HAPEJIBA Ne 10 OT 2009 I'. 3A YCJOBUSITA, PEJIA,
MEXAHU3MA U KPUTEPUUTE 3A 3AILTAIIIAHE OT
HALIMOHAJIHATA 3/IPABHOOCUTYPUTEJIHA KACA HA
JEKAPCTBEHU NPOAYKTH, MEJULIMHCKHU U3JEJIUS
U HA JIMETUYHU XPAHU 3A CIELIUAJITHUA
MEJULUHCKU LEJU, IOTOBAPSIHE HA OTCTBIIKU U
Bb3CTAHOBSIBAHE HA IPEBULIEHUTE CPEJICTBA
MPU NPUJIATAHE HA MEXAHU3BM, TAPAHTUPALLL
MPEJABUAUMOCT U YCTOMUYUBOCT HA BIOJKETA HA
H30K (3ATJL. U3M. - JIB, BP. 67 OT 2011 I'., U3M. U JIOII. -
JIB, BP. 48 OT 2014 I'., JIOIL. - JIB, BP. 62 OT 2015 T., B CJIA
OT 14.08.2015 I., U3M. - IB, BP. 17 OT 2019 I"., U3M. - /IB,
BP. 19 OT 2020 T.)

H30a0ena om munucmovpa Ha 30paseonazéaremo

O6wn. /]B. op.24 om 31 mapm 20092., usm. /{B. 6p.34 om 8 maii 20092., usm.
JB. 6p.38 om 22 maii 2009e., uzm. /IB. 6p.40 om 29 mau 2009e2., usm. [B. 6p.9 om 2
gespyapu 2010z., uzm. /[B. 6p.67 om 30 aseycm 201 12., uzm. u oon. /[B. 6p.49 om 29
tonu 20122., usm. u oon. /[B. 6p.48 om 10 ronu 20142., uzm. u oon. /[B. 6p.30 om 24
anpun 2015e., uzm. u oon. /[B. 6p.62 om 14 aseycm 2015e., usm. u oon. /[B. 6p.44 om
10 onu 2016¢., usm. u oon. /[B. 6p.89 om 7 noemepu 20172., uzm. u oon. /IB. 6p.95 om
16 noemspu 20182., usm. u don. [{B. 6p.17 om 26 ¢espyapu 2019z., usm. u oon. /[B.
op.47 om 14 ronu 20192., usm. u oon. /[B. 6p.19 om 6 mapm 2020e., usm. /IB. op.104
om 8 oexemepu 2020e., oon. /[B. 6p.106 om 15 dexemepu 2020e.

I'naBa nbpBa.
ObIIHA MOJIOKEHUA

Un. 1. (M3wm. - IB, Op. 48 oT 2014 r., u3m. - IB, 6p. 17 o1 2019 1.) C Tazu
Hapea0a ce ompeesT:

1. ycnoBuAra, peapT, MEXaHU3MUTE U KPUTEPUHUTE, IO KOHUTO
Hammonannara 3apaBHoocurypurenta kaca (H30K) 3amnaria iekapcTBeHU TPOTYKTH
1o wi. 262, an. 6, T. 1 or 3aKoHa 3a JEKapCTBEHUTE NPOAYKTU B XyMaHHaTa MEJUIIMHA
(3JIIIXM), npeHa3HAaYeHH 3a IOMAILIHO JICYEHUE;

2. ycioBHATa, PENbT, MEXaHU3MHUTE U Kpurepuute, no kouro H3OK
3amiania M3BbH CTOMHOCTTa HA OKa3BaHUTE MEIMLMHCKU YCIYTH JIEKapCTBEHU
NPOAYKTHU 1O wi. 262, an. 6, T. 2 3JIIIXM, BkItoueHH B makera mo ui. 45, an. 2 ot
3akoHa 3a 3ApaBHOTO ocurypsBaHe (330) W NPUIOKKMMHU NpPHU JIEYEHHETO Ha
3]I0KaueCTBEHUTE 3a0o0yiiBaHUS B OOJHMYHATA MEIMIIMHCKAa IIOMOII, KakTO |
JIEKapCTBEHM TMPOAYKTH TMPH JKUBOTO3AacTpallaBallld KPHBOM3JIMBH U  CHEIIHU
ONEpaTUBHU Y UHBA3UBHU UHTEPBEHIMH IIPU NALIMEHTH C BPOJAECHU KOAryJonaTuy;

3. ycnoBusATa, peabT, MEXaHU3MHUTE W Kputepuure, no kouto H3OK
3arIamia JIEKapCTBEHU NMPOJIYKTH 3a 3paBHUTE JEWHOCTH 1O 4i. 82, an. 2, T. 3 oT
3akona 3a 31paBeto (33);



4. ycnoBusATa, penbpT, MEXaHM3MHUTE W Kpurepuute, no kouro H3OK
3amama MeguuuHeku usnenus (MU), mpenHasHaueHW 3a JIOMAIIHO JIEYEHHE Ha
3a00s1Banusl, onpesesieHu coriiacuo 330;

5. ycloBUSsTa, penbT, MEXaHM3MHUTE U Kpurepuute, no kouro H3OK
3ariania BUCOKOCIICIIUATM3UPAHH arlapaT/ypeau 3a HHAWBHyaTHa yrnoTpeda mo uil.
82, an. 3 33;

6. ycloBUsITa U PEABT 3a 3aIlIalllaHe U 3a CKII0YBAHE HA UHAWBUYAIHU
JIOTOBOPH C TIPOU3BOJAUTENN UM C THPrOBLU Ha €APO C MEAULIMHCKH U3JCNINS/ TEXHU
YIO'BJIHOMOIIICHU TPEJCTABUTENN 3a JOCTaBKa M 3aruiamane Ha MU, npunaranu B
OOJTHMYHATA MEIULIMHCKA [TOMOILI;

7. ycinoBusATa, penbT, MEXaHU3MHUTE M Kputepuute, no kouro H3OK
3amiam@a  AWCTHYHM XpaHu 3a crenuanHu  meaunuHcku  nenu  (JAXCMLD),
MpeHa3HaYeHU 3a JJOMAIIIHO JIeUeHUE Ha 3a001sIBaHUsI, OIIPE/ICNICHU B CIIUCHKA 10 YII.
45, an. 4 330;

8. yclloBUSTA U PEAbT 3a MPOBEKIAHE HA 33]IbIKUTEIIHO LIEHTPAIU3UPAHO
JIOTOBApsiHE Ha OTCTBIIKM U BUJIOBETE OTCTHIKHU B ciiydaute 1o wi. 45, an. 10 u 21 330;

9. KpUTEepUUTE U PEABT 3a PA3MPEACISIHE HA IOTOBOPEHUTE OTCTHIIKHU 32
JEKAPCTBEHUTE NPOAYKTH mo ui. 262, am. 6, 1. 1 3JIHIXM wmexny H3OK u
3/IpaBHOOCUTYPEHUTE JIUIIA;

10. ycnoBusara, kpurepuutre u peabT, no kouto H3OK mnposexna
3aIBJDKUTETHO IIEHTPAIM3UPAHO JOTOBapsiHE HAa OTCTBIKKA 3a JICKAPCTBEHUTE
MPOJYKTH 3a 3APAaBHUTE IEUHOCTH 1O wi. 82, ain. 2, T. 3 33;

11. (u3m. 1 gom. - /1B, 6p. 19 oT 2020 r.) ycnoBusiTa 1 peabT 3a 3arjianiaHe
ot H30K Ha nekapctBenu npoayktu, 3a kouto H30K e noroBopuiia 3amamniane Bb3
OCHOBA Ha pe3yJiTaTa OT TepaNusTa 3a JEKAPCTBEHH MTPOIYKTH, 32 KOUTO € OIPEACIICHO
npociensBane Ha eeKTa OT TepanusiTa cbriiacHo wi. 259, an. 1, 1. 10 3JIIIXM, kakto
M BB3CTAHOBSIBAHE OT MPUTEKATEIUTE HA pas3pelieHus 3a yrnorpeda WM TEXHHU
ymbiaHoMotenu npeacrasurenu Ha H30K Ha 3amnateHuTe cpeicTBa mpu JUIca Ha
pe3ynTar;

12. (noBa - /IB, 6p. 19 ot 2020 r.) ycnoBusTa 1 pebT 3a Bb3CTAHOBSIBaHE
OT TPUTEKATEIUTE Ha pa3pelIeHUATa 3a ynoTpeda WM TEXHU YIIBIHOMOIICHU
MPEACTABUTENM Ha TNPEBUIICHUTE CPEICTBA IpU TMpUJIaraHe Ha MEXaHHU3bM,
rapaHTupall IpeJBuIUMOCT U ycToWuuBOCT Ha Orokera Ha H30OK.

Un. 2. Hapen6ata uma 3a 11e1 rapaHTUpaHe Ha:

1. mpurnmnure no wi. 5 330;

2. myOJMYHOCT M MPO3pPAayHOCT HA MPOIENypUTE IO 3alJjallaHe Ha
JIeKapCTBEHUTE MPOILYKTH, MEIUIIMHCKUTE U3 U JUETUYHUTE XPAaHU, TIOCOYEHHU B
qi. 1;

3. ycnoBus 3a eheKTUBEH KOHTPOJ MPU M3PA3XO0JIBAHETO HA CPEACTBA OT
6romxera Ha H3OK.

Ui 3. (U3wm. - [IB, 6p. 48 ot 2014 1.) (1) (Hom. - [AB, 6p. 62 ot 2015 ., B
cumra ot 14.08.2015 r., wsm. - JIB, Op. 17 or 2019 r.) Hammonamnara
3IpaBHOOCUTYpPUTENIHA Kaca 3arJiama npoayktute mo ui. 1, 1. 1, 2, 4, 6 u 7 npu
Cra3BaHe Ha CIEAHHUTE OOIIU YCIOBHUS:

1. (m3m. - [IB, 6p. 62 o1 2015 1., B cuma ot 14.08.2015 r.) 1a ca mpeanucanu
U OTIyCHATU TIpH cha3BaHe Ha pasnopendure Ha 330, 3JIIXM, 3MU, 3akona 3a
xpanute (3X) 1 M0A3aKOHOBUTE HOPMATHUBHU aKTOBE IO TSXHOTO IpUJIaraHe;



2. 1a ca OTITyCHATH HAa TEPUTOPUSITA HA CTpaHATA 3a JIUIA C HETIPEKbCHATH
3JPaBHOOCUTYPUTEITHH IIpaBa.

(2) (U3m. - B, 6p. 17 ot 2019 r.) HarnonanHaTa 37paBHOOCUTYpPUTEITHA
Kaca 3arJiaiia mpoIyKTUTe 1o Wi. 1, T. 3 mpu cra3BaHe Ha CIEJIHUTE OOIIN YCIOBHSL:

1. na ca mpeBUACHH 3a 3paBHUTE ACHHOCTH 1O Wi. 82, an. 2, 1. 3 33;

2. (m3m. - JIB, 6p. 19 or 2020 r.) ma ca mpeanwcaH, OTIYCHATH H
NpUJIOKEHN NpH cna3BaHe Ha pasmopenodourte Ha 330, 3JIIIXM, moa3akoHOBUTE
HOPMATHUBHU aKTOBE IO TAXHOTO NpUJIaraHe, KakTo M Ha ChOTBETHUTE HAIMOHAIIHH,
pPETHOHAIIHU ¥ OOIIMHCKH 3/IpaBHU MPOTPAMHU;

3. ma ca OTIyCHAaTH Ha TEPUTOPHATA HA CTpaHATa 3a JIMIA, IOCOYCHH B
CHOTBETHUTE HAIIMOHAIIHU, PETHOHATHHA U OOIIMHCKH 3/IpaBHU MPOTPAMH U B CPOKa HA
TAXHOTO JICUCTBHE.

(3) 3ammamanero Ha jaekapctBeHute npoayktu, MU u JAXCMII ce
U3BBPIIBA IIPH ClIa3BaHe Ha 3aKoHa 3a OrokeTa Ha H30K 3a choTBEeTHATA TOJMHA.

I'naBa BTOpA.
YCJI0OBUs, PEJ, MEXAHU3BM U KPUTEPUHU 3A SAIIVIAIIIAHE
HA JIEKAPCTBEHHU NTPOAYKTU (BAI'JL. U3M. - [IB, BP. 17 OT 2019
r.)

Pazgea L.
YcaoBus, pell, MEXaHU3bM U KPUTEPHUH 32 3allJIalllaHe HA JIEKAPCTBEHU
NMPOAYKTH 32 IOMAINIHO JieYeHHe HA TepuTopusita Ha ctpanaTta (Hos - B,
op. 48 ot 2014 r., 3ara. u3m. - /IB, op. 17 ot 2019 1.)

Un. 4. (Hom. - [IB, 6p. 48 ot 2014 r., u3m. - JIB, 6p. 62 ot 2015 ., B cuna
or 14.08.2015 r.) Hauuonamnata 3ApaBHOOCHUTYpPHUTENIHA Kaca 3aliamia 3a
JIEKapCTBEHU MPOJIYKTH, BKIIOUECHHU B MO3UTUBHUSA JiekapcTBeH cnuchbK ([1JIC) mo ui.
262, an. 6, . 1 3JI[IXM u npenHa3HaueHU 3a JOMAIIHO JieUeHHE Ha 3a00sIBaHMUs,
OTpeieJICHH B CIIMCHKa 110 4uil. 45, an. 4 330, cien noxyyaBaHe Ha MUCMEHO 3asiBJICHUE
OT TpUTEXKATeNs Ha pa3pelieHueTo 3a ymnoTpeda WM HEroB YI'BIHOMOIIEH
MIPEICTABUTEN, Y€ Kejlae ChOTBETHUAT JICKAPCTBEH MPOAYKT Jla CE 3aruiaiia Mo peaa Ha
Ta3u Hapenda chIrilacHo npuioxeHue Ne 1.

Un. 4a. (Hos - JIB, 6p. 9 ot 2010 r., B cuna ot 02.02.2010 r., uzm. - JIB,
op. 48 ot 2014 r.(*)) (1) Hanmonannara 31paBHOOCUTYPHUTEIIHA Kaca aHAIW3HUpA U
0000111aBa Ha IBaHAIECETMECEYHH MepHUOIU HMH(POpPMALIHSTA 32 JIEKAPCTBEHU MIPOTYKTH
¢ MexayHapoaHo HenaTeHTHO HauMeHoBaHue (INN), Bxiitoueno B [JIC no ui. 262, an.
6, 1. 1 3JIIIXM, 3a koeTO 10 MOMEHTA HE € 3aIljialialia, U ¢ IOJaJIcHO 3asBICHUE I10
971. 4 10 24-TO YMCIIO Ha IBAHAICCETHS MECeIl.

(2) HanuonanHara 3paBHOOCUTYpPUTENIHA Kaca aHaIu3upa u 00001aBa
KbM 1-BO min 16-0 9HMCIIO OT CHOTBETHHS KaleHIApEeH Mecel HH(popManusTa 3a
nexapctBeHu npoaykTu ¢ INN, Bkmtoueno B [TJIC no un. 262, an. 6, 1. 1 3JIIIXM, 3a
KOETO 3aIiiamia, U € IMoJIaJIcHO 3asBIICHUE 110 WI. 4 HE TMO-KBbCHO OT 24-TO YHCIIO Ha
npeaxoaHus win 10-o 4MCiio Ha CbOTBETHUS KaJ€HJapEeH MECEIl.

(3) Anunes 1 ce npuiara 1 3a KOMOMHUPAHU JIEKAPCTBEHU MPOAYKTH, IPU
KouTo KoMOuHarusTa chabpska INN, BkimtoueHo B [TJIC mo ui. 262, an. 6, 1. 1 3JIIIXM,
3a koeto 10 MoMmeHnTta H30K He e 3amnamana.



(4) Anunes 2 ce mpuiara v 32 KOMOMHUPAHH JIEKapCTBEHU IPOAYKTH, IPU
kouto H30K 3amnamia 3a Bcuuku INN, chabpxkaIiy ce B KOMOMHAIUATA U BKITIOUCHU
B IIJIC 1o um. 262, am. 6, T. 1 3JIIIXM.

(5) HartmonasniHarta 31jpaBHOOCHTYpUTEITHA Kaca aHaIM3upa 1 0000111aBa Ha
JBaHAICCETMECEYHH TIEPHOAN WH(POPMAIIUATA 32 JICKAPCTBEHU MPOAYKTH, 32 KOUTO B
IUIC mo wn. 262, an. 6, 1. 1 3JIIIXM uma BKJIIOYEHH pPa3IMIMPEHU MOKa3aHUS U
nuarno3u (MKb-konoge).

(6) (Hdom. - IB, 6p. 44 ot 2016 1., B crta ot 10.06.2016 1.) Harmonanuara
3/IpaBHOOCUTYPHUTEIHA Kaca aHalIu3upa U 0000I1aBa Ha JBAHAICCETMECEYHH MTEPHOTU
nndopmanuara 3a INN, 3a koutro B IIJIC mo un. 262, am. 6, 1. 1 3JIIIXM uma
MOBUINIABAHE HA HUBOTO HA 3arlialliaHe, ¢ U3KitoueHne Ha nHdopmanusra 3a INN mo
aim. 7.

(7) (Hosa - /1B, 6p. 44 ot 2016 1., B cuna ot 10.06.2016 r.) Hattnonanuara
3IPaBHOOCUTYPHTEIIHA Kaca aHaiu3upa M 00o0maBa KpbM 1-Bo miu 16-0 4uciIo OT
ChOTBETHHUS KayleHnapeH Mecel| nHdopmanusara 3a INN 3a nedenue Ha 3abosiBaHe,
crajamio KbM HAKOU oT Kiacosere Oosiecty oT I xiac no xkinac XVII BKIIFOYMTEIIHO 11O
MKB 10, xouto 3aemar BoAemIO MACTO (I'bPBUTE IIECT MECTa) B CTPYKTypaTa Ha
CMBPTHOCTTA IO MPUYHHU 32 YMUPAHUS WU B CTPYKTypaTa Ha XOCHUTAIM3HpaHaATa
3a00J1€Ba€MOCT, WJIM B CTPYKTypara Ha MIBPBUYHO HWHBAIMIU3UPAHUTE JUIA B
Peny6nuka bearapus 3a nocineqnute Tpu roaua, 3a kouto B [1JIC mo . 262, ain. 6,
1. 1 3JITIXM mma noBuIIeHO HUBO Ha 3aIlIaliaHe.

Un. 5. (U3m. - IB, 6p. 67 ot 2011 r., u3m. - /IB, 6p. 49 ot 2012 r., u3m. -
1B, 6p. 48 ot 2014 r.) KbM 3asBi1eHHETO 110 4jl. 4 ce Ipuiara Komnue oT BJIS3JIOTO B
cuia peureHue Ha HarmoHnamHust CbBET MO HIEHU ¥ peuMOypCcHpaHe Ha JIEKApCTBEHUTE

IMMPOAYKTH.

Un. 6. (1) Ilpu mocTpnBane Ha 3asBienueto o €wi. 4 H30K ce 3anbmkasa:

1. na nedpunupa H30K Koz 3a Bceku ieKapCcTBEH NPOAYKT;

2. (ot™m. - [IB, 6p. 67 ot 2011 1.)

3. (u3m. - JIB, Op. 48 ot 2014 r.) na mane ykasaHusi OTHOCHO pena 3a
MpeINUCcBaHe W OTIyCKaHE Ha JIEKaApCTBEHHUs MPOAYKT, ChoOpa3eHu ¢ jAeicTBaiaTa
HOpMAaTHBHA ypenoa;

4. ma M3roTBU CHOTBETHUTE €NEKTPOHHU (HOPMATH 33 U3MBIHUTEIUTE HA
MeAMIMHCKA MIOMOII] ¥ 3a JILAaTa 1Mo 4. 7.

(2) (Hom. - IB, 6p. 9 ot 2010 r., B cuna ot 02.02.2010 r., u3m. - /IB, 6p.
67 ot 2011 r., u3m. - JIB, 6p. 49 ot 2012 r., u3m. - JIB, 6p. 48 ot 2014 r. (*))
HNudopmanusTta no an. 1 OTHOCHO JeKapCTBEHUTE MPOAYKTH 1Mo 4. 4a, an. 1,3, 5u 6
ce nmybOnukyBa Ha wuHTepHeT crpaHunata Ha H30K B cpox g0 25-0 ymcino Ha
JIBAHAJIECETUS MECEIL.

(3) (HoBa - B, 6p. 67 ot 2011 1., u3m. - JIB, Op. 48 or 2014 r.)
Hanmonannara 31paBHOOCUTYpUTETHA Kaca MyOiInKyBa KM 13-0 unu 27-0 9UCIo OT
CHOTBETHHUSI KaJeHJapeH Mecell MH(popManuara 1mo ajg. | OTHOCHO JIeKapCTBEHUTE
IPOAYKTH IO ui. 4a, an. 2 u 4.

Un. 6a. (Hos - JIB, 6p. 9 ot 2010 r., B cuna ot 02.02.2010 r., uzm. - JIB,
op. 67 or 2011 r., wsm. - JIB, Op. 48 or 2014 r.(*)) (1) Hauuonamnara
3/IpaBHOOCUTYpUTETHA Kaca 3aruiaia 3a JeKapcTBEeHUTEe MPOIYKTH 1o 4. 4a, an. 1, 3



1 5, KaKTO ¥ IOBHUIIICHOTO HUBO HA 3arialiaHe Imo 4i. 4a, aj. 6, CYuTaHo OT 1-BO YHCIIO
Ha Mecella, CJIe/IBalll U3THYAHETO Ha JBAHAECCETMECECYHUS TIEPHO/I.

(2) U3m. u gom. - JIB, 6p. 44 ot 2016 r., B cuma ot 10.06.2016 r.)
HannonanHaTa 3paBHOOCHTYPHTEIHA Kaca 3aruiaiia 3a JEKapCTBEHUTE MPOAYKTH 10
uil. 4a, an. 2,4 u 7, cuutado ot 1-Bo wiu 16-0 4ncio Ha ChOTBETHUS KaJICH1apEH MeCell,
B 3aBHCHUMOCT OT JaTaTa Ha ITI0JaBaHe Ha 3asBJICHHUETO.

Ui 66. (Hog - [IB, 6p. 9 ot 2010 r., B cuma ot 02.02.2010 r.) (1) (U3m. -
B, 6p. 67 ot 2011 r., u3m. - JIB, 6p. 49 or 2012 r., m3m. - IB, Op. 48 ot 2014 1.)
JlekapcTBeHHTE TPOAYKTH CE€ BKJIIOYBAT B 0000mIeHaTa MHpOpManus Mo wi. 4a B
pPaMKHTE Ha ChOTBETHHSI IEPUOJI, B KOWTO € TOAAICHO 3asBICHUETO.

(2) JlekapcTBeHHTE MPOMYKTH IO MPEIXOMHATA AIMHEs CE 3aramar oT
H3O0K 1o pena Ha ui. 6a.

Un. 7. (1) 3a ornyckane Ha npoayktute no wi. 1, . 1 H30K ckimrouBa
JIOTOBOPH € JIMLIA, MOJYyYUIU paspemieHue no ui. 229, an. 2 3JIIIXM 3a Teprosus Ha
IpeOHO C JEKapCTBEHU MPOTYKTH.

(2) B ciydaute, KOrato JMIETO, MOJIYYUIIO pa3pelieHue 3a ThProBUs Ha
IpeOHO C JICKapCTBEHU TMPOAYKTH, W PHKOBOJIUTENAT HA anTeKara HE ChBIAJAT,
JIOTOBOPBT C€ ChITIacyBa U OT PbKOBOJUTENS HA alTeKara.

(3) (U3wm. - [IB, 6p. 67 ot 2011 1., u3m. - IB, 6p. 49 ot 2012 r., u3m. - /1B,
Op. 48 ot 2014 r.) HoroBopure mno ai. 1 ce ckimouBat upe3 aupekropa Ha P3OK, Ha
YUSATO TEPUTOPHUSI € anTeKaTa, IPHU YCIOBUS U IO PEJl, yCTAHOBEHU B CHOTBETCTBUE C
yi. 45, an. 15 330.

. 8. (M3m. - IB, Op. 67 ot 2011 r.) (1) (M3m. - [IB, 6p. 49 ot 2012 r.,
usm. - JIB, 6p. 48 or 2014 r., mon. - JIB, O6p. 17 or 2019 r.) Haumonamnara
3paBHOOCUTYPUTEIHA Kaca 3alulalia Ha juiara mo wi. 7, aja. 1 croiiHOCcTTa Ha
JIEKapCTBEHMsSI MPOAYKT, OIpesesieHa chriacHo wi. 55 ot Hapenbara 3a ycnoBusra,
IpaBWjlaTa U pela 3a PEryjJupaHe U PETUCTPUpPAHE Ha LICHUTE Ha JIEKApCTBEHUTE
nponykTH, npuera ¢ [locranosnenue Ne 97 na Munmncrepckus cseet ot 2013 1. (B,
6p. 40 ot 2013 r.), KaKTO M pasmpenens CpelacTBaTa, MOJYyYEHHM IO JIOTOBOPU 3a
MPEeI0CTaBsIHE HA OTCTHIKM MO Wi. 21, an. 1, T. 4 oT mpuTeXaTeNs Ha pa3pelIeHueTo 3a
ynoTpeba/HeroBus yI'bJIHOMOILEH MpeICTaBUTEI.

(2) (U3m. - 1B, 6p. 48 ot 2014 1., oT™. - JIB, Op. 62 oT 2015 1., B cuna ot
14.08.2015 r., HoBa - IB, Op. 17 ot 2019 1., 00siBeHa 3a HuioxxHa ¢ Pemenne Ne 9042
ot 08.07.2020 r. na BAC - JIB, 6p. 104 ot 2020 r., B cuna ot 08.12.2020 1.)

(3) Hatmonannata 3ApaBHOOCUTYpHUTENTHA Kaca 3ariaiia Ha JIMIaTa 1o 4.
7, an. 1 3a OTIyCHATH OT TSX JIEKAPCTBEHU POAYKTH CJIe/1 IPECTABSIHE Ha €IEKTPOHEH
OTYeT, W3TOTBEH CHOOpPA3HO ENeKTPOHHMSA (opmaT, MyOJUKYyBaH HAa HHTEPHET
ctpanunuara Ha H30K.

(4) OtmycHaTUTEe W OTYETEHHU JIEKAPCTBEHM IMPOAYKTH C€ 3arjiamar OT
H3OK npu ycioBus u 1o pej, onpeeneHu B Ta3u Hapen0a U CKII0YEHUTE IOTOBOPH
mo ui. 7, am. 1.

(5) (B cuna ot 01.01.2012 r., gom. - AB, 6p. 106 ot 2020 r., B cuna ot
15.12.2020 r.) HanmonanHaTa 3{paBHOOCUTYpUTEIIHA Kaca 3arjalia Ha JIMIaTa 1o 4i.
7, an. 1 mo 2 1B. 3a BCsIKa OTYETEHA pelenTypHa OJlaHKa C MpeAnucaHy JeKapCTBEHU
NPOAYKTH, YUETO HUBO Ha 3ariamane € 100 Ha cTo, a 3a BcAKka OTUETEHA peLENTypHA



OllaHka C TpEeANUCaHH MO MPOTOKON JICKAPCTBEHH MPOAYKTH, YHETO HHUBO Ha
zamtamiade ¢ 100 Ha cto - mo 2,20 1B.

(6) (U3wm. - 1B, Op. 48 ot 2014 r.) HarmonanHaTa 37paBHOOCUTYpPUTEITHA
Kaca 3amiama cymute 1o ain. 1 u 5 B cpok o 30 kaneHJapHH IHU CYUTAHO OT JlaTaTa
Ha TPEJICTaBsHE HA HEOOXOIUMUTE TOKYMECHTH.

(7) (Homa - /1B, Op. 48 ot 2014 1., oT™. - JIB, Op. 62 ot 2015 1., B cuna ot
14.08.2015 r.)

Ui 8a. (Hoe - IB, 6p. 17 o1 2019 1.) (1) (M3™m. - [IB, 6p. 19 o1 2020 T.) 32
JIEKapCTBEH MPOAYKT, 32 KOWTO € OMPEIEICHO MPOCieasiBaHe Ha eeKTa OT Tepanusara
cprtacHo wi. 259, an. 1, 1. 10 3JITIXM, H30K u npuTekarenar Ha pa3pelieHueTo 3a
ynoTpeba/HeroB YIbJIHOMOIIEH MPEJCTaBUTENl MOTaT Jla JOTOBOPAT 3alljiallaHe Bb3
OCHOBA Ha pe3yJTara OT Teparnuaira.

(2) (U3m. - [IB, 6p. 19 ot 2020 r.) [Ipu ckiroueH JO0roBOp 3a 3arjaliaHe
Bb3 OCHOBA Ha pe3yJiTaTa OT TepanusTa 3a cpoka Ha npociensanero H30K 3amama
JIEKapCTBEHUSI MPOAYKT MPHU yCIOBUSTA HA il §, ail. 1 - 4.

(3) (M3m. - [IB, 6p. 19 ot 2020 r.) B moroBopa mo an. 2 ce moroBapsr
KOHKPETHH MOKa3aTeJH 3a MpocieasBaHe Ha e(eKTa OT TepanusiTa B CbOTBETCTBUE C
YCIIOBUSATA U KPUTEPUUTE 3a MPOCIEsIBaHEe Ha eeKTa OT Tepaluara, ONpeesieHd OT
Hanponannust CbBeT 10 IEHU B peuMOypCcHUpaHe Ha JICKapCTBEHUTE TPOTYKTH.

(4) (Hom. - IB, 6p. 19 ot 2020 r.) JleueOHUTE 3aBeneHUS, B KOUTO CE€
npocieasBa ePeKThT OT TEepanuATa ChOOPa3HO KPUTEPUHUTE MO all. 3, MPEJOCTaBsIT
chOpaHaTta uHopMaIus 3a BCEKU JIEKAPCTBEH MPOAYKT Ha HarumoHamHus chBET 1O
HEeHH W peruMOypcHpaHe Ha JICKApCTBEHHTE MPOAYKTH, KOWTO OT CBOSI CTpaHa s
00paboTBa BHB BH/I, TOJXO/IAI] 32 aHAJIHN3, M HA BCEKU LIECT Mecela 5 MPeIoCTaBs Ha
H3O0K, npu ycnoBusTa u 1o peaa Ha Hapenoara no wi. 261a, an. 5 3JIIIXM.

(5) (U3m. - JIB, 6p. 19 ot 2020 r.) Komucusita 3a W3BBpIIBAaHE Ha
excrieptusu no wi. 78, T. 2 330 B nentpanHoro ynpasienue Ha H30K u3pbpmiBa
aHaNM3 Ha ToiydyeHaTa uHbopMaius mo ai. 4 3a 1enure Ha e(QeKTUBHOTO U
1eNecbo0pa3Ho pa3xoJBaHE Ha MYONWYHH CPEICTBA M CBITIACHO TIOKA3aTENUTE,
YrOBOpEHHU B J0roBopa 1o ain. 2. B aHanm3a ce mocouBa OposIT Ha MAalUEHTUTE, MPU
KOUTO € HaJHIIe JIMICAa Ha pe3yiTaT OT Tepamuara ChC CHOTBETHHS JICKAPCTBEH
MPOIYKT Mpe3 Meproja, 3a KOMUTo ce oTHAcs HH(GOpMAIUATa, ChIIIACHO TOKa3aTeNunTe,
YrOBOPEHU B I0rOBOpA IO ajl. 2.

(6) (U3m. - IB, 6p. 19 ot 2020 r.) Bb3 ocHoBa Ha ananu3a 1o ai. 5 H30K
W3rOTBS W TPEJOCTaBsl Ha TMPHUTEXATelss Ha pa3pelieHHeTo 3a yrmoTpeda Ha
JICKapCTBEHUsI TPOAYKT WJIM HErOB YIBIHOMOIICH TMpEACTaBUTEN CIpaBka 3a
sammatenute ot H30K cpenctBa 3a nekapcTBEHUS MPOIYKT MPE3 OTHOCUMUS MTEPHO]
3a MAlMEeHTUTE, IPU KOUTO € HAJIMIIE JIUTICA Ha Pe3YTaT OT TepaIusaTa, KOsSTO ChabpxKa:

1. narHM 3a Opos MAMEHTH, TPH KOUTO € YCTAaHOBEHA JIMIICA Ha Pe3yaTar
OT JICUEHUETO CHIIACHO MOKA3aTEINTe, yTOBOPEHH B JOTOBOPUTE TI0 all. 2;

2. mepuoja, 3a KOWTO € YCTaHOBEHO, Y€ € OMJIa HAJIMIIE JIUTICA Ha Pe3yJITarT,
U CHhOTBETHHUS OpOi OMaKOBKH OT JIEKAPCTBEHHS MPOIYKT, 3armnateHu oT H30K 3a
Nepro/Ia, 3a KOUTO ce OTHACS CIIpaBKaTa.

(7) (HoBa - JIB, 6p. 19 ot 2020 r.) Ilo nckaHe Ha mpuTexkarens Ha
paszpemenuero 3a ynoTpeba H3OK mpemocraBs aHOHUMH3UpPAHH JaHHH OTHOCHO
MOKAa3aTeINTe, Bh3 OCHOBA HA KOWTO € YCTAHOBEHA JTUTICATa HA PE3YJITAT OT JICYCHUETO
3a BCEKH OT ChOTBETHUTE MAIECHTH, JAHHA OTHOCHO JICYeOHOTO 3aBEICHUE, B KOETO €
npocieneH eQeKThT OT TepanusiTa, KOUTO HE ChAbPXKAT JAHHU, YPE3 KOUTO MOXKE Ja
0b/1e uIeHTU(PUIIMPAH KOHKPETESH MaIeHT.



(8) (Homa - /IB, 6p. 19 ot 2020 r.) B 7-mHeBeH CpOK OT MOTy4YaBaHE Ha
CIpaBKaTta 1o aja. 6 IMpUTESKATENAT Ha pa3perieHUeTo 3a yrnoTrpeda Ha JEeKapCTBEHHS
MNPOJAYKT WJIM HEroB YI'BJIHOMOIIEH MPEJICTaBUTE]l WMa IMPaBO HA IHUCMEHO
Bb3paxkenue, koero H30K pasrimexna B cpok 10 2 JIHM U YBEIOMSBAa MHUCMEHO
NpUTEXKATENII Ha pPa3pelieHueTo 3a ynorpeda WIM HETOBUS  YII'BJIHOMOIIEH
MIPEACTABUTEN 3a CBOETO PEIICHUE.

(9) (Homa - JIB, 6p. 19 ot 2020 r.) KoraTo He € MOCTHIIIIO BB3pAKEHUE B
CpoOKa 1O aJl. 8§ WJIM KOTraTO MOCTBIIMJIOTO BB3PAKEHHE € OTXBBHPJICHO H3ISUIO WJIH
gactnyHo, H3OK wu mpurexarensT Ha pa3pelieHHeTo 3a yrnoTpeda WM HETroB
VIOBJIHOMOIIICH TIPEICTABUTENl IOIIMUCBAT IPOTOKOJ MO o0pasenm ChIVIACHO
npuioxkenue Ne 2. B 10-1HeBeH CpoK OT NOAMMCBAHETO Ha MPOTOKOJA MPUTEKATEISAT
Ha pa3pelIeHUETO 3a yrnoTpeda Ha JICKapCTBEHUS MPOIYKT WM HETOB YIIBJIHOMOIICH
npeactaBuTen Bb3cTaHoBsiBa Ha H30K 3amnarenure cpenctBa 3a MalMeHTUTE, MPU
KOUTO € HAJIMIIC JIUTICA HA PE3YyJITAaT OT TepaIuATa ¢ JCKapCTBEHUS MPOIYKT.

. 9. (U3m. - [IB, 6p. 67 ot 2011 r.) (1) IIputekarenar Ha pa3pemieHueTo
3a ynoTtpeda Ha Ja/ieH JIEKapCTBEH NPOAYKT WJIM HETOB YITbJIHOMOILEH NPEACTaBUTEN
nucMeHo yseaomsasa H30K mpu:

1. M3KITIOYBaHE HA JIGKAPCTBEHHS NPOAYKT OT [103UTHBHHSA JEKapCTBEH
CITUCDHK;

2. mpoMsiHa B HUBOTO Ha 3aIUIAIl[aHe W/WUJIM CTOMHOCTTA Ha JICKAPCTBEHHS
MpoayKT, 3amaniada ot H30K;

3. TmpekparsBaHe/OTHEMaHEe Ha pa3pelIeHHeTo 3a ynorpeba Ha
JIEKapCTBEHUS MTPOYKT;

4. npyru 0OCTOSTENCTBA, CBbP3aHH C U3ITBIHEHUETO HA JJOTOBOPUTE MO HJI.
7,am 1.

(2) Cpoksbrt 32 yBenomsiBaHe 1o ai. 1 € 1o 5 1Hu oT:

1. (u3m. - JIB, 6p. 49 ot 2012 r., u3m. - JIB, 6p. 48 oT 2014 1.) BN1U3aHe B
CHJla Ha pelieHueTo Ha HalumoHanmHWsS CHBET MO ILEHH W peruMOypcHpaHe Ha
JIEKapCTBEHUTE MIPOAYKTH - B cilydaute 1o ai. 1, 1. 1 u 2;

2. HaCTBHIIBaHE HA CHOTBETHOTO OOCTOSATEIICTBO - B CirydauTe 1o ai. 1, 1. 3
u4.

(3) Uudopmarnusara mo an. 1 ce myObnukyBa Ha MHTEPHET CTpaHUIIaTa Ha
H30K.

(4) (U3zwm. - 1B, 0p. 49 o1 2012 ., u3m. - JIB, 6p. 48 or 2014 1.) B cnyuaure
Ha ai. 1, T. 1 W 2 mpuTexaTensT Ha pa3pelleHUeTo 3a yNoTpeda WM HEeroB
ymbiaHOMoIIeH npenactasuten npeacrass B H30K 3aBepeHo komue Ha perieHuero Ha
HaunoHnanHus chBeT 10 LIEHU U peuMOypcupaHe Ha JEKapCTBEHUTE MPOTYKTH.

(5) Ilpm wuskiouBaHe Ha JieKapcTBEHUS NpoAYKT oOT Ilo3utuBHUSA
JIeKapCTBEH CHHMCHK B 3aBUCHMOCT OT JaTaTa Ha MPEJCTaBsiHE Ha PELIeHUEeTo 1o al. 4 -
no/cnen 15-o uucno Ha mecernia, H3OK npeycranoBsiBa 3amianianeTo Ha ChOTBETHUS
JIeKapCTBEH MPOJYKT OT 16-0 YUCIIO OT TEKYLIHS KaJleHJapeH Mecell UK OT 1-BO 4HCIIo
Ha CIIeJ[BaIlUs KaJleHIapeH Mecell.

Ui 9a. (Hos - [IB, 6p. 67 ot 2011 1.) (1) [IpuTexaTensT Ha pa3pemieHueTo
3a ymnotpeba WM HETOB YIBIHOMOIICH MpeacTaBuTen Moxke aa mogaae B H30K
NUCMEHO 3asBJICHWE CBITIAcCHO mpuioxkeHnne Ne 3, dWe jkemae 1a ce MPeKpaTh
3arIaniaHeTo Ha ChOTBETHUS JIEKAPCTBEH MPOJIYKT MO pela Ha Ta3u Hapenoda.



(2) B 3aBucumocT OT jgaTaTa Ha IMOAaBaHE Ha 3asBICHUETO MO al. 1 -
no/cnen 15-o uncno Ha xkanengapaus mecen, H30K npeycranoBsiBa 3amanjaHeTo Ha
ChOTBETHUSI JIEKAPCTBEH MPOAYKT OT 1-BO minum or 16-0 uMcino Ha clejaBamus
KaJICHJIapEH MECeIl.

(3) (U3wm. - [IB, 6p. 49 o1 2012 1., u3m. - JIB, 6p. 48 or 2014 1.) B cimyqante
nmo ain. 1 H3OK B 5-mHeBeH Cpok OT MOJaBaHE Ha 3asBJICHHUETO OIIOBECTSBA
uH(pOpMaIKATa, MMOCOUYEHA B 3asABICHUETO, HA MHTEPHET CTPAHMIIATA CH WU IPaBU
MOTHUBHUPAHO IMHMCMEHO TpeIokKeHrue 10 HamwoHamHus CchBET 1O I1IEHU |
peuMOypcupaHe Ha JICKapCTBEHHTE MPOIYKTH 3a M3KIIOYBAaHE Ha JIEKAPCTBEHUS
npoaykt ot [1JIC.

Un. 96. (HoB - JIB, Op. 62 ot 2015 r., B cuma ot 14.08.2015 r.)
JlexapcTBenute mpoaykTu 1o ui. 45, an. 10 330, 3a KOUTO HE ca JOTOBOPEHU OTCTHITKU
1o pejia Ha Ta3u Hapeaba, He ce 3amamar ot H30K.

Yn. 10. (1) (U3m. - [IB, 6p. 9 ot 2010 r., B cuna ot 02.02.2010 r., u3m. -
B, 6p. 67 or 2011 r., oT™. - /IB, 6p. 48 oT 2014 1.)

(2) (Homa - [IB, 6p. 9 ot 2010 r., B cuiia ot 02.02.2010 r., otm. - IB, 6p.
48 or 2014 1.)

(3) (IIpenumna an. 2 - /1B, 6p. 9 or 2010 1., B cuna ot 02.02.2010 1., uzm.
- JIB, 6p. 67 ot 2011 r., m3Mm. - JIB, Op. 49 ot 2012 r., ot™m. - /IB, Op. 48 ot 2014 1.)

(4) (Ilpenumna an. 3, uzm. - 1B, 6p. 9 or 2010 ., B cuna ot 02.02.2010 .,
nor. - JIB, 6p. 67 ot 2011 r., u3Mm. u nom. - JIB, 6p. 48 ot 2014 r.) IIpu u3kimtouBane Ha
nexkapctseH npoaykT ot [1JIC nnmn ornagane Ha koxg no MKbB u B ciydaute o 4. 9a,
an. 1 u3gaieHuTe pelenTH ce U3MbIHABAT OT JulaTa o wi. 7 u ce 3amnamar ot H30K
B CPOK /10 15 aHM OT Aararta Ha BIM3aHE B CHJIa HA IPOMEHUTE, CIIE/] KOETO CIIy>KEOHO
ce aHyJIHparT Mo pena Ha Hapeabata mo wi. 221 3JIIIXM.

(5) (Ilpeaumrna an. 4, uzm. - JIB, 6p. 9 ot 2010 1., B cuna ot 02.02.2010 .,
usM. - JIB, Op. 48 ot 2014 r.) Ilpu wnacrenmim npomenn H3OK yBemomssa
U3ITBJIHUTEINTE HAa METUIIMHCKA MTOMOI U JIMIATA 10 WI. 7 TMPH YCIOBHUS U 1O e,
OTIpeIeNIeH! B CKJIFOUEHHUTE JIOTOBOPH.

Paspeu I1.
Ycii0BuA, pel, MeXaHU3bM U KPUTEPHH 32 3aIlJIALIAHe HA JIEKADCTBEHHU
NPOAYKTH 32 3APABHU AEHHOCTH 10 WiI. 82, aJu. 2, 1. 3 oT 3aKoHa 32
3apaseTto (Hos - /IB, 0p. 48 ot 2014 r., 3arua. usm. - JIB, op. 17 ot 2019 1.)

Un. 10a. (Hos - B, 6p. 48 or 2014 r.) (1) Hamuonamnata
3[paBHOOCUTYpHUTENTHA Kaca 3alulamia 3a JIEKApCTBEHH MPOAYKTH, HEOOXOAWMH 3a
U3IIBJIHEHUE Ha 3[paBHU JIEHHOCTH MO HAllMOHAJIHM, PETHOHAIHU WIM OOIIMHCKU
37paBHU Tporpamu mo wi. 82, am. 2, T. 3 33 cien mojlydaBaHe Ha 3asBJICHHUE OT
NPUTEXKATEIIS HA Pa3peIICHUETO 3a YIIOTpeda WM HETOB YITBJIHOMOIIIEH NMPeICTaBUTEN
chritacHO mpuiiokeHre Ne 3a, 4e jkenae ChOTBETHHAT JICKAPCTBEH MPOIYKT 1A Ce
3ariania 1o peja Ha Ta3u Hapenoa.

(2) KpM 3asBienreTo no aji. 1 3asBUTENAT Mpuiiara KOmue OT BIS3JI0 B CHIIa
pemieHre Ha HamnuoHamHUS ChBET MO LEHM M peuMMOypcHpaHe Ha JIeKapCTBEHHUTE
NPOAYKTH 3a CHOTBETHHTE JIEKAPCTBEHU TPOIYKTH, ITOKYMEHT, YIOCTOBEpSBAII
IpeJCcTaBUTENIHATa MYy BIJIACT, M CIHMCBHK Ha MpHUTEXKATEIUTE Ha paspelieHue 3a



THPTOBUSI Ha €IpO C JIEKAPCTBEHU MPOAYKTH, KOUTO MLIE JOCTABAT JIEKAPCTBEHUTE
MPOAYKTH.

Y. 106. (Hos - [IB, 6p. 48 or 2014 r.) (1) 3a Bceku JieKapCTBEH MPOIYKT,
3a KOWTO € mojaaneHo 3aspienue no wi. 10a, an. 1, H30OK ckmrouBa porosop ¢
IpUTEXaTelis Ha pa3pelieHueTo 3a ynoTrpeda WM HEroBUs  YI'BJIHOMOIIEH
MPEACTABUTE U C MOCOYCHHUTE B 3asBJIICHUETO MPUTEkKATEIM HaA paszpelicHue 3a
THProBUS Ha €pO C JIEKAPCTBEHH MPOIYKTH, B KOWTO C€ MOCOYBAT:

1. moroBopeHata mo pega Ha Ta3W Hapenda OTCTHIKA OT IleHaTa Ha
JIEKapCTBEHMs IPOJYKT (aKO TakaBa € JOTOBOPEHA) U cTOMHOCTTa, KosAto H30K mie
3aruiaila B pe3yiTat Ha JOrOBOpeHaTa OTCThIIKA 32 ChOTBETHATA KaJICH/IapHa T'OJIMHA;

2. ycloBUSTa U pEABT 32 Pa3NpPOCTPAHEHUE U IOCTAaBsIHE HA JIEKApCTBEHUS
MPOJYKT J0 JIEYCOHUTE 3aBEICHUS;

3. HAYUHBT HA OTYUTAHE Ha JOCTABEHUTE KOJIMYECTBA OT JIEKAPCTBEHUS
MPOJYKT;

4. mpenocTaBsiHe Ha HH(OPMALIK MEXIY CTPAHUTE;

5. ycnoBusita u pensT 3a 3amnamaHe or H30K na nexapctBenute
MPOJYKTU B ChOTBETCTBUE C Ta3u Hapeada;

6. IpyTu yCIOBUA.

(2) HoroBopuTe mo ain. 1 ce CkIoYBaT 3a CPOK A0 €HA FOJUHA U BIIU3AT B
cuJja OT JaTaTa Ha MOJIKMCBAHETO UM WJIM OT JIpyra OINpeesieHa OT CTPAHHUTE J1aTa.

(3) IIpu mpoMsiHa Ha MpUTEKATENS/UTe HA pa3pellieHUe 3a ThProBUs Ha
€Ipo C JICKapCTBEHU MPOAYKTU CE€ TMOAMKMCBA JONMBJIHUTEIHO CIIOPa3yMEHHE KbM
JIOTOBOpA.

Un. 10B. (Hos - IB, Op. 48 ot 2014 r.) JlekapcTBeHUTE TPOAYKTU 3a
3IpaBHUTE JIEUHOCTH 1O Wi. 82, ait. 2, T. 3 33, 32 KOUTO ca CKJIIFOYEHH JIOTOBOPH I10 L.
106, an. 1, ce ocurypsBar u AOCTaBAT A0 JeueOHUTE 3aBEJCHHS 3a W3BBHHOOIHUYHA
nomori, ckiouniiu gorosop ¢ H30K, cwrimacuo wi. 209a, ain. 1, 1. 5 3JITIXM.

UYn. 10r. (Hos - JB, ©Op. 48 or 2014 r.) (1) Hauuonamnara
3IpaBHOOCUTYPUTEIHA Kaca IPENOCTaBsl Ha BCEKM NPUTEXATesl Ha pa3pelleHUE 3a
THProBHUS Ha €/IpO C JIEKAPCTBEHU MPOJIYKTH 00O0OIIEHA CIIpaBKa 3a JIOCTABEHUTE OT
HETro, MPUJIOKEH! M OTYETEHH OT JeueOHUTE 3aBeICHNUS JEKapCTBEHU NMPOIYKTH Mpe3
npenxoaHus kaneHaapeH Mecer. CripaBkara ce MmpenocTaBsi B cpok 70 20-0 4ucio Ha
Mecela U ChAbpiKa: JIedeOHUTE 3aBeICHHS 3a MbPBUYHA U3BBbHOOIIHUYHA METUIIUTHCKA
MOMOII[, HA KOUTO Ca JOCTaBEHH JIEKAPCTBEHUTE MPOJYKTH; JaTa Ha IpujaraHe Ha
JIeKapCTBEHUTE MPOJYKTH U HOMEP Ha aMOYIaTOPHUTE JHMCTOBE, B KOMTO € BIIMCAHO
IpUJIaraHeTo.

(2) TlputexarensaT Ha pa3pelieHue 3a ThProOBHUs Ha €ApO C JIEKAPCTBEHU
npoayktu npeacrass Ha H30K ¢daxTypa u cnenudukanys 3a J0CTaBEHUTE OT HETO U
IPWIOKEHN JIEKAPCTBEHM NPOAYKTU IIpe3 MPEAXOJHUSA KaJCHJAapeH Mecell B
CHOTBETCTBHE C MIPEIOCTABEHATa MY CITpaBKa 1o aj. 1 B Cpok 10 25-0 4yncio Ha Mecera.

(3) Kbpm pokymeHTHTe MO an. 2 ce mpwiaraT U I[pHEMaTelHo-
[pe/laBaTeIHUTEe MPOTOKOIM MEXAY JiedeOHUTE 3aBEACHUS U TNPUTEKATEIUTE Ha
paspellieHue 3a TBHProBUS Ha €IpO C JIEKAPCTBEHM MPOAYKTH 3a JOCTABEHUTE
JIEKapCTBEHU MPOAYKTH, MNPHIAPYXKEHH CbC cepTU(dUKAT 3a OCBOOOXKIaBaHE Ha
CHOTBETHUTE MApTUIM, H3AaJeH OT M3mbiHUTENHAaTa areHuus IO JieKapcTBaTa
chriacHo wi. 69, an. 4 3JIIIXM, win ¢ yBegomiienne ot M3mbaHuTeIHATa areHIus 1Mo



JeKapcTBara, 4e ChOTBETHATA MAapTUAA MOXE Ja ObJe MycHAaTa Ha ma3apa, U3JaJeHO
chriacHo wi. 4, an. 2 ot Hapea6a Ne 35 ot 2007 r. 3a ycinoBusTa, peia U H3MCKBAHUATA
KbM JIOKyMEHTALlMATA 3a M3JaBaHe Ha cepTU(HUKAT 3a OCBOOOXKIAaBaHE Ha MapTUIa
JIEKapCTBEH MPOJYKT OT M3mbaHuTEeNHaTa areHius o jekapcrara (B, 6p. 71 ot
2007 r.).

(4) HammonannaTa 3JpaBHOOCUTYpPUTENIHA Kaca 3alljalla MPUIOKEHHUTE
JIEKAPCTBEHU MPOJIYKTH MO al. | HA MpUTEX)aTelsl Ha pa3pellieHne 3a ThproBus Ha epo
C JIEKapCTBEHH MPOYKTH B CpoK 10 30-0 uKcIo Ha Mecella, clieABalll OTYETHHUS Mecell,
Mpe3 KOWTO ca MPUII0KEHH JIEKAPCTBEHUTE MPOAYKTH.

Un. 10a. (Hos - B, Op. 62 ot 2015 r., B cuma or 14.08.2015 r.)
JlekapcTBeHuTe NpoaykTH 1o wi. 45, an. 13 330, 3a KOUTO HE ca JOTOBOPEHU OTCTHITKH
1o pena Ha Ta3u Hapenoa, He ce 3amamaT ot H30K.

Paznea II1.

YcaoBus, pel, MeXaHU3bM U KPUTEPHUH 32 3alJIalllaHe U3BbH CTOHHOCTTA
HA OKA3aHUTE MeIMUMHCKH YCJIYTU HA JIEKAPCTBEHU MPOIYKTH,
NMPUJI0KUMH B OOJTHUYHATA MEeIUIMHCKA MOMOIII U BKJIKYEHH B MaKeTa,
omnpejaeJieH ¢ HapeadaTa no 4wi. 45, axa. 2 330 (Hos - IB, 6p. 62 ot 2015 1.,
B cuiia ot 14.08.2015 r., 3ari. usm. - /IB, op. 17 or 2019 1.)

Ui. 10e. (Hos - 1B, 6p. 62 ot 2015 r., B cuna ot 14.08.2015 r.) (1) (M3m.
- 1B, Op. 17 ot 2019 r.) Harnonanuata 31paBHOOCUTYpUTEIHA Kaca 3aIlialia o peaa
Ha Ta3u Hapea0a U3BbH CTOMHOCTTA HA OKA3BAaHUTE MEJAUIIMHCKU YCIIYTH JIEKAPCTBECHU
npoayktu ot IUJIC mo un. 262, an. 6, 1. 2 3JIIIXM, npunoxxumMu B OOJHHYHATA
MEJUIIMHCKA TTOMOIIl M BKJIFOYEHH B TAKETa, OMPEENIeH ¢ Hapeabara mo wi. 45, amn. 2
330:

1. nekapcTBEHH MPOAYKTH, MPETHA3HAUYCHH 32 JICUEHHE Ha 3JI0KaYeCTBEHU
3a00JISIBaHMS;

2. JEeKapCTBEHM TPOAYKTH, NPHWIIaraHW TPHU IKUBOTO3ACTpAIlIaBAIIN
KPBHBOM3JIMUBY U CIEIIHMA OMEPATUBHU M WHBA3MBHU MHTEPBEHIIMH MPHU MALUEHTH C
BPOJICHH KOAryJIOMaTHH.

(2) JlexapcTBeHHTE MPOIYKTH 1O all. | ce 3amnamar ciea nojyyaBaHe Ha
MACMEHO 3asBJICHUE OT IMPUTEXKATEIs Ha Pa3pelIeHHeTO 3a YyrnoTpeda WM HEroB
YI'BJIHOMOIIIEH MPEACTaBUTEN, Y€ JKEJIae CHhOTBETHHSAT JIEKAPCTBEH MPOJYKT Ja Ce
3aruiaiia mo peja Ha Ta3u Hapeada chrilacHo mpuiioxkeHue Ne 1a.

(3) Kbm 3asBnenuero mo an. 2 ce mpuiara KOomue OT BIISI3IOTO B CHIA
pemienue Ha HarumoHanHMsI CHBET MO IIEeHW U peuMOypcHpaHe Ha JICKapCTBEHHUTE
MPOJIYKTH.

(4) Ilpu nocrenBane Ha 3asBieHuero no ain. 2 H30K ce 3aapmkaBa:

1. na nepunupa H30K kox 3a Bceku J1eKapcTBEH NPOAYKT;

2. nma nmame yka3aHWs OTHOCHO TIPEANHUCBAHETO M OTIIYCKAHETO Ha
JIEKapCTBEHUTE MPOAYKTH ChOOPa3HO TEPANIEeBTUYHUTE CXEMU 32 JICUCHUE, yCTAHOBEHU
B HAallHOHAJIHKUS PAMKOB JIOTOBOP 34 MEIUIIMHCKUTE JeWHOCTH 10 Wwi. 53, an. 1 330 u
JeiicTBalaTa HopMaTHBHA ypenoa;

3. 1a U3TOTBU CHOTBETHHUTE €JICKTPOHHH (OpMATH 3a JUIaTa, HA KOUTO
3ariania.

(5) B cpok mo emmH Mecen OT M3TOTBsiHE Ha WHGpOpMmarusATa mno ai. 4
chlllaTa ce myonuKyBa Ha HHTepHET cTpanumara Ha H30K.



(6) 3armnmanianeTo Ha BKItoueHuTe rpe3 rogunara B [IJIC no ui. 262, an. 6,
T. 2 3JIIIXM nekapCTBEHM NPOAYKTH C HOBH MEXKIAYHApPOJIHH HENATCHTHU
HAaMMEHOBAHMS MO ajl. | W HOBM TNOKa3aHHWS Ha ChIBPXKAIIUTE CE€ B CIHUCHKA
JICKapCTBEHU MPOAYKTU MO MEXKIYHAPOJIHO HEMATEHTHO HAMMEHOBAaHUE, KOUTO HE ca
3aIuIallaHy, 3a104Ba OT Ha4aJIOTO Ha ClleBalllaTta KajeH apHa roJInHa.

(7) CIuCBHKBT € JIeKapCTBEHUTE MPOAYKTH 1O all. 1, 32 KOUTO ca MoJaieHu
3asBJICHUS MO all. 2, ChAbpXKAIl MEXKIYHApPOIHU HENAaTeHTHU HAUMEHOBAHUS,
THPrOBCKM HAUMEHOBAaHHUS U ChbOTBeTHaTa jAara, oT koaro H3OK ru 3ammama, ce
nyOnuKyBa Ha opunmannaTa naTepHeT ctpanuia Ha H30K.

Ui 10x. (Hos - [IB, 6p. 62 ot 2015 r., B cruta ot 14.08.2015 1.) (1) (M3m.
- B, 6p. 17 or 2019 r., w3m. - [AB, Op. 19 or 2020 r.) Hauumonamuara
3paBHOOCUTYpHUTEIHA Kaca 3alJialla JeKapcTBeHUTe NpoaykTH mo wi. 10e, an. 1 Ha
U3IBJIHUTENUTE Ha OOJNHMYHA MEIUIMHCKA TIOMOIL, OKa3ajdd CHOTBETHUTE
MEIUIUHCKH YCITYTH.

(2) JlexkapctBeHuTE MPOAYKTH IO aji. | ce 3amjamar B ciydaid, ye ca
HpEeINUCcaHy, IPUI0KEHN U OTYETEHHU, KAKTO M MEIUIMHCKUTE YCIYTU Ca OKa3aHW U
OTYETEHH IPH YCIOBHUATA U N0 pexaa, ycranosenu B 330, Hapexbata mo wi. 45, an. 2

330 ¥ HaMOHAJIHUA PAMKOB JIOTOBOP 32 MEIMLMHCKUATE AEHHOCTH 1o wi. 53, ain. 1
330.

Ui 103. (Hos - /IB, 6p. 62 ot 2015 1., B cruma ot 14.08.2015 r.) (1) (M3m.
- [AB, Op. 17 ot 2019 r.) HanmonanHara 31paBHOOCUTYPUTEIHA Kaca 3aruiania Ha
U3MBIHUTETUTE Ha OONHUYHA MEIUIIMHCKA TOMOI 3a MPUIOKEHH OT TIX MpHU
U3BBpIIBAaHE Ha MEAULIMHCKUTE YCIYTH JIEKapCTBEHU NpoAyKTu 1o wi. 10e, an. 1 ciex
npelcTaBsiHe Ha (akTypa WM eleKTpoHHa (pakTypa; cruenuduKanus 3a MPUI0KEeHU
JICKapCTBEHH NMPOJIYKTH U CHOTBETHH OTYETH 3a JICYCHHE C JICKAPCTBEHH INPOJYKTH,
npuiarand B OOJIHUYHATa MEIUIIMHCKA TOMOI M0 00pa3iu ChIIacHO HAI[MOHATHUS
PaMKOB J0rOBOP 3a MEIAULUHCKUTE AeHHOCTH 110 wil. 53, an. 1 330.

(2) UsnbnHutenute Ha OOJHUYHA MEAMIIMHCKA TOMOI MPEICTaBAT
OTYETHUTE JIOKyMEHTH 1O ajl. | eXeMecedHo B CBhOTBETHaTa pailoHHA
3/IpaBHOOCUTYpUTEIIHA Kaca Mo YTBBbPJCH rpaduk 10 ocMus pabOTeH JIeH Ha Mecela,
CJIe/IBAI OTYETHHSI.

(3) Haumonanmnara 3QpaBHOOCUTYpPHUTEIHA Kaca 3alulalia €XKeMEeceyHO
JeKapcTBeHUTE MPOoAyKTH 1o wi. 10e, an. 1 cien mpoBepka Ha OTUYETHUTE JOKYMEHTH
no an. 1.

(4) IlnamanusTa Ha U3IIBJIHUTENNTE HA OOJTHUYHA METUIIMHCKA TIOMOII] ce
m3BbpuBar oT P30OK 1o 30-0 yncno Ha Mecena, cienBail OTYETHHS.

(5) llpunoxkeHUTE ¥ OTYETEHH JIEKAPCTBEHH NMPOAYKTH 110 4. 10e, an. 1 ce
3aramar npyu yCJIOBUS U 1O pell, ONpeesieH! B Ta3H Hapea0a U CKIIIOYEHUTE MEXIY
H3O0K u u3nbiHuTENMTE HA OOJTHUYHA METUITMHCKA IIOMOIII IOTOBOPH 10 Wi. 59, ai. 1
330.

Ui. 10u. (Hos - IB, 6p. 62 ot 2015 1., B cuna ot 14.08.2015 r., u3m. - 1B,
Op. 17 ot 2019 r.) JlekapcTBenuTe npoaykTH mo 4wi. 45, an. 21 330, 3a kouto He ca
JIOTOBOPEHM OTCTBITKH 10 Pe/ia Ha Ta3H Hapeaoa, He ce 3armtamat ot H30K.

Un. 10k. (Hos - [IB, 6p. 17 o1 2019 1.) (1) (U3Mm. - [IB, 6p. 19 o1 2020 1.)
3a JeKapCTBEH MPOAYKT, 3a KOWTO € OMNpeAeNIeHO TpocieasBaHe Ha edekra OT
TepanusAta cbriaacHo ui. 259, an. 1, 1. 10 3JIIIXM, H30K u nputexarenar Ha
pa3penieHueTo 3a ynorpeda/HeroB yirbJIHOMOIIIEH MPEICTABUTEN MOTAT J1a IOTOBOPSIT
3arulalllaie Bb3 OCHOBA Ha PE3yJITara OT TepanusTa.



(2) (U3m. - [IB, 6p. 19 ot 2020 r.) [Ipu ckitoueH qOTOBOp 3a 3arjaliaHe
BB3 OCHOBA Ha pe3yJiTaTa OT TepanusTa 3a cpoka Ha npocienasanero H30K 3amnamia
JIEKApCTBEHUSI MPOAYKT MPHU ycIoBUsTa HA Wi. 10%K.

(3) (M3m. - B, 6p. 19 ot 2020 r.) B morosopa 1o an. 2 ce 10roBapst
KOHKPETHH MOKa3aTelH 3a MpocieasBaHe Ha e(eKTa OT TepanusiTa B ChOTBETCTBHE C
YCIIOBUSTA U KPUTEPUUTE 3a MPOCIEsIBaHEe Ha eeKTa OT Tepaluara, ONpeesieHd OT
Harmonanmuus ChBET 10 IIEHU U peUMOypCUpaHe Ha JIGKAPCTBEHUTE MPOTYKTH.

(4) (Hom. - IB, 6p. 19 ot 2020 r.) JleueOHUTE 3aBenEHUS, B KOUTO CE€
npociensBa €peKThT OT TepanusAra ChbOOPa3HO KPUTEPUUTE MO all. 3, MPEJOCTaBsT
chOpaHaTta uHGopMaIus 3a BCEKU JIEKAPCTBEH MPOAYKT Ha HarmoHamHus chBeT 10
IEeHH U peruMOypcupaHe Ha JICKapCTBEHHTE MHPOIYKTH, KOWTO OT CBOs CTpaHa s
00paboTBa BbB BH/I, OJIXO/IAI] 32 aHAIHN3, M HA BCEKU LIECT Mecella s IPeoCcTaBs Ha
H3O0K, npu ycnoBusiTa u 11o pefa Ha Hapeaoara o wi. 261a, an. 5 3JIIIXM.

(5) (U3m. - [IB, 6p. 19 ot 2020 r.) KoMucust B IIEHTPAITHOTO yIpaBJICHUE
Ha H3OK wu3BbpmiBa ananu3 Ha nosiydyeHata MHpopMmauus mo ai. 4 3a meinure Ha
e(eKTUBHOTO U IIeJIeChOOpa3HO pa3xoJ/iBaHe Ha MyONIMYHU cpejacTBa. B anamuza ce
nocouBa OposT HAa MAIMEHTHUTE, IPH KOUTO € HAJIUIIE JIUIICA Ha PE3YNITAT OT TeparusiTa
CbC CBOTBETHHUS JIEKAPCTBEH NPOAYKT TNpe3 Mepuoia, 3a KOWTO ce OTHacs
uH(popMaLusTa.

(6) (U3m. - IB, 6p. 19 ot 2020 r.) Bb3 ocHoBa Ha ananu3a o ai. 5 H30K
U3rOTBS W TPEIOCTaBsl Ha TMPHUTEXATelss Ha pa3pelIeHHeTo 3a yrmoTpeda Ha
JICKapCTBEHUsI TPOAYKT WJIM HErOB YIBIHOMOIICH TMpEACTaBUTEN CIpaBka 3a
samnatenute or H30K cpencTsa 3a jiekapcTBEHUS IPOIYKT MIPE3 OTHOCUMUS IIEPUOJT
3a MalKUeHTUTE, IPU KOUTO € HAJIUIIE JIUIICA Ha PE3YNITAT OT TepaIusiTa, KOsSTO ChAbpxKa:

1. nanHu 3a Opos MAIMEHTH, IPU KOUTO € YCTAHOBEHA JIMIICA Ha Pe3yJiTar
OT JICUEHUETO CHIIACHO MOKA3aTEINTEe, YTOBOPEHH B IOTOBOPUTE 1O all. 2;

2. mepuoja, 3a KOWTO € yCTaHOBEHO, Y€ € OMJjIa HAJIMIIE JIUICA Ha Pe3yJITarT,
U ChOTBETHHS Opoi OMaKOBKH OT JIEKAPCTBEHHS MPOIYyKT, 3armnateHu oT H30K 3a
neproia, 3a KOMNTO ce OTHACS CIIpaBKara.

(7) (Homa - JIB, 6p. 19 ot 2020 r.) Ilo uckane Ha mpuTexarens Ha
paspemenuero 3a ynorpedba H30OK mpenocrtaBs aHOHUMH3WpaHU JaHHU OTHOCHO
MOKa3aTeInTe, Bh3 OCHOBA HA KOUTO € yCTAHOBEHA JTUTICATa Ha PE3YJNITAT OT JICYEHUETO
3a BCEKH OT CHOTBETHHUTE MAIlUEHTH, JAHHH OTHOCHO JIEYeOHOTO 3aBEJICHNE, B KOETO €
npocieneH eQeKThT OT TepanusaTa, KOUTO He ChAbpXKAT JaHHH, Ype3 KOUTO MOXKE Ja
0b/ie UICHTU(PHUIIMPAH KOHKPETESH MaIUEeHT.

(8) (Homa - /IB, 6p. 19 ot 2020 r.) B 7-n1HeBeH CpoK OT MOIy4aBaHe Ha
CrpaBKaTa 1Mo aj. 6 MPUTEXKATEIAT Ha pa3pelIeHHeTo 3a yImoTpeda Ha JIEKapCTBEHUS
OPOAYKT WJIM HETrOB YIBJIHOMOIIEH TMPEACTaBUTE] HMa TMpaBO Ha MMHCMEHO
Bb3paxkeHue, koeto H3OK pasriexna B cpok A0 2 AHM U yBEIOMSIBA MHCMEHO
NpUTEXKaTeNlsd Ha pa3pelieHueTo 3a ynorpeba WiIM HEroBUS  YI'BJIHOMOIIEH
NPEJICTaBUTEIl 332 CBOETO PEUICHHUE.

(9) (Homa - /1B, 6p. 19 ot 2020 r.) KoraTo He € mOCTHIUIO Bh3paKEHUE B
CpoKa TO aJl. 8 WJIM KOraTo TMOCTBIIMIOTO BB3PAKEHHE € OTXBBPIICHO H3ISUIO FITH
gactuyHo, H3OK wu mpurexarensT Ha pa3pelieHHeTo 3a yrnoTpeda WM HEroB
VITBTHOMOIIIEH —TIPEACTAaBUTENl TOANMCBAT MPOTOKOI MO 00pas3en ChIIIACHO
npunoxkenue Ne 2. B 10-1HeBeH CpoK OT MOJAMMCBAHETO Ha MPOTOKOJIA MPUTEKATEISAT
Ha pa3pelIeHUeTo 3a yIoTpeda Ha JIEKapCTBEHHUs MPOIYKT WIIM HETOB YIIBIIHOMOIIEH
npenctaBuTen Bh3cTaHoBsiBa Ha H30OK 3ammareHuTte cpeicTBa 3a MallMEHTHUTE, MPU
KOHMTO € HAJIMIIE JIUTICA Ha PE3YJTAT OT TepaNusTa C JICKApCTBEHHS MPOIYKT.



I'naBa Tpera.

YCJOBUs, PEJ, MEXAHU3BM U KPUTEPUU 3A 3ATIJIAIIIAHE
HA MEJUIIUHCKHU U3JAEJIUA U JUETUYHU XPAHU 3A
CIIEOUAJIHU MEJUIIUHCKU LNEJIA 3AI'JI. U3M. - IB, BP. 17 OT
2019T.)

Paznea L.
YciaoBus, pe, MeXaHU3bM M KPUTEPHUH 32 3alJIalllaHe HA MeTUIIUHCKHU
uzneaus (Hos - IB, 6p. 48 ot 2014 r., 3ara. usm. - /IB, op. 17 ot 2019 1.)

Yn. 11. (M3m. - JB, 6p. 48 or 2014 r.) (1) Hamumonamnara
3IpaBHOOCUTYPHTEIIHA Kaca 3aruiamia 3a MU, BkiroueHu B cnuchbka nmo Hapenbara 3a
YCJIOBHSITA U peJia 3a ChbCTaBsAHE HA CIUCHK HA MEIUIIMHCKUTE u3aenus mo 4wi. 30a ot
3aKoHa 32 MEIUITMHCKUTE M3JCIHS U 3a ONPEACIITHE Ha CTOMHOCTTA, IO KOSITO T€ CE
3amtamiar, npuera ¢ [loctanosnenue Ne 364 na Munucrepckus cbpset ot 2011 r. (B,
op. 104 ot 2011 r.), 32 KOUTO € OIpeaesieHa CTOMHOCTTA, 10 KOSATO T€ C€ 3aIuIaliar 1mo
pena Ha riaBa TpeTa, pazaen I ot HapenOara.

(2) MemunuHCKUTe u3IEAMsS MO an. 1 ciaeaBa jJa OTroBapsAT Ha
n3uckBanusaTa Ha 3MUW u mon3aKkOHOBUTE HOPMATUBHH AaKTOBE 110 HErOBOTO
MpUIaraHe.

Ui 12. (U3wm. - JIB, 6p. 48 or 2014 1.) (1) (U3m. - IB, 6p. 62 oT 2015 ., B
cuna ot 14.08.2015 r.) MeauuuHckuTe H3AEAUS, NpUIAraHu B YCIOBHUATAa Ha
M3BBbHOONHUYHATA MEAMIIMHCKA TIIOMOII, ca MpelHa3HayeHu 3a 3a0oisBaHUS,
OIpeziesieHU B CIMChKa 110 4. 45, an. 4 330.

(2) (Hom. - [IB, 6p. 95 o1 2018 1., B cuima ot 16.11.2018 r.) Meaunuuckute
U3JIeNUs], IPUJIaraHy B YCIIOBUATAa Ha OOJIHUYHATA METUIIMHCKA TIOMOII, CE 3arliamaT
or H30K u3BbH 1leHMTE Ha CHOTBETHUTE KJIMHUYHU IBTEKH, B M3IBIHEHUE Ha
JIOTOBOPUTE 3a OKa3BaHe Ha OOJHWUYHA MEIUIIMHCKA TIOMOI, CKIFOYEHH MEXTY
U3IIBJIHUTENIUTE HAa MEIUIMHCKAa TOMOIL M JUPEKTOpa Ha ChOTBETHaTa palOHHA
3apaBHoocuryputenta kaca (P30K), ¢ uskmouenne na MU, kouro H30K 3amnmnania Ha
NPOU3BOIUTENN MM TBHProBUM Ha eapo ¢ MM wumm TeXHM YI'BIHOMOIIEHU
npencrasuteny, ckiarounnau gorosopu ¢ H30K 3a mocraBka Ha MU no pena Ha
HapenOara mo wi. 11, am. 1.

Un. 13. (U3m. - 1B, 6p. 67 ot 2011 r., u3m. - [IB, 6p. 48 ot 2014 1.) (1)
Hanmonannara 31paBHOOCUTYPHUTETHA Kaca B CbOTBETCTBHE C MPEABUICHUTE CPEACTBA
B OIO/KeTa CH 32 ChOTBETHATA KaJleHAapHa roJIMHA €KeroJHO omnpenens rpynure MU,
KaKTO U CTOMHOCTTA, /IO KOSITO TH 3aIuiaiia, Py YCJIOBHUATA U TIO peAa Ha HapemdaTa
moun. 11, am. 1.

(2) ExeromHo, cien MpUKIIIOYBAHE HA MPOIIeypaTa Mo HapeadaTa mo 4.
11, an. 1 3a omnpenensHe Ha cToiHOCTTa, A0 KosAro H3OK 3amnama MU,
npuHauiexkamy keM eqHa rpyna, H30K cweraBs:

1. ciucsk ¢ MU no rpynu, kouro H3OK 3amuama B ycioBusita Ha
W3BHHOOITHUYHATA MEIUIIMHCKA ITOMOII, B cToiHOcTTa, 10 KoATo H30K 3amnama 3a
BCsIKA TPYyIa;

2. (u3m. - JIB, 6p. 95 o1 2018 1., B cunma ot 16.11.2018 r.) ciucbk ¢ MU o
rpynu, kouto H30K 3amnama B ycioBusita Ha OOTHMYHATA MEIUIIMHCKA MTOMOII, U
croitHOCTTa, 0 Kosito H3OK 3amama 3a Bcsika rpyma Ha:



a) jeueOHM 3aBelIeHUs B HM3MBIHEHHUE HA JOTOBOPUTE 3a OKa3BaHE Ha
OOJHMYHA MEAMIIMHCKA IOMOIL, CKJIIOYEHH MEXIYy H3IMBJIHUTEIN Ha MEAMUIMHCKA
MOMOIIl U JupekTopa Ha chboTBeTHaTa P30K;

0) MNpOW3BOIUTENM WIM THProBUM Ha eapo ¢ MM wunum TexHu
YI'BJIHOMOIIIEHH IPEACTaBUTENH, cKitoumin gorosopu ¢ H30K 3a nocraBka Ha MU o
pena Ha HapenoOara mo wi. 11, an. 1.

(3) (Hom. - [IB, 6p. 17 ot 2019 r.) Cnuceuure mo an. 2 ca choOpa3eHu ¢
pe3yaTaTuTe OT MpoleaypaTa MO ONpeleisHe Ha cToiHocTTa, A0 Kosito H30K
3aruiaila MeJUIUHCKUTE U3JIeIus ChIilacHO HapenOaTta mo wi. 11, an. 1 u ¢ un. 30, ain.
1 or mapembara mo wi. 11, a;. 1 u Bim3ar B cwia or 1 sHyapu Ha cieaBamiara
KaJIeHJIJapHa ronHa.

(4) (Hosa - JIB, 6p. 17 ot 2019 r.) KoraTo criucwiiute He ObAaT ChCTAaBEHH
U YTBBPJACHU B CPOKOBETE, OmpeeieHn B HapeadaTa o wi. 11, an. 1, H30K 3amnama
MU ot cniucwiuTe U A0 CTOMHOCTTA, OIIpe/ieieHa MpH MoclieIHaTa Mpoleaypa, HO He
[0-KbCHO OT 31 MapT Ha TeKylara roguHa.

(5) (Hosa - IB, 6p. 17 o1 2019 r.) Korato no 1 anpun Ha Tekymiara roauHa
HsIMa BJIE3JM B CHJIa HOBU CIMCBHIM MO al. 2, MO M3KIIOUYEHHE, C 1€ HEJOIMyCKaHe
OrpaHMuYaBaHe Ha JOCThIIA Ha 3ApaBHOOCUrypeHuTe numa n1o MU, crnuchiure oT
nocieAHarta mpoueaypa mnpoabipkaBaT jedctBuero cu U H30K mpoawsmkaBa na
3amama MU oT T4x, 10 CTOMHOCTUTE U MU YCIOBUSITA, ONIPEACICHH MPH MOCIeTHATA
npoueaypa.

Un. 14. (U3wm. - JIB, Op. 48 ot 2014 r.) (1) (U3m. u mom. - [IB, Op. 17 ot
2019 r.) Hauunonannara 31paBHOOCUTYpUTENIHA Kaca 3ariama MU oT cniuchiuTe 1no
yi1. 13, ain. 2, 3a KOMTO ca CKJIIFOYEHH JOTrOBOpH 3a AoctaBka Ha MU ¢ mpousBoauTenu
WIK THProBIM Ha eapo ¢ MU unu TeXHU yIbIHOMOIICHU MPEACTABUTEIH WU ca
nojajaeHu MUcMeHu 3asBieHus mo wi. 30, an. 4 ot Hapembarta mo wi. 11, am. 1, or
MIPOM3BOUTEIINTE WM THPTOBIMTE HAa €APO C MEIUIIMHCKU W3JCIUs W/WIA TEXHUTE
YITBTHOMOIIICHH MTPEICTABUTEIIH.

(2) Harmonanuata 3paBHOOCHTYpUTENIHA Kaca 3amnama MU no an. 1 go
CTOMHOCTHTE, ITIOCOYCHH B CITMCHIUTE IO . 13, an. 2.

(3) B ciyuaute Ha goroBopenu otctbiiku H30K 3amnama no Hamanenara
C pa3Mepa Ha OTCThIIKaTa ChOTBETHA CTOMHOCT M0 ail. 2.

(4) Hammonannata 3IpaBHOOCHUTYpUTENHA Kaca 3aruiama MW mo
OTYETEeHATa CTOMHOCT, HO HE ITOBEYE OT CTOMHOCTTA I10 all. 2 | 3.

(5) (Hosa - 1B, 6p. 17 ot 2019 r.) B cinydautre mo un. 21, am. 5 or
HapenoOara o wi. 11, an. 1 H30K 3amnama MU He mo-paHo OT 1IecT Mecera clief
BJIM3aHE B CHJIa HA CIIUCHUIMTE 1o 4. 13, am. 2.

YUn. 15, (M3m. - 1B, Op. 48 or 2014 r.) (1) Hamuonamuara
3/IpaBHOOCUTYpUTEIHA Kaca IPeyCTaHOBsIBa 3arianianero Ha MU B cinegHuTe ciayvau:

1. npu 3anmuaBane Ha MU oT ciucbka Ha MEAMIIMHCKUTE U3AETUSA 10 YJl.
30a ot 3akoHa 3a MEIUIMHCKUTE U3/ENINs, U3BBPILICHO 10 peAa Ha Hapeadara mo ui.
11, an. 1;

2. mpu mojaBaHe OT JiMmara no 4i. 14, an. 1 Ha 3asABJ€HUE CHIIACHO
npuioxenue Ne 30, ge xenasT Ja ce MpeKpaTu 3arulaliaieTo Ha ChoTBeTHOTO MU.

(2) B 3agBnenuero no ai. 1, T. 2 ce mocouBa CpoOKbT, A0 KOUTO 111e OBbAAT
OCUTYPSIBaHU KOJIMYECTBA OT ChoTBEeTHUTE MU, KOHTO HE MOsKe /1a Ob/ie MO-KpPaThK OT
TpH Mecela.



(3) B 3aBucuMocT OT AaTaTa Ha IMOJaBaHE Ha 3asBJICHUETO IO ail. 1, T. 2
H3O0K mnpeycraHoBsiBa 3amiam@aHeTo Ha CcbOTBeTHOTO MM oT 1-Bo umcio Ha
KaJICHJITapHUSI MEecell, CJIe/IBAlll M3TUYaHE HAa CPOKa MO all. 2.

Un. 16. (1) (U3m. - JIB, 6p. 48 o1 2014 r.) 3a oTniyckane Ha MU ot cimcbka
o wi. 13, an. 2, 1. 1 H30K ckirouBa 10roBopu € JiMIa, MOJIYYUIIU pa3pelieHue mo 4.
229, an. 2 3JIITXM 3a TeproBus Ha IpeOHO C JIEKAPCTBEHH MPOIYKTH.

(2) (Hosa - 1B, Op. 48 ot 2014 r.) Korato smumero mo an. 1 wu
PBKOBOJIUTENAT Ha anTekaTa HE CbBMAJNAT, JOrOBOPBT CE€ CbhbIJIaCyBa U OT
PBHKOBOJUTEIIS HA anTeKaTa.

(3) (U3wm. - [IB, 6p. 67 ot 2011 r., npenumina ain. 2, u3m. - [IB, 6p. 48 ot
2014 r.) JloroBopute mo an. 1 ce ckmrouBat 4pe3 aupekTopa Ha P30OK, Ha uusaro
TEPUTOPHUSI € alTeKaTa, IPU YCIOBUS U 110 PEJl, yCTAHOBEHU B ChOTBETCTBHE C 4Jl. 45,
an. 15 330.

(4) (Ilpequmna an. 3, usm. - JIB, Op. 48 or 2014 r.) Hanmonanuara
3[paBHOOCUTYpUTEIHA Kaca 3aIulaiia Ha Juiarta mo ai. 1 3a ormycHaTu oT Tax MU
CJIe/] TIPE/ICTaBsIHE Ha €IEKTPOHEH OTYET, U3TOTBEH ChOOPA3HO eIEKTPOHHUS Gopmar,
nyOJIMKyBaH Ha MHTepHeET cTpaHuuara Ha H30K.

(5) (Ilpegumna an. 4, usm. - [IB, Op. 48 or 2014 r.) OrnmycHarute u
otuetenn MU ce 3ammamar ot H30K npu ycnoBus u mo pea, onpeneiceHu B Ta3u
Hapea0a v CKIIFOYEHUTE JOTOBOPH.

Yn. 16a. (Hos - [JIB, Op. 48 or 2014 r.) Hanuonannara
3paBHOOCUTYpHTENHA Kaca 3artama 3a MU no wi. 16, an. 1 Ha oTmycHanmuTe ru
anTeKku B CPOKOBETE, OINPEICICHU 3a 3allIalllaHe Ha JIEKapCTBEHUTE MPOIYKTH 32
JIOMAIITHO JICYCHHE ChITIACHO TJIaBa BTOpa, paszaen .

Un. 166. (Hos - B, 6p. 48 or 2014 r.) (1) Hamuonamnara
3IpaBHOOCUTYpHUTETHA Kaca JaBa yKa3aHUsS OTHOCHO pefa 3a NpeIInucBaHe |
ornyckane Ha MU ot cniucbka no wi. 13, an. 2, 1. 1.

(2) Vkazanusara no an. 1 ce myOiMKyBaT Ha MHTEpPHET CTpaHMIlATa Ha
H30K.

Un. 168. (Hos - JIB, 6p. 48 ot 2014 1.) (1) (dom. - IB, 6p. 95 ot 2018 r,
B cunia ot 16.11.2018 r.) Harmonannara 3apaBHOOCUTYpHUTENHA Kaca 3amuiania MU ot
cnuchka mo wi. 13, am. 2, 1. 2, OykBu "a" u "0" Ha neyeOHUTE 3aBeleHNs, CKIIIOUNIH
noroBopu 1o 4. 20, an. 1, T. 4 330 3a oka3zBaHe Ha OOJHUYHA METUITMHCKA TTOMOII U
Ha TPOU3BOAMTENU WJIM THProBUM Ha eApo ¢ MU wuiam TexXHW YIBIHOMOIIEHU
npeacraButenu, ckmouymwin goroeopu ¢ H30K 3a nmocrtaBka Ha MU mo pena Ha
HapenOara mo wi. 11, anm. 1.

(2) MenuuuHckuTe M3aenus mo aja. 1 ce 3amiamar npud HajJudyhe Ha
CJIEIHUTE YCIOBUSI:

1. BIOKEHM ca TpH U3MBIHEHWE Ha KIMHUYHA IThTE€Ka CBHIJIACHO
W3UCKBAaHUATA Ha JAUArHOCTUYHO-JICUEOHHWTE ajlrOpuTMHU 3a U3IBJIHCHHE Ha
ChOTBETHATa KJIMHUYHA ITHTEKA, YCTAHOBCHW B HAIMOHATHUTE PaMKOBH JIOTOBOPH,
MPUIOKHUMU TIPe3 ChbOTBETHATA T'OJIUHA;

2. (mom. - JIB, 6p. 17 o1 2019 1.) M3IIBIHEHU Ca U3UCKBAHUSATA, CBHP3aHU C
OKa3BaHe Ha OOJIHWYHA MEIUIIMHCKA IMOMOIIl, YCTAHOBEHH B HAIIMOHATHHUTE PAMKOBU



JIOTOBOPH, TPUJTIOKUMHU TIPE3 ChOTBETHATA TOJIMHA, KAKTO U yKa3aHUATA MO TSIXHOTO
MpuiaraHe;

3. (u3m. - /IB, 6p. 95 or 2018 1., B cuna ot 16.11.2018 r.) oT4eTeHu ca ot
JedyeOHUTE 3aBeleHusl Mo aji. | mo peda, YCTAaHOBEH B HALIMOHAIHUTE PaMKOBU
JIOTOBOPH, MPUIIOKUMHU MPE3 CbOTBETHATA FOJIUHA.

(3) (Hdom. - IB, 6p. 95 ot 2018 1., B cua ot 16.11.2018 1.) Harmonanuara
3IpaBHOOCUTYpHUTETHA Kaca 3aruianmia MU ot crimebka mo wi. 13, an. 2, 1. 2, Oyksa "a"
Ha JieyeOHUTE 3aBelleHUs MO aj. 1 ciieq mpeicTaBsHE HA CJIEAHUTE IBbPBUYHU
MEAUIIMHCKN U (PUHAHCOBO-OTYETHU JIOKYMCHTH:

1. pakTypa unu enexkTpoHHa GakTypa;

2. cnenuUKaIUs 32 BIOKCHUTE MEIUIIMHCKHA U3JENUS 0 ChOTBETHATA
KIIMHUYHA IHTEKA;

3. ex3zeMmIuisip Ha QOpPMYISAp 3a BIOKEHU MEIUIUHCKUA W3JCIHUS,
cToitHOCTTa Ha KouTo ce 3amama oT H30K n3BbH 1leHaTa Ha KIIMHUYHATA TbTEKA.

(4) (U3m. - B, 6p. 95 ot 2018 r., B cuna ot 16.11.2018 r.) JleueOuure
3aBelleHUs] MO al. | mpeAcTaBsIT OTUETHUTE NOKyMeHTH exkeMecedHo B P30K mo
YTBBPACH TpaduK, OMpENeieH IO pela, YCTAHOBEH B HAIMOHAJIHUTE PaMKOBHU
JIOTOBOPH, MPUIIOKUMHU MPE3 ChOTBETHATA TOJIMHA.

(5) ®opMaThT Ha OTYETHUTE JOKYMEHTH C€ JOTOBaps B HAIIMOHATHHUTE
PaMKOBH JIOTOBOPHU, IPUIIOKUMU TIPE3 ChOTBETHATA TOJIMHA.

(6) (Homa - JIB, 6p. 30 ot 2015 1., u3m. - JIB, Op. 95 ot 2018 1., B cuna ot
16.11.2018 r.) KoraTo npu u3nbJIHEHHE Ha KIIMHUYHATA IThTEKA Ca BJIOYKCHH €JICMEHTH
OT MEIUIIMHCKH W3JeUs, MPUHAIEKAIIN KbM TTOBEYE OT €AHO TPYMHUPAHE CHITIACHO
cucbuute mo ui. 13, an. 2, 1. 2, 6yksu "a" u "6", H30K 3amama cToiHOCT, KOATO €
cOOp OT IEHHTE IO €JIEMEHTH, OTPa3eHH BHB (DakTypara, HO HE IMO-BHCOKA OT HaM-
BHCOKAaTa CTOMHOCT, MOCOYEHA B CIHUCHKA 32 CHOTBETHOTO TPYNHpAHE, OT YHUUTO
€JIEMEHTH € ChCTaBEHa BJIOKEHATa CUCTEMA.

(7) (Hosa - JIB, 6p. 95 or 2018 r., B cua ot 16.11.2018 r.) Hantmonanuara
3IpaBHOOCUTYpHUTENHA Kaca 3arania MU ot cniuchka o wi. 13, an. 2, 1. 2, 6ykBa "6"
Ha TPOU3BOAMTENH WJIM THProBUM Ha eApo ¢ MU wunm TexXHW YIBIHOMOIIEHU
MIPEACTABUTENH 110 ajl. 1 cliesl mpeacTaBsiHe Ha CICTHUTE TOKYMEHTH:

1. dpakTypa niaM eneKTpoHHa QaKTypa;

2. 00o001IeHa cipaBKa 3a JOCTaBeHUTE U BioxeHuTte MU mo choTBeTHH
KIIMHUYHU TTEKH, OTYETEHU OT JIeUeOHUTE 3aBECHHs Ipe3 MPEAXO0IHUS KaJeH1apeH
Mmeceir, noiydena or H30K B usnbiiHeHne Ha goroBopure 3a goctaBka Ha MU 1o pena
Ha Hapeabara mo wi. 11, am. 1;

3. cneuudukamnus 3a JOCTaBeHUTEe W BiokeHute MU 1o choTBEeTHH
KIMHUYHA TBTEKA TMpe3 MPEeIXOoJHUs KaJeHJapeH Mecell, ChOTBETCTBAlla Ha
KOJIMYECTBaTa 10 CIpaBKaTa Io T. 2.

UYn. 16r. (Hos - /IB, 6p. 48 ot 2014 1., nom. - IB, 6p. 95 oT 2018 1., B cuna
ot 16.11.2018 r.) HanmonanHata 3paBHOOCUTYpUTETHA Kaca 3arialia €KeMeCeuHO
Bioxxenute MU no wi. 13, an. 2, 1. 2 cnex npoBepka Ha JOKYMEHTHTE 110 4. 168, ail.
3 u an. 7 go 30-0 ymciio Ha Mecera, cieaBaIl OTYCTHHS.

Un. 17. (1) [Ipou3BoauTENAT WK HETOB YITBIHOMOILEH MPEICTaBUTEN €
nbxkeH na ysenomu H30K B ciiywaute Ha:

1. (u3m. - JIB, 6p. 48 ot 2014 1.) npomsiHa Ha THPTOBLUTE HA €IPO, KOUTO
e goctaBiT MU no antekure/neueOHuTe 3aBeeHust, cKiroumu gorosop ¢ H30K;



la. (noBa - /IB, Op. 48 ot 2014 r.) mpomsiHa B HHGOpMaLUATA 110 WI. 5, ajl.
1 u un. 8 ot HapexOara mo wi. 11, am. 1;

2. (mom. - JIB, Op. 48 ot 2014 r.) npyru OOCTOSATEICTBA, CBBP3AHU C
OCUTypsIBaHE U 3aruiamane Ha MU.

(2) YBenomanenuero 1o aju. 1 ce u3BbpiiBa B 7-AHEBEH CPOK OT HACTHIIBaHE
Ha MPOMEHHUTE.

Pazneu II.
YcaoBus, pel, MEXaHU3bM M KPUTEPHUH 32 3alJIalllaHe HA THETHYHH
XpaHU 3a cneuuaaHu meauuuHcku ueau (Hos - /1B, Oop. 48 ot 2014 r., 3aru.
usMm. - JIB, op. 17 oT 2019 1.)

Y. 18. (U3m. - JIB, 6p. 48 ot 2014 1.) (1) (Hom. - IB, 6p. 62 oT 2015 1., B
cuna or 14.08.2015 r., wmm. - JIB, Op. 17 ot 2019 r.) Hamumonamnara
3paBHOOCUTYpUTENIHA Kaca 3amtama 3a JIXCMI] no un. 1, T. 7 npeaHa3HayeHu 3a
3a00J51BaHMsl, ONpENeieHH B cruchbka mo wi. 45, an. 4 330, KOUTO OTroBapsT Ha
M3UCKBaHMATA Ha 3X U MOA3aKOHOBUTE HOPMATUBHU aKTOBE 10 IPUJIATAHETO MY.

(2) Hatmonannata 3apaBHOOCHTypUTeNiHa Kaca 3ariama 3a JAXCMIL mo
cnuchk, onpeneneH ot Hamzopuusa cbBer Ha H30K chrimachHo wi. 56, an. 2 330, 3a
€JIMHUIIA BEUIECTBO WM OIpE/esieHa MeCeUHa CTOMHOCT.

(3) Haumonannara 31paBHOOCUTYpUTEIHA Kaca 3aruiamia 3a JJXCMI] no
al. 2, IpU YCIOBHE Y€ TE€ C€ 3alljlallaT OT OOIIECTBEHU 3APaBHOOCUTYPUTEITHU
dboHI0BE, NMPHU CHIIKUTE 3a00IIBAHUS WIIM WHIUKAIIMK HA-MaJIKO B TPU OT CIEIHUTE
abpxkaBu: PymbHusa, Yexus, Ectonms, I'spuus, YHrapus, Jlursa, Ilopryranmsa u
Hcnanus.

Ui 19. (Hos - IB, 6p. 67 ot 2011 r., u3m. - [IB, 6p. 48 ot 2014 1.) (1)
Hanmonannara 3apaBHOoOCHTypuTeNHA Kaca 3aruiama 3a JIXCMIL] cnen monyyaBane Ha
MACMEHO 3asBJICHUE OT MPOU3BOAUTENS UM HETOB YITBJIHOMOILEH MPEACTABUTEN, Ye
JKenae ChOTBETHHUSIT MPOAYKT Jla Ce 3arviaiia Mo pena Ha Ta3u Hapenda ChIIIacHO
npuitokenue Ne 4.

(2) B 3agBnenueTo no an. 1 ce mocoyBaT ThProBIUTE Ha €ApPO, KOUTO I
noctaBsaT JAXCMI] no antekure, ckmounnu gorosop ¢ H30K.

(3) KbM 3asBeHueTO Ce mpujiarar:

1. nexnapanus, ye cporBeTHaTa JIXCMI] oTroBaps Ha yCIOBHETO IO 4II.
18, am. 2, xKaTo ce MOCOYBAT KOHKPETHUTE OOIIECTBEHU (DOHJOBE B CHOTBETHATA
J'bPKaBa;

2. Jekyiapaius 3a ChIVIaCHE€ OT TBPrOBIUTE Ha €IpO, IMOCOYECHU B
3asBJICHUETO, 3a ocTaBka Ha JIXCMII;

3. Iexyiapanus, ye ChOTBETHUAT 3asBUTEII MOXKE Ja OCUTYPSIBA PETYIISIPHO
3asiBeHute [IXCMI] 3a nepuon He mo-MairbK OT 12 KalleHJapHU Mecela;

4. NIOKyMEHT, yA0CTOBEPSBAIIl PE/ICTABUTEIIHATA BIACT HA 3asBUTEIIS.

Y. 19a. (Hos - JIB, Op. 48 or 2014 r.) (1) CrnuchksT 1o 4. 18, an. 2
ChAbpKA!

1. Bup/monBun Ha JIXCMII;

2. Teproecko HaumeHoBanue Ha JIXCMIL;

3. popma/KomuUEeCTBO;



4. cromnnoct, 3amiamana oT H30K;

5. yclioBusI 3a IPEANKUCBaHE U OTITYCKAHE,

6. H3OK kon.

(2) CiucbKbT ce myOnKyBa Ha HHTEpHET cTpanunara Ha H30K.
(3) CiuchbkbT MOXKeE J1a OBJIC TOMBIBAH BEAHBK TOAMIIHO.

Un. 196. (Hos - [IB, 6p. 48 ot 2014 r.) (1) 3a ornmyckane na JIXCMI]
H3O0K ckirouBa JOroBOpH € JIMIA, MOAYYWIIHA pazpenieHue no wi. 229, an. 2 3JIIIXM
3a THProBUs Ha APEOHO C JIEKAPCTBEHU MPOIYKTH.

(2) Koraro nuuero no an. 1 1 pbKOBOAUTENAT Ha anTeKkara He ChBIAJAAT,
JIOTOBOPBT €€ ChIVIaCyBa U OT PbKOBOJUTENS HA allTEKATa.

(3) HoroBopute 1o ai. 1 ce ckimrouBat upes aupekropa Ha P3OK, Ha yusTo
TEPUTOPHUS € arTeKarTa, pU yCIOBUS U IO Pell, yCTAHOBEHU B ChOTBETCTBUE C Wi1.45,
an. 15 330.

(4) HaunonanHara 34paBHOOCUTYpUTEIHA Kaca 3aIulalia Ha JIMIaTa 1o ai.
1 3a ormycHaru ot Tax JAXCML crnen npeacraBsiHe Ha €NEKTPOHEH OTYET, U3TOTBEH
CbOOpa3HO eNeKTPOHEeH (Gopmar, KOHUTO ce MyONMKyBa Ha WHTEPHET CTpaHMIIATa Ha
H30K.

(5) Ornycunature u otuerenn JAXCMI] ce 3amnamar or H30K npu
YCIIOBUS U TIO pel, OTMpeesieH! B Ta3u Hapeada u ChboOpa3HO CKIIOUYEHUTE JOTOBOPHU
o ai. 1.

Y. 198. (Hos - /IB, 6p. 48 ot 2014 r.) (1) [Ipou3BoauTENAT UM HETOB
YI'BIIHOMOLIIEH IpecTaBuTel € JurbxkeH Aa yseromu H30K B cimydaunTe Ha:

1. mpoMsiHa Ha THProBUUTE Ha €Ipo, KouTo e gocraeiar JIXCMIL no
anrtekure, ckiatouniu gorosop ¢ H30K;

2. Apyru OOCTOATENCTBA, CBBP3aHH C OCUTYpSIBAHE W 3aIUlalllaHE Ha
JAXCMII.

(2) YBenomsiBaHeTo 1o aj. 1 ce u3BbpIIBA B 7-THEBEH CPOK OT HACTHIIBAHE
Ha IIPOMEHMUTE.

(3) B cayuaunte mo an. 1 B S5-mHeBeH cpok oT yBemomsiBaneto H3OK
OTIOBECTSBAa HA MHTEPHET CTPaHUIaTa CH M0/1aJieHaTa HH(OpMaIHsL.

Yn. 19r. (Hos - B, 6p. 48 or 2014 r.) (1) Hamuonamuara
3/IpaBHOOCUTYPHUTEJIHA Kaca JlaBa yKa3aHHWs OTHOCHO pefa 3a TpEeINuCBaHe U
ornyckane Ha JIXCML, zamnamanu ot H30K.

(2) Vkazanusara no an. 1 ce myOJMKyBaT Ha MHTEpPHET CTpaHMIATa Ha
H30K.

Un. 19a. (Hos - [IB, 6p. 48 ot 2014 r.) (1) [Ipou3sBoaUTENSAT UK HETOB
YI'BIIHOMOIIEH TMpenacTtaButesl Moxke Aa mnojane no H3OK 3asBneHue cChIiiacHoO
npunokenue Ne 30, de xkenae 1a ce mpekpaTH 3aruianjaneTo Ha crorBeTHara JJXCMI]
0 peja Ha Ta3u Hapezoa.

(2) B 3asgBnenuero mo an. 1 ce mocouBa CpPOKBT, MO KOWTO Iie Obaar
ocuUrypsiBaHu konuuectBa oT chorBeTHata JJXCMII, kato Toil He MoXxe na Obae mo-
KpaThK OT TPU MECELIA.

(3) B 3aBucumMocT OT marara Ha moAaBaHe Ha 3asBieHueTo 1o air. 1| H30K
npeycraHoBsiBa 3arianjaHeTo Ha cboTBeTHata JXCMI[ or 1-Bo uymcino Ha
KaJICHJITapHUST MEeCell, CJIe/IBAIll M3THYaHE HAa CPOKa 1O all. 2.



(4) B cnyuaute no an. 1 B 5-IHEBEH CPOK OT IMOJAaBaHE HA 3asiBICHUETO
H30OK omoBectsiBa Ha HWHTEpPHET CTpaHMIIATa CH HWH(OpMAIUATa, IMOCOYCHA B
3as1BJICHUETO.

I'maBa yerBbpTA.
YCJIOBMS, KPUTEPUU U PEJl 3A IOTOBAPAHE HA OTCTBIIKHA
3A JIEKAPCTBEHUMTE INPOAYKTHU (HOBA - IB, BP. 67 OT 2011 1T.,
3AIJI. U3M. - /IB, BP.48 OT 2014 I'., U3M. - /IB, BP. 62 OT 2015T'., B
CUJIA OT 14.08.2015T'.)

Paspea L.

Ycii0BUSl, KpUTEPHUH U pel 32 MPOBeKAaHe HA 32bJKUTEITHO
LHEHTPAJIU3UPAHO J0TOBAPsIHE HA OTCTHIKH 32 JIeKAPCTBEHH MPOIYKTH,
BKJIIOYEHHU MJIH 32 KOUTO € MOIaJAeHOo 3asBjeHue 3a BKiauBaHe B I1IJIC mo
wi. 262, an. 6, 1. 1 u 2 3JIIIXM (Hos - /IB, Op. 48 ot 2014 r., 3arJ1. u3M. -
B, 0p. 62 ot 2015 r., B cus1a ot 14.08.2015 r.)

Ui 20. (Hos - /IB, 6p. 67 ot 2011 r., u3m. - JIB, 6p. 62 ot 2015 ., B cuna
ot 14.08.2015 r.) (1) (U3m. - IB, Op. 89 ot 2017 r., B cuna ot 07.11.2017 r., uzm. -
B, 6p. 17 or 2019 r.) Ha ocnoBanue wi. 45, an. 10 u 21 330 H3O0K exeroano
MPOBEX/IA 3aIBIKUTEITHO [IEHTPAITM3UPAHO JIOTOBAPSHE HA OTCTHIIKH 3a:

1. (mom. - JIB, 6p. 17 ot 2019 r.) nekapctBenu npoayktu ot I1JIC mo .
262, an. 6, 1. 1 3JIIIXM, 3a kouto croiiHocTTa, 3armnamana ot H30K, ce usunciaasa
Yype3 rpynupaHe, B KOETO He y4acTBaT JIEKapCTBEHH MPOYKTH Ha APYTU MPUTEKATETU
Ha paspelieHue 3a yrnorpeda, ¢ U3KJIIUYCHHE Ha TCHEPUYHUTE JIEKAPCTBEHH TIPOTYKTH
Y Ha JIEKapCTBEHUTE MPOAYKTH 110 ui. 29 3JIIIXM;

2. (m3m. - IB, Op. 17 ot 2019 r.) nexkapctBenu npoayktu ot [1JIC mo u.
262, an. 6, T. 2 3JIIIXM, 3a xkouto cToiiHOCTTa, 3amiamana ot H30K, ce n3uucmsasa
ype3 TpynupaHe, B KOETO HE yJacTBaT JICKAPCTBEHU MPOYKTH Ha IPYTH MPUTEKATEIN
Ha pa3pelieHue 3a ynorpeda, ¢ U3KIOUEHHE Ha TeHEPHUUHUTE JIEKApPCTBEHU MPOTYKTH
U Ha JIeKapcTBeHUTE NpoayKTu 1o ui. 29 3JIIIXM, BkiItoYeHH ca B MaKkeTa, onpeaeaeH
¢ Hapeabara o ui. 45, an. 2 330, u KouTo:

a) ca MpeHa3HAuYCHU 3a JICYCHUE Ha 37I0KaYeCTBEHHU 3200 IsIBaHNUS;

0) ce mpuiarat MpH KXUBOTO3ACTpallaBalll KPHBOM3JIMBU U CIEIIHU
OTICpAaTUBHU ¥ HHBA3UBHU WHTEPBEHITUY IPH TAIIMCHTH C BPOJCHH KOATyJIONATHH;

3. INeKapcTBEHHM TMPOAYKTH C HOBO MEXIYHAPOJHO HEMATEeHTHO
HAaUMEHOBaHUE, 32 KOUTO € MOJa/ICHO 3asBJICHHE 32 BKIIOUBAHE BBB:

a) IJIC o uin. 262, an. 6, . 1 3JI[IXM;

0) (mom. - JIB, 6p. 17 ot 2019 r.) IIJIC mo un. 262, an. 6, 1. 2 3JIIIXM,
KOTraToO TE3H JICKAPCTBEHH MPOIYKTH Ca BKJIIOUEHH B IMAKETa, TapaHTUPaH OT Or0/KeTa
Ha H3O0K, npennazHadeHu ca 3a JieueHHE Ha 3JI0KAUYECTBEHHU 3a0OJNsBaHUS U 3a
KUBOTO3aCTpalllaBallld KPHBOM3JIMBH W CIEIIHU ONEpPaTUBHU W WHBA3UBHU
WHTEPBEHIIUU TPY MAIMEHTH ¢ BPOJEHU KOAryJloNnaTHU U TOJJIeKaT Ha 3alllallaHe B
OoJHUYHATA MEIUIIMHCKA TOMOI W3BBH CTOMHOCTTAa Ha OKA3aHHUTE MEIUIIMHCKHU
YCIIYTH.

(2) HoroBapsiHeTo mo an. 1 ce mpoBexiIa C MNpUTeXKaTeTUTe Ha
paspelieHusTa 3a ynorpeda Ha CHOTBETHUTE JIEKAPCTBEHU NPOAYKTU WIIHM C TEXHU
YI'BJIHOMOIIICHH MPEICTABUTEIH.



Ui 20a. (Hos - IB, 6p. 49 ot 2012 r., u3m. - JIB, 6p. 30 ot 2015 ., OTM. -
B, 0p. 62 or 2015 r., B cuna ot 14.08.2015 r.)

Ui 21. (Hos - IB, 6p. 67 o1 2011 r., u3m. - JIB, 6p. 48 o1 2014 1. (*), u3m.
- [IB, 6p. 62 ot 2015 r., B cuna ot 14.08.2015 1., usm. - IB, 6p. 89 ot 2017 1., B cuna
ot 07.11.2017 1.) (1) 3a nexapctBenute npoayktu o 4wi. 20, an. 1 H30K gorosaps
CJICTHUTE BUIOBE OTCTHIIKU:

1. (m3m. - [IB, Op. 17 ot 2019 r.) OoTCTBIIKA 32 BCUYKH JICKAPCTBEHH
npoayktd no wi. 45, an. 10 u 21 330 Ha enuH mpuTeXaresl Ha pasperieHue 3a
ynotpe0a/HeroB ymbIHOMOIIEH MPEJACTaBUTEN WM Ha pa3IU4YHU MPUTEKATETU Ha
paspemieHusi 3a ymnorpeda, KOUTO ca YIBIHOMONIWIA €AWH OOl TpPeICTaBHUTEI,
pasmpenenena usisio B noinza Ha H30K nox ¢popmara Ha Bb3cTaHOBSBaHE HA Pa3XO/H,
B 0011 pa3zmep He nmo-manbk oT 10 Ha cto oT pasxomutre Ha H30K 3a cboTBETHO
TPUMECEUHE 32 JIEKAPCTBEHUTE MPOIYKTH;

2. (ot™. - [1B, 6p. 17 o1 2019 1.)

3. (uam. - JIB, Op. 17 ot 2019 r.) MEOUIIMHCKU yCIyTd U3BBH MaKeTa
MeIuIMHCKa oMot 1o wi. 45, ain. 2 330, ocurypsiBaH# 3a CMETKa Ha IPUTEKATEIS Ha
paspelieHueTo 3a ynorpeda, CBbp3aHM C JUArHOCTHKAaTa M MPOCIEASIBAHETO Ha
JICYCHUETO Ha 3a00JIIBaHE ChC CHOTBETHHTE JICKAPCTBEHHU IMPOIYKTH, KAaTO BUIBT,
CTOMHOCTTAa U W3MBIHUTEIUTE HA MEIUIIMHCKUTE yciayru ce ompenenst or H30K,
CHIIIACYBAHO C MPUTEKATENS HA Pa3pelIeHUETO 3a yIoTpeoa;

4. oTcTBhIKa OT CTOMHOCTTa 3a OINAKOBKa, H3YHCIeHa Ha 0aza
pedepenTHaTa CTOWHOCT Ha CHOTBETHHS JIEKAPCTBEH MPOIYKT 10 wi. 45, an. 10 330,
zamaman yactuyHo oT H30K, kosTo ce pa3mpeens 3110 B 10132 Ha CbOTBETHOTO
3IpaBHOOCUTYPEHO JIHIIE.

(1a) (Homa - IB, 6p. 19 ot 2020 r.) 3a nekapcTBeH NPOIYKT 1o ui. 20, ai.
1, T. 1 umm 2, 3a KOWTO CTOMHOCTTA, 3ariamana ot oromkera Ha H30K (pedepentHaTa
CTOWHOCT), 32 4acCT OT TEPaleBTUYHUTE MY TIOKa3aHUs C€ U3UYHUCIIABA Upe3 TpyNnupaHe,
B KOETO y4acTBaT JICKAPCTBEHH MPOYKTH Ha APYTU MPUTEKATEIN HA pa3pelieHne 3a
yrnotpeba, a 3a OCTaHAIUTE TePANleBTUYHU MMOKA3aHMsI Ce U3YUCIIABA Ype3 TPyIMUpaHe,
B KOETO HE yJacTBaT JICKAPCTBEHU IMPOJYKTH Ha JPYTH MPUTESKATEITN HA Pa3pelICHUE
3a ynoTpe0da, 3a MOCIeTHO MOCOYSHUTE MOKa3aHuUsl MPUTEKATENST Ha pa3pelIeHUueTo 3a
ynotpe0a/HeroB ymbiHOMOLIeH npeacrasuren npeaoctass Ha H30K orcTbnka no an.
I, T. 1 B TakbB pa3mep, KOMTO BOAU J0 U3paBHsABaHE Ha pedepeHTHAaTa CTOWHOCT 3a
BCUYKH TTOKA3aHUSI.

(2) 3a mekapcTBeH MPOAYKT C HOBO MEXIYHAPOJHO HEMAaTEHTHO
HaMMEHOBaHHUeE, 32 KOUTO € MoAaieHo 3asaBiaeHue 3a Bxirouysane B I1JIC mo un. 262, an.
6, 7. 1 wim 2 3JIIIXM, 3aabmKUTENIHO c€ JOroBaps OTCThIIKAa OT 3asBEHaTa 3a
oOpasyBane 1eHa 1o wi. 8, an. 2 ot Hapenbara 3a ycioBusiTa, mpaBuiaTta U peia 3a
peryivpaHe U perucTpupaHe Ha IEHUTE Ha JICKAPCTBEHUTE MPOAYKTH CHOOpPa3HO
nporuo3nust Oropker Ha H3OK 3a choTBeTHUMS moroBopeH mepuon. PasmepsT Ha
OTCTBIIKAaTa Ce€ JOroBaps B CHOTBETCTBHE C JOKIaja 3a OICHKAa Ha 3JpPaBHUTE
TEXHOJIOTHH, H3TOTBEH U YTBBP/ICH I10 peaa Ha HapenbaTa mo wi. 262, an. 4 3JIIIXM.
JloroBapsiHeTO Ha OTCTHIIKATa € YCIOBUE 32 BKIIFOUBAHE HA JICKAPCTBEHUS MPOAYKT B
IJIC cpraacHo ui. 262, an. 10 3JIIIXM u He ce cunTa 3a MPOBEACHO 3abJIKUTEIHO
JIOTOBapsIHE HA OTCTHIIKU KaTo ycioBue 3a 3amamnianero my ot H30K. TlporeHTsT Ha
OTCTBITKATA CE 3aIla3Ba Cjie/l yTBBPK/IaBaHe Ha [[eHa Ha JICKapCTBEHUS MIPOIYKT, KAKTO
U TIpU HEfHA MPOMSIHA.



(3) (U3m. - AB, 6p. 17 ot 2019 1.) OTcThnKara mo ain. 1, T. 1 moxe na 6bae
JIOTOBOPEHA B pa3NIMUEH pa3Mep 3a Pa3IMyHU TePAeBTUYHU [TOKA3aHUs HA JIEKAPCTBEH
MPOIYKT.

(4) TlpurexarensT Ha  pa3pelIeHHETO 3a  YNOTpeOa/HETOBUST
YITBITHOMOIIICH MPEACTABUTEN pa3mpeielis OOmus pa3Mep Ha KOMIICHCAIIUATA 110 CBOSI
MpelleHKa BbPXY BCEKH JIEKAPCTBEH MPOAYKT, KOETO € yacT oT goroBopa My ¢ H30K u
HE C€ OIMOBECTSABA MYOIUYHO.

(5) (M3m. - B, Op. 17 ot 2019 r.) Beeku nputekares Ha pa3pelieHue 3a
yrnotpe0a/HeroB ybJIHOMOIICH MPEACTABUTEN JIOTOBaps caMo OTCThIKA 1o ai. 1, T. 1
WJIM KOMOMHAIUA OT OTCThIOKU IO aI. 1, T. lu3umuno an. 1, 1. 1,3 u 4.

(6) (Or™m. - 1B, 6p. 17 0T 2019 1.)

(7) (M3m. - JIB, Op. 17 ot 2019 r.) 3a KOHKpPETEH JEKAPCTBEH MPOIYKT,
ChABPKAIl aKTHBHO BEIECTBO/BEIIECTBA C J00Ope ycraHOBeHa ymorpeba B
MEJIUIIMHCKATA MpakTUKa o cMuchia Ha 3JIIIXM, 3a KoiTo € HalIuIEe HEBB3MOKHOCT
M0 MPUYNHHA OT OOEKTUBEH XapaKTep 3a MPEJAOCTaBsSHE HA OTCTHIIKA B MUHUMATHUS
pa3Mep, yCTaHOBEH B all. 1, T. 1, 10 U3KIIIOUEHHUE U CIIe] TPEI0CTaBsIHE HA MOTUBHUPAHO
MUCMEHO CTAHOBHINE OT CBOTBETHHS TIPUTEXKATEeNl HA Pa3peUHICHHETO 3a
ynorpeba/HeroB ymbwiaHoMmoteH npeacrasured H30K moxke ma ckirouu T0TOBOp 3a
OTCTBITKA TIOJT MUHUMAITHUS pa3Mmep. To3u MEXaHW3bM Ce Mpuiiara, KoraTto € HaluIe
JUTICa Ha JIEKapCTBEHA ajTepHATHBA 3a JICUCHUE WM ChUIECCTBYBALIUTE alTepHATHUBU
ca ChC 3HAYUTEITHO ITO-BUCOKA CTOHHOCT.

Ui 22. (Hos - /IB, 6p. 67 ot 2011 r., u3m. - JIB, 6p. 62 ot 2015 ., B cuna
ot 14.08.2015 r., m3m. - IB, 6p. 89 ot 2017 r., B cuna ot 07.11.2017 r.) (1) (U3m. -
B, 6p. 17 ot 2019 r.) OrcThnkuTe 1o wi. 21, an. 1, T. 1 ce Bb3CTaHOBABAT MPSAKO HA
H30K ot mpurtexarenst Ha pa3pemieHHETO 3a YIOTpeOa/HEeroBUsl YIIBIHOMOIICH
npencraButen oT u3Bbpiienute oT H30K pa3xoau 3a 3amnanianero uMm cien Kpas Ha
I'BPBOTO, BTOPOTO M TPETOTO TPUMECEUME Ha TEKylllaTa KajeHJapHa TOoAUHa, a 3a
YeTBBPTOTO TPUMECEUHE CE€ 3aIlallaT aBaHCOBO 110 15 HoeMBpu Ha Oa3aTa Ha peaTHHs
pazxon Ha H30K 3a Tperoto Tpumeceuue. Jlo Kpas Ha IbpPBOTO TpUMECEUYHE Ha
cleqBamiaTa KajJieHaapHa TOANHA Ce U3BBPIIBA ChOTBETHO U3PaBHSIBAHE.

(2) (Ot™. - 1B, 6p. 17 0T 2019 1)

(3) (Ot™m. - 1B, 6p. 17 01 2019 1.)

(4) (Ot™. - 1B, 6p. 17 0T 2019 1)

(5) (Ot™m. - 1B, 6p. 17 01 2019 1.)

(6) (Otm. - 1B, 6p. 17 oT 2019 1.)

(7) (Ot™m. - 1B, 6p. 17 01 2019 1.)

(8) (Otm. - 1B, 6p. 17 oT 2019 1.)

(9) (Ot™m. - 1B, 6p. 17 01 2019 1.)

(10) JoroBopenarta orcrbnka mo 4i. 21, am. 1, T. 3 ce mpegocraBs OT
NpUTEXATENI Ha Pa3pelIeHneTo Ha yrnoTpeOa/HeroBusl YI'bJIHOMOILEH MpeICTaBUTEN
noa (opmara Ha cpenctsa, ¢ kouto H30OK 3amnama 3a chOTBETHUTE METUIIMHCKH
YCIYTH Ha ONpEJeNIEHUTE OT Hesl M3IbJIHUTEIN Ha MEAMIIMHCKA oMoIll (pedepeHTHH
Je4eOHM 3aBEACHMUS).

(11) (HoBa - IB, 6p. 17 ot 2019 r.) [loroBopenara oTCThIKa 1m0 4wi. 21, ai.
1, T. 4 ce nmpenocTaBsi aBaHCOBO ChOOPa3HO YCIOBUATA U CPOKOBETE, TOCOYEHU B UJI.
231, OT mpUTeXaTelns Ha pa3pelieHHEeTO 3a YNoTpeOa/HeroBHsl YI'BIHOMOIIEH
npencraButes Ha H30K Ha 6a3a Ha mpOrHO3HHUTE KOJIMYECTBA B MPEAJIOKEHUETO IO
y. 23, an. 3 3a ChOTBETHUS JIEKApCTBEH MPOAYKT, KaTo JAOrOBOPBT 3a OTCTBHIIKATa
3aIBJKUTEIIHO ChIbpKA:



1. moxymeHTanusaTa, JOKYMEHTOOOOpPOTa M CpPOKOBETE 3a OTYHUTAHE U
3aIuialaHe Ha OTCThIIKATa;

2. yCIoOBHSATA U Pelia 3a MPEAOCTaBsHE Ha OE3yCIOBHU M HEOTMCHSICMH
0aHKOBM TapaHIMM, KOUTO o0e3ledyaBaT BH3CTAHOBSABAHETO OT MPUTEKATENs Ha
paspermieHueTo 3a yrnorpeda/HeroBusi yibIHOMOIIEH mpencrtasuren Ha H3OK Ha
cpeicTBara, 3alUIaTeHH Ha JuuaTa mo wi. 7, aja. 1 Haj aBaHCOBO IJIATEHUTE CyMH 3a
oTcThIKaTa o wi. 21, an. 1, 1. 4;

3. pema 3a mpoMsiHa Ha pa3Mepa Ha OTCThIKATa IpPU IPOMsSHA Ha
pedepenTHaTa cToHOCT Ha JekapcTBeHus npoaykt B IIJIC.

(12) (Ilpegumnaa an. 11, u3m. - IIB, 6p. 17 ot 2019 r.) JloroBopeHnure
OTCTBIIKA WJIM KOMOMHALMSL OT OTCTHIIKM HE MOraT Ja BOJIST 10 yBEJIMYaBaHE Ha
cToitHoCTTa, 3armutamana oT H30K 3a nedunupana 1HEBHA 1032 WIH 3a TEPANIeBTUYCH
Kypc 1o INN ¢bC cbOTBETHHSI JIEKAPCTBEH NIPOAYKT U HA CPEIHATA TOJUIIHA CTOMHOCT
HAa JICYEHHE HA MMALUEHT C TO3U JIEKAPCTBEH MPOIYKT, CIPSIMO MPEAX0IHATA TOUHA.

Ui 23. (Hos - /IB, 6p. 49 ot 2012 r., u3m. - JIB, 6p. 62 ot 2015 ., B cuna
ot 14.08.2015 r.) (1) HauuonanHaTta 3ApaBHOOCUTYPHUTEJIHA Kaca €XErogHo 1o 1
OKTOMBpU MYyOJIIMKyBa Ha OQUIMaTHATA CH MHTEPHET CTpaHUIA I[IOKaHa [0
MPUTEKATEIIUTE HA Pa3pelIeHuUs 3a ynorpeda Ha JIEKapCTBEHUTE MPOAYKTH 10 wi. 20,
an. 1/TexHu YI'BIHOMOIIEHHU MPEACTABUTEIM 3a MPEACTaBSIHE Ha MPEIJIOKEHUsS 3a
orcThnkd mo wi. 21, an. 1, 1. 1, 3 u 4.

(2) ITokanara 1o ait. 1 ceabpixa:

1. agpecaTuTe Ha NOKaHAaTa;

2. BUJIOBETE JIEKAPCTBEHH MPOJIYKTH, 0OEKT Ha JOTOBAPSHETO;

3. KpaeH CpOK 3a M0JIaBaHe Ha MPEJIOKCHUATA;

4. MACTO M HAYWH 3a TOJaBaHE HA MPEAJIOKEHUATA U JIMIE 32 KOHTAKT -
ciyxuren Ha H30K.

(3) B ennomecedeH cpok OT MyOJIMKyBaHE Ha IOKaHaTa Mo ai. 1
MPHUTEKATESIAT HA Pa3pelICHHETO 3a YImoTpebda Ha JICKapCTBEH MPOIYKT/HETOB
yI'bIHOMOIIIEH nipenctaButen npeactaBs B H3OK mpenioxkenue 3a OTCThIKA/H.

(4) B ciygaure no ui. 4a, an. 1, 3 u 5 npu onpezeneHo HUBO Ha 3arJiallaHe
100 Ha cTo, KaKTO M B ciydyauTte mo 4wi. 4a, an. 6 mpUTeXaTreauTe Ha pa3pelieHus 3a
ymorpeba Ha JICKAPCTBCHH TPOJYKTH/TEXHHUTE VITBITHOMOIICHU TPEICTaBUTEIIN
M0J1aBaT MPEIIOKEHHS 32 OTCTHIIKH HE TO-KbCHO OT 20 paObOTHU JTHU Mpeau U3THYaHE
Ha CHOTBETHUS JBaHAJIECETMECEUEH IMepuoja 3a 0000IIaBaHe Ha WHQOpManuara oT
H30K.

(5) (U3m. - JIB, 6p. 89 or 2017 r., B cuna or 01.01.2018 r.) Kem
MPeIOKEHHUATA 110 all. 3, KaKTO ¥ KbM MPENIOKEHUATA 33 JOTOBApsIHE Ha OTCTHIIKHU B
ciaydaute mo wi. 21, an. 2, mpuUTeXaTeNIWTe Ha paspelieHus 3a yrnorpeda Ha
JIEKapCTBEHUTE MPOIYKTH/TEXHHU YIIBIHOMOIIEHH MPECTaBUTENN IPUIarat ClIeIHUTE
JIOKYMEHTH:

1. undopmamusi OTHOCHO eIOWHHMUS HACHTU(UKAIUOHEH KOA Ha
JIPYKECTBOTO WJIM KOOIEpaIusATa OT THPTOBCKHS PETHCTHP, a 3a JAPYKeCcTBara,
pETUCTpHUpaHu B IbprKaBa - 4ieHKa Ha EBpomneickus chio3, WK B IbpKaBa - CTpaHa
no Cnopa3zymenuero 3a EBponeiickOTO MKOHOMHUYECKO MPOCTPAHCTBO - KOMHUE OT
JIOKYMEHT 3a aKTyallHa PeTUCTpallvs M0 HAIlMOHATHOTO 3aKOHOIATEJICTBO, U3/1aJI€H OT
KOMIIETCHTCH OpraH Ha CHOTBETHATa JbpXkaBa, HE TMO-KbCHO OT 6 Mecela Mpeau
MoJlaBaHe Ha 3asgBJICHHETO; WH(POpMAIMATAa C€ MPEIOCTaBsl 3a MPUTESKATENS Ha
paspemieHueTo 3a ynorpeba, a B clydald dYe MPeIOKEHHETO Ce ToJlaBa OT
VITBITHOMOIIIEH MPEICTAaBUTEN - U 32 YIIBIHOMOIIEHUS TIPEICTABUTEIL;



2. TBITHOMOIIHO 32 Y4YacTHE B JIOTOBapsIHETO, B T.Y. W 3a IOJaBaHE Ha
IpPEUIOKEHUE 3a OTCTBIIKA/M - B ClIy4dall ue NpPeJIOKEHHETO C€ IOAaBa OT
YITBIIHOMOIIICH MPEICTABUTEN Ha MIPUTEXKATENSI Ha Pa3pelIeHUETO 3a yIoTpeda; Korato
I'BJIHOMOIIIHOTO € U33I€HO Ha UY>K]] €3UK, KbM HETO ce IIpujiara NpeBoJ Ha ObJIrapcku
€3MK, U3BBPLIEH OT IPEeBOJay, KONTO MMa CKJIKOYEH JOrOBOp ¢ MHHHMCTEPCTBOTO Ha
BBHILIHUTE PAa0OTH 3a N3BBPIIBAHE HA O(UIMAIHYU [TPEBOAN; B ITBITHOMOIIHOTO ClIeABA
na ObaaT MOCOYEHNU KOHKPETHUTE JIGKAPCTBEHU MPOAYKTH 1o wi. 20, an. 1 ¢ TexHure
MEX/yHAapOJHN HENATEeHTHU HAaMMEHOBAHMSA M ThPrOBCKM HAaMMEHOBAaHMS, 3a KOMTO
IIPEJICTABUTEIIAT € YII'BIIHOMOILIEH;

3. Apyr" OTHOCUMHU JOKYMEHTH.

(6) Ilpemnoxenusita ce mojgaBar B JCJIOBOACTBOTO Ha lleHTpanHOTO
ynpasienue Ha H30K B 3anedaran Henpo3payeH IUIMK C HEHapylleHa LsIOCT, BbPXY
KOMTO c€ II0COYBAT MOAATENST U aAPeC 32 KOPECIIOHICHLUS.

Un. 23a. (Hos - [IB, Op. 62 ot 2015 r., B cuma ot 14.08.2015 1.) (1)
PasrnexxmaHero Ha mpemiokKEHHSATa MO wWi. 23 W JOroBapsHETO HAa OTCTBHIKU Ce
M3BBPIIBA OT MOCTOSHHO JeicTBama komucusi ot ciayxkurenu B H30K, onpenenena
cbe 3amoBes Ha ynpaeutens Ha H30K. B 3anoBenra ce ompenens mpeacenaTes Ha
KOMHUCHSITA, HETOB 3aMECTHHUK U PE3EPBHU YICHOBE.

(2) B cbcraBa Ha KOMUCHATA 33 IBIDKUTEIIHO C€ BKIIFOUBAT IIPABOCIIOCOOEH
IOPUCT, JICKap/MarucThp-hapMameBT 1 UKOHOMHCT.

(3) UnenoBere Ha KOMHUCHSITA Ca JUTBKHU Ja TMa3saT B TaiiHa
oOcTosITeNcTBaTa, KOUTO Ca y3HAIU BbB Bpbh3Ka ChC CBOSITA paboTa B KOMHUCHSATA, 3a
KOETO MOJIMKCBAT JACKIapalusl.

(4) (U3m. - [IB, 6p. 89 o1 2017 r., B cra ot 07.11.2017 r.) Komucusita o
an. 1 u3BBpIIBA MPOBEPKA HA MOCTHIWINTE MPEATOKEHUS 32 CHOTBETCTBUETO UM C
M3MCKBaHUATA Ha Hapeabara, KaTo MMa MpaBo Ja IMOUCKAa OT YYaCTHHK B CPOK 10 3
paboOTHM NHU Ja OTCTPAaHU YCTAaHOBEHUTE HEPEAOBHOCTH W/WIIM Ja MPEAOCTaBU
JOTTBJIHUTENTHA UH(OPMAITHSI.

(5) B ciyyail ye yyacTHUK HE OTCTpaHH HEPEIOBHOCTUTE W/MIU HE
MPEeI0CTaBH U3MCKaHaTa JOITBIHUTETHA HHPOPMAIIHS B ONIPEICIICHUS CPOK, CE CUUTA,
Ye 33 CbOTBETHUTE JIEKAPCTBEHU MPOIYKTH HE ca JIOTOBOPEHU OTCTHIKHU.

(6) IIpencenarenar win HETOBUIT 3aMECTHHK U JIBaMa OT YJICHOBETE Ha
KOMUCHSITA C€ MOJMUCBAT BHPXY BCSIKa CTPAHUIIA OT MPEUI0KEHUETO Ha KaHIuaTa.

(7) Komucusita o an. 1 u3rotss rpaduk 3a gaTaTa ¥ 4aca 3a IpOBEXK/IaHe
Ha TPEroBOpU C JIOMYyCHATUTE ydyacTHUIU. ['padukbT ce o0sBABa Ha odulMamTHATA
uHTepHeT ctpanuna Ha H30K He mo-kbcHO OT 5 pa®OoTHUM THU NpEeau 3aloyBaHE Ha
MIPETOBOPUTE, 33 KOETO YYACTHUIIUTE CE CUUTAT 3a YBEIOMEHHU.

(8) Ipu HEOOXOIUMOCT WJIM IO MPEIIEHKA Ha KOMUCHUSATA YIACTHUK MOXKE
na ObJe TOKaHEH BTOPU MBT 3a MPOBEKIAaHE HA MPETOBOPU IO JOMBIHUTEITHO
omnpeneneH rpaduxk.

(9) (U3m. - [IB, 6p. 89 ot 2017 r., B cuna ot 07.11.2017 r.) Komucusira
ChCTaBsl TMPOTOKOJIM 3a CBOsATa paboTa M C pelieHue OO0sABABa pe3yJTaTUTE OT
MIPOBEACHOTO JI0TOBapsiHE, KATO MOCOYBA!

1. 3a orcTbnky 1o wi. 21, an. 1, 1. 1 - pena 3a onpenensiHe Ha pa3mepa Ha
JIOTOBOpPEHATa OTCTHIIKA M Pa3Ipe/le]ICHHeTO Ha OOIIMs pa3Mep Ha KOMIICHCAIUATA
BbPXY BCEKH JICKAPCTBEH MPOAYKT, KaKTO M TPOTHO3HHUTE KOJIMYECTBA 32 BCEKH
JIEKapCTBEH MPOJIYKT;

2.3a OTCTBHIKM 110 WiI. 21, ai. 1, T. 3 - BuAa, CTOMHOCTTA ¥ U3ITBIHUTEIINTE
Ha 3aIUTal[aHUTEe METUIIUHCKU YCIYTH;



3. (woBa - JIB, 6p. 17 ot 2019 r.) 3a orcTbnku mo wi. 21, am. 1, 1. 4 -
pa3Mepa Ha JOTOBOPEHUTE OTCTHIIKU M TPOTHO3HUTE KOJIMYECTBA 32 BCEKU JIEKAPCTBEH
MPOJIYKT.

(10) (U3m. - B, 6p. 19 ot 2020 1.) B 20-1HEBEH CPOK OT YTBBPIKIaBaHE
Ha pemeHueTo no ain. 9 or ynpasurens Ha H30K kxomucusita M3rorBsi mpoekTu Ha
JIOTOBOPH, KOUTO MPEACTaBs Ha MPUTEkKATEIUTE Ha pa3pellieHus 3a ynoTpeda/TeXHure
YI'BJIHOMOIIICHH MPEJICTABUTEIIN 3a MOIIHUC.

(11) (M3m. - B, 6p. 19 ot 2020 r.) IIpoektute Ha moroBopu 1o ai. 10
3aIBJKUTEITHO ChIbPIKAT:

1. TOrOBOpEHUTE OTCTHIIKH MO al. 9;

2. YCIIOBHSITa U PEABT, MO KOUTO C€ MPEAOCTaBst MHPOpPMALUS MEXITY
CTpaHUTE;

3. (noBa - JIB, 6p. 89 ot 2017 r., B cuna ot 07.11.2017 r., or™m. - [IB, Op.
19 o1 2020 T1.)

4. (moBa - 1B, 6p. 89 or 2017 1., B cuna ot 07.11.2017 1., mom. - JIB, Gp.
19 ot 2020 r.) npOorHO3HUTE KOJIMYECTBA 32 BCEKH JICKAPCTBEH MPOAYKT, 32 KOHTO ca
JIOTOBOPEHH OTCTBIIKH;

5. (moma - IB, 6p. 17 ot 2019 r., u3m. u gom. - [IB, 6p. 19 ot 2020 r.)
3aruiailaie Bb3 OCHOBA Ha pe3yiTara OT TepanusTa, KoraTo TakoBa € JOTOBOPEHO 3a
JIEKapCTBEHHU TMPOJAYKTH, 32 KOUTO € OINpeAeNieHO MpociefsBaHe Ha edekra oT
TepanusATa cbriaacHo wi. 259, am. 1, 1. 10 3JIIIXM, kakTo ¥ BB3CTAaHOBSIBAHE OT
NpUTEXKATEIUTE Ha pa3pelieHus 3a yhnoTpeda WIM TEXHH YI'BJIHOMOIIEHU
npeacrasutesn Ha H30K nHa 3annaTeHuTe cpencTsa npu Jurca Ha pe3yiTar;

6. (moBa - JIB, Op. 19 or 2020 r.) 3agb/DKEHHUsS Ha CTpPaHUTE TPH
MPUJIAraHeTo Ha MEXaHU3Ma, TapaHTUpaI] MPEIBUIUMOCT U YCTOWYUBOCT Ha Or0/KeTa
Ha H30K no un. 45, an. 29 330, cnpsAMO BCHYKHM JIEKAPCTBEHHM MPOAYKTH Ha
MpUTEKATEIA HA pa3pelIeHUEeTo 3a yrnoTpeda, 3araiiaii HallbIHO WM YaCTUYHO OT
H30K;

7. (mpepumna 1. 3 - 1IB, 6p. 89 ot 2017 r., B cuna ot 07.11.2017 r.,
npeaumHa 1. 5 - /1B, 6p. 17 ot 2019 ., npeaumna 1. 6 - IB, 6p. 19 o1 2020 r.) npyru
YCIIOBUSL.

(12) (U3m. - 1B, 6p. 89 o1 2017 1., B cuma ot 07.11.2017 r., usm. - 1B, 6p.
19 ot 2020 r.) JoroBopute 3a oTcThiku 1mo wi. 21, an. 1, 1. 1 w/wnmm 3, u/unu 4 ce
CKJTIOYBAT 710 | MapT Ha cleBalara KajleH1apHa ToJHa U BIu3aT B CHJIa oT 1 ssHyapu
Ha MTOCOoYeHaTa roJIMHa.

(13) (Hosa - 1B, 6p. 19 ot 2020 r.) JIekapcTBEHH MPOIYKTH, IO ICHKAILH
Ha 33IbJDKUTEITHO IIEHTPAIM3UPAHO JOTOBAPSIHE HA OTCTHIKM 1o ui. 21, an. 1, 1. 1, 3a
KOUTO HE Ca CKJIIOUEHU JIOTOBOPH B cpoka 1o ai. 12, He ce 3armtamar or H30K ot 1
MapT Ha MMOCOYEHaTa roJuHa. 3a mepuoja ot 1 sHyapu a0 1 MapT Ha mocodyeHaTa
roJIMHA JIeKapCcTBEHUTE NpoaykTH ce 3armiamat oT H30K u 3a Tax nmputexarenure Ha
paspelieHusaTa 3a yrnorpeda/TeXHUTE YIBIHOMOIICHU TPEICTABUTEIN IbKAT Ha
H3OK oTrcThnku B MUHUMAJIHHS pa3Mep, ocoueH B wi. 21, an. 1, 1. 1.

(14) (Hosa - IB, 6p. 19 ot 2020 r.) JloroBopuTe 3a OTCTBHIKH 1O Wi. 21,
al. 2 BIM3aT B CUJIa TIPU YCIIOBUE, Y€ JIEKAPCTBEHUTE MPOAYKTH, TPUHAICIKAIIN KHM
HOBO MEXIYHApOIHO HETIATEHTHO HaMMeHOoBaHue, Obat BrtoueHu B [1JIC mo wi. 262,
an. 6, T. 1, cboTBeTHO Mo WiI. 262, ai. 6, T. 2 ot 3JIIIXM u oT garaTta Ha 3amianiaHeTo
Ha nekapctBeHuTe npoayktu ot H30K npe3 cieaBamara kajneHgapHa rojiuHa.

(15) (Hoa - JIB, 6p. 19 ot 2020 r.) 3a nekapCTBEHUTE NPOIYKTH,
MPUHAJISKANTM KbM HOBO MEKIYHApOIHO HEMATEHTHO HAaWMEHOBAaHUE, BKIIFOYCHH B
[To3uTUBHUS NEKAPCTBEH COUCHK MO Wi. 262, an. 6, T. 1 unu 2 ot 3JIIIXM:



1. no 30 cenTemMBpH Ha TeKyllara TOAMHA, 32 KOUTO 3a IIbPBU IIBT LIE CE
3armaia ot 6romkera Ha H30K, monaBaneTo Ha npeuioKeHus, TAIXHOTO Pa3TieKIaHe
U JIOTOBapsIHETO HA OTCTHIKU To wi. 21, am. 1, 1. 1, 3 w/wmm 4 ce u3BbBpIIBA MPU
yCJIOBHUATA U IO penia Ha uil. 23 u 23a;

2. cnen 30 cenTeMBpHU Ha TEKyIaTa roJIMHA, 32 KOUTO 3a IIbPBU I'BT LIE CE
3araia ot 6roakera Ha H30K, monaBaneTo Ha npeuioKeHus, TAIXHOTO Pa3TieK1aHe
Y TOTOBAPSIHETO Ha OTCTHIKM 1Mo wi. 21, an. 1, T. 1, 3 u/unu 4 ce u3BBpIIBA OT HAYATIOTO
Ha clie[Balllara KajeHaapHa roiuHa.

(16) (U3m. - IB, 6p. 89 oT 2017 1., B cuina ot 07.11.2017 ., mpeauiiiHa ain.
13 - JIB, 6p. 19 ot 2020 r.) 3a nexapcTBeHHTe MpOAyKTH 1o wi. 20, an. 1, 1. 3 B
JIOTOBOPUTE C€ ChABPKAT U:

1. (m3m. - JIB, Op. 17 ot 2019 r.) mporHo3en Opo¥ marMeHTH, ChOTBETHU
MPOTHO3HU KOJMYECTBA JIEKAPCTBEH MPOJIYKT U CHOTBETHH MPOTHO3HU TOJUIITHU
pa3xoau 3a JEeKapCTBEHUs MPOAYKT 3a TPUTOIUILIEH MEepUOJ OT BKIIOYBAHETO MY B
I1JIC - 3a BCcsIKa OT TOAUHHTE;

2. KpUTEpHH 3a MPEANKUCBAaHE HA JIEKAPCTBEHUS MPOAYKT;

3. IpyTH yCIOBUSI.

(17) (U3m. - IB, 6p. 89 oT 2017 1., B cuma ot 07.11.2017 ., mpeauiHa ain.
14 - 1B, 6p. 19 ot 2020 r.) Ex3eMmisip OT CKIIOYEHUTE JOTOBOPH 3@ OTCTHIIKH IO YII.
21, an. 2 ce npeaoctass ot H30K na HanpionanHus chBeT 1O LIEHU U peuMOypcupaHe
Ha JICKAPCTBEHUTE MPOAYKTU ChIVIACHO Wi. 262, an. 10 3JITIXM.

(18) (Ilpegumna an. 15, mon. - JIB, 6p. 19 or 2020 r.) doroBopenute
OTCTBIIKU Ca 3aJIbJKUTENIHU 33 CPOKA HA JACHCTBHE HA JOTOBOPUTE U HE MOTarT Jia ce
M3MEHSAT 10 HaUWH, KOWTO BOJM J0 yBenuuaBaHe Ha pazxoaute Ha H3OK. B cinyuaii ue
3a JIGKapCTBEH MPOIYKT, 32 KOWTO € JIOroBOpeHa OTCThIKa mo wi. 21, am. 1, T. 1,
OTIMaJHE YCIOBUETO MPHU M3UUCISIBAaHE Ha CTOWHOCTTA, 3amnamiana ot H30K, na ne
y4acTBart JIEKapCTBEHH MPOTYKTH Ha APYTU NPUTEKATEIN HA pa3pelIeHue 3a yroTpeoa,
MPUTEKATENIAT Ha pa3pelIeHUEeTo 3a YINoTpeda/HeroB yMbIHOMOIIEH MPEACTaBUTEN
yBenoMmsiea nucMeHo H30K B nBycenMuueH cpok OT OTpa3siBaHETO Ha IMpoMsiHATa B
[JIC o un. 262, an. 6, T. 1 wiu 1. 2 3JIIIXM, ye xenae 1a ce npekpaTv J0rOBOPHT MO
OTHOIIEHME HA OTCTBIIKATa 32 TO3U MPOAYKT WJIHU L€ NPOABIDKM Aa MPEJoCTaBsd Ha
H30K orcrhnkara kaTo J0OPOBOJIHA B CHILUS WIH JPYT pa3Mep.

(19) (Ilpenumna an. 16 - 1B, 6p. 19 ot 2020 r.) B cpoka Ha nelicTBUEe Ha
JIOTOBOPUTE MOTraT Ja C€ CKJIOYBAT JOMBIHUTEIHHU CIOPAa3yMEHHUs 32 IMO-BUCOKH
pa3MepH Ha OTCTBIIKUTE, KOMTO BIM3aT B CUJIA OT JlaTaTa Ha CKJIFOUYBAHETO UM.

(20) (Homa - 1B, 6p. 17 o1 2019 1., npenumina an. 17 - B, 6p. 19 ot 2020
r.) [Ipn HOBa OllEeHKA Ha 3/[paBHUTE TEXHOJIOTUH 3a JIEKAPCTBEH MPOJYKT, U3BbPILIECHA
no pexa Ha wi. 262a, an. 3 3JIIIXM, e Hanuue OCHOBaHME 3a MPEAOrOBApPSHE Ha
OTCTBIIKATa 3a JIEKApCTBEHUS MPOAYKT, KAKTO M 3a MPEJOroBapsiHE Ha OTCTHIKHU 3a
JIPYTHU JIEKapCTBEHH MPOIYKTH ChC CHIIUTE WM CXOJHH TEPANIEBTUYHU MOKA3aHUS C
OrJie]l CpaBHUTEJIHATA UM TepaleBTUYHA €(PEKTUBHOCT CHIVIACHO YTBBPACHUS JOKJIAL
3a OLIEHKAaTa.

Y. 236. (Hos - JIB, 6p. 62 ot 2015 1., B cuna ot 14.08.2015 1.) (1) B
ciydauTe o wi. 22, an. 1 moroBopeHaTa OTCTHIIKA C€ MPEIOCTaBs Clie MPUKIIOUYBAHE
Ha BCSIKO TpUMEcCEYHe OT NPHUTESKATENsd Ha pPa3pelieHueTo 3a yrnoTrpeda Ha
JIEKapCTBEHUSI TMPOJIYKT/HETOBUSI YI'BIIHOMOIIEH TMPEACTaBUTEN 4Ype3 JUPEKTHO
mnamane Ha H30K crnex moamucBane Ha MPOTOKOJ CHIVIACHO MpuiiokeHne Ne 8a,
MPUIPYKEH ChC CIpPaBKa 32 KOJUYECTBATA OT JEKAPCTBEHUS MPOAYKT IO EICKTPOHEH
OTYeT ChINIacHO Wi. 8, ai. 3, 3amtatenu oT H30K npe3 choTBETHUS TTEPHO/I.



(2) (dom. - B, 6p. 89 ot 2017 1., B cuna ot 07.11.2017 r.) Hanmonanuara
3[PaBHOOCUTYPUTEIHA Kaca MpEeJCTaBs Ha MpUTEKATelds Ha pa3pelieHHeTo 3a
yrnotpe0da/HeroBust yI'bTHOMOIIIEH MPEICTaBUTEN cripaBkara 1o ai. 1 B 30-JHEeBeH CPOK
OT M3THYaHE Ha OTUETHHUS nepuoi. B ciydauTe, KOraro ca J0roBOpeHHU OTCTHIIKH B
pa3iryueH pa3Mep 3a Pa3InyHU TePANeBTUYHU MOKAa3aHUS HA JICKAPCTBEHHS MPOTYKT
cbriaacHo wi. 21, an. 3, crpaBkara Moke Jia ChIbpka HH(GOpMalUs 3a 3arlaTeHUTE
KOJINYECTBA OT JIEKAPCTBEHUS MPOAYKT MOOTIEIHO 32 BCSIKO OT TEPAIeBTUYHUTE
MOKAa3aHU4.

(3) [purexaTenar Ha pa3pelIeHUETO 3a YHOTpeOa/HEerOB YIBITHOMOIICH
MPECTaBUTEN OChIIECTBsABA IUPEeKTHOTO 1uiamane kbM H30K B 10-1HEeBeH cpok cien
NoJIy4aBaHe Ha CIpaBKara 1o ai. 1.

(4) (Homa - /1B, 6p. 89 ot 2017 r., B cuna ot 07.11.2017 r., ot™. - [IB, 6p.
17 o1 2019 1.)

(5) (Ilpepumina an. 4, gom. - JAB, 6p. 89 ot 2017 1., B cuna ot 07.11.2017
r., mm. - JIB, 6p. 17 or 2019 r.) 3a obe3neuyaBaHe Ha IUIANIAHUATA [0 Al 3
MPUTEKATENAT Ha Pa3pelIeHUETO 3a YMoTpeOa/HeroB YMBIHOMOIIEH IMPEICTABUTEN
yupenssa B mon3za Ha H30K 6e3yciioBHa 1 HEOTMEHsieMa rapaHIysi ChC CPOK HE TO-
MaJIko oT 15 Mecema u pasmep He mo-Majiko ot 120 Ha CTO OT CTOMHOCTTa Ha
JIOTOBOpPEHATa OTCTBHIIKA BBPXY MPOTHO3HHSI TOIUIICH pPa3Xoa 3a JICKAPCTBEHUTE
MPOJYKTHU OT ChOTBETHATA Ipyma. [[pOrHO3HUAT J51 ce ompeiens €KEeroiHO 32 BCEKU
NPUTEKATEIN Ha Pa3pelIeHre 3a YIIOTpeOa/HeroB YII'bITHOMOIIEH MPEACTaBUTEN. 3a Ta3u
YacT OT IPOrHO3aTa MOTaT Jia Ce M3UCKBAT U M3MOJI3BAT MPOTHO3U HA MPUTEKATEITUTE
Ha pa3penieHus 3a ynorpeda/TeXHu YIbITHOMOIIECHH MTPEICTABUTENH.

(6) (Ilpegumrna ain. 5 - /1B, 6p. 89 or 2017 r., B cuna ot 07.11.2017 1.) B
€IHOMECEYEeH CpOK OT MpuKIoyBaHe Ha poroBapsHero H3OK mnyOnmkyBa Ha
oduIaTHaTa CU UHTEPHET CTpaHuIla 0011a HHPOopMAaIus 3a T0TOBOPEHUTE OTCTHIIKH,
0e3 1a mocoyBa pazMepa uMm.

(7) (IMpenumna an. 6 - JIB, 6p. 89 or 2017 r., B cuna ot 07.11.2017 r.)
Bceekn Thpromer Ha enpo MOXe Jla TMOAaNe YBEAOMIIGHHE upe3 IMpHTEeXarens Ha
paspemienueto 3a ynotpeba no H30K, ye xenmae na pasmpocTpaHsiBa JIEKapCTBEHU
MPOJYKTH C JOTOBOPCHHUTE OTCTHITKH.

(8) (ITlpeaumna an. 7, uzm. - JIB, 6p. 89 ot 2017 1., B cuna ot 07.11.2017
r.) B 3-nHeBeH cpok ot mocThnBaHe Ha yBenomiieHueto o ain. 7 H30K gedunupa xon
Ha THProBell Ha eJIpo.

Un. 23B. (Hos - 1B, 6p. 62 ot 2015 r., B cua ot 14.08.2015 ., uzm. - JIB,
op. 89 ot 2017 1., B cuna ot 07.11.2017 1.) (1) OTCTHIKHM MOTaT [ia Ce JOTOBAPAT MPe3
1sgaTa KajeHJapHa roJuHa 10 pela, YCTAaHOBEH B TO3M pasfell, 3a JIEKapCTBEHU
MPOIYKTHU:

1. (mom. - JIB, Op. 19 o1 2020 r.) 1o 4. 20, an. 1, T. 3 - 3a T€3U NPOAYKTH
OTCTBIKUTE MO Wi. 21, an. 2 ce A0roBapAT B €JHOMECEUYEH CPOK OT IOJaBaHE Ha
MIPEIIOKEHUS 32 TAX;

2. (mom. - JIB, 6p. 19 ot 2020 r.) 3amiamaHy HaI'bJIHO MM YaCTUYHO OT
H30K u kxouTo He mojyiexaT Ha 3aAbJUKUTEIHO HEHTPAIU3UPAHO JIOTOBapsSHE Ha
OTCTBIIKU - 33 T€3U MPOIYKTH C€ JIOTOBAPST JOOPOBOIHMU OTCTBHIKHU MOJ Gopmara Ha
BH3CTAHOBSIBAHE HA Pa3XOJH B ONPEEIIEH OT CTpaHUTe pa3mep oT pazxoaute Ha H30K
3a T€3U MPOJYKTH;

3. (mom. - 1B, 6p. 19 ot 2020 r.) 3ammanady HaATBJIHO WJIM YaCTHYHO OT
H3O0K, kouto B pesynrar Ha u3meHeHus u nombiaHenus B [IJIC ca ctanamu 0oO0ekT Ha
3aIBJDKUTEIIHO [EHTPATM3UPAHO JIOTOBApSHE Ha OTCTBIKH - 3a TE3W MPOIYKTH
MO/IABAaHETO HA MPEMJIOKEHHUS M JIOTOBAPSHETO Ha OTCTBHIKM 1o ui. 21, an. 1, 1. 1, 3



u/vnm 4 ce U3BBPIIBA B €THOMECEUYCH CPOK OT JAaTara, Ha KOSTO MPOJIYKTUTE Ca CTAHATU
00€KT Ha 3aBJDKUTEITHO [IEHTPATU3UPAHO JOTOBAPSTHE HA OTCTHITKH.

(2) (M3m. - B, 6p. 19 ot 2020 r.) loroBopute 3a oTCTHIKH IO ail. 1, T. 1
BJIM3aT B CHJIa ChIIacHO Wi. 23a, an. 14, mo an. 1, T. 2 - OT maTaTa Ha CKIIOYBAHETO UM,
amno ai. 1, . 3 - oT #arara, OT KOSITO ca 00EKT Ha 3aJbJKUTENHO LEHTPATU3UPAHO
JIOTOBApsIHE HA OTCTHITKH.

Y. 23r. (Hos - IB, 6p. 44 ot 2016 r., B cuna ot 10.06.2016 1.) (1) 3a
JICKapCTBEHUTE MPOAYKTH C HOBO MEXKAYHApPOJHO HEMATeHTHO HauMEHOBaHUE,
MOJJICKAIM HA JOTOBApSIHE HA OTCTHIIKU, MJIM KOMOWHANUATa (TIpU KOMOMHHpAHU
nekapctBenu mnponaykTta), H30K mnpoBepsiBa mamu MeXIyHApOIHOTO HEMNATEHTHO
HAUMEHOBAaHHE, KbM KOETO MPHUHAICIKH JICKAPCTBEHUSAT MPOAYKT WIH KOMOUHAITUATA
(mpu KOMOMHHMpAHU JIEKAPCTBEHU MPOAYKTH), MOXKE J]a C€ MOJI3Ba OT MAIlMEHTUTE B
MIOHE MET IbP>KaBU - YICHKH Ha EBporeiickus cbio3, Ype3 CbOTBETHUTE UM CUCTEMHU 32
3arailafe ¢ myoJIuYHH CPE/ICTBA.

(2) He ce ckirouBaT OTOBOPH 32 OTCTHITKH 32 JIEKAPCTBEH MPOJIYKT IO WIIL.
21, an. 2, ako MEXAYHapOJHOTO HEMATEHTHO HAaMMEHOBaHHWE, KbM KOETO TOM
NPUHAUICKA WM KOMOWHarusATa (Mpu KOMOWHHPAHU JIEKAPCTBEHHU IPOJIYKTH) HE
MOJKE Jia ce€ TMOJ3Ba OT MAalMeHTUTE B MOHE IMeT AbPKaBU - WieHKU Ha EBpomeiickus
ChI03, Upe3 CHOTBETHUTE UM CHCTEMHU 3a 3aIljIallaHe C MyOJUIHH CPEICTBA.

(3) 3a ymocroBepsiBaHe Ha OOCTOSATENCTBATA MO al. | mpuUTeXaTensiT Ha
pa3pemieHneTo 3a yrnoTpeOa/HerOBUST YITBIIHOMOIICH IMPEICTABUTEN TPEICTaBs Ha
H30OK chnucek Ha [bpkaBuUTe - 4ileHKM Ha EBponeilckus cbio03, B KOUTO
MEXIYHAPOJAHOTO  HEMaTeHTHO  HAaWMEHOBAHHME, KbM  KOETO  IPHUHAIICKH
JICKapCTBEHUSAT MPOAYKT WM KOMOHMHanuaTa (mpu KOMOWHUpAHH JIeKapCTBEHU
MPOJIYKTH), MOXKE Jia C€ IMOJ3Ba OT MAlUEHTUTE Ype3 CHOTBETHUTE MM CHCTEMH 3a
3aljamlaie ¢ MyOJIMYHH CPEICTBA, U IMOCOYBA M3TOYHHIIMTE, Ha KOUTO ce Oasupa
perocTaBeHara nHGOpMaIus.

Un. 23x. (Hos - /1B, 6p. 17 ot 2019 1.) (1) JoroBopeHara oTcThIIKA MO YII.
21, am. 1, 1. 4 ce mpegocraBs aBaHCOBO 70 10-0 YHMCIO Ha THPBUA MECEI] OT
TPUMECEUHETO OT HpUTEeKaTelss Ha pa3pelleHHeTo 3a  yrnoTpeOa/HeroBus
ynbiaHoMolieH mnpeacraButen Ha H3OK nHa 0a3a Ha NpOTrHO3HHUTE KOJIMYECTBA,
MIOCOYEHH B CKJIFOUEHHSI IOTOBOP 3@ OTCTHIIKM 32 ChOTBETHATA MOJJMHA 32 ChOTBETHUS
JIEKapCTBEH MPOIYKT.

(2) MW3paBHsiBaHETO Ha cCpejacTBaTa 3a JIOTOBOpPEHaTa OTCTHIIKA,
Ha/IBUIIABAIM aBaHCOBOTO IUTAI[aHE TO ail. |, ce W3BBpIIBa Ha 0a3a TMOIMHCAHUS
IPOTOKOJI ChIVIacHO IpuiioxkeHue Ne 80, mpuapyKeH cbhe crpaBKkaTa 1o 4wi. 236, ai. 1,
OT TIpUTEeXKATENsl Ha pa3pelIeHHeTo 3a  YIOTpeOa/HETOBHS  YIIBIIHOMOIIEH
NpeCTaBUTENl ¢ MJallaHe B cpoka mo wi. 230, ait. 3. B ciyuail ye Bb3HMKHE pa3iuka
3a Bp3cTanoBsiBaHe oT H30K, Ts Moxe 1a ce mpuxBaHe OT JBJDKMMAaTa OTCTHITKA 3a
CJIEIBAILIO TPUMECEUHE.

(3) 3a o0esmeuaBaHe Ha TIUIANIAHUATA 1O al. 2 TPHUTEXKATENAT Ha
pa3pelIeHneTo 3a ynoTpeda/HeroBUAT YIIbJIHOMOILIEH MTPEICTaBUTEN YUpeasiBa B 0132
Ha H30K 6e3ycnoBHa 1 HEOTMEHsIeMa TapaHIns ChC CPOK HE MO-MajKo OT 15 Mecerna
U pa3Mep He mo-Mayiko oT 120 Ha cTO OT CTOWHOCTTa Ha JOTOBOpEHATa OTCTHIIKA Ha
0a3a Ha MPOTHO3HOTO KOJMYECTBO 32 CHOTBETHUS JIEKAPCTBEH MPOTYKT.

Pazngea 11.
YcioBusi, KpUTEPUH U pejl 32 3aAbJIKUTETHO HEHTPAJIU3UPAHO



J0TOBAapsiHE HA OTCTHIIKM OT CTOMHOCTTA HA JIEKAPCTBEHUTE MPOAYKT 32
3ApaBHUTE JeHHOCTH MO Wi. 82, ai. 2, T. 3 oT 3aKoHa 3a 31paBeTo, 32
konto H30OK 3anuama (Hos - /IB, 0p. 48 ot 2014 r., 3ar.. gomn. - /IB, Op.
62 ot 2015 r., B cuaa ot 14.08.2015 r.)

Ui 24. (Hos - /IB, 6p. 48 ot 2014 1.) (1) (U3M™. 1 mom. - JIB, 6p. 62 ot 2015
r., B cuia ot 14.08.2015 r.) Ha ocnoBanue wi. 45, an. 13 330 H30K nposexna
3aIBJDKUTEIIHO LEHTPAIU3UPAHO JOTOBApsSHE C MPUTEKATEIUTE Ha pa3pelleHus 3a
yrnorpeba Ha JICKQpCTBEHU MPOIYKTH W/UIU C TEXHHU YITHBITHOMOIICHH TPECTABUTEIN
Ha OTCTBIIKHM OT IIeHaTa Ha JIEKAPCTBEHUTE MPOAYKTHU 3a 3APAaBHUTE JIEHHOCTHU MO YJI.
82, an. 2, 1. 3 33 u 3amiama CTOWHOCTTA, MOJyYE€HA B PE3y/ITaT HAa HaMajeHaTa C
JIOTOBOPEHUTE OTCTHIIKY LI€HA Ha JIEKAPCTBEHUTE MIPOTYKTH.

(2) (U3wm. - [IB, 6p. 62 ot 2015 r., B cuiia ot 14.08.2015 r.) Hatnonanunara
3/[paBHOOCUTYPUTEIIHA Kaca MPOBEX/a JOTOBApSHETO MO aj. | mpenu 3amoyBaHe Ha
ChOTBETHATA HAI[MOHAIHA, PETHOHAIIHA WM OOIIMHCKA Mporpama, KakTo M 3a BCSKa
cleqBalia KaJeHJapHa ToJJuHa OT Mepruo/ia Ha IeHCTBUETO .

(3) (dom. - JIB, 6p. 62 ot 2015 r., B cuna ot 14.08.2015 r.) B cygawnre,
KOraTo Ce JIOrOBapsT OTCTHIIKHU 3a KaJIeHJapHa roJIuHa, I0TOBapsIHETO CE U3BBHPILBA B
cpok 1o 31 ssHyapu Ha chIaTa roauHa. JJoroBOpeHHUTE OTCTHIIKHU Ca 3aIbJDKUTEITHH 32
CpOKa Ha JIeHCTBUE Ha JOTOBOPUTE U HE MOTAaT Jla C€ U3MEHST M0 HaYUH, KOUTO BOJIU
1o yBenmuaBaHe Ha pazxoaute Ha H30K. [pe3 kanenmaprara rogrHa Morat 1a ObaaT
JIOTOBAPSHU JOMBIHUTEIHO MO-BUCOKH Pa3MepU Ha OTCTHIIKUTE.

Un. 25. (Hos - IB, 6p. 48 ot 2014 r.) (1) 3a mpoBekaaHe Ha JOTOBAPSHETO
H30K ornpass nokana mno oOpasen, yrBbpiaeH oT ympaButens Ha H3OK, no
NPUTEKATEIIUTE Ha pa3pelieHus 3a ynorpeba Ha CHOTBETHHUTE JICKAPCTBEHH
MPOAYKTH/TEXHHUTE YIIBIHOMOIIECHH TPEICTABUTEIH.

(2) IToxanara chabpIKa:

1. ampecaTuTe Ha TOTOBAPSHETO;

2. HaMEHOBAaHUE Ha JIEKApCTBEHUS IPOAYKT, 00EKT Ha JOTOBAPSIHETO;

3. CpOK M MSICTO 3a TI0J]aBaHe Ha MPEI0KECHUSTA,

4. anpec, TenedoH, Gakc, eITeKTPOHEH aJpec U JIHIIE 3a Bpb3Ka.

(3) INokanara ce mybnuKyBa Ha MHTepHET cTpanunata Ha H30K.

(4) Kpm mokanata ce mpuiara oOpasel; Ha JOTOBOpP, YTBBPJIEH OT
ynpasurens Ha H30K.

Uin. 26. (Hos - JIB, 6p. 48 ot 2014 r.) (1) B cpoka, mocodeH B mokaHara,
KaHJMJIaTUTE IPEACTaBAT B 1€10BOJICTBOTO Ha LleHTpannoro ynpasienue Ha H30K B
3arevaraH HeMpo3paueH MK ¢ HeHapyIIeHa ISUIOCT CICAHUTE TOKYMEHTH:

1. mpeiokeHHe, MOJIMUCAHO OT MpUTEXKATENs Ha pa3pelIeHueTo 3a
yrnoTpeda Ha CHOTBETHHS JICKAPCTBEH TPOIYKT HMIM OT HETOB YIIBIIHOMOIIEH
MPEJCTaBUTEIT;

2. (m3Mm. - IB, Op. 89 ot 2017 r., B cuna ot 01.01.2018 r.) undopmanus
OTHOCHO €IMHHHS WAECHTHU(PHUKAIIMOHEH KOJ Ha APYXKECTBOTO WMJIM KOOHEpalusTa OT
TBPTOBCKHSI PETUCTHP, a 3a APYKECTBAaTa, PETHUCTPHpPAHU B IbpKaBa - WICHKA Ha
EBponelickus cbio3, M B JbpkaBa - cTpaHa o Cropazymenueto 3a EBpomneiickoTo
MKOHOMHYECKO MPOCTPAHCTBO - KOMHE OT JIOKYMEHT 3a aKTyajHa PETUCTPAIHs IO
HAIIMOHAJTHOTO 3aKOHOJATEJICTBO, M3/1a/IeH OT KOMIIETEHTEH OpraH Ha ChOTBETHATa
Ibp)KaBa, He O-KBCHO OT 6 Mecela Mpe/in NoJaBaHe Ha 3asiBIICHUETO; HH(OpMAIHsITa



Ce TpEeIoCTaBsi 3a MPUTEXKATellss Ha pa3pelieHUueTo 3a ymorpeba, a B ciydail e
MPEJJIOKEHUETO CE M0JIaBa OT YIIBIHOMOIIEH MPEICTaBUTEN - U 32 YII'BJIHOMOILIEHUS
MIPEICTaBUTE,

3. (m3m. - JIB, 6p. 89 oT 2017 ., B cuna ot 01.01.2018 1.) mbJIHOMOIITHO 32
ydacTue B JIOTOBApSHETO, B T.4. U 3a MOJABaHE HA MPEAJIOKECHUE 32 OTCTHIIKA/U - B
Clly4ail 4Ye TMpeJIOKEHHETO C€ IMoJaBa OT YIBJIHOMOUICH MPEICTaBUTEN Ha
MpUTEXKATed Ha Pa3pelICHUETO 3a yrnoTpeda; Korato MbIHOMOILIHOTO € U3/1aJICHO Ha
Yy €3UK, KbM HEro ce Impuiiara npeBoJ] Ha ObJIrapcKu e3uK, U3BbPIIEH OT MpeBojad,
KOWTO HMa CKJIIYEH JO0roBOp ¢ MUHHUCTEPCTBOTO Ha BBHIIHUTE padOTH 3a
U3BbpIIBaHe HA O(UIIMAIHU IPEBOM; B IBJIHOMOLIHOTO CJe/iBa Aa ObJaT MOCOYEHU
KOHKPETHHUTE JICKAPCTBEHU TMPOAYKTH C TEXHUTE MEXIYHApPOJHU HEMaTeHTHU
HAUMEHOBAHMSI M TBHPrOBCKM HAUMEHOBAHUS, 3a KOUTO TMPEACTABUTEIAT €
YI'BJIHOMOIIICH;

4. mpuTexxaTen/u Ha pa3pellieHHe 3a ThpProBHUsS Ha €ApO C JIEKAPCTBEHU
MPOIYKTH, KOUTO/KOUTO PA3NPOCTPAHSIBA/T ChOTBETHHS JIEKAPCTBEH MPOIYKT.

(2) Bppxy mimka crienBa Ja € IOCOYEH TMOJATeNsAT M ajpec 3a
KOPECIIOH/ICHIIHS.

(3) B menoBonctBoTo Ha llentpannoro ympaenenue Ha H3OK He ce
npueMaT MPEeI0KEHUS, KOUTO ca MOJaJIeH! ClIe]] M3TUYAHETO Ha KpalHUs CPOK WU
ca MpeACTaBeHH B He3arevyaTaH, MPo3payeH MUK WIH IUIUK C HApYIIeHa LsUI0CT.

(4) Ilpurexarenute Ha pa3pelleHUs 3a ynoTpeda Ha JIEKapCTBEHU
MPOJAYKTH/TEXHU YII'BIHOMOILEHU MIPEICTABUTENIM MOTaT Ja MOoJaBaT MpPeaJIOKeHUS 3a
OTCTBIIKHU U 0€3 1a e ornpaBeHa nokana ot H30K, kakTo u u3BBH cpoka 1o 4. 24, a.
3.

(5) Ilpennoxenusita mo an. 4 ce moaaBaT MO oOpas3ell CbhIIACHO
npuiokenne Ne 9, KbM KOUTO ce mpuiiarat JOKyMEHTHUTE 1o 4. 26, an. 1, T. 2 - 4.

Un. 27. (Hos - IB, 6p. 48 ot 2014 r.) (1) 3a mpoBekaaHe Ha JOTOBAPSHETO
ynpasurensT Ha H30K onpenens cbe 3anoBen komucus ot ciyxurenu Ha H30K. B
3aroBe/ITa ce ONpPEeIAT MpeiceaTeNl Ha KOMUCHATA U ChOTBETHU PE3EPBHU WICHOBE.

(2) B cbcraBa Ha KOMUCHATA 3aBJDKUTENIHO C€ BKIIIOYBAT MPABOCIOCOOEH
IOPHUCT, MarucThp-hapMaleBT/u 1 UKOHOMHCT/H.

(3) 3anoBexaTa mo an. 1 ce u3nmapa cien MyOJIMKyBaHe HAa TTOKAHATA IO YI.
25, am. 1.

Y. 28. (Hos - /IB, 6p. 48 oT 2014 1.) (1) KoMucusTa u3pbspiiBa npoepka
Ha TO/IAJICHUTE JOKYMEHTH 10 4. 26, al. 1 3a CbOTBETCTBHETO UM C Ta3W Hapenoa,
KaTO MMa MPaBo J1a OMCKA OT YYaCTHUKA B 3-JHEBEH CPOK Ja OTCTPAHU HEPEAOBHOCTH
W/WIK J1a IPEAOCTAaBH JOMIBJIHUTETHA HHPOPMAIHS KbM IO ICHATE TOKYMEHTH.

(2) Komucusara He pasriexnaa NpeAsioKeHHs, KOMUTO HE OTroBapsAT Ha
W3MCKBAaHUATA HA Hapenadara, KaKTO M Ha YYaCTHHUIUTE, KOUTO HE Ca OTCTPAHWIN
HEpeJOBHOCTUTE W/WIM HE ca MPeJoCTaBWIM JONBJIHUTEIHAaTa HWHPOpManus B
OTIPENIeIICHUS CPOK.

Un. 29. (Hos - /JIB, Op. 48 or 2014 r.) (1) Ilpu pasrimexnane Ha
IPEUIOKEHUATA Ha YIaCTHUIIUTE MIPeCeIaTeNsAT U BaMa OT WICHOBETE Ha KOMHCHATA
ce MOJAIMCBAT BHPXY BCSAKA CTPAHHIIA OT MPEIOKEHHSTA.

(2) Komucusita o cBos MpereHKa MOXKe /1a MOKaHW YYaCTHHUK Ja MoJIaje
HOBH TIPEIITOKEHHSL.



(3) Komucusita M3roTBs HPOTOKOJIM 3a CBOSITA paboTa M C pELICHUE
00s1BsIBa pe3yJITaTUTE OT IPOBEIEHOTO JOIOBAPSIHE, KaTO II0COYBA!

1. pa3mepa Ha 1OrOBOPEHUTE OTCTBHIIKU, aKO TaKMBa Ca JOIOBOPEHH;

2. croriHocTTa, Koaro H3OK mie 3ammamia, momydeHa B pe3ydTaT Ha
HaMaJIeHaTa C JOrOBOpEHaTa OTCTHIIKA 1IEHA Ha JIEKAPCTBEHUTE MPOILYKTH.

(4) Bp3 ocHOBa Ha pelIeHUETo Mo ajl. 3 KOMUCHATA U3rOTBS NIPOEKTH Ha
JIOTOBOPH U T'M npezcTass Ha ynpasutens Ha H30K.

Yn. 30. (Ho - JIB, ©Op. 48 or 2014 r.) Hauuonannara
3JIpaBHOOCUTYPHTEIIHA Kaca MyOJIMKyBa Ha MHTEPHET CTPaHHULATa CH HHpOpMALus 3a
CKJIIOUYEHHTE JOTOBOPH, O€3 1a ce IM0CcOoYBAT pa3MEpUTe HA JOIOBOPEHHUTE OTCTHIIKH,
KakTo ¥ MH(OpMAIHs 32 aJpecuTe Ha NPUTEKATEINTe Ha pa3pelieHus 3a yrnorpebda
/U YII'BJIHOMOIICHUTC UM HPCACTABUTCIIN, Teﬂe(bOHHI/I HOMCpa " Jinla 3a KOHTAKT.

Paznea II1.

YcaoBusi, KpUTEPHH U pejl 32 10roBapsiHe HA OTCTHIIKH OT CTOMHOCTTA 32
CHOTBETHATA IPyNa MeIUIIMHCKH U3/1eJIHsl, BKIYEHH B CMUCHKA M0 Y.
30a ot 3akona 3a MmegquuuHckutTe usgeaus (Hos - /B, 0p. 48 or 2014 .,
otMm. - /IB, 0p. 62 ot 2015 r., B cmi1a ot 14.08.2015 r.)

Uin. 31. (Hos - [IB, 6p. 48 ot 2014 r., ot™. - JIB, Op. 62 ot 2015 1., B cuna
ot 14.08.2015 1.)

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

Uin. 33. (Hos - [IB, 6p. 48 ot 2014 r., ot™. - JIB, Op. 62 ot 2015 1., B cuna
ot 14.08.2015 1.)

I'maBa mera.

YCJIOBUSA U PEJ 3A Bb3CTAHOBSABAHE OT IIPUTEXATEJIUTE
HA PASPEIHIEHUSATA 3A YIIOTPEBA UJIM TEXHHA
YIITBJIHOMOIEHU ITPEACTABUTEJIA HA ITPEBUIIEHUTE
BIOKETHU CPEJICTBA IIPU TIPUJIATAHE HA MEXAHU3BM,
IF'APAHTUPAILI HNPEABUJINUMOCT U YCTONYUBOCT HA
BIOJ’KETA HA H30K (HOBA - JIB, bP. 17 OT 2019 1., 3AT'JI. U3M. -
JAB, BP. 19 OT 2020 T".)

Uin. 34. (Hos - [IB, 6p. 17 o1 2019 1.) (1) (U3Mm. - [IB, 6p. 19 o1 2020 T.) 32
rapaHTUpaHe TMPeIBUIANMOCT U ycToWuumBOCT Ha Oromkera Ha H30K 3a
3IPaBHOOCUTYPUTEJIHH TUIANIAHUS 3a JIEKAPCTBEHH MPOAYKTH CBHIVIACHO 3aKOHa 3a
oromxkera Ha H30K 3a chorBeTHaTa ronuna Hamzopaust ceBet Ha H30K exeronHo
IIpUeMa C pelIeHrne MeXaHu3bM 1o wiI. 45, an. 29 330.

(2) Mexanu3msbT 110 ai. 1:

1. e mpUIOKKUM 32 BCUYKH JIEKAPCTBEHU NMPOAYKTH, BKiIroueHH B I1JIC no
1. 262, an. 6, T. 1 3JIIIXM, 3amnamany HarrbIHo win yacTuuHo oT H30K, 1 3a Bcnuku
neKapcTBeHH NpoaykTH, BkmodeHH B [LJIC mo wm. 262, an. 6, 1. 2 3JIIIXM u
3ammamann ot H30K B OomHMYHATa MEIWIIMHCKA TOMOI W3BBH CTOMHOCTTA Ha
OKa3BaHWUTE MEIUITMHCKH YCIYTH;



2. UMa JeWCTBHE CIPSMO BCHYKHM MPUTEXKATEId Ha pa3pelieHue 3a
ynorpeba Ha JIGKQpCTBEHUTE NPOAYKTH MO T. | M TEXHUTE YII'BIHOMOIIECHU
MIPEACTABUTENH MPU HAJIMYKME HA OCHOBAHUATA U YCIIOBUSITA, YCTAHOBEHU B HETO;

3. (m3m. - IB, 6p. 19 ot 2020 r.) ce mpuiara 3a KajJeHaapHaTa ToAuHa, 3a
KOATO € TPHET.

(3) (U3m. - IIB, 6p. 19 ot 2020 r.) HatnonanxHaTa 3{paBHOOCUTYPHUTEIIHA
Kaca, B CpOK J10 5 paboTHM 1HU OT 0OHapo/BaHe B "/IbprkaBeH BECTHUK" HA PEIICHUETO
o ajn. 1, myOJIMKyBa Ha MHTEPHET CTPAHHUIIaTa CH ChOOIICHHUE 0 MPUTESKATEINUTE Ha
pas3perieHus 3a ynorpeda Wil TeXHHU YIIBIIHOMOIICHH MPEICTABUTEH 32 CKIIOYBAHE
Ha JOTOBOPH 3a IpUJjIaraHe Ha MexaHusma 1o 4i. 45, an. 29 330 3a roauHara, 3a KoAaTo
e npueT. JloroBopuTe ce CKIF0YBAT 10 00pasell, MyOJIMKYBaH HAa HHTEPHET CTpaHUIATa
Ha H30K.

(4) (U3m. - [IB, 6p. 19 ot 2020 r.) loroBopure 10 aji. 3 ce CkitouBart o 1
MapT Ha TOJIMHATa, 32 KOATO € MPHUET ChOTBETHUAT MEXaHU3bM 110 wi. 45, an. 29 330,
Y BIIM3AT B CWJIA OT | stHyapu Ha chllaTta roauHa. JlekapcTBeHUTE MPOyKTH, 32 KOUTO
HE ca CKJIIOUEHHU JOTOBOPH /10 1 MapT Ha chllata roauHa, He ce 3amiamar ot H30K.

(5) Ilpu noroBopeHU OTCTBIIKH 3a CJIE/IBAIIATA TOJMHA 32 JIEKAPCTBCHUTE
npoayktu mo wi. 45, an. 10 w/unum an. 21 330 kato ycioBue 3a 3aIUlallaHeTO UM OT
H3O0K, 3a npuiiaraneTo Ha MEXaHU3Ma U 32 OTCTHIIKUTE CE CKJII0YBA OOIIl JOTOBOP.

(6) B cnyuauTe Ha ynmbIHOMOIIaBaHe O al. 4 ce mpujara MbJIHOMOIIHO
MIpU Clla3BaHe Ha U3UCKBaHUsATA 10 ui. 23, ai. 5, T. 2.

UYn. 35. (Hos - JIB, 6p. 17 o1 2019 r., u3m. - [IB, 6p. 19 o1 2020 1.) (1) 3a
npuwiarane Ha Mmexanum3ma mno wi. 45, an. 29 330 H30K nyOnukyBa Ha WHTEpPHET
CTpaHHULaTa cu WH(OPMALIKA 332 BCAKA OT OCHOBHHUTE I'PYMH JIEKAPCTBEHU MPOAYKTH,
ompeneneHu B 3akoHa 3a 6ropkera Ha H30K 3a choTBeTHaTa roguHa.

(2) B 30-gHeBeH Cpok OT M3THYAHE HAa BCAKO TPUMECEUUE Ha TEKyllara
roguaa H30K mybnukysa:

1. 6pytHu pasxoau Ha H3OK 3a TpumeceuneTo 3a OTIyCHATHTE, PECIL.
MIPUIOKEHU M OTYETCHHU KOJIMYECTBA JIEKAPCTBEHU MPOJYKTH 33 BCAKA OT OCHOBHUTE
TpyOu JEKapcTBEHH MPOAYKTH MO0 al. 1, 1O MEXIyHapOJIHU HEMaTeHTHU
HAaMMEHOBAHMS M ThPTOBCKH HAaWMEHOBAHMSI;

2. 00111 HETeH pa3xo/ (cie MpHciagaHe Ha JOTOBOPEHUTE 3aAbJKUTEITHH
u 1o6posoaHu oTcThiikn) Ha H30K 3a TpumeceuneTo 3a Bcska OT OCHOBHUTE TPy
JIEKapCTBEHU MPOIYKTH M0 all. 1;

3. CTOMHOCT Ha MPEBUILIEHNETO UM HETOCTUTAHETO Ha YCIOBHHUS OIOKET
3a TPUMECEUMETO 3a BCSIKa OT OCHOBHUTE IpyNU MO al. 1, ompeaeseH ChIJIACHO
MexaHu3Ma 1o 4i. 34, ai. 1.

(3) B 30-gHeBeH cpok oT u3TMuaHe Ha Bcsiko TpuMmeceune H3O0K
MPEIOCTaBsl Ha CHOTBETHUTE MPUTEKATEITN HA pa3pelieHus 3a ynorpeda Wiu TeXHU
YITBITHOMOIIIEHH MPEICTaBUTENH CIeIHaTa HHPOpMAIHs:

1. HetHu paszxonu Ha H3OK (cnen mnpucnagane Ha JOrOBOpPEHUTE
3aIBJDKUTETHA U IOOPOBOITHU OTCTHITIKM) 32 TOBA TPUMECEUHE 32 OTIYCHATUTE, PECIL.
MPUIOKEHW M OTYETEHU KOJIMYECTBA JICKAPCTBEHM MPOMYKTH HA TIPHUTEXKATEs Ha
pa3pelieHueTo 3a yrnoTpeda, 3a BCSIKa OT OCHOBHUTE IPYIH JIEKAPCTBEHH MPOTYKTH 110
an. 1, mo MeXTyHapOaHU HEMATEHTHU HAWMEHOBAHUS U ThPTOBCKH HAMMEHOBAHUS,

2. NOATPYNHUTE JEKAPCTBEHU IPOIYKTH HA IPUTEXKATEIS HA PA3PEUICHUETO
3a ynorpeba OT BCSIKa OCHOBHAa TIpymna, NpU KOWUTO TMOATPYNHU € YCTAaHOBEHO
HajBuineHue Ha pasxoaute Ha H30K cwriiacHo mexanusma no ui. 34, an. 1; croHOCT
Ha HaJIBUILIEHUETO 3a BCAKA MOATrPYIa U pa3Mepa Ha KOHKPETHUTE CYMH, MOJIEKAIIU
Ha Bb3cTaHoBsiBaHe Ha H30K.



(4) B TpumeceueH Cpok OT M3THYaHE Ha KaneHaapHarta roanHa H30K
U3BBPIIBA TOAUIIHO M3PAaBHSABAaHE HAa BbH3CTAHOBEHUTE IO TPUMECEUUs MPEBUILIECHU
CpeAcTBa OT NPUTEKATEIUTE HA pa3pelieHusiTa 3a ynoTpeda WIM TEXHHU
YI'BJIHOMOIIEHN MPEICTABUTENM CHPSIMO OOIIOTO TOAMIIHO IPEBUIICHUE Ha
OIIpEJICTICHUTE LIEJIEBU CPEJCTBAa B 3akoHa 3a Oromxera Ha H30K 3a cpborBerHara
rOJIMHA IIPU YCJIOBUS U 110 pell, YCTAHOBEHU B MeXaHHU3Ma 110 wi. 34, ain. 1.

Ui 36. (Hoe - IB, 6p. 17 01 2019 1.) (1) (U3m. - IB, 6p. 19 o1 2020 T1.) B
7-THEBEH CPOK OT ToJydyaBaHe Ha WHPOpPMAIUATA 10 WI. 35, an. 3 mpUTeKaTeIsAT Ha
pa3pelieHueTo 3a ynoTpeOa/HeroB YIBJIHOMOIIEH MPeICTaBUTE] HMMa MpaBO Ha
IUCMEHO Bb3pakeHHe. HaumoHnanHata 37paBHOOCHUIYpPUTENHA Kaca pasriexia
He3a0aBHO MOCTBHIMJIOTO BB3paXKEHHE U YyBEIOMSBAa MHCMEHO IMpUTEXKATeNns Ha
pa3pelIeHueTo 3a YIOTpeOa/HEeroBUsl YITBIHOMOIIEH MPEICTABUTEN 3a CBOETO
peleHue.

(2) B cnyuyauTe, Korato Bb3pa’K€HUE HE € MOCTHIIUIIO B CPOKa 10 all. 1 uiun
KOTraTo MOCTBHIUJIOTO BB3PAKEHUE € OTXBBpJIeHO M3Isio wiu yactuuHo, H30K u
NPUTEKATEIAT HA Pa3pelICHHETO 32 YNOTpeOa/HErOB YIBIHOMOIIEH MPEICTAaBUTEI
MOJMKUCBAT MPOTOKOJ MO 00pasel] chriiacHo npunoxenue Ne 11.

(3) Hdwbmxumute aupextHu mnamanus kpM H3OK 3a cboTBETHOTO
TpUMECEUHe Ha TeKyllaTa roJJMHa Ce U3BBPIIBAT OT MIPUTEKATEIA HA pa3pelieHrueTo 3a
yIoTpeOa/HeroB yIbIHOMOMIEH NPEACTaBUTeN B Cpok a0 10 THU OT moanucBaHe Ha
nportokoina nmo an. 1 mo obssena or H30K Ha odunmannata i UHTEpHET CTpaHHUIA
0aHKOBa CMETKA.

(4) B cpok 1o kpas Ha TBPBOTO TPUMECEUHE Ha clie[Ballara KajleHaapHa
rOJIMHA CE U3BbPIIBA CHOTBETHO N3PABHSBAHE.

Y. 37. (Hos - JIB, 6p. 17 or 2019 1.) (1) (U3Mm. - [IB, 6p. 19 ot 2020 1.)
[IputexxaTenuTe Ha paspelieHusITa 3a ynorpeda Ha JEKapCTBEHHTE HPOAYKTH OT
OCHOBHUTE Ipyn# 10 ui. 35, ant. | Bb3CTaHOBSBAT MPEBUILICHUTE CPEJICTBA, yCTAHOBEHU
NIpY TIpUJIaraHe Ha MeXaHu3Ma. Bbh3CTaHOBSIBAaHETO € B ITBJICH pa3Mep Ha pa3XoIuTe Ha
H3O0K 3a nekapcTBeHH MPOAYKTH HaJl ONpEAETICHUTE LENIeBU CPEACTBA B 3aKOHA 3a
6romxera Ha H30K 3a choTBeTHATa roJiiHa, KaTO C€ OTYUTA U I€TbT Ha pe3epBa MpH
pemenne Ha Hagzopuus ceBer Ha H3OK 1o ui. 15, an. 1, T. 7 330.

(2) denbT Ha pe3epBa 3a HEMPEABUICHN U HEOTJIONKHU Pa3xou 1o ai. 1 e
HE MOBEYEe OT JIeJIa Ha CPE/ICTBATA 3a Pa3Xo/AM 3a JEKapCTBEHU NMPOIYKTH 3a OCHOBHA
rpymna mo 4wi. 35, T. 1 B o0mus pa3mep Ha pa3xoauTe U TpaHchepuTe mo OrpKeTa Ha
H3O0K 3a croTBeTHATa rOaUHA.

(3) PazxoauTe 3a nekapCTBEHH MPOAYKTH ca OOBBP3aHH C TTapaMETPUTE Ha
3akoHa 3a Oropkera Ha H30K 3a choTBeTHaTa roanHa, MiaHUpar ce B ChOTBETCTBUE C
napaMeTpuTe Ha CpeJHOCpOYHaTa OKJKETHAa MPOTHO3a, C PhCTAa HA Pa3XOIUTE 3a
3paBHOOCUTYPUTETTHU TUIANIAHKWS M B PaMKHTE Ha TEMIIOBETe Ha W3MEHEHHE Ha
pasxoaMTe 3a 3APAaBHOOCHTYPHUTEIHM IUIAIIAHKS 32 CHOTBETHATA TOJMHA CIIPSIMO
peaxoIHaTa.

I'naBa mecra.

YCJIOBUS U PEJ 3A SAIVIAITAHE HA JIEKAPCTBEHHA
NPOAYKTU, MEAUIINMHCKHN U3JIEJIUA, IUETHYHHU XPAHU 3A
CIIEIMAJIHU MEJIMIIUHCKH LHEJIX U
BUCOKOCIHEINUAJ/IN3NPAHU ATTAPATU/YPE/IA 3A
NMHIANBUAYAJIHA YIIOTPEBA OT OBXBATA HA HAPEJ/IBATA 110



Y1 82, AJL. 6 OT 3AKOHA 3A 3JIPABETO (HOBA - JIB, BP. 17 OT
2019T.)

Un. 38. (Hos - B, 6p. 17 or 2019 r.) (1) Hanuonamnara
3paBHOOCUTYpPHUTENIHA Kaca 3amiaimia 3a JiekapcrBeHu npoayktu, MU, JIXCMI] u
BUCOKOCTICIMATM3UPAHH arapaTu/ypenu 3a WHAMBHUIYyalIHA yrmoTpeba oT oOXxBara Ha
Hapenbara mo wi. 82, an. 6 oT 3akoHa 3a 37paBETO W NPH YCIOBHUATA U pena,
YCTAaHOBEHU B HEA.

(2) 3a JIEKapCTBEHUTE MIPOJTYKTH, MU, JAXCMI] u
BUCOKOCTICIMATM3UPAHUTE anapaTH/ypeau 3a MHAUBHAyaldHa ynorpeba mo an. 1, 3a
KOUTO ca MOoJaieHu 3asBieHus 3a 3amamane, H30K ckitouBa cbOTBETHU 1I0TOBOPU C
MIPOM3BOIUTENN WM THPTrOBIM HA €IPO/TEXHU YII'BIIHOMOIIEHH MPEICTABUTEIHN U/IITN
¢ jeueOHM 3aBeleHUs. B nmoroBopute ce ypexxaar yciaoBHUSTa U PeabT 3a JOCTaBKa,
OTYHMTAaHE, KaKTO U JPYrd CHEIU(PUYHH YCIOBUS, CBBP3aHU C MOAAJCHOTO 3asiBICHUE
3a 3aruiamiaHe.

(3) B cayuyaute no an. 1 H30K 3arumama cToifHOCTH HE MO-BUCOKHU OT
3aljialllaHuTe ChOTBETHU CTOMHOCTH TMpe3 MpeAXojJHara ToJIMHA, ChC CpPEICTBa,
NOJIyY€HU OT TpaHchep oT MUHHCTEPCTBOTO HA 3/IpaBeoIia3BaHeTo.

Un. 39. (Hoe - B, ©Op. 17 or 2019 r.) Hauuonamxara
3paBHOOCUTYpHUTENIHA Kaca 3arJiama cliea IMPeJICTaBsHe Ha ChOTBETHA OTYETHA
(GuHaHCOBA M MEUITMHCKA JIOKYMEHTAIIMS B U3ITBJIHEHUE HAa CKIIFOUCHHUTE TOTOBOPH I10
1. 38, ain. 2.

Un. 40. (Hos - IB, 6p. 17 o1 2019 1.) (1) 3a MU u BUCOKOCTIEIIMATIU3UPAHT
amapartu/ypeau 3a HHIuBUyatHa yroTpeba mo wi. 38, ain. 1 H30K moroBaps oTCTHIIKH
1o peja Ha HapenOaTa 1o wi. 30a, an. 3 ot 3MMU.

(2) 3a nexapctBenu npoayktu u JIXCMI] no ui. 38, an. 1 H30K moxe na
JIOTOBAps C THPrOBLUTE HA €PO/TEXHUTE YII'BIHOMOILIEHU PEICTaBUTENN OTCTHIIKA B
pa3mMep He mo-Mainbk oT 10 Ha CTO OT AOCTaBHATA LIEHA.

(3) Haunonannara 31paBHOOCUTYpUTEINIHA Kaca 3aruiaiia 10 HamaleHaTa ¢
pa3mepa Ha OTCThIIKAaTa ChOTBETHA CTOMHOCT 110 ajl. 1 u 2.

Un. 41. (Hoe - JB, ©6p. 17 or 2019 r.) Hauuonamnara
3/IpaBHOOCUTYpUTEIHA Kaca NMyOJauMKyBa Ha oQuIMalHAaTa CH MHTEPHET CTpaHuIa
€XKEroleH  OoT4eT 3a  JekapcTBeHuTe  npoaykru, MUK, JIXCMI[ #un
BHUCOKOCTICIMATIU3UPAHUTE arapaT/ypean 3a UHIUBUyalHa yroTpeda 1 3a1IaTeHUuTe
3a TAX CPEACTBA, KOWTO NEPUOJUYHO CE aKTyaJIU3HUpa.

IIpexoxnu u 3aKI0OUYNTEHH pa3nopeadun

§ 1. B n1BymeceueH cpok ciel BiIM3aHe B CUJIa Ha TIO3UTUBHUS JIEKapCTBEH
cnucek H3O0K 3ammamia JeKkapCcTBEHHTE MPOAYKTH, OTIYCHAaTH  CBIJIACHO
nexapctBeHus cnucbk Ha H30K, mpuer ¢ pemenue Ne PJI-YC-04-127 ot 27 nexemBpu
2007 r. 3a onpezensiHe yCIOBUATA, HA KOUTO TPSOBA /1a OTTOBApST U3MBIHUTENINTE HA
MEAMIMHCKA ITOMOILL, PE/a 3a CKIYBAHE HA JIOTOBOPUTE C TAX U APYTU YCIOBHS IO
. 55, an. 2, 1. 2,4, 6 u 7 330 (06H., [IB, 6p. 5 ot 2008 r.; u3m., 6p. 45 ot 2008 1.).

§ 2. (1) (U3m. - B, 6p. 40 ot 2009 r., B cruta ot 03.04.2009 r.) B cpok no
30 wmait 2009 . mpuTexkaTenuTe Ha paspelieHue 3a ynorpeba WIM TEXHHU
YI'bJIHOMOIIIEHHU TpescTaBuTenu noaasat 10 H30K 3asenenus no ui. 4 3a 3amianiaHe



Ha CbOTBETHUTE JIEKAPCTBEHU MPOAYKTH 3a€IHO C MPHIOKEHUTE KbM TAX JTOKYMEHTH
CBIJIACHO WI. 5 OT Ta3u Hapenoa.

(2) (U3m. - [IB, 6p. 49 ot 2012 r.) B cnyuyaure mo ain. 1 kbM 3as1BJICHUETO
HEe ce Ipuiara Kolue OT BIIS3JIOTO B cwila pemieHne Ha Komucusara mo meHu u
peumOypcupane.

§ 3. B cpok 10 15 nHuM OT BiM3aHE B cUjla HA MO3UTUBHUS JIEKAPCTBEH
cnucbk H30K 3amouBa ckiitouBaHe Ha JOTOBOPU C JIMIA, MOJIYYWIM Pa3pelieHue 1o
1. 229, an. 2 3JIIIXM 3a TbproBust Ha IpeOHO C JEKAPCTBEHU MPOIYKTH U MOAAIU
3asBJICHME 110 PeJia Ha Ta3M Hapez0a 3a OTIyCKaHe Ha IPOAYKTHUTE 1O 4Jl. 1.

§ 4. B cpok no nBa Mecela OT BIM3aHETO B CHJIA HA TMO3UTHUBHHUS
JIEKAPCTBEH CIIMCHK TPUTEKATEIUTE Ha pa3pelieHUs 3a THProBUsS Ha JApeOHO C
JICKapCTBEHH MPOAYKTH, ckiatoumin goroBop ¢ H3OK, mpuBexnat codryepa cu B
CBOTBETCTBHE ¢ HOBUTE nM3nckBanusg Ha H30K.

§ 5. Jlo Bim3ane B cuima Ha Hapeabara mo wi. 30a or 3akoHa 3a
mequimackuTe u3nenus H30K 3amnama npeanucanute W OTIIYCHATH MEIUITMHCKH
U3JIeNHsl TI0 IIEHW M TpPU YCJIOBUS ChIVIacHO mpuiiokeHue Nel5 kbpm Pernenune Ha
Yupasutenuus ceBeT Ha H30K Ne P/I-YC-04-127 ot 27.12.2007 r. (06H., B, 6p. 5
ot 2008 1.; u3Mm., Op. 45 ot 2008 1.).

§ 6. o cxmouBane Ha goroBopute mo 4wi. 16, an. 1 H30K 3amnamia
MpPEANUCAHUTE U OTIYCHATU AUETUYHHU XPAHU 3a CIEUUATHU MEAUIMHCKHA LEIU I10
[IEHU U TPU yCIOBUA ChIVIacHO npuiiokeHue Ne 15 kbpm Pemenve Ha YnpaButenHus
ceBeT HAa H30K Ne PJ[-YC-04-127 o1 27.12.2007 1. (06H., JIB, 6p. 5 o1 2008 T.; u3M.,
op. 45 oT 2008 1.).

§ 6a. (Hos - JIB, Op. 40 ot 2009 r., B cuna ot 03.04.2009 r.) [IspBust
TpumMecedeH nepuoA no ui. 10, an. 1 3anmousa na teue ot 1 ronu 2009 r.

§ 7. YkazaHus 110 mpuiiaraHeTo Ha Hapeadarta gaBa Y IpaBUTEITHUST ChBET
Ha H30K.

§ 8. (U3m. - /IB, 6p. 49 o1 2012 r.) Hapenbara ce n3gaBa Ha OCHOBaHHE JI.
45, an. 9 330.

3akJII04YUTEeTHE pa3nopendou
KbM HAPE/IGA 3A UBMEHEHUWE HA HAPE/JIGA Ne 10 OT 2009 I'. 3A
YCJIOBUSTA U PEJIA 3A 3AIIVIAILIAHE HA TIEKAPCTBEHHA
MNPOAYKTHU 110 YJI. 262, AJ1. 4, T. 1 OT 3AKOHA 3A
JJEKAPCTBEHUTE ITPOAYKTHU B XYMAHHATA MEJAUIIMHA, HA
ME/UIHCKHU U3JEJINS U HA JTUETUYHU XPAHU 3A
CIHHEIIUAJIHA MEJUIIUHCKH LEJIN

(OBH. - IB, BP. 40 OT 2009 T".)
§ 4. ITaparpacu 2 u 3 Biu3ar B cunia ot 3 anpui 2009 r.

IIpexoaHu u 3aK/II0YNTETHU pa3nopendu
KBbM HAPEJBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIGA



Ne 10 OT 2009 I'. 3A YCJIOBMSITA U PEJIA 3A 3AILIAILIAHE HA
JEKAPCTBEHHU MPOAYKTH T1O UJI. 262, AJL 4, T. 1 OT 3AKOHA
3A JEKAPCTBEHMTE NPOJAYKTH B XYMAHHATA MEJUIIMHA,
HA MEJULIMHCKY U3JEJUS M HA JTMETUYHU XPAHU 3A
CNELAAJHA MEJJUIUHCKHA [EJIA

(OBH. - JIB, BP. 9 OT 2010 T, B CWJIA OT 02.02.2010 T.)

§ 6. 3aBapeHMTE JEKApCTBEHM IPOAYKTH, BKIOYeHH B llo3uTuBHUA
JIEKapCTBEH CITMCHK, 32 KOUTO € IMOJaJICHO 3asBJICHHUE 10 WI. 4 WM YBEJOMIICHHE I10
1. 9 KbM JaTaTa Ha BIIM3aHE B CHJIa Ha Hapea0ara, o KOUTO HE € 3all0YHAJIO IJIalaHe
ot H30K, ce 3amnamar cantado ot 01.02.2010 r.

§ 7. I[IvpBuAT AByMecedyeH Nepuoj mo 4. 4a, aj. 2 3amouBa Ja Teye
cuutano ot 01.01.2010 r.

§ 8. Hapenbara Bnm3a B cuiia oT JieHs Ha 0OHapojBaHeTo 1 B "/[bpikaBeH
BECTHHK".

IIpexoanu u 3aK/II04YNTETHN pa3nopeadu
KbM HAPEJBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIBA
Ne 10 OT 2009 I'. 3A YCJIOBUSATA U PEJIA 3A 3AIIVTAIITAHE HA
JIEKAPCTBEHMU ITPOAYKTH 1O UJI. 262, AJ1. 4, T. 1 OT 3AKOHA
3A JIEKAPCTBEHUTE INPOAYKTHU B XYMAHHATA MEJULIUHA,
HA MEJUIUHCKU U3JEJIUA U HA AUETUYHU XPAHU 3A
CHEIIUAJIHA MEJUIIUHCKU L EJIN

(OBH. - JIB, BP. 67 OT 2011 T.)

§ 25. IIepBuAT TpuMecedeH Nepuoi Mo 4i. 4a, aj. 2 3amouyBa Ja Tede
cuntano ot 01.07.2011 r.

§ 26. (1) Harmonannara 3paBHOOCUTYPHUTEIHA Kaca OTIIpaBs MOKaHA 3a
JIOTOBapsiHE J0 NPUTEKATENUTe Ha pa3pelleHHe 3a yrnoTpeda/TeXeH YIbJIHOMOILEH
IPEJICTaBUTEI 3a MPEJCTaBsIHE HA NMPEAJIOKEHHUs 3a OTCTBNKM mo wi. 20, an. 1 3a
JeKapCTBEHUTE MPOAYKTH, BKIIOUEeHU B [I03UTUBHHUS JIEKapCTBEH CIUCHK IO 4. 262,
an. 5, 1. 1 3JIIIXM kbM naTaTa Ha BJIM3aHE B CHJIa Ha Hapea0dara, HO HE MO-KHCHO OT
01.10.2011 r.

(2) HoroBapsinero mno ain. 1 ce u3BbpIIBa 110 pe/ia Ha IJ1aBa YETBbPTA.

§ 27. MenuuuHCKUTE U3JEIUs W JUETUYHUTE XPaHU 3a CHELUATHHU
MEIUIIMHCKH 11eJTH, 3aruialiaHy HambiHo uiau yactudHo ot H30K mpes3 2011 r., ca
onpenenenn ot Hanzopuusa ceBer Ha H3OK B npunoxenne Ne 7 "Chnucwek Ha
MenuiuHckn m3genus, 3amnamanu ot H30K" u npunoxenue Ne 8 "Crnucbk Ha
auetnyHu xpanu, 3amnamann ot H30K" xkpM HanumonanHust paMkoB J0OroBOp 3a
MEJIUIIMHCKUTE JEWHOCTH Mexay HanuoHanHara 31paBHOOCHTYpPUTEIHA Kaca u
bwnrapckus nekapcku cbro3 3a 2011 r. (1B, 6p. 3 ot 2011 r.).

§ 28. (1) B 15-gHeBeH cpok OT BimM3aHe B cuiia Ha Hapemdara H30K
neduHUpa KOJ Ha THProBell HA €Ip0 Ha BCUYKH THPrOBIM Ha €APO, MONYUUIU



paspeleHue 3a ThpProBus Ha eApo 1o wi. 195 oT 3akoHa 3a IeKapCTBEHUTE MPOAYKTH
B XyMaHHAaTa MEIWLMHA, W W3rOTBA CHOTBETHUTE EJIEKTPOHHH ¢dopMatu 3a
M3IIBIHUTEIUTE Ha MEAUIIMHCKA ITIOMOLL U 3a JIMLaTa 110 4. 7.

(2) B eqnomeceueH cpok oT u3tnyaHe Ha cpoka 1o ain. 1 H30K npusexna
B CHOTBETCTBUE YKa3aHMATA, MyOJIMKYBaHH Ha HHTEPHET CTPAHULIATA M U JOTOBOPUTE
mo wir. 7, an. 1.

§ 29. (1) Pasmopenbara Ha § 8 oTHOCHO 4. 8, an. 5 Bim3a B cwia oT 1
anyapu 2012 r.

(2) 10 31.12.2011 r. H3OK 3amamia Ha simmara o 4i. 7, ain. 1 mo 1,00 nB.
3a OTYETEHAa pelenTypHa OlaHka 3a oOpaOOTBaHETO HA PELENTH 3a JIGKAPCTBEHU
MPOAYKTH ¢ HUBO Ha 3amuiamane 100 Ha cTo.

HAPEJIGA 3A U3MEHEHME M JOITLJIHEHUE HA HAPEJIBA Ne 10
OT 2009 T. 3A YCJIOBHUSITA U PEJIA 3A 3AILIALIAHE HA
JEKAPCTBEHHU MPOJAYKTH I1O YJI. 262, AJL 5, T. 1 OT 3AKOHA
3A JIEKAPCTBEHUTE MPOJIYKTH B XYMAHHATA MEJIUALIAHA,
HA MEIULIMHCKY U3JAEJUS M HA TMETUYHU XPAHU 3A
CNELUAJHA MEJMIMNHCKH LEJIA

(OBH. - JIB, BP. 49 OT 2012 T")

§ 12. HaBcsxbae B Tekcra gymute "Komucus o [1o3utuBHUS JieKapCTBEH
cuchk" ce 3ameHsT ¢ "Komucus no uenu u peumOypcupane'.

IIpexoxnu pasnopendu
KBbM HAPE/IBA 3A UBMEHEHUE U JOITBJIHEHUE HA HAPE/IGA
Ne 10 OT 2009 I'. 3A YCJIIOBUSATA U PEJIA 3A SAIIVIAIIAHE HA
JIEKAPCTBEHMU ITPOAYKTMH MO UJI. 262, AJL. 5, T. 1 OT 3AKOHA
3A JIEKAPCTBEHUTE INPOAYKTU B XYMAHHATA MEJUIIUHA,
HA MEJUIUHCKHA U3JAEJIUA U HA AUETUYHU XPAHU 3A
CIHEIIUAJIHA MEJUIITUHCKHU IEJIN

(OBH. - IB, BP. 49 OT 2012 T.)

§ 13. (1) 3a cpokx eaHa roawHa OT BIM3aHE B CHJIa Ha Hapembara
JIeKapCTBEHUTE MPOAYKTH 3a JJOMAIIIHO JIEYEHHE Ha 3J0KaYeCTBEHU 3a00JIsIBaHUS Ce
3amiamar no peia U Npu yclIOBUSATAa Ha Ta3W Hapenbda Ha CTOMHOCT, HamalleHa C
JIOTOBOPEHUTE OTCTBIKH 10 pea Ha npuioxenne Ne 10 or Hapenba Ne 40 ot 2004 r.
3a oTpeziesiiHE Ha OCHOBHUS MAaKeT OT 3/paBHU JIEHHOCTH, TapaHTHpaH OT Ol0JpKeTa Ha
H3O0K.

(2) Hamanenute ¢ OTCTBIKU CTOMHOCTU Ha JIEKAPCTBEHUTE MPOIYKTH I10
an. | ce 3amiamar Ha JMnara 1no 4wi. 7, ai. 1 Ha OCHOBaHUE AOTOBOP, CKIIFOUEH MEXIY
H30K u nmpurexxatenure Ha pa3pelieHHe 3a ynorpeda Win TEXHUTE YII'bJIHOMOIEHU
IIPEJICTaBUTEIIH.

§ 14. [IppBUAT HIECTMECEUEH MEPHOJ MO WiI. 4a, aj. 2 3amo4Ba Jia Te4e OT
BIIM3aHE B CHJIa Ha Ta3W Hapeaoa.



IIpexoanu pasnopendu
KbM HAPEJABA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIBA
Ne 10 OT 2009 I'. 3A YCJIOBUSATA U PEJIA 3A 3AIIVIALLITAHE HA
JIEKAPCTBEHHU INPOAYKTH 1O YJI. 262, AJI. 5, T. 1 OT 3AKOHA
3A JIEKAPCTBEHUTE INPOAYKTHU B XYMAHHATA MEJIUIINHA,
HA MEJUIUHCKHA U3JAEJIUA U HA AUETUYHU XPAHU 3A
CIHIEHUAJIHU MEJUIIUHCKHU LI EJN

(OBH. - 1B, BP. 48 OT 2014 T".)

§ 44. JIBananeceTrmeceyHute repuoau o § 6, § 8, 1. 2, § 9 u § 33 3anouBar
Jla TeKat, cuyuTaHo ot 1 auyapu 2014 r.

IIpexoanu pasnopendu
KbM HAPEJABA 3A UBMEHEHUE U JOITBJIHEHUE HA HAPE/IGA
Ne 10 OT 2009 I'. 3A YCJIOBUSATA U PEJIA 3A 3AIIVIAITIAHE HA

JIEKAPCTBEHMU ITPOAYKTH 1O 4UJI. 262, AJL. 6, T. 1 OT 3AKOHA

3A JIEKAPCTBEHUTE INPOAYKTU B XYMAHHATA MEJULIUHA,
HA MEJUIUHCKUA U3JEJIUA U HA AUETUYHU XPAHU 3A
CIHHEIIUAJIHA MEJUIIUHCKU LNEJIN, KAKTO 1 HA
JEKAPCTBEHU ITPOJAYKTH 3A 3IPABHHU JJEHHOCTH 11O 4.1I. 82,
AJL 2, T.3 OT 3AKOHA 3A 3IPABETO

(OBH. - JIB, BP. 30 OT 2015 ")

§ 5. B cpok no enuH Mmecenl OT Biau3aHe B cuia Ha Hapenbata H30K
OTIIpaBsl MMOKaHMU 10 MPHUTEkKATEIUTE Ha pa3pelleHus 3a ynorpeda Ha JIEKapCTBEHH
HpOI[yKTI/I/TGXHI/I YII'BJIHOMOIICHU MPEACTABUTEIN 34 IOTOBApPAHEC HAa OTCTBHIIKU IO YJI.
20a, at. 3 HE3aBUCHMO JJaJIU 3a T€3H JIEKAPCTBEHU NMPOJYKTHU €A JOTOBOPEHU OTCTHIIKH.

IIpexoanu u 3aKIIOUYNTETHHA pa3nopeadon
KBbM HAPE/JIBA 3A UBSMEHEHUE U JOITBJIHEHUE HA HAPE/IBA
Ne 10 OT 2009 I'. 3A YCJIIOBUSTA U PEJA 3A 3AIVIAILIAHE HA
JEKAPCTBEHHU MNPOAYKTMU 110 YJI. 262, AJL. 6, T. 1 OT 3AKOHA
3A JJEKAPCTBEHUTE INPOAYKTHU B XYMAHHATA ME/IUIITUHA,
HA MEJUOUHCKU U3JEJIUA U HA IUETUYHU XPAHHU 3A
CIHHEHUAJIHU MEJIUIIMHCKHU LHEJIN, KAKTO U HA
JEKAPCTBEHHU TPOJIYKTH 3A 3JIPABHU JEMHOCTH ITO 4.JI. 82,
AJL. 2, T.3 OT 3AKOHA 3A 3IPABETO

(OBH. - 1B, BP. 62 OT 2015 T'., B CUJIA OT 14.08.2015T".)

§ 15. (1) ITbpBOTO NOTOBapsiHE MO pefa Ha Ta3u Hapeada Ha OTCTHIIKHU 3a
JeKapcTBeHHUTE MPOAYKTH 1o wi. 45, an. 10 u 19 330 3anousa B cpok 10 paboTHU 1HU



OT BJIM3aHETO M B cuia, kato H30K oTmpass nokaHu 3a 1oroBapsiHe 10 IPUTEKATEIUTE
Ha paspelleHre 3a ynorpedba 3a NIpecTaBsHE HA NPEIOKEHHS 3a OTCTBIKU U
ny0IMKyBa Ha MHTEPHET CTPaHULATa CH CIIOPAa3yMEHUETO o wil. 22, ai. 2.

(2) B cpox mo 10 paGoTHHM 1HU OT MNyOJWKyBaHE Ha TOKAaHUTE U
CIOPa3yMEHHETO 10 Wi. 22, all. 2 IPUTEXKATEIUTe Ha Pa3pelIeHus 3a yrnoTpeda/TeXHu
YI'BJIHOMOIIIEHU IPEICTAaBUTEINH 3asBABAT KOSl OT OTCThIKUTE 1O wi. 21, an. 1, 1. 1 unu
2 n30upaT J1a 1oroBapsAT U HE MOTAT J1a IIPOMEHST CBOSI H300D.

(3) HoroBapsinero mo an. 1 ce u3BbpIlBa 10 pejia Ha IJIaBa YETBbPTA.

(4) CxuitoueHuTE B pe3yaTaT Ha JJOTOBAPSHETO M0 all. 1 JoroBOpH BIU3AT B
cuia:

1. ot narata, ot kosiTo H30K 3anouBa na 3amania 1eKapcTBEHUS IPOAYKT
Npy yCIOBHATAa Ha rjaBa BTopa, pasaen I, cborBetHO paznen III, B ciaydail ye
JIEKapCTBEHUAT NpoAyKT Objae BkitoueH B [1JIC - 3a nekapcTBeHH MPOAYKTH C HOBO
MEXIYHApOJAHO HENaTeHTHO HAMMEHOBaHHE, 32 KOUTO € IOJaJeHO 3asBJICHHUE 3a
BrirouBane B I1JIC mmo um. 262, am. 6, T. 1 u 2 3JIIIXM,;

2. OT jAarara Ha BJM3aHE B CWJIa Ha HapendaTa - 3a BCHYKU OCTaHAJH
JIEKApCTBEHU MPOAYKTH, a 3a CIIOPa3yMEHHUETO MO wWi. 22, ail. 2 - OT JOTOBOPEHUS B
HEro Nepuo.

(5) Horosopure no an. 3, T. 1 u 2 ca cbe cpok Ha aeicTBue 10 31.12.2016
T., @ CIOPa3yMEHMETO 1O Wi. 22, aj. 2 - 3a JOrOBOPEHUS B HETO MEPUO]I Ha IEHCTBUE.

§ 16. (1) IIpu mbpBOTO TOTOBApSIHE C MPUTEKATEITUTE HA Pa3pEIICHUS 32
yrorpeba WM TEXHU YITBTHOMOIICH! TPECTABUTEIN Ha OTCTHITKH 10 wi. 21, an. 1, T.
1 pa3mepsT Ha o01IaTa OTCTHIIKA € He o-Maiko oT 20 Ha cto oT pa3xoaute Ha H30K
3a mepuoja OT BIIM3aHE B CHJIA Ha Hapeabara o kpas Ha 2015 .

(2) B cniydaute o an. 1 He ce mpunara wi. 22, an. 10.

§ 17. HauuonanHara 34paBHOOCUTYpPHUTENIHA Kaca CIUpa Ja 3aIulala 3a
JIEKApCTBEHU MPOAYKTU 1o wi. 45, an. 10, 13 u 19 330, 3a kouTo He ca TOroBOpEHU
OTCTBIIKH.

§ 18. Ilputexxkarenure Ha paspelieHus 3a ynorpeda Ha JIEKapCTBEHU
npoaykTH 1o 4i. 10e, an. 1, KOMTO KbM MOMEHTa Ha BJIM3aHE B CHJIAa Ha Hapeabara ca
BiutroueHH B [1JIC mo wi. 262, an. 6, 1. 2 3JIIIXM, B 30-1HEBEH CPOK OT BIM3AHETO U

B CHJIa nmoJgaBaT 3asABJICHHUC I10 O6p83€].1 ChIVIACHO MPUIIOKCHUC Ne 1a xbpM L. 106, alJl.
2.

§ 19. Hapenbara Bnm3a B cuia OT JaraTa Ha OOHApoABaHETO U B
"JIbp>KaBeH BECTHUK'".

3ak/Il0uuTeIHU pa3nopeadu
KBbM HAPEJBA 3A UIBMEHEHUE U JOITbJIHEHUE HA HAPEJIBA
Ne 10 OT 2009 T'. 3A YCJIOBUSATA U PEJIA 3A 3AIIVIAIITAHE HA
JIEKAPCTBEHHU ITPOAYKTH IO YJI. 262, AJ1. 6, T.1 U T.2 OT
3AKOHA 3A JIEKAPCTBEHUTE INPOAYKTU B XYMAHHATA
MEJIMIINHA, HA MEJUIIUHCKU U3JIEJIUA U HA JMETUYHA
XPAHMU 3A CHEINIUAJIHU MEJUIINMHCKH LHEJIU, KAKTO 1 HA
JEKAPCTBEHU MMPOAYKTH 3A 3JPABHU JJEMHOCTH 11O U.I. 82,
AJL. 2, T.3 OT 3AKOHA 3A 3IPABETO



(OBH. - 1B, BP. 44 OT 2016 I'., B C1JIA OT 10.06.2016 T".)

§ 4. Hapenbara Bim3a B cuiia oT JieHs Ha oOHapoaBaHeTo i B "J[bpikaBeH
BECTHHK".

IIpexoaHu u 3aK/II04YNTETHN pa3nopeadu
KBbM HAPEJIBA 3A U3MEHEHUE U JOMBLJIHEHUE HA HAPEJIBA
Ne 10 OT 2009 T'. 3A YCJIOBUSITA U PEJIA 3A 3AILIALLIAHE HA
JEKAPCTBEHU NPOJAYKTH IO Y.JI. 262, AJ1. 6, T.1 U T. 2 OT
3AKOHA 3A JEKAPCTBEHUTE POJYKTHU B XYMAHHATA
MEJIMIUHA, HA MEIUIIMHCKY U3JIEJUS M HA JTUETUYHUA
XPAHHU 3A CHELUAJHUA MEJIULUHCKHU LEJA, KAKTO U HA
JEKAPCTBEHU NPOAYKTH 3A 3APABHM JEMHOCTH O 4.1 82,
AJL. 2, T.3 OT 3AKOHA 3A 3IPABETO

(OBH. - 1B, BP. 89 OT 2017 T'., B CWUJIA OT 07.11.2017T".)

§ 9. HoroBopenute orcrhnku mo wi. 21, am. 1, 1. 1, OykBa "a" 3a
4eTBbPTOTO TpuMeceune Ha 2017 r. ce 3ariamar aBaHcoBo 10 15 HoemBpu 2017 1. Ha
Oazata Ha peasieH pasxox Ha H30K 3a tperoto Tpumeceuune Ha 2017 r. Jlo kpas Ha
nbpBOTO TpuMeceure Ha 2018 r. ce U3BBPILIBA CHOTBETHO M3paBHSABAHE ChOOpPA3HO
peastHus pa3xo/1 3a 4eTBBPTOTO TpuMeceure Ha 2017 r. (mpu HaABUILIEH UITU MTO-MalIbK
pa3Mep Ha KOMIIEHCAIUATA).

§ 10. (1) Ilpu ob6ur pber Ha mporrHoznute paszxoau Ha H30K 3a Bcuuku
JIEKapCTBEHU MPOAYKTH, 3aIlIaliaHy HanbJIHO Wik yacTuaHo oT H30K, mo-Bucok ot 3
MIPOIICHTA 3a IepHo/1a OT BJIM3aHe B CHJIa Ha HapenoaTa 10 31 nekemBpu 2017 r. cripsimMo
U3BBPIICHUS pa3XxoA 3a cbuius nepuo] Ha 2016 r., u3uuciaeH ciel NpucnajaHe Ha
JIOTOBOPEHUTE OTCTHIKYU 1O uil. 21, an. 1, T. 1 u an. 2 3a nepuoaa, NpuUTEKATEIUTE HA
paspenieHneTo 3a ynoTpeda/TeXHUTE YITBIHOMOIIEHU MPEACTaBUTENH, (HOpMUpPATH
TO3U PBCT 3a JEKAPCTBEHUTE CU NMPOAYKTHU 110 wi. 20, ai. 1, mpenocTaBaT OTCThIKA 1O
1. 21, an. 6 B pazmep 40 mpoliieHTa OT CbOTBETHUS pa3Mep Ha pbCTa CH 3a TOCOYEHUS
nepuo. IIporno3nusar pazmep Ha IbmkuMaTa oTcTbika ce onpenens or H30K u ce
3alUlamia  aBaHCOBO OT  CHOTBETHUTE TMpUTEXATENIM Ha  pa3pelieHre  3a
yrnotpe0a/TeXHUTE YITbITHOMOIIEHH MTPeICTaBUTEN! B Cpok 10 15.11.2017 1.

(2) CxiroueHuTe KbM JjaTaTa Ha BIM3aHE B CHJIa HAa Hapeadara JI0roBOpU
3a OTCTBIOKHM Io wi. 21, am. 1, T. 1 ocraBar B cuma go 31.12.2017 r., kato ¢
JOTIBJIHUTEITHA CIOPAa3yMEHHUSI KBM TSAX CE€ YpeklIa aBaHCOBOTO MPEIOCTaBsSHE Ha
OTCTBIKH 110 al. 1.

§ 11. Hapenbara BiM3a B cuiia OT JieHs Ha OOHapoBaHeTo i B "J[bpkaBeH
BECTHUK" ¢ M3KITIIOUeHue Ha § 4 u 8, KouTo Biau3ar B cujia ot 1 ssuyapu 2018 1.

3aKJIIOYUTEHH pa3nopendu
KbM HAPEJIBA 3A UBMEHEHUE U JTOITbJIHEHUE HA HAPEJIBA
Ne10 OT 2009 I'. 3A YCJIOBUSTA U PEJA 3A 3AIIVIAIIIAHE HA
JIEKAPCTBEHHU IMNPOAYKTHU 1O YJI. 262, AJI. 6, T.1 U T.2 OT
3AKOHA 3A JIEKAPCTBEHUTE ITPOAYKTHU B XYMAHHATA
MEJULUHA, HA MEJAULIMHCKU U3JEJUS U HA JUETUYHU



XPAHH 3A CHEHUAJTHU MEJULIMHCKH LEJIM, KAKTO U HA
JIEKAPCTBEHHU INPOAYKTHU 3A 3IPABHU JIEMHOCTHMH 110 4YJI. 82,
AJL.2, T.3 OT 3AKOHA 3A 3IPABETO

(OBH. - 1B, BP. 95 OT 2018 I'., B CWJIA OT 16.11.2018 I".)

§ 5. Hapenbara Bnm3a B cuiia ot JeHs Ha 0OHapojBaHeTo 1 B "/[bpikaBeH
BECTHHK".

IIpexoaHu u 3aK/II0YNTETHN pa3nopeadu
KBbM HAPEJIGA 3A U3MEHEHUE U JOMBLJIHEHUE HA HAPEJIBA
Ne 10 OT 2009 I'. 3A YCJIOBUSITA U PEJIA 3A 3AILIAILAHE HA
JIEKAPCTBEHU NPOJAYKTH IO Y.JI1. 262, AJL. 6, T. 1 U 2 OT
3AKOHA 3A JEKAPCTBEHHUTE NPOJAYKTU B XYMAHHATA
MEJMINHA, HA MEIUIIUHCKU U3JIEJINS U HA TUETUYHUA
XPAHU 3A CHELUAJHY MEJIULWHCKH IEJA, KAKTO U HA
JEKAPCTBEHU NPOAYKTH 3A 3APABHM JEMHOCTH IO 4.1 82,
AJL 2, T.3 OT 3AKOHA 3A 3JIPABETO

(OBH. - B, BP. 17 OT 2019 T"., U3M. 1 JJOIL. - IB, BP. 47 OT 2019 T".)

§ 33. B emHomecedyeH CpOK OT BiIM3aHe B CWiIa Ha Hapembara
MPUTEKATEIIUTE HA pa3pelIeHUe 3a YIoTpeOa/TeXHU YIIBIIHOMOIIEHH MPEACTABUTEIN
nojasar 3asBieHus no wi. 10e, an. 2 3a 3amnamane ot H30K Ha nekapcTtBeHuTe
MPOJIYKTH TPHU >KABOTO3ACTpallaBallli KPBHBOU3IWBH M CIEHIHU ONEPATUBHU U
WHBa3MBHU WHTEPBEHIIMU MPU MALMEHTH C BPOJCHH KOAryjlomaTHH, 3alljallaHd B
OoJIHMYHATA MEIMIIMHCKA IIOMOILN HM3BBH CTOMHOCTTA Ha OKa3aHUTE MEIUIIMHCKU

YCIIyTH.

§ 34. B nBymeceueH cpok oT Biau3aHe B cuia Ha Hapenbata H30K u
MPUTEXKATENINTE HAa pa3pelIeHus 3a YHOoTpeOa/TeXHU YI'bJIHOMOLIEHU MPEACTaBUTEIN
CKJIIOYBAT JOTOBOPH 3a OTCTHIIKM U 3a IpUJIaraHe Ha MexaHu3Mma 1o wi. 34, an. 1 3a
2019 r., xouTo BKJItOUBaT nepuoaa ot 1 sHyapu 1o 31 nexemBpu 2019 1.

§ 35. B n1BymecedeH cpok OT BIM3aHE B CHJIa Ha Hapeadara ce mpoBexa
3aIBJDKUTETHO  LEHTpPAIM3UpaHo JoroBapsHe Ha oTcThinku 3a 2019 1. 3a
JeKapCTBEHUTE MPOAYKTH TMPH JKMBOTO3ACTpalllaBallld KPHBOM3IMBH U CHEIIHU
OINICpaTUBHN W WHBA3MBHU MHTCPBCHUHU NPHU MAMUCHTU C BPOJACHU KOaryJionaTuu,
3amjam@aHy B OOJIHMYHATa MEAMIIMHCKA MOMOLI M3BBH CTOMHOCTTAa Ha OKAa3aHUTE
MEAMIMHCKHN YCIIyTH, 3a KOUTO CTOMHOCTTA, 3amuianjaHa ot Oromxera Ha H3OK, ce
U3YHCIIsBA Ype3 IpyNHpaHe, B KOETO HE Y4acTBaT JIEKAPCTBEHU MPOJYKTHU Ha JAPYTH
NPUTEKATENN Ha pa3pelieHune 3a yrnoTpeoa.

§ 36. B nByMeceueH CpoK OT BJIM3aHe B CHJIa HA Hapea0aTa MpUTeKaTeInuTe
Ha pa3pelieHue 3a yrnoTpeda/TeXH! YIIbIIHOMOIICHH IPEICTAaBUTENIN MOTaT /1a oJaBaT
npenoxkenus u na goropapat ¢ H30K orcrbnku no ui. 21, an. 1, T. 4, npenocraBsiau
W 3aIUIallaHu PY YCIOBHTA U TIO PE/ia, PeTJIaMeHTHPaHH ¢ Hapeadara.

§ 37. (1) (Hom. - JAB, 6p. 47 ot 2019 r.) MexaHu3MbT, rapaHTHpAIIL
NPEIBUANMOCT U YCTOHUMBOCT Ha Orokera Ha H30K mo rnaBa nera u npuioxeHue
kbM Ne 10 kM wit. 34, an. 1, 3a 2019 r. ce npuitara 3a BCUYKH JIEKapCTBEHU ITPOIYKTH,



OTITYCHATH, CbOTBETHO IPUJIOKEHH, OTUCTEHH U 3aIUTATEHU HAITBIHO WIIK YACTHYHO OT
H3O0K mpe3 nepuona 1.01.2019 - 31.12.2019 r., ¢ u3kiIo4YeHUE Ha JEKAPCTBEHUTE
OPOAYKTH TPH >KUBOTO3ACTpalllaBalld KPbBOM3JIMBU U CIICUIHM OIEPATUBHU H
WHBa3UBHU HMHTEPBEHIMHM MPU MANUEHTH C BPOJCHU KOAryjionaTHH, BKIIOYEHHU B
nakeTa, onpezesieH ¢ Hapeaoara 1o 4wi. 45, an. 2 ot 3aKoHa 3a 3paBHOTO OCUTYPSIBAHE,
kouto H30K 3amnamia Ha U3nbJIHATENNTE HA OOJHUYHA MEIULMHCKA MTOMOII U3BBH
CTOMHOCTTA Ha OKa3BAHUTE MEINLIUHCKU YCIYTH.

(2) (HoBa - JIB, 6p. 47 ot 2019 r.) Ilpu npunarane Ha MeXaHH3Ma
pazxogute Ha H3OK 3a nekapcTBeHHWTE NPOAYKTH IIPU JKMBOTO3AacTpalllaBallU
KPBHBOM3JIMBYU U CHEIIHMA ONEPAaTUBHU U WHBA3HUBHU MHTEPBEHIMH IPHU MALHUEHTHU C
BPOJICHU KOAryJolaThy He CE€ BKIIIOYBAT BbB:

1. rogumaMs 6romkeT 3a 2019 1. 32 OCHOBHA IpyIia JISKaPCTBEHU MPOTYKTH
"B", mocouena B wi. 35, an. 1, Oyksa "B";

2. IpU U3YUCISABAHE HA TPUMECEUHUTE U TOAMIIHOTO HAJBUIICHUS 3a
OCHOBHATa rpymna no T. 1;

3. mpu M3YHCIABAaHE HA CYMHTE 3a HAJBHILIEHUS, YCTAHOBEHU IpHU
IpujaraHe Ha MEXaHu3Ma, MOJJIeXkalld Ha JUPEKTHU IUIAlllaHus, 3a JIEKApCTBEHUTE
MPOJYKTHU OT OCHOBHATA Irpyna mo t. 1.

(3) (Ilpegumna an. 2 - JIB, 6p. 47 ot 2019 r.) B nBymeceueH cpok ot
BIu3aHe B cuia Ha Hapeabata H3OK u mpurexarenuTe Ha paspelleHUATa 3a
yrnoTpeOa/TeXH! YIBIHOMOIIECHH NPEACTAaBUTENIM Ha JICKAPCTBEHUTE IPOIYKTH,
3aramany HambJiHO win yacTuyHo oT H30K, kouTo He moanexar Ha 3aIbJKUTEITHO
LEHTPaJIU3UPaHO J0rOBapsiHE HAa OTCTBIIKM, CKIIIOYBAT J0roBopu o wi. 34, an. 3 3a
npunarase 3a 2019 r. Ha MmexaHu3ma 1o ai. 1 3a Te3u NPOIYKTH.

3ak/Il04uTeIHU pa3nopendu
KBbM HAPEJBA 3A UBMEHEHUE U JOIIbJIHEHUE HA HAPEJIBA
Ne 10 OT 2009 I'. 3A YCJIOBUSATA, PEJA, MEXAHU3MA "
KPUTEPUUTE 3A 3AIIVIAIIAHE OT HALTUOHAJIHATA
3APABHOOCHUTI'YPUTEJIHA KACA HA JIEKAPCTBEHU
MNPOAYKTU, MEJUILIUHCKHA U3AEJINA N HA TUETUYHU XPAHHU
3A CITIEOUAJIHU MEJUIINHCKU IEJINA, JOT'OBAPSHE HA
OTCTBIIKU U TPUJIATAHE HA MEXAHU3MU, TAPAHTUPALLIA
NPEJBUIUMOCT U YCTOMYUBOCT HA BIOJI)KETA HA H30K

(OBH. - 1B, BP. 19 OT 2020 T.)

§ 19. Horosopure 3a 2020 r. mexxny HanmonanHnara 31paBHOOCUTYpUTETHA
Kaca ¥ MPUTEKATEIUTE HA pa3pelIeHns 3a ynoTpeda Ha JeKapCTBEHU MPOIYKTH/TEXHU
YIIBJIHOMOIIIEHH IPENCTAaBUTENH, KOUTO Biau3aT B cwia oT | aryapu 2020 r., ce
CKJIIOYBAT MpHU YCIOBUSTA M IO peJa Ha Ta3u Hapeada M CHIJIACHO MEXaHHU3Ma,
rapaHTHpar NpeABUIUMOCT U ycTourBocT Ha Oroxera Ha H30K 3a 2020 .

3aKJIIOYUTEHH pa3nopendu
KbM HAPEJIBA 3A JTOITbJIHEHUE HA HAPEJBA Ne 10 OT 2009 T'.
3A YCIIOBUATA, PEJA, MEXAHU3MA U KPUTEPUUTE 3A
SATIVTAITAHE OT HAIIMUOHAJIHATA 3IPABHOOCHUT'YPUTEJIHA
KACA HA JIEKAPCTBEHU ITPOAYKTHU, ME/IUIIMHCKH
N3JAEJIUA N HA JUETUYHU XPAHU 3A CIIEHHUAJTHA



MEJMLUHCKH LEJH, JOTOBAPSIHE HA OTCTBIIKU U
BH3CTAHOBSIBAHE HA IPEBUIIEHUTE CPEJCTBA MPU
MPUJIATAHE HA MEXAHU3BM, TAPAHTHUPAIII
MPEABUIMMOCT U YCTOMUYUBOCT HA BIOJTKETA HA H30K

(OBH. - 1B, BP. 106 OT 2020 I'., B CHUJIA OT 15.12.2020T".)

§ 2. Hapenbara Bim3a B cuiia oT JieHs Ha 0OHapojBaHeTo 1 B "/[bpikaBeH
BECTHHK".

[Tpunoxenue Ne 1 kbm wi1. 4

(U3m. - 1B, 6p. 67 ot 2011 1., m3m. - JIB, 6p. 49 ot 2012 r., u3Mm. u nor. -
1B, 6p. 48 oT 2014 1.)

3AABJIEHUWE

(NbIHO HAUMEHOBAHUE HA Npumedicamelis Ha paspeulenuemo 3a ynompeoa)
ChC CENAIUIIE U aIpeC Ha YIIPABIICHUE:

(3a ropuoudecko auye - NbJIHO HAUMEHOB8AHUE HA Npedcmagumelts, cedanuue u aopec Ha
ynpasnenue; 3a uzuuecko auye - mpume umera, EI'H, nocmosinen adpec)
8 Kauecmeomo My HA.: npumedxcamell Ha paspeulenue 3a ynompeoa/ynviHomMoueH
npeocmasume
(HessapHOMO Ce 3auepmasa)
C JIOKYMEHT, yI0CTOBEpsBaIll MpeACTaBUTEIHATA BIIACT:

Anpec:



YBAXAEMHU I'OCITOANH/TOCITIOXKO
YIIPABUTEIJI,

Ha ocHoBanue 4. 4 BB Bpb3Ka ¢ wi. 5 o Hapen6a Ne 10 ot 2009 r. 3a ycnoBusita 1 pena 3a
3aruialniaHe Ha JEKapCTBEHM MPOIYKTH Mo 4. 262, an. 6, T. 1 oT 3akoHa 3a JeKapCTBEHUTE
MPOJYKTH B XyMaHHATa MEIUIIMHA, HA MEUITMHCKY U3/CIUS U Ha TUETHYHU XPaHH 32
CHeIMaIHA MEAUIIMHCKH LIEJIH, KAKTO U Ha JIEKAPCTBEHH MPOIYKTH 32 3[JpaBHUTE ACHHOCTH
mo ui. 82, ann. 2, T. 3 oT 3aKoHa 3a 3/[paBeTo 3asBsiBaM, 4e kenas ga ce 3amiamar ot H30K
CJIETHUTE JIEKAPCTBEHH MPOTYKTH:

Ksm HACTOAIIOTO 3a4BJICHHUC IIpyJjiaraM CICAHUTC JOKYMCHTU!

1. Konue ot BiisA3110 B cuila perienue Ha HanroHanHus chBeT 10 LIeHU U peuMOypcupaHe Ha
JIEKAPCTBEHUTE NMPOAYKTH

(npunazam ce pewlenusma 3a 6CeKu eOuH Om nOCo4eHume no-20pe 8 3as6J1eHUemo NPoOyKmu)

(noonuc u neuam Ha 3aseumeisi)

[Tpunoxxenue Ne 1a xpm uin. 10e, ain. 2

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

JAABIIEHUE

(I’l'bJZHO HAUMEHOBAHUE Ha npumestcameliid Ha pa3peueruento 3a ynompe6a)



ChbC CCAaIMIIC N aApCC HA YIIPABJIICHHUC!

(3a ropuouuecko auye - NbJIHO HAUMEHOB8AHUE Ha nNpedcmagumelts, cedaiuue u aopec Ha
ynpasnenue; 3a uzuuecko auye - mpume umena, EI'H, nocmosinen aopec)
B KaUECTBOTO MY Ha: IIPUTEKATEI Ha pa3pelleHre 3a yrnoTpeoa/ymrbIHOMOIICH
MPEJICTaBUTE
(HessipHOMO ce 3auepmasa)
C JIOKYMEHT, yJIOCTOBEPsBAIll IPEJACTaBUTEIHATA BJIACT:
3a chOOIEHNS U KOHTAKTH:
Anpec:

YBAXAEMHU I'OCIIOANH/TOCITIOXKO
YIIPABUTEIJI,

Ha ocnoBanue ui. 10e, an. 2 ot Hapen6a Ne 10 ot 2009 r. 3a ycnoBusra u pena 3a
3aruiaiane Ha JIEKapCTBEHHU MPOIYKTH 1o Wwi. 262, an. 6, T. 1 u 2 ot 3akoHa 3a
JIEKapCTBEHHUTE MPOIYKTH B XyMaHHATa MEIUIIMHA, HA METUIIUHCKU U3ENUS U Ha
JTUETUYHU XPaHU 3a CIICIMATHA METUIIMHCKH 1I€JIM, KAaKTO U Ha JICKAPCTBEHU MPOYKTH 32
3IpaBHUTE IEUHOCTH O 4. 82, ain. 2, T. 3 oT 3aKOHa 3a 37paBETO, 3asBABAM, Ue XKeas 1a
ce 3arutamiat oT H30K cnennure nexapcTBeHU MPOAYKTHU:

1.
(Haumeno8anUe HA TeKAPCMBEHUs NPOOYKM, TeKAPCMeEeHa popma u oKoH4amenna
ONnaKkosKa)
2.
3.

KBM HacCTOSIOTO 3asBIICHUE MPUITAraM CIICAHUTE JOKYMEHTH:
1. Komue ot Bis13710 B cuita penieHre Ha HanmoHanHus ChBET MO IIeHH U peuMOypcupane
Ha JICKAPCTBEHUTE MPOTYKTH.
(npunazam ce pewieHUsAMAa 3a 6CeKU eOUH Om NOCOYEeHUMme No-20pe 8 3as6IeHUENO
npooyKmu)



[Tpunoxenue Ne 2 kbm wit. 8a, an. 9 u wi. 10k, ain. 9

(Hogo - JIB, 6p. 19 o1 2020 1.)

(noonuc u neyam
Ha 3as6umenst)

ITPOTOKOJI

Ne

000000000...

Mara:

OPUTMHAJI

[purexaren Ha pa3pelicHue 3a
yIoTpeOa/HeroB yIbIHOMOIIEH
HPEICTABUTEI

Anpec:

WH no 3/11C/UH 1o
HAIMOHAITHOTO
3akoHojarencTso 3a J1JIC:

EUK/BYJICTAT:

M.O.JL.

ITomyuarent:

Hauuonanna 3APABHOOCUTYPUTETIHA Kaca

Anpec:

I'p. Codus, yn. Kpuanm Ne 1

EUK/BYJICTAT:

121858220

M.O.JL.

Ort:

Ho:

3a nmepuon;

3a moco4eHus NepHoJ AbJKUMATa 3a Bb3cTaHoBsiBaHe cyMa Ha H30K ot nputexarens Ha
paspernieHue 3a ynorpeda/HeroB yirbIHOMOIIEH IpeacTaBuTen Ha 3amiatrenn oT H30K
CpEACTBA 32 JIEKAPCTBEHU MPOIYKTH 32 MALIMEHTH, IIPU KOUTO € HAJIUILIE JIUIICA HA PE3YITaT

OT TCpalrusaTa, Bb3JIM3a Ha:

No | I'pyna JlekapcTBeH
(A, B, IPOJYKT
B)

KomnuectBo | 3amarena cyma

3a €AUHHULIA OT
H30K,

3ariateHa cyma ot
H30K, nomieskama Ha
BB3CTAaHOBSBAHE 00III0




[OIeXKAaIla Ha
Bb3CTAHOBSIBAHE

M3MmeneHne Ha JaHbYHATA OCHOBA 06HIOI

JJC craBka:

N3menenue na JJJ1C:

CYMa 3a IIalIa”He:

Cpok 3a
IUTallaHE:

ITo cmetka Ha H30K: BIC: BNBGBGSD, IBAN: BG46 BNBG 9661 3100 1100 01

OcHoBaHue 3a Hn31aBaHC!:

Usen 8a, an. 9 m uin. 10k, ain. 9 ot Hapenba Ne
10 ot 2009 r. 3a ycnoBusiTa, pena, MexaHu3Ma
KpUTEpUHUTE 3a 3aruiamane oT Harmonannara
3IPaBHOOCUTYPHTEIIHA Kaca Ha JIEKApCTBEHU
MPOJYKTHU, MEAUIIMHCKH U3/IeTUS U Ha
JUETUYHU XPaHU 32 CIICIIHATHU MEIUITUHCKA
eI, JOTOBapsHE HA OTCTHIIKHU U
BBH3CTAaHOBSIBAHE Ha MPEBUIIIEHUTE CPEICTBA
U MpHJIaraHe Ha MEXaHU3bM, TapaHTHpaII]
MPEABUIUMOCT U YCTOMUMBOCT Ha OO/KETa Ha
H30K

Jlata Ha BB3HUKBaHE HA JTaHBYHOTO
CBOUTHE:

IIpunoxenue:

CnpaBka 3a KOJIMYECTBATa Ha JIEKaPCTBEHU
MPOAYKTH 3a MAIITUCHTHU, IIPHU KOUTO € HAJIIHIC
JIUIICA HA Pe3yJITaT OT Teparusira, u
cpenacrtpara, 3amiareHu or H30K 3a Tsx

3a mpuTexarels Ha pa3pelIeHUeTo 3a
yrnotpeba/
HETOB YIIBJTHOMOIICH MTPEICTABUTEN:

3a Hanmonannara 3APAaBHOOCUTYPUTEIIHA KacCa:

ITpunoxxenne Ne 3 xbM 4. 9a, an. 1

(M3m. - 1B, 6p. 34 o1 2009 r., npenurino [Mpunoxenne Ne 3 kbM ui. 7, ai.
3uun 16, an. 2, uam. - JIB, 6p. 67 ot 2011 1., u3m. u mom. - /1B, 6p. 48 oT 2014 1.)




J0
YIIPABUTEJIA HA H30K

SAJABJIEHMUE

(NbIHO HAUMEHOBAHUE HA Npumedicamels Ha paspeulenuemo 3a ynompeoa)
ChC CEIANIMIIE U aJJPEC HA YIIPABJICHUE!

(3a ropuoudecko auye - NbJIHO HAUMEHOB8AHUE Ha Npedcmagumelts, cedanuwe u aopec Ha
ynpasnenue; 3a uzuuecko auye - mpume umena, EI'H, nocmosinen aopec)
B KQ4E€CTBOTO MY Ha: IIPUTEKATEI Ha pa3pelIeHne 3a ynoTpeda/yrbIHOMOIIEH PeACTaBUTEN
(HessApHOMO ce 3auepmasa)
C IOKYMEHT, yJIOCTOBEPSIBAIIl [TPECTABUTEIIHATA BIIACT:

Anpec:

YBAXAEMMU I'OCIIOAMH/T OCITIOXKO
YIIPABUTEIJI,

Ha ocHoBanwue 4. 9a, an. 1 or Hapen6a Ne 10 ot 2009 r. 3a ycnoBusiTa 1 pesia 3a 3aramiane
Ha JIEKapCTBEHU MPOAYKTH 110 WI. 262, air. 6, T. 1 oT 3aKoHa 3a JIEKApCTBEHUTE NPOIYKTH B
XyMaHHaTa MEIMLMHA, HA MEAUIIMHCKY U3EIUs U Ha TUETUYHU XPaHH 32 CIIELIUATHU
MEJIUIIMHCKY 1[E€TU, KAKTO U Ha JIEKAPCTBEHHU MPOAYKTH 3a 3[[PaBHUTE JEHHOCTH IO 4. 82, all.
2, T. 3 oT 3aKOHa 3a 3/1paBETO 3asBsBaAM, e jkelas Aa ce npekparu 3amiamasero or H30K o
pena Ha Hapeza0aTa Ha CIEAHUTE JEKApCTBEHU MPOAYKTHU:



3.
1 1 P
(noonuc u neyam Ha 3as6ume’si)
[Tpunoxxenue Ne 3a kpm ui. 10a, an. 1
(Homo - /1B, 6p. 48 ot 2014 1.)
3ASBJIEHUE
oT

(NIHO HAUMEHOBAHUE HA NPUMENCAMENs HA PA3PeUeHUemo 3ad YRompeoa/yniHOMOUueH
npeocmasumei)

ChbC CCAAIMIIC U aApEC HA YIIPABJIICHUC:

(3a ropuoudecko auye - NbJIHO HAUMEHOB8AHUE HA NpedCcmasumelts, cedaiuue u aopec Ha
ynpasieHue;

3a ¢uzuuecko auye - mpume umena, EI'H, nocmosinen aopec)

B Ka4E€CTBOTO MY Ha: IPUTEXKATEIN HAa pa3pelieHre 3a ynorpeoa/yrrbIHOMOIIEH PEeACTaBUTEN
(HesspHOMO Ce 3auepmasa)

C IOKYMEHT, yJIOCTOBEpsBalll IPECTaBUTEIHATA BIIACT:

3a chOOIIEHNU U KOHTAKTH:
Anpec:



YBAXAEMHU I'OCITOANH/TOCITIOXKO
YIIPABUTEIJI,

Ha ocnoBanwue . 10a, an. 1 or Hapea6a Ne 10 ot 2009 r. 3a ycnoBusita 1 peia 3a
3arulallale Ha JEKapCTBEHU MPOAYKTHU M0 Wi. 262, ai. 6, T. 1 oT 3akoHa 3a JIEKapCTBEHUTE
IPOJYKTHU B XyMaHHATa MEIMLIMHA, HA METUIIMHCKU U3/eNUs U Ha TUETHYHU XPaHH 32
CIIELUATHU MEIUIIMHCKH 11€JI1, KAKTO U Ha JIEKAPCTBEHH MPOAYKTH 32 3[[paBHUTE ACHHOCTH
o wi. 82, ain. 2, T. 3 oT 3aKOHa 3a 3/IpaBETO 3asdBsiBaM, Y€ JKeJiasi CIICAHUTE JIEKaApCTBEHU
MPOJIYKTH, HEOOXOAMMHU 32 U3ITBIIHEHUE HA JCHHOCTUTE T10 3/I[paBHA MIPOTpama: ...........

(HaumeHOB8aHUe HA CbOMEEMHAMA NPOcPama)
na ce 3amiamat oT H30K:

KbM HacTOAMOTO 3asBIEHUE IPUJIaraM CJIEIHUTE JOKYMEHTH:

1. Konue ot BisA3110 B cuila perieHne Ha HanmoHanHus chBeT 10 LIeHU U peruMOypcupane Ha
JIEKapCTBEHUTE MPOAYKTH (IIPUJIAaraT ce perieHHsITa 3a BCEKH €IMH OT TOCOYEHUTE M0-TOpe B
3asBJICHUETO MPOIYKTH).

2. CiMChK Ha IPUTEXATEIUTE Ha pa3pellieHUe 3a ThPrOBUs Ha €IpO C JIEKAPCTBEHU
MIPOJIYKTH.

(noonuc u neyam Ha 3aa68umeisi).

[Mpunoxxenne Ne 36 kpMm uit. 15, an. 1, 1. 2 u un. 197, an. 1

(Hoso - 1B, 6p. 48 oT 2014 1.)



HO
YIIPABUTEJIS HA H30K

3ASBJIEHUE

(nvano Haumerosarnue Ha npouszsooumens va MU (na JIXCMIL])/ynvinomowen
npeocmasumen/muvpeogeya Ha eopo ¢ MHU/ynvanomowen npeocmagumer)
ChC CeIAIMIIE U AJIpEC HA YIPaBJICHHUE:

(3a opuduuecko auye - NbJIHO HAUMEHOBAHUE HA NpedCcmasumelis, ceoanuwe u aopec Ha
ynpasnenue; 3a uzuiecko auye - mpume umena, EI'H, nocmosnen aopec)
B KaueCTBOTO cH Ha: mpousBoauten Ha MU (Ha JIXCMII)/ymbaHOMOIIEH IIpeicTaBuTeN/
Thprosena Ha enpo ¢ MU/ymbIHOMOIIIEH peICTaBUTEN
(HessApHOMO ce 3auepmasa)
C JIOKYMEHT, YA0CTOBEPSBAILl TPEICTABUTEIIHATA BJIACT:
[TocouBam creqHus aapec 3a ChbOOIICHUS U KOHTAKTH:
Anpec:

YBAXAEMMU I'OCITIOAMH/T OCITIOXKO
YIIPABUTEIJI,

Ha ocnoBanme ui. 15, an. 1, 1. 2/un. 191, an. 1 ot Hapen6a Ne 10 ot 2009 r. 3a ycnoBusra u
pena 3a 3ariaiaHe Ha JISKapCTBEHHU MPOJIYKTH 1o uil. 262, an. 6, T. 1 ot 3akoHa 3a
JIEKAPCTBEHUTE MPOAYKTH B XyMaHHATa MEIUIIMHA, HA MEAUIIMHCKH U3/ENINS U HA TUETUIHU
XpaHM 3a CIeIUaTHd MEAUITUHCKH 1IeTTH, KaKTO 1 Ha JICKaPCTBEHHU MPOIYKTHU 3a 37paBHUTE
JeMHOCTH Mo wi. 82, ai. 2, T. 3 oT 3aKOHa 3a 3[PaBETO 3asiBABAM, Ue KeJasl 1a ce MpeKpaTh
samtamaneto oT H30K mo pena Ha Hapenbara Ha cieqHUTE TPOIYKTH:

(naumenosanue na MU, JIXCMI], suo, onaxosxa)



(noonuc u neyam Ha 3aa6umeJs).

[Tpunoxxenne Ne 4 xbm 4. 19, an. 1

(M3wm. - IB, 6p. 67 ot 2011 r., npequmrao [Ipunoxenne Ne 4 xbm wi. 14,
u3Mm. - JIB, Op. 48 or 2014 1.)

3ASBJIEHUE

(NBIHO HAUMEHOBAKUE HA NPOU3BOOUMENS/YNbIHOMOULeH Npedcmagumen)
ChC CENAIMIIE U AJIPEC HA YIPaBJICHHUE:

(3a puOUUecKo nuye - NbIHO HAUMEHO8AHUEe HA Npedcmasumens, ceoanuue u aopec Ha
ynpasnenue; 3a uzuyecko auye - mpume umena, EI'H, nocmosnen aopec)

B Ka4E€CTBOTO MY Ha: TIPOU3BOIUTEI/YIIBIIHOMOIIEH TTPEJICTAaBUTEI
(HesspHOMO Ce 3auepmasa)
C IOKYMEHT, yJI0CTOBEpsBalll IPECTaBUTEIIHATA BJIACT:

[TocouBam cneaHust aapec 3a ChOOIICHHS] U KOHTaKTH:
Anpec:

YBAXAEMU I'OCITIOAMH/T OCIIOXKO



YIIPABUTEIJI,

Ha ocnoBanwue 4. 19, an. 1 ot Hapen6a Ne 10 ot 2009 r. 3a ycnoBusTa u pea 3a 3ariamaHe
Ha JIEKapCTBEHU MPOJYKTH 1O 4jl. 262, ain. 6, T. 1 ot 3akoHa 3a TeKapCTBEHUTE MPOIYKTH B
XyMaHHAaTa MEJIUIIMHA, HA MEIUIIMHCKY U3/CIUs U Ha TUETHYHU XPaHU 32 CIICIIHATHI
MEAMIMHCKH 1IeJTH, KaKTO U Ha JIEKAPCTBEHH MPOIYKTH 32 3[JpaBHU JCHHOCTH 1O Wi. 82, aj.
2, 1. 3 oT 3aKoHa 3a 3/IpaBeTo 3asBsiBaM, 4e kenas aa ce 3amiamar ot H30K cnegnure
JAXCMLI:

JlueTnyHuTE XpaHU 3a CTIENUATHA MEIUIIMHCKH 1IEJIH 1€ CE pa3IPOCTPaHABAT JI0 AITEKUTE,
ckimounsia gorosop ¢ H30K, ot cienHuTe THproBum Ha €1po:

(HaumeHo8anUe HA TUYEMO, NPUMEIHCABAUIO YOOCMOBEPEHUE 3d PecUCmpayus Ha 00eKm 3a
MBP2OBUSL C XPAHU, U30A0EHO NO peda Ha 3aKoHa 3a XpaHume)

HpI/mar aM CJIICIHUTC JOKYMCHTHU!

1. Hexnapanus, uye ceotBeTHaTa JIXCMIL] otroBaps Ha yciosuero mo ui. 18, an. 3, kato ce
[I0COYBAT KOHKPETHUTE 00111eCTBEHU (POH/IOBE B CHOTBETHATA IbpPXKaBa.

2. lexmaparus 3a cbriiacue OT MOCOYEHUTE THPTOBIM Ha €po 3a JOCTaBKa HA TUCTUUHHUTE
XPaHU 32 CIEIUAHN MEAUIIMHCKY e (npuiazam ce 0ekiapayuy 0m 6CU4Ku HOCOYeHU
MBP2OBYU HA eOpPo).

3. lexmaparus 3a peryJisipHO OCUTYpsIBAaHE HA 3asiBEHUTE TUETHYHU XPaHU 32 CICIIHATHU
MEUIIMHCKH IIEJIN 3a TIEPUOJ] HE MO-MaIbK OT 12 KaJeHAapHU Mecelia.

4. Konine oT JOKYMEHTH, y10CTOBEpPSBALIM U3UCKBaHUATA 110 wi. 18, an. 1 (mpunarar ce
JOKYMEHTH 32 BCsAKa TUETHYHA XpaHa 3a CHEelMaTHI MEIULUHCKY LENHN).

(noonuc u neyam Ha 3as68umeis).

[Ipunoxxenne Ne 5 kpm 4. 16, ai. 2

(Hogo - JIB, 6p. 67 ot 2011 1., oT™. - [IB, 6p. 48 o1 2014 1.)



ITpunoxxenne Ne 6 kbM 4. 16, an. 2

(HoBo - 1B, 6p. 67 oT 2011 r., oT™. - IB, Op. 48 oT 2014 1.)

[Tpunoxxenne Ne 7 kbm 4. 19, an. 1

(HoBo - 1B, 6p. 67 oT 2011 r., oT™. - IB, Op. 48 oT 2014 1.)

[Tpunoxxenne Ne 8 xbm ui. 21, an. 3 u 4

(Hogo - JIB, 6p. 67 ot 2011 1., npeaumno [Ipunoxxenne Ne 8§ kbm uit. 21,

an. 2, m3M. - [IB, 6p. 48 ot 2014 1., ot™. - JIB, Op. 62 ot 2015 1., B cta ot 14.08.2015

T.)



[Tpunoxenne Ne 8a kbM ui. 236, an. 1

(Hoso - IB, 6p. 30 ot 2015 1., npeaunino [Ipunoxenne Ne 8a kbm ui. 22,
an. 11, u3m. - IB, 6p. 62 ot 2015 1., B cruta ot 14.08.2015 r., u3m. - JIB, 6p. 19 ot 2020

T.)

[MTPOTOKOJI

Ne 000000000.... Mara: OPUI

[TputexxaTen Ha pa3perieHue 3a ynorpeda/Heron
YI'BJIHOMOIIICH MPEICTAaBUTEI

Anpec:

HH no 3J1C/MH o HanuoHaIHOTO
3akoHojarenctso 3a J1JIC:

EUK/BYJICTAT:
M.O.JL
ITonyuaren: HauuoHaHa 31paBHOOCUTYPHUTEIHA Kaca
Anpec: I'p. Codus, yn. Kpuaum Ne 1
EUK/BYJICTAT: 121858220
M.OJL
Or: Ho:
3a nepuon;

3a moco4yeHus Nepuol AbKMMAaTa KOMIIEHCAIMS 32 CMETKA Ha IIPUTEKATEIsI Ha Pa3peleHUe 3a YIOTpe
VITBTHOMOIIIEH MTPeICTaBUTEN 3a 3aruialane Ha oTiycHatu U otdyetenn kbM H30K nekapctBenu npoay

Ne ['pyma (A,
b, B)

JlexapCTBEH MPOAYKT

OrtcThIIKa 3a C
eIMHUIIA

KomnuuectBo

M3MeHeHue Ha JaHbYHATA OCHOBA 061].[0:

JJC craBka:

Hzmenenue na JAJI1C:

CyMa 3a IJiama”ne:

Cpok 3a
TUTalIaxe:




ITo cmetka Ha H30K: BIC: BNBGBGSD, IBAN: BG46 BNBG 9661 3100 1100 01

OcHoBaHue 3a HU31aBaHC!

Unen 230, an. 1 or Hapen6a Ne 10 o
YCIIOBUSITA, PE/Ia, MEXaHU3MA U KPH'
3amianiane or Hanmonamxara 31pas
Kaca Ha JICKApCTBEHU MPOIYKTH, M€
Y Ha JTUETHYHU XPaHH 3a CIICIHATHHY
JIOTOBAPSIHE HA OTCTHITKU M BH3CTaH
IPEBUILICHUTE CPEACTBA IPH IPHUIIAT
rapaHTUpaI] IPEIBUINMOCT U YCTOY
oromxera Ha H30K

I[aTa Ha Bb3HHKBAHC HA JaHBYHOTO cnOuTHE:

IIpunoxenue:

CopaBka 3a KOJIMYECTBATa OT JIEKaP(
IO €JIEKTPOHEH OTYET CHITACHO L.
ot H30K npe3 choTBETHMS IEPUOT

3a mpuTexKaTeNs Ha Pa3pelieHUeTo 3a yroTpeOa/Heros
YITBJTHOMOIIICH TPEACTaBUTEIL:

3a HanmonannaTa 3paBHOOCUTYPHT




[Tpunoxenne Ne 86 kbM wi. 231, an. 2

(HoBo - 1B, 6p. 17 o1 2019 1., m3m. - IB, 6p. 19 ot 2020 1.)

Hapen6a Ne 10

No Hara:.............. OPUTMHAIJI

[Ipurexaren Ha
paspelieHue 3a
ynotpeba/Heron
YITBITHOMOIIICH
MIpeICTaBUTEN

Anpec:

WH no 3IC/VH
I10 HAIMOHAJIHOTO
3aKOHOAATCJICTBO

3a JIJIC:

EUK/BYJICTAT:

M.O.JL

[Tonyuaren: Hammonanna 31paBHOOCUTYpUTENTHA Kaca

Anpec: I'p. Codus, yn. Kpuanm Ne 1

EUK/BYJICTAT: [121858220

M.O.JL

Or: Ho:

3a nepuon;

3a mocovYeHust MepHoI IbJDKMMAaTa KOMIICHCAIIUS 32 CMETKa Ha MPUTEXKaTeNs Ha
paszpelieHue 3a yrnorpeda/HeroB yIrbIHOMOIIEH MPeICTaBUTEN 3a 3aljiallaHe Ha OTIyCHATH
u otuerenn kbM H30K nexapcTBeHU MPOIYKTH BH3JIHM3a Ha!

Ne | I'pyna [JlekapctBe | KonnuectB| Ortcrbnka3a |Oterbnk| ABancoB | Cyma3a

(A, b, | H mpoaykT 0 eMHUIa a 00110 0 U3paBHsBaHE
B) IUIATEHU

cpezacTBa




M3MeHeHne Ha JaHbYHATA OCHOBA O0LLO: 0 0 0

JJIC craBka:| 20 % 20 % 20 %
N3zmenenue Ha [JJ1C: 0 0 0
Cymana| 0,00 0,00 0,00
OTCTBITKA:
Cyma 3a CymMma 3a Cpoxk 3a
W3paBHSBaHE: UIanaHe: IUTalaHe

ITo cmetka Ha H30K: BIC BNBGBGSD/IBAN BG46 BNBG

9661 3100 1100 01

OcHoBanue 3a u3gaBane: |Ynen 231, an. 2 or Hapen6a Ne 10 (mapen6ara no wi. 45, an. 9 ot
330)

Jlata Ha BB3HUKBAHE HA JAHBUHOTO [ .eiiiuiiiiiiiiiiiiiiiiieitee st siee sttt st

cpomTRE: |

[Tpunoxenue: CrpaBka 3a KOJIMYEeCTBAaTa OT JICKAPCTBEHUTE MIPOJAYKTH I10
€JIEKTPOHEH OTYET ChIiiacHo wi. 8, ai. 3, 3arutarenu ot H30K
pe3 ChOTBETHHSI IIEPUO]T

3a mputexareins Ha pazpenienuero |3a HarponannaTta 31paBHOOCUTYPHUTENIHA Kaca:
3a ynotpe0a/HeroB ymbJIHOMOIICH
HpEeACTaBUTEIL:

ITpunoxxenne Ne 9 xpMm ui. 26, an. 5

(Hoso - 1B, 6p. 48 o1 2014 1.)

IMPEJIOXKEHUE

(NbIHO HAUMEHOBAHUE HA NpUMedcamelis Ha paspeulenuemo 3a ynompeoa/ynviHoMoueH
npeocmasumer)

ChC CEAHIIE U aJJpec Ha yIpaBJICHHE:

(3a ropuoudecko auye - NbJIHO HAUMEHOB8AHUE HA NpedCcmasumelts, cedanuue u aopec Ha
ynpasnenue; 3a guzuiecko auye - mpume umena, EI'H, nocmosnen aopec)
B Ka4eCTBOTO CH Ha: MPUTEXKATEN HA pa3peleHne 3a yrnoTpeda/yIrbIIHOMOIIECH PeCTaBUTEN



(HessipHOMO Ce 3auepmasa)
C IOKYMEHT, yJIOCTOBEpSIBaIll IPEICTABUTEIIHATA BIIACT:

3a chOOIIeHHS U KOHTaKTH:
Anpec:

YBAXAEMU I'OCITOJJUH/T'OCITIOXO
YIIPABUTEIJI,

Ha ocnoBanwue ui. 45, an. 13 330 npennaram OTCThIIKA OT CTOMHOCTTA HA CICAHUTE
JIEKApCTBEHU MPOAYKTH 32 3[JpaBHUTE JEHHOCTH MO Wil. 82, ai. 2, T. 3 oT 3aKOHa 3a 37paBeTo,
MIpUJIaraHy B U3IBJIHCHHUE HA IIporpama

1. - -
(HaumeHo8aHUE HA (pasmep na (cmotinocm, nonyuena 8 peyimam Ha
JleKapcmeeHusi RpOOYKm) NpeodiodCeHama omcmvnKa npeonodceHama OmcmvnKa)
6 %)

(noonuc u neyam Ha 3as68umeis).

ITpunoxenne Ne 10 kpm wi. 34, an. 1

(Hoso - 1B, 6p. 17 o1 2019 1., oT™. - IB, 6p. 19 0T 2020 T.)

[Ipunoxxenne Ne 11 xbm uin. 36, an. 2

(Hoso - 1B, 6p. 17 01 2019 1.)



