HAPEJIBA Ne 10 OT 2009 T. 3A YCJIOBHUSITA, PEJIA,
MEXAHM3MA U KPUTEPUMTE 3A 3AIUTAIIIAHE OT
HAIIMOHAJIHATA 3IPABHOOCUT'YPUTEJHA KACA HA
JEKAPCTBEHHU MPOJIYKTH, MEJUIIAHCKHA W3EJIAS
A HA JIMETUYHU XPAHU 3A COEIUAJTHA
MEJIUIIAHCKH [EJA, TOTOBAPSHE HA OTCTHITKHA 1
BB3CTAHOBSIBAHE HA MIPEBUIIIEHUTE CPEJCTBA
ITPU IPUJIATAHE HA MEXAHU3BM, TAPAHTHPAIII
MPEJABUAAMOCT U YCTOMUYMUBOCT HA BIOJKETA HA
H30K (3ATJL. U3M. - B, BP. 67 OT 2011 I'., U3M. U JIOILI. -
JIB, BP. 48 OT 2014 T, JIOIL - JIB, BP. 62 OT 2015 ., B CUJIA
OT 14.08.2015 T., U3M. - JIB, BP. 17 OT 2019 ., U3M. - JIB,
BP. 19 OT 2020 T.)

H30a0ena om munucmovpa Ha 30paseonazéanemo

O6wn. /]B. op.24 om 31 mapm 20092., usm. /{B. 6p.34 om 8 maii 20092., usm.
JIB. 6p.38 om 22 maii 2009e., uzm. /IB. 6p.40 om 29 mau 20092., usm. [B. 6p.9 om 2
gespyapu 2010e2., uzm. /[B. 6p.67 om 30 aseycm 201 1e2., uzm. u oon. /[B. 6p.49 om 29
tonu 20122., usm. u oon. J[B. 6p.48 om 10 ronu 2014e., uzm. u oon. /[B. 6p.30 om 24
anpun 2015e., usm. u oon. JIB. 6p.62 om 14 aseycm 2015e2., usm. u oon. /IB. o6p.44 om
10 1onu 2016¢., usm. u oon. /[B. 6p.89 om 7 noemepu 2017e., usm. u oon. JIB. 6p.95 om
16 noemspu 20182., usm. u don. J{B. 6p.17 om 26 gespyapu 2019e., usm. u oon. /[B.
op.47 om 14 1onu 20192., usm. u oon. /[B. 6p.19 om 6 mapm 2020ez., usm. /IB. op.104
om 8 dexemepu 2020e., oon. /IB. 6p.106 om 15 oexemepu 2020e., usm. u oon. /IB. 6p.73
om 3 cenmemepu 20212., usm. [{B. 6p.109 om 21 dexemspu 202 12.

I'naBa mbpBa.
OBIIH MOJIOKEHUSA

Un. 1. (M3wm. - IB, Op. 48 oT 2014 r., u3m. - IB, 6p. 17 o1 2019 1.) C Ta3u
Hapea0a ce ompeesT:

1. ycnoBuAra, peapT, MEXaHU3MUTE U KPUTEPUMUTE, IO KOUTO
Haumonanunara 3apaBaoocurypurenta kaca (H30K) 3amnaria nekapcTBeHU POTYKTH
1o wi. 262, an. 6, T. 1 or 3aKoHa 3a JEKapCTBEHUTE NPOAYKTU B XyMaHHaTa MEJUIIMHA
(3JIIIXM), mpeiHa3HAYECHH 32 JOMAIITHO JICUYECHUE;

2. yclOBHATa, PENBT, MEXaHU3MUTE U Kpurepuure, no kouto H3O0K
3amiania M3BbH CTOMHOCTTa HA OKa3BAaHUTE MEIUIMHCKU YCIYTd JIEKAPCTBEHU
MNPOAYKTHU 1O wi. 262, an. 6, 1. 2 3JIIIXM, BkItoueHH B makera mo wi. 45, an. 2 ot
3akoHa 3a 3apaBHOTO ocurypsiBane (330) W NPUIOKHMH TpHU JICYCHUETO Ha
3]I0KaueCTBEHUTE 3a0oJyisiBaHUs B OOJIHMYHATA MEIMIIMHCKAa IIOMOIL, KakTO U
JIEKapCTBEHU MPOAYKTH TMPH >KMBOTO3ACTpAlllaBallld KPHBOW3IMBU U CIIELIHU
ONEpaTUBHU Y MHBA3UBHU UHTEPBEHIMH IIPU NALIMEHTH C BPOJAECHU KOAryJonaTuy;

3. ycnoBusATa, peabT, MEXaHU3MHUTE W Kputepuure, no kouto H3OK
3aruIamia JIEKapCTBEHU NMPOIYKTH 3a 3ApaBHUTE IEHHOCTH MO 4i. 82, al. 2, T. 3 oT
3akoHa 3a 31paBeto (33);



4. ycnoBudaTa, peabT, MEXaHU3MUTE M Kpurepuute, mo kouto H3OK
3amiama mMeauuuHcku usgenus (MU), npeanasHaueHu 3a JOMAIIHO JIEUEHUE HaA
3a0osiBaHus, onpenenaeHu cpriacHo 330;

5. ycnoBusTa, penbT, MEXaHU3MHUTE M Kputepuute, no kouro H3O0K
3araila BUCOKOCIEIMAIM3UpaHu anapaTtu/ypeau 3a MHIMBUIyalHa yrnoTpeda mo 4.
82, an. 3 33;

6. ycloBHsTa U PEeIbT 3a 3alllalllaHe U 3a CKII0YBaHEe HAa MHAWBHIYyaHU
JIOTOBOPY C TPOU3BOIUTEIH WA C THPrOBIHU HA €APO C MEAMLUHCKU HU3JIENUSA/TEXHU
YI'BJIHOMOIIIEHU TPEICTaBUTENIM 3a JOCTaBKa W 3arviamiaHe Ha MU, npunaranu B
0OJHMYHATA MEIULIMHCKA [TOMOLI;

7. ycnoBusATa, peAbT, MEXaHU3MHUTE U Kputepuute, no kouto H3OK
3ariama  JUeTHYHM XpaHu 3a crneuuanHu  megunuHcku  nend  (AXCML),
IpeHa3HaYeHH 3a IOMAIIHO JIeUeHHEe Ha 3a00IsIBaHus, ONPENICTICHH B CIIUCHKA 110 WJI.
45, an. 4 330;

8. ycioBUsTa U PeIBT 32 MPOBEXK/IAHE HA 3aIBKUTEIHO HEHTPATU3UPAHO
JIOTOBApsiHE HA OTCTBIIKK U BUJIOBETE OTCTHIKU B cirydaute 1o wi. 45, an. 10 u 21 330;

9. KpuTepuUTe U PEIBT 3a pasNpeAelsiHe Ha JIOTOBOPEHUTE OTCTHIIKHU 3a
JIEKAPCTBEHUTE MPOAYKTH Mo uia. 262, am. 6, 1. 1 3JIIIXM wmexny H30K u
3/IPaBHOOCUTYPEHUTE JIULIA;

10. ycnoBusita, kputepuutre u peapr, no kouro H3OK mnposexna
3aIBJDKUTENIHO LEHTPAJTU3UPAHO JIOTOBapsiHE Ha OTCTBIKH 3a JIEKApCTBEHUTE
IPOAYKTH 3a 3/[paBHUTE JIeHHOCTH 1o wi. 82, an. 2, 1. 3 33;

11. (u3Mm. u gom. - /IB, Op. 19 ot 2020 r.) ycinoBusATa 1 peIbT 3a 3arjallaHe
ot H30K Ha nekapctBenu npoayktu, 3a kouto H30K e norosopuiia 3amnaiase Bb3
OCHOBA Ha pe3yJTara OT TepanusTa 3a JeKapCTBeHU NPOAYKTH, 32 KOUTO € OIPEIEICHO
pociiensiBane Ha eeKTa OT TepanusiTa chriiacHo wi. 259, an. 1, T. 10 3JIIIXM, kakto
U BB3CTAaHOBSIBAaHE OT MPUTEKATEIUTE HA paspelleHus 3a yrnoTpebda WU TEXHU
ynbiaHoMolieHu npeacrasurenu Ha H30K Ha 3amateHuTe cpeicTBa MpH JIMIICA Ha
pe3yaTar;

12. (noBa - /IB, Op. 19 ot 2020 r.) ycnoBusTa U peAbT 32 Bb3CTAHOBSBAHE
OT MpUTEXKATEINUTE Ha pa3pelleHHuATa 3a yrnorpeda WIM TeXHU YI'BIHOMOIIEHU
NpPEJCTaBUTEIM Ha TMPEBUIIEHUTE CPEACTBA IMpPU MpUIaraHe Ha MEXaHHU3bM,
rapaHTHparl NpeABUIUMOCT U ycToiuuBocT Ha Orokera Ha H30K.

Un. 2. Hapen6ara uma 3a 11e11 TapaHTHpaHe Ha:

1. mpuHumnure no wi. 5 330;

2. myOJMYHOCT M TMPO3PAYHOCT HA TMPOIEAypUTE IO 3aljallaHe Ha
JICKaPCTBEHHUTE MTPOYKTH, MEAUIIMHCKUTE U3ICTUSI U TUCTUIHUTE XPaHH, TOCOYCHU B
yi. 1;

3. ycnoBus 3a €PEKTUBEH KOHTPOJI TP U3PA3XOJIBAHETO HA CPEIICTBA OT
oromxera Ha H3OK.

Un. 3. (U3wm. - [IB, 6p. 48 ot 2014 r.) (1) (dom. - IB, 6p. 62 ot 2015 ., B
cuna or 14.08.2015 r., mm. - JIB, Op. 17 or 2019 r.) Hamumonamnara
3IpaBHOOCUTYPHUTENIHA Kaca 3amiama npoayktute mo wi. 1, 1. 1, 2, 4, 6 u 7 npu
Cra3BaHe Ha CJICTHUTE OOIIN YCIIOBHUS:

1. (u3m. - [IB, 6p. 62 o1 2015 1., B cuna ot 14.08.2015 1.) 1a ca npeanucanu
U OTIyCHATU MpH cha3BaHe Ha pasnopendurte Ha 330, 3JIIIXM, 3MU, 3akona 3a
xpanute (3X) 1 MoA3aKOHOBUTE HOPMATHUBHU aKTOBE IO TSIXHOTO MPUIIATaHE;



2. 1a ca OTIIyCHATH Ha TEPUTOPUSTA HA CTpaHaTa 3a JIMIA C HENIPEKbCHATH
3IpaBHOOCUTYPHUTEIIHH TIPaBA.

(2) (U3m. - 1B, 6p. 17 ot 2019 r.) HantnonanHaTa 3[paBHOOCUTYpUTEITHA
Kaca 3ariaima npoAyKTUTe 1o wi. 1, T. 3 mpu cria3BaHe Ha CICAHUTE OOIIU yCIOBUS:

1. na ca npenBuAEHU 3a 3[paBHUTE JEHHOCTHU 1O wi. 82, ai. 2, T. 3 33;

2. (mm. - 1B, 6p. 19 ot 2020 r.) na ca mpennmucaHd, OTIYCHATH H
MPUIOXKEHW TpH cra3BaHe Ha pasnopenoute Ha 330, 3JIIIXM, mom3akoHOBUTE
HOPMATHBHU aKTOBE MO TSAXHOTO MpUJiaraHe, KaKTO M Ha ChbOTBETHUTE HAI[MOHAJIHH,
PErHOHAIIHU U OOIIMHCKH 3/IpaBHU MPOTpamu;

3. 1a ca OTIyCHaTH HA TEPUTOPHUATA Ha CTpaHaTa 3a JHUIA, IOCOUYECHU B
CHOTBETHUTE HALIMOHAJIHU, PETHOHATHU U OOIIMHCKH 3/IpaBHU MPOTPaMH U B CPOKa Ha
TSXHOTO JEHUCTBUE.

(3) 3ammamanero Ha jaekapctBeHute npoayktu, MU u JIXCMII ce
U3BBPIIBA MIPH ClIa3BaHe Ha 3aKoHa 3a Orokera Ha H30K 3a choTBeTHATa ronHa.

I'naBa BTOpA.
YCJI0OBUs, PEJ, MEXAHU3BM U KPUTEPUHU 3A SAIIVIAIIIAHE
HA JIEKAPCTBEHU TIPOAYKTHU (3AIJI. U3M. - IB, BP. 17 OT 2019
r.)

Paspea L.
YcaoBus, pel, MeXaHU3bM H KPUTEPHUH 32 3allJIAlIaHe HA JIEKAPCTBEHH
NMPOAYKTH 32 IOMAIIHO JieYeHHe Ha TepuTopusita Ha ctpanaTa (Hos - /1B,
op. 48 ot 2014 r., 3ara. u3m. - /IB, op. 17 ot 2019 1.)

Ui 4. (Hom. - /IB, 6p. 48 ot 2014 r., u3m. - JIB, Op. 62 ot 2015 ., B cuna
or 14.08.2015 r.) Hamwonamnata 3IpaBHOOCHTYpHUTENIHa Kaca 3arjiama 3a
JIEKapCTBEHU MPOAYKTH, BKIIOUEHU B MO3UTUBHUS JekapcTBeH cnuchk (ITJIC) mo u.
262, an. 6, . 1 3JIIIXM u npenHa3sHa4eHH 3a JOMAIIHO JICYCHHE Ha 3a00JIsIBaHUS,
ONpeIeNIEHH B cIMChKa 110 4. 45, an. 4 330, ciexa nojayyaBaHe HAa MUCMEHO 3asiBJICHUE
OT TIpUTEXKATeNls Ha pa3pelieHueTo 3a yrnoTrpeda WM HEroB  YII'BIHOMOIIEH
MPEeJICTaBUTE, Ue JKelae ChOTBETHUSAT JIEKAPCTBEH MPOYKT Ja Ce 3aruialia 1o peaa Ha
Ta3u Hapenda chriacHo nmpuitokerue No 1.

Uin. 4a. (Hos - IB, 6p. 9 ot 2010 r., B cma ot 02.02.2010 r., uzm. - /1B,
op. 48 ot 2014 r.(*)) (1) (Hom. - B, 6p. 73 ot 2021 r., B cuna ot 03.09.2021 r.)
Hammonannata 34paBHOOCHUTYpHUTENIHA Kaca aHalM3upa ©W  0000maBa Ha
JBaHAJIECETMECEUHH Tepuoan HHPopManusITa 3a JEKapCTBEHH TMPOAYKTH C
MeXIyHapoaHO HemateHTHO HauMeHoBaHue (INN), BxiatoueHo B [TJIC mo ui. 262, a.
6, 1. 1 3JIIIXM, 3a koeTo 10 MOMECHTA HE € 3aIljlallalia, U € I0JaJcHO 3asiBICHUE 110
1. 4 10 24-TO YKCIIO HA JIBAHANIECETHUS MECEIl, ¢ M3KII0UeHrne Ha WHpOopMaIusITa 3a
nexapctBeHH npoaykTu ¢ INN mo an. la.

(1a) (Hosa - IB, 6p. 73 o1 2021 r., B cuna ot 03.09.2021 r.) Haunonanunara
3IpaBHOOCUTYpUTETTHA Kaca aHanu3upa u o6odmaBa kM 1-Bo win 16-0 ymcino Ha
CHOTBETHUSI KaJICHJAapeH Mecell mHpopMarusaTa 3a JeKapcTBeHU NpoaykTtu ¢ INN,
BkiatoueHo B IIJIC mo wm. 262, am. 6, 1. 1 3JIIIXM, 3a k0oeTo DO MOMEHTa HE €
3amamaia, M € I0JaJieHo 3asABJIeHHe Mo 4. 4 He MO-KbCHO OT 24-TO YHCIO Ha
npeaxoaHus win 10-0 4uciio Ha CbOTBETHHS MECEI], KOTaTo JIEKAPCTBEHUTE MPOTYKTH



ca mpeAHAa3HAUYEHU 3a JIEYEHHE Ha OCTpO MHGEKIHMO3HO 3abonsiBaHe Mo 4wi. 4 OT
Hapen6a Ne 7 ot 2015 r. 3a kpuTepuuTe 3a onpeaeisHe Ha 3a00JIIBaHHSITA, 32 YHETO
JoMalrHo ieyeHrue HanmonanuaTa 3[paBHOOCUTYpUTEIHA Kaca 3aIulalla HallbIHO WU
YaCTUYHO JICKAPCTBEHU MNPOAYKTH, MEIULMHCKU H3JENUS U JUETUYHH XpaHU 3a
crienaaHu MeauiuHeky nenu (B, op. 89 ot 2015 1.).

(2) (U3m. - AB, 6p. 73 o1 2021 1., B cuna ot 03.09.2021 r.) MI3BBH cityuaute
no an. la Hanyonannara 3apaBHOOCUTYpHUTENTHA Kaca aHalIu3upa U 00o0masa KM 1-
BO WU 16-0 YKCIIO OT CHOTBETHHS KaJICHIapeH Mecell MH(OpManusATa 3a JIEKapCTBEHU
npoayktu ¢ INN, Bxiroueno B [TJIC mo un. 262, an. 6, 1. 1 3JIITXM, 3a koeTo 3aruiaiia,
U € MOJAJCHO 3asiBJICHHUE MO Wi. 4 HE MO-KbCHO OT 24-TO YKCIIO HA MPEAXOJAHUS WU
10-0 4nca0 HA CHOTBETHUS KaJeHIapEeH Mecell.

(3) Anunes 1 ce mpunara v 32 KOMOMHUPAHH JIEKAPCTBEHU IPOAYKTH, IPU
KouTo komOuHanwmsTa chabpka INN, BxmroueHo B [JIC o wit. 262, an. 6, 1. 1 3JIIIXM,
3a koeto 10 MmomeHTa H30K He e 3amuiamana.

(3a) (Hosa - IB, 6p. 73 ot 2021 r., B cuna ot 03.09.2021 r.) Anunes la ce
npuiara u 3a KOMOMHUpPaHU JICKAPCTBEHU MPOJYKTH, MPEIHA3HAYCHH 3a JICYCHUE Ha
octpo nuHpekImo3Ho 3abonaBane no wi. 4 ot Hapenda Ne 7 ot 2015 r. 3a kputepuunte
3a OmpejessiHe Ha 3a00JisIBaHUsATA, 32 YHETO JOMAIIHO JedeHue Harmonannara
3/IpaBHOOCUTYPUTEIIHA Kaca 3aruialia Hal'bJIHO WM YaCTUYHO JIEKAPCTBEHU MPOIYKTH,
MEIUIIMHCKH U3ICTUS U JUSTUIHHU XPAHH 33 CTICITUATHE METUITMHCKH 1[EJTH, TPH KOUTO
koMOuHanusTa chabpka INN, Bximrouero B I1JIC mo wi. 262, an. 6, T. 1 3JIIIXM, 3a
koeto 10 Momenta H30K He e 3amnamana.

(4) Anunes 2 ce npuiara ¥ 32 KOMOMHUPAHU JIEKAPCTBEHU MPOAYKTH, IPU
xouto H30K 3amutamia 3a Bcuuku INN, cbabprkaiiy ce B KOMOMHALUATA U BKJIIOUEHU
B IIJIC 1o un. 262, am. 6, T. 1 3JIIIXM.

(5) (Hom. - AB, 6p. 73 ot 2021 r., B cuiia ot 03.09.2021 r.) Hartmonanuara
3/paBHOOCUTYPUTEIIHA Kaca aHaIu3upa U 0000111aBa Ha JBaHAIECETMECEUHU MTEPHOIU
uH(popMaLuATa 3a JEKapCTBEHU NMPOAyKTH, 3a KouTo B [IJIC mo un. 262, an. 6, 1. 1
3JIIIXM uma BKJIIOYEHHM pasmMpeHu mnokasanus u auarHosn (MKb-komose), ¢
M3KJIIOYeHHE Ha HH(pOpMaIIUITa 3a JIEKapCTBEHU MPOJAYKTH T10 all. Sa.

(5a) (Hosa - /1B, 6p. 73 o1 2021 r., B cuna ot 03.09.2021 r.) Haunonannara
3IpaBHOOCUTYPHUTEJIHA Kaca aHaiM3upa u 00oOmaBa kbM 1-Bo uiam 16-0 yucio Ha
CHOTBETHUS KaJeHIapeH Mecel] MHpopMaIusTa 3a JeKapCTBEHU MPOAYKTH, 32 KOUTO B
IUIC mo un. 262, an. 6, 1. 1 3JIIIXM wuMa BKIIOYEHHM DPa3MIMPEHH IMOKA3aHUA U
muarnosu (MKbB-konoBe) 3a neueHne Ha oCcTpo MHQPEKIIMO3HO 3a00siBaHe 1Mo 4. 4 OT
Hapen6a Ne 7 ot 2015 r. 3a kputepuute 3a onpejaensiHe Ha 3a001sIBaHUSTA, 32 YUETO
JOMaITHo JieyeHre HarmonanuaTa 3[paBHOOCUTYpHUTETHA Kaca 3aIuiallia HallbIHO WU
YACTUYHO JICKAPCTBEHU NPOJIYKTH, MEIUIIMHCKUA HU3JETUs M JTUETUYHU XPaHU 3a
CIELUATHU MEIUIMHCKH LIEIH.

(6) (dom. - 1B, 6p. 44 ot 2016 1., B cua ot 10.06.2016 1.) Hartmonanuara
3/IpaBHOOCUTYpUTETHA Kaca aHalu3upa U 0000I11aBa Ha JBaHA/IECETMECEYHH MTEPHOIU
uHpopmanusara 3a INN, 3a xkouto B IIJIC mo un. 262, an. 6, t. 1 3JIIIXM uma
MOBUINIABaHE HA HUBOTO HAa 3alliallaHe, ¢ U3KIodeHne Ha nHpopmanusara 3a INN o
an. 7.

(7) (Homa - /1B, 6p. 44 ot 2016 1., B cuna ot 10.06.2016 r.) Harimonannara
3IPaBHOOCUTYPHTEIIHA Kaca aHaiu3upa M 0000maBa kpM 1-Bo miu 16-0 4ucio ot
CHhOTBETHHUS KalleHaapeH Mecel] nHdopmanusta 3a INN 3a neyenue Ha 3aboisBaHe,
crmamaiio KbM HAKOU OT Kiacosere Oosect oT I xitac 1o xitac X VI BKIFOYUTETHO 10
MKB 10, xouTo 3aemar BOJEIIO MACTO (IIBPBUTE IIECT MECTa) B CTPyKTypara Ha
CMBPTHOCTTA IO TIPUYMHH 32 YMUPAHHUS WM B CTPYKTypaTa Ha XOCHUTAIU3MpaHaTa



3a00/1€Ba€MOCT, WJIM B CTPYKTypaTa Ha WBPBUYHO HWHBAIWIU3MPAHUTE JHIA B
Penybnuka bearapus 3a nociegnute Tpu rogunu, 3a kouto B [1JIC no un. 262, an. 6,
T. 1 3JITIXM uma 1oBuIIIEHO HUBO Ha 3aIUIallaHeE.

. 5. (U3m. - [IB, 6p. 67 ot 2011 r., u3m. - JIB, 6p. 49 ot 2012 ., u3M™m. -
1B, 6p. 48 ot 2014 r.) KM 3asBneHnero no wi. 4 ce mpuiara Komue OT BIS3JI0TO B
cuiia peuleHne Ha HanmoHanHus ¢bBeT MO LIEHU U peuMOypcHUpaHe Ha JIEKapCTBEHUTE
HIPOAYKTH.

Ui 6. (1) Ilpu nocrenBane Ha 3asBiaeHueTo no wi. 4 H30K ce 3aabimkaBa:

1. na nedpmuupa H30K koj1 32 BCEKH JI€KapCTBEH MPOIYKT;

2. (ot™. - [IB, 6p. 67 o1 2011 1.)

3. (w3m. - JIB, Op. 48 ot 2014 r.) na game ykasaHusi OTHOCHO pena 3a
NpEINUCBaHe U OTIYCKAaHE Ha JICKApCTBEHHS MPOJYKT, ChOOpa3eHH C AelcTBaiiaTa
HOpMaTHBHA ypenoa;

4. na W3rOTBU CHOTBETHUTE EJICKTPOHHU (POPMATH 3a U3IMBIHUTEIUTE HA
MEAMIIMHCKA MIOMOII ¥ 32 JIMIaTa 1o 4. 7.

(2) (Hom. - IB, 6p. 9 ot 2010 1., B cmma ot 02.02.2010 r., u3m. - /1B, 6p.
67 ot 2011 r., m3m. - JIB, Op. 49 ot 2012 r., uam. - JIB, Op. 48 or 2014 r. (*))
WNndopmanusara 1o aji. 1 OTHOCHO J€KapCTBEHUTE MPOAYKTH 1o wi. 4a, an. 1,3,5u 6
ce myOnukyBa Ha uHTepHeT crpanumara Ha H3OK B cpok mo 25-0 uucio Ha
JIBaHAJIECETUSl MECEII.

(3) (HoBa - 1B, Op. 67 ot 2011 1., u3m. - JIB, Op. 48 or 2014 r.)
Hanumonannara 31paBHOOCUTYpUTENHA Kaca MyOnuKyBa KbM 13-0 unu 27-0 4ucio ot
CHOTBETHHUS KaJCHJApeH Mmecel MHpopManusaTa Mo aja. | OTHOCHO JIeKapCTBEHUTE
IPOAYKTHU IO wi. 4a, an. 2 u 4.

Uin. 6a. (Hos - IB, 6p. 9 ot 2010 r., B cuita ot 02.02.2010 r., u3m. - /1B,
op. 67 or 2011 r., wsm. - JIB, Op. 48 or 2014 r.(*)) (1) Hauumonamnara
3/IpaBHOOCUTYpUTEIHA Kaca 3aIlialla 3a JeKapCTBEeHUTE MPOIYKTH 1o 4. 4a, ain. 1, 3
U 5, KaKTO M MOBUIIIEHOTO HUBO Ha 3arlialiaHe mo 4wi. 4a, ai. 6, CYuTaHo OT 1-BO YUCIIO
Ha Mecela, CJIe/IBalll U3THYAHETO Ha JBAHAIECETMECEUHUS TIEPUOI.

(2) (U3m. u mom. - /1B, Op. 44 ot 2016 1., B cuna ot 10.06.2016 r., uzm. -
B, 6p. 73 ot 2021 r., B cuna ot 03.09.2021 r.) Haimonanuara 31paBHOOCUTYpUTEITHA
Kaca 3amuiaiia 3a JIeKapCTBEHUTE MPOAYKTH 1o 4. 4a, ain. la, 2, 3a, 4, 5au 7, cuntano
oT 1-Bo win 16-0 4uCIIO HA CHOTBETHUS KaJEHIAAPEH MECEI], B 3aBUCUMOCT OT JaTaTa
Ha TMO0JJaBaHE Ha 3asIBICHUETO.

(3) (HoBa - IB, 6p. 73 o1 2021 1., B cuna ot 03.09.2021 r.) JlekapcTBeHUTE
NPOAYKTH MO 4. 4a, an. la, 3a u 5a - OTHOCHO HOBHUTE TMOKa3aHUS U JUArHO3M, CE
3ammamatr oT H30K 3a BpemMeTo Ha 00SIBEHO M3BBHPEIHO IOJIOKEHHE IOPAIU
eNUAEMHUYHO pa3NpOCTpaHeHHE Ha 3apa3Hu Oonectu mo ui. 61, an. 1 unu 3 ot 3akoHa
3a 37paBeTO WM TpU OOsIBEHA HW3BBHPEIHA CMHJAEMHYHA OOCTAaHOBKA IOPaIHN
eNUAEMUYHO pa3lpOCTpaHeHHEe Ha 3apa3Ha Oonect mo wi. 61, an. 1 or 3akoHa 3a
3JIpaBeTo.

Un. 66. (Hos - IB, 6p. 9 ot 2010 r., B cuna 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 TIPOIYKTH C€ BKIIOYBAT B 000OmIeHaTa wWHGOpMaIus mo 4i. 4a B
paMKUTE Ha ChOTBETHHUS MEPHOJ], B KOWTO € MOIaJICHO 3asBICHUETO.



(2) JlekapcTBeHMTE TPOAYKTH TIO MPEAXOJHATA aTHHEs Ce 3aruiaiar OT
H3O0K no pexna na uin. 6a.

Un. 7. (1) 3a ornyckane Ha npoayktute no wi. 1, . 1 H30K ckirouBa
JIOTOBOPH C JIMIIA, MOJYYWIIA paspelieHue no wi. 229, an. 2 3JIIIXM 3a Tsproeust Ha
IpeOHO C JEKapCTBEHU MPOIYKTH.

(2) B ciyuaute, KOratro JMLETO, MOJYUUIIO pa3pellieHue 3a ThProBUs Ha
JIpeOHO C JIEKapCTBEHM MNPOIAYKTH, U PHKOBOIUTENSAT Ha anrTekaTta He ChBIAJAT,
JIOTOBOPBT C€ ChIJIacyBa U OT PHKOBOJUTEIIS HA allTeKara.

(3) (U3m. - [IB, 6p. 67 ot 2011 r., u3m. - [IB, 6p. 49 ot 2012 r., u3m. - /1B,
op. 48 ot 2014 r.) JloroBopute mo an. 1 ce ckimrouBat upe3 aupekropa Ha P30OK, Ha

YUSTO TEPUTOPHUS € alTeKara, MpU yCIOBUA U 1O Pejl, yCTAHOBEHU B ChOTBETCTBUE C
1. 45, an. 15 330.

Y. 8. (M3m. - IB, Op. 67 ot 2011 r.) (1) (M3m. - [IB, 6p. 49 ot 2012 r.,
usm. - JIB, Op. 48 or 2014 r., mon. - JIB, 6p. 17 ot 2019 r.) Hanmonamnara
3[paBHOOCUTYpUTEIHA Kaca 3allialla Ha Juiara mo wi. 7, an. 1 croiiHocTTa Ha
JIEKapCTBEHUsI TIPOAYKT, OIpeseseHa chriacHo wi. 55 ot Hapenbara 3a ycnoBusita,
mpaBWJiaTa U pefa 3a PEeryJupaHe M PEerucTpUpaHe Ha IIEHUTE HA JIEKAPCTBEHUTE
nponyktH, npuera ¢ [locranosnenue Ne 97 na Munucrepckus cseet ot 2013 1. (B,
Op. 40 or 2013 r.), KaKTO W pas3mpenens CpelacTBaTa, MOJYYCHU MO JIOTOBOPHU 3a
MPEAO0CTaBsIHE HA OTCTHIKMU MO Wi. 21, an. 1, T. 4 oT npuTexkaTes Ha pa3pelIeHueTo 3a
yrnotpe0a/HeroBys YI'bJIHOMOIIEH NMPEACTaBUTE.

(2) (M3m. - IIB, Op. 48 ot 2014 1., oT™. - [IB, Op. 62 ot 2015 1., B cryia ot
14.08.2015 r., HoBa - JIB, Op. 17 ot 2019 r., 006sBeHa 3a HuOXHA ¢ Pemenue Ne 9042
ot 08.07.2020 r. na BAC - 1B, 6p. 104 ot 2020 1., B cuna ot 08.12.2020 1.)

(3) Haumonannara 3ApaBHOOCUTYpHUTENTHA Kaca 3arialia Ha JIMIaTa 1o 4.
7, ain. 1 3a OTMyCHATHU OT TSIX JICKAPCTBEHU MPOAYKTH CJIE]T IPECTABIHE HA €IEKTPOHEH
OTYEeT, W3TOTBEH CHOOpPA3HO eJNeKTpOHHUS (opmar, MyONUKyBaH Ha HHTEPHET
ctpanuuara Ha H30K.

(4) OTnycHaTuTe M OTYETEHH JIEKAPCTBEHU MPOAYKTU CE€ 3ariamar oT
H3OK mipu ycnoBus u 1o pej, onpeeseHu B Ta3u Hapea0a U CKII0UYEHUTE I0TOBOPH
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., u3m. - /IB, 6p. 109 ot 2021 1., B cuna ot 01.01.2022 r.) Harmonanuata
3IpaBHOOCUTYPHUTEJIHA Kaca 3aIvialia Ha Juiara mo wi. 7, ai. 1 mo 4 aB. 3a BCSIKO
OTUYETEHO E€JIEKTPOHHO MPEANHCAHNUE C MPEANUCAH/U IEKapCTBEH/U MPOIYKT/U, YUETO
HUBO Ha 3amamane e 100 Ha cTo.

(6) (U3wm. - 1B, Op. 48 ot 2014 r.) HarmonanHaTa 3 paBHOOCUTYpUTEIIHA
Kaca 3arJamia cymurte 1o ai. 1 u 5 B cpok g0 30 kaneHgapHH JHU CYMTAHO OT JaTaTa
Ha MpeJICTaBsiHE Ha HEOOXOIUMUTE IOKYMEHTH.

(7) (HoBa - /1B, 6p. 48 ot 2014 r., ot™. - IB, Op. 62 ot 2015 r., B cuinia ot
14.08.2015 r.)

Y. 8a. (Hos - /IB, 6p. 17 o1 2019 1.) (1) (U3M™. - IB, 6p. 19 01 2020 1.) 32
JIeKapCTBEH MPOIYKT, 32 KOMTO € ONpeeeHo NpocieiiBaHe Ha eeKTa OT TepanusTa
cbriacHo wi. 259, an. 1, 1. 10 3JIIIXM, H30K n npurtexarensT Ha pa3penieHUETo 3a
ynoTpeba/HeroB YI'bJIHOMOILEH MPEJCTaBUTENl MOTaT Jia JOTOBOPAT 3alljallaHe Bb3
OCHOBA Ha pe3yJITara oT TepanusTa.



(2) (U3m. - JIB, 6p. 19 ot 2020 r.) [Ipu ckiaroueH TOTOBOP 3a 3aruiallaHe
Bb3 OCHOBA Ha pe3yJiTaTa OT Tepanusra 3a cpoka Ha npociessadero H30K 3aruiama
JIEKapCTBEHUSI MPOJIYKT MPHU yCIOBUTA Ha uil. §, ail. 1 - 4.

(3) (U3m. - IIB, 6p. 19 ot 2020 r.) B goroBopa mo an. 2 ce JOroBapsT
KOHKPETHH MOKa3aTelH 3a IMpociesiBaHe Ha edeKTa OT Tepanusara B CbOTBETCTBHE C
YCIIOBHATA U KPUTEPUUTE 32 MPOCIEsIBaHE HAa ePEeKTa OT TepanusaTa, ONpeaeIeHH OT
Harmonanuus cbBeT Mo LIeHU U peuMOypcHupaHe Ha JIEKapCTBEHUTE MPOIYKTH.

(4) (Hom. - JIB, 6p. 19 ot 2020 r.) JleueOHuTE 3aBeACHUS, B KOUTO CE€
npociensBa epeKkTbT OT Tepanusita chboOpa3HO KPUTEPUHUTE MO ai. 3, MPeloCTaBsT
cbOpanaTa MHPOPMALUS 32 BCEKH JIEKAPCTBEH MPOAYKT Ha HammoHamHus ChBET IO
EeHU U peuMOypcupaHe Ha JIEKQpCTBEHUTE NPOAYKTH, KOWTO OT CBOSI CTpaHa s
00paboTBa BHB BUJ, MOAXO/AII 3a aHAIN3, U HA BCEKH IIECT MECela s IPeI0CTaBs Ha
H3OK, npu ycnoBusTa u 1o pena Ha Hapendara 1o 4wi. 261a, an. 5 3JIIIXM.

(5) (U3m. - B, 6p. 19 ot 2020 r.) Komucusita 3a u3BBpIIBAHE HA
ekcneptusu no 4wi. 78, 1. 2 330 B nentpanHoro ymnpasieHue Ha H30OK u3zBbpiiBa
aHaM3 Ha TOJy4YeHaTa HMHPOpMamus 1o ain. 4 3a [enure Ha eQEeKTHBHOTO M
1enecb00pa3Ho pa3xo/JBaHEe HA MYOIWYHH CpPEICTBA M CBITIACHO IOKa3aTeNuTe,
YrOBOpPEHU B J0roBopa mo ai. 2. B aHanm3a ce mocouBa OposIT HA MAUEHTUTE, MPU
KOUTO € HaJUIe JIMICAa Ha pe3yiaTaT OT TepamusiTa CbC ChOTBETHUS JIEKapCTBEH
IPOAYKT Ipe3 Meproja, 3a KOMTo ce oTHAcs HH(pOpMalusATa, ChIVIACHO MOKa3aTenTe,
YrOBOpPEHU B JIOrOBOpA IO a. 2.

(6) (U3m. - IB, 6p. 19 ot 2020 r.) Bp3 ocHOBa Ha ananu3a o ai. S H30K
W3rOTBS M TIPENOCTaBsi Ha NpUTEXaTells Ha paspelieHueTo 3a ymnorpedba Ha
JIEKapCTBEHUsI TPOAYKT WJIM HEroB YIBJIHOMOUIEH MpEACTaBUTEN CIpaBKa 3a
sarmatenute oT H30K cpeznctBa 3a nekapcTBEHHs MPOIYKT IPe3 OTHOCUMUS MEPHOJ]
3a MalMEeHTUTE, IPYU KOUTO € HAJIMLIE JIUIICA Ha PE3YITAT OT TEPAIUsATa, KOSTO ChIAbpiKa:

1. maHHM 32 Opos MAIMEHTH, IIPU KOUTO € YCTAHOBEHA JIMIICA Ha Pe3yJITaT
OT JICUEHUETO CHITIACHO MTOKA3aTEeINTE, YTOBOPEHH B JOTOBOPUTE 110 all. 2;

2. mepuoja, 3a KOWTO € yCTaHOBEHO, Y€ € OMJIa HaJIMLE JIUICa Ha Pe3yJITarT,
U ChOTBETHHUSI Opol OMaKOBKH OT JIEKAPCTBEHUS MponykKT, 3amateHu oT H30K 3a
NepHUOAa, 3a KOWTO c€ OTHACS CIpaBKaTa.

(7) (HoBa - JIB, Op. 19 ot 2020 r.) Ilo uckaHe Ha mpuTeKaTeNs Ha
paspemienuero 3a ynotpeba H3OK mnpemoctaBs aHOHMMM3MpaHM JAHHM OTHOCHO
MOKa3aTeINTe, Bb3 OCHOBA HA KOMTO € yCTAaHOBEHA JIUIICaTa Ha PE3yJITaT OT JIEYEHUETO
3a BCEKU OT CbOTBETHUTE MALUEHTH, IaHHU OTHOCHO JIeYeOHOTO 3aBEJICHHE, B KOETO €
npociesieH epeKTbT OT TepanusiTa, KOUTO HE ChAbpKAT JaHHU, YpE3 KOUTO MOXKE Ja
0blie nAeHTU(UIIMPAH KOHKPETEH MaIUeHT.

(8) (Homa - JIB, Op. 19 ot 2020 r.) B 7-aHeBeH cpok OT Moy4aBaHe Ha
CIIpaBKaTa Mo all. 6 MPUTEKATENIT Ha pa3pelIeHHeTo 3a yrnoTpeda Ha JEeKapCTBEHHS
OPOAYKT WJIM HEroB YIBJIHOMOLIEH IIPEJCTaBUTE] HUMa I[paBO Ha IHUCMEHO
Bp3paxkeHue, koeto H3OK pasriexna B cpok A0 2 IHHM U yBEIOMSBA IMHCMEHO
IpUTEXaTells Ha pa3pelieHUueTo 3a yHoTrpeda WIM HEroBUs YI'bJIHOMOILEH
IIPEJICTABUTEI 3a CBOETO PEILICHUE.

(9) (Homa - JIB, 6p. 19 ot 2020 r.) Koraro He € mOCTHIIIIO BB3paKEHUE B
CpOKa IO ajl. 8 MM KOraTo MOCTBIMJIOTO BB3PAKEHUE € OTXBBPJICHO U3LSIIO WUIIU
gactuyHo, H30K wu mputexarenst Ha pa3pelieHHeTo 3a ynorpeba WM HETOB
VI'BIHOMOIIEH TpPEeACTAaBUTENl TOANMCBAT MPOTOKOJ MO o0pasen ChIVIACHO
npunoxenue Ne 2. B 10-1HeBeH cpok OT MOANMCBAHETO HA IPOTOKOJIA MPUTEKATEIAT
Ha pa3pelIeHueTo 3a ynoTpeda Ha JIeKapCTBEHUs MPOIYKT WIIM HETOB YI'bJIHOMOILEH



npeacraBuTen Bb3cTaHoBABa Ha H3OK 3ammarenute cpeacTBa 3a MalUEHTUTE, TPU
KOUTO € HAJIUIIE JIUTICA HA PE3YyJITAaT OT TepanusiTa ¢ JeKapCTBEHUS MMPOIYKT.

Un. 9. (U3m. - IB, 6p. 67 ot 2011 r.) (1) [IpuTexkarensT Ha pa3pelIeHUETO
3a ynorpeba Ha JaJieH JeKapCTBeH MPOAYKT WM HETOB YITIHOMOILEH MPEACTaBUTEN
nucmeHo yBenomsisa H30K npu:

1. u3KITIOUBaHE HA JIEKApCTBEHUS MPOAYKT oT [lo3uTHBHUSA JeKapCcTBEH
CITUCHK;

2. mpoMsiHa B HUBOTO Ha 3aIlIalllaHe W/WIKM CTOMHOCTTa Ha JIeKapCTBEHUS
npoaykKT, 3amnamniada ot H30K;

3. mpekparsBaHe/OTHEMaHe Ha pa3pelieHueTo 3a ymorpeba Ha
JICKapCTBEHUS MTPOJTYKT;

4. npyru 00CTOSATENCTBA, CBbP3aHU C U3IBIHEHUETO Ha JIOTOBOPHUTE T10 YJI.
7, an. 1.

(2) CpoksbT 32 yBenomsiBane 1o ai. 1 € 1o 5 1HuU OT:

1. (u3m. - 1B, 6p. 49 ot 2012 r., u3m. - JIB, Op. 48 ot 2014 r.) B1M3aHE B
CWIa Ha penieHHeTo Ha HamuoHanHHS CchBET MO IIeHHM W peuMOypcupaHe Ha
JIEKApCTBEHUTE MPOAYKTH - B ciydaute 1o ai. 1, 1. 1 u 2;

2. HaCTBIIBaHE Ha CHOTBETHOTO OOCTOSTENICTBO - B cliyyauTe mo ai. 1, T. 3
u4.

(3) Undopmanusta no an. 1 ce myObnukyBa Ha MHTEpHET CTpaHHUIIATa Ha
H30K.

(4) (U3wm. - [IB, 6p. 49 o1 2012 ., u3m. - IB, 6p. 48 or 2014 1.) B cmyuaure
Ha an. 1, T. 1 U 2 mpurexarensT Ha pa3pelIieHHEeTO 3a yHnoTpeda WM HEroB
yIbJIHOMOIIIEH TpenacTaButen npeactass B H30K 3aBepeHo komue Ha perieHuero Ha
HarnmonanmHust ChBET 110 IICHW U peUMOYpPCUPAHE Ha JICKAPCTBEHUTE TPOIYKTH.

(5) Ilpum wuskiIouBaHe Ha JeKapCTBEHUS MPOAYKT oT Ilo3uTuBHUSA
JIEKapCTBEH CIUCHK B 3aBUCUMOCT OT JjaTara Ha Ipe/ICTaBsIHE Ha PEIIEHUETO 110 aj. 4 -
no/cnen 15-o uncno Ha mecenia, H30OK mpeycTaHoBsIBa 3amianiaHeTo Ha CbOTBETHUS
JIEKapCTBEH MNPOAYKT OT 16-0 4MCII0 OT TEKYIIMS KaJeHIapeH Mecell WIH OT 1-Bo 4ncio
HAa CIIeJBAIINS KalleHIapeH Mecell.

Y. 9a. (Hos - IB, 6p. 67 ot 2011 1.) (1) [Iputexarenst Ha pa3perieHHUeTo
3a ynorpe0a WM HETOB YITBIHOMOIIEH TpejacTaBuTen Moke na monaae B H30K
NUCMEHO 3asBJICHME CBITIAaCHO MpuioxkeHne Ne 3, dye jkenae Ja ce MNpeKpaTu
3aIIaaHeTo Ha ChbOTBETHUS JIEKAPCTBEH MPOJIYKT IO peJia Ha Ta3u Hapenoa.

(2) B 3aBucuMoOCT OT jarara Ha IOJlaBaHE Ha 3asBJIEHUETO Mo ai. | -
no/cnen 15-o unucno Ha xanennapuus mecer, H30K npeycraHoBsiBa 3amianiaHeTo Ha
CbOTBETHHUSI JIEKApPCTBEH MNPOAYKT OT 1-Bo miau oT 16-0 4MciIo Ha cleaBaius
KaJeHJapeH Mecell.

(3) (U3wm. - [IB, 6p. 49 o1 2012 ., u3m. - JIB, 6p. 48 or 2014 1.) B cmyqaute
nmo an. 1 H3OK B 5-mHeBeH Cpok OT MOJaBaHE Ha 3asBICHHETO OITOBECTSIBA
uHpOpMalKATa, OCOUYEHA B 3asBJICHHETO, HA MHTEPHET CTpPaHUIaTa CH U TpPaBU
MOTHBUPAHO TIMCMEHO TpeaoKeHne 10 HaluoHanHWs CBBET TO IEHH |
peuMOypcupaHe Ha JIEKapCTBEHUTE MNPOAYKTH 3a M3KIIOYBAHE Ha JIEKAPCTBEHUS
nponaykt ot [JIC.



Un. 96. (Hos - JIB, Op. 62 ot 2015 r., B cuia ot 14.08.2015 1.)
JlexapcTBenute mpoaykTu 1o ui. 45, an. 10 330, 3a KOUTO HE ca I0rOBOPEHU OTCTHIIKU
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 1., B cuna ot 02.02.2010 1., ot™. - [IB, Op.
48 or 2014 1.)

(3) (IIpepumrna an. 2 - /1B, 6p. 9 ot 2010 r., B cuma ot 02.02.2010 r., u3Mm.
- 1B, 6p. 67 ot 2011 ., m3m. - /IB, 6p. 49 ot 2012 ., ot™. - JIB, 6p. 48 or 2014 1.)

(4) (ITpepumrna an. 3, uszm. - 1B, 6p. 9 or 2010 ., B cuma ot 02.02.2010 .,
nor. - JIB, 6p. 67 ot 2011 r., u3Mm. u nom. - JIB, 6p. 48 ot 2014 1.) [1pu u3kimtouBane Ha
nexkapctseH npoaykT ot [1JIC nnmn otnagane Ha kog no MKbB u B ciydaute 1o 4. 9a,
aj. 1 uznaneHnTe pernenTy ce U3IMbJIHIBAT OT Julara 1o wi. 7 u ce 3amiamar ot H30K
B CPOK J10 15 gHM OT AaraTta Ha BIM3aHE B CHJIA HA TPOMEHUTE, CIIE] KOETO CIIYKeOHO
ce aHyJIHparT Mo pena Ha Hapeabata mo ui. 221 3JIIIXM.

(5) (Ilpeaumrna an. 4, uzm. - JIB, 6p. 9 ot 2010 1., B cuna ot 02.02.2010 r.,
M. - JIB, 6p. 48 ot 2014 r.) Ilpu nHacremmiu npomenu H3OK yBemomssa
M3MBJIHATEIUTE HA MEIUIIMHCKA TTOMOIIl U JIMIATa MO WI. 7 P yCIOBUSA U 1O pe,
OTIpe/ieNIeHU B CKIIOYEHUTE JOTOBOPH.

Paznea II.
YcaoBus, pel, MEXaHU3bM H KPUTEPHUH 32 3aIJIalllaHe HA JIEKAPCTBEHHU
NPOAYKTH 32 3APABHU AEHHOCTH 10 WiI. 82, aJ. 2, T. 3 oT 3aKoHa 3a
3apaseto (Hos - /IB, 0p. 48 ot 2014 r., 3ara. usm. - JIB, op. 17 ot 2019 1.)

Un. 10a. (Hos - JIB, Op. 48 or 2014 r.) (1) Haumonamnara
3paBHOOCUTYpPHUTENIHA Kaca 3aIulalia 3a JIeKapCTBEHH MPOIYKTH, HEOOXOIUMH 32
U3IIBJIHEHUE Ha 3[paBHU JIEHHOCTH MO HAIlMOHAJIHH, PErMOHATHU WIM OOIIMHCKH
37paBHU Tporpamu mo wi. 82, am. 2, T. 3 33 cien mojlydaBaHe Ha 3asBJICHHUE OT
NPUTEXKATEIS Ha Pa3peIIeHUETO 3a YIOTpeda WIIM HETOB YITbJIHOMOIIEH MPeICTaBUTEN
chritacHO mpuiiokeHre Ne 3a, 4e jkenae ChOTBETHHAT JICKAPCTBEH MPOIYKT Jla Ce
3ariania 1o peja Ha Ta3u Hapenoa.

(2) KpM 3asBinenueTo no aji. 1 3asiBUTENAT npuiiara KOmue OT BIsA3JI0 B CHIIa
peumieHre Ha HanuoHamHUS ChBET MO LEHM M peuMMOypcHpaHe Ha JIeKapCTBEHHUTE
NPOAYKTH 3a CHOTBETHHTE JIEKAPCTBEHU TPOMYKTH, JOKYMEHT, YAOCTOBEPSBAI]
npeJcTaBUTeIHATa My BIAacT, M CIHUCHK Ha MPUTEXKATEINUTE HA pas3pelieHue 3a
THPrOBUSI Ha €ApPO C JIGKAPCTBEHU IMPOIYKTH, KOUTO IIIE JIOCTABAT JEKAPCTBEHHUTE

HIPOIYKTH.

Un. 106. (Hos - /IB, 6p. 48 ot 2014 r.) (1) 3a Bceku ekapcTBEH MPOAYKT,
3a KOMTO € mogaaeHo 3aamieHue nmo wi. 10a, an. 1, H30K ckimrouBa moroBop ¢
OpUTEXKATEeNIE Ha pa3pelleHHeTo 3a yrnoTpeba WM HEeroBHsS  YI'BJIHOMOILEH
MPEJICTAaBUTENl U C IIOCOYEHUTE B 3asBJICHHETO MpPUTEXKATeNM Ha paspelieHue 3a
THProBUs Ha €PO C JIEKAPCTBEHU NPOAYKTH, B KOWTO CE MOCOYBAT:

1. nmoroBopeHaTa mo pega Ha Ta3u Hapeada OTCTHIIKA OT IIeHAaTa Ha
JIEKapCTBEHUsI MPOAYKT (aKO TakaBa € JI0roBopeHa) M croiHocTtra, Kosto H30K me
3arJaia B pe3yJTaT Ha JOroBOpeHaTa OTCThIIKA 3a ChOTBETHATA KajeH1apHa roJIMHa;



2. yCIIOBHUATA M PEIIBT 32 PA3MPOCTPAHECHUE U JOCTABSIHE HA JICKAPCTBEHHUSI
HPOAYKT JI0 JIeUeOHUTE 3aBe/ICHHS;

3. HAYMHBT HA OTYMUTAHE HA JIOCTABEHUTE KOJMYECTBA OT JICKAPCTBEHUS
MPOIYKT;

4. mpenocTaBsiHe Ha HH(POPMAITUS MEXTy CTPAHUTE,

5. ycnoBusita u penbT 3a 3amnamiaHe or H30K nHa nexapcTBenute
NPOJYKTH B ChOTBETCTBHE C Ta3U Hapeaoa;

6. IpyTH yCIOBUSI.

(2) JoroopuTe 10 aji. 1 ce CKIIFOYBAT 3a CPOK JI0 €/IHA TOJIMHA U BIIM3AT B
CHJIa OT JIaTaTa Ha MOANMCBAHETO UM HIIM OT JIpYyra ONpeielieHa OT CTPaHUTE J1aTa.

(3) Ilpu mpomsiHa Ha MPUTEKATEIS/UTe HA pa3pelicHue 3a ThProBHs HA
€IpO C JICKApCTBEHH MPOJYKTHU CE€ TOJMKMCBA JOMBJIHUTEIHO CIIOPAa3yMEHUE KbM
JIOTOBOPA.

Un. 10B. (Hos - IB, Op. 48 ot 2014 r.) JlekapcTBeHUTE TPOAYKTU 3a
3paBHUTE JIEUHOCTH 1O Wi. 82, ait. 2, T. 3 33, 32 KOUTO ca CKJIFOYSHH JIOTOBOPH 10 UII.
1006, an. 1, ce ocurypsiBaT u JOCTaBAT JIO JICUCOHUTE 3aBEACHUS 32 W3BBHOOIHUYHA
nomort, ckirouniiu gorosop ¢ H30K, ceriacuo wi. 209a, ain. 1, 1. 5 3JITIXM.

Yn. 10r. (Hos - B, 6p. 48 or 2014 r.) (1) Hamuonamnara
3paBHOOCUTYpPHUTEIHA Kaca IMPeloCTaBs Ha BCEKM IPUTEXKATesl Ha pa3pelleHHe 3a
THPrOBUSL HAa €pO C JICKAPCTBEHH MPOJYKTH 00O0OIIEHA CIpaBKa 3a JOCTABEHUTE OT
HEro, MPWJIOKEH! 1 OTYETEHH OT Je4yeOHUTE 3aBeICHUS JIEKapCTBEHU NMPOIYKTH IIPe3
npenxoaHus kanenaapeH Mecer. CripaBkara ce MpeaocTaBsi B Cpok 10 20-0 4ucio Ha
Mecela U ChAbpiKa: JIedeOHUTE 3aBEICHHS 3a IbPBUYHA U3BBHOOIIHUYHA MEIUIIMHCKA
MIOMOIIl, Ha KOWUTO Ca JOCTaBEHHU JIEKAPCTBEHUTE NMPOAYKTH; JaTa Ha IpWiIaraHe Ha
JIeKapCTBEHUTE MPOJIYKTH U HOMEpP Ha aMOYJIaTOPHUTE JUCTOBE, B KOUTO € BIIMCAHO
NPUJIaraHeTo.

(2) TlputexarensaT Ha pa3pelieHUe 3a ThProBHs Ha €IpO C JIEKAPCTBEHU
npoayktu npeacrass Ha H30K ¢daxTypa u cnenudukanys 3a J0CTaBEHUTE OT HETO U
OPUJIOKEHN JIEKapCTBEHM TMPOJAYKTH Mpe3 MPenxOoJHHs KalleHJAapeH Mecell B
CHOTBETCTBHUE C IPEJOCTaBeHATa MY CIIpaBKa 1Mo ajl. | B CPOK 710 25-0 YMCIIO HA Mecea.

(3) Kbpm pokymeHTHTE MO an. 2 ce mpwiaraT U I[pHEMaTelHo-
NpeaBaTeTHATE MPOTOKOIM MEXAY JeUeOHWTE 3aBECHHS W TPUTEKATEINUTE Ha
paspelleHne 3a ThpProBUS Ha €Ipo C JIEKAPCTBEHU MPOAYKTH 3a JOCTaBEHHUTE
JIEKAPCTBEHW TPOJYKTH, TPHUIAPYKEHU ChC CEepTHUPUKAT 3a OCBOOOXKIaBaHE Ha
CbOTBETHUTE MapTUAM, H3AaJeH OT M3mbiHUTenHaTa areHuus IO JieKapcTBaTa
chriacHo wi. 69, an. 4 3JIIIXM, wiu ¢ yBegomiienne ot M3mbaHuTeHaTa areHIus 1no
JeKapcTBara, ye ChOTBETHATa MapTUAa MoXe Ja Obje MycHaTa Ha masapa, U3aJieHO
cbriacHo wi. 4, an. 2 ot Hapen6a Ne 35 ot 2007 r. 3a ycioBusiTa, pefa U U3UCKBaHUATA
KbM JIOKyMEHTallUATa 3a M3JjaBaHe Ha cepTU(UKAT 3a OCBOOOXK/aBaHe Ha MapTuia
JIEKapCTBEH MPOJYKT OT M3mbiaHUTENHAaTa areHmnus 1o jekapcrsara (B, Op. 71 ot
2007 r.).

(4) HanmonanHara 31paBHOOCHUTYpHUTENTHA Kaca 3arulalia MPHIOKEHUTE
JIeKapCTBEHM MPOJYKTH 1O aj. 1 Ha mpUTeXaTesst Ha pa3pelieHue 3a ThProBUs Ha eJIpo
C JIEKapCTBEHH MPOAYKTH B CPOK 710 30-0 YUCIIO HA Mecella, CIIeIBAI OTYECTHHS MECeIl,
npe3 KOMTO ca MPUIIOKEHU JIEKapCTBEHUTE MPOTYKTH.



Un. 10a. (Hos - JIB, Op. 62 ot 2015 r., B cuma ot 14.08.2015 r.)
JlexapcTBenuTte mpoaykTH 1o ui. 45, an. 13 330, 3a KOUTO HE ca I0rOBOPEHU OTCTHIIKU
1o pejia Ha Ta3u Hapeaba, He ce 3amamar ot H30K.

Paznea II1.

YcioBus, pell, MEXaHU3bM U KPUTEPHUH 32 3aIIall[aHe U3BbH CTOIHOCTTA
HA OKa3aHUTEe MEIUIIMHCKH YCJYTH HA JIEKAPCTBEHU NMPOAYKTH,
NPUJI0KUMH B 00JTHHYHATA MeUIIHHCKA MOMOI M BKJIIOYEHH B MaKeTa,
omnpejaeJieH ¢ HapeadaTa no wi. 45, axa. 2 330 (Hos - IB, 6p. 62 ot 2015 1.,
B cuiia ot 14.08.2015 r., 3aria. usm. - /IB, op. 17 or 2019 1.)

Ui 10e. (Hos - [IB, 6p. 62 ot 2015 r., B cuna ot 14.08.2015 r.) (1) (M3m.
- 1B, 6p. 17 ot 2019 r.) HarmonanHaTa 31paBHOOCUTYpHUTETHA Kaca 3aruiaia Mo peaa
Ha Ta3u Hapea0a U3BbH CTOMHOCTTA HA OKa3BAaHUTE MEIUIIMHCKU YCIYTH JIEKAPCTBEHU
npoayktu ot IUJIC mo un. 262, an. 6, 1. 2 3JIIIXM, npunoxumu B OOJHUYHATA
MeAMIIMHCKA TOMOII ¥ BKJIFOUEHU B TIaKeTa, OmpeseNieH ¢ HapendaTa mo wi. 45, an. 2
330:

1. nekapcTBEHU NPOAYKTH, IIpEeIHA3HAYCHU 32 JICYCHHE Ha 3]I0Ka4eCTBEHU
3a00/11BaHHUS;

2. JEeKapCTBEHU TMPOAYKTH, IMpPHIAraHH MpPH KUBOTO3aCTpaIlaBaIIH
KPBBOM3JIMBY U CHEIIHM ONEPAaTUBHU U WHBA3MBHU MHTEPBEHLMH IPU MALKUEHTHU C
BPOJICHU KOAryJaoMaTuu.

(2) JlexkapcTBeHHTE MPOIYKTH 1O al. 1 ce 3amjamar ciej nojayyaBaHe Ha
MUCMEHO 3asiBICHHUE OT MPUTEKATEeNs] Ha pa3pelieHueTo 3a ymorpeda WU HEeroB
YI'BJIHOMOIIIEH IPEICTaBUTEIN, Y€ JK€lae ChOTBETHUSAT JIEKAPCTBEH MPOAYKT Ja Ce
3araia mo peja Ha Ta3u Hapeada cbriacHo npusoxkeHue Ne la.

(3) KpM 3asBienueTo mo aiu. 2 ce mpuiara KOmue OT BIIS3JI0TO B CHIIA
pemienne Ha HanuoHanmHusi CbBET MO LIEHW M peUMOypcHUpaHe Ha JIEKapCTBEHUTE
IPOAYKTH.

(4) Ilpu noctrnBane Ha 3asBienueTo no an. 2 H30K ce 3aapmkaBa:

1. na nedpunupa H30K ko 3a Bceku JieKapCcTBEH NPOAYKT;

2. 5a gane ykKazaHHs OTHOCHO IIPEANMCBAHETO M OTIIYCKAaHETO Ha
JIEKapCTBEHUTE MPOAYKTH ChOOPa3HO TEPANIEBTUYHUTE CXEMH 32 JICUEHHE, YCTAHOBEHU
B HALIMOHAJIHUS PAaMKOB JOTOBOP 3a MEIULIUHCKUTE AeiiHOCTH o wi. 53, an. 1 330 u
JeiicTBallata HopMaTHUBHA ypenoa;

3. 1a M3rOTBU CHOTBETHUTE €JIEKTPOHHU (OopMaTH 3a JIMLaTa, Ha KOUTO
3ariamia.

(5) B cpok nmo emuH Mecel; OT M3rOTBSHE Ha WMHpopMalusaTa mo an. 4
chlllaTa ce MyoJuKyBa Ha MHTepHET cTpanunara Ha H30K.

(6) 3annamanero Ha BkiItoueHuTe npe3 roaunata B [1JIC mo um. 262, an. 6,
T. 2 3JIIIXM nexkapcTBeHM HNPOAYKTH C HOBU MEXKIYHAPOJIHU HEMATEHTHU
HAaUMEHOBAHMS NO ajl. | W HOBM MOKa3aHWs Ha CBAbpXKAIIUTE CE€ B CIUCHKA
JIEKapCTBEHU MPOAYKTH MO MEXKIYHAPOJHO HEMATEHTHO HAUMEHOBaHHE, KOUTO HE ca
3aIuIallaHy, 3a1104Ba OT HaYaJIOTO Ha ClIeABalllaTa KajJeH apHa roJInHa.

(7) CIHCBKBT € TEKAPCTBEHHUTE MPOAYKTH T10 aJl. 1, 32 KOUTO ca MOIa/ICHA
3asBJIEHHS 1O al. 2, ChIbpJKall MEXAYHapOAHM HENAaTEHTHH HaUMEHOBAHUS,
THPrOBCKM HAaMMEHOBAHWS M ChOTBETHaTa aarta, oT koiaro H3OK ru 3amnama, ce
nyOiuKyBa Ha opunmanHaTa uaTepHeT ctpanuiia Ha H30K.



Y. 10x. (Hos - [IB, 6p. 62 ot 2015 1., B cruta ot 14.08.2015 1.) (1) (M3m.
- B, 6p. 17 or 2019 r., w3m. - [B, Op. 19 or 2020 r.) Haumonamnara
3paBHOOCUTYpHUTEIHA Kaca 3alJialla JeKapcTBeHUTe NpoaykTH mo wi. 10e, an. 1 Ha
U3IBJIHUTENUTe Ha OOJNHWYHA MEIUIMHCKA I[IOMOII, OKa3ajdl CHhOTBETHHUTE
MEIUIUHCKH YCITYTH.

(2) JlexkapcTtBeHuTe MPOLYKTH IO ajl. | ce 3amjamar B cilydai, ye ca
NpEeANUCaHy, IPUIOKEHN U OTYETEHHU, KAKTO U MEIUIIMHCKUTE YCIYTH ca OKa3aHU U
OTYETEHH IPH YCIOBUATA U 1O pexa, ycranoBenu B 330, Hapendara mo ui. 45, an. 2

330 u HalMOHAIHUSA PAMKOB JIOTOBOP 3a MEAMIMHCKUTE NEUWHOCTH 1o wi. 53, an. 1
330.

Ui 103. (Hos - /IB, 6p. 62 ot 2015 1., B cruta ot 14.08.2015 1.) (1) (U3m.
- [AB, 6p. 17 ot 2019 r.) HaunonanHara 31paBHOOCUTYpPUTEIHA Kaca 3aruiamia Ha
U3MBIHUTEIUTE HAa OOJHWYHA MEIUIIMHCKA IOMOI 3a TMPUIOKEHH OT TAX IpHU
U3BBpIIBaHE Ha MEAULIMHCKUTE YCIYTH JIEKapCTBEHU poAyKTH 1o wi. 10e, an. 1 cien
npelcTaBsiHe Ha (akTypa WM eNeKTpoHHa (pakTypa; cruenuduKanus 3a MPUI0KEeHU
JIEKAPCTBEHU MPOJIYKTH U CHOTBETHH OTUETH 3a JICUCHHE C JIEKAPCTBEHH IMPOIYKTH,
npuiaranu B OOJIHUYHATa MEIUIIMHCKA OMOI MO 00pa3iu ChIIaCHO HAI[MOHATHHS
PaMKOB J0IOBOP 3a MEIAULUHCKUTE AeHHOCTH 110 wi. 53, an. 1 330.

(2) UsnbnHutenute Ha OOJHUYHA MEAMIIMHCKA IIOMOI MPEICTaBAT
OTYETHUTE JOKYMEHTH IO ajl. | eXeMeceyHo B ChOTBETHAaTa paliOHHA
3/IPaBHOOCUTYPUTEIIHA Kaca M0 YTBbPACH Ipaduk A0 ocMus paboTeH JeH Ha Mecella,
cje/Ball OTYETHHSI.

(3) Hauwmonamnarta 3apaBHOOCHUTYpHUTENTHA Kaca 3aljalla eKeMeCceYHO
JIEKapCTBEHUTE MPOAYKTH 10 wi. 10e, an. 1 cien nmpoBepka Ha OTYETHUTE JTOKYMEHTH
mo ai. 1.

(4) TlnanranusiTa HAa U3MTBJIHATEINTE HA OOJTHUYHA METUITUHCKA TIOMOIII Ce
m3BbpiBat oT P30OK 10 30-0 uncio Ha Mecena, ciaeBaill OTYETHHUS.

(5) llpunoxxkeHUTE ¥ OTYETEHH JIEKAPCTBEHH NMPOAYKTH 110 4. 10e, an. 1 ce
3amaniar npu yCcaoBHs U MO pel, ONpeIe]IeH! B Ta3u Hapeada U CKIIOYCHUTE MEXKIY
H3O0K u u3nbiHuTENMTE HA OOJTHHYHA METUITMHCKA IIOMOII] IOTOBOPH 110 Wi. 59, ai. 1
330.

Uin. 10u. (Hos - IB, 6p. 62 ot 2015 1., B cuna ot 14.08.2015 r., u3m. - 1B,
6p. 17 ot 2019 r.) JlekapcTBeHHuTe NPOAYKTH 1o wi. 45, an. 21 330, 3a kouTo He ca
JIOTOBOPEHM OTCTBITIKH 110 Pe/ia Ha Ta3H Hapeaoa, He ce 3arutamat ot H30K.

UYn. 10k. (Hos - [IB, 6p. 17 o1 2019 1.) (1) (U3Mm. - [IB, 6p. 19 o1 2020 1.)
3a JeKapCTBEH MPOAYKT, 3a KOWTO € OIpeAeNIeHO MpocieasBaHe Ha edekra OT
TepanusATa cbriaacHo ui. 259, an. 1, 1. 10 3JIIIXM, H30K u npurexarenar Ha
paspelieHneTo 3a ynorpeda/HeroB yIrbJIHOMOIIEH PEICTaBUTEN MOTaT Ja JOTOBOPAT
3amaniane Bb3 OCHOBA Ha pe3yiTara OT TepanusTa.

(2) (U3m. - 1B, 6p. 19 ot 2020 r.) IIpu ckiroueH JOoroBop 3a 3arjallaHe
BB3 OCHOBA Ha pe3yNTaTa OT TepamnusTa 3a cpoka Ha mpocinenssanero H30K 3ammama
JIEKApCTBEHMS MPOAYKT MPH yCIOBHATA HA 4. 10XK.

(3) (U3m. - IIB, 6p. 19 ot 2020 r.) B goroBopa mo an. 2 ce JOroBapsT
KOHKPETHH TTOKa3aTeNH 3a MPOoCieasiBaHe Ha eeKTa OT TepanusiTa B ChOTBETCTBUE C
YCIIOBUSITA U KPUTEPUUTE 3a MPOCIIEsIBaHe HAa eeKTa OT TePanuaTa, ONpeaeIeHd OT
HarmoHamHus CHBET 10 IIEHW ¥ peUMOYpCHpaHe Ha JICKAPCTBECHUTE TTPOYKTH.

(4) (Hom. - JIB, 6p. 19 ot 2020 r.) JleueOHuTEe 3aBeACHUS, B KOUTO CE€
npociensBa eheKThT OT TepamusaTa CbOOPa3HO KPUTEPHUHUTE MO al. 3, MPEIOCTaBAT
chOpaHaTta mHGOpMaIUs 3a BCEKU JIGKAPCTBEH MPOAYKT Ha HarmoHamHus ChBET MO



IEHU U peuMOypcupaHe Ha JIEKapCTBEHUTE MNPOAYKTH, KOWTO OT CBOSI CTpaHa s
00paboTBa BHB BUJ, MOJXO/IAII 3 aHAIN3, U HA BCEKH IIECT Mecela s IpeJoCTaBs Ha
H3OK, npu ycnoBusaTa u 1o pena Ha Hapeadara mo 4i. 261a, an. 5 3JITIXM.

(5) (U3m. - [IB, 6p. 19 ot 2020 r.) Komucus B IIEHTPAIHOTO YIIpaBJICHUE
Ha H3OK wusBbpmiBa ananu3 Ha mosrydeHata wHGoOpMaIus 1o aia. 4 3a IenuTe Ha
e(eKTUBHOTO M IeJIeChOOpa3HO pa3xojBaHe Ha MyOJUYHHU cpelcTBa. B anammsa ce
oco4Ba OposT Ha MalMeHTUTE, IPU KOUTO € HAJIUIIE JIUTICA Ha Pe3yTaT OT TepanusTa
CbC CBOTBETHHUS JIEKAPCTBEH MPOAYKT IIpe3 Iepuoja, 3a KOWTO ce€ OTHacs
uHpopmarusra.

(6) (U3m. - IB, 6p. 19 ot 2020 r.) Bb3 ocHOBa Ha ananu3a no ai. S H30K
W3rOTBSI M TIPENOCTaBsl Ha MpUTEXkaTelld Ha paspelieHneTo 3a ymnorpeba Ha
JEKapCTBEHMsI TPOAYKT WJIM HEroB YIBJIHOMOUIEH IpPEACTaBUTEN CIpaBKa 3a
zarmatenute oT H30K cpeactsa 3a nekapcTBeHHs MPOIYKT IIPe3 OTHOCUMUS MTEPHOJ]
3a MalMEeHTUTE, IPU KOUTO € HAJIMLIE JIUIICA Ha PE3YTaT OT TEPAINATA, KOSTO ChIIbpPKa:

1. nanHu 3a Opos MalMeHTH, IPU KOUTO € YCTAHOBEHA JIMIICA Ha pe3yJsiTaT
OT JICUEHUETO CHITIACHO MTOKA3aTEINTE, YTOBOPEHH B JOTOBOPUTE 110 all. 2;

2. mepuoja, 3a KOMTO € yCTaHOBEHO, 4e € Ouiia HaIUIIe JIMIca Ha pe3yaTar,
U CbOTBETHHUSI OpOol ONAaKOBKH OT JIEKAPCTBEHUS MpOAYKT, 3amiareHu ot H30K 3a
nepuoa, 3a KOWTO ce OTHACS CIpaBKaTa.

(7) (Homa - JIB, Op. 19 ot 2020 r.) Ilo mckaHe Ha mpuTEXKATEIs HA
pazpemienueto 3a ynotpe6ba H30K mpemocrtaBs aHOHMMM3HpPaHU ITaHHH OTHOCHO
[I0KAa3aTeINTe, Bb3 OCHOBA HAa KOMTO € YCTAaHOBEHA JIMIICAaTa Ha PE3YNTaT OT JICYEHUETO
3a BCEKH OT CbOTBETHHUTE MAllMEHTH, JAaHHU OTHOCHO JIECYEOHOTO 3aBe/IeHUE, B KOETO €
npociieieH epeKThT OT Tepanuira, KOUTO HEe ChAbP)KAT JaHHU, Ype3 KOUTO MOXKE Ja
0ble uaeHTU(UIMPAH KOHKPETEH MalUeHT.

(8) (Homa - /IB, 0p. 19 ot 2020 r.) B 7-mHeBeH CpOK OT MOy4YaBaHE Ha
CIIpaBKaTa Mo all. 6 MPUTEXKATENAT Ha pa3pelIeHHeTo 3a yrnoTpeda Ha JeKapCTBEHUS
OPOAYKT WJIM HEroB YIBJIHOMOLIEH IIPEJCTAaBUTE] HUMa I[paBO Ha IHCMEHO
Bp3paxkeHue, koeto H3OK pasriexna B cpok A0 2 IHHM U yBEIOMSBA IMHCMEHO
NpUTEXaTells Ha pa3pelieHueTo 3a yHoTrpeda WIM HEroBUs  YI'BJIHOMOIIEH
IIPEJICTABUTEI 3a CBOETO PEILICHUE.

(9) (Homa - JIB, 6p. 19 ot 2020 r.) Koraro He € mOCTHIIIIO Bh3paXKEHUE B
CpOKa IO ajl. 8 MM KOraTo IMOCTBIIMJIOTO BB3PAKEHUE € OTXBBPJICHO U3LSIIO WU
yactuyHo, H30K wu mputexarenar Ha pa3pelieHHeTo 3a ynoTpeda WM HETOB
YI'BJIHOMOIIEH —TpPEeACTAaBUTENl TMOAMKUCBAT IPOTOKOJ MO o0pas3el ChIVIACHO
npuiokenue Ne 2. B 10-1HeBeH CpoK OT MOAMMCBAHETO Ha MPOTOKOJA MPUTEKATEISAT
Ha pa3pelIeHueTo 3a ynoTpeda Ha JIEKapCTBEHUs MPOIYKT WIIM HETOB YI'bJIHOMOILEH
npencraButen Bb3craHoBsiBa Ha H30OK 3amnmareHuTte cpeacTBa 3a MalleHTUTE, NPU
KOUTO € HAJIULIE JINIICA Ha PE3YJITaT OT TEPANUATA C JIEKAPCTBEHUS IPOAYKT.

I'naBa Tpera.

YCJI0BUs, PEJ, MEXAHU3BM U KPUTEPUH 3A 3AIIJIALIAHE
HA MEJUIWUHCKHA U3JEJIUA U JUETUYHU XPAHHA 3A
CIHHEUAJIHU MEJIULIUHCKHU LHEJIA BAI'JI. U3M. - IB, bP. 17 OT
2019T1.)

Paznea 1.
YciaoBus, pell, MeXaHU3bM U KPUTEPHUH 32 3alJIalllaHe HA MeTUIIUHCKHU
usnesaus (Hos - /IB, Op. 48 ot 2014 r., 3aru. usm. - JIB, 0p. 17 ot 2019 1.)



Un 11. (M3m. - B, Op. 48 or 2014 r.) (1) Haumonamnara
3IpaBHOOCUTYpHUTENIHA Kaca 3amamia 3a MU, Bxitouenu B cniuchka o Hapenbara 3a
YCIIOBUSATA U Pe/ia 3a ChbCTAaBsIHE HA CIUCHK HA MEAMIIMHCKUTE u3aenus mno wi. 30a ot
3aKoHa 32 MEAMLIMHCKUTE U3JIEIMs U 32 ONpEAeIsiHEe Ha CTOMHOCTTA, 1O KOSATO T€ CE
3arutamat, npueta ¢ [Toctanonenune Ne 364 na Munucrepckus cbBet ot 2011 1. (1B,
6p. 104 ot 2011 r.), 32 KOUTO € OIpe/iesieHa CTOMHOCTTA, 10 KOSITO T€ CE 3aIulalar 1o
pena Ha rijaBa Tpeta, pasaen | ot Hapenbara.

(2) MemuuuHckuTe wu3MEAMs MO ain. 1 cieaBa Ja OTroBapsT Ha
u3uckBanusaTa Ha 3MUW U 1OA3aKOHOBUTE HOPMATHBHH aKTOBE [0 HETOBOTO
npujIaraHe.

Un. 12. (U3wm. - 1B, 6p. 48 ot 2014 1.) (1) (U3Mm. - JIB, Op. 62 o1 2015 ., B
cuna ot 14.08.2015 r.) MeaunuHCKUTEe W3ACIWs, IPWIAraHd B YCJIOBHUATAa Ha
W3BBHOOJNHUYHATA MEAMIIMHCKA TIIOMOI, ca TMpeJHa3HauYeHUu 3a 3a00JIsIBaHUSA,
omnpezesieHu B cmuchbka no wi. 45, an. 4 330.

(2) (Hdom. - AB, 6p. 95 o1 2018 ., B cunma ot 16.11.2018 r.) Meaunuuckure
U3JIeNHsl, TIPUJIaraHu B YCIOBUATA Ha OOJTHMYHATA MEAMIIMHCKA TIOMOII, CE 3aIuiaiar
or H30K wu3BbH lLleHUTE HA CHOTBETHUTE KJIMHUYHHU IBTEKU, B M3IIBIHCHUE Ha
JIOTOBOPUTE 32 OKa3BaHE HAa OOJHUYHA MEAMIIMHCKA IOMOII, CKJIIOYEHH MEXKIY
M3MBJIHATEIUTE HAa MEIWIMHCKA TOMOI[ M JTUPEKTOpa Ha CHOTBETHATa paloOHHA
3npaBHoocuryputenna kaca (P30K), ¢ uzkmouenue na MU, xouro H30K 3amnama Ha
MPOU3BOAUTENIM WM THProBUM Ha eapo ¢ MU wuiam TeXHW YI'BIHOMOIIEHU
npencraButeny, ckiarouynnu goropopu ¢ H30K 3a gocraBka ma MU mo pena nHa
HapexnOata mo wi. 11, am. 1.

Un. 13. (U3m. - [IB, 6p. 67 ot 2011 r., u3m. - JIB, 6p. 48 ot 2014 1.) (1)
Harmonannara 31paBHOOCUTYpUTEINIHA Kaca B ChOTBETCTBHE C IPEIBUICHUTE CPEACTBA
B OIO/)KETa CH 3a ChOTBETHATA KaJIeH1apHa roJInHa €KeroHo onpenesns rpynure MU,
KaKTO M CTOWHOCTTA, JI0 KOSATO TH 3aIljalla, Mpu yCIOoBUATA U MO pea Ha HapenOaTa
moun. 11, amn. 1.

(2) ExxeronmHo, cren mMpUKIIOUBaHE Ha MpoIlelypaTa Mo Hapeadara mo ui.
11, am. 1 3a ompenensHe Ha cToiHOCTTa, a0 KosAro H3OK 3ammama MU,
npuHauiexxauy keM eqHa rpyna, H30K cberaBs:

1. ciucek ¢ MU mo rpynu, kouro H3OK 3amnama B ycrmoBusaTra Ha
M3BBbHOOMHUYHATA MEIUIIMHCKA MTOMOII, U CTOWHOCTTA, 10 koato H3OK 3amnarmia 3a
BCsIKa rpyna;

2. (m3m. - JIB, 6p. 95 o1 2018 1., B cuna ot 16.11.2018 1.) circwk ¢ MU o
rpynu, kouto H30K 3amnama B ycinoBusiTa Ha OOJIHMYHATA MEIULIMHCKA TTOMOIL, U
cToiHOCTTa, 10 KosaTo H30K 3amnama 3a Bcsika rpyna Ha:

a) JeyeOHM 3aBelIeHUS B M3IBbJIHEHHE Ha JIOTOBOPUTE 3a OKa3BaHE Ha
OOJTHMYHA MEAMIIMHCKA IMOMOII, CKIIOYEHH MEXIYy H3MBJIHUTENIN Ha MEAUIMHCKA
moMou1 U gupekropa Ha cbotBeTHaTa P3OK;

0) TpOWM3BOMUTENM WIM THProBIM Ha eapo ¢ MW wunum TexHu
YI'BJIHOMOIIIEHH MTPEACTABUTENH, CKIItFounin forosopu ¢ H30K 3a nocraBka Ha MU o
pena Ha HapeabaTa mo wi. 11, an. 1.

(3) (Hom. - AB, 6p. 17 ot 2019 1.) Criucwiute 1o ai. 2 ca CboOpa3eHH C
pe3yaTaTUTe OT IpoLeAypara IO ONpeAeNssHE Ha cToHocTTa, A0 Kosito H30K
3ariania MEIUIMHCKUTE U3/IeNHs ChriiacHO HapenoaTa mo wi. 11, aim. 1 u ¢ un. 30, an.



1 or mapenbara mo wi. 11, am. 1 u Bim3ar B cwia or 1 sHyapu Ha cieaBamiara
KaJeHJapHa roIuHa.

(4) (Hosa - /IB, 6p. 17 ot 2019 r.) KoraTo criucwiiute He ObAaT ChCTABEHU
U YTBBPJCHU B CPOKOBETE, OnpeeieHu B HapeadaTa o wi. 11, an. 1, H30K 3amnama
MU ot cniuchuuTe U 10 CTOMHOCTTA, ONpeAesieHa IpU MocieqHaTa Ipoleaypa, HO He
[0-KbCHO OT 31 MapT Ha TeKylara roguHa.

(5) (HoBa - JIB, 6p. 17 ot 2019 r.) Korato n0 1 anpuit Ha TekyImaTa rojiuHa
HSIMA BJIC3NIM B CHJIA HOBH CIIMCBIM IO . 2, 1O U3KIIOYEHHUE, C 1] HEeIOIyCKaHe
OrpaHMyYaBaHe Ha JOCThIIA Ha 3ApaBHOOCUrypeHuTe numa 1o MU, chnuchiure oT
nocieAHara mnpoueaypa npoabipkaBaT nedctBuero cu U H30K npoawmxaBa na
3amnama MU ot 14X, 10 CTOMHOCTUTE U MU YCIOBUSTA, ONIPEACICHH MPH MOCIeHATa
npoueaypa.

Un. 14. (U3wm. - JIB, 6p. 48 ot 2014 r.) (1) (U3m. u mom. - [IB, 6p. 17 ot
2019 r.) Haumnonannara 31paBHOOCUTYpUTENIHA Kaca 3ariama MU oT cniuchiuTe 1o
yi1. 13, ain. 2, 3a KOMTO ca CKJIFOYEHH J0TOBOpH 3a AoctaBka Ha MU ¢ npousBoautenu
WIK THProBIM Ha eapo ¢ MU unu TeXHU yIbIHOMOIICHU MPEACTABUTENIH WU ca
nojajaeHu mucMeHu 3aseieHus mo wi. 30, an. 4 ot Hapembarta mo wi. 11, am. 1, or
MIPOU3BOUTEIINTE WM THPTOBIMTE HA €APO C MEIUIIMHCKH U3JICTUS W/UIU TEXHUTE
VITBTHOMOIIICHH MTPEICTABUTEIIH.

(2) Hanmmonanuata 31paBHOOCHTYpUTENHA Kaca 3amnama MU no an. 1 go
CTOMHOCTHTE, IIOCOYCHM B CIIUCHIUTE IO . 13, ain. 2.

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

(4) Hamnmonannata 3IpaBHOOCHUTYpUTENIHA Kaca 3aruiaima MW mo
OTYETEHATa CTOMHOCT, HO HE ITI0BEYE OT CTOMHOCTTA IO all. 2 | 3.

(5) (Hosa - IB, 6p. 17 ot 2019 r.) B cinywaure mo un. 21, am. 5 or
HapexOata mo wi. 11, an. 1 H30K 3armmama MU He mo-paHo OT miecT Mecena cief
BJIM3aHE B CHJIa HA CIIUCHIMTE 1o 4. 13, am. 2.

YUn. 15, (M3m. - 1B, ©Op. 48 or 2014 r.) (1) Haumonamnara
3[paBHOOCUTYpHUTEITHA Kaca MPEyCTaHOBsBa 3aruiamaneTo Ha MU B cienHuTe cirydau:

1. mpu 3anuyaBaHe Ha MU 0T criuchbka Ha MEAMLIMHCKUTE U3JIENIHA 10 Y.
30a ot 3akoHa 3a MEAUIIMHCKUTE U3/EJINs, U3BBPILICHO 10 peAa Ha Hapeadara 1o ui.
11, am. 1;

2. mpu mojaBaHe OT Juuara nmo 4i. 14, an. 1 Ha 3asgBJI€HHME CBHIJIACHO
npuioxenue Ne 30, ge xenasT Ja ce MpeKkpaTu 3aIulaliaHeTo Ha cboTBeTHOTO M.

(2) B 3agBnenuero no ai. 1, T. 2 ce mocouBa CPOKbT, A0 KOUTO I1ie OBbAAT
OCUTYpPSIBaHU KOJIMYECTBA OT ChoTBEeTHUTE MU, KOHTO HE MOKe /1a Obe MO-KpaThK OT
TpH Mecera.

(3) B 3aBucumocCT OT AaraTta Ha MOJaBaHe Ha 3asBJIEHUETO 1o ail. 1, T. 2
H30K mnpeycranoBsiBa 3amiamaHero Ha cbOoTBeTHOTO MM oT 1-BO ymcno Ha
KaJIeHJJapHUS Mecell, CIeBalll U3THYaHEe Ha CpOKa 110 aj. 2.

Un. 16. (1) (U3m. - ]IB, 6p. 48 o1 2014 r.) 3a oTiiyckane Ha MU ot cimcbka
o wi. 13, an. 2, 1. 1 H30K ckirouBa 10roBOpH € JIMIA, OJIYYUIU pa3pelieHHe 1Mo 4il.
229, an. 2 3JIITXM 3a TeproBus Ha IpeOHO C JIEKaPCTBEHHU NMPOJYKTH.



(2) (Hosa - IIB, Op. 48 ot 2014 r.) Korato numero mo amn. 1 u
PBKOBOJIUTENAT Ha amnTeKkaTa HE CbBIAaaT, JOTOBOPBT CE€ ChIVIACYBA U OT
PBKOBOJUTEIIS HA anTeKaTa.

(3) (U3wm. - [IB, 6p. 67 ot 2011 r., npenumina an. 2, u3m. - [IB, 6p. 48 ot
2014 r.) JloroBopute mo an. 1 ce ckmrouBat 4pe3 aupekTopa Ha P3OK, Ha uusro
TEPUTOPUS € anTeKara, Mpu YCIOBUS U MO PeJl, YCTAHOBEHU B CHOTBETCTBHUE C 4. 45,
an. 15 330.

(4) (Ilpequmna an. 3, usm. - JIB, Op. 48 or 2014 r.) Hanumonannara
3[paBHOOCUTYpUTEIHA Kaca 3aIulalia Ha Juuarta mo ai. 1 3a ormycHaTu ot Tax MU
CJIe/] IPE/ICTaBsHE Ha €JIEKTPOHEH OTYET, U3TOTBEH ChOOPa3HO eIeKTPOHHUS (opmar,
nyOnuKyBaH Ha MHTepHET cTpaHunara Ha H30K.

(5) (Ilpenumna an. 4, usm. - 1B, Op. 48 or 2014 r.) OrnycHatute u
otyeteHn MU ce 3amnamar ot H30K npu ycinoBust U 1o pen, onpeaesieHu B Ta3u
Hapea0a U CKIIFOYEHUTE JOTOBOPH.

Yn. 16a. (Hos - [JIB, Op. 48 or 2014 r.) Hanuonannara
3paBHOOCUTYpHTENHA Kaca 3arutama 3a MU no wi. 16, an. 1 Ha oTmycHanmuTe ru
anTeKd B CPOKOBETE, ONPEACICHU 3a 3allIalllaHe Ha JIGKAPCTBEHUTE MPOIYKTH 3a
JIOMAIITHO JICYCHHE ChITIACHO TJIaBa BTOpa, pa3zaen .

Un. 166. (Hos - JIB, Op. 48 or 2014 r.) (1) HaumonamHara
3/IpaBHOOCUTYPHUTEJIHA Kaca JlaBa yKa3aHWs OTHOCHO pefa 3a TMpEeINuCBaHe U
ornyckane Ha MU ot cniuckbka no ui. 13, an. 2, 1. 1.

(2) Vkazanusara no an. 1 ce myOiMKyBaT Ha MHTEPHET CTpaHMIATa Ha
H3O0K.

Y. 168. (Hos - IB, 6p. 48 ot 2014 r.) (1) (Hom. - JIB, 6p. 95 oT 2018 1.,
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 3aBeIeHUs, CKIIIOUNIH
noroBopu 1o 4. 20, an. 1, T. 4 330 3a oka3BaHe Ha OOJHUYHA METUIIMHCKA ITOMOIIL 1
Ha TPOU3BOAMTENW WJIM THProBUM Ha eApo ¢ MU wuiam TexXHW YIBIHOMOIIEHU
npenacrasuteny, ckiarounnau goropopu ¢ H30K 3a mocraBka Ha MU mo pena Ha
HapenOara mo wi. 11, anm. 1.

(2) Meaumuuckute u3fenust mo aja. 1 ce 3amiamar npu HaIMYde Ha
CIIETHUTE YCIOBHUS:

1. BIOXeEHW ca TpU W3IMBIHCHHE HA KIWHUYHA WHTEKa CBIIACHO
M3HUCKBAaHUATA Ha JAUArHOCTUYHO-JIEUEOHHTE alrOpuTMH 3a U3MBJIHEHHE Ha
ChOTBETHATa KJIMHWYHA ITBTEKA, YCTAHOBCHW B HAIMOHATHUTE PaMKOBH JOTOBOPH,
MPUIOKUMHU TIPe3 ChbOTBETHATA TOJIUHA;

2. (mom. - JIB, 6p. 17 o1 2019 r.) U3IIBIHEHU Ca U3UCKBAHUSATA, CBHP3aHU C
OKa3BaHe Ha OOJIHWYHA MEIUIIMHCKA IMOMOIIl, YCTAHOBEHH B HAI[MOHATHHUTE PAMKOBH
JIOTOBOPH, TIPUJIOKUMH TIPe3 ChOTBETHATA TOJIMHA, KAaKTO W yKa3aHUATA IO TSIXHOTO
MpHIaraHe;

3. (m3m. - JIB, 6p. 95 oT 2018 ., B cuma ot 16.11.2018 1.) oTUETEHM Ca OT
nedyeOHUTe 3aBeleHus Mo ai. | Mo peda, YCTAaHOBEH B HAIIMOHAIHUTE PaMKOBU
JIOTOBOPH, MPUIIOKMMH TIP3 ChOTBETHATA T'OJIWHA.

(3) (Jom. - IB, 6p. 95 o1 2018 ., B cuna ot 16.11.2018 r.) Hanimonanuara
3IpaBHOOCUTYpHTEIIHA Kaca 3arama MU ot ciucbka mo wi. 13, an. 2, T. 2, Oyksa "a"



Ha JieyeOHWUTE 3aBelleHUs Mo aj. 1 cien mpeicTaBsHE HA CJIEAHUTE IbPBUYHU
MEAUIIMHCKN 1 (PUHAHCOBO-OTYETHU JIOKYMCHTH:

1. pakTypa unu enexkTpoHHa GakTypa;

2. cnenuUKaIus 32 BIOKCHUTE MEIUIIMHCKHA U3JENUS 0 ChOTBETHATA
KIIMHUYHA [THTEKA;

3. ex3zeMmIuisip Ha QOpPMYISp 3a BIOKEHU MEIUIUHCKUA W3JCIHs,
cToMHOCTTa Ha KouTo ce 3amaima oT H30K u3BbH 1leHaTa Ha KIMHUYHATA [TbTEKA.

(4) (Uzm. - B, 6p. 95 ot 2018 r., B cuna ot 16.11.2018 r.) JleueOuure
3aBeJICHUS O all. | mpeacTaBAT OTYETHUTE NOKYMEeHTH exemecedyHo B P3OK mo
VIBBpPJCH Tpaduk, OmpenelieH MO pela, YCTAHOBEH B HAIMOHAIHUTE PaMKOBHU
JIOTOBOPH, MPUIIOKUMHU NPE3 ChbOTBETHATA MOJIMHA.

(5) ®opMarbsT Ha OTYETHUTE JOKYMEHTHU C€ JOTOBaps B HAI[MOHAIHUTE
PaMKOBH JIOTOBOPHU, IPUIIOKUMU IIPE3 ChOTBETHATA T'OJMHA.

(6) (Homa - /1B, 6p. 30 ot 2015 r., u3m. - IB, 6p. 95 ot 2018 r., B cuiia ot
16.11.2018 r.) KoraTo nmpu u3nbIHEHNE HAa KIMHUYHATA IThTEKA Ca BIOYKEHU EIIEMEHTH
OT MEJIUIIMHCKYU W3JeUs, MPUHAAJIEKAIIN KbM TTOBEYE OT €AHO TPYMHUPAHE CHITIACHO
cnucbuute mo 4i. 13, an. 2, 1. 2, 6yksu "a" u "6", H30K 3amnaimma cToiHOCT, KOSITO €
cOOp OT IEHHTE IO €JIEMEHTH, OTPa3eHH BBHB (DakTypara, HO HE MO-BHCOKA OT HaM-
BHCOKaTa CTOMHOCT, MOCOYEHA B CIHUCHKA 32 CHOTBETHOTO TPYNHpAHE, OT YHUUTO
€JIEMEHTH € ChCTaBEHa BJIOKEHATa CUCTEMA.

(7) (Hosa - /IB, 6p. 95 or 2018 1., B cua ot 16.11.2018 r.) Hartmonanuara
3IpaBHOOCUTYpHUTENHA Kaca 3aramnia MU ot cniucbka mo wi. 13, an. 2, 1. 2, OykBa "6"
HAa TPOU3BOAMTENN WJIM THProBUM Ha eApo ¢ MU wuiam TexXHH YIBIHOMOIIEHU
MPEACTABUTENH 110 aj. 1 ciiesl mpeACTaBsiHE Ha CICIHUTE IOKYMEHTH:

1. dbakTypa unu enexkTpoHHa GaKTypa;

2. 0obo0IeHa crpaBka 3a JOCTAaBEHUTE W BIokeHUTe MU 10 CHOTBETHH
KIIMHUYHU TBTEKU, OTYETEHU OT JIeUeOHUTE 3aBECHHS IPe3 MPEAXO0IHUS KaJeHIapeH
Mmecetr, noiydena or H30K B usnbiiHeHne Ha joropopure 3a gocrabka Ha MU o pena
Ha Hapenbara mo wi. 11, am. 1;

3. cneunudukanus 3a JOCTaBeHUTEe W BiokeHute MU mo choTBEeTHHU
KIMHUYHA TBTEKH TMpe3 NPEeIXOJHUS KaJeHJapeH Mecell, CHhOTBETCTBalla Ha
KOJIMYECTBaTa 10 CIpaBKaTa 1o 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.) HanmonanHara 3 paBHOOCUTYpUTETHA Kaca 3arialia €KeMeCeuHO
Bioxxenute MU no wi. 13, an. 2, 1. 2 cnex npoBepka Ha JOKyMEHTHTE 10 Wwi. 168, ai.
3 u an. 7 go 30-0 ynciio Ha Mecella, CieaBall OTYSTHHUS.

Y. 17. (1) IIpon3BOOUTENAT WM HETOB YIIBIHOMOILEH MPEICTaBUTEN €
nbxkeH na ysenomu H30K B ciiywauTte Ha:

1. (u3m. - JIB, Op. 48 ot 2014 r.) npoMsiHa Ha THPTOBLUTE Ha €JIpO, KOUTO
e goctaiT MU no antekure/neueOHuTe 3aBesieHus, ckiarounian qorosop ¢ H30K;

la. (HoBa - /1B, 6p. 48 ot 2014 r.) mpoMsiHa B HHpOpMaIusATAa 110 1il. 5, al.
1 uun. 8 or HapenOata mo win. 11, an. 1;

2. (mom. - JIB, 6p. 48 ot 2014 r.) apyru OOCTOATENCTBA, CBBP3aHU C
OCUTypsIBaHE U 3aruiamane Ha M.

(2) YBenomnenuero no aju. 1 ce u3BbpIiBa B 7-AHEBEH CPOK OT HACTHIIBaHE
Ha IIPOMEHMUTE.



Pazgea II.
YcaoBus, pel, MeXaHU3bM U KPUTEPHH 32 3allJIalllaHe HA TUCTHYHH
XpaHu 3a cnenuaaHu meauunuHcku neau (Hos - /IB, op. 48 ot 2014 r., 3aru.
usMm. - JIB, op. 17 oT 2019 1.)

Un. 18. (U3m. - [IB, 6p. 48 oT 2014 1.) (1) (Hom. - JIB, O6p. 62 o 2015 1., B
cuna or 14.08.2015 r., mm. - JIB, Op. 17 or 2019 r.) Hamumonamnara
3paBHOOCUTYpHUTENHA Kaca 3aramia 3a JXCML no un. 1, 1. 7 npegHa3Hadyenu 3a
3a00/sIBaHUs, ONpPEACIICHH B cnuchka mo wi. 45, an. 4 330, KOUTO OTTOBapsT Ha
u3UCcKBaHuATa Ha 3X U MOA3aKOHOBUTE HOPMATHUBHU aKTOBE I10 MPHUJIAraHETO MY.

(2) HanimonanHata 3apaBHOOCHTYpUTENTHA Kaca 3arpiama 3a JIXCMII mo
cnuchk, onpeneneH ot Hapgsopuus ceBer Ha H30K cbhrimacho un. 56, an. 2 330, 3a
€IMHMIIA BEUIECTBO WJIM ONpPE/IeieHa MECEUHa CTOMHOCT.

(3) Haunonannara 3apaBHoocurypurtenta kaca 3amama 3a JAXCMIL no
an. 2, mpU yCIOBHE Y€ TE€ CE€ 3allalmar OT OOIIEeCTBEHU 3APaBHOOCUTYPHUTEITHU
dboHa0BE, NMPU CHIIUTE 3a00IIBAHUS WM WHIUKALIMN HA-MaJIKO B TPU OT CIEIHUTE
nepxasu: Pymbaus, Yexusa, Ecronus, I'spums, YHrapusa, Jlursa, Ilopryramus u
Ucnanus.

Uin. 19. (Hos - B, 6p. 67 ot 2011 r., u3m. - [IB, 6p. 48 ot 2014 1.) (1)
Hanuonannara 31paBHOOCUTYpUTENHA Kaca 3amania 3a JIXCMI ciex nonyyaBane Ha
MMCMEHO 3asBJICHHE OT MPOM3BOAUTENS WM HETOB YITBJIHOMOIIEH MPEIACTaBUTEN, Ue
JKeJlae ChOTBETHMST MPOIYKT Ja Ce 3aruialla Mo pefa Ha Ta3u Hapenda ChbIIIacHO
npuiiokenue Ne 4.

(2) B 3asBnenuero mo an. 1 ce mocoyBar ThProBIUTE HA €APO, KOUTO IIIE
noctaBsat JAXCMI] no antekure, ckimtouniu gorosop ¢ H30K.

(3) KbM 3asBieHueTo ce npujarar:

1. nexnapanus, ye cborBeTHaTta JIXCMII oTroBapsi Ha yCIOBHETO IO L.
18, am. 2, kaTo ce MOCOYBAT KOHKPETHHUTE OOIIeCTBEHU ()OHIOBE B CHOTBETHATa
I'bPIKaBa;

2. JeKiapanus 3a CbIVIaCME€ OT ThPrOBUUTE Ha €IpO, IMOCOYEHU B
3asBIICHUETO, 3a TocTaBka Ha JIXCMII;

3. IeKiapanus, ye ChOTBETHHUAT 3asBUTE]I MOXKE Ja OCUTYpsIBA PETYISIPHO
3asiBenute [JXCMI] 3a nmepuo He mo-Marbk OT 12 KalleHIapHu Mecela;

4. TOKYMEHT, yIOCTOBEpSIBAIL IPEICTABUTEIIHATA BIIACT HA 3asIBUTEIIS.

Un. 19a. (Hos - JIB, 6p. 48 ot 2014 r.) (1) CrnuchksT 1o 4. 18, am. 2
ChIBpXKA:

1. Bug/moasua Ha JIXCMII;

2. Teproecko HaumeHoBanue Ha JIXCMII;

3. dopma/KoINUECTBO;

4. croitrocT, 3amnamana ot H30K;

5. ycToBHs 3a MPEANUCBAHE U OTIYCKaHE;

6. H3OK kon.

(2) CiuchbkbT ce myOauKyBa Ha MHTEpHET cTpanunara Ha H30K.

(3) CiucbkbT MOKE fa Ob/Ie AOMBIBAH BEIHBK TOTUIITHO.



Y. 196. (Hos - IB, 6p. 48 ot 2014 r.) (1) 3a ornyckane Ha JIXCMI]
H3OK ckitouBa 10roBopH ¢ JIKIa, MOAYYUIN pa3penienue no ui. 229, an. 2 3JIIIXM
3a ThProBUs Ha APEOHO C JIEKAPCTBEHU MPOJYKTH.

(2) Koraro nuuero no aji. 1 u ppKOBOAMTENAT Ha anTeKara HE ChbBIAJAAT,
JIOTOBOPBT C€ ChIVIACYBa U OT PbKOBOJMTEIS HA allTeKaTa.

(3) dorosopute 1o ain. 1 ce ckimousat upe3 qupexkropa Ha P3OK, Ha yusito
TEPUTOPHS € anTeKaTa, IPU YCIOBUSA U 10 pell, yCTAHOBEHU B ChOTBETCTBUE C .45,
an. 15 330.

(4) HaronaninaTa 31paBHOOCUTYpUTEIIHA Kaca 3aIulallla Ha JIMILaTa 110 ajl.
1 3a ormycHaru ot Tax JAXCML cien npeacraBsiHe Ha €IEKTPOHEH OTYET, U3TOTBEH
Cb0OOpa3HO €NeKTPOHEH (Gopmar, KOHTO ce MmyOsMKyBa Ha MHTEpHET CTpaHMLlaTa Ha
H30K.

(5) Ornmycnarutre u otuerenn JXCMII ce 3ammamar or H30K mnpu
YCIIOBUS U IO PE€ll, ONPEAEIICHU B Ta3u Hapea0a U CbOOPa3HO CKIFOUYEHUTE JOTOBOPU
o ai. 1.

Ui 198. (HoB - JIB, 6p. 48 ot 2014 1.) (1) [Ipon3BoauTeNsAT HMIIM HETOB
YI'BJIHOMOIIIEH IpescTaBuTen € JurbxeH aa yenomu H30K B cinydaure Ha:

1. mpoMsiHa Ha THpProBUUTE Ha €apo, KouTo mie goctaBat JAXCMI] no
anTekurte, ckirounin forosop ¢ H30K;

2. Apyrd OOCTOATENCTBAa, CBBP3aHH C OCUTYpsIBAaHE W 3arUlalllaHe Ha
JAXCMLI.

(2) YBenomsiBaneTo 1o ai. 1 ce u3BbpIIBa B 7-THEBEH CPOK OT HACTHIIBAHE
Ha IPOMEHHTE.

(3) B ciyuaute mo an. 1 B 5-mHeBeH cpok oT yBemomsBanero H3OK
OTIOBECTSIBa HA MHTEPHET CTPAHMIIATA CH TOJJa/ICHATa HHPOPMAITHSL.

Un. 19r. (Hos - B, ©Op. 48 or 2014 r.) (1) Hauuonamnara
3/[paBHOOCUTYpUTENIHA Kaca JiaBa YKa3aHHWs OTHOCHO pela 3a IMpelnucBaHe U
ornyckane Ha JIXCML], 3amnamanu or H30K.

(2) Ykazanusara no ain. 1 ce myOnMKyBaT Ha MHTEpHET CTpaHMLATa Ha
H3O0K.

Y. 19a. (Hos - JIB, 6p. 48 ot 2014 r.) (1) IIpousBoauTENsAT UK HETOB
YIIBJIHOMOIIIEH IpeacTtaBuTen Moxke na mnojaae no H3OK 3asBnenue covriacHo
npuioxenue Ne 30, de xenae /1a ce mpeKpaTH 3ariamanero Ha cborBeTHaTa JJXCMIL]
0 peJa Ha Ta3u Hapeaoa.

(2) B 3asBnenuero mo an. 1 ce mocouyBa CpPOKbBT, O KOWTO Iie Obaar
OcUTypsiIBaHU KonuyecTBa oT choTBeTHaTa JIXCMII, kato Toil He Moxe a Obae mo-
KpaTbK OT TPU Mecella.

(3) B 3aBucuMoOCT OT jataTa Ha nmoAaBaHe Ha 3asBieHueTo o ain. | H30K
IpeycTaHOBsBa 3amuianjaHero Ha cboTBeTHata JIXCMI[ ot 1-Bo umcino Ha
KaJIEHIapHUS MECeEll, CJIe/IBall] U3THYaHE Ha CPOKa 10 ail. 2.

(4) B cnyuaute mo an. 1 B 5-1HEBEH CpPOK OT IOJIaBaHE Ha 3asBJIECHUETO
H30K onoBectsiBa Ha MHTEpHET CTpaHMIATa CU HUHPOpPMALUATA, IOCOYEHA B
3asIBJIICHUETO.



I'maBa yerBbpTA.
YCJIOBUS, KPUTEPUN U PEJl 3A IOTOBAPSAHE HA OTCTBIIKHA
3A JIEKAPCTBEHUMTE INPOAYKTHU (HOBA - IB, BP. 67 OT 20111T.,
3AIJI. U3M. - /IB, BP.48 OT 2014 I'., U3M. - /IB, bP. 62 OT 2015T'., B
CUJIA OT 14.08.2015T'.)

Paznea I.

YciaoBusi, KpUTEPUH U pell 32 MPOBekKAaHe HA 32 IbJKUTETHO
HEeHTPAJTU3MPAHO I0OTOBAPsiHEe HA OTCTHIKH 32 JIeKAPCTBEHH NMPOAYKTH,
BKJIIOYEHH MJIM 32 KOUTO € ToJAaAeHo 3asiBiaeHue 3a BKawuBane B IIJIC mo
wi. 262, aj. 6, . 1 u 2 3JIIIXM (Hos - JIB, 0p. 48 ot 2014 r., 3arua. u3m. -
AB, op. 62 ot 2015 r., B cua1a ot 14.08.2015 r.)

Y. 20. (Hos - JIB, 6p. 67 ot 2011 r., u3m. - JIB, 6p. 62 ot 2015 ., B cuna
ot 14.08.2015 r.) (1) (U3m. - AB, Op. 89 ot 2017 r., B cuna ot 07.11.2017 r., uzm. -
B, 6p. 17 or 2019 r.) Ha ocnoBanue un. 45, an. 10 u 21 330 H30K exeroano
MPOBEX/IA 3aABIKUTEITHO [IEHTPAIIM3UPAHO JTIOTOBAPSHE HA OTCTHIIKH 3a:

1. (mom. - JIB, 6p. 17 ot 2019 r.) nekapctBenu npoayktu ot I1JIC mo .
262, an. 6, 1. 1 3JIIIXM, 3a xouto croiiHocTTa, 3armamana ot H30K, ce usunciaasa
Yype3 rpynupaHe, B KOETO He y4acTBaT JEKapCTBEHH MPOIYKTH Ha APYTU MPUTEKATEITN
Ha paspelieHue 3a yrnorpeda, ¢ U3KJIIOUEHHE Ha TCHEPUUHUTE JIEKAPCTBEHH TIPOYKTH
Y Ha JIKapCTBEHUTE MPOAYKTH 110 ui. 29 3JIIIXM;

2. (m3m. - IB, 6p. 17 ot 2019 r.) nexkapctBenu npoayktu ot [1IJIC mo ui.
262, an. 6, T. 2 3JIIIXM, 3a kouto cTroiiHOCTTa, 3amnamana or H30K, ce uzuucinsana
ype3 TpynupaHe, B KOETO HE yJacTBaT JICKAPCTBEHU IIPOYKTH Ha IPYTH MPUTEKATEIN
Ha pa3pelieHue 3a ynorpeda, ¢ M3KIIOUEHHE Ha TeHEPUUHUTE JIEKApPCTBEHU MPOTYKTH
U Ha JIeKapcTBeHUTE NpoaAyKTH 1o wi. 29 3JIIIXM, BkIItoueHH ca B aKeTa, onpeesieH
¢ Hapeabara o ui. 45, an. 2 330, u KouTo:

a) ca MpeHa3HAuYCHU 3a JICYCHUE Ha 3JI0KaYeCTBEHHU 3200 IsIBaHNUS,

0) ce mpwiarar MpH >XKUBOTO3ACTpallaBalll KPbBOU3IUBU M CIEIIHU
OTICpaTUBHU ¥ HHBA3UBHU WHTECPBEHITUY TPH TAIIMCHTH C BPOJCHH KOAT'yJIONATHH;

3. JeKapCTBEHW MPOAYKTH C HOBO MEXIYHApOJHO HEMATEHTHO
HAaWMEHOBAHHE, 32 KOUTO € TO/Ia/ICHO 3asiBJICHHUE 3a BKIIIOYBAHE BHB:

a) [IJIC mo um. 262, an. 6, 1. 1 3JI[IXM;

0) (mom. - JIB, 6p. 17 ot 2019 r.) IIJIC mo un. 262, an. 6, 1. 2 3JIIIXM,
KOTaTo Te3U JICKAPCTBEHU MPOAYKTHU ca BKIIOYCHH B MaKeTa, FapaHTUPaH OT Ol0KeTa
Ha H3OK, npennazHadeHu ca 3a JieyeHHE Ha 3JI0KaUECTBEHHM 3a00JsiBaHUS U 3a
JKUBOTO3acTpalllaBalll KpPBHBOM3IMBH U CIEIIHM ONEPaTUBHU W WHBAa3UBHU
WHTEPBEHIIUM TIPH MAIMEHTH C BPOJIEHU KOAryJomaTHH U MOAJIekKaT Ha 3alUialiaHe B
OOTHMYHATA METUIIMHCKA TOMOIN W3BBH CTOWHOCTTa HAa OKAa3aHUTE MEIUIIMHCKHU
YCIIYTH.

(2) HoromapssHeTo mo an. | ce mpoBexaa ¢ NpUTEXKATEIUTE Ha
paspenieHusTa 3a yrnorpeda Ha ChOTBETHUTE JICKAPCTBEHU MPOAYKTH WA C TEXHU
YITBITHOMOIIICHH MTPEICTaBUTEH.

Un. 20a. (Hos - JIB, 6p. 49 ot 2012 r., u3m. - /IB, 6p. 30 ot 2015 1., OTM. -
B, 6p. 62 ot 2015 1., B cruta ot 14.08.2015 1.)



Y. 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 1.) OTCTBIIKA 32 BCHYKH JICKAPCTBEHHU
npoayktd no wi. 45, an. 10 u 21 330 Ha enuH mpuTeXaresl Ha pa3pelieHue 3a
ynotpe0a/HeroB yImbIHOMOILEH MPEACTaBUTEN WM Ha Pa3IU4YHU MPUTEKATEIH Ha
paspemieHusi 3a ymnorpeda, KOWTO ca YIBIHOMOUIWIA €AWH OOl TpPeICTaBHUTEI,
pasmnpenenena usisio B noi3a Ha H30K nox ¢popmara Ha Bb3cTaHOBABaHE HA Pa3XO/IH,
B 0011 pa3zmep He nmo-manbk oT 10 Ha cto oT pasxomure Ha H3OK 3a choTBeTHO
TPUMECEUHE 32 JIEKAPCTBEHUTE MPOITYKTH;

2. (ot™. - 1B, 6p. 17 o1 2019 1.)

3. (m3m. - JIB, Op. 17 or 2019 r.) MEIMIMHCKHA YCIYyTd W3BBH ITaKeTa
MeIuIMHCKa oMol o wi. 45, an. 2 330, ocurypsiBaHu 3a CMETKa Ha IPUTEKATENS Ha
paspelieHueTo 3a ymnorpeda, CBBbp3aHM C JUATHOCTHKATa M IPOCIEASBAHETO Ha
JICYCHUETO Ha 3a00JIIBaHE ChC CHOTBETHHTE JICKAPCTBEHHU IMPOIYKTH, KAaTO BUIBT,
CTOMHOCTTAa U W3MBIHUTEIUTE Ha MEIUIUHCKUTE ycayru ce ompenenst ot H30K,
CHIIIACYBAHO C MPUTEKATENS HA Pa3pelIeHUETO 3a yIoTpeoa;

4. oTcTBhIKAa OT CTOMHOCTTa 3a OINAKOBKa, H3YHCIeHa Ha 0aza
pedepenTHaTa CTOWHOCT Ha CHOTBETHHS JIEKAPCTBEH MPOIYKT 10 wi. 45, an. 10 330,
3amaman yactuyHo oT H3O0K, kosATo ce pa3mpenens 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 6romkera Ha H30K (pedepentHaTa
CTOWHOCT), 32 4aCT OT TE€PaNeBTUYHUTE MY NTOKa3aHUs C€ U3UUCIIABA Upe3 IPyMHUpaHe,
B KOETO y4acTBaT JICKAPCTBCHH MPOIAYKTH HA JAPYTU MPUTESKATEITH HA Pa3pelicHue 3a
yrnotpe0a, a 3a OCTaHAIUTE TePANleBTUYHU MMOKA3aHUsI Ce U3YUCIIABA YpE3 IPyHUpaHe,
B KOETO HE y4acTBaT JICKAPCTBEHU MPOJYKTH HA APYTH MPUTEKATEIU HA pa3peiicHue
3a ynoTpeba, 3a MOCIeTHO MOCOYSHUTE TTOKa3aHuUs MPUTEKATENST Ha pa3peleHueTo 3a
ynotpe0a/HeroB ymbiHOMOLIeH npeacrasuren npeaoctass Ha H30K orcThnka no an.
I, T. 1 B TakbB pa3mep, KOMTO BOAM J0 U3paBHsBaHE Ha pedepeHTHATa CTOWHOCT 3a
BCUYKH TTOKA3aHUSI.

(2) 3a mekapcTBeH TMPOAYKT C HOBO MEXIYHAPOJHO HEMAaTEHTHO
HaMMEHOBaHHUeE, 32 KOUTO € MoJaeHo 3asBiaeHue 3a Bkirousane B I1JIC mo wi. 262, an.
6, 7. 1 wim 2 3JIIIXM, 3aabmKUTENIHO c€ JOroBaps OTCThIIKAa OT 3asBEHaTa 3a
obOpasyBane 1eHa 1o wi. 8, ai. 2 oT HapenOara 3a ycioBusita, mpaBwiata u peaa 3a
peryivpaHe U perucTpupaHe Ha IEHUTE Ha JIEKQpPCTBEHUTE MPOAYKTH CHOOpPa3HO
nporuo3nust Oropker Ha H3OK 3a choTBeTHUHS moroBopeH mepuon. PasmepsT Ha
OTCTBIIKAaTa Ce€ JOroBaps B CHOTBETCTBHE C JOKIAJa 3a OLIEHKA Ha 3JpaBHUTE
TEXHOJIOTHH, H3TOTBEH U YTBBP/ICH 110 pea Ha HapenbaTa mo wi. 262, an. 4 3JIIIXM.
JloroBapsiHeTO Ha OTCTHIIKATa € YCIOBHUE 32 BKIIIOUBAHE HA JICKAPCTBEHUS MPOAYKT B
[JIC chraacuo wi. 262, an. 10 3JIIIXM u He ce cuuTa 3a MPOBEACHO 3aBIDKUTEITHO
JIOTOBapsIHE HA OTCTHIIKU KaTo ycioBue 3a 3amnamnianero my or H30K. IlporeHTsT Ha
OTCTBITKATA CE 3aIla3Ba CJie/l yTBhPKIaBaHe Ha I[eHa Ha JICKApCTBEHUS MPOIYKT, KAaKTO
U TIpU HEfHA TPOMSIHA.

(3) (M3m. - IB, 6p. 17 o1 2019 1.) OTcThnKaTa mo ain. 1, T. 1 moxxe 1a Ob1€
JIOTOBOPEHA B pa3NIMUCH pa3Mep 3a Pa3IMuHU TePANeBTUYHU MMOKa3aHUS Ha JIEKAPCTBEH
MIPOYKT.

(4) IlpurexartenarT Ha  pa3pelieHHEeTO 3a  yINOoTpeOa/HEeroBUST
VITBITHOMOIIICH MPEJICTABUTEN pa3mpeielis OO pa3Mep Ha KOMITCHCAIIUATA 110 CBOS



MPELIEHKA BbPXY BCEKH JIEKAPCTBEH MPOAYKT, KOETO € yacT oT poroopa my ¢ H30K u
HE C€ OIMOBECTSBA MYOIUYHO.

(5) (M3m. - B, 6p. 17 ot 2019 r.) Beceku mputekaren Ha pa3pelieHue 3a
yrnotpeda/HeroB YyIbJIHOMOIICH MPEACTABUTEN JIOTOBaps caMo OTCThIKA 1o ai. 1, T. 1
WJIM KOMOMHALMA OT OTCThOKM Mo a1 1, T. lu 3wmmmo an. 1, 1. 1,3 u 4.

(6) (Or™m. - 1B, 6p. 17 0T 2019 1.)

(7) (U3m. - IB, 6p. 17 ot 2019 r.) 3a KOHKpPETEH JEKAPCTBEH MPOAYKT,
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 MUHUMATHHS
pa3Mep, yCTaHOBEH B all. 1, T. 1, 10 U3KIIIOUEHUE U CIIe/] TPEIOCTaBsiHE HA MOTUBUPAHO
NUCMEHO CTAHOBUIE OT CBOTBETHHS TIPUTEXKATENl HA Pa3peUICHHETO 3a
ynotpeba/HeroB ymbeiaHoMolteH npeacrasurea H30K moxe ga ckirodu A0roBop 3a
OTCTBITKA TIOJIT MUHUMAITHUS pa3Mmep. To3u MEeXaHW3bM Ce Mpuiara, KoraTo € HaluIe
JIUIICa Ha JIEKapCTBEHA ajJTepHATHBA 3a JICUEHUE WU ChUIECCTBYBALIUTE alTePHATHUBU
Ca ChC 3HAYUTEITHO ITO-BUCOKA CTOMHHOCT.

Ui 22. (Hos - JIB, 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) (MU3m. -
B, 6p. 17 ot 2019 r.) OrcThnkuTe 1o wi. 21, an. 1, T. 1 ce Bb3CTaHOBABAT MPSAKO HA
H30K ot mpurexarenss Ha pa3pemieHHETO 3a YNOTPeOa/HETOBHS YITBIHOMOIICH
npencraButen oT u3Bbpiienure oT H30K pa3xoau 3a 3amnanianeTo uMm cien Kpas Ha
I'BPBOTO, BTOPOTO M TPETOTO TPUMECEUHE Ha TEKyllaTa KaJeHIapHa TOAHWHA, a 3a
YeTBbPTOTO TPUMECEUHE CE 3aIljlallaT aBaHCOBO 10 15 HoeMBpH Ha Oa3aTa Ha peaaTHus
pazxon Ha H30K 3a Tperoto Tpumeceuue. Jlo Kpas Ha I'bpPBOTO TpUMECEUYHE Ha
cleqBamiaTa KajleHaapHa ToHa ce U3BbPIIBAa ChOTBETHO U3PaBHSIBAHE.

(2) (Or™m. - 1B, 6p. 17 01 2019 1.)

(3) (Or™m. - 1B, 6p. 17 01 2019 1.)

(4) (Otm. - 1B, 6p. 17 oT 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 4wi. 21, am. 1, T. 3 ce mpegoctaBs OT
NPUTEXATEN Ha pa3pelIeHneTo Ha yrnoTpeOa/HeroBUs yI'bJIHOMOILEH MpeICcTaBUTEN
noa (opmara Ha cpenctsa, ¢ kouto H30OK 3amnama 3a chOTBETHUTE METUIIMHCKH
YCIYTH Ha ONpEJeNIEHUTe OT Hesl M3IbJIHUTEIN Ha MEAMIIMHCKA ToMolll (pedepeHTHH
Je4eOHM 3aBEACHMUS).

(11) (HoBa - IB, 6p. 17 ot 2019 r.) [loroBopeHara oTcThIKa 1Mo 4wi. 21, ai.
1, T. 4 ce mpenocTaBs aBaHCOBO ChOOPAa3HO YCIIOBUATA M CPOKOBETE, IOCOUYCHH B HII.
231, OT mpuUTeXkaTelns Ha pa3pelIeHHeTO 3a YNoTpeOa/HeroBHsl YI'bIHOMOILEH
npencrasutes Ha H30K Ha 6a3a Ha IpOrHO3HUTE KOJIMYECTBA B MPEAJIOKEHUETO T10
y. 23, an. 3 3a ChOTBETHUS JIEKApCTBEH MPOAYKT, KaTo JAOrOBOPBT 3a OTCTBIIKATa
3aBJDKUTEITHO ChABPIKA!

1. mokyMmMeHTanusTa, JOKYMEHTOOOOpPOTa M CpPOKOBETE 3a OTYHTAHE U
3aIuTaniaHe Ha OTCTBIIKATa;

2. ycloBuUSTa W pefa 3a MperocTaBsHe Ha OE3yCIIOBHM U HEOTMEHSEMH
0aHKOBM TapaHIIMM, KOWUTO 00e3le’YaBaT BBH3CTAHOBSBAHETO OT NpPUTESKATENs Ha
paspelnieHueTo 3a ynorpeOa/HeroBusi ymbiHoMolneH mnpenacrasuten Ha H3OK Ha



cpencTBaTa, 3alUIaTeHH Ha JIMIaTa Mo wWi. 7, aia. 1 Haj aBaHCOBO IJIATEHUTE CYMH 3a
oTcThIKaTa o wi. 21, an. 1, 1. 4;

3. pema 3a mpomsHa Ha pa3Mepa Ha OTCThIIKaTa IPH IPOMSHA Ha
pedepenTHaTa cToHOCT Ha JekapcTBeHus npoaykt B [1JIC.

(12) (Ilpegumaa an. 11, u3m. - IIB, 6p. 17 ot 2019 r.) JloroBopenure
OTCTBIIKM WJIM KOMOMHALIMS OT OTCTBIIKM HE MOraT jJa BOAST JO yBeJIMYaBaHE Ha
croitHoCTTa, 3armtamana oT H30K 3a nedunupana qHEBHA A03a WIH 3a TEPANICBTUYCH
Kypc 1o INN cbc chOTBETHHUS IEKAPCTBEH MPOAYKT U HA Cpe/IHATA TOUIITHA CTOMHOCT
Ha JICYCHHE Ha MAlUEHT C TO3HU JICKAPCTBEH MPOJIYKT, CIPSIMO MPEIX0IHATA TOIHUHA.

Ui 23. (Hog - JIB, 6p. 49 ot 2012 r., u3m. - JIB, 6p. 62 ot 2015 ., B cuna
ot 14.08.2015 r.) (1) HauuonannaTta 3ApaBHOOCUTYPHUTEJIHA Kaca €XEerogHo 1o 1
OKTOMBpH TNyOnMKyBa Ha o(QuIMaHaTa CH WHTEPHET CTpaHUIlA TIOKaHa [0
MPUTEKATEIIUTE HA Pa3pelIeHus 3a yrnoTpeda Ha IEKapCTBEHUTE MPOAYKTH 110 1. 20,
an. 1/TexHu YI'BIHOMOIIEHHU MPEACTABUTEIM 3a MPEACTaBsIHE Ha MPEIJIOKEHUS 3a
orcTbnkd mo wi. 21, an. 1, 1. 1, 3 u 4.

(2) INokanara 1o ait. 1 ceabpika:

1. agpecaTuTe Ha NOKaHaTa;

2. BUJIOBETE JIEKAPCTBEHH MPOJIYKTH, 0OEKT Ha JOTOBAPSHETO;

3. KpaeH CpOK 3a 10JIaBaHe Ha MPEJIOKCHUATA;

4. MACTO M HAYWH 3a MOJaBaHE Ha IMPEIOKEHUATA U JIUIE 32 KOHTAKT -
ciyxuren Ha H30K.

(3) B ennomecedeH cpok OT NyOJIMKyBaHE Ha IOKaHaTa Mo ai. 1
MPHUTEKATESIAT HA Pa3pelICHHETO 3a YrmoTpebda Ha JIEKapCTBEH NPOIYKT/HETOB
yI'bJIHOMOIIIEH NipeacTaButen npeactass B H3OK mpennoxxenue 3a OTCThIKA/U.

(4) B cnydaute no uit. 4a, an. 1, 3 u 5 npu onpezesieHo HUBO Ha 3arjlallaHe
100 Ha cTo, KaKTO M B ciydyauTte 1o 4wi. 4a, an. 6 nmpUTeXaTeanuTe Ha pa3pelieHus 3a
ymorpeba Ha JICKAPCTBCHHW TPOMYKTH/TEXHHTE YITBIIHOMOIICHH TIPEICTABUTEIIN
MOJ1aBaT MPEII0KEHHS 32 OTCTHIIKH HE TO-KbCHO OT 20 paObOTHH JHU MpEeau U3THYaAHE
Ha CHOTBETHHUS JIBaHAJIECETMECEUEH IMepuoja 3a 0000IIaBaHe Ha WHQOpManuara oT
H3O0K.

(5) (U3m. - JIB, 6p. 89 or 2017 r., B cuna ot 01.01.2018 r.) Kem
MPeIOKEHHUATA 110 all. 3, KAaKTO ¥ KbM MPEI0KEHUSTA 33 JOTOBApsHE HA OTCTHIIKU B
ciaydaute mo wi. 21, ain. 2, mpuUTeXaTeNIWTe Ha paspelieHus 3a yrnorpedba Ha
JIEKapCTBEHUTE MPOIYKTH/TEXHHU YIIBIHOMOIIEHH MPECTaBUTENN IPUIIarat CiIeIHUTE
JIOKYMEHTH:

1. uHdopmamusi OTHOCHO €IUHHHS WACHTU(UKAIMOHEH KOA Ha
JIPYKECTBOTO WJIM KOOIEpaIusATa OT THPTOBCKHS PETHCTHP, a 3a JApPYKeCcTBara,
pErUcCTpUpaHu B IbprKaBa - YleHKa Ha EBpomneickus chio3, UM B IbpKaBa - CTpaHa
no CropazymeHneTo 3a EBpOINEHCKOTO MKOHOMHUYECKO MPOCTPAHCTBO - KOIKE OT
JIOKYMEHT 3a aKTyallHa PeTUCTpallis 0 HAIMOHATHOTO 3aKOHOIaTEJICTBO, U3a/IeH OT
KOMIIETCHTCH OpraH Ha CHOTBETHATa IbpXKaBa, HE TMO-KBCHO OT 6 Mecema Mpeau
MoJlaBaHe Ha 3asgBJICHHETO; WHGPOpMAIMATAa C€ MPEIOCTaBsl 3a MPUTESKATENS Ha
paspemieHueTo 3a ymnorpeba, a B cioydall 4e MpeaioKEHUETO Cce ToJaBa oOT
VITBITHOMOIIICH MPEICTAaBUTEN - U 32 YIIBIHOMOIIEHUS TIPEICTABUTEIL;

2. IIBTHOMOIIIHO 3a YYacTHEe B JOTOBapsSHETO, B T.4. M 3a IMOJaBaHE Ha
NpeUIoKEHNEe 3a OTCTHIKA/M - B Clydaid ue TMPEAJIO)KEHHETO Cce IojiaBa OT
VITBITHOMOIIICH IIPEICTAaBUTET Ha MTPUTEKATEIIS Ha pa3pelIeHueTo 3a yrorpeda; Korato
I'BJIHOMOIITHOTO € U3/1aJICHO Ha UY>K]] €3HK, KbM HETO ce MpuJara mpeBo/i Ha ObIrapcku
€3WK, U3BBPIICH OT MPEeBOjad, KOHTO WMa CKJIIOYCH JIOTOBOP ¢ MHHHCTEPCTBOTO HA



BBHILIHUTE PAa0OTH 3a U3BBPILIBAHE HA O(UIIMATHYU IPEBON; B II'BIHOMOIIHOTO CJIEABA
na ObaaT MOCOYEHNU KOHKPETHUTE JIGKAPCTBEHU MPOAYKTH 1o wi. 20, an. 1 ¢ TexHure
MEXyHAapOJHU HENATEeHTHU HaMMEHOBAHMSA M ThPrOBCKM HAaMMEHOBAaHMS, 3a KOMTO
IIPEJICTABUTEIIAT € YII'BIIHOMOILIEH;

3. Ipyr" OTHOCUMHU JOKYMEHTH.

(6) Ilpemnoxenusita ce mojgaBar B JACJIOBOACTBOTO Ha lleHTpasnHOTO
ynpasienue Ha H30K B 3anedaran Henpo3padeH IUIMK C HEHapylleHa LsI0CT, BbPXY
KOMTO c€ II0COYBAT MOAATENST U aAPEC 32 KOPECIIOHICHLUS.

Un. 23a. (Hos - [IB, 6p. 62 ot 2015 r., B cunma ot 14.08.2015 1.) (1)
Pasrnexxnanero Ha mpemiokKeHHSTa MO Wi. 23 W JOroBapsSHETO HAa OTCTHIKH Ce
M3BBPILBA OT MOCTOSTHHO JAeiicTBama komucusi ot cayxkurenu B H30K, onpenenena
cwe 3anoBes Ha ynpasutens Ha H3OK. B 3anmoBenra ce ompezens mpejaceaaresn Ha
KOMHUCHSITA, HETOB 3aMECTHUK U PE3EPBHU WICHOBE.

(2) B cbcTaBa Ha KOMUCHATA 33BIDKUTEIIHO C€ BKIIOYBAT MPABOCIOCOOEH
IOPUCT, JICKap/MarucTbp-hapMareBT 1 UKOHOMHCT.

(3) UnenoBere Ha KOMHUCHSITA ca JUTBKHU Ja TMa3saT B TaiiHa
00cTosTEeNCTBAaTa, KOUTO Ca Y3HAJIM BB BPh3Ka ChC CBOsSITA paboTa B KOMUCHSTA, 32
KOETO MOJIMKCBAT JAeKIapalusl.

(4) (U3m. - [IB, 6p. 89 o1 2017 r., B crta ot 07.11.2017 r.) Komucusita o
an. 1 u3BBpIIBA MPOBEPKA HA MOCTHIWINTE MPEATIOKEHUS 32 CHOTBETCTBUETO MM C
M3UCKBaHMATA HA Hapeabdara, KaTo MMa IMpaBo Ja MOKMCKAa OT YYaCTHHUK B CPOK 110 3
paboOTHM NHU Ja OTCTPaHU YCTAaHOBEHUTE HEPEAOBHOCTH W/WIIM Ja MPEAOCTaBU
JOITBITHUTEITHA HHPOPMAITHSL.

(5) B ciyyail ye yyacTHUK HE OTCTpaHH HEPEIOBHOCTUTE W/UIU HE
MPEeI0CTaBU U3MCKaHaTa JOIBIHUTEIHA HHPOPMAIIHS B ONIPEACIICHUS CPOK, CE CUUTA,
Ye 32 ChOTBETHUTE JICKAPCTBEHU MPOJYKTH HE Ca IOTOBOPEHU OTCTHIIKH.

(6) [Ipencenarenar win HETOBUAT 3aMECTHHUK W JIBaMa OT 4YJICHOBETE Ha
KOMUCHSITA C€ MOJMKUCBAT BHPXY BCSIKA CTPAHUIIA OT MPEUI0KEHUETO Ha KaHIuaTa.

(7) Komucusita o an. 1 u3rots rpaduk 3a qaTaTa ¥ 4aca 3a IpOBEK/IaHe
Ha MPEroBOpH C JIOMYCHATUTE y4acTHULHU. ['padukbT ce o0sBABa Ha oduiMamTHATA
uHTepHeT ctpanuna Ha H30K He mo-kbcHO OT 5 paOOTHHM IHU Npeau 3aloyBaHE Ha
MIPETOBOPUTE, 33 KOETO YYACTHUIIUTE CE CUUTAT 3a YBEIOMEHHU.

(8) Ipn HEOOXOIMMOCT MJIU TIO MPEIeHKa Ha KOMHUCHSITA YIaCTHUK MOXKE
na ObJe TOKaHEH BTOPU MBT 3a MPOBEXKIAHE HA TMPErOBOPU MO JOMBIHUTEITHO
omnpeneneH rpaduxk.

(9) (U3m. - [IB, 6p. 89 ot 2017 r., B cuna ot 07.11.2017 r.) Komucusira
ChCTaBs TMPOTOKOJIM 3a CBOsiTa paboTa M C pelieHre OoOsBsiBa pe3yJTaTUTE OT
MIPOBEJCHOTO J0TOBapsiHE, KaTO MOCOYBA:

1. 3a orcTbnku no wi. 21, an. 1, 1. 1 - pena 3a onpezensHe Ha pa3Mepa Ha
JIOTOBOpEHAaTa OTCTHIIKA M pa3Ipe/le]ICeHHEeTO Ha OOIIMs pa3Mep Ha KOMIIEHCAIUsATA
BbPXY BCEKH JICKAPCTBEH MPOAYKT, KaKTO M TPOTHO3HUTE KOJIMYECTBA 3a BCEKH
JIEKapCTBEH MPOJIYKT;

2.3a OTCTBHIKM 110 WiI. 21, air. 1, T. 3 - BHAa, CTOMHOCTTA ¥ U3ITBIHUTEIINTE
HAa 3aIUTal[aHUTEe METUIIUHCKU YCIYTH;

3. (aoBa - JIB, 6p. 17 ot 2019 r.) 3a orctenku mo wr. 21, an. 1, 1. 4 -
pa3Mepa Ha JOTOBOPEHUTE OTCTHIIKU U MPOTHO3HUTE KOJUYECTBA 3a BCEKU JIEKAPCTBEH
MPOJIYKT.

(10) (M3m. - IB, 6p. 19 ot 2020 r.) B 20-1HEBEH CPOK OT YTBBPK/IaBaHE
Ha pemieHueTo 1o an. 9 or ymnpaBurtens Ha H30K xomucusta M3roTBsi MpoekTH Ha



JIOTOBOPH, KOUTO MPEACTaBs Ha MPUTEXKATEIUTE HAa pa3pelleHus 3a ynoTpeda/TeXHure
YI'BJIHOMOIIICHH MPEJICTABUTEIIN 32 MOJIIHUC.

(11) (U3m. - 1B, 6p. 19 ot 2020 r.) IIpoekture Ha moroBopu 1o ai. 10
3aIBJKUTEITHO ChIbPIKAT:

1. TOrOBOpEHUTE OTCTHIIKM MO al. 9;

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

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

4. (moBa - 1B, 6p. 89 ot 2017 r., B cuna ot 07.11.2017 1., mom. - JIB, Op.
19 ot 2020 r.) IPOrHO3HUTE KOJIMYECTBA 32 BCEKH JIEKAPCTBEH IMPOJIYKT, 3a KOMTO ca
JIOTOBOPEHU OTCTBIIKH;

5. (moma - IB, 6p. 17 ot 2019 r., m3m. u gom. - [IB, 6p. 19 ot 2020 r.)
3alUIallaHe Bb3 OCHOBA HA pe3yJTaTa OT TepaluATa, KoraTo TakoBa € J0IrOBOPEHO 3a
JICKapCTBEHU MPOJAYKTH, 32 KOUTO € OINpeAeNieHO Mpocie[sBaHe Ha edekra oT
TepanusATa cbriaacHo wi. 259, am. 1, 1. 10 3JIIIXM, kakTo ¥ BB3CTaHOBSIBAHE OT
NpUTEXKATEIUTE Ha pa3pelieHus 3a yhnoTpeda WIM TEXHH YI'BIHOMOIIEHU
npeacrasutenn Ha H30K nHa 3anmaTeHuTe cpeacTsa rnpu JIumca Ha pe3yiTar;

6. (moBa - JIB, Op. 19 or 2020 r.) 3agb/DKEHHsS Ha CTpPaHUTE TPH
MpUJIaraHeTo Ha MEXaHU3Ma, TapaHTUpal] MPEIBUIUMOCT U YCTOWYHUBOCT Ha Or0/KeTa
Ha H30K no un. 45, an. 29 330, cnpsAMO BCHYKM JIEKapCTBEHU NPOAYKTH Ha
MpUTEKATEId HA pa3pelieHUeTo 3a yrnoTpeda, 3araiiaii HallbIHO WM YaCTUYHO OT
H3O0K;

7. (mpemumaa T. 3 - 1IB, Op. 89 ot 2017 r., B cuna ot 07.11.2017 r.,
npenumHa 1. 5 - JIB, 6p. 17 ot 2019 r., npenumina T. 6 - /IB, 6p. 19 ot 2020 r.) npyru
YCIIOBUSL.

(12) (U3m. - IB, 6p. 89 oT 2017 1., B cruma ot 07.11.2017 1., u3m. - JIB, 6p.
19 ot 2020 r.) JoroBopute 3a oTcThIKU 10 wi. 21, am. 1, T. 1 w/umm 3, w/unm 4 ce
CKJTIOYBAT 710 | MapT Ha cle/Balara KajleH1apHa roJJuHa U BIu3aT B cuiia oT 1 sHyapu
Ha MTOCOoYeHaTa roJIMHa.

(13) (Homa - 1B, 6p. 19 ot 2020 r.) JIekapcTBEHH MPOAYKTH, IMOAJIEKAIIN
Ha 3aIbJDKUTEIHO IIEHTPAIM3UPAHO JJOTOBAPSIHE HA OTCTHIKM 1o ui. 21, an. 1, 1. 1, 3a
KOUTO HE Ca CKJIIOUEHHU JOTOBOPH B Cpoka 1o ai. 12, He ce 3amtamar or H30K ot 1
MapT Ha MMOCOYEHaTa roJuHa. 3a mepuoda oT | sHyapu no 1 MapT Ha mocodyeHara
roJINHA JIeKapCTBEHUTE NpoaykTH ce 3armtamat oT H30K u 3a Tax nputexarenure Ha
paspelieHusaTa 3a yrnorpeda/TeXHUTE YIBIHOMOIICHU TMPEICTABUTENN IbJKAT Ha
H3OK oTrcTbhnku B MUHUMAJIHUS pa3Mep, MocoueH B wi. 21, an. 1, T. 1.

(14) (Hosa - JIB, 0p. 19 ot 2020 r.) loroBopute 3a OTCTHIKH IO Wi. 21,
al. 2 BAM3aT B CUJIa TIPU YCIIOBUE, Y€ JIEKAPCTBEHUTE MPOAYKTH, TPUHAICKAIIHN KHM
HOBO MEXIYHAPOIHO HETIATEHTHO HAaUMeHOoBaHue, 0baT BrtoueHu B [1JIC mo wit. 262,
an. 6, T. 1, cborBeTHO Mo WiI. 262, ai. 6, T. 2 ot 3JIIIXM u oT garaTa Ha 3amIaliaHeTo
Ha jiekapcTBeHuTe npoayktu oT H30K mpe3 cienBaiiara kajieHpapHa roJyuHa.

(15) (Hoa - ZIB, 6p. 19 ot 2020 r.) 3a nekapCTBEHHUTE MHPOAYKTH,
MIPUHAJISKAIT KbM HOBO MEKIYHApOIHO HETATEHTHO HaWMEHOBAaHUE, BKIIFOYCHH B
[To3uTUBHUS NEKAPCTBEH COUCHK MO Wi. 262, ain. 6, T. 1 unu 2 ot 3JIIIXM:

1. mo 30 cenTeMBpH Ha TeKyllara TOJMHA, 32 KOUTO 3a IIbPBU IBT LIE CE
3amania ot 6romkera Ha H30K, mogaBaneTo Ha peIoKEeHHs, TAXHOTO pa3riexkaaHe
U JIOTOBapsIHETO Ha OTCTBOKU To ui. 21, an. 1, . 1, 3 w/unu 4 ce u3BbpuIBa NpH
yCIIOBUSATA U 110 pefa Ha wil. 23 u 23a;



2. cnen 30 cenTeMBpH Ha TEKyIllaTa TOJIMHA, 32 KOUTO 3a IIbPBU BT IIIE CE
3arama ot 6roxera Ha H30K, mogaBaneTo Ha mpeiosKeHus, TAXHOTO pasTiekaaHe
Y JIOTOBAPSIHETO HA OTCTHIKK 10 Wwil. 21, ai. 1, T. 1, 3 u/vim 4 ce u3BbpIIBa OT HAYAIOTO
Ha cJie/iBalllaTa KaJeH1apHa roJIuHa.

(16) (U3m. - IB, 6p. 89 oT 2017 1., B cuma ot 07.11.2017 ., mpeauiHa ain.
13 - IIB, 6p. 19 ot 2020 r.) 3a nexapctBeHUTe NpoAykTu mo 4i. 20, an. 1, . 3 B
JIOTOBOPUTE C€ ChABPKAT U:

1. (u3m. - 1B, Op. 17 ot 2019 r.) nporHo3eH Opoii MalMeHTH, CbOTBETHU
MPOTHO3HM KOJIMYECTBA JICKAPCTBEH NPOAYKT U CHOTBETHH IPOTHO3HU TOJAUIIHU
pa3xoy 3a JEKapCTBEHUS MPOAYKT 3a TPUTOAMIICH TMEPUOJ] OT BKIIOYBAHETO MY B
I1JIC - 3a BcsAKa OT TOAUHHTE;

2. KpUTEpHH 3a MPEANUCBaHE Ha JIEKAPCTBEHUS MMPOIYKT;

3. IpyTH YCIIOBHUSL.

(17) (U3m. - AB, 6p. 89 oT 2017 1., B cuina ot 07.11.2017 ., mpeauiiiHa ain.
14 - ]IB, 6p. 19 ot 2020 r.) Ex3eMIuIsap OT CKIIOYECHUTE JOTOBOPH 3a OTCTHIIKH 10 YJI.
21, ai. 2 ce mpenocrass ot H30K nHa HarpioHaaH#S ChBET 10 IEHU U peUMOYpCHpaHe
Ha JIEKapCTBEHUTE MPOAYKTH ChIVIACHO Wi. 262, an. 10 3JITIXM.

(18) (Ilpegumna an. 15, mon. - B, Op. 19 or 2020 r.) doroBopenure
OTCTBIIKU Ca 3aIbJDKUTENHU 33 CpOKa Ha JIHCTBUE Ha JIOTOBOPUTE M HE MOTaT Ja ce
W3MEHST 10 HA4MH, KOWTO BOJM J10 yBennyaBaHe Ha pasxoaute Ha H30K. B ciyyait ue
3a JIEKAPCTBEH MPOAYKT, 3a KOHTO € JOrOBOpeHa OTCThIKa mo wi. 21, am. 1, 1. 1,
OTMHaJHE YCIOBUETO IMPHU M3YMCIABAHE HAa CTOMHOCTTA, 3aruiamana ot H30K, na ne
y4dacTBaT JIEKapCTBEHU MPOIYKTH Ha APYTHU MPUTEXKATEIH Ha pa3pelIeHne 3a yrnoTpeoa,
MPUTEKATEIIAT HA Pa3peIICHUETO 3a YIMOTPeOa/HETOB YITBITHOMOIICH MPEACTABUTEI
yBepomsia nucMeno H30K B nBycenMuueH Cpok OT OTpa3siBaHETO Ha MpOMsSHATa B
IJIC no un. 262, an. 6, T. 1 unu 1. 2 3JIIIXM, ye xenae ga ce npekpaTH 1OroBOPHT 110
OTHOIICHHWE HA OTCTBIKATAa 332 TO3U MPOAYKT WUJIHU 1€ MPOABIKH Ja MPEJoCTaBs Ha
H3OK orcrpiikaTta kaTo 100pOBOJIHA B CHILUS WU APYT pa3Mep.

(19) (Ilpenumna an. 16 - 1B, 6p. 19 ot 2020 r.) B cpoka Ha aeiicTBue Ha
JIOTOBOPUTE MOTAT Jla C€ CKJIFOYBAT JOMBIHUTEIHU CIIOPa3yMEHHS 3a TO-BHCOKHU
pa3MepH Ha OTCTHIIKUTE, KOUTO BIM3AT B CHJIa OT JIaTaTa Ha CKIFOYBAHETO UM.

(20) (Hosa - /1B, 6p. 17 ot 2019 r., npeaumina an. 17 - 1B, 6p. 19 ot 2020
r.) [Ipu HOBa OIIeHKA HA 3/[PaBHUTE TEXHOJIOTUHU 32 JIEKAPCTBEH MPOJYKT, U3BbPIICHA
no pexa Ha wi. 262a, an. 3 3JIIIXM, e Hanuile OCHOBaHHE 3a IMpPEAOroBapsiHE Ha
OTCTBITIKATa 32 JIEKApPCTBEHUS MPOAYKT, KAKTO M 3a MPEJOroBapsiHe Ha OTCTHIKHU 3a
JIPYTH JICKAPCTBEHH MPOIYKTH ChC CHINUTE WIIA CXOIHH TEPATICBTUYHH MTOKA3aHUS C
OrJie]l CpaBHUTEIHATA UM TepPANeBTUYHA €()EKTUBHOCT CHITIACHO YTBBPACHUS JOKIIAT
3a OlIEHKaTa.

Un. 236. (Hos - IB, 6p. 62 ot 2015 1., B cuna ot 14.08.2015 r.) (1) B
cirydauTe mo wi. 22, ani. 1 joroBopeHaTa OTCThIIKa C€ IPEIOCTAaBsl Clie ] MPUKIIOYBaHE
Ha BCSAKO TpHUMEcEeYHe OT TMPUTEXATeNss Ha pa3pelieHueTo 3a ymnoTpeba Ha
JIEKAPCTBEHUSI TPOAYKT/HETOBUS YII'BIHOMOIIEH TPEACTaBUTEN dYpe3 JUPEKTHO
mnamane Ha H30K cnen moanmucBane Ha MPOTOKOJ ChriacHO mpuiiokeHue Ne 8a,
MPUAPYKEH ChC CITPaBKa 3a KOJIMYECTBATa OT JICKAPCTBEHUSI TIPOJIYKT IO €JIEKTPOHEH
OTYET ChIVIACHO 4. 8, ai. 3, 3aruarenu ot H30K npe3 cboTBeTHHA NEpHO.

(2) (Hom. - B, 6p. 89 o1 2017 r., B cuna ot 07.11.2017 r.) Harmonanuara
3IpaBHOOCUTYPHUTEJIHA Kaca NpPEACTaBs Ha MPUTEKATENs Ha pPa3pelieHHeTo 3a
ynotpe0a/HeroBus YI'bTHOMOIIEH MpeCTaBUTEN cripaBkara 1o ai. 1 B 30-1HEBEH CpoK
OT U3TUYaHE Ha OTYETHUS mepuoi. B ciaywyaute, Korato ca J0roBOpeHU OTCTHIIKU B
paszuyeH pa3Mep 3a Pa3TMYHHA TEPANIeBTUYHU MOKA3aHUS Ha JICKAPCTBEHUS MPOIYKT



chriuacHo wi. 21, an. 3, cpaBkaTa MOXKe J1a ChIbpka WH(MOpMAIUs 3a 3arIaTeHUTE
KOJIMYECTBA OT JIEKAPCTBEHHUS MPOIYKT IMOOTIEITHO 3a BCSIKO OT TEPANeBTHYHUTE
MOKAa3aHU4.

(3) [purexaTenar Ha pa3pelICHUETO 3a YHOTpeOa/HEeTOB YIIBITHOMOIICH
MpEeJCTaBUTEN OChIIECTBsIBA TUPEeKTHOTO Muiamane 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 ., 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 obOe3neuyaBaHe Ha IUIANIAHUATA IO ajl. 3
MPUTEKATENIAT Ha Pa3pelieHUuEeTo 3a YNoTpeda/HeroB yMbIHOMOIIECH MPEACTaBUTEN
yupensBa B nmon3za Ha H30K 6e3ycinoBHa u HEOTMEHseMa rapaHiys CbC CPOK HE MO-
MaJIko oT 15 Mecema u pasmep He mo-Mainko ot 120 Ha CTO OT CTOMHOCTTa Ha
JIOTOBOpPEHATa OTCTBHIIKA BBPXY MPOTHO3HHS TOMUIICH DPAa3XOd 3a JIEKApCTBEHUTE
IPOJYKTHU OT ChOTBETHATA Ipyma. [I[pOrHO3HUSAT AsU1 ce Ompeesst eXKeroJHO 3a BCEKH
NPUTEKATEI Ha pa3pelIeHre 3a YIIOTpeOa/HeroB YIIbITHOMOIIEH MPEACTaBUTEN. 3a Ta3n
YacT OT IPOrHO3aTa MOTaT Jia Ce M3UCKBAT U M3MOJI3BAT MPOTHO3M Ha MPUTEKATEIUTE
Ha pa3pericHus 3a ynoTpeda/TeXH! YIIBIHOMOIIEHH MPEACTABUTEIH.

(6) (Ilpegumrna ain. 5 - /1B, 6p. 89 or 2017 r., B cuna ot 07.11.2017 1.) B
€HOMECEYEeH CpOK OT MpuKiIoyBane Ha poroBapsHero H3OK mnybnmkyBa Ha
oduIaTHaTa CU UHTEPHET CTpaHuIla 001a nHpopMaIus 3a JOTOBOPEHUTE OTCTHIIKH,
0e3 1a mocoyBa pazMepa uMm.

(7) (IMpenumna an. 6 - 1B, 6p. 89 or 2017 r., B cuna ot 07.11.2017 r.)
Bceku Teproser; Ha enpo MOXKeE Ja TOJAAC YBEIOMIICHHE UYpe3 TpUTEXaTels Ha
pazpemienueTo 3a ynotpeba mo H30K, de xkemae na pa3mpocTpaHsiBa JIEKapCTBEHU
MPOIYKTH C JOTOBOPCHHUTE OTCTHITKH.

(8) (ITpenumina an. 7, usm. - JIB, 6p. 89 ot 2017 r., B cuna ot 07.11.2017
r.) B 3-1HEBEH Cpok OT mocThIIBaHe Ha yBepomiieHueTo 1o an. 7 H30K nedunrmnpa ko
Ha THProBell Ha eJIpo.

Ui. 23B. (Hos - 1B, 6p. 62 ot 2015 r., B cua ot 14.08.2015 ., u3m. - JIB,
op. 89 ot 2017 r., B cuna ot 07.11.2017 1.) (1) OTcThIKM MOTaT J1a Ce TOTOBAPAT Mpe3
IsaTa KajeHJapHa TOAWHA MO peja, YCTAaHOBEH B TO3W pasliell, 3a JIEKapCTBEHHU
MPOIYKTHU:

1. (mom. - JIB, Op. 19 ot 2020 r.) 1o 4. 20, an. 1, T. 3 - 3a T€3U NPOAYKTH
OTCTBIKUTE MO Wi. 21, an. 2 ce I0roBapAT B €IHOMECEUEH CpPOK OT IOJaBaHe Ha
MIPEIOKEHUS 32 TAX;

2. (mom. - JIB, 6p. 19 ot 2020 r.) 3amnaniany HAbJIHO WM YaCTUYHO OT
H30K u xouto He moiexar Ha 3aAbJKUTEIHO IEHTPATU3UPAHO JOTOBApsSHE Ha
OTCTBIIKU - 33 T€3U MPOJIYKTH C€ IOTOBAPST JOOPOBOJHU OTCTHIKHU MO (hopmara Ha
BB3CTAHOBSIBAHE HA PA3XO0/IM B ONPEICIICH OT CTPaHUTE pa3Mep oT pazxoaute Ha H30K
3a T€3U MPOJIYKTH;

3. (mom. - 1B, 6p. 19 ot 2020 r.) 3amianiaiy HabJIHO WJIM YACTUYHO OT
H3O0K, kouto B pesynrar Ha u3meHeHus u nombiaHenus B [IJIC ca ctanamu 0oO0ekT Ha
3aIBJDKUTEIIHO [EHTPATM3UPAHO JIOTOBApSHE Ha OTCTBIKU - 3a TE3W MPOIYKTH
MO/ABAaHETO HA MPEMAJIOKEHHUS M JIOTOBAPSHETO HA OTCTBHIKM 1o ui. 21, an. 1, 1. 1, 3
1/ 4 ce U3BBPINBA B €THOMECEUYECH CPOK OT JIaTaTa, Ha KOSITO IPOIYKTUTE Ca CTaHAIN
00€KT Ha 33bJDKUTEITHO IEHTPATU3UPAHO JOTOBAPSHE HA OTCTHIIKH.

(2) (U3m. - [IB, 6p. 19 ot 2020 r.) JloroBopuTe 32 OTCTHIKHU 10 ai. 1, T. 1
BIIM3aT B CHJIa ChriacHo uiI. 23a, ai. 14, mo an. 1, T. 2 - OT gaTara Ha CKIIFOUYBAHETO UM,



amo an. 1, T. 3 - oT ;marara, OT KOSITO ca OOEKT Ha 3abJDKUTEITHO IICHTPATU3HPAHO
JIOTOBApsIHE HA OTCTHIIKU.

Ui 23r. (Hos - JIB, 6p. 44 ot 2016 r., B cuna ot 10.06.2016 1.) (1) 3a
JIEKapCTBEHUTE MPOAYKTH C HOBO MEXAYHAapOJHO HEMATEHTHO HauMEHOBAHUE,
HOJUIeXkAllM Ha J0roBapsHE HAa OTCTBIKH, WIM KOMOMHanuATa (IIpyu KOMOWHUpPAaHU
nexkapctBenn npoxayktv), H30OK mposepsBa paiu MeEXIyHapOJHOTO HEMATEHTHO
HalMEHOBAaHUE, KbM KOETO MPUHAUIEKH JICKAPCTBEHUT IPOAYKT MM KOMOMHALUATA
(mpu KOMOMHHMpAHM JIEKAPCTBEHU MPOIYKTH), MOXKE Jia CE IOJI3Ba OT MAIEHTUTE B
IIOHE IET IbPKABU - WICHKU Ha EBponeiickus cbro3, Ype3 CbOTBETHUTE UM CUCTEMU 3a
3arJam@ate ¢ MyOJIUYHU CPEICTBA.

(2) He ce ckimrouBaT OroBOpH 3a OTCTBIIKH 32 JIEKAPCTBEH MPOJYKT IO UJl.
21, an. 2, ako MEXAYHapOJHOTO HENAaTEHTHO HAaWMEHOBAaHUE, KbM KOETO TOH
NPUHAAISKA UIM KOMOMHanuATa (IpU KOMOMHMpAHM JIEKApCTBEHU IPOAYKTH) He
MOKE J1a C€ I0JI3Ba OT IALIMEHTUTE B IIOHE IET AbpPXKABU - WICHKU Ha EBpornenckus
CbhI03, UPE3 ChOTBETHUTE UM CHUCTEMHU 3a 3aIllalllaHe ¢ MyOJINYHU CPECTBA.

(3) 3a ymocroBepsiBaHe Ha OOCTOSTEICTBATA MO all. | MpUTEXKATEIAT HA
pa3pelIeHneTo 3a ynoTpeOa/HeroBUAT YI'BJIHOMOILEH IPEICTaBUTEN MpEACTaBs Ha
H30K cnucek Ha nappxkaBuTe - uieHKM Ha EBporelickus cbi03, B KOHUTO
MEXIYHApOJAHOTO  HEMAaTeHTHO  HAaMMEHOBaHME, KbM  KOETO  IPUHAIJIECKHU
JCKApCTBEHHUAT MPOAYKT WIM KOMOMHAmusaTa (Ipu KOMOWHUpPAHU JIEKapCTBEHU
HPOAYKTH), MOXKE J1a C€ I0JI3Ba OT MALlMEHTUTE Ype3 ChOTBETHUTE MM CUCTEMH 3a
3alyialiaHe ¢ MyOJIMYHU CPENCTBA, U IOCOYBAa M3TOYHUIMTE, HA KOMTO ce Oazupa
npefocTaBeHaTa HH(OpMaIHsl.

Uin. 231. (Hos - JIB, 6p. 17 ot 2019 1.) (1) [loroBopenaTta oTCTHIIKA 1O HJI.
21, an. 1, 1. 4 ce npenmoctaBs aBaHcoBO A0 10-0 4uciIO Ha IBPBUS MECEI[ OT
TPUMECEUHETO OT TPUTEeKATeNss Ha pa3peuieHHeTo 3a  ynoTpeOa/HeroBus
ymbaHoMotneH mnpeacraButen Ha H3OK nHa 0a3a Ha NpPOrHO3HHUTE KOJMYECTBA,
MIOCOYEHH B CKJIFOUEHHSI IOTOBOP 32 OTCTHIIKH 32 ChOTBETHATA T'OJIMHA 32 ChOTBETHUS
JIEKapCTBEH MPOJYKT.

(2) MUzpaBHsiBaHETO Ha CpeacTBaTa 3a JIOTOBOpEHaTa OTCTBIKA,
HAJIBUIIIABAIM aBAaHCOBOTO IJIAalllaHe MO ai. 1, ce W3BBpIIBAa Ha 0a3a MOIMUCAHUS
MIPOTOKOJI ChIiIacHO npuiioxkenne Ne 80, mpuapy eH ChC crpaBkaTa mo ui. 230, an. 1,
OT TPUTEXKATENs] Ha pa3pelieHueTo 3a  ymoTpeOa/HEeroBHUs  YIBIHOMOIICH
IpEeJICTaBUTE C IUIalaHe B cpoka o ui. 230, an. 3. B cimyyail ye Bb3HUKHE pa3iivKa
3a Bb3cTaHoBsaBaHe oT H30K, T Moxe &a ce mpuxBaHe OT IbJDKMMAaTa OTCTHIIKA 32
CJIC/IBAIIIO TPUMECEUHE.

(3) 3a oOesmeuyaBaHe Ha MJallaHUATa MO al. 2 MPUTEKATEISIT Ha
pa3penIeHneTo 3a yrmoTpeda/HeroBUsT yIIBIHOMOIIICH ITPEICTABUTEN YUpEAsiBa B MOJI3a
Ha H30K 6e3ycioBHa 1 HEOTMEHsieMa rapaHIvs ChC CPOK HE MO-MaJko oT 15 mecena
U pa3Mep He mo-Majiko oT 120 Ha CTO OT CTOMHOCTTAa Ha JOTOBOPEHATa OTCTHIIKA Ha
0a3a Ha MPOTHO3HOTO KOJUYECTBO 332 CHhOTBETHUS JIEKAPCTBEH MPOAYKT.

Pazpean I1.

YcinoBusi, KpUTEPUM U pell 32 32bJZKUTETHO HEHTPAJIU3IUPAHO
JA0rOBapsiHe HA OTCTHIIKM OT CTOMHOCTTA HA JIEKAPCTBEHNUTE NMPOAYKT 3a
3APABHUTE JeHHOCTH 1O WI. 82, aj1. 2, T. 3 oT 3aK0HAa 3a 3paBeTo, 32
kouto H30K 3annama (Hos - /1B, 0p. 48 ot 2014 r., 3aru. gomn. - IB, op.
62 ot 2015 r., B cua1a ot 14.08.2015 1)



Ui 24. (Hos - /1B, 6p. 48 ot 2014 1.) (1) (U3M™. 1 mom. - JIB, 6p. 62 ot 2015
r., B cwia ot 14.08.2015 r.) Ha ocnoBanue wi. 45, an. 13 330 H30K nposexna
3aIBJDKUTEIIHO LEHTPAIU3UPAHO JOrOBapsHE C MPUTEKATENIUTE Ha pa3pelieHus 3a
yrnorpeba Ha JIEKQpCTBEHU MPOIYKTH W/UIU C TEXHHU YITHITHOMOIICHH TPECTABUTEIN
Ha OTCTBIIKHM OT IIeHaTa Ha JIEKAPCTBEHUTE MPOAYKTHU 3a 3[paBHUTE JIEHHOCTU MO 4JI.
82, an. 2, 1. 3 33 u 3amiam@a CTOMHOCTTA, MOJyYeHa B pe3yJiTaT Ha HamaleHaTa ¢
JIOTOBOPEHUTE OTCTHIIKY LI€HA Ha JIEKAPCTBEHUTE MIPOTYKTH.

(2) (U3wm. - [IB, 6p. 62 ot 2015 1., B cuiia ot 14.08.2015 r.) Hatmonanuara
3[paBHOOCUTYPUTEIHA Kaca MpOBEeX/Ia JOTOBapsHETO Mo aj. | mpenu 3amoyBaHe Ha
ChOTBETHATA HAIIMOHAIHA, PETHOHAIHA WJIM OOIIMHCKA Mporpama, KaKTo W 3a BCSAKA
cleqBalla KaJleHJjapHa roJJuHa OT Iepuo/ia Ha IeHCTBUETO H.

(3) (dom. - [IB, 6p. 62 ot 2015 r., B cuna ot 14.08.2015 r.) B cinygawure,
KOraTo ce JI0roBapsT OTCTBIIKHU 3a KaJIeHJapHa roJiuHa, I0TOBapsIHETO CE U3BBHPILBA B
cpok 1o 31 ssHyapu Ha chliaTa roauHa. JJoroBOpeHHUTE OTCTHIIKHU Ca 3aAbJDKUTEITHH 32
CpOKa Ha JIeCTBUE Ha IOTOBOPUTE U HE MOTAaT Jla C€ U3MEHST M0 HaYuH, KONTO BOJIU
1o yBenmuaBaHe Ha pazxoaute Ha H30K. [pe3 kanenmapaara roguaa Morar 1a ObaaT
JIOTOBAPSHU JOMBIHUTEIHO MO-BUCOKH Pa3MepH Ha OTCTHIIKUTE.

Un. 25. (Hos - IB, 6p. 48 ot 2014 r.) (1) 3a mpoBekaaHe Ha JOTOBAPSHETO
H30K ornpass nokana mno oOpasen, yrBbplaeH oT ympasButens Ha H3OK, no
NPUTEKATEIIUTE Ha pa3pelieHus 3a ynorpeba Ha CHOTBETHHUTE JICKAPCTBEHH
MPOJYKTH/TEXHHUTE YIIBIIHOMOILEHH MPEICTABUTEIH.

(2) ITokanara chabpIKa:

1. agpecaTuTe Ha TOTOBAPSHETO;

2. HAaMEHOBAHKE Ha JICKAPCTBEHUS IPOIYKT, 0OEKT Ha JOTOBAPSIHETO;

3. CpOK | MSCTO 32 TMOJaBaHe Ha MPEUIOKEHUATA,

4. anpec, TenedoH, Gakc, eICKTPOHEH apec U JIHUIIC 332 BPb3Ka.

(3) llokanara ce myOnvMKyBa Ha HHTepHET cTpaHumara Ha H30K.

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

Uin. 26. (Hos - JIB, 6p. 48 ot 2014 r.) (1) B cpoka, mocodeH B mokaHara,
KaHIUAATUTE TIPEJICTaBAT B AeN0BOJACTBOTO Ha LlenTpannoTo ynpasnenue Ha H30K B
3arevaraH HeMmpo3paueH MK ¢ HeHapyIIeHa ISUTOCT CIICAHUTE TOKYMEHTH:

1. mpeiokeHHe, MOJIMUCAHO OT MPUTEKATeNs Ha pa3pelIeHHeTo 3a
yrmoTpeda Ha CHOTBETHHS JICKAPCTBEH TPOIYKT HIM OT HETOB YIIBIIHOMOIIEH
MPEJICTAaBUTEIL;

2. (m3Mm. - IB, Op. 89 ot 2017 r., B cuna ot 01.01.2018 r.) undopmanus
OTHOCHO €IWHHUS HJIEHTU(UKALIUOHEH KO/ Ha APY>KECTBOTO WM KOOMepalusira OT
TBPTOBCKUSI PETUCTHP, @ 3a APYKECTBAaTa, PETUCTPHUPAHU B IbpKaBa - WICHKA Ha
EBponeiickus cbio3, UM B JbpikaBa - cTpaHa 1o CrnopazymeHnueTo 3a EBpomnelickoTo
MKOHOMHYECKO MPOCTPAHCTBO - KOMHE OT JIOKYMEHT 3a aKTyajJHa PETUCTPAIHs IO
HAIIMOHAJTHOTO 3aKOHOJATEJICTBO, M3/1aJIeH OT KOMIIETEHTEH OpraH Ha ChOTBETHATa
Ibp)KaBa, He O-KBCHO OT 6 Mecella MpeIin NoJaBaHe Ha 3asiBIICHUETO; HH(OpMAIHsITa
ce MpenocTaBs 3a MpUTEXaTeNls Ha pa3pelleHHeTo 3a ynorpeba, a B ciaydaid dye
NIPEUIOKEHUETO Ce M0/IaBa OT YITBITHOMOIICH NPEACTABUTEN - M 33 YITBIIHOMOIICHUS
MPEJICTAaBUTEIL;

3. (w3m. - JIB, 6p. 89 o1 2017 1., B cuna ot 01.01.2018 1.) mbJIHOMOIITHO 32
y4JacTHe B JIOTOBApSIHETO, B T.4. U 3a IOJIaBaHE Ha IMPEUIOKEHUE 3a OTCTHIIKA/U - B



Clly4ail 4Ye TMpeasIOKEHHETO C€ I0JaBa OT YIBJIHOMOUIEH MIPEICTaBUTEN Ha
MPUTEKATEIS Ha Pa3pEHICHHETO 3a yrnoTpeda; KOoraro MbIHOMOIIHOTO € M3AaIeHO Ha
Yy €3UK, KbM HEro ce Impujiara npeBoJ] Ha ObJIrapcKu e3uK, U3BbPILEH OT MpeBojad,
KOWTO HMa CKJIIYEH JOroBOp ¢ MUHHUCTEPCTBOTO Ha BBHIIHUTE padOTH 3a
U3BbpIIBaHe HA O(UIIMAIHU IPEBOM; B IBJIHOMOLIHOTO cJe/iBa Aa ObJaT MOCOYEHU
KOHKPETHHUTE JICKAPCTBEHU TMPOAYKTH C TEXHUTE MEXKIYHApPOJHU HEMaTeHTHU
HAUMEHOBAHMSI M THPrOBCKM HAUMEHOBAHUS, 3a KOUTO TMPEACTABUTEIAT €
YI'BJIHOMOIIICH;

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

(2) Boppxy miuka crienBa Ja € IOCOYEH MOJATeNsAT M ajpec 3a
KOPECIOH/ICHIIHSL.

(3) B menooactBotro Ha llentpanHoro ympasienne Ha H30K He ce
npueMaT MPeIoKEHUs, KOUTO ca MOJaJIeH! ClIe]] U3TUYAHETO Ha KpalHUsl CPOK WU
ca MpeACTaBeHH B He3areyaTaH, MPo3payeH UMK WIH IUIUK C HapyIlIeHa LsUIO0CT.

(4) IlpurexarenuTe Ha pa3pelleHHUs 3a ynoTpeda Ha JIEKapCTBEHU
MPOJYKTH/TEXHU YIIBIHOMOILEHU MIPEICTABUTENIM MOTaT Ja MOoJaBaT MpeAJIOKeHUS 3a
OTCTBIIKHU U 0€3 1a e ornpaBeHa nokana ot H30K, kakTo u u3BBH CpoKa 110 4. 24, ai.
3.

(5) Ilpennoxenusita mo an. 4 ce momaBaT IO oOpas3ell CbhIIACHO
npuioxkenue Ne 9, KbM KOUTO ce mpuiiarat JOKyMEHTHUTE 1o 4i. 26, an. 1, T. 2 - 4.

Un. 27. (Hos - IB, 6p. 48 ot 2014 r.) (1) 3a mpoBekaaHe Ha JOTOBapSHETO
ynpasurensaT Ha H30K onpenens cbe 3anoBen komucus ot cayxutenn Ha H30K. B
3aroBe/ATa Ce OMpPeNeNsT npeaceaaTesl Ha KOMUCHATA U ChOTBETHH PE3EPBHU YICHOBE.

(2) B cbcTaBa Ha KOMHCHATA 33BIDKUTEITHO CE BKIFOUBAT IMPABOCTIOCOOCH
IOPUCT, MarucThp-(hapManeBT/u 1 KKOHOMHCT/H.

(3) 3anoBexara mo an. 1 ce uznapa cien MyoJIMKyBaHE HA TTOKAHATA I10 Y.
25, am. 1.

Y. 28. (Hos - /IB, 6p. 48 oT 2014 1.) (1) KoMucusTa n3pbspiiBa npoepka
Ha TO/IaJICHUTE JTOKYMEHTH 10 4. 26, al. 1 3a ChbOTBETCTBHETO UM C Ta3HW Hapenoa,
KaTO MMa MPaBo J1a OUCKA OT YYaCTHUKA B 3-JHEBEH CPOK Ja OTCTPAHU HEPEAOBHOCTH
W/WIIK J1a IPEAOCTAaBH JOMIBJIHUTETHA HHPOPMAIHS KbM IO ICHATE TOKYMEHTH.

(2) Komucusara He pasriexnaa NpeAsioKeHHs, KOUTO HE OTroBapsAT Ha
W3MCKBAaHUATA Ha HapendaTa, KaKTO W Ha yYaCTHUIUTE, KOUTO HE Ca OTCTPAHWIN
HEpeJOBHOCTUTE W/WIM HE ca MPeJOCTaBWIM JONBIHHUTENHAaTa HH(opManus B
OTIPENIEIICHUS CPOK.

Un. 29. (Hos - 1B, Op. 48 or 2014 r.) (1) Ilpu pasriexngane Ha
MpeJIOKEHUATA HA YUACTHUIIUTE TIPECENATENAT U [BaMa OT YWICHOBETE HA KOMUCHSTA
Ce MOJNMUCBAT BbPXY BCSAKA CTPAHMIIA OT MPEIOKECHUSATA.

(2) Komucusita mo cBos mpereHKa Moxe Ja OKaHW yYacTHHK Jia MoAaje
HOBH MPEITOKCHUS.

(3) Komucusita uM3roTBs MPOTOKONIM 3a CBOSITA paboTa M C peIlIeHUe
00sBsIBa pe3yNTATUTE OT IPOBEIEHOTO JOTOBAPSIHE, KaTO TIOCOYBA!

1. pa3mepa Ha TOTOBOPEHHUTE OTCTHIIKU, aKO TAKHBA Ca JOTOBOPEHH,

2. croitHocTTa, Kosito H3OK mie 3ammamia, momydeHa B pe3yiaTaT Ha
HaMaJIeHaTa C JOTOBOPEHAaTa OTCTHIIKA IIeHA Ha JIGKAPCTBEHUTE MPOTYKTH.



(4) Bp3 ocHOBa Ha PEIICHUETO MO ajl. 3 KOMUCHUSTA U3TOTBSI MPOEKTH Ha
JIOTOBOPH U T npezcTass Ha ynpasutens Ha H30K.

Yn. 30. (Ho - JIB, ©Op. 48 or 2014 r.) Hauuonannara
3JIpaBHOOCUTYPHTEIIHA Kaca MyOIMKyBa Ha MHTEPHET CTPaHHULATa CH HHpOpMALus 3a
CKJIIOUYEHHTE JOTOBOPH, O€3 1a ce IMO0CcOoYBaT pa3MEpUTe HA JOIOBOPEHHUTE OTCTHIIKH,
KaKTo M MH(OpMaIMs 3a aJpecuTe Ha MPUTEKATEIUTEe HA pa3pelieHus 3a yrnorpeda
/U YII'BJIHOMOIICHUTC UM HPCACTABUTCIIN, Teﬂe(bOHHI/I HOMCpa 1 Jinla 3a KOHTAKT.

Paznea II1.

YciaoBusi, KpUTEPHH U Pell 32 J0rOBapsiHe HA OTCTHIIKH OT CTOMHOCTTA 3a
ChOTBETHATA IPyNa MeAUUMHCKHU U3/1eJHsl, BKJIIOYEHN B CIUCHKA MO YJI.
30a ot 3akona 3a MmegquuuHckuTe usneaus (Hos - /IB, 6p. 48 or 2014 1.,
otMm. - JIB, 0p. 62 o1 2015 1., B cui1a ot 14.08.2015 r.)

Y. 31. (Hos - /IB, 6p. 48 or 2014 r., ot™. - JIB, 6p. 62 or 2015 ., B cuia
ot 14.08.2015 1.)

Uin. 32. (Hos - [IB, 6p. 48 ot 2014 r., ot™. - JIB, Op. 62 ot 2015 1., B cuna
ot 14.08.20151.)

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

I'naBa nera.

YCJIOBUA U PEA 3A Bb3CTAHOBSBAHE OT ITPUTEXATEJIMTE
HA PASPEIHIEHUATA 3A YIIOTPEBA NJIM TEXHHA
YIIBJIHOMOIEHHU TPEACTABUTEJIA HA ITPEBUIIEHUTE
BIOKETHU CPEJICTBA IIPU TIPUJIATAHE HA MEXAHU3BM,
IF'APAHTUPAILI HNPEABUJINUMOCT U YCTONYUBOCT HA
BIOJ1KETA HA H30K (HOBA - JIB, bP. 17 OT 2019 I'., 3AI'J1. 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 yCcTOMuMBOCT Ha Oromxera Ha H30K 3a
3IPaBHOOCUTYPUTEJIHH TUIANIAHUS 3a JIEKAPCTBEHH MPOAYKTH CBHIVIACHO 3aKOHa 3a
oromxera Ha H30K 3a chorBeTHaTa ronuna Hamzopausat ceBer Ha H30K exeromno
pHeMa ¢ pelieHre MexaHu3bpM 1o 4. 45, an. 29 330.

(2) Mexanu3MsbT 1o ai. 1:

1. e IpUI0)KKM 3a BCUYKHU JIEKAPCTBEHHU MPOAYKTH, BKItoueHHu B I1JIC no
1. 262, an. 6, . 1 3JIIIXM, 3amnamanu HamrbJIHO uian yactuaHo oT H30K, 1 3a Bcnukn
JIEKapCTBEHW MNpOoAyKTH, BKIOYeHH B IIJIC mo um. 262, am. 6, 1. 2 3JIIIXM un
samnaniann oT H30K B OonHMYHATa METUIIMHCKA TOMOI M3BBH CTOWHOCTTA Ha
OKa3BaHWUTE MEIUITMHCKH YCIYTH;

2. UMa JEWCTBHE CIPSAMO BCHUYKHM MpPUTEXKATEId Ha pa3pelieHue 3a
ynorpeba Ha JIGKaPCTBEHUTE NPOAYKTH TO T. | M TEXHUTE YITBIHOMOIICHH
MPEACTABUTENH MPU HAJTMUYKME HA OCHOBAHUATA U YCIIOBUSTA, YCTAHOBEHU B HETO;

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



(3) (U3m. - 1B, 6p. 19 ot 2020 r.) HantnonanHaTa 3[paBHOOCUTYPHUTEITHA
Kaca, B CpOK J10 5 paboTHM 1HU OT 0OHapoBaHe B "/IbprkaBeH BECTHUK' HA PEIICHUETO
o ajn. 1, myOJIMKyBa Ha MHTEPHET CTPAHHUIIATa CH ChOOIIECHHUE 0 MPUTESKATEINUTE Ha
pas3perieHus 3a ynorpeda UM TeXHHU YITBIIHOMOIICHH MPEICTABUTEIH 32 CKIIFOUBAHE
Ha JOrOBOPH 32 IpUjlaraHe 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 1o ai. 3 ce ckiousar 10 1
MapT Ha TOJIMHATa, 32 KOATO € MPHUET ChOTBETHUAT MEXaHU3bM 110 wi. 45, an. 29 330,
Y BIIM3AT B CWJIA OT | stHyapu Ha chllaTta roguHa. JlekapcTBeHUTE MPOyKTH, 32 KOUTO
HE ca CKJIFOYEHHM JIOrOBOPH 0 1 MapT Ha chlara roauHa, He ce 3amiamar ot H30K.

(5) Ilpu noroBopeHH OTCTBIIKM 3a Clie/IBalllaTa TOJMHA 32 JIEKAPCTBCHUTE
npoaykTy 1o wi. 45, an. 10 w/unum an. 21 330 karo yciaoBue 3a 3arianfaHeTo UM OT
H3O0K, 3a npunaraneTro Ha MEXaHU3Ma | 32 OTCTHIIKHTE C€ CKJIFOYBA OOII[ JOTOBOD.

(6) B cimyyanTe Ha yIrbIHOMOIIABAaHE 10 all. 4 ce Ipuiiara MbJIHOMOITHO
MIpU Crla3BaHe Ha U3UCKBaHUsATA 10 WiI. 23, a. 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 MH(OPMALKA 332 BCAKA OT OCHOBHHUTE I'PYIH JIGKAPCTBEHU MPOAYKTH,
omnpeneneHu 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 OTYETCHU KOJIMYECTBA JICKAPCTBEHU MPOJIYKTH 32 BCAKA OT OCHOBHUTE
Tpynu JEKapCcTBEHH MPOAYKTH MO0 al. 1, 1O MEXIyHapOJIHU HEMaTeHTHU
HAaWMEHOBAHMS ¥ ThPIOBCKHM HAaMMEHOBAHMS;

2. 00111 HETeH pa3xo/ (cie MpHciagaHe Ha JOTOBOPEHUTE 3abJKUTEITHH
u noopoBonHK otcThikn) Ha H30K 3a TpuMeceuneTo 3a BCsKa OT OCHOBHUTE TPYITH
JIEKApCTBEHU MPOAYKTH 110 ail. 1;

3. CTOMHOCT Ha MPEBUIIICHUETO UM HEIOCTUTAHETO HA YCIIOBHUS OIO/IKET
3a TPUMECEUMETO 3a BCSIKa OT OCHOBHUTE IpyNU MO al. 1, ompeaeseH ChIJIACHO
MexaHu3Ma 1o 4i1. 34, ai. 1.

(3) B 30-gaeBeH cpok OT u3THyaHe Ha Bcsiko Tpumeceune H3O0K
MPEI0CTaBsl Ha CHOTBETHUTE MPUTEKATEITN HA pa3pelieHus 3a ynorpeda Wiu TeXHU
YITBITHOMOIIIEHH MPEICTaBUTENH CIeIHaTa HHPOpMAIHs:

1. HetHu paszxonu Ha H3OK (cnen mnpucnagane Ha JOrOBOpPEHUTE
3aIJDKUTETHA U TOOPOBOJTHU OTCTHITKH) 32 TOBA TPUMECEUHUE 32 OTIYCHATUTE, PECII.
MPUWIOKEHW M OTYETEHU KOJIMYECTBA JICKAPCTBEHM MPOJYKTH HA TPHUTEXKATENs Ha
pa3pelieHueTo 3a yrnoTpeda, 3a BCsIKa OT OCHOBHUTE IPYIH JIEKaPCTBEHH MPOTYKTH 110
an. 1, mo MeXayHapoaHU HEMAaTEHTHU HAUMEHOBAHUS U ThPTOBCKM HAUMEHOBAHUS,

2. NOATPYNHTE JEKAPCTBEHU IPOIYKTH HA IPUTEXKATEIS HA PA3PELIEHUETO
3a ymorpeba OT BCSKa OCHOBHA Tpyma, NpH KOUTO TOATPYNHA € YCTaHOBEHO
HajBuineHue Ha pasxoaute Ha H30K cwriiacHo mexanusma no ui. 34, an. 1; ctoHOCT
Ha HAJIBUIIICHUETO 3a BCAKA MOATPYIA U pa3Mepa Ha KOHKPETHUTE CYMH, TTOJICIKAIITH
Ha Bb3cTaHoBsiBaHe Ha H30K.

(4) B TpumeceueH cpok OT M3THYaHE Ha KajeHaapHarta roanHa H30K
M3BBPILIBA TOAUIIHO M3PAaBHSIBAHE HA BBH3CTAHOBEHUTE IO TPUMECEUMs] MPEBUIICHU
CpeicTBa OT TPHUTEKATEIWTE Ha pa3pelieHuara 3a ynorpeda WIM TEXHU
VIIBITHOMOIIIEHH TPEICTaBUTENN CIOPSAMO OOMIOTO TOAMIIHO TMPEBHIIEHHUE Ha



OTIpeNIeTICHUTE IIeJIEBU CpPENCTBa B 3aKkoHa 3a Oromxera Ha H3OK 3a chorBeTHaTa
rOJIMHA MPYU YCIOBUS U IO P/, yCTAaHOBEHU B MEXaHU3Ma 110 wi. 34, ai. 1.

Un. 36. (Hos - /IB, 6p. 17 o1 2019 1.) (1) (U3m. - [IB, 6p. 19 o1 2020 T.) B
7-7HEeBEeH CPOK OT MoJiydyaBaHe Ha MHopManusaTa 1o wi. 35, an. 3 npurexarensT Ha
pa3pemeHrueTo 3a ynoTpeOa/HeroB YIBIIHOMOIIEH MPEICTABUTEN MMa TpaBO Ha
MUCMEHO Bb3pakeHue. HanuonanHata 37paBHOOCUTYpPHUTENIHA Kaca pasriexia
He3a0aBHO MOCTBHIMIOTO BB3PAKEHHE M YBEIOMsBAa NHUCMEHO MpPUTEXKATENsd Ha
paspelieHueTo 3a ynoTpeOa/HeroBUs YIOBJIHOMOIIEH MPEICTaBUTEN 3a CBOETO
pelIeHue.

(2) B cnyuyauTe, Korato Bb3pa’k€HUE HE € MOCTHIIUIIO B CPOKA M0 all. 1 uiun
KOTaTO IMOCTBIMIIOTO BB3PAXKEHUE € OTXBBbpJICHO M3Iuio wim vyactuano, H30K u
MPUTEKATENIAT Ha pa3pelieHUuEeTo 3a YNoTpeda/HeroB yMbIHOMOIIEH MPEACTaBUTEN
MOJMMCBAT MPOTOKOJ IO 00pa3er] chriiacHo npuiokenune Ne 11.

(3) HApmxumure nupektHu mnamanus kbM H3O0K 3a choTrBeTHOTO
TpUMeceune Ha TEKYyIaTa TOANHA Ce U3BBPIIBAT OT MIPUTEKATEIIS HA pa3pEIICHUETO 32
yrnotpe0a/HeroB YIbJIHOMOIIEH MpeACTaBUTEN B Cpok 10 10 ITHM OT moanucBaHe Ha
npoTokouna 1o an. | mo obssena or H30K Ha odunmannata i MHTEPHET CTpaHUIA
0aHKOBa CMETKA.

(4) B cpok 510 kpast Ha TbPBOTO TPUMECEUHUE Ha clieBalllaTa KaJleHJapHa
rOJIMHA CE U3BBPIIBA CHOTBETHO N3PABHSBAHE.

Un. 37. (Hos - IB, 6p. 17 oT 2019 1.) (1) (U3Mm. - [IB, 6p. 19 o1 2020 1.)
[IputexarenuTe Ha paspelleHHsATa 3a yrnoTpeda Ha JICKapCTBEHUTE HPOIYKTH OT
OCHOBHHTE I'PYIH 10 4. 35, aj. 1 Bp3CTaHOBSBAT NPEBUIICHUTE CPEACTBA, yCTAHOBEHU
IpU MpUIarane Ha MexaHu3Ma. Bp3CTaHOBSIBAHETO € B ITBJICH pa3Mep Ha Pa3XoJuTe Ha
H3O0K 3a nekapcTBeHM MPOIYKTH HAJ ONpEACICHHUTE LIEIEBH CPEICTBA B 3aKOHA 3a
6romxera Ha H30K 3a choTBeTHaTa roagnHa, KaTo ce OTYMTA U JeNIBT Ha pe3epBa MpH
pemenue Ha Hanzopaus ceBer Ha H30K no un. 15, an. 1, 1. 7 330.

(2) JenbT Ha pe3epBa 3a HENPEABUICHU U HEOTJIOKHHU Pa3XoH 1o al. 1 e
HE TIOBEYE OT JIeJIa Ha CPEJICTBATA 32 Pa3XO/AH 3a JEKAPCTBEHU MPOIYKTH 32 OCHOBHA
rpymna no 4i. 35, T. 1 B o0mus pa3mep Ha pa3xoauTe U TpaHcepuTe Mo OroKeTa Ha
H3O0K 3a choTBEeTHATa roiMHA.

(3) PazxoauTe 3a nekapcTBEHU MPOAYKTH ca 0OBbP3aHU € MapaMeTpUTE Ha
3akoHa 3a Oroxera Ha H30K 3a choTBEeTHATa roiMHa, IUIAHUPAT C€ B ChOTBETCTBUE C
napaMeTpuTe Ha CpeJHOCpPOYHaTa Or0JKETHAa MPOTHO3a, C pPbCTa Ha PasXxoAuTe 3a
3[paBHOOCUTYPUTEITHU TUIAIIAHUS W B paMKUTE Ha TEMIIOBETE HAa W3MEHEHHE Ha
pasxoAuTe 3a 3/APaBHOOCUTYPUTENHHU IJIAlllaHWs 3a CHOTBETHATA TOJMHA CIPSIMO
IpeaXoIHaTA.

I'maBa mecra.

YCJIOBUS A PEJL 3A BAIIVIAIIAHE HA JIEKAPCTBEHHA
NPOAYKTU, MEAUIINHCKHN U3JIEJIUNA, IUETHYHU XPAHU 3A
CIIEIIMAJITHU ME/IMIIUHCKH OEJIN 1
BUCOKOCHENHUAJ/IN3NPAHU ATTIAPATHU/YPEJ/IA 3A
NMHIANBUAYAJIHA YIIOTPEBA OT OBXBATA HA HAPEJ/IBATA 110
YJI. 82, AJI. 6 OT 3AKOHA 3A 3JIPABETO (HOBA - IB, bP. 17 OT
20191



Un. 38. (HoB - JB, 6p. 17 or 2019 r.) (1) Haumonamnara
3/paBHOOCUTYpUTEIHA Kaca 3aruiamia 3a JiekapctBeHu npoaykru, MU, IXCMIL u
BHCOKOCTICIMATIM3UPAHH anapaTu/ypeiu 3a MHAMBHIyalHa yrnoTpeda oT o0xBaTa Ha
HapenOara mo wi. 82, al. 6 OT 3aKOHa 3a 3APaBETO W MPHU YCIOBHATA W pefa,
YCTaHOBEHU B Hesl.

(2) 3a JIEKapCTBEHUTE MPOJYKTH, MU, JAXCMIL] u
BHUCOKOCTICLIMATIU3UPAHNUTE anapaT/ypenu 3a UHIUBUAYyalHa yrnoTpeba mo an. 1, 3a
KOMTO ca IoJa/IeHu 3asBieHus 3a 3amtamane, H30K ckimrouBa CbOTBETHHU IOTOBOPHU C
MPOU3BOIUTENIN WIH THPrOBIYU HA €IPO/TEXHU YIIBIHOMOILEHU IPEICTABUTENN U/UITU
c neyeOHU 3aBe/ieHUs. B oroBopure ce ypekaaT YCIOBHATAa U PelbT 3a JOCTaBKa,
OTUUTaHE, KaKTO U JAPYTU crielu(PUYHN YCIOBUS, CBHP3aHU C MOJaJCHOTO 3asBICHHE
3a 3arviallaHe.

(3) B cnyuyaute no an. 1 H30K 3arumama cTOMHOCTH HE MO-BUCOKH OT
3aljIalllaHUTe ChOTBETHH CTOMHOCTH TMpe3 MpeaxojHaTa TOJAWHA, ChC CPEICTBA,
MoJIyuyeHH OT TpaHchep oT MUHHCTEPCTBOTO HA 3/IpaBeoOIa3BaHeTo.

YUr. 39. (HoB - JIB, ©oOp. 17 or 2019 r.) Hauuonainara
3PaBHOOCUTYpHUTEIIHA Kaca 3aIlamia cliell MPEJCTaBsIHEe Ha ChOTBETHA OTYETHA
(buHaHCOBA M MEIUIIMHCKA TJOKYMEHTAIIHS B U3ITBIHEHUE HA CKITFOUCHUTE IOTOBOPH 110
yy. 38, ai. 2.

Ui. 40. (Hos - 1B, 6p. 17 o1 2019 1.) (1) 3a MU u Bucokocnenuainzupanu
amapatu/ypeau 3a MHIMBUayanHa yrnoTpeba mo ui. 38, an. 1 H30K noroBaps oTcThIKu
o peaa Ha Hapeno6ara o wi. 30a, an. 3 or 3MU.

(2) 3a nexapctBenu npoaykta u JIXCMI] no un. 38, an. 1 H30K moxe na
JIOTOBAps C THPTOBIUTE HA €IPO/TEXHUTE YITBITHOMOIIECHHU TIPEICTABUTEIIN OTCTHITKA B
pa3Mep He mo-Manbk oT 10 Ha cTO OT AOCTaBHATA IICHA.

(3) Hanmonanuata 3ApaBHOOCUTYPUTETHA Kaca 3aruiaiia 10 HamajieHara C
pa3Mepa Ha OTCThIIKaTa CbOTBETHA CTOMHOCT 1o ai. 1 u 2.

Un. 41. (Hos - 1B, ©Op. 17 or 2019 r.) Hauuonanxara
3/[paBHOOCUTYpUTENIHA Kaca MyOJUKyBa Ha OQHIMaIHATA CH HMHTEpHET CTpaHMLA
€XKeroJeH OoT4eT 3a  JiekapcTBeHuTe  npoayktu, MU, JAXCMI[ wu
BUCOKOCHEIIMAIM3UPAHUTE arlapaTi/ypeu 3a HHIUBUAyallHa yioTpeda 1 3arlaTeHUTe
3a TSX CPEACTBA, KOMTO MEPUOANYHO CE aKTyaIM3upa.

IIpexoanu u 3aKIIOUYNTETHHU pa3nopeadoun

§ 1. B n1BymMeceueH cpok ciiesl BiIM3aHe B CHJIa Ha IO3UTUBHUS JIEKapCTBEH
cnucek H3O0K 3ammama JexkapcTBEHUTE MPOAYKTH, OTIYCHAaTH  CBIJIACHO
nexapctBeHus cnucbk Ha H30K, mpuer ¢ pemenue Ne PJ1-YC-04-127 ot 27 nexemBpu
2007 r. 3a onpesensiHe yCIOBUATA, HA KOUTO TPSIOBA /1a OTTOBApsT U3IMBbIHUTENINTE HA
MEIMIIMHCKA MTOMOII, pe/ia 3a CKIIYBAHE HA JIOTOBOPUTE C TAX U JPYTU YCIOBHS IO
yi. 55, an. 2, 1. 2,4, 6 u 7 330 (06H., /IB, 6p. 5 o1 2008 r.; u3Mm., Op. 45 ot 2008 T.).

§ 2. (1) (U3m. - IB, 6p. 40 ot 2009 r., B cumna ot 03.04.2009 r.) B cpok no
30 mait 2009 r. npuTexareauTe Ha paspelieHHe 3a ynorpeda WIM TEXHH
YI'BIIHOMOIIIEHHU TpeacTaBuTenu noaasat 10 H30K 3asgBnenus no wi. 4 3a 3amiamiane
Ha CbOTBCTHUTEC JICKAPCTBCHU NIPOAYKTH 3a€AHO C NPUIIOKCHHUTEC KbM TAX JOKYMCHTHU
CBIVIACHO WI. 5 OT Ta3u Hapezoa.



(2) (U3m. - ]IB, 6p. 49 ot 2012 1.) B cmyuaute 1o an. 1 KbM 3asIBICHHETO
HE Ce Mpuiara KOomHue OT BIIS3JIOTO B CWia pemieHne Ha Kommcusara mo 1eHd U
peumOypcupane.

§ 3. B cpok 10 15 aHuM OT Biau3aHe B CHJIAa HA MO3UTHUBHUS JIEKAPCTBEH
cnuchbk H30K 3amnouBa ckirouBaHe Ha JOTOBOPHU C JIMIA, MOJTYUUIIU Pa3pelIeHUue Mo
1. 229, an. 2 3JIIIXM 3a ThproBus Ha ApeOHO C JICKAPCTBEHU MPOJIYKTH W MOJAIH
3as1BJICHUE TI0 pejia Ha Ta3u Hapea0a 3a OTIyCKaHe Ha MPOYKTUTE 110 4. 1.

§ 4. B cpok mo nBa Mmecema OT BIM3aHETO B CHUJia Ha MO3UTUBHHUS
JICKapCTBEH CIUCHK MPUTEKATEITUTE HA pa3pelieHHs] 3a THProBUs HA JpeOHO C
JIEKapCTBEHH NPOAYKTH, ckitoumyn noropop ¢ H3OK, mpusexnar codryepa cu B
ChOTBETCTBUE ¢ HOBUTE M3uckBanus Ha H30K.

§ 5. Jlo Bim3aHe B cuna Ha Hapembara mo wi. 30a or 3akoHa 3a
meaunuackute uzaenus H30K 3amnama npeanucaHuTe W OTIYCHATH MEAMIIMHCKHU
W3JIeNUs 10 IIEHW U TP YCIOBUS ChIiacHO npuiiokeHue Nel5 xkwMm Pemenune Ha
VYupasurenuus cbBeT Ha H30K Ne PJI-YC-04-127 ot 27.12.2007 r. (06H., IB, 6p. 5
ot 2008 1.; u3Mm., Op. 45 ot 2008 1.).

§ 6. Jlo ckmrouBane Ha goroBopute mo wi. 16, an. 1 H30K 3amnama
MPEANUCAaHUTE U OTIYCHATH AUETHUYHHM XPAHM 3a CHEIUATHU MEIUIIMHCKH LETU IO
[IEHU U TIPU yCITIOBHs chIlacHO mpuiiokeHue Ne 15 kbm Pemienue Ha YnpaButeaHus
cbpBeT Ha H30K Ne PJI-YC-04-127 ot 27.12.2007 r. (06H., /IB, 6p. 5 oT 2008 T.; U3M.,
op. 45 oT 2008 1.).

§ 6a. (Hor - IB, 6p. 40 ot 2009 1., B cuna ot 03.04.2009 r.) [IspBusr
TpumMecedeH nepuon no ui. 10, an. 1 3anmousa na teue ot 1 ronu 2009 r.

§ 7. YkazaHus 110 mpujiaraHeTo Ha Hapea0ara gaBa Y IPaBUTEITHUAT ChBET
Ha H30K.

§ 8. (M3m. - /IB, 6p. 49 ot 2012 r.) HapenbaTa ce u3iaBa Ha OCHOBaHHE JI.
45, an. 9 330.

3ak/II04uTeIHU pa3nopendu
KBbM HAPEJBA 3A UBMEHEHUE HA HAPE/IBA Ne 10 OT 2009 1. 3A
YCJIIOBUMSATA U PEJA 3A 3AIIVIAITIAHE HA JIEKAPCTBEHH
MNPOAYKTHU IO UJI. 262, AJI. 4, T. 1 OT 3AKOHA 3A
JIEKAPCTBEHUTE INPOAYKTU B XYMAHHATA MEJUIIUHA, HA
MEJUIIUHCKU U3JEJINA 1 HA JUETUYHU XPAHU 3A
CIIEOUAJIHA MEJUIIUHCKHU OEJIN

(OBH. - 1B, BP. 40 OT 2009 T".)
§ 4. [Taparpadu 2 u 3 Bimu3at B cuna ot 3 ampuin 2009 r.
IIpexoaHu u 3aK/II0YNTETHN pa3nopeadu

KBbM HAPE/JBA 3A UBSMEHEHHUE U JOITBJIHEHUE HA HAPE/IBA
Ne 10 OT 2009 I'. 3A YCJIOBUSATA U PEJIA 3A 3AIIVTAIITAHE HA



JEKAPCTBEHHU MPOAYKTH T10 UJI. 262, AJL 4, T. 1 OT 3AKOHA
3A JEKAPCTBEHMTE POJAYKTHU B XYMAHHATA MEJUILIMHA,
HA MEJULIMHCKH U3JEJUS M HA JTMETUYHU XPAHU 3A
CNELUAJHUA MEJIUIMHCKHU LEJA

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

§ 6. 3aBapeHuTE JEKAapCTBEHM IPOAYKTH, BKIOYeHM B llo3uTuBHMS
JIEKapCTBEH CIHCHK, 32 KOUTO € TOAAJCHO 3asBJICHHE 110 Wi. 4 WM YBEIOMJICHHUE IO
4j1. 9 KbM JjaTaTa Ha BIM3aHE B CHJIa Ha HapeadaTa, o KOUTO HE € 3all0YHAaJIO TUIAIIaHe
ot H30K, ce 3amnamar cuurano ot 01.02.2010 r.

§ 7. IIbpBUAT nByMecedeH mnepuona mo wi. 4a, an. 2 3amoyBa jJa Teue
cuutano ot 01.01.2010 .

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

IIpexoanu u 3aKIOUYNTEHH pa3nopeaoun
KBbM HAPE/IBA 3A USMEHEHHUE U JOITBJIHEHUE HA HAPE/IBA
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 ME/IUIITUHA,
HA MEJUUOUHCKU U3JEJIUA U HA IUETUYHU XPAHU 3A
CIHHEIUAJIHU MEJULNWHCKH LHEJIN

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

§ 25. IIbpBuAT TpuMecedeH Mepuoj mo 4ui. 4a, aja. 2 3amouBa Ja Teye
cuurtano ot 01.07.2011 r.

§ 26. (1) Harmonannara 3paBHOOCUTYPHUTEIHA Kaca OTIIpaBs MOKaHA 3a
JIOTOBapsiHE 10 MPHUTEKATEIUTE Ha pa3pelieHne 3a ynoTpeda/TexeH YIbJIHOMOIIEH
MPEJICTABUTEI 3a TPEACTABSIHE HA MPEUIOKEHUS 32 OTCTHIKU 1o wi. 20, air. 1 3a
JIEKapCTBEHUTE MPOJYKTH, BKItOUeHU B [103UTUBHMUS JIEKapCTBEH CIUCHK MO Wi, 262,
an. 5, 1. 1 3JIIIXM kbM faTaTa Ha BJIM3aHE B CHJIa Ha Hapeabdara, HO HE MO-KHCHO OT
01.10.2011 1.

(2) HoroBapsineto mo an. 1 ce u3BbpIIBa [0 pejia Ha TJIaBa YETBBPTA.

§ 27. MenuuuHCKUTE U3JENUs W JUETUYHUTE XPaHU 3a CHELUATHHU
MEIUIIMHCKH 11U, 3aruialiaHy HambiHo uiau yactudHo ot H30K mpes3 2011 r., ca
onpenenenn ot Hanzopuusa ceBer Ha H3OK B mpunoxenue Ne 7 "Cnucwek Ha
MenuiuHcku m3genus, 3aminamanu ot H30K" u mpunoxkenune Ne 8 "Cnucbk Ha
auetnyHu xpanu, 3amnamand ot H30K" xkepM HanumonanHust pamMkoB J0OroBOp 3a
MEJIUIIMHCKUTE JEeWHOCTH Mexay HanuoHanHara 31paBHOOCUTYpPUTEIHA Kaca H
boearapckus nexapcku cwrro3 3a 2011 r. (B, 6p. 3 oT 2011 1.).

§ 28. (1) B 15-gHeBeH cpok OT BimM3aHe B cuia Ha Hapenbata H30K
neuHUpa KOJ HA THPrOBEI] HA €IpO0 Ha BCUYKH THPTOBIM HA €IIPO, MOTYYUITH
paspenieHue 3a TbproBus Ha e1po no 4. 195 ot 3akoHa 3a TeKapCTBEHUTE MPOTYKTH



B XyMaHHaTa MEJIWLMHA, W U3TOTBI CHOTBETHHUTE €JIEKTPOHHHU GopMaTH 3a
M3MBJIHATEIUTE HAa MEJUIIMHCKA ITOMOIII U 3a JIMaTa mo 4i. 7.

(2) B eqnomeceueH cpok oT u3tnyaHe Ha cpoka 1o ain. 1 H30K npuBexna
B CHOTBETCTBHE YKA3aHUSATA, MyOJUKYBaHU HA MHTEPHET CTPAHMIIATA U U JOTOBOPUTE
mo wi. 7, an. 1.

§ 29. (1) Pasmopenbara na § 8 oTHOCHO 4. 8, aj. 5 BiaM3a B cwiia 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 oOpa0OTBaHETO Ha PELENTH 3a JIGKAPCTBEHU
MPOAYKTH ¢ HUBO Ha 3amuiamane 100 Ha cTo.

HAPEJIGA 3A U3BMEHEHME M JOITLJIHEHUE HA HAPEJIBA Ne 10
OT 2009 T. 3A YCJIOBUSITA U PEJIA 3A 3AIIJIALAHE HA
JEKAPCTBEHU NPOAYKTH IO UJI. 262, AJL 5, T. 1 OT 3AKOHA
3A JIEKAPCTBEHUTE MPOJIYKTH B XYMAHHATA MEJIUALIAHA,
HA MEJALIMHCKY U3JIEJUAS M HA TMETUYHU XPAHU 3A
CNELAAJTHA MEJJMIWUHCKHA [EJA

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

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

IIpexoxnu pasnopendu
KbM HAPEJABA 3A UBMEHEHUE U JOITBJIHEHUE HA HAPE/IGA
Ne 10 OT 2009 I'. 3A YCJIOBUSATA U PEJIA 3A 3AIIVTAIITAHE HA
JIEKAPCTBEHMU ITPOAYKTH IO YJI. 262, AJL. 5, T. 1 OT 3AKOHA
3A JIEKAPCTBEHUTE INPOAYKTU B XYMAHHATA MEJUIIUHA,
HA MEJUIIUHCKHA U3JAEJIUA U HA AUETUYHU XPAHU 3A
CIHEIIUAJIHA MEJUIIUHCKH LOEJIN

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

§ 13. (1) 3a cpokx exgHa roawHa OT BIW3aHE B CWJa Ha Hapeadara
JIeKapCTBEHUTE MPOAYKTH 3a JJOMAIIIHO JIEYEHHE Ha 3J0KaYeCTBEHU 3a00JsIBaHUS Ce
3amianiar no peia U Npu yclIOBUSTA Ha Ta3M Hapenda Ha CTOMHOCT, HamalleHa C
JIOTOBOPEHUTE OTCTBIKH 10 peaa Ha npuioxenue Ne 10 or Hapenba Ne 40 ot 2004 .
3a OmpeieNisHEe Ha OCHOBHMSI ITAKET OT 3[JpaBHU JEHMHOCTH, FapaHTHUPaH OT Or0/KeTa Ha
H3O0K.

(2) Hamanenute ¢ OTCTBIKU CTOMHOCTH Ha JIEKAPCTBEHUTE MPOIYKTH I10
an. | ce 3amiamar Ha JMnara 1o 4wi. 7, ai. 1 Ha OCHOBaHUE AOTOBOP, CKIIIOUEH MEXTY
H30K u nmpurexaTenure Ha pa3pelieHre 3a ynorpeda Wiu TEXHUTE YI'BIHOMOILEHU
MPEJICTaBUTEIH.

§ 14. ITppBUAT mIECTMECEUEH NEPUOL IO WI. 4a, aJl. 2 3a104Ba J1a TeYe OT
BJIM3aHE B CHJIAa HA Ta3u Hapeaoa.



IIpexonnu pasnopenou
KbM HAPEJBA 3A UI3MEHEHUE U JOITbJIHEHUE HA HAPEJIBA
Ne 10 OT 2009 I'. 3A YCJIOBUSITA U PEJIA 3A 3AIVIALLIAHE HA
JIEKAPCTBEHHU MMNPOAYKTH 1O YJI. 262, AJI. 5, T.1 OT 3BAKOHA
3A JIEKAPCTBEHUTE MPOAYKTHU B XYMAHHATA MEJIUIINHA,
HA MEJULIUHCKU U3JAEJIUA U HA ITUETUYHU XPAHU 3A
CIIEMAJIHU MEJIMIIMHCKHA IEJIHA

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

§ 44. [IBananecermeceynute nepuoau o § 6, § 8, 1. 2, § 9 u § 33 3anousar
Jla TeKaT, cyuTaHo oT 1 ssHyapu 2014 r.

IIpexoxnu pasnopendu
KBbM HAPE/IBA 3A UBMEHEHUE U JOITBJIHEHUE HA HAPE/IBA
Ne 10 OT 2009 I'. 3A YCJIOBUSATA U PEJIA 3A 3AIIVTAIITAHE HA

JIEKAPCTBEHMU ITPOAYKTMH IO UJI. 262, AJL. 6, T. 1 OT 3AKOHA

3A JIEKAPCTBEHUTE ITPOAYKTHU B XYMAHHATA MEJUILINHA,
HA MEJUIWHCKHA U3JAEJIUA U HA AUETUYHU XPAHU 3A
CIHELIUAJIHA MEJUIITUHCKU LEJIU, KAKTO 1 HA
JEKAPCTBEHU NPOJAYKTH 3A 3JIPABHU JJEMHOCTH ITO 4.JI. 82,
AJL. 2, T.3 OT 3AKOHA 3A 3IPABETO

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

§ 5. B cpok 10 enuH Mmecen OT Biau3aHe B cuiia Ha Hapenb6ata H30K
OTIIpaBs MTOKaHM 0 TPHUTEKATEIUTE Ha pa3pelieHus 3a ynorpeda Ha JIEKapCTBEHH
NPOAYKTH/TEXHH YI'BIHOMOIIEHH MPEICTABUTENH 3a JOrOBapsHE Ha OTCTHIIKM 110 4JI.
20a, azn. 3 HE3aBUCHUMO JJaJIM 32 TE€3U JIEKapCTBEHHU MPOJYKTH Ca IOTOBOPEHU OTCTHIIKU.

IIpexoxnu u 3aKkI0UNTEHH pa3nopeadun
KBbM HAPE/IBA 3A USMEHEHHUE U JOITBJIHEHUE HA HAPE/IBA
Ne 10 OT 2009 I'. 3A YCJIIOBUSATA U PEJIA 3A 3AIIVTAIITAHE HA
JIEKAPCTBEHMU ITPOAYKTH IO 4UJI. 262, AJL. 6, T. 1 OT 3AKOHA
3A JIEKAPCTBEHUTE ITPOAYKTHU B XYMAHHATA ME/IUIITUHA,
HA MEJUIOWHCKHA U3JAEJIUA U HA AUETUYHU XPAHU 3A
CHHELIUAJIHA MEJUIIUHCKU INEJIN, KAKTO 1 HA
JEKAPCTBEHHU NPOJAYKTH 3A 3JIPABHU JJEMHOCTH ITO 4.JI. 82,
AJL 2, T.3 OT 3AKOHA 3A 3IPABETO

(OBH. - JIB, BP. 62 OT 2015 T., B CWJIA OT 14.08.2015T".)
§ 15. (1) ITepBOTO MOTOBapsiHE O peaa Ha Ta3w Hapeada Ha OTCTHIIKHU 3a

JIeKapCTBEHHUTE MPOAYKTH 1o wi. 45, an. 10 u 19 330 3amouna B cpok 10 paboTHH 1HU
OT BJIM3aHETO U B cuia, karo H30K oTnpass mokanu 3a JoroBapsiHe 0 NPUTEKATEITUTE



Ha paspelieHue 3a ynorpeba 3a NpeACTaBiHE Ha MPEUIOKEHUs 3a OTCTBIKH U
ny0IMKyBa Ha MHTEPHET CTPAaHULATa CH CIIOPAa3yMEHHUETO o wi. 22, ai. 2.

(2) B cpox mo 10 paGoTHM 1gHU OT MNyOJUMKyBaHE Ha TOKAaHUTE U
CHOPa3yMEHHETO 10 Wi. 22, all. 2 MPUTEKATEIUTE HA Pa3pelIeHus 3a yrnorpeda/TexXHu
YI'BIIHOMOIIEHU NPEICTABUTENM 3asBABAT KOs OT OTCTBIKKUTE 1O wi. 21, ain. 1, 1. 1 min
2 n30upaT 1a 1oroBapsAT U HE MOTaT Jla IIPOMEHST CBOSI H300D.

(3) doroBapsiHero 1o ain. 1 ce U3BbpIIBA 10 peJla Ha IJIaBa YeTBbPTA.

(4) CxiroueHHTE B pe3ysITar Ha JOTOBapsSHETO 110 aj. | JoroBopu BiIn3ar B
cuia:

1. ot narata, ot kosiTo H30K 3anouBa fa 3amiania 1eKapcTBEHUS IPOAYKT
Npy yCIOBHATAa Ha rjaBa BTopa, pasaen I, cborBetHO paznen III, B ciaydail ye
JEKapCTBEHUAT NPoAyKT Objae BkitoueH B I1JIC - 3a jekapcTBeHHM MPOAYKTH C HOBO
MEXYHApOJAHO HENAaTEeHTHO HAaMMEHOBaHME, 32 KOMTO € I0JaJCHO 3asBJICHUE 3a
BrirouBane B I1JIC mmo umn. 262, an. 6, T. 1 u 2 3JIIIXM,;

2. OT jaTara Ha BJIM3aHE B CuJa Ha HapealaTa - 3a BCUYKU OCTaHAJIM
JIEKApCTBEHU MPOAYKTH, a 3a CIIOPa3yMEHHUETO MO wWi. 22, al. 2 - OT JOTOBOPEHUS B
HETro MepUo/I.

(5) Horosopure no an. 3, T. 1 u 2 ca cbc cpok Ha aeiictBue 10 31.12.2016
I., @ CIOPa3yMEHMETO 10 Wil. 22, aj. 2 - 3a JOrOBOPEHUS B HETO IEPUO]I Ha JICHCTBUE.

§ 16. (1) IIpu mbpBOTO IOTOBApsIHE C MPUTEKATEITUTE HA Pa3pEIICHUS 3a
yrorpeba WM TEXHU YITBTHOMOIIECHH! TPECTABUTEIN Ha OTCTHITKH 1o wi. 21, an. 1, T.
1 pa3MepsT Ha oO1IaTa OTCTHIIKA € He Mo-Maiko oT 20 Ha cTo oT pa3xoaute Ha H30K
3a mepuoja OT BIIM3aHE B CHJIA HAa HapeaoOara 1o kpas Ha 2015 .

(2) B ciydaute no an. 1 He ce npunara ui. 22, an. 10.

§ 17. HauuoHnanHara 34paBHOOCUTYpPHUTENIHA Kaca CIUpa Ja 3arulalia 3a
JIEKAPCTBEHU MPOAYKTU 1o wi. 45, an. 10, 13 u 19 330, 3a kouTo HE ca TOroBOpEHU
OTCTBIIKU.

§ 18. Ilputexxarenure Ha paspelieHUs 3a yrnoTrpeda Ha JIEKapCTBEHHU
npoayktu mo 4i. 10e, an. 1, KOUTO KbM MOMEHTA Ha BIM3aHE B CHJIa HAa HapexdaTa ca
BiutroueHH B [1JIC mo ui. 262, an. 6, 1. 2 3JIIIXM, B 30-1HEBEH CPOK OT BIM3AHETO U

B CHJIa nmoJgaBaT 3asABJICHHC I10 O6p83€].1 ChIVIACHO MPUIIOKCHUC Ne 1a kbM 4. 106, alJl.
2.

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

3akJII04YUTEeTHE pa3nopeadou
KbM HAPEJABA 3A UBMEHEHHUE U JTOIIBJIHEHUE HA HAPE/IBA
Ne 10 OT 2009 I'. 3A YCJIOBUSITA U PEJIA 3A 3AIIVTAILIIAHE HA
JEKAPCTBEHMU ITPOAYKTH IO UJI. 262, AJI. 6, T.1 U T.2 OT
3AKOHA 3A JIEKAPCTBEHUTE ITPOAYKTHU B XYMAHHATA
MEJULMNHA, HA MEJULIMHCKU U3JEJUS U HA JUETUYHU
XPAHU 3A CIIEHUAJIHU ME/IUIMHCKH LHEJIN, KAKTO 1 HA
JEKAPCTBEHHU TPOJAYKTH 3A 3JIPABHU JEMHOCTH ITO 4.JI. 82,
AJL 2, T.3 OT 3AKOHA 3A 3JIPABETO

(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[bpkaBeH
BECTHUK".

IIpexoaHu u 3aK/II0YNTETHN pa3nopendu
KBbM HAPEJBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIBA
Ne 10 OT 2009 I'. 3A YCJIOBUSTA U PEJIA 3A 3AIIVIALLIAHE HA
JIEKAPCTBEHHU INPOAYKTHU 1O YJI. 262, AJI. 6, T.1 U T.2 OT
3AKOHA 3A JIEKAPCTBEHUTE INPOAYKTU B XYMAHHATA
MEJUIIUHA, HA MEJUIIUHCKU U3IEJIUA U HA JUETUYHU
XPAHU 3A CHEIUAJIHA MEIMHUHCKHA LHEJIN, KAKTO U HA
JEKAPCTBEHHU IMPOJAYKTH 3A 3IPABHHM JIJEMHOCTH 10O 4.1I. 82,
AJL 2, T.3 OT 3AKOHA 3A 3IPABETO

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

§ 9. HoroBopenute orcrbnku mo wi. 21, am. 1, 1. 1, OykBa "a" 3a
4eTBbPTOTO TpuMeceune Ha 2017 r. ce 3amamar aBaHcoBo A0 15 HoemBpu 2017 1. Ha
Oa3zata Ha peasieH pasxoa Ha H30K 3a tperoto Tpumeceuune Ha 2017 r. Jlo kpas Ha
nbpBOTO TpuMeceure Ha 2018 r. ce U3BBpILIBA CHOTBETHO M3paBHSABAHE ChOOPA3HO
peasiHus pa3xo/1 3a 4eTBBPTOTO TpuMeceure Ha 2017 r. (mpu HaJIBUILIEH UITH [1O-MalIbK
pa3Mep Ha KOMIICHCAIIHATA).

§ 10. (1) Ilpu ob6ur pber Ha mporrHo3nute paszxoau Ha H30K 3a Bcuuku
JIEKapCTBEHU MPOAYKTH, 3aIlialiaHy HanbJIHO win yacTuaHo oT H30K, mo-Bucok ot 3
MIPOIICHTA 3a IepHo/1a OT BJIM3aHe B CHJIa Ha HapenoaTa 10 31 nexkemBpu 2017 r. cripsiMo
U3BBPIICHUS Pa3XxoA 3a chuius nepuo] Ha 2016 r., u3uucieH ciel NpucnajaHe Ha
JIOTOBOPEHUTE OTCTHIIKY 10 wi. 21, an. 1, T. 1 u an. 2 3a neproaa, npuTeKaTeIuTe HA
paspelieHrneTo 3a ynoTpeda/TeXHUTE YIbIHOMOIIECHH TpeACTaBUTENH, (hopmupaniu
TO3U PBCT 3a JEKAPCTBEHUTE CU MPOAYKTH 1O wi. 20, ajn. 1, mpeaocTaBsT OTCThIIKA MO
1. 21, an. 6 B pazmep 40 mpoliieHTa OT CbOTBETHUS pa3Mep Ha pbCTa CH 3a TOCOUYEHUS
nepuo. IIporno3nusar pazmep Ha IbmkuMara oTcTbika ce onpenens ot H30K u ce
3arUlamia  aBaHCOBO OT  CHOTBETHUTE TMPUTEXKATENIM Ha  pa3pelieHue  3a
yrnoTpe0a/TeXHUTE YITbITHOMOIIEHH MPeICTaBUTEN! B Cpok 10 15.11.2017 1.

(2) CxiroueHuTe KbM JjaTaTa Ha BIM3aHE B CHJIa HAa Hapendara I0roBOpU
3a OTCTBIOKHM Io wi. 21, am. 1, T. 1 ocraBar B cuma go 31.12.2017 r., kato ¢
JOTTBJIHUTEITHA CIOPa3yMEHHS KBM TSAX CE€ YpekIa aBaHCOBOTO MPEIOCTaBSHE Ha
OTCTBIIKH TI0 all. 1.

§ 11. Hapenbara BiM3a B cuiia OT JIeHs Ha OOHapoBaHeTo i B "J[bpkaBeH
BECTHUK" ¢ M3KJIIOUeHue Ha § 4 u 8, KouTo Biau3ar B cujia ot 1 ssuyapu 2018 1.

3aKJII0OYUTEHH pa3nopendu
KBbM HAPEJBA 3A UBMEHEHUE U JOITbJIHEHUE 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 ITPOAYKTU B XYMAHHATA
MEJULUHA, HA MEJULIMHCKU U3JEJUS U HA JUETUYHU
XPAHU 3A CIIEHUAJIHU MEJUIIUHCKUA HEJIN, KAKTO 1 HA



JEKAPCTBEHHU ITPOJAYKTH 3A 3IPABHU JEMHOCTH 110 4.1I. 82,
AJL. 2, T.3 OT 3AKOHA 3A 3IPABETO

(OBH. - 1B, BP. 95 OT 2018 I'., B CWJIA OT 16.11.2018 T".)

§ 5. Hapenbara Bnu3a B cuiia oT JeHs Ha 0OHapojBaHeTo 1 B "/[bpikaBeH
BECTHHK".

IIpexoanu u 3aK/04YNTETHU pa3nopeadu
KbM HAPEJBA 3A U3MEHEHUE U JOITbJIHEHUE HA HAPEJIBA
Ne 10 OT 2009 I'. 3A YCJIOBUSATA U PEJIA 3A 3AIIVIALLITAHE HA
JIEKAPCTBEHHU NPOAYKTMU IO YJI. 262, AJ1. 6, T.1 U2 OT
3AKOHA 3A JIEKAPCTBEHUTE ITPOAYKTU B XYMAHHATA
MEJUIIUHA, HA MEJUIIUHCKU U3JEJIUA U HA JUETUYHU
XPAHU 3A CHIEHUUAJIHU MEJJULUHCKHA HEJIU, KAKTO U HA
JEKAPCTBEHU NPOJAYKTH 3A 3JIPABHU JJEMHOCTH ITO 4.JI. 82,
AJL 2, T.3 OT 3AKOHA 3A 3IPABETO

(OBH. - IB, BP. 17 OT 2019 I'., U3M. U [AOII. - IB, bP. 47 OT 2019T".)

§ 33. B enHomeceueH cpoK OT BIM3aHE B CWJIa Ha HapendaTa
NPUTEKATEIUTE Ha Pa3pelieHue 3a YIoTpeOa/TeXHH YIbIHOMOIIEHH MPEACTaBUTENN
nojasar 3asaBieHus no wi. 10e, an. 2 3a 3amnamane or H30K nHa nexkapcTBeHuTe
NPOIYKTH TPH KUBOTO3ACTPAIIaBAIld KPBHBOW3IMBU M CIICUIHW ONEPATUBHH U
HWHBAa3MBHHU HMHTCPBCHIHU IIPH MNAOUCHTH C BPOACHH KOAryJjoIllaTHH, 3allJlalllaHu B
OoJIHMYHATAa MEIUIIMHCKA ITOMOII W3BBH CTOMHOCTTa HA OKa3aHUTE MEIUIIMHCKU

YCIIyTH.

§ 34. B nBymeceueH cpok oT Biau3aHe B cuia Ha Hapenbata H30K u
IPUTEXKATENINTE Ha pa3pelieHus 3a YIOoTpeOa/TEXHU YII'bJIHOMOIIEHH MPEACTaBUTENIH
CKJIIOYBAT JOTOBOPH 3a OTCTBHIIKM M 3a IPUJIaraHe Ha MexaHusMma 1o uwi. 34, an. 1 3a
2019 r., xouTo BKIItOUBat nepuoaa ot 1 sayapu 1o 31 nexemspu 2019 1.

§ 35. B aBymecedeH cpok OT BIIM3aHE B CHJIa HA Hapeadara ce MpoBexkaa
3abJDKUTEIHO LEHTPAIM3UPaHO JIOroBapssHe Ha oOTcThOku 3a 2019 1. 3a
JICKaPCTBEHHUTE TMPOIYKTH TIPH JKABOTO3ACTPAIABANIN KPHBOMZJIMBH H CIICITHU
OTIepaTUBHU M MHBA3WBHU WHTEPBEHIIMU TPH TMAlMEHTH C BPOACHHU KOAryJIOMATHH,
3aIllaliadl B OOJHHMYHATA MEAUIIMHCKA IOMOIN U3BBH CTOMHOCTTA HA OKAa3aHUTE
MEAMIMHCKHN YCIyTH, 3a KOUTO CTOMHOCTTA, 3aruianjaHa ot Oromxera Ha H3OK, ce
M3UYUCIISIBA Upe3 TPyMHUpaHe, B KOETO HE y4acTBaT JIEKAPCTBEHU MPOIYKTH HA IPYTH
MpUTEXKATENN Ha pa3pelieHne 3a ynorpeoa.

§ 36. B nByMeceueH CpoK OT BJIM3aHe B CHJIa HA Hapea0aTa mMpUTeKaTeInuTe
Ha pa3pelieHue 3a yrnoTpeda/TeXH! YIIbIIHOMOIICHH IPECTaBUTENIN MOTaT J1a oJaBaT
npeoxkenus u na goropapat ¢ H30K orcrbnku no un. 21, an. 1, T. 4, npenocraBsiau
Y 3aIUIalllaHy TIPY YCIIOBUSATA U TI0 pefia, pEeryIaMeHTHPAHU ¢ Hapeaoara.

§ 37. (1) (Hom. - B, 6p. 47 ot 2019 r.) MexaHu3MbT, TapaHTHPAII]
IpPEIBUANMOCT U YCTOHUMBOCT Ha Orokera Ha H30K mo rnaBa nera u npuiioxeHue
kbM Ne 10 kM wit. 34, an. 1, 3a 2019 r. ce npuitara 3a BCUYKH JIEKapCTBEHH MTPOYKTH,
OTILyCHATH, CbOTBETHO IIPWJIOKEHU, OTYETCHU U 3aIlJIATEHU HAIIBJIHO WJIK YACTUYHO OT



H3O0K mpe3 nepuoma 1.01.2019 - 31.12.2019 r., ¢ u3kiIO4eHUE Ha JEKAPCTBEHUTE
OPOAYKTH TPHU KUBOTO3ACTpAIlaBallld KPHBOM3JIMBU M CIICIIHU OINEPATHBHU H
WHBa3UBHU HMHTEPBEHIMH MPU MAlUMEHTH C BPOACHHM KOAryJjolaTHUH, BKIIOYEHH B
nakera, ompeielieH ¢ HapeabaTa mo wi. 45, ain. 2 ot 3akoHa 3a 3JJpaBHOTO OCUTYPSIBAHE,
kouto H30K 3amnama Ha u3nbJIHATENNTE HA OOJHUYHA MEIULMHCKA MTOMOII U3BBH
CTOHHOCTTA HA OKAa3BAaHUTE MEIUIIMHCKU YCIYTH.

(2) (HoBa - JIB, 6p. 47 ot 2019 r.) Ilpu npunarane Ha MeXaHH3Ma
pasxoaute Ha H3OK 3a nexkapcTBeHHUTE NPOAYKTH IPH KHUBOTO3ACTpAIIaBAIIU
KPBHBOM3JIMBYU U CHEIIHMA ONEPATUBHU M WHBA3HUBHU MHTEPBEHIMH IPHU MALHUEHTHU C
BPOJICHU KOAryJonaTHH HE ce BKIIOYBAT BbB:

1. rogumaMs 6ro ket 3a 2019 1. 32 OCHOBHA rpyIia JICKAPCTBEHU MPOTYKTH
"B", mocouena B wi. 35, an. 1, Oyksa "B";

2. mpU U3YHUCIIABAHE HAa TPUMECEYHUTE U TOAMIIHOTO HAJBUIICHUS 32
OCHOBHATa rpymna o T. 1;

3. mpu M3YHCIABAHE HA CYMHUTE 3a HAJBHILIEHUS, YCTAHOBEHU IpU
npujaraHe Ha MEXaHW3Ma, MOJUISKAINM Ha JUPEKTHH IUIAIIAHUS, 32 JCKapCTBCHUTE
MPOJYKTH 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
yrnoTpeda/TeXH! YIBITHOMOIIEHH NPEIACTaBUTENIM Ha JIEKAPCTBEHUTE MPOIYKTH,
3aramany HanbJiHO uin yacTuyHo oT H30K, kouTo He moanexar Ha 3abJKUTEITHO
LEHTPAJIU3UPaHO J0rOBapsiHE HAa OTCTBIIKM, CKIIIOYBAT JOroBopu no wi. 34, an. 3 3a
npwiarane 3a 2019 r. Ha MexaHu3ma 1o aji. 1 3a Te3u IpoayKTH.

3aKJII0YUTEeHH pa3nopendu
KbM HAPEJABA 3A UBMEHEHUE U JOITBJIHEHUE HA HAPE/IGA
Ne 10 OT 2009 I'. 3A YCJIOBUSATA, PEJJIA, MEXAHU3MA U
KPUTEPUUTE 3A 3AIVIAIIAHE OT HAITMOHAJIHATA
3APABHOOCUTI'YPUTEJIHA KACA HA JIEKAPCTBEHU
NPOAYKTU, MEJUTIMHCKU U3AEJUA U HA JUETUYHU XPAHU
3A CHEHUAJHU MEAUIINMHCKUA LHEJIN, IOI'OBAPSHE HA
OTCTBIIKA U TIPUJIATAHE HA MEXAHU3MU, TAPAHTUPAIII
IPEJIBUINMOCT 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 cuiaa oT | suyapu 2020 r., ce
CKJIIOYBAT MpHU YCIOBUSATA M IO peJa Ha Ta3u Hapeada M CHIJIACHO MEXaHHM3Ma,
rapaHTupall IpeJBUIUMOCT U ycToHuuBOCT Ha Oroakera Ha H30K 3a 2020 r.

3aKJIIOYUTEHH pa3nopendu
KBbM HAPEJIBA 3A JOITBJIHEHUE HA HAPEJIBA Ne 10 OT 2009 T.
3A YCIIOBUATA, PEJA, MEXAHU3MA U KPUTEPUUTE 3A
SATIVTAITAHE OT HAIIMUOHAJIHATA 3IPABHOOCHUT'YPUTEJIHA
KACA HA JIEKAPCTBEHHU MMPOAYKTHU, MEJULIUHCKH
N3JAEJIUA N HA JUETUYHU XPAHU 3A CIIEHHUAJTHA
MEAUINWHCKUA OEJIA, JOTOBAPSHE HA OTCTBIIKU U



BB3CTAHOBSBAHE HA IIPEBUILHEHUTE CPEJCTBA IIPH
INPUJIAT'AHE HA MEXAHU3BM, TAPAHTHPAILLL
HNPEABUINMOCT 1 YCTONYUBOCT HA BIOJKETA HA H30K

(OBH. - 1B, BP. 106 OT 2020 I"., B CHMJIA OT 15.12.2020T".)

§ 2. Hapenbara Bnu3a B cuiia OT JieHS Ha 0OHapoaBaHeTo 1 B "JIbpkaBeH
BECTHUK".

3aK/II0YNTeIHU pa3nopendu
KbM HAPEJBA 3A U3MEHEHUE U JOITbJIHEHUE HA HAPEJIBA
Ne 10 OT 2009 I'. 3A YCJIOBUSATA, PEJA, MEXAHU3MA U
KPUTEPUUTE 3A 3AIIVIALIAHE OT HAIITMOHAJIHATA
3APABHOOCUTI'YPUTEJIHA KACA HA JIEKAPCTBEHU
HNPOAYKTU, MEJUTIUHCKHU U3AEJUA U HA JTUETUYHU XPAHU
3A CHEHUAJTHU MEAULINHCKU LHEJIN, IOI'OBAPSHE HA
OTCTBIIKA U Bb3CTAHOBSIBAHE HA TTPEBUILIEHUTE
CPEJACTBA IIPU ITPUJIATAHE HA MEXAHU3BM, TAPAHTUPAIILL
NPEJIBUINMOCT U YCTOMYUBOCT HA BIOJI)KETA HA H30K

(OBH. - 1B, BP. 73 OT 2021 I'., B CWJIA OT 03.09.2021T".)

§ 3. HapenOara Bnu3a B cuiia OT JIeHd Ha 0OHapoaBaHeTo ¥ B "JIbp:kaBeH
BECTHUK".

3aKJII0YUTEeHH pa3nopendu
KbM HAPE/IGA 3A UBMEHEHUE HA HAPEJIBA Ne 10 OT 2009 I'. 3A
YCJIOBUSTA, PEIA, MEXAHU3MA U KPUTEPUUTE 3A
SAIIVTAINIAHE OT HAIIMOHAJIHATA 3IPABHOOCUI'YPUTEJIHA
KACA HA JIEKAPCTBEHHU TIPOAYKTHU, MEJIUIIUHCKHU
N3AEJIUA U HA JUETUYHU XPAHU 3A CIITELHUAJTHA
MEJAUIUHCKHA HEJIA, JOT'OBAPSHE HA OTCTBHIIKU U
BBb3CTAHOBSIBAHE HA IPEBULIEHUTE CPEACTBA IIPU
INPUJIATAHE HA MEXAHU3BM, TAPAHTUPAIIL
NPEJABUJIUMOCT U1 YCTOMYNUBOCT HA BIO/I)KETA HA H30K

(OBH. - 1B, BP. 109 OT 2021 I'., B CH1JIA OT 01.01.2022T".)

§ 2. Hapen6ara Biu3a B cuna ot 1 ssHyapu 2022 r.

[Ipunoxenne Ne 1 kpm 4. 4

(U3wm. - [IB, 6p. 67 ot 2011 r., u3m. - JIB, 6p. 49 ot 2012 r., u3M. u jgom. -
1B, 6p. 48 oT 2014 1.)

SAIABJIEHMUE



(NbIHO HAUMEHOBAHUE HA NpumMedcamelisl Ha paspeulenuemo 3a ynompeoa)
ChC CEJANUIIE U aJJpec Ha YIIpaBIICHUE:

(3a opuduuecko auye - NbJIHO HAUMEHOB8AHUE HA NpedCcmasumels, cedaiuue u aopec Ha
ynpasnenue; 3a ¢uzuyecko auye - mpume umera, EI'H, nocmosnen aopec)
8 Kauecmeomo My HA.: npumedxcameil Ha paspeuierue 3a ynompeoa/ynviHomMoueH
npeocmasume
(HessApHOMO Cce 3auepmasa)
C IOKYMEHT, yJIOCTOBEPsIBAIIl TPEICTABUTEIIHATA BIIACT:

Anpec:

YBAXAEMMU I'OCITIOANH/T OCITIOXKO
YIIPABUTEIJI,

Ha ocnoBanue ui1. 4 BB Bpb3ka ¢ wi. 5 ot Hapen6a Ne 10 ot 2009 r. 3a ycioBusiTa u pea 3a
3arulalllale Ha JEKapCTBEHU MPOAYKTHU Mo Wi. 262, an. 6, T. 1 oT 3akoHa 3a JIeKapCTBEHUTE
MPOJIYKTH B XyMaHHaTa MEAUIIMHA, HA MEUIIMHCKU U3/I€TUS U HA JUSTUYHH XPaHH 32
CHEIMAIHA MEAUIIMHCKH 11EJIM, KAaKTO U Ha JIEKAPCTBEHH MPOAYKTH 32 3paBHUTE IEHHOCTH
o wi. 82, ain. 2, T. 3 oT 3aKOHa 3a 3/IpaBETO 3adBsiBaM, 4e keias aa ce 3amiamar ot H30K
CJIEIHUTE JIEKAPCTBEHU MPOAYKTH:

(HaumeHo8aHUe HA eKAPCMBEHUs NPOOYKM, IeKApCmMeeHd popma u OKOHYamenHa OnaKosKa)



KbM HacToAMOTO 3asiBICHNUE PUIIAraM CJICIHUTE JOKYMEHTH:

1. Komnue ot BiIs13710 B cWiia penieHue Ha HalimoHamHus ChBET 10 IICHH U peUMOypCUpaHe Ha
JIEKAPCTBEHUTE MPOAYKTH

(npunazam ce pewienusama 3a 6CeKu eOUuH Om NOCoO4YeHuUme no-20pe 8 3ds6J1eHUemo NPoOYyKmu)

(noonuc u neuam Ha 3asumeisi)

[Tpunoxenne Ne 1a kpm ui. 10e, ain. 2

(HoBo - 1B, 6p. 62 ot 2015 1., B cuyia ot 14.08.2015 1.)

3AABJIEHUWE
(NbIHO HAUMEHOBAHUe HA npumedicamelis Ha paspeulenuemo 3a ynompeoa)

ChC CEMAJMIIE U aJIpeC Ha yIpaBIICHHUE:

(3a ropuoudecko auye - NbJIHO HAUMEHOB8AHUEe Ha Npedcmagumelts, cedanuue u aopec Ha
ynpasnenue; 3a uzuuecko auye - mpume umera, EI'H, nocmosinen adpec)
B KQ4E€CTBOTO MY Ha: MPUTEKATEN Ha pa3pellieHre 3a ynoTpeOda/yrbIHOMOIIEH
MIPeICTaBUTEN
(HessApHOMO ce 3auepmasa)
C JIOKYMEHT, yJIOCTOBEPSBaII] MPEJACTaBUTETHATA BIIACT:
3a chOOUIeHHS U KOHTaKTH:
Anpec:



YBAXAEMHU I'OCITOANH/TOCITIOXKO
YIIPABUTEIJI,

Ha ocnoBanue ui. 10e, an. 2 or Hapen6a Ne 10 ot 2009 r. 3a ycnoBusTa 1 peaa 3a
3aIJIallaHe Ha JIEKAPCTBEHU MPOAYKTH 10 Wi. 262, an. 6, T. 1 u 2 ot 3akoHa 3a
JIEKapCTBEHUTE MPOIYKTH B XyMaHHATa MEIUIIMHA, HA METUIIUHCKU U3/IENIUS U Ha
JUETUYHU XPaHU 32 CIIEHUATHA METUIIMHCKY 11€JIM, KaKTO U Ha JIEKapCTBEHU IPOJYKTH 32
3ApaBHUTE IEUHOCTH 1O 4il. 82, aj. 2, T. 3 oT 3aK0Ha 3a 3J[paBeTo, 3asABsIBaM, Ue xKejas Ja
ce 3atamatr or H30K cnennure nexkapcTBeHN NIPOAYKTHU:

1.
(Haumenosanue Ha 1eKApCMEeHUs NPOOYKM, N1eKApCmeeHa popma u oKoH4amenna
ONaKkosKa)
2.
3.

KBbM HacCTOSIIOTO 3asBIICHUE MPUIIATaM CICAHUTE JOKYMEHTH:
1. Komnue ot BIIs3110 B cWiia perieHre Ha HarmoHamHus ChBET 10 IIEHU B PeUMOYypCcHUpaHe
HAa JICKAPCTBEHUTE MPOTYKTH.
(npunacam ce peuweHusIma 3a 6CeKu eOUH Om NOCOYEeHUNme No-20pe 8 3as61eHUENO
npooyKmu)

(noonuc u neuam
Ha 3as6umeins)

[Tpunoxenne Ne 2 kpm 4. 8a, an. 9 u un. 10k, an. 9

(Hoso - 1B, 6p. 19 o1 2020 1.)

I[TPOTOKOJI




Ne
000000000...

[ara:

‘ OPUTUHAJI

[Ipurexaren Ha pa3penieHue 3a
yrnoTpe6a/HeroB ybIHOMOIIEH
HPEICTABUTEI

Anpec:

WH no 3/11C/UH no
HAI[MOHAJTHOTO
3akoHojarenctso 3a J1JIC:

EUK/BYJICTAT:

M.O.JL.

[Tonyuaren:

HauuoHaHa 31paBHOOCHTYPHTETHA Kaca

Anpec:

I'p. Codus, yn. Kpuuum Ne 1

EUK/BYJICTAT:

121858220

M.O.JL.

Or: Ho:

3a nepuon;

3a nmocoyeHus nepuo AbLKUMaTa 3a Bb3craHoBsiBaHe cyMa Ha H3OK ot nputexarens Ha
paszpelieHue 3a yrnorpeda/HeroB yrbIHOMOIIEH peacTaBuTel Ha 3amiarend ot H30K
CpEJICTBA 32 JIEKApCTBEHU NIPOAYKTHU 3a MALMEHTH, IPH KOUTO € HAJIMIIE JIUIICA HA Pe3yiTaT

OT TCpallvsaTa, Bb3JIM3a Ha:

Ne | I'pyna JlekapcTBeH
(A, B, IPOJYKT
B)

KonuyectBo | 3amiarena cyma
3a eIMHUIIA OT
H30K,
noJexaIa Ha

BB3CTaAaHOBSABAHC

3amiateHa cyma ot
H30K, nomyekama Ha
BB3CTAaHOBSIBAHE 00III0

M3MeHeHne Ha JaHbYHATA OCHOBA 06]].[0:

JJC craBka:

Nzmenenue na J1JIC:

CyMa 3a IJiama”ne:

Cpok 3a
TUTalIaxe:

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




OcHoBaHue 3a U3JaBaHe: Unen 8a, ant. 9 m un. 10k, ann. 9 ot Hapenba Ne
10 ot 2009 r. 3a ycnoBusita, peia, MexaHu3Ma u
KpUTEpUUTE 3a 3aruiamane ot Harmonannara
3IpaBHOOCUTYPHUTEIIHA Kaca Ha JIEKApCTBEHU
MPOIYKTH, MEIUITUHCKH H3JCIHS ¥ Ha
JOTUCTUYHHAU XpaHI/I 34 ClicouaJIHu MCIUIITUHCKNU
1IEJTH, IOTOBApSIHE HA OTCTHIIKHA U
BB3CTAaHOBSIBAHE Ha MPEBUIIEHUTE CPEICTBA
MIpU IIpUJIaraHe Ha MEXaHU3bM, TapaHTHpaII]
IPEIBUANMOCT M YCTOMUMBOCT Ha OrOKeTa Ha

H30K

JlaTa Ha Bb3HUKBaHE HA JAaHBYHOTO

cbrouTHE:

[Tpunosxenue: CripaBka 3a KOJIM4eCTBaTa Ha JIEKapCTBEHH
IPOJYKTH 3a MalUEHTH, P KOUTO € HaJIUILIE
JIUIICa Ha pe3yaTaT OT TepanusTa, u
cpenacrtpara, 3amiarenu or H30K 3a Tsx

3a nmpuTekaTes Ha pa3peleHueTo 3a 3a Hanumonannata 3paBHOOCUTYpUTEIIHA Kaca:

yrnotpeba/

HCI'OB YITbJIHOMOUICH MPEACTAaBHUTCIIL:

[Ipunoxenue Ne 3 kbm 4. 9a, ain. 1

(H3m. - IB, 6p. 34 ot 2009 r., npeauniHo [Ipunoxenue Ne 3 kbM 4. 7, ail.
3uun 16, an. 2, usm. - IB, 6p. 67 ot 2011 1., u3m. u nom. - /1B, 6p. 48 oT 2014 1.)

J0
YIIPABUTEJIA HA H30K

SAJABJIEHMNUE

(NbIHO HAUMEHOBaHUe Ha npumedcamelis Ha paspeulenuemo 3a ynompeoa)
ChC CEJANIUIIE U aJJpeC Ha YIIPaBIICHUE:



(3a 1opuduiecko auye - NbIHO HAUMEHOBAHUE HA NpeodCcmasumens, ceoanruuje u aopec Ha
ynpaenenue; 3a ¢usuyecko auye - mpume umena, EI'H, nocmosanen adpec)

B KQ4EeCTBOTO MY Ha: IIPUTEKATEI Ha pa3pelIeHue 3a ynoTpeda/yrbIHOMOIIEH IPeACTaBUTEN
(HessipHOMO ce 3auepmasa)
C IOKYMEHT, yJIOCTOBEPSIBAIIl TPECTABUTEIIHATA BIIACT:

Anpec:

YBAXAEMHU I'OCIIOANH/TOCITIOXKO
YIIPABUTEIJI,

Ha ocnoBanue ui. 9a, an. 1 ot Hapen6a Ne 10 ot 2009 r. 3a ycnoBusaTa U peja 3a 3ariaijaHe
HAa JIKapCTBEHU MPOAYKTHU IO Wi. 262, an. 6, T. 1 oT 3akoHa 3a JIEKapCTBEHUTE IPOIYKTH B
XyMaHHAaTa MEJIUIIMHA, HA MEIUITMHCKY U3/CIUs U Ha TUETHYHU XPaHU 32 CIICIIHATHI
MEAMIIMHCKH 1IeTH, KaKTO U Ha JIKAPCTBEHH MPOAYKTH 32 3APaBHUTE JCHHOCTH MO Wi. 82, al.
2, T. 3 oT 3aKoHa 3a 3/IpaBeTO 3asBsiBaM, 4e KkeJas Ja ce npekparu 3amiamanero or H30K no
pena Ha HapeabaTa Ha CIEAHUTE JIEKAPCTBEHU MPOAYKTHU:

(noonuc u neyam Ha 3as68ume’s)

[Ipunoxenne Ne 3a kpm 4. 10a, am. 1

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

3ASBJIEHUE



(NIHO HAUMEHOBAHUE HA NPUMENCAMENs. HA PA3PEUeHUENO 3d YROmpeba/ynbiHOMOUeH
npeocmasumer)
ChC CeNAIMIIE U a/IpeC Ha YIpaBJICHUE:

(3a opuduuecko auye - NbJIHO HAUMEHOB8AHUE HA NpedCcmasumels, cedaiuwe u aopec Ha
ynpasnenue;
3a ¢uzuuecxo auye - mpume umena, EI'H, nocmosinen aopec)
B KaYECTBOTO MY Ha: MPUTEXKATEI HA pa3pelIeHue 3a yrnoTpeda/yIrbIHOMOIIEH PEICTaBUTEI
(HessipHOMO ce 3auepmasa)
C IOKYMEHT, yJIOCTOBEPSIBAIll ITPEICTABUTEIHATA BIIACT:
3a ChOOIIEHHUST U KOHTAKTH:
Anpec:

YBAXAEMU I'OCITIOAMH/T OCITIOXKO
YIIPABUTEIJI,

Ha ocnoBanme ui. 10a, an. 1 or Hapen6a Ne 10 ot 2009 r. 3a ycnoBusta u peaa 3a
3aruTailale Ha JEKapCTBEHU MPOAYKTH MO Wi. 262, ait. 6, T. 1 oT 3akoHa 3a JIEKapCTBEHUTE
MPOJYKTHU B XyMaHHATa MEIUIIMHA, HA METUITMHCKU U3ENUs U Ha TUETHYHU XPaHH 32
CIeIMaTHU MEUITMHCKH I1eJIU, KAKTO U Ha JIEKAPCTBEHU MPOAYKTH 32 3[I[PaBHUTE JCHHOCTH
o ui. 82, an. 2, T. 3 oT 3aK0Ha 3a 3/IpaBETO 3asBsIBaM, Y€ jKeJask CICAHUTE JIEKapCTBEHU
MPOJIYKTH, HEOOXOAMMHU 32 U3ITBIIHEHUE Ha JCHHOCTUTE T10 3/I[paBHA MPOTpama: ...........

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

(HaumeHo8aHUe HA eKAPCMBEHUs NPOOYKM, IeKApCmMeeHd popma u OKOHYamenHa OnaKosKa)



KeMm HACTOAIIOTO 3a4BJICHUC IIpyJIaraM CICAHUTC JOKYMCHTHU:

1. Komnue ot BiIs13710 B cWiia penieHue Ha HalimoHamHus ChBET 10 IICHH U peUMOypCUpaHe Ha
JIeKapCTBEHUTE MPOJYKTH (IpUJIarat ce peleHusTa 3a BCeKU eIUH OT IOCOUYEHUTE [10-TOpe B
3as1BJICHUETO NPOJYKTH).

2. CriuchK Ha IPUTEKATEIUTE Ha pa3pellieHue 3a ThProBUsl Ha €JIpO C JIEKapCTBEHU
HPOIYKTH.

(noonuc u neuam Ha 3aa68umes).

[Tpunoxxenue Ne 36 kbm wi. 15, an. 1, 7. 2 m . 197, ain. 1

(Hogo - JIB, 6p. 48 oT 2014 1.)

I(0)
YIIPABUTEJIA HA H30K

3ASBJIEHUE

(nvano Haumenosanue Ha npoussooumens hva MU (na JIXCML])/ynvinomowen
npeocmasumen/mvpeogeya Ha eopo ¢ MU/ynvanomowen npedcmagumen)

ChbC CCAAIMIIC U aApEC HA YIIPABJIICHUC:

(3a puOUUecKo nuye - NbJIHO HAUMEHO8AHUEe HA Npedcmasumens, ceoanuue u aopec Ha
ynpaeénenue; 3a ¢usuyecko auye - mpume umena, EI'H, nocmosanen adpec)
B KaueCTBOTO cH Ha: mpousBoauten Ha MU (Ha JIXCMII)/ymbaHOMOIIIEH TIpeicTaBUTEN/
Thprosemna Ha epo ¢ MU/ymbIHOMOIIEH MTpe/iCTaBUTEN
(HessApHOMO ce 3auepmasa)



C JOKYMCHT, YAOCTOBCPpABAL NPCACTABUTCIIHATA BJIACT:

[TocouBam cnenHus axpec 3a CbOOUICHUS U KOHTAKTH:
Anpec:

YBAXAEMU I"OCITOJUH/T'OCITIOXO
VYIIPABUTEIJI,

Ha ocnoBanme uin. 15, an. 1, 1. 2/un. 19x, an. 1 ot Hapen6a Ne 10 ot 2009 r. 3a ycnoBusTta u
pena 3a 3ariaiaHe Ha JISKapCTBEHHU MPOIYKTH 1o wi. 262, an. 6, T. 1 ot 3akoHa 3a
JIEKapCTBEHUTE MPOAYKTH B XyMaHHATa MEIUIIMHA, HA METUIIUHCKU U3/IENIUS U HA TUETUYHU
XpaHH 3a CHelUaTHN MEAUITUHCKH 1I€TTH, KaKTO U Ha JICKAPCTBEHHU MPOJIYKTHU 3a 37pPaBHUTE
JIEUHOCTH MO 4i. 82, ai. 2, T. 3 oT 3aKoHa 3a 37paBeTO 3asBSIBaM, 4e *kKeJjas J1a ce MpeKpaTh
3amamanero oT H30K no pena Ha Hapen6aTa Ha cieIHUTE TPOAYKTH:

(noonuc u neyam Ha 3as68umeis).

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

(M3m. - IB, 6p. 67 ot 2011 r., npeaumno [Tpunoxxenue Ne 4 xbm ui. 14,
u3M. - /IB, 6p. 48 ot 2014 1.)

3ASBJIEHUE



(NBJIHO HAUMEHOBAHUE HA NPOU3BOOUMETIS/YNBIHOMOWEH NPpedcmasumern)
ChC CeIAIMIIE U AJIpEC HA YIPaBJICHHUE:

(3a ropuouuecko auye - NbJIHO HAUMEHOB8AHUE HA NpedCcmasumels, cedaiuue u aopec Ha
ynpasnenue; 3a guzuiecko auye - mpume umena, EI'H, nocmosnen aopec)
B Ka4E€CTBOTO MY Ha: IIPOM3BOIUTEI/YIIBIIHOMOIIICH TPEJACTABUTEI
(HessApHOMO ce 3auepmasa)
C IOKYMEHT, yJI0OCTOBEpsIBaIll IPEICTABUTEIIHATA BIIACT:
[TocouBam cneiHuUs aipec 3a CbOOLICHHUS U KOHTAKTH:
Anpec:

YBAXAEMU I'OCITOJJUH/T'OCITIOXO
YIIPABUTEJI,

Ha ocnoBanme ui. 19, an. 1 or Hapen6a Ne 10 ot 2009 r. 3a ycioBusTa U pea 3a 3aruialiaHe
Ha JIEKApCTBEHH MPOAYKTH 10 wi. 262, an. 6, T. 1 o 3akoHa 3a JIEeKapCTBEHUTE MPOJYKTH B
XyMaHHaTa MEIMLMHA, HA MEJUIIMHCKY U3ENs U Ha JUETUYHU XPaHU 32 CIIELIUATIHU
MEAMIMHCKH 11€JI1, KaKTO M Ha JIEKAPCTBEHH MPOIYKTH 32 3paBHU JEHHOCTH 1O Wi. 82, aj.
2, 1. 3 oT 3aKoHa 3a 3/IpaBeTo 3asBsiBaM, 4e kenas Ja ce 3amnamar ot H30K cnegnure
JAXCML:

ZII/IeTI/I'—IHI/ITe XpaHHU 3a CriCuaJIHu MEIUIIUHCKHU LCJIN IIC CC pa3lpOoCTpaHiaABaT 10 allTCKUTE,
CKIIFOYHJIA JOT'OBOP C H?)OK, OT CJICAHUTC ThPTOBLU Ha CAPO:



(Haumenosanue HA TUYEMo, NPUMENCABAWO YOOCMOBEPEHUE 3 PeUCMpayus Ha 0beKm 3a
MBP2OBUSL C XPAHU, U30A0EHO NO pedd Ha 3aKoHA 3a XpaHume)

[Tpunaram ciaemqHUTE JOKYMECHTH:

1. Hexnaparus, ue crotBeTHata JIXCMI] otroBapst Ha ycinoBuerto o wi. 18, an. 3, kato ce
M0COYBAT KOHKPETHUTE OOIIECTBEHU (POHIOBE B ChOTBETHATA JbPIKaBa.

2. Jleknmaparus 3a chriacue OT OCOYSHHUTE THPTOBIM HA €[PO 32 IOCTABKA HA TUCTUIHHUTE
XpaHH 32 CHEIHATHA MEAULMHCKY LEH (Npuiazam ce 0eKiapayuu om CudKy noCoyeHu
Mmbp2osyU Ha eopo).

3. Jlexmapanus 3a peryJsipHO OCUTYpsIBAHE Ha 3asiBEHUTE TUETHYHH XPaHU 32 CIICIHATHH
MEIUIIUHCKH LIEJIH 33 TIEPUO/]T HE TTO-MaIIbK OT 12 KaJleHIapHU Mecela.

4. Komnue oT JOKYMEHTH, YAOCTOBEPSABALLY U3UCKBaHUTA 10 wi. 18, ann. 1 (mpunarar ce
JOKYMEHTH 32 BCSIKA IMETHYHA XpaHa 3a CIEIHATHI MEAUIUHCKY 1IEIIH).

(noonuc u neyam Ha 3aa68umess).

[Ipunoxenue Ne 5 kpm 4. 16, ain. 2

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

ITpunoxxenne Ne 6 kpm 4. 16, an. 2

(Hoso - 1B, 6p. 67 o1 2011 r., oT™m. - IB, Op. 48 o1 2014 1.)

ITpunoxxenne Ne 7 kpm 4. 19, an. 1

(Hoso - 1B, 6p. 67 ot 2011 r., oT™. - IB, Op. 48 o1 2014 1.)

ITpunoxxenne Ne 8 xpm ui. 21, an. 3 u 4

(Hoso - JIB, 6p. 67 ot 2011 r., npeaumno [Ipunoxxenue Ne 8§ kpMm ui. 21,
an. 2, m3M. - [IB, 6p. 48 ot 2014 1., ot™. - JIB, Op. 62 ot 2015 1., B cuia ot 14.08.2015

T.)

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

(Hoso - IB, 6p. 30 ot 2015 1., npeaumino [Ipunoxenne Ne 8a kbm 4. 22,
an. 11, u3m. - IB, 6p. 62 ot 2015 1., B cruma ot 14.08.2015 r., u3m. - JIB, 6p. 19 ot 2020

T.)



[MTPOTOKOJI

Ne 000000000.... Mara: OPUI

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

Anpec:

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

EUK/BYJICTAT:
M.O.JL.
[Tomyuaren: HaumnonasHa 31paBHOOCHTYPHTEIHA Kaca
Anpec: I'p. Codus, yn. Kpuaum Ne 1
EVK/BYJICTAT: 121858220
M.O.JL
Or: Ho:
3a nepuon;

3a moco4yeHus nepuo AbKMMAaTa KOMIIEHCAIMs 32 CMETKA Ha IIPUTEKATEIsl Ha Pa3peleHue 3a YIOTpe
VITBTHOMOIIICH MPeICTaBUTEN 3a 3aruialane Ha oTiycHatu U otdyeTenn kbM H30K nekapctBenu npoay

Ne ['pymna (A,
b, B)

JlexapCTBEH MPOLYKT

OrtcThIIKa 3a C
eIMHULIA

KomnuuectBo

HM3MeHeHne Ha TaHbYHATA OCHOBA 061_1_[03

JJIC craBka:

N3zmenenne na JJJ1C:

CyMa 3a IJiama”ne:

Cpok 3a
TUTalIaxe:

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




OcHoBaHue 3a U3JaBaHe: Unen 236, an. 1 or Hapen6a Ne 10 o

YCIIOBUSITA, PE/Ia, MEXaHU3MA U KPH'
3amianiane or Hanmonamxara 31pas
Kaca Ha JICKApCTBEHU MPOJYKTH, M€
Y Ha JTUETHYHU XPaHH 3a CIICIHATHHY
JIOTOBAPSIHE HA OTCTHITKU M BH3CTAH
IPEBUILICHUTE CPEACTBA IIPH IPHUIIAT
rapaHTUpaI] IPEIBUINMOCT U YCTOY
oromxera Ha H30K

I[aTa Ha Bb3HUKBAHC HAa JaHBYHOTO crouTHE:

[Tpunoxenue: CrpaBka 3a KOJIM4YecTBaTa OT JIeKap«
TI0 €JIEKTPOHEH OTYET CHIIIACHO YII. |
ot H30K npe3 choTBETHMS IEPUOLT

3a mpuTexKaTeNs Ha Pa3pelieHUeTo 3a yroTpeOa/Heros 3a Hammonannara 31paBHOOCUTYPH]

YI'BJIHOMOIICH ITPEACTABUTCIIL:

[Tpunoxxenue Ne 86 kM wi. 231, ai. 2

(Hogo - JIB, 6p. 17 ot 2019 1., u3m. - /IB, 6p. 19 ot 2020 1.)

Hapen6a Ne 10

No MHara............... OPUT'MHAJI

IIpurexaren Ha
paspeleHue 3a
yrnoTpe6a/HeroB
YI'BJIHOMOIIEH
IIPEICTaBUTEN

Anpec:

WH no 3IC/VH
10 HAIMOHAJIHOTO
3aKOHOAATCJIICTBO

3a JIJIC:

EUK/BYJICTAT:

M.O.JL

[Tonyuaren:

Hanmonanuna 31paBHOOCHTYpHUTENTHA Kaca

Anpec:

I'p. Codus, yn. Kpruum Ne 1

EUK/BYJICTAT:

121858220

M.O.JL




Or: Ho:

3a nepuo;

3a noco4yeHust NepuoJl IbJKMMAaTa KOMIICHCAIIUS 32 CMETKa Ha MPUTEXKaTeNs Ha
paszpelleHue 3a yrnorpeda/HeroB yIrbIHOMOILEH IPeCTaBUTEN 3a 3alljialllaHe Ha OTIyCHATH
u otuerenu kbM H30K nexapcTBeHU MPOIYKTH Bb3JIM3a Ha!

No | I'pyna |JlekapcTtBe | KommuectB| Ortcrbnka3a |OtcTbik| ABaHCOB Cyma 3a
(A, b, |H mpoaykT 0 eAVHULA a 00110 0 U3paBHIBaHE
B) TJIaTeHU
CpeacTBa
V3meHeHne Ha TaHbYHATA OCHOBA OOIIO: 0 0 0
JIC craBka:| 20 % 20 % 20 %
N3menenue Ha [JJ1C: 0 0 0
Cymana| 0,00 0,00 0,00
OTCTBIIKA:
Cyma 3a Cyma 3a Cpoxk 3a
M3paBHSBaHE: IUTallaHe: IamaHe
ITo cmetka Ha H30K: BIC BNBGBGSD/IBAN BG46 BNBG
9661 3100 1100 01
OcHoBanue 3a uzgaBane: |Unen 231, an. 2 ot Hapen6a Ne 10 (napenbara o ui. 45, ain. 9 ot
330)
Jlata Ha BB3HUKBAHE HA JAHBUHOTO [ .eiiiuiiiiiiiiiiiiieiiieiieesiieesieesiee ettt ettt st nae e
cpOutme: |
[Tpunoxenue: CrpaBka 3a KOJIMYECTBATa OT JIEKAPCTBEHUTE MPOIAYKTH 110
€JIEKTPOHEH OTYET ChIiacHo wi. §, ai. 3, 3aruarenu or H30K
Mpe3 ChOTBETHUS MEPUOJT

3a npurexarens Ha paspeieHnero [ 3a HannonanHaTa 31paBHOOCHTYpUTEIHA Kaca:
3a yrnoTrpeda/HeroB ybJIHOMOIIEH
IIPEJCTABUTEI:

ITpunoxxenne Ne 9 xpMm ui. 26, an. 5

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




MPEAJIOXKEHUE

(NIHO HAUMEHOBAHUE HA NPUMENCAMENs HA PA3PEUEeHUENO 3 YROmpeba/ynbIHOMOWeH
npeocmasumer)

ChC CEAJMIIE U aJpec Ha yIpaBJICHHE:

(3a ropuoudecko auye - NbJIHO HAUMEHOB8AHUE Ha Npedcmagumelts, cedaiuue u aopec Ha
ynpasnenue; 3a uzuuecko auye - mpume umena, EI'H, nocmosinen adpec)

B KQ4E€CTBOTO CH Ha: MPHUTEKATEN HA pa3pelIeHne 3a ynoTpeda/yIrbIHOMOIIECH IPeACTaBUTEN
(HessipHOMO ce 3auepmasa)
C IOKyMEHT, yIOCTOBEPSIBAIIl TPEICTABUTEIIHATA BIIACT:

3a chOOIIEHNS U KOHTAKTH:
Anpec:

YBAXAEMMU I'OCIIOAVH/T OCITIOXKO
YIIPABUTEIJI,

Ha ocnoBanwue ui. 45, an. 13 330 npennaram OTCThIIKA OT CTOMHOCTTA HA CICAHUTE
JIEKapCTBEHU MTPOLYKTH 3a 3APABHUTE ACHUHOCTH IO 4. 82, ail. 2, T. 3 oT 3aKOHA 3a 3/IpaBeTo,
IpUJIaraHy B U3IIbJIHEHHUE Ha Mporpama

1. - -
(HaumeHosanue Ha (pasmep Ha (cmounocm, noyYeHa 6 pe3yimam Ha
JleKapcmeerusi NpoOyKm) npeoslodceHama omcmvnKd npeoodiceHama omcmvnKa)
6 %)



Kbsm HACTOAIIOTO 3aABJICHUC ITpHJIaramM:

(noonuc u neyam Ha 3a568umeis).

[Tpunoxenue Ne 10 xbm u. 34, an. 1

(Hogo - JIB, 6p. 17 ot 2019 1., oT™. - [IB, 6p. 19 o1 2020 T1.)

[Ipunoxenue Ne 11 xbMm uin. 36, an. 2

(Hoeo - JIB, 6p. 17 o1 2019 1.)






