTECKATCIIAL Ha PA3PCUHICHUCTO 3a YHOTpe6a Ha CbOTBCTHHUA JICKAPCTBCH IMPOAYKT
HJIKX OT HETOB YII'BJIHOMOIICH IMPCACTABUTCII;

2. (u3m. — IB, 6p. 89 o1 2017 r., B cuya ot 1.01.2018 r.) nHopmMarus OTHOCHO €IMHHUS UACHTU(PUKAMOHEH KO Ha
JIPY)KECTBOTO HJIA KOOTIEPAIMATA OT THPTOBCKUS PETHCTHD, a 3a APYKECTBATa, PETUCTPUPAHU B JbpKaBa — WICHKA Ha
EBponeiickus cbio3, MK B Ibp)kaBa — cTpaHa o CrnopazymeHnero 3a EBponeiickoTo MKOHOMHUYECKO MPOCTPAHCTBO —
KOIME OT JIOKYMEHT 3a aKTyaJlHa PErUCTpalys 10 HAIMOHATHOTO 3aKOHOJATENICTBO, U3aJeH OT KOMIETEHTEH OpraH
Ha ChOTBETHATA ABPKaBa, HE O-KbCHO OT 6 Mecela Mpey MolaBaHe Ha 3asBJICHUETO; HHPOPMAIUATA Ce MPEIOCTaBs
3a MPUTEKATENs Ha paspelieHHeTo 3a YnoTpebda, a B clydail 4ye NpeAsIOKEHHETO Ce MoJaBa OT YI'BIHOMOIICH
MPEJICTABUTEN — M 32 YII'BITHOMOIICHHU S TIPECTaBUTET,



3. (u3m. — IB, 6p. 89 or 2017 r., B cuia ot 1.01.2018 r.) mBJIHOMOIIHO 3a yyacTue B JOTOBapsHETO, B T.4. U 32
[0/IaBaHe Ha MPEUIOKEHHE 3a OTCTBIIKA/M — B CIIydail 4e MpeIIoKeHUETO Ce T0aBa OT YITBIHOMOIIEH MPEACTaBUTEN
Ha MPHUTEXATelsl Ha pa3pelieHUeTo 3a yrnoTpeba; KOoraro IMbJIHOMOIHOTO € M3JIaJICHO Ha YYXK] €3UK, KbM HEro ce
IpuJiara peBoJl Ha OBJITapCKU €3UK, U3BBPIICH OT MPeBoJad, KOWTO MMa CKIIOYEH JIOroBOp ¢ MHMHHCTEPCTBOTO Ha
BBHIIHUTE pabOTH 3a HM3BBpIIBaHE Ha O(QUIMATHU TPEBOJHW; B IIBIHOMOINHOTO CJlieABa JAa OBJAT MOCOYEHU
KOHKPETHHUTE JIEKAPCTBEHU MPOAYKTH C TEXHUTE MEXKIyHApOJHU HENaTeHTHHW HaUMEHOBAaHUS U TbPrOBCKU
HAaUMEHOBAHMS, 32 KOUTO MPEICTABUTENIAT € YIThIHOMOIICH;

4. mpuTexaren/u Ha paspelicHHE 3a THPTOBHUS Ha €APO C JICKAPCTBEHH MPOAYKTH, KOWTO/KOMTO pasmpoCTpaHsBa/T
CBHOTBETHUSI JIEKAPCTBEH MPOYKT.

(2) Bbpxy nuuka cienBa ja € NOCOYEH MOJATENAT U a/Ipec 32 KOPECIIOHACHIIH .

(3) B nenoBoacreoto Ha LlenTpannoro ynpasinenue Ha H30OK He ce mpuemar npejioxkeHus, KOUTO ca MOAaIeHu Clel
W3TUYAHETO Ha KpallHUS CPOK WJIH ca MPEJCTaBeH! B He3alevyaraH, Mpo3padeH UMK WK UMK C HapyIleHa IsUI0CT.

(4) IputexxarenuTe Ha pa3pelieHHs 3a ymorpeda Ha JIEKAPCTBEHH MPOAYKTH/TEXHHU YITHIHOMOIICHU TMPEICTAaBUTEIN
MOTAT Jia oJaBaT MPeUI0KEeHUsI 32 OTCTHIKK 1 0e3 Jia € oTnpaBeHa nmokana or H30K, kakTo u u3BBH cpoka 1o uwi. 24,
ai. 3.

(5) Mpemnoxenusita mo ain. 4 ce mojmaBaT MO oO0paseln ChITACHO MpuiiokeHue Ne 9, KbM KOWUTO c€ Mpuiarat
JOKYMEHTHUTE 10 Wi 26, an. 1, 1. 2 — 4.

Y. 27. (Hos — 1B, 6p. 48 ot 2014 1.) (1) 3a mpoBexxaane Ha nporoBapsiHeto yrnpasutensat Ha H3OK onpenens cbe
3anoBen komucus ot cnyxkutenu Ha H30K. B 3anoBenra ce onpenensrt npeacenaTen Ha KOMUCUATA U CbOTBETHHU
pEe3epBHU YJICHOBE.

(2) B chcraBa Ha KOMHUCHSATA 33BDKHUTEIHO C€ BKIHOUBAT MPABOCIHOCOOCH IOPHCT, MarucThp-(apManeBT/u u
UKOHOMHUCT/H.

(3) 3amoBenra mo an. 1 ce u3naBa cien MyoJMKyBaHE Ha MOKaHaTa 1mo wi. 25, ai. 1.

Y. 28. (Hos — JIB, 6p. 48 ot 2014 r.) (1) Komucusita u3sbpiiBa npoBepka Ha MOJAaICHUTE JOKyMEHTH 10 4. 26, ai. 1
3a CbOTBETCTBUETO MM C Ta3W Hapenda, KaTo MMa MPaBo Jia TTOMCKA OT YYaCTHHKA B 3-THEBEH CPOK J]a OTCTPaHU
HEPEIOBHOCTH W/WJIH JIa IPEIOCTaBH JOII'BIHUTEIIHA HHPOPMAITUS KbM TTOIAJICHUTE JIOKYMEHTH.

(2) Komucusra He pasriexia NpeaioKeHUs, KOUTO HE OTTOBapsT HAa WM3UCKBAaHUSITAa Ha Hapenbdara, KaKTO M Ha
YYaCTHHUIIUTE, KOUTO HE ca OTCTPAHMIIM HEPEJOBHOCTUTE U/UITH HE ca MPEAOCTaBUIIN AOMBIHUTEIHATA HHPOpMAaILIUs B
OIIPEEIIEHUS CPOK.

Y. 29. (Hos — JIB, 6p. 48 or 2014 1.) (1) [Ipu pasrnexnane Ha NpeyIOKEHUSATA HA YIACTHUITATE MPECEAATEIAT U
JIBaMa OT YWJICHOBETE Ha KOMUCHATA CE MOAMMCBAT BbPXY BCSIKAa CTPAHUIIA OT MPEUI0KEHHATA.



(2) Kommucusra mo cBos MMpCUCHKAa MOKC J1a ITOKaHHW YYACTHUK Ja IMMoAaJA¢ HOBU MPCIAIIOKCHU A.

(3) Kommucusra n3rorss ITPpOTOKOJIN 3a CBOATA pa60Ta " C PCIICHUC 00sIBsIBa PE3YITATUTE OT IPOBCACHOTO JOTOBAPIHC,
KaTo 1moco4Ba:

1. pasmepa Ha 1OTOBOPEHUTE OTCTBIIKH, AKO TAKHWBA Ca JOTOBOPEHMU;

2. croiiHocTTa, KoATo H30K e 3annaiia, monydeHa B pe3yaTaT Ha HaMaJlleHATa ¢ JOTOBOPEHATa OTCTHIIKA II€Ha Ha
JIEKApCTBEHUTE MPOIYKTH.

(4) Bb3 ocHOBa Ha pelIEHUETO M0 all. 3 KOMUCHUATA U3TOTBS IPOEKTH Ha JIOTOBOPHU M T'M MPEACTaBs Ha YIPaBUTEN Ha
H30K.

Y. 30. (Hos — 1B, 6p. 48 ot 2014 r.) HaunonanHara 31paBHOOCUTYPUTEIHA Kaca MyOIMKyBa Ha HHTEPHET
CTpaHHUIIaTa CH WH(OpMANHs 3a CKII0YEHNUTE JOTOBOPH, O€3 /1a ce MOCOYBAT pa3MEPUTE HA JOTOBOPEHUTE OTCTHIIKH,
KaKTo ¥ MHQOpMAIIH 32 aJJpecuTe Ha MPUTESKATENNTE Ha pa3peleH s 3a ynoTpeda u/uim yIrbIHOMOIIEHUTE UM
MPEJICTaBUTENH, TelNe(OHHN HOMEpA U JINIIA 332 KOHTAKT.

Paznea 111

(Hos - /IB, Op. 48 o1 2014 1., 0T™., Op. 62 0T 2015 1., B c1J1a o1 14.08.2015 1.)

Yci0BUsI, KpUTEPUU U pejl 32 J0roBapsiHe HA OTCTBIIKH OT CTOMHOCTTA 3a ChOTBETHATA
rpyna MeJUIMHCKM W3AeJHMsA, BKJIKWYEHH B cnucbka nmo wi. 30a or 3akona 3a
MeJMIUHCKHUTE U3JeIusl

Ya. 31. (Hos — JIB, 6p. 48 ot 2014 ., oT™., Op. 62 oT 2015 1., B cuuta ot 14.08.2015 1.).

Y. 32. (Hos — /IB, Op. 48 ot 2014 1., oT™., Op. 62 o1 2015 1., B cuna ot 14.08.2015 1.).

Y. 33. (Hos — JIB, 6p. 48 oT 2014 ., oT™., Op. 62 oT 2015 1., B cuuta ot 14.08.2015 1.).

HPEXOJIHU U SAKJTIOYUTEJIHA PASIIOPE/IBA

§ 1. B 1BymecedeH Cpok clie]] BiM3aHe B CUJia Ha Mo3UTUBHUS JekapcTBeH cnuchbk H30OK 3amnaima nekapcTBeHuTe
IIPOAYKTH, OTIYCHATH ChINIacHO JekapcTBeHus criucbk Ha H3OK, npuer ¢ pemenne Ne P/[-YC-04-127 ot 27
nekeMBpH 2007 1. 32 onpeziessiHe YCIOBUATA, Ha KOUTO TpAOBa J1a OTTOBAPSAT U3IMIBIHUTEINTE Ha MEUIIMHCKA TOMOLI,
pena 3a CKITII0YBAHE HA JOTOBOPHUTE C TSAX U IPYTH YCIOBUS 10 Wwi. 55, ai. 2, T. 2,4, 6 u 7 330 (06H., JIB, 6p. 5 ot 2008
I.; U3M., Op. 45 o1 2008 1.).

§ 2. (1) (U3m. - 1B, 6p. 40 ot 2009 ., B cuna ot 3.04.2009 r.) B cpok 1o 30 mait 2009 1. mputexaTenure Ha
paspelieHue 3a yrnorpeda uiv TeXHH YI'BIHOMOIIEHU mpenctaBuTend noaasat 10 H30K 3assnenus mo ui. 4 3a



3arnjial@aHe Ha CbOTBECTHUTEC JICKapCTBeHI/I HpO,Z[yKTI/I 3aCIHO C HpI/IJIO)I(eHI/ITe KBbM TiAX I[OKYMCHTI/I ChbIJIACHO 4JI. 5 oT
Ta3u Hapenoa.

(2) (M3m. - IB, 6p. 49 ot 2012 1.) B ciiyuaute 1o an. 1 KbM 3asBJICHHETO HE CE MpUJIara KOMMe OT BIISIBIOTO B CHJIA
pemienune Ha Komucusra o neHu u peumOypcupane.

§ 3. B cpok 10 15 nHu OT BiiM3aHe B cuiia HA MO3UTUBHUS JiekapcTBeH cnuchbk H30K 3anouBa cximouBane Ha
JIOTOBOPH C JIMIIA, TOJYYIIIH paspernieHue mno ui. 229, an. 2 3JIIIXM 3a TeproBus Ha ApeOHO C IEKApPCTBEHH MPOIYKTU
Y MOJIAJIH 3asBJICHHE 10 pe/ia Ha Ta3u Hapeada 3a OTIYyCKaHE Ha MPOIYKTUTE MO 4. 1.

§ 4. B cpok 10 1Ba Meceria OT BIM3aHETO B CHJIa HA MMO3UTUBHUS JICKAPCTBEH CIUCHK MPUTEKATENUTE Ha pa3pelieHUs
3a THPTrOBUS Ha APEOHO C JIEKApCTBEHH MPOAYKTH, cKItouniu goroBop ¢ H30K, mpusexnaar codryepa cu B
CBhOTBETCTBUE ¢ HOBUTE n3nckBanusa Ha H30K.

§ 5. [lo Bnu3ane B cuiia Ha HapenOara o 4wi. 30a ot 3akoHa 3a menunuHckuTe u3aenus H30K 3amnama
MPEANUCAHUTE U OTIYCHATHA MEIUITUMHCKHA U3JIENHS 0 [IEHU U TIPH YCIIOBUS ChIVIACHO TIpuiiokeHue Ne 15 kpm
Pemenne Ha Yapasutenuus cbBeT Ha H30OK Ne P/[-YC-04-127 ot 27.12.2007 1. (06H., /IB, 6p. 5 ot 2008 T.; u3Mm., Op.
45 ot 2008 1.).

§ 6. 1o cximrouBane Ha goropopuTte 1o wi. 16, an. 1 H30K 3annama npeanucanuTe U OTIYCHATA TUETUYHM XpaHU 32
CHEUHAIHU MEIUIMHCKH LU 110 LIEHU U MPHU YCIOBUS ChIIacHO npuioxkenue Ne 15 koM Peenue na
VYupasutenaus cpBetT Ha H30K Ne PJI-YC-04-127 ot 27.12.2007 1. (06H., IB, 6p. 5 ot 2008 r.; u3m., 6p. 45 ot 2008

r.).

§ 6a. (Hos - JIB, Op. 40 ot 2009 r., B cuna ot 3.04.2009 r.) [IspBust TpumMeceueH nepuo mo wi. 10, an. 1 3amousa na
teue ot | ronn 2009 1.

§ 7. YxazaHus 1o npuiiaraHeTo Ha HapenOara gaBa YnpaButenHust cbBeT Ha H30K.

§ 8. (Mzm. - IB, Op. 49 ot 2012 r.) Hapenbara ce n3naBa Ha ocHoBaHwue 1. 45, ain. 9 330.

SAKJIIOYUTEIIHA PA3ITIOPE/IGA

kbM Hapenbara 3a usmenenue Ha Hapen6a Ne 10 ot 2009 r. 3a ycnoBusiTa 1 penia
3a 3aIialaHe Ha JIEKApCTBEHU MPOIYKTH 1o Wi. 262, an. 4, T. 1 oT 3akoHa 3a
JICKAPCTBCHUTE NPOAYKTU B XyMaHHAaTa MCAWITWHA, HA MCAUIIUHCKU U3OCTINS

U Ha JUETUYHU XPaHU 3a CHEUaJIHU MEIULIMHCKU LEeJTU

(JIB, 6p. 40 ot 2009 T.)

§ 4. Ilaparpadu 2 u 3 Bnu3ar B cuna ot 3 anpui 2009 r.

IMPEXOIHN U 3AKJITOYUTEJIHU PA3IIOPE/IBU

kbM Hapenbara 3a nsmenenue u gonbiHenne Ha Hapenda Ne 10 ot 2009 r.

3a yCJIOBUSATA U pe/a 3a 3arlalliaHe Ha JICKApCTBEHU NMPOAYKTH 1o wi. 262, an. 4, 1. 1



oT 3akoHa 3a JICKAPpCTBCHUTC NPOAYKTU B XyMaHHATa MCANTINHA, HAa MCAULINUHCKU

HU3ACIIMA U Ha JUCTUYHHA XpaHU 3a CICHUATIHU MCAUIIUHCKU L CIIN

(B, 6p. 9 o1 2010 1., B cuna ot 2.02.2010 1.)

§ 6. 3aBapeHUTE JEKaPCTBEHU MPOIYKTH, BKIIOUEHHU B [[03UTUBHMUS JIEKapCTBEH CIHUCHK, 32 KOUTO € MOJaACHO
3asBIICHUE 110 Y. 4 WJIM YBEJIOMIICHHE 110 WI. 9 KbM JaTara Ha BIM3aHe B CHJIa Ha HapeadaTa, 1o KOUTO HE €
sanmouynano iamane ot H30K, ce samnamart cuntano ot 01.02.2010 r.

§ 7. [IbpBUAT IByMEceUeH nepuo no 4ui. 4a, ain. 2 3anousa ga teye cuutado ot 01.01.2010 r.

IMPEXOIHN U 3AKJITOYUTEIHU PA3IIOPE/IBU

kbM Hapenbara 3a nsmenenue u gonbiHenne Ha Hapen6a Ne 10 ot 2009 r.
3a yCJIOBUSATA U pe/a 3a 3arlalliaHe Ha JICKApCTBEHU MPOAYKTH 1Mo wi. 262, an. 4, 1. 1
oT 3aKoHa 3a JICKAPCTBEHUTE MPOJIYKTH B XyMaHHATa MEULIMHA, Ha MEIULIMHCKU

HU3ACIINMA U Ha JUCTUYHHA XpaHU 3a CICHUATIHU MCAUIIUHCKU L CIIN

(IIB, 6p. 67 ot 2011 1.)

§ 25. IIspBUAT TpUMeEceUeH nepuo 1o 4i. 4a, ajn. 2 3anoysa aa teue cuutano ot 01.07.2011 r.

§ 26. (1) HaunonanHata 31paBHOOCUTYPUTETHA Kaca OTIIPaBs IOKaHAa 3a IOroBapsHE 0 NPUTEKATEIUTE HA
paspeleHue 3a ynorpeda/TeXeH yIbIHOMOIIECH MPEJCTaBUTEIN 3a MPEICTaBIHE Ha MPEII0KEHUS 32 OTCTHIIKH 110 YII.
20, aint. 1 3a nekapcTBEHUTE MPOAYKTH, BKIOUEHHU B [I03UTHBHUS JIEKAPCTBEH CIUCHK 110 4. 262, ain. 5, 1. 1 3JIIIXM
KbM JlaTaTa Ha BJIM3aHE B CHJIa Ha HapendaTa, HO He mo-KbcHO oT 01.10.2011 r.

(2) HoroBapsiero o ain. 1 ce u3BBpINBA MO peia Ha TIIaBa YETBBPTA.

§ 27. MeaMIIMHCKUTE U3IEIU U JUETUUYHHUTE XpPaHH 3a CIEHUAIHN MEAUIMHCKY 11€JI1, 3aIIAIAHN HAITbIHO WX
gactuuHo oT H30K npe3 2011 r., ca onpenenenn ot Hagzopuus ceBer Ha H30K B npunoxenue Ne 7 "Cniucbk Ha
MenuIuHCKU u3nenus, 3amnam@anu oT H30K" u npunoxenne Ne 8 "Cniuchbk Ha JMETUYHU XpaHU, 3aIlIalllaHUA OT
H30K" kbm HantmonanHust paMKoB JOTOBOP 32 MEAULIMHCKUTE JeHOCTH MexXay Hantmonannara
3IPaBHOOCUTYpUTENHA Kaca U bearapckus nekapcku cbio3 3a 2011 r. (IIB, 6p. 3 ot 2011 1.).

§ 28. (1) B 15-nHeBeH cpok oT Biu3aHe B cuia Ha Hapeabata H30K nedunupa ko Ha THProBell Ha €po Ha BCUYKU
THPTOBILH Ha €APO, MOJYIUIIN pa3pellieHe 3a THProBUs Ha eApo Mo 4. 195 oT 3akoHa 3a JTeKapCTBEHUTE MPOIYKTH B
XyMaHHaTa MEIMIIMHA, U U3TOTBSI ChOTBETHHUTE CIEKTPOHHU (POpMATH 32 U3MBIHUTEIUTE Ha METUIIMHCKA TTOMOIII A 3a
JMIaTa mo 4i. 7.

(2) B emnomecedeH cpok ot u3tuyane Ha cpoka 1o ait. 1 H30OK mpuBexaa B ChOTBETCTBHE YKa3aHUATA, MMYOJIUKYBaHU
Ha UHTEPHET CTpaHUIaTa i U JOTOBOPHUTE MO 4. 7, ai. 1.

§ 29. (1) Paznopenbara Ha § 8 oTHOCHO JiI. 8, an. 5 Bnu3a B cuina ot 1 suyapu 2012 1.

(2) Jo 31.12.2011 r. H30K 3arurama Ha nunara mo wi. 7, ain. 1 mo 1,00 5B. 3a oTdereHa penentypHa OjaHKa 3a
00paboTBaHETO Ha PEIICTITH 3a JICKAPCTBEHHU MPOIYKTH C HUBO Ha 3aramiane 100 Ha cTo.



HAPE/IBA 3a nu3meHenue u A10MbIHEHUE

Ha Hapen6a Ne 10 ot 2009 r. 3a ycioBusTa 1 pejia 3a 3ariaiaHe

Ha JICKApCTBEHM MPOAYKTH 1Mo ui. 262, an. 5, T. 1 oT 3akoHa 3a
JIEKApCTBEHUTE MPOJIYKTH B XyMaHHATa MEUIIMHA, Ha MEAUIIUHCKU
W3/ENUs U Ha IMETUYHU XPaHU 3a CIIeUaTHA MEIUIIUHCKH 1E€I1

(1B, 6p. 49 o1 2012 1)

§ 12. HaBcsaxpae B Tekcta qymute "Komucns no [lo3nTuBHUSA J€KapCTBEH CIUCHK'' ce 3aMeHsAT ¢ "KoMHCHUsA ITO IEHH U
peumOypcupane".

[Ipexoanu pasnopenodu

§ 13. (1) 3a cpok eqHa roiMHA OT BIM3aHE B CUJIa HAa HapeadaTa JeKapCTBEHUTE MPOIYKTH 3a JOMAIIHO JICYCHHE Ha
3710Ka4eCTBEHU 3a00JIsIBaHMUS CE 3aIIaliaT 110 peja U MpHU yCIOBUATA HAa Ta3U Hapenda Ha CTOMHOCT, HaMaJIeHa ©
JIOTOBOPEHUTE OTCTHITKH 10 pea Ha mpuioxkenue Ne 10 ot Hapenda Ne 40 ot 2004 1. 3a onpenensiHe Ha OCHOBHHS
MakKeT OT 3paBHU JIEHHOCTH, TrapaHTHUpaH oT Oromkera Ha H30K.

(2) HamaneHute ¢ OTCTBIIKK CTOWHOCTH Ha JICKAPCTBEHUTE MPOAYKTH 1O aji. | ce 3amjamar Ha juiara mo wi. 7, ai. 1
Ha OCHOBaHHWE JOroBOp, ckmoueH Mmexay H30K u mputexarenute Ha paspelieHHe 3a ynmoTpeda WM TEXHHUTE
YITBJIHOMOILICHU MPEACTABUTENH.

§ 14. IIbpBUSAT LIECTMECEUEH MEPUOJ 10 Wi. 4a, ajl. 2 3a1104Ba Jla Teue OT BIM3aHE B CUJIa Ha Ta3u Hapezaoa.

[IPEXO/IHA PA3IIOPEJIBA

kbM Hapenbara 3a n3mMeHeHue U JON'BIHEHNE

Ha Hapen6a Ne 10 ot 2009 r. 3a ycioBusTa 1 pejia 3a 3ariaiaHe

Ha JIEKapCTBEHU MPOJYKTH 1o wi. 262, an. 5, T. 1 ot 3akoHa 3a
JICKAPCTBCHUTE NPOAYKTU B XyMaHHAaTa MCANIIWHA, HA MEAUIIUHCKU
W3JIeNUS ¥ Ha JIMETUYHU XPaHU 3a CIICIIUATHN MEIUITUHCKH TSI

([IB, 6p. 48 oT 2014 1.)

§ 44. JIBananecermeceunute nepuoau mo § 6, § 8, 1. 2, § 9 u § 33 3anmousar na Tekar, cuutano ot 1 siuyapu 2014 r.

ITPEXOIHA PA3IIOPEIBA

kbM Hapenbara 3a usmenenue u jonwsinenue Ha Hapen6a Ne 10 ot 2009 r.
3a YCIIOBHUSITA M PeJia 3a 3allJIAIlAHE Ha JIEKAPCTBEHHU NMPOAYKTH 10 wi. 262, an. 6, T. 1 oT

3akoHa 3a JICKAPCTBEHHUTE MPOIYKTH B XyMaHHATa MEAUIIUHA, HA MEAUIIUHCKU U3IETUS U



Ha JUSTUYHH XPaHU 3a CIEIUaTHU MEAUITUHCKU 1[eTTH, KAKTO U Ha JIEKAPCTBEHHU MPOJTYKTH
3a 3[I[paBHU ACMHOCTH 1O Wi. 82, at. 2, T. 3 OT 3aKOHa 3a 3/IpaBETO

(1B, 6p. 30 ot 2015 T.)

§ 5. B cpok 1o enuH Mecenn oT Bim3aHe B cuiia Ha HapenOata H3OK oTmpass mokanu 10 mpuTeXaTeIUTE Ha
paspeleHus 3a ynorpeda Ha JICKAPCTBEHU MPOYKTH/TEXHU YITHTHOMOIICHH MPEICTAaBUTENH 32 IOTOBapsHE Ha
OTCTBIKK 10 wi. 20a, ajn. 3 He3aBUCUMO Jalli 3a Te3H JIEKAPCTBEHHU IMPOJIYKTH Ca JOTOBOPEHU OTCTHIIKHU.

IMPEXOIHN 1 3AKJIYOUUTEJIHU PA3ITIOPE/IBN

kbM Hapenbara 3a usmenenue u jonsinenue Ha Hapen6a Ne 10 ot 2009 r.

3a YCJIOBUSTA U Pe/ia 3a 3alllalllaHe Ha JIGKAPCTBEHH MPOJIYKTH 10 Wi. 262, an. 6, T. 1 oT
3akoHa 3a JIEKAPCTBEHHUTE MPOIYKTH B XyMaHHATa MEAUIIUHA, HA MEAUIIUHCKU U3CTUS U
Ha JTMCTUYHU XpaHHU 3a CIICHUATTHHN MEAUIIUHCKU ICJIU, KAKTO U Ha JICKAPCTBCHH ITPOAYKTHU
3a 3/JpaBHU JEHHOCTH 10 wi. 82, an. 2, T. 3 oT 3aKoHa 3a 3paBETO

(B, 6p. 62 ot 2015 ., B cuna ot 14.08.2015 1.)

§ 15. (1) ITepBOTO NOTOBApsHE MO peaa Ha Ta3u Hapenda Ha OTCTHIIKH 3a JIEKapCTBEHUTE MPOAYKTH 110 wi. 45, an. 10 u
19 330 3amouBa B cpok 10 paboTHM qHU OT Bin3aHEeTO i B cuia, kato H30K otnpast mokanu 3a moroBapsiHe 10
IpUTEkKATEINTE Ha pa3pelleHne 3a yoTpeda 3a mpecTaBsHe Ha MPeIIoKEHUs 32 OTCTBIKU U IMYOJIHKyBa Ha
MHTEPHET CTpaHULlaTa CH CIIOPa3yMEHUETO M0 4. 22, ai. 2.

(2) B cpoxk 1o 10 paGoTHU 1HU OT MyOJIMKyBaHE HA TTOKAHUTE U CIIOPA3yMEHUETO MO Wi. 22, all. 2 MpUTek)aTeauTe Ha
paspeleHus 3a ynorpeda/TeXHu yI'bIHOMOIIEHU MPEJICTaBUTENN 3asBSABAT KOS OT OTCTBIKUTE Mo uwi. 21, am. 1, 1. 1
WM 2 ©30UpaT Ja JOTOBapsAT M HE MOTaT J1a IIPOMEHST CBOSI U300p.

(3) HoroBapsinero mo ain. 1 ce u3BBpINBa MO peia Ha TIIaBa YETBBPTA.
(4) CxomroueHHTE B Pe3y/ITaT HA JOTOBAPSHETO 1O ajl. 1 JOroBOpH BIM3AT B CHJIA:

1. oT marara, ot kosito H30K 3amouBa na 3amniaina JekapcTBEHUS MPOJIYKT MIPU YCIOBUATA HA TJIaBa BTOpa, pazaen I,
cboTBeTHO pazzen III, B ciayuait ye gexkapcTBEeHUST TPOAYKT Obe BKIoueH B [LJIC — 3a nekapcTBEHH MPOAYKTH C HOBO
MEXIYHApOIHO HEMAaTeHTHO HAMMEHOBAHKUE, 32 KOUTO € MoJIafieHo 3asBieHue 3a BkrouBane B [IJIC mo u. 262, an. 6,
1. 1 1 2 3JIIIXM,;

2. OT JaTaTa Ha BIIM3aHE B CUJia Ha HapeadaTa — 3a BCUYKU OCTaHaJM JIKAPCTBEHU MPOYKTH, a 32 CIIOPa3yMEHHUETO MO
1. 22, ai. 2 — OT IOTOBOPEHUS B HETO IEPUO/I.

(5) HoroBopute mo ain. 3, 1. 1 u 2 ca cbe cpok Ha aeiictBue 10 31.12.2016 r., a cmopazymenueTo mo wi. 22, an. 2 — 3a
JIOTOBOPEHUS B HETO TIEPHOJ] Ha I CTBHUE.

§ 16. (1) Ilpu mbpBOTO OTOBApSIHE C MPUTEKATEINUTE HA paspelleHns 3a YIoTpeda WM TEXHH YITbIHOMOILICHH
MpPEeACTaBUTENN Ha OTCTBIKK 1o wi. 21, an. 1, T. 1 pa3MepbT Ha 00IIaTa OTCTHIIKA € He Mo-Mako oT 20 Ha CTO OT
pasxoaute Ha H30K 3a nmepuoja ot BIu3aHe B cuila Ha Hapen6ara J1o kpas Ha 2015 1.

(2) B cnyqanTe no an. 1 He ce npuinara ui. 22, an. 10.

§ 17. HanmoHaiHaTa 3paBHOOCUTYPUTETHA Kaca CIMpa Ja 3arliallia 3a JICKApCTBEHHU MPOAYKTH Mo 4. 45, an. 10, 13 u
19 330, 3a KOUTO HE ca AOTOBOPEHH OTCTHIIKH.



§ 18. Ilputexxkarenurte Ha pa3pelieHus 3a ynoTpeda Ha JeKapCTBEHU NMPOAYKTH 1o 4. 10e, an. 1, KOMTO KbM MOMEHTA
Ha BJIM3aHE B cWJja Ha HapenOaTa ca BkirodeHU B [1IJIC mo wi. 262, an. 6, T. 2 3JIIIXM, B 30-1HEBEH CPOK OT
BIIM3aHETO i B CHJIa MMOJaBaT 3asBJICHUE 0 0Opaszel] chriacHo npuioxkenue Ne la koM um. 10e, a. 2.

IMPEXOIHN 1 3AKJITOUYUTEJIHN PA3IIOPE/IBA

kbM Hapenbara 3a usmenenue u gonwianenne Ha Hapen6a Ne 10 ot 2009 r.

3a YCJIOBHUSITA U PeJia 3a 3allJIAAHE Ha JIEKAPCTBEHHU MPOAYKTH 10 wi. 262, an. 6, 7. 1 nu T. 2
oT 3aKoHa 3a JICKAPCTBEHUTE MPOJAYKTH B XyMaHHATAa MEIULIMHA, HA METULIMHCKA U3/CIIUS U
Ha TUETUYHH XPAaHU 32 CICHHATHU MEIUIIMHCKH 11€JI1, KAKTO ¥ Ha JICKApCTBEHU MPOAYKTH 3a
3[paBHU ACHMHOCTH 10 Wi. 82, at. 2, T. 3 OT 3aKoHa 3a 3/IpaBeTo

(4B, 6p. 89 o1 2017 1., B cuna ot 7.11.2017 1.)

§ 9. JloroBopenuTe oTcThIKH 1O Wil. 21, an. 1, T. 1, OykBa "a" 3a yeTBbpTOTO TpUMeceune Ha 2017 r. ce 3amam@T
aBaHcoBo 110 15 HoemBpu 2017 1. Ha 6a3aTa Ha peasneH pa3xon Ha H30K 3a tperoto Tpumeceune na 2017 r. Jlo xpas
Ha MbpBOTO TpuMeceune Ha 2018 T. ce u3BBpIIBa CHOTBETHO W3PAaBHSIBAHE CHOOPA3HO PEATHUS Pa3X0/l 32 YETBBPTOTO
TpuMeceune Ha 2017 1. (Ipy HaABUILEH WM MO-MalIbK pa3Mep Ha KOMIIEHCALMATA).

§ 10. (1) TIpu o6 pbeT Ha porHo3auTe pasxoan Ha H30K 3a Bcuuku iekapCcTBEHU MPOAYKTH, 3arlIalliaHu HAITbJIHO
unu yactuyHo oT H30K, mo-Bucok ot 3 mporieHTa 3a nepuoja oT BiIM3aHe B cuja Ha HapeabaTa 1o 31 gekeMBpu
2017 r. cipsiMO U3BBPILICHUS Pa3Xo/[l 3a ChlMs nmepuo Ha 2016 r., U34KCIIeH clie]] TpUCIiajlaHe Ha IOTOBOPEHUTE
OTCTBIIKM 1O Wwi. 21, an. 1, T. 1 u an. 2 3a meproja, MpUTESKATESITUTE HA Pa3peIICHUETO 3a YIoTpeOa/TeXHUTE
VI'BTHOMOIICHH TPEICTaBUTENH, (OPMHUPATU TO3H PBCT 3a JIEKAPCTBEHUTE CH MPOAYKTH 1o wi. 20, an. 1, mpeaocTaBsT
OTCTBITKA 1O WI. 21, an. 6 B pazmep 40 mpoiieHTa OT ChOTBETHHS pa3Mep Ha PhCTA CU 32 ITOCOUYCHUSI TIEPUOT.
[IporHo3HuUsT pa3mep Ha IbDKUMaTa OTcThIKa ce onpenens oT H30K u ce 3amaiiia aBaHCOBO OT CHbOTBETHUTE
MPUTEkKATEIH Ha pa3pelieHue 3a ynoTpeda/TeXHUTE YITBIHOMOIICHH MPEICTaBUTENN B ¢pok 10 15.11.2017 1.

(2) CxiroueHunTe KbM JlaTaTa Ha BJM3aHE B CUJIa Ha HapealdaTa JOTOBOPH 3a OTCTBHIKMU 1o ui. 21, an. 1, T. 1 ocraBar B
cuna 10 31.12.2017 r., KaTo C MOMBIHUTEIHH CHOPa3yMEHHUSI KbM TAX C€ ypeXJa aBaHCOBOTO MPEIAOCTAaBSHE Ha
OTCTBIIKHM 1O ai. 1.

§ 11. Hapenb6ara Biu3a B cujia OT AeHsI Ha 0OHapoBaHeTo i B "/IbpxkaBeH BeCTHUK' ¢ M3KIIOUEHHE HA § 4 U 8, KOUTO
BJIN3aT B cuiia ot | auyapu 2018 1.

Mpwno>keHue 1
KbM u. 4
(W3m. - OB, 6p. 67 oT 2011 r.,
6p. 49 ot 2012 r.,
M3M. n gon., 6p. 48 ot 2014 r.)

SAABNEHWE

(Mb/IHO HanMEeHOBaHWE Ha NMPUTEXAaTesis Ha pa3pelleHneTo 3a yrnoTpeba)

CbC Ceaanulle U aapec Ha YMNPABIEHUE: ....ccvvvverenennns.

NMPEACTABABAHO OT . .iuuiiiiiiiitritrsaraassassassanssnsanssassansansnns



(3a ropuanyecko vye - MbJHO HaMMeHOBaHNE Ha rMpeaCcTaBuTe s, ceaanvile 1
aapec Ha yripaBJsieHne; 3a (pU3nNYeCcKo e - Tpute umeHa, ErH,
rNOCTOSIHEH agpec)
B KQYeCcTBOTO My Ha: NpuTexaTes Ha pa3pelleHne 3a ynoTtpeba/ynbaHOMOLWEH
npeacrasuren
(HEBsIpHOTO ce 3ayepTaBa)
C AOKYMEHT, yAOCTOBepsABall NPeACTaBUTETHATA BACT: «vvvvrrrrinerernneenss

3a CcbobLWEHNST N KOHTAKTHU:

YBAXXAEMU rOCnoanH/roCcrnoXo YNPABUTEN,
Ha ocHoBaHue un. 4 BbB Bpb3ka C 4. 5 ot Hapenba 10 ot 2009 r. 3a
yCnoBusiTa 1 peaa 3a 3anjiawaHe Ha NekapCcTBEHW NPOAYKTU No yn. 262, an. 6, 1. 1
OT 3aKoHa 3a JieKapCTBEHUTE NPOAYKTM B XyMaHHaTa MeauumHa, Ha MeAULNHCKU usgenus
N Ha AVMETUYHKU XpaHW 3a CrneuunasHn MeaANLMHCKU LIEeNN, KaKTO M Ha JlIeKapCTBEHM MpPOAYyKTU
3a 3[4paBHUTE AENHOCTW Mo 4. 82, an. 2, T. 3 oT 3aKoHa 3a 34paBeTo 3asiBABaM, 4e

xenaq ga ce s3annawat oT H30K cnegHUTe fniekapCcTBEHM NPOAYKTU:

(HaMMEHOBaHMe Ha J1IeEKapCTBEHUA MNMPOAYKT, JIEKAPCTBEHAa d)opMa N OKOH4YarTeJsiHa

ornaxkoBKa)

KbM HacToALWOTO 3asAB/IEHME NpuUiaraM CregHuUTe AOKYMEHTU:

1. Konve oT BNA3M10 B cua pelleHne Ha HaunoHaiHMs CbBET MO LIEHN U penMbypcupaHe
Ha NIeKapCTBEHUTE MPOAYKTH

(npunarat ce pelueHnsiTa 3a BCEKU €AMH OT MOCOYEHUTE M0-rope B 3asiBJIEHNETO

rnpoayKTH)

(noanuc v neyaT Ha 3aaBuUTeNs)

MpwioxxeHune 1a
KbM 4n. 10e, an. 2
(Hoso - OB, 6p. 62 oT 2015 .,
B cuna ot 14.08.2015r.)



SAABJTEHWNE

(Mb/IHO HaUMEHOBAHWE Ha MPUTEXATEJIS Ha pa3peLIeHneTo 3a yrnoTpeba)

CbC CeAanULLE M AAPEC HA YMPABIIEHME: ..uvuerirereneneereeneneeneiernenenens

(3a ropuanuecko e — MbJIHO HanuMEHOBAHWE Ha MNPeACTaBUTENS, cejanulle n aapec

Ha yrnpasneHue; 3a pusnyecko amye - Tpute umeHa, EMH, nocrtosiHeH aapec)

B KQYeCTBOTO My Ha: nNpuTexaTes Ha pa3pelueHue 3a ynoTtpeba/ynbnHoMoOWeEH NpeacTaBuTesn
(HeBsIpHOTO ce 3ayepraBa)

C OOKYMEHT, YAOCTOBEPSBALL NPeACTABUTENHATA BACT: wvvvrvrrrrrinerrneennennnns

3a CcbOobLWEHNS N KOHTAKTHU:

TenedoH ................ O Y (ol E-mail ...,
rOCnoAnH/TOCMOXO YIPABUTEN,

Ha ocHoBaHue un. 10e, an. 2 ot Hapenba 10 ot 2009 r. 3a ycnoBusiTa 1 pega 3a
3annallaHe Ha fieKapCcTBEHM NPOAYKTM No 4n. 262, an. 6, T. 1 n 2 oT 3aKoHa 3a
nlekapCTBeHUTe NPOAYKTU B XyMaHHaTa MeauuuHa, Ha MeaUMUMHCKN U3LENNS N Ha ANeTUYHN
XpaHW 3a crneymanHu MeauunHCKN Lenn, KakTo U Ha NeKapCcTBEHW NPOAYKTU 3a 34paBHUTE
AenHocTu no yn. 82, an. 2, T. 3 oT 3aKoHa 3a 34paBeTo, 3asBsiBaM, ve xenas ga ce

3annawaTt ot H30K cneaHuTe nekapcTBeHU NpoAyKTU:

KbM HacTOALWOTO 3asABaeHMe npunaram ciegHuTe 4OKYMeHTU:
1. Konne oT BAs3/10 B CMna peleHne Ha HaunoHanHus CbBeT MO LEeHU n peumbypcupaHe
Ha fleKapCTBEHUTE NPOAYKTW.

(I'Ipl/lﬂal'aT Ce pelleHnsaTa 3a BCEKN e4nH OT NoOCOYEHUTE NO-rope B 3asBJ/IEHNETO I'IpO,ayKTM)

(noarmc n nedat
Ha 3asaBuTerisi)

YBAXAEMU



Mpwuno>keHuwe 2
KbM yn. 7, an. 3 nuyn. 16, an. 2
(W3m. - AB, 6p. 34 ot 2009 r.,

oTM., 6p. 67 o1 2011 r.)

MpwnojxeHue 3
KbM un. 9a, an. 1
(U3Mm. - OB, 6p. 34 ot 2009 r.,
6p. 67 ot 2011 r.,
u3M. n gon., 6p. 48 ot 2014 r.)

Ao
YMPABUTEJTA HA H30K

SAABNEHWE

(Mb/IHO HAMMEHOBAHWE Ha MPUTEXATEJIS Ha pa3peLIeHNETo 3a yrnoTpeba)
CbC cefanuuie M apec HA YMPABIIEHME: ..ovvverrrirerrrnnesrnnnneranneesns ,
MPEACTABIIABAHO OT: tttiurteiiuneesrneesraneessanesssnnesssnneesnnnneins
(3a ropuanyecko vye - MbjHO HauMeHOBaHNE Ha NMpeACTaBuTess, Ceaannie 1
aapec Ha yripaBJsieHne; 3a (puandecko amye - Tpute nmeHa, ErH,
roCcTosiHeH agpec)
B KQUeCTBOTO My Ha: NpuTexaTes Ha pa3pelleHue 3a ynoTpeba/ynbiHoMOLWEH
npeacrasuren
(HeBsIpHOTO ce 3ayepraBa)
C AOKYMEHT, yOOCTOBEPSABALL NPeACTaBUTETHATA BACT: «vvvvrerrinererineenns

3a CbobLWEHNST N KOHTAKTHU:

YBAXXAEMU rOCNoanH/TOCMNOXO0 YNPABUTEN,
Ha ocHoBaHwue un. 9a, an. 1 ot Hapenba 10 ot 2009 r. 3a ycnoBudaTa u
pea 3a 3annallaHe Ha NeKapCTBEHU NPOAYKTU Mo 4. 262, an. 6, T. 1 oT 3aKoHa
3a NleKapCTBEHUTE NPOAYKTU B XyMaHHaTa MeauuWHa, Ha MeOUUMHCKN N3aenns u
Ha AVMETUYHK XpaHW 3a CreumrasHn MeANLMHCKU LLeNn, KaKTO N Ha leKapCTBEeHU
NPOAYKTW 3@ 34paBHUTE AENHOCTM no un. 82, an. 2, T. 3 oT 3aKOHa 3a 34paBETO
3asBsiBaM, 4ye xefasa ga ce npekpaTtu 3annawaHeto ot H30K no peaga Ha HapepbaTa

Ha cnegHUTeE NeKapCTBEHU NPOAYKTU:



(HaMMeHOBaHMe Ha J1IeEKapCTBEHUA MNMPOAYKT, JIEKAPCTBEHA d)opMa N OKOHYartesiHa

OrMaKkoBKa)
2
R
/= =
(nognuc v neyart Ha 3asiBUTEJIS)
MpwnosxxeHue 3a
KbM yn. 10a, an. 1
(HoBo - OB, 6p. 48 ot 2014 r.)
3ASABJIEHUNE

(NBIHO HAUMEHOBAHUE HA Npumedcamensi HA paspeuleHu emo 3a YRompeoa/ynviHOMOWEH
npedcmasumei)

CHC CETATUIIE U A/IPEC HA YIIPABIICHHIE: ....euveenreereeienteententeenteeeesteenseensesseensessesseenseensesseenseenne

(3a 10puduyecko nuye — NBIHO HAUMEHOBAHUEe HA Hnpeocmasumens, ceoaiuuje U aopec Ha
ynpaeénenue; 3a guzuiecko auye — mpume umena, EI'H, nocmosinen aopec)

B KQUECTBOTO My Ha: PUTEKATEI Ha pa3pelieHne 3a yroTpeda/yIrbITHOMOIICH TPEACTaBUTEN
(HessipHOmMO ce 3auepmasa)
C JIOKyMEHT, YIOCTOBEPSABALL IPEACTABUTEITHATA BIIACT: ...veeuverrenreenrensrenieesessrenseesesinenseensessnes

3a chOOLICHNUS U KOHTAKTH:

AATIPEC: ettt ettt h e et e et e e ettt e ettt e e bt e e ab e e e abee s bt e e ebteeebeeeeanee

YBAXXAEMW TOCIMNOANH/TOCIMOXO YTIPABUTEN,

Ha ocHoBaHue un. 10a, an. 1 ot Hapenba 10 ot 2009 r. 3a ycnoBusaATa M pena 3a 3annawaHe
Ha NeKapcTBEeHW NpoAYyKTW Mo 4. 262, an. 6, T. 1 oT 3akoHa 3a nekapCTBEeHUTE MNPOAYKTU B
XyMaHHaTa MeauuuHa, Ha MeAUUMHCKUM WM34enus U Ha [AMETUYHUM XpaHu 3a CcneumanHu
MeAVUMHCKW e, KaKTo M Ha NIeKapCTBEHM NPOAYKTU 3a 34paBHUTE AEWHOCTM no yn. 82, an. 2,
T. 3 OT 3aKkoHa 3a 34paBeTo 3adBABaM, 4Ye Xenas chnegHuTe nekapcTBEHW MpoAyKTH,
Heobxoanmum 3a U3MbJ/IHEHME Ha AenHocTuTe rno 34paBHa nporpama:

(HaMMeHoOBaHWe Ha CbOTBETHATa nporpaMa)

Aa ce 3annawat ot H30K:

(HanmMeHOBaHWe Ha IeKapCTBEHUS MPOAYKT, JIEKAPCTBEHA (hopMa M OKOHUYATE/IHA OrakoBKa)



KbM HacToSILLOTO 3asiBfieHME npuiaram clegHuTe AOKYMEHTU:

1. Konne oT BnsI3/I0 B CWla peleHne Ha HauumoHanHus CbBEeT Mo UeHU u pemMmbypcumpaHe Ha
NlekapCTBeHUTe MpoAyKTU (nMpunarat ce pelleHusiTa 3a BCeKM eauH OT MOoCOYeHuTe Mno-rope B
3as8BJ/IEHNETO NPOAYKTN).

2. CNMCBK Ha npuTexaTenuTe Ha pa3pelleHre 3@ TbProBus Ha e4po C JIEKAPCTBEHW NMPOAYKTM.

(nognuc w neyart Ha 3asiBUTE/IS)
Mpuno>keHune 36
KbM un. 15, an. 1, 1. 2 un. 194, an. 1
(Hoeo - OB, 6p. 48 ot 2014 r.)

0
YIIPABUTEJIA HA H30K

3AABIEHUE

(nviHo  HaumeHosaHue  Ha — npoussooumens Ha MU (na  JAXCMI])/ynvinomowen
npedcmasumein/muvpeogeya na eopo ¢ MU/ynvinomowen npedcmagumern)

ChC CETATTUIIE U AIPEC HA YIIPABIICHHIE: ...eeeuereeeereeaireeaureesureeesreessneesseeesseeesseeesseessseessseesn ,
TIPEACTABIISBAH OT: ..euvveeuteesureenseenueeanseesssesseesseeanseesssesnseessseesseesssesnseessseanseesssesseesssesnseesssesnseenseennne

(3a ropuduyecko uye — NBIHO HAUMEHOBAHUEe HA npeocmasumens, ceoaiuue u aopec Ha
ynpasnenue; 3a gusuuecko auye — mpume umena, EI'H, nocmosmnen aopec)

B KauecTBOTO cu Ha: mpomsBomauten Ha MU (Ha JIXCMIL)/ymbiHOMOIIGH MpencTaBuTes/
ThproBemna Ha eapo ¢ MU/yIbIHOMOIICH MTPEACTaBUTEI

(HessipHOmMO ce 3auepmasa)

C JIOKYMEHT, YIOCTOBEPSBAII TPEICTABUTEITHATA BITACT: ..veevvveerreeereenreesreenseensresseenseessseenseessens

IlocouBam cneaHus aZpec 3a C’bO6H_IeHI/I$I N KOHTAKTH:

AATIPEC: ettt ettt ettt et e b et e e bt e e e bt e e e a bt e e eab e e e ab e e e ab e e e bt e e ehteesbaeeeanaeas

YBAXXAEMW TOCIMNOANH/TOCMNOXO YTIPABUTEN,

Ha ocHoBaHwe un. 15, an. 1, 1. 2/un. 194, an. 1 ot Hapepnba 10 ot 2009 r. 3a ycnosusTa u
pefa 3a 3arn/jawlaHe Ha NeKapCTBEHW NPOAYKTM no uyn. 262, an. 6, T. 1 oT 3akoHa 3a
NlekapCTBEHUTE MNPOAYKTM B XyMaHHaTa MeauuMHA, Ha MeAUUWHCKW U3Oenust U Ha AUETUYHM
XpaHM 3a cneuuanHu MeguuUMHCKW Uenn, KaKTO W Ha JieKapCTBEHM MpoAyKTW 3a 34paBHUTE
OEeNHOCTK no ui. 82, an. 2, T. 3 OT 3aKOHa 3a 34paBeTOo 3asiBsiBaM, Ye Xefas Aa ce npekpaTtwu
3annawaHeTto ot H30K no peaa Ha HapeabaTa Ha crnegHUTE NPOAYKTU:



Cpok, oo konTo we 6baaT ocurypsieaHm MU/ OXCML
7 = =

(nognuc w neyart Ha 3asiBUTE/IS)

MpunoxxeHwe 4
KbM un. 19, an. 1
(U3m. - OB, 6p. 67 oT 2011 r.,
6p. 48 ot 2014 r.)

JAJABIIEHNE

(nbaHO HaAUMEHOBANUEe HA NPOU3BOOUMENA/YNBIHOMOWEH npedcmasumern)
ChC CEAATMIIE U AJIPEC HA YIIPABIICHHUE: ...uveenereenieenreenieenireeieesteenteessneenseesseesseesaneenseesseenseennne ,
TIPEACTABIITBAH OT: t.uuvteeutreeruteeenuteeenuteeanuseesnsseessseessseessseesssteesssteesaseessnseesssseesasseesasseesanseesansens ,

(3a ropuduyecko nuye — NBIHO HAUMEHOBAHUEe HA npeocmasumens, ceoaiuwe u aopec Ha
ynpasnenue; 3a guzuiecko auye — mpume umena, EI'H, nocmosinen aopec)

B KQUECTBOTO MY Ha: IPOU3BOIUTEI/YIIBIHOMOILEH TPECTaBUTEN

(negsipnomo ce 3auepmasa)

C JIOKyMEHT, YI0CTOBEPSABAL TPEACTABUTEITHATA BIIACT: «...euvvenreenrererenreenrenseensenrenseenseesnenneennes
IlocouBam cnenHus ajgpec 3a CbOOLICHUS U KOHTAKTH:

AATIPEC ettt ettt et e et e e et e e e ettt e e e et ttee e e ataeeeaabteee e ateeeeaanbaeeeeanraaeeeanttaeeeann

YBAXXAEMW IOCMNOANH/TOCIMOXO YTIPABUTEN,

Ha ocHoBaHue un. 19, an. 1 ot Hapegba 10 ot 2009 r. 3a ycnoBudaTa U pega 3a 3aniawaHe
Ha fleKapCTBEHW NpoAYKTM no un. 262, an. 6, T. 1 oT 3aKoHa 3a SieKapCTBEHUTE MpPoAYKTU B
XyMaHHaTa MeAuuMHA, Ha MeAVMLMHCKW u3gennss W Ha AMEeTUYHM XpaHu 3a chneuuanHu
MeAVLUMHCKN Lefin, KaKTO U Ha NleKapCTBEHW MPOAYKTU 3a 34paBHU AeNHOCTWM no un. 82, an. 2,
T. 3 OT 3aKoHa 3a 34paBeTo 3asaBsiBaM, ye Xenas ga ce 3annawat ot H30K cnegHute AXCML:



AneTnyHnte XpaHu 3a cneuurasHn MeAUUMHCKWM Lenun e ce pasnpocTpaHsaBaT A0 anTekuTe,
ckmouunn gorosop ¢ H30K, oT cneaHuTe TbproBUM Ha enpo:

(HauMeHoBaHMe Ha JIMLIETO, MPUTEXABAaLI0 YAOCTOBEPEHME 38 PerncTpaums Ha o06eKkT 3a
TbProBusl C XpaHu, U3AafeHo Mo peaa Ha 3aKoHa 3a XpaHuTe)

Mpunaram cnegHvuTe AOKYMEHTH:

1. Jeknapauus, 4ye cvborBeTHaTa OXCMLU oTroBaps Ha ycnosueto no 4yn. 18, an. 3, kKaTto ce
MOCOYBAT KOHKPETHUTE obliecTBeHN (POHAOBE B CbOTBETHATA AbpXXaBa.

2. Jeknapauusa 3a cbrnacme oT MNOCOYEHUTE TbProBUM Ha efpo 3a AOCTaBKa Ha AMETUYHUTE
XpaHM 3a cneunaaHn MeauuuHCKKU uenun (npmnaraT ce Jgeknapauum oOT BCUYKKM MOCOYEeHU

TbpProBuUM Ha enpo).

3. [leknapaums 3a perynsipHO OCUrypsiBaHe Ha 3asiBEHUTE AMETUUHM XpaHW 3a crneuuanHu
MeAMLUWHCKM Lenu 3a nepuoa He no-Maabk oT 12 KaneHaapHu Meceua.

4. Konve OT [OOKYMEHTM, YAOCTOBEpSIBallM WM3UCKBAHMATA MO UJl.

AOKYMEHTU 3a BCAKa ANETUYHA XpaHa 3a cneuyunaiaHn MeanumnHCKHn LI,EJ'IVI).

data: i

(nognuc n ne4yart Ha 3asiBUTEJIS)

MpunoxxeHwe 5
KbM un. 16, an. 2
(Hoeo - OB, 6p. 67 oT 2011 r.,
OTM., 6p. 48 oT 2014 r.)

MpwioxkeHune 6
KbM un. 16, an. 2
(HoeBo - OB, 6p. 67 ot 2011 r.,
oTM., 6p. 48 ot 2014 r.)

Mpwuwno>keHune 7
KbM un. 19, an. 1
(HoBo - OB, 6p. 67 ot 2011 r.,
oTM., 6p. 48 o1 2014 r.)

Mpwno>xeHue 8
KbM un. 21, an. 3 n4
(HoBo - OB, 6p. 67 oT 2011 r.,
usMm., 6p. 48 ot 2014 r.,
OTM., 6p. 62 o1 2015 .,
B cuna ot 14.08.2015r.)

Mpwno>keHue 8a
KbM un. 236, an. 1
(Hoso - 4B, 6p. 30 ot 2015 .,
usMm., 6p. 62 ot 2015 r.,
B cuna ot 14.08.2015r.)

18, an.

1 (npuwnarat ce

ITPOTOKOJI




No MHara: OPUT'MHAJI
0000000
00...
[IpuTexkaren Ha paspelnieHue 3a yrnoTpeda/HeroB
YITBJIHOMOIIICH MPEICTaBUTEN
Anpec:
UH no 3JAC/HMH 1o  HaIMOHAIHOTO
3akoHogarencTBo 3a JIJ[C:
EUK/BYJICTAT:
M.O.JL
Iomyuarenn:
Anpec:
EVK/BYJICTAT:
M.O.JL.
Or: Ho:
3a mepuo:

3a MOCOYEHUSNEPHO ObKUMATa KOMIEHCAIMS 32 CMETKAa Ha MPUTEKATEs Ha pa3peliecHHue 3a
yroTpeOa/HeTOB YITBITHOMOIICH HETOB MPEJICTABUTEI 32 3aIlJIAllAHEe HA OTIYCHATH M OTYETEHU KbM

H3O0K nekapcTBeHH TPOAYKTH BB3/IM3a HA!

Ne JlexapcTBEH MPOIYKT

OTcThIKa OTtcThOKa 00110

(210585050083

Komnuec
TBO

3a

M3Menenne Ha JaHBUYHATA OCHOBA 0611102

JJ1C craBxka:

M3menenwne na JIJ1C:

CyMa 3a miaiaHe:

Cpok 3a miamaHe:

ITo cmeTtka nHa H30K: BIC/SWIFT ... , IBAN ...

OcHoBanue 3a HU3J1aBaHC:

Un. 236, an. 1 ot Hapenba Ne 10 ot 2009 r. 3a
YCJIOBUSITA U pefia 3a 3arlalliaHe Ha JIEKapCTBEHU
NPOJYKTH 1O 4il. 262, an. 6, T. 1 or 3akoHa 3a
JEKapCTBEHUTE  MPOAYKTH B  XyMaHHaTa
MEOUIIMHA, Ha MEIHIMHCKA H3JICIHsI W Ha
JTUETUYHHM XpaHW 3a CHCHHATHU MEIUITUHCKH
LIeJI, KaKTO M Ha JIEKAPCTBEHH MPOJAYKTH 3a
3IpaBHU JAEWHOCTH Mo 4. 82, an. 2, T. 3 OT
3aKoHa 3a 3/IpaBeTo

I[aTa Ha Bb3HHUKBAHC HAa JaHBYHOTO crouTHE:

IIpunoxenue:

CnpaBka 3a KoJuMyecTBaTa OT JIEKAPCTBEHUTE
MPOJYKTH I10 €JIEKTPOHEH OTUYET CHIVIACHO Wil §,
an. 3, samuarenn or H3OK npe3 cboTBETHHS
EepUOJ




3a  npurexarens Ha  paspemieHuero  3al3a HanmonasiHaTa 31paBHOOCUTYPHUTENIHA Kaca:
yHnoTpeba/HeToB YI'bIHOMOILEH NPEICTaBUTEIL:

Mpwuno>keHue 9
KbM 4n. 26, an. 5
(HoBo - B, 6p. 48 ot 2014 r.)

ITIPEJJNOXEHUWE

(NbIHO HAUMEHOBAHUe HA Npumexcameisi HA paspeuleHuemo 3a YRompeoa/ynviHOMOWEH
npedcmasumer)

ChC CCAAIHIIC U aIPCC HA YIIPABIICHUC! ..c.uniininiiiiiiiiitieiiaiteeteeteeatteataneeaeaneeatanenennanns )
MPCACTABIIABAHO O .enenninininiiiieniitetttitatentatenreatateneatansatatanenearansasatonssssnensssorensnsssenssssssnsnsansnsnss

(3a ropuduyecko uye — NBIHO HAUMEHOBAHUEe HA npeocmasumens, ceoaiuwe u aopec Ha
ynpasnenue; 3a guzudecko auye — mpume umena, EI'H, nocmosinen aopec)

B KQUECTBOTO CH Ha: IPUTEXATEN Ha pa3pelieHne 3a YoTpeda/yIbIHOMOILEH PeCTaBUTEN

(nessipnomo ce 3auepmasa)

C JIOKyMEHT, YI0OCTOBEPSABAL IPEACTABUTEITHATA BIIACT: «.uveuvvenreenrerurenteenrensrenseenrenseenseensenseenseenne
3a CHOOILIEHNS U KOHTAKTHU

0110 1<«

YBAXXAEMU I'OCIIO AMH/T OCIIOXO




VIIPABUTE,

Ha ocnoBanue ui. 45, an. 13 330 npeiaraMm oTcThIIKa OT CTOMHOCTTA Ha CIIETHUTE
JIEKAPCTBEHHU MPOAYKTH 32 3APaBHUTE JEHHOCTH 1O WI. 82, ai. 2, T. 3 oT 3aKoHa 3a 31paBeTo,

npuiiaraiv B UBIIBIIHCHHUC HA ITPOTPAMA ...enniiniiiiiiiiiiiiiiittittitiiteittttettatetaneeneaneenteresaeneeneenesneens

l.. - -

(HaumenosaHue Ha (pazmep Ha  npeodrodceHama (CmouHocm, nonyuyena 8

JleKapcmeenusi npoOyKn) omcmuvnka 6 %) pe3yimam Ha NpeolodceHamad
omcmuvnKa)

ettt ettt e ettt et e e te e teate e bt e ateah e e teeateea e e bt eateeat e st eateeat e be e teeatenteenteeaeenseenteenean

KBM HACTOSIIOTO 3aASBICHHE TIPHITATAM: ....euveereeenreneeenseeneesseenseensesseenseensesseenseensesseensesnsesseenes

JaTa: oo,

(noonuc u newam Ha 3aa6umens)



