HAPEJIBA Ne 10 OT 2009 T. 3A YCJIOBHUSTA, PEJIA, MEXAHU3MA 1
KPATEPUNTE 3A 3ATUIAIIIAHE OT HAITMOHAJTHATA
3IPABHOOCHUTYPUTEJHA KACA HA JIEKAPCTBEHU IMPOJYKTH,
MEJIUIIUHCKH U3JIEJIVA U HA TAETAYHU XPAHU 3A CHELUAJTHHA
MEJIUIIMHCKM LEJHA, TOTOBAPAHE HA OTCTBIIKA U
BH3CTAHOBSIBAHE HA MPEBUILIEHUTE CPEJCTBA MTPU TPUJIATAHE
HA MEXAHU3BM, TAPAHTHUPAIL ITPEJABUIMMOCT U YCTOMUYNBOCT
HA BIOJIKETA HA H30K (3ATJI. U3M. - JIB, BP. 67 OT 2011 I'., U3M. 1 JOII.
- 1IB, BP. 48 OT 2014 T., IOIL. - JIB, BP. 62 OT 2015 I'., B CWJIA OT 14.08.2015
I., U3M. - IB, BP. 17 OT 2019 T'., U3M. - 1B, BP. 19 OT 2020 T.)

H30a0ena om munucmuvpa na 30pageonazsaremo

Oo6n. /[B. 6p.24 om 31 Mapm 20092., uzm. /[B. 6p.34 om 8 Maii 2009e., uzm. /IB.
op.38 om 22 Mau 20092., uzm. [B. 6p.40 om 29 Mau 2009e., usm. /[B. 6p.9 om 2
®Despyapu 2010z., uzm. /[B. 6p.67 om 30 Aseycm 20112., uzm. u oon. /[B. 6p.49 om 29
fOnu 20122., uzm. u oon. /IB. 6p.48 om 10 FOnu 2014e., usm. u oon. /[B. 6p.30 om 24
Anpun 20152., uzm. u oon. /{B. 6p.62 om 14 Aecycm 2015e., uzm. u oon. /{B. 6p.44 om 10
FOnu 2016e., usm. u oon. /{B. 6p.89 om 7 Hoemepu 2017e., usm. u oon. /IB. 6p.95 om 16
Hoemespu 20182., usm. u oon. /{B. 6p.17 om 26 @espyapu 2019e2., uzm. u don. /[B. 6p.47
om 14 IOnu 20192., uzm. u oon. /[B. op.19 om 6 Mapm 2020..

I'naBa mbpBa.
O TOJIOKEHUA

Yn. 1. (U3m. - [IB, 6p. 48 or 2014 r., u3m. - IB, 6p. 17 ot 2019 r.) C ta3u Hapenba ce
OTIpEeAeIIAT:

1. ycnoBusTa, peaBT, MEXAHU3MUTE U KpuUTepuuTe, 10 Kouro Hanmonannara
3napaBHoocuryputenna kaca (H30K) 3amnaria sekapcTBeHr MpOAYKTH 10 Wi. 262, an. 6, T. 1 oT 3akoHa
3a JIEKApCTBEHUTE NMPOJYKTU B XyMaHHaTa MeautuHa (3JIIIXM), npenHazHaueHu 3a JOMAIIIHO JICYEHUE;

2. ycloBHUATA, PeAbT, MeXaHu3Mute u Kputepuute, no kouto H3OK 3armama wu3BbH
CTOMHOCTTa Ha OKa3BaHUTE MEIWLIMHCKH YCIYTH JIEKAPCTBEHH NPOAYKTH MO wi. 262, am. 6, T. 2
3JIIIXM, BrimoyeHH B makera mo 4i. 45, an. 2 ot 3akoHa 3a 3apaBHOTO ocurypsisane (330) u
NPUIIOKUMU TIPHU JICYEHUETO Ha 3JI0KAYeCTBEHHUTE 3a00JsBaHMs B OOJHMYHATA MEIUIIMHCKA ITOMOIIL,
KAaKTO W JIEKQpCTBEHU NPOAYKTH IPH KMBOTO3ACTpAlllaBalld KPHBOW3JIMBU U CIELIHU ONEPaTUBHU U
WHBa3MBHU UHTEPBEHIMH IIPU MALIUEHTHU C BPOACHH KOAryJonaThu;

3. ycioBusTa, penbT, MeXaHuU3MHUTEe U Kputepuute, mo kouto H3OK 3amnamia nekapcTBeHU
MPOAYKTH 3a 3[paBHUTE IEHHOCTH 1Mo wi. 82, ai. 2, T. 3 oT 3akoHa 3a 31paseto (33);

4. ycinoBusTa, penbT, MeEXaHU3MUTEe U Kputepuute, o kouto H3OK 3ammama meauuuHCKu
uznenus (MU), npeaHa3sHayeHy 3a JOMAIHO JIeYeHHe Ha 3a00Js1BaHusl, onpeenenu cbriacHo 330;

5. ycnoBusATa, penbT, MeEXaHW3MUTE U Kpurepuure, 1o koutro H3OK 3amnama
BHCOKOCHEIMAIN3UPAHH anapaTH/ypeu 3a HHANBHUIyaTHa yroTpeda mo ui. 82, an. 3 33;

6. ycioBusATa W penbT 3a 3alulalllaHe M 3a CKIIOYBAaHE Ha WHAMBUAYAJIHU JOTOBOPU C
NPOU3BOJUTENIM WIM C THPrOBIM HAa €IpO € MEIUIMHCKUA H3JENIUSA/TEXHU YITbJIHOMOIICHU
MpeICTaBUTENHN 3a JOcTaBKa U 3aruianiane Ha MU, npunaranu B OoJIHUYHAaTa MEAUIIMHCKA TTOMOIIL;

7. ycioBusTa, pelbT, MEXaHU3MUTE U Kputepuute, no kouto H30K 3amnama quetnyHn xpanu



3a cnenuanau Meaunuacku 1enmn (JIXCMLI), npennasHaueHu 3a JOMAIIHO JeueHue Ha 3a00siBaHuMs,
ONpeAeNICHU B cUChKa no 4. 45, an. 4 330;

8. ycnoBusTa W peIbT 3a MPOBEXKIAHE HA 3abJDKUTEIHO LEHTPATU3UPAHO JOTOBapsiHE Ha
OTCTBIIKM M BUJIOBETE OTCTHIKHU B citydaute 1o 4wi. 45, an. 10 u 21 330;

9. xkpurepuuTe M PEeABT 3a pa3MpeleiisiHe Ha JIOTOBOPEHUTE OTCTBHIKHU 3a JIEKAPCTBEHHUTE
NPOAYKTH 110 wi. 262, ain. 6, 1. 1 3JIIIXM mexny H30K u 31paBHOOCUTYpEHUTE JTUIIA;

10. ycnoBusita, kputepuute u peabT, no kouto H3OK mnpoexna 3aabIKUTEIHO
LEHTPAIN3UPAHO JOTOBAPSIHE HA OTCTBIIKM 3a JICKAPCTBEHUTE MPOAYKTH 32 3APABHUTE JEHHOCTH IO YL
82,an. 2, 1.3 33;

11. (u3m. u pom. - JIB, 6p. 19 ot 2020 r.) ycnoBusaTa u pensbT 3a 3amamade or H30K nHa
JeKapcTBeHH MnponaykTtu, 3a kouto H3OK e noroBopmwia 3amiamiaHe Bb3 OCHOBa Ha pe3yirara oOT
TepanusTa 3a JeKapCTBEHU MPOAYKTH, 32 KOUTO € ONpeAeNieHO MpocieisBaHe Ha edeKkTa OT Tepanusira
cbriacHo wi. 259, an. 1, 1. 10 3JIIIXM, KakTo 1 Bb3CTAaHOBSIBAHE OT IIPUTEKATEIINTE HA Pa3pelCHUs 3a
ynotpeba WM TeXHU ymbiaHOMoIeHu npencraButenu Ha H30K Ha 3amnarenurte cpelcTBa mpu Jumca
Ha pe3yJirar;

12. (voBa - [IB, 6p. 19 ot 2020 r.) ycioBusATa u peaAbT 3a Bb3CTAHOBSIBAHE OT MPUTEKATEIUTE
Ha pa3pelieHusTa 3a yrnorpeda Ui TEXHU YII'BIHOMOIIECHU MPEICTABUTENIN HA IPEBUIIICHUTE CPEJICTBA
[IpH MpUJIaraHe Ha MEXaHU3bM, TapaHTUPAILL MPEABUAUMOCT U YCTOHYHBOCT Ha Oromketa Ha H30K.

Ui 2. Hapen6ara uma 3a 11e1 TapaHTHUPaHE Ha:

1. npunmunure no wi. 5 330;

2. MyOJUYHOCT ¥ TPO3PAYHOCT HA MPOILETYyPUTE TIO 3aIUIalllaHe Ha JICKApPCTBEHUTE MPOIYKTH,
MEAUIIMHCKUTE U3ACTUS U TUETUYHUTE XPaHH, TOCOYCHHU B 4Il. 1;

3. ycnoBus 3a €pEKTUBEH KOHTPOJI IIPH U3Pa3X0JIBAHETO Ha cpeacTBa oT Oromkera Ha H30K.

UYn. 3. (U3wm. - IB, 6p. 48 ot 2014 1.) (1) (Jom. - JIB, 6p. 62 ot 2015 r., B cuna ot 14.08.2015
r., u3m. - JIB, 6p. 17 ot 2019 r.) HanmonanHara 3ApaBHOOCUTYPHUTEIHA Kaca 3ariamia NpoAyKTUTE 10
. 1, 1. 1, 2,4, 6 u 7 npu cria3BaHe Ha CIIETHUTE OOIIU yCIOBHS:

1. (u3m. - 1B, 6p. 62 ot 2015 r., B cuia ot 14.08.2015 r.) na ca npeanucaHu ¥ OTIyCHAaTH MpU
cnazBaHe Ha paznopendbure Ha 330, 3JIIXM, 3MMU, 3akona 3a xpanute (3X) U MOA3AKOHOBHUTE
HOPMAaTUBHU aKTOBE 10 TSIXHOTO MPUJIATaHE;

2. J5la ca OTIOyCHaTH Ha TEPUTOpPUATA Ha CTpaHaTa 3a JIMIAa C HENpPeKbCHATH
3/IpaBHOOCUTYPUTEIHHU MIpaBa.

(2) (U3m. - B, 6p. 17 or 2019 r.) HaumvonanHara 3apaBHOOCHTYpPHTEIHA Kaca 3aruialia
MPOJYKTUTE 1O Wi 1, T. 3 IpU cria3BaHe Ha CIIEHUTE OOIIU YCIOBHUS:

1. na ca mpenBUACHHM 3a 3ApaBHUTE AEHHOCTH 1O Wi. 82, an. 2, 1. 3 33;

2. (m3m. - [IB, 6p. 19 ot 2020 r.) na ca npeanucaHu, OTIYCHATH U MPUJIOKEHU IIPU CIIa3BaHE Ha
pasnopenoure Ha 330, 3JIIIXM, noa3akoHOBUTE HOPMATUBHU aKTOBE IO TSAXHOTO IpUiIaraHe, KakTo U
Ha CbOTBETHUTE HAllMOHAJIHU, PETMOHAIHU U OOIIMHCKH 3/IpaBHU MIPOTPaMu;

3. 1a ca OTHyCHaTH Ha TEPUTOPHITA HAa CTpaHaTa 3a JIMIA, IIOCOYEHH B CHOTBETHUTE
HAI[MOHAJIHU, PETHOHAJIHU U OOIIMHCKU 3/IpaBHU MPOTPaMH U B CPOKa Ha TAXHOTO JEICTBHE.

(3) 3amutamaneto Ha nekapctBeHuTe npoayktu, MU u JIXCMI] ce n3pbpiiBa npu crna3zBaHe Ha
3akoHa 3a Oromxera Ha H30K 3a croTBETHATA rOMMHA.

I'naBa BTOpA.
YCJIOBUA, PEJl, MEXAHU3BM U KPUTEPUU 3A 3AIIVIAINAHE HA JIEKAPCTBEHHA



MPOJAYKTHU (3ATJI. U3M. - 1B, BP. 17 OT 2019 T.)

Paznea 1.
YciaoBus, pea, MeXaHu3bM M KPUTEPHH 32 3alJIallaHe HA JIEKAPCTBEHH NMPOAYKTH 32 JOMAIIHO
JleyeHHe HA TepuTopusaTa Ha ctpanara (Hos - /IB, 0p. 48 ot 2014 r., 3ari. u3m. - JIB, Op. 17 ot
2019 r.)

Ui 4. (dom. - JIB, 6p. 48 ot 2014 r., u3m. - JIB, 6p. 62 ot 2015 1., B cuna ot 14.08.2015 r.)
Hanmonannata 31paBHOOCHTYpUTENHA Kaca 3alulalia 3a JIGKQpCTBEHH MPOAYKTH, BKIIIOYCHH B
no3uTtuBHUSA JiekapcTBeH cnuchbk (I1JIC) mo wi. 262, an. 6, 1. 1 3JIIIXM u npegHazHauyeHu 3a JOMAIITHO
JedYeHre Ha 3a00IsIBaHISI, ONPEISICHN B crichka o Wwi. 45, an. 4 330, cien mony4yaBaHe Ha MTHECMEHO
3asBJICHHUE OT MPHUTEXKATENS HA PA3PEIICHUETO 32 YIOTpeda WiIM HEroB YIIbJIHOMOIIIEH IPEJCTaBUTE, Ye
JKellae ChOTBETHUST JIEKAPCTBEH MPOJYKT Ja Ce 3aruiallla Mo peJa Ha Ta3u Hapeada ChIVIacHO
npuiioxenue Ne 1.

Ui 4a. (Hos - JIB, 6p. 9 or 2010 r., B cua ot 02.02.2010 1., u3Mm. - JIB, 6p. 48 ot 2014 r.(*))
(1) Hammonamnara 3apaBHOOCHTYPUTEIIHA Kaca aHAIM3Upa W 0000IaBa Ha JBaHAJICCETMECCYHH
nepuoau uHbopMaluaTa 3a JEKapCTBEHH MPOAYKTH C MEXKIYHAPOJHO HEMAaTeHTHO HaWMEHOBAaHHE
(INN), Bxirouero B IJIC mo wi. 262, an. 6, . 1 3JIIIXM, 3a KoeTo 0 MOMEHTA HE € 3arJiamiaia, u €
MO/IaJICHO 3asiBJIEHUE 0 Wi. 4 70 24-TO YKHCIIO HA JBAHA/IECETUsI MECeIl.

(2) HammonannaTta 31paBHOOCHTYPHUTENIHA Kaca aHanmu3upa u obobmiaBa kbM 1-Bo mwiu 16-0
YHCIIO OT ChOTBETHHS KaJCHIapeH Mecel HHpopMaIusTa 3a JiekapcTBeHU NpoayKTu ¢ INN, BKIIFOUEHO B
IIJIC mo un. 262, an. 6, T. 1 3JIIIXM, 3a KoeTo 3aruiaiia, ¥ € NoAaaeHo 3asgBJICHHE 110 WI. 4 HE M0-KbCHO
0T 24-10 yKcno Ha nmpenxoaHus win 10-o0 yuciio Ha ChOTBETHHUSA KalleHAApEH MECell.

(3) Amunes 1 ce mnpunara W 3a KOMOMHHMpAHM JIEKAapCTBEHH IPOJIYKTH, IPU KOUTO
koMmOuHanmsTa chabpxka INN, BximroueHo B [IJIC mo wi. 262, an. 6, 1. 1 3JIIIXM, 3a KoeTo 10 MOMEHTa
H3O0K =ne e 3annamana.

(4) Anunes 2 ce mpwiara ¥ 3a KOMOWHHUpaHHW JEKapCTBEHHM NpoaykTH, mpu kouto H3OK
3arutama 3a Bcuuku INN, cbabpkammum ce B komOuHanuaTa u Bkiodenu B [1JIC mo un. 262, an. 6, T. 1
3JIIIXM.

(5) HanmonanHata 31paBHOOCUTYpUTETHA Kaca aHalu3upa U 0000111aBa Ha JBAHAIECETMECEUHHU
nepuou MHGopMaIusTa 3a JIEKapcTBEHU NMPOAYyKTH, 3a kouto B IIJIC mo uwn. 262, an. 6, 1. 1 3JIIIXM
MMa BKJIIOYEHH pasliupeHu nokasanus u auarnosu (MKb-konose).

(6) (Hom. - JIB, Op. 44 or 2016 r., B cuma ot 10.06.2016 r.) Hammonamnara
3IpaBHOOCUTYPHUTEIIHA Kaca aHaJM3upa U 0000IaBa Ha JBAHAJECETMECEUHHU MEepUoAN WHMOpMaIusITa
3a INN, 3a xouto B IIJIC mo um. 262, an. 6, . 1 3JIIIXM uma nmoBuiaBaHe Ha HUBOTO Ha 3aIliIalliaHe, C
u3KiIoueHre Ha udopmanusta 3a INN no an. 7.

(7) (HoBa - IIB, Op. 44 or 2016 1., B cuma or 10.06.2016 r.) Haunmonamnara
3IPaBHOOCUTYPHUTEIIHA Kaca aHalu3upa W o0000maBa KbM 1-BO miu 16-0 YHCIO OT CHOTBETHUS
KaneHmapeH Mecer uHopmanmsta 3a INN 3a nedeHue Ha 3a0oJsiBaHe, CMAJallo0 KbM HIKOW OT
knacoseTe Oojsectu ot I kimac o ximac XVII Bxmrountenno no MKB 10, kouTo 3aeMaT BOAEIIO MSICTO
(TBpBUTE IIECT MECTA) B CTPYKTypaTa Ha CMBPTHOCTTA IO MMPUYHUHU 32 YMHUPAHUS WIH B CTPYKTYypara Ha
XOCTIMTAIM3UPAaHaTa 3a00JIEBA€MOCT, WM B CTPYKTypaTa Ha IMbPBUYHO WHBAIMIU3UPAHHUTE JIWIA B
PenyOnuka bearapus 3a nocieqaute Tpu rogusw, 3a kouto B [UJIC mo un. 262, an. 6, T. 1 3JIIIXM uma
MTOBUIIIEHO HMBO HA 3aIulallaHe.

Un. 5. (U3wm. - IIB, 6p. 67 ot 2011 r., m3m. - 1B, 6p. 49 ot 2012 r., u3m. - IB, 6p. 48 ot 2014



r.) KeM 3asBiieHneTo no ui. 4 ce mpuiara Konme oT BISI3JIOTO B CHIIa petieHne Ha HanmoHanHus chBeT
IO LIEHU U peuMOypcHpaHe Ha JIEKapCTBEHUTE MPOJYKTH.

Y. 6. (1) IIpu nocrenBane Ha 3asBienuero no 4i. 4 H30K ce 3agbikasa:

1. na nepmuupa H30K koj 32 BCEKH JI€KapCTBEH MPOIYKT;

2. (ot™. - 1B, 6p. 67 o1 2011 1.)

3. (u3m. - [IB, 6p. 48 ot 2014 r.) na nane ykazaHusi OTHOCHO pejia 3a MPEANUCBaHe U OTIyCKaHE
Ha JIEKapCTBEHUS MPOJYKT, ChOOpa3eHH ¢ IeHCTBalaTa HOpMaTUBHA ypeaoa;

4. Na U3roTBH CHOTBETHUTE EICKTPOHHHU (OPMATH 32 U3IIBIHUTEIUTE HAa METUIIMHCKA TOMOII U
3a JMuara 1o 4i. 7.

(2) (dom. - IB, 6p. 9 ot 2010 r., B cmma ot 02.02.2010 r., u3m. - JIB, 6p. 67 ot 2011 1., u3m. -
B, Op. 49 ot 2012 r., usm. - JIB, 6p. 48 or 2014 r. (*)) Undopmanusara mo an. 1 OTHOCHO
JIEKApCTBEHHUTE MIPOJYKTH 10 4. 4a, an. 1, 3, 5 u 6 ce mybinukyBa Ha uHTepHEeT crpanunara Ha H30K B
CPOK 710 25-0 YHMCIIO Ha IBaHAJECETUS MECeLl.

(3) (Hosa - IB, Op. 67 or 2011 r., m3m. - [IB, Op. 48 or 2014 r.) Hammonamnara
3IpaBHOOCUTYPHUTENIHA Kaca MyOnuKyBa KbM 13-0 win 27-0 4UCIO OT CHOTBETHHUS KAJICHIAPEH MECEIl
uH(popmManuaTa o ai. | OTHOCHO JIeKapCTBEHUTE MPOIYKTH 110 4. 4a, an. 2 u 4.

Uin. 6a. (Hos - IB, 6p. 9 ot 2010 1., B cuna ot 02.02.2010 r., u3m. - IB, 6p. 67 ot 2011 r., u3m.
- 1B, 6p. 48 ot 2014 r.(*)) (1) Haunonannara 31paBHOOCUTYpHUTENTHA Kaca 3aruialia 3a JeKapCTBEHUTE
MPOAYKTH 10 Wi. 4a, ant. 1, 3 u 5, KaKToO ¥ MOBHUIIIEHOTO HUBO Ha 3aIljIalliaHe 1mo wi. 4a, aji. 6, CYuTaHo OT
1-Bo ymucno Ha Mecela, cleABalll U3TUYAHETO Ha JIBAHAJIECETMECEUHUS TIEPUOI.

(2) U3m. m pgom. - NIB, Op. 44 or 2016 r., B cuwia or 10.06.2016 r.) Haumonannara
3/IpaBHOOCUTYpPUTEIHA Kaca 3alalla 3a JIeKapCTBEHUTE MPOAYKTH Mo wi. 4a, an. 2, 4 u 7, CYUUTAHO OT
1-Bo mnm 16-0 4KMcio Ha CHOTBETHHS KaJEHIApEH MEcell, B 3aBUCHUMOCT OT JaTara Ha IojaBaHE Ha
3asIBIICHUETO.

Y. 66. (Hos - JIB, 6p. 9 or 2010 r., B cuna ot 02.02.2010 1.) (1) (U3m. - IB, Op. 67 o1 2011 1.,
u3M. - [IB, Op. 49 ot 2012 r., u3m. - /1B, 6p. 48 ot 2014 r.) JlekapcTBeHUTE MPOIYKTHU CE€ BKIIOYBAT B
o0ob6menara uHbopManms 1o 4i. 4a B paMKUTE Ha CHOTBETHHUS IMEPHOJ, B KOHTO € TMOJaJCHO
3asBJICHUETO.

(2) JlexapcTBeHHMTE IPOAYKTH MO IpeaxoaHara anuHes ce 3amnamar or H30K no pena Ha .
6a.

Un. 7. (1) 3a ornyckane Ha nponayktute no 4i. 1, 7. 1 H30K ckmtouBa gorosopu ¢ miuia,
MOJYYHIIH paspelierue no wi. 229, an. 2 3JIIIXM 3a TbproBust Ha APeOHO € JIEKAPCTBEHHU MPOTYKTH.

(2) B ciyganTe, KOraTo JUIETO, MOTYIHIO pa3pelieHue 3a ThProBus Ha APeOHO C JIEKapCTBEHU
MPOAYKTH, U PHKOBOJUTENAT Ha anTeKaTa He ChBIMAJAT, JOTOBOPBT C€ ChIVIACYBA U OT PHKOBOAUTEIS HA
arrTekara.

(3) (U3wm. - 1B, 6p. 67 ot 2011 r., u3m. - [IB, 6p. 49 ot 2012 r., u3m. - JIB, 6p. 48 ot 2014 1.)
Jorosopure no an. 1 ce cximrousat upe3 aupekropa Ha P30K, Ha 4uATO TEpUTOpHUS € anTekara, MpU
YCIIOBHS U 110 PeJl, YCTAHOBEHHU B ChOTBETCTBUE C uil. 45, an. 15 330.

Un. 8. (M3m. - IB, 6p. 67 ot 2011 r.) (1) (M3m. - IB, Op. 49 ot 2012 r., u3m. - /IB, 6p. 48 ot
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2014 r., mom. - 1B, 6p. 17 ot 2019 r.) HanmonanHara 3 paBHOOCUTYpHUTEIIHA Kaca 3aruialia Ha JTuaTa
mo wi. 7, an. 1 cTOMHOCTTa Ha JIKapCTBEHUS MPOIYKT, ONpeseseHa cbriacHo wi. 55 ot Hapenbara 3a
yCJIOBUSITA, MTpaBUJIaTa U pelia 3a PeryjiupaHe u perucTpupaHe Ha EHUTE HA JICKAPCTBEHUTE MPOAYKTH,
npueta ¢ [loctanoBinenue Ne 97 va Munucrtepckus cwpBeT ot 2013 1. (B, 6p. 40 ot 2013 1.), KakTO M
pasmnpesiens cpeicTBara, MoJy4YeHHU MO JIOTOBOPH 3a MPEOCTaBsHE HA OTCTHIKY Mo wi. 21, an. 1, T. 4 ot
MIPUTEKATEIS Ha Pa3peUICHUETO 32 YIOTpeOa/HeroBus yIbIHOMOILIEH IIPEICTaBUTEIL.

(2) (U3m. - B, 6p. 48 ot 2014 1., oT™. - ]IB, Op. 62 ot 2015 r., B cuna ot 14.08.2015 r., HoBa -
B, 6p. 17 ot 2019 r.) B cimyyauTe, korato mpuTEXaTSIUTE HA pa3pelieHre 3a ThProBHS Ha €Ipo C
JIEKapCTBCHH TPOAYKTH ca CHaOAWIM JUIaTa Mo wi. 7, al. 1 ¢ JeKapcTBEHW MPOIAYKTH C HUBO Ha
3arutamane 100 Ha ¢To, Ha CTOWHOCT, ITO-HUCKA OT OMpe/ereHaTa chrilacHo Hapenoara mo ai. 1, H30K
3arJaia 3a JeKapcTBEHUTE IPOAYKTH [T0-HUCKAaTa CTOMHOCT.

(3) Haumonannara 3apaBHOOCHTYpUTENIHA Kaca 3aljamia Ha Jjunata mo wi. 7, ain. 1 3a
OTIIYCHATH OT TSAX JICKAPCTBEHUW NPOAYKTHU CJIe]] TMPEACTABIHE Ha EIEKTPOHEH OTYET, W3rOTBEH
CbOOpa3HO eNeKTpOoHHUS popmar, myOIrKyBaH Ha UHTepHET cTpanunata Ha H30K.

(4) OTnycHaTUTE ¥ OTYETEHU JIEKapCTBEHU MpoaykTH ce 3amamar ot H30K npu ycnosus u no
pen, onpezeneHu B Ta3u Hapeada U CKII0YEHUTE JOTOBOPH 110 wi. 7, ai. 1.

(5) (B cuma ot 01.01.2012 r.) HarpionaiHaTa 31paBHOOCHTYPHUTEIHA Kaca 3arijiaiia Ha Juiara
mo wi. 7, an. 1 mo 2 nB. 3a BcsAKa OTYETEHA pelenTypHa OJaHKa ¢ MPEANHCaHU JIEKApCTBEHU MPOIYKTH,
4yieTo HUBO Ha 3aruiamane € 100 Ha cro.

(6) (U3m. - IB, 6p. 48 ot 2014 r.) Hantnonanuara 3paBHOOCUTYpUTENIHA Kaca 3ariialla CyMUTe
mo ait. 1 u 5 B cpok 10 30 KajeHAapHU AHU CUMTAHO OT JaTaTa Ha MPEACTaBIHE HAa HEOOXOIUMHUTE
JOKYMEHTH.

(7) (Hosa - 1B, 6p. 48 ot 2014 ., oT™. - /IB, 6p. 62 oT 2015 1., B cua ot 14.08.2015 1.)

UYn. 8a. (Hos - IB, Op. 17 ot 2019 r.) (1) (U3m. - [AB, 6p. 19 ot 2020 r.) 3a nexapcTBeH
IIPOJYKT, 3a KOMTO € ONpezesieHo MpocieAsBaHe Ha eekTa OT TepanusTa cbriiacHo 4wi. 259, an. 1, 1. 10
3JIIIXM, H30K u mpurexatensT Ha pa3pelIeHHEeTO 3a YHoTpeOa/HEeroB YII'BIHOMOIIEH MPEICTaBUTEN
Morar J1a JOrOBOPST 3aIulalljaHe Bb3 OCHOBA Ha pe3yJTaTa OT TepamnusTa.

(2) (U3m. - IB, 6p. 19 ot 2020 r.) [Ipu ckiroyeH AOroBop 3a 3aljallaHe Bb3 OCHOBA Ha
pesyiTaTta OT TepamusaTa 3a cpoka Ha mpociensBanero H3O0K 3ammamia nexkapcTBeHUs MPOAYKT MpU
ycioBusATa Ha 4. §, ain. 1 - 4.

(3) (M3m. - IB, Op. 19 ot 2020 r.) B moroBopa 1o ajn. 2 ce 10roBapsAT KOHKPETHU MOKa3aTeln
3a mpoclneasBaHe Ha eeKTa OT TepanusTa B CbOTBETCTBHE C YCIOBUATA U KPUTEPUUTE 3a MPOCTIEISIBAHE
Ha edeKkTa OT TepamusTa, ONpeaeiecHH OT HanuoHaTHUS CBhBET TO I[ICHHW W pPEeUMOypcHpaHe Ha
JIEKapCTBEHUTE MPOIYKTH.

(4) (dom. - B, 6p. 19 ot 2020 r.) JleueOHuTE 3aBEACHMS, B KOUTO C€ MPOCIEaAsiBa €PEKTHT OT
TepanusTa cho0pa3Ho KPUTEPUHUTE MO all. 3, MPEIOCTaBIT chOpaHaTa HHPOpPMAIIHS 32 BCEKU JIEKaPCTBEH
MpOoayKT Ha HarmoHamHWS CHBET MO IICHW M PEHMMOYpCUpaHE HA JIKAPCTBEHUTE MPOAYKTH, KOWTO OT
CBOsI CTpaHa s 00paboTBa BHB BUJ, MOAXOMII 32 aHANU3, U Ha BCEKU IIECT Mecella s MPEeAoCcTaBsl Ha
H3O0K, npu ycnoBusTa u 1o peaa Ha Hapenoara no wi. 261a, an. 5 3JIIIXM.

(5) (U3m. - AB, 6p. 19 ot 2020 r.) Komucusita 3a u3BbpIIBaHE HAa €KCHOEPTU3H MO WiI. 78, T. 2
330 B nenTpasiHoTo ynpasienne Ha H30K u3BbpiiBa ananus Ha moiydeHara nHbopmarus mo ai. 4 3a
nenute Ha eQEeKTUBHOTO U Ieecho0pa3HO pa3xo/iBaHe Ha NYOJMYHU CpPEACTBA M CHITIACHO
MOKa3aTeINTe, YTOBOPEHU B JIOTOBOpa 1o ail. 2. B anamm3a ce mocouBa OposIT Ha MAIUEHTUTE, TPH
KOUTO € HAJMIIE JIUTICA HA PEe3yNTaT OT TepanusiTa ChC ChOTBETHUS JIEKAPCTBEH MPOIAYKT Mpe3 MepHuoa,
3a KOWTO ce oTHacs MH(pOpMaIusATa, ChIIIACHO MMOKA3aTeINTe, yTOBOPEHH B IOrOBOpa Mo a. 2.

(6) (M3m. - 1B, 6p. 19 or 2020 r.) Bs3 ocHoBa Ha ananmmuza no an. 5 H30K wusrores u
MPEAOCTaBsl Ha MPUTEKATENSI Ha Pa3pelIeHHeTO 3a ymoTpeda Ha JIEKApCTBEHHs MPOAYKT WM HETOB
yITBITHOMOIIIEH MpEACTaBUTEN crpaBka 3a 3aruareHute oT H30K cpencta 3a nexkapcTBeHHS MPOAYKT
pe3 OTHOCHMHUS TIEPHO]T 3 TIAIUSHTHTE, PU KOUTO € HAIMIIC JIUTICA HA PE3yJITaT OT TepaIusiTa, KOsSTo
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ChIbpKA:

1. manHu 3a Oposi MAIMEHTH, NMPU KOUTO € yCTaHOBEHa JIMIICAa Ha Pe3yiTarT OT JICYCHHETO
CBIVIACHO IOKA3aTEJINTE, YTOBOPEHU B JJOTOBOPUTE 110 all. 2;

2. mepuojia, 3a KOWTO € YCTaHOBEHO, Ue € Ouiia HaJuIle JIICa Ha Pe3yiTar, U ChbOTBETHUS Opoi
OIIAaKOBKM OT JIEKapCcTBEHUs NpoAyKT, 3amnareHu oT H30K 3a nepuona, 3a KOWTO ce OTHAcs clipaBKaTta.

(7) (Homa - JIB, 6p. 19 ot 2020 r.) [1o uckane Ha nmpuTexaTeisi Ha pa3peIieHueTo 3a yrnorpeda
H3O0K npenocraBs aHOHUMHU3UPaHH JTaHHH OTHOCHO MOKAa3aTeNIMTe, Bb3 OCHOBA HA KOUTO € yCTaHOBEHA
JUICaTa Ha pe3yaTaT OT JICYEHHETO 3a BCEKH OT ChOTBETHUTE MAI[MEHTH, JaHHU OTHOCHO JIeUeOHOTO
3aBeJICHHE, B KOETO € MPOCIIeeH e(PeKThT OT TepanusiTa, KOUTO HE ChABPXKAT JaHHU, Upe3 KOUTO MOXKE
na Obae uASHTUPUIMPAH KOHKPETEH MAlUeHT.

(8) (Homa - 1B, Op. 19 ot 2020 r.) B 7-nHeBeH CpoK OT moJiydaBaHe Ha CIIpaBKaTa mo ai. 6
MPUTEKATENAT HA Pa3pelIeHUEeTO 3a ynorpeda Ha JIEKapCTBEHHUS MPOIYKT WM HEroB YIbIHOMOIIECH
MpeACTaBUTE MMa IPaBO Ha MUCMEHO Bb3pakeHue, koero H30K pasriexna B cpok 10 2 AHU U
yBEJIOMSBA NUCMEHO MpUTEXKATeIsl Ha pa3pellieHueTo 3a ynoTrpeda WM HEeroBUS YIbIHOMOIICH
IIPEJICTABUTEI 32 CBOETO PEILICHUE.

(9) (HoBa - IB, 6p. 19 ot 2020 r.) Koraro He € MOCTBHIINIIO Bb3paXEHUE B CPOKa IO ajl. 8§ WK
KOTaTO MOCTBIIMIJIOTO BB3PAKEHHE € OTXBBPIIEHO M3Isuio wiu dactuyHo, H30K u mpurexarenst Ha
paspeleHnueTo 3a ynorpeda Wi HEroB yIbIHOMOIIEH MPEACTaBUTEN MOANKUCBAT MPOTOKOI MO 00pasell
cbriiacHo npuiiokeHue Ne 2. B 10-gHeBeH CpoK OT MOJNMCBAHETO HAa MPOTOKOJA MPUTEXKATENAT Ha
paspeleHrueTo 3a ynorpeba Ha JIEKapCTBEHUS MPOAYKT WM HETOB YIBJIHOMOIIEH IPEICTaBUTEN
BB3cTanoBsiBa Ha H30K 3armmarenure cpeacTsa 3a MalMeHTUTe, TP KOUTO € HAIMIIE JIUIICA Ha PEe3yTaT
OT TEpaIuATa C JIEKAPCTBEHUS MPOIYKT.

U 9. (M3m. - JIB, 6p. 67 ot 2011 r.) (1) IIpuTexkarensT Ha pa3pelIeHHETO 3a ynorpeda Ha
JlaJIeH JIeKapCTBEH MPOAYKT UM HETOB YI'BJIHOMOIIEH MpeAcTaBuTen nucMeno yseaomsisa H30K mpu:

1. U3KITIOUBAHE HA JIEKAPCTBEHUS MPOAYKT OT [103UTUBHUS JT€KAPCTBEH CIUCHK;

2. mpoMsiHa B HUBOTO Ha 3aIUlalllaHe W/WIM CTOMHOCTTA Ha JIEKapCTBEHMsI MPOAYKT, 3alliallaHa
ot H30K;

3. mpekpatsBaHe/OTHEMaHE Ha Pa3pelIeHUETOo 3a yroTpeda Ha JeKapCTBEHUSI IPOIYKT;

4. npyru 00CTOSATENCTBA, CBEP3aHU C M3ITBJIHEHUETO Ha JJOTOBOPHUTE 110 4. 7, ai. 1.

(2) CpoksbT 32 yBenomsiBaHe 1o ai. 1 e 10 5 1Hu oT:

1. (m3m. - JIB, 6p. 49 ot 2012 r., uzm. - [IB, 6p. 48 ot 2014 r.) BIM3aHe B cUjia HA PEIICHUETO
Ha HarmoHanmHus ChBET MO LIeHU U peuMOypCUpaHe Ha IEKapCTBEHUTE MPOIYKTH - B CIy4auTe 1o ai. 1,
T. 1 u2;

2. HaCThIIBaHE HAa CHOTBETHOTO OOCTOSITENICTBO - B CllydauTe 1o ai. 1, T. 3 u 4.

(3) Undopmarusra o ain. 1 ce myoiukyBa Ha ©HTepHET cTpanuiiata Ha H30K.

(4) (U3wm. - 1B, 6p. 49 ot 2012 r., u3m. - JIB, 6p. 48 ot 2014 r.) B cnyuaute Ha an. 1, 1. 1 u 2
MIPUTEKATENSAT HA pa3pelieHHeTo 3a ynorpeda WM HETOB YITBJIHOMOIIEH MPEICTaBUTEN MPEACTaBs B
H30K 3aBepeHo komue Ha pernieHneTo Ha HanuoHamHus ChBET MO IIEHH U peuMOypcupaHe Ha
JIEKApCTBEHHUTE MPOTYKTH.

(5) Ilpum wumskiouBaHe Ha IJIEKAPCTBEHHUS MPOAYKT OT [lO3UTHMBHHUSA JEKapCTBEH CHUCHK B
3aBHCHUMOCT OT JIaTaTa Ha MPEJCTaBSIHE Ha PEIICHUETOo 1o al. 4 - no/cien 15-o uucio Ha mecerna, H30K
MPEYCTAaHOBSIBA 3aIlJIAIIAaHETO HA CBHOTBETHUSA JIEKAPCTBEH MPOAYKT OT 16-0 YHMCIO OT TEKylus
KaJICHJIapEH MECEI] WIK OT 1-BO YKCIIO Ha CIeIBAIINs KaJeHIapEeH MECEIl.

Y. 9a. (Hos - [IB, 6p. 67 ot 2011 r.) (1) IIpuTexxaTensT Ha pa3pelieHHeTo 3a yrnorpeda uiu
HEeTOB YIBIHOMOIIEH MpeAacTaBuTel Moxe aa momaae B H3OK mnmcMeHo 3asBieHHE CBITIACHO
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npunoxenue Ne 3, e xemnae a ce IpeKpaTH 3allIallaHeTo Ha ChOTBETHUS JIEKAPCTBEH MPOJIYKT IO penia
Ha Ta3W Hapenoa.

(2) B 3aBucuMoOCT OT AaraTa Ha MOJaBaHE Ha 3asABJICHUETO MO ail. 1 - mo/cinex 15-0 uncno Ha
kanenaapHust Mecen, H30K nmpeycraHoBsiBa 3amaiiaHeTo Ha ChbOTBETHHUS JIEKAPCTBEH MPOAYKT OT 1-BO
uiu oT 16-0 4KCIIO Ha ClleIBallUs KaJICHIapeH Mecell.

(3) (U3m. - 1B, Op. 49 ot 2012 r., u3m. - 1B, Op. 48 ot 2014 r.) B cmygaute no an. 1 H30K B
5-7HEBEH CPOK OT IM0/IaBaHE Ha 3asBJICHHETO OIMOBECTsBAa MH(OpPMAIHTA, TIOCOUYCHA B 3asBICHUETO, HA
MHTEPHET CTpaHWIaTa CHM M MpPaBU MOTHBUPAHO MHCMEHO NIpeiokeHue 10 HaunuoHanHus ChBET IO
IIEHH U peuMOypcUpaHe Ha JEKapCTBEHHUTE MPOAYKTH 3a M3KIIOYBAHE HA JIEKAPCTBEHHUS MPOAYKT OT
TJIC.

Y. 96. (Hos - JIB, 6p. 62 ot 2015 r., B cuna ot 14.08.2015 r.) JlekapcTBeHUTE NPOAYKTH IO
1. 45, ain. 10 330, 3a KouTo HE ca JOTOBOPEHH OTCTBIIKH IO Pella Ha Ta3u Hapeada, He ce 3ariamar oT
H30K.

Y. 10. (1) (M3m. - IB, 6p. 9 ot 2010 r., B cuna ot 02.02.2010 r., u3m. - /IB, 6p. 67 ot 2011 r.,
otMm. - JIB, 6p. 48 oT 2014 1.)

(2) (Homa - 1B, 6p. 9 ot 2010 1., B cua ot 02.02.2010 ., orm. - JIB, Op. 48 o1 2014 1.)

(3) (ITpepumrna an. 2 - 1B, 6p. 9 ot 2010 r., B crna ot 02.02.2010 ., u3m. - [IB, 6p. 67 ot 2011
r., u3M. - [IB, 6p. 49 ot 2012 r., oT™. - /IB, 6p. 48 oT 2014 1.)

(4) (IMpegumna an. 3, usm. - IB, 6p. 9 ot 2010 r., B cuita ot 02.02.2010 r., gom. - IB, 6p. 67 oT
2011 r., u3Mm. u gom. - [IB, Op. 48 ot 2014 r.) IIpu uskmrouBane Ha jgekapcTBeH MpoAykT ot [1JIC unum
ornagane Ha koJ o MKbB u B ciiydaure no wi. 9a, an. 1 u3nageHuTe perenTy ce U3MbIHABAT OT JIMIaTa
o wi. 7 u ce 3aruamatr ot H30K B cpok 10 15 auu oT natata Ha BIU3aHE B CHJIa HA TIPOMEHHTE, CIIE]
KOETO CITY»eOHO ce aHyIupar 1o peaa Ha Hapenoara mo wi. 221 3JITIXM.

(5) (IIpenumna an. 4, u3Mm. - JIB, 6p. 9 or 2010 1., B crta ot 02.02.2010 r., m3m. - JIB, Op. 48 ot
2014 r.) lIpu HacTermmm npomern H30K yBenomsiBa U3MIBJIHUTENNTE HA METUIIMHCKA TOMOII U JIMLIATa
10 WI. 7 TIPU YCJIOBHSA U IO PEJ, ONPEACIECHU B CKIFOYEHHUTE JOTOBOPH.

Paspean I1.
YcioBus, pe, MeXaHM3bM U KPUTEPHUH 32 3alIalllaHe HA JeKAPCTBEHU MPOAYKTH 32 3APaBHHU
AedHOCTH 1O 4. 82, ai. 2, 1. 3 or 3akona 3a 3xpaBero (Hos - /IB, 0p. 48 ot 2014 r., 3ar71. U3M. -
B, op. 17 ot 2019 1.)

UYn. 10a. (Hos - /IB, Op. 48 ot 2014 r.) (1) Hamuonannata 31paBHOOCUTYpUTENIHA Kaca
3amjama 3a JIEKapCTBEHHW NPOAYKTH, HEOOXOAMMM 3a U3IBIHEHHE Ha 3ApaBHU JEHMHOCTH 10
HallMOHAJIHU, PETUOHAIHU WK OOIIMHCKY 3/JpaBHU MporpamMu 1o ui. 82, an. 2, 1. 3 33 cieq noixyvyaBaHe
Ha 3asiBJICHUE OT MPUTEXKATells Ha pa3pelIeHUeTo 3a ynorpeda Uil HEroB YII'bJIHOMOILEH MPeICTaBUTEN
cbIi1acHO npuioxkenue Ne 3a, de xenae ChbOTBETHHAT JIEKAPCTBEH MPOAYKT Ja C€ 3aIulalla 1o peja Ha
Ta3u Hapenoa.

(2) KbMm 3agBnenuero mo an. 1 3asBUTENAT Hpuiara KOIUE OT BIISA3JIO B CHUJIa pellleHHe Ha
Hanuonanuusi cpBeT Mo LIeHW M peuMOypCHUpaHe Ha JIEKapCTBEHUTE MPOAYKTH 3a CbOTBETHHUTE
JIEKapCTBEHH NPOAYKTH, IOKYMEHT, YJOCTOBEpSBAlll IPEICTaBUTEIIHATa MY BJIACT, U CIHCBK Ha
MIPUTEKATEJIUTE Ha pa3pelieHre 3a ThProBHUs Ha €pO C JIEKAPCTBEHU MPOIYKTH, KOUTO IIE JOCTaBAT
JIEKapCTBEHUTE MPOIAYKTH.

Ui 106. (Hos - 1B, 6p. 48 ot 2014 r.) (1) 3a Bceku JIeKapCTBEH MPOIYKT, 32 KOWTO € MOIaIeHO
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3asBiieHne no wi. 10a, an. 1, H30K ckirouBa 10roBop ¢ mpuTexaTels Ha pa3pelieHrueTo 3a ynorpebda
WIM HETrOBUS YIBJIHOMOIIEH TPEACTaBUTENl U C IOCOYEHUTE B 3asABJICHHETO MPUTEKATENIU Ha
pa3pelleHue 3a ThproBUs Ha €/1po C JIEKapCTBEHU IPOAYKTH, B KOMTO CE€ MOCOYBAT:

1. moroBopeHara 1o peja Ha Ta3u HapeA0a OTCThIIKA OT 1IeHaTa Ha JIEKApCTBEHUS MPOAYKT (aKo
TakaBa € JJOroBopeHa) u ctoiiHocTTa, koaro H30K mie 3amnama B pe3yaTaTr Ha JOroBOpeHaTa OTCTHIIKA
3a ChOTBETHATA KaJeHIapHa FOJIMHA;

2. ycinoBHSTa U PeNbT 3a PA3NPOCTPAHEHUE U JOCTaBSAHE Ha JIEKAPCTBEHMsI IPOIYKT 0
ne4eOHUTE 3aBE/ICHNUS;

3. HAUMHBT HA OTYUTAHE HA JOCTABEHUTE KOJIMYECTBA OT JIEKAPCTBEHUS IPOAYKT;

4. mpenocTaBsiHe Ha HH(OPMALIK MEXIY CTPAHUTE;

5. ycnoBudaTta u peasT 3a 3amamane oT H30K Ha sekapcTBeHUTE MPOIYKTH B CHOTBETCTBUE C
Ta3u Hapenoa;

6. IpyTH yCIOBUSI.

(2) HoroBopute 1o aji. 1 ce ckiouBaT 3a CPOK JI0 €Ha IOJMHA U BIM3AT B CHJIA OT JaTaTa Ha
IIOJNKCBAHETO UM WJIM OT JIpyra OnpeJieieHa OT CTpaHUTe JaTa.

(3) [Ipu mpomsiHa HaA MIPUTEXKATEI/UTE HA pa3pelieHre 3a ThbProBUS HA €IPO C JIEKAPCTBEHU
MPOJYKTH C€ MOJIMCBA JOI'BJIHUTEIHO CIOPAa3yMEHHE KbM JJOTOBOPA.

Y. 108. (Hos - [IB, Op. 48 ot 2014 r.) JlekapcTBeHUTE MPOAYKTH 32 3APABHUTE JIEHHOCTU 1O
wi. 82, an. 2, 1. 3 33, 3a KOUTO ca CKJI0YEHU JoroBopu 1o 4. 100, an. 1, ce ocurypsiBaT U IOCTaBAT 10
Je4eOHNTE 3aBEeICHHS 32 U3BBHOOTHIUYHA TToMoll, ckirourin goropop ¢ H30K, cwriacHo uin. 209a, ain.
1, T. 5 3JIIIXM.

Yn. 10r. (Ho - JIB, Op. 48 or 2014 r.) (1) Hauuonamnata 3apaBHOOCHTYpUTENIHA Kaca
MPEAOCTaBsl HAa BCEKM NPUTEKATEN HA Pa3pellieHHE 3a THPrOBUS Ha €IpO C JICKAPCTBEHU IMPOAYKTH
0000IIeHa crpaBKka 3a JOCTaBEHUTE OT HEro, MPWIOKEHH W OTYETEHH OT JeUeOHUTE 3aBEACHUS
JIEKApCTBEHH MPOIYKTH Tpe3 MPEeaxXOoaHHs KajeHaapeH meceil. CrpaBkara ce MpeaocTaBs B CPOK JO
20-0 yucIo Ha Mecella U ChIbpKa: JIeueOHUTE 3aBeeHUS 32 MbPBUYHA W3BBHHOOIHUYHA MEAMIIMHCKA
MOMOIIl, HA KOUTO Ca JOCTABEHH JIEKAPCTBEHHUTE MPOAYKTH; JlaTa Ha TMpUJIaraHe Ha JICKAPCTBEHUTE
MPOJYKTH U HOMEp Ha aMOyJIaTOPHUTE JIMCTOBE, B KOUTO € BITUCAHO MPHUIIATraHEeTo.

(2) IlpuTexarensaT Ha pa3pellieHue 3a ThbProBUs Ha €JIpO C JIEKAPCTBEHU NPOAYKTU MpeNCTaBs
Ha H3O0K c¢akrypa u crnenundukanus 3a J0CTaBEHUTE OT HErO M MPUIIOKEHU JIEKAPCTBEHHU MPOTYKTH
Mpe3 MPEIXOTHUS KATICHIapeH Mecell B ChOTBETCTBHUE C MIPEOCTABEHATa MY CIIpaBKa 1Mo al. 1 B CpoOK 110
25-0 yKCcIo Ha Mecera.

(3) KeM mgoxymeHTHTE MO aj. 2 ce mpuiaraT U TMpUEMaTeTHO-TIPEJaBATETHUTE MPOTOKOJIH
MEXIy JIeueOHHUTE 3aBEACHUS M MPUTEKATETUTE Ha pa3pelleHne 3a ThbProBUs Ha €Ipo C JIEKApPCTBEHH
MPOJIYKTH 3a JIOCTABEHUTE JIEKAPCTBEHH MPOIYKTH, IPUIPYKEHU ChC CePTHU(HUKAT 32 OCBOOOKTaBaHE Ha
CHOTBETHUTE MApTUAM, U3ajaeH oT V3mbIHUTENHATa areHIus Mo JieKapcTBaTa chrilacHo 4ui. 69, am. 4
3JIITXM, nnu ¢ yBenomiieHre oT M3mbaHUTENHATa areHIus Mo JIeKapcTBaTa, Y€ ChbOTBETHATA MApTHUIA
MOXe Ja ObJe mycHaTa Ha masapa, u3AaieHo cbrimacHo 4i. 4, an. 2 ot Hapenba Ne 35 ot 2007 r. 3a
YCJIOBUSITA, PElla U M3UCKBAHUATA KbM JOKYMEHTAIIUATA 32 U37]aBaHe Ha cepTU(dUKAT 32 OCBOOOK/1aBaHE
Ha TapTUa JeKapCTBeH MPOAYKT OT M3mbiHuTenHaTa areHnus o Jekapctsata (B, 6p. 71 ot 2007 r.).

(4) HattmonaHaTa 31paBHOOCHTYPUTEITHA Kaca 3ariiamia MpuIoKeHUTE JICKaPCTBEHU MPOTYKTH
mo an. 1 Ha mpuTekaTens Ha pa3pelieHre 3a ThProBHsl Ha epo C JIEKApCTBEHU MPOAYKTH B Cpok 110 30-0
YHUCJIO HA MECeIa, CJIeIBAI OTYCTHHS MECEI], MPe3 KONTO ca MPUII0KEHHU JICKAPCTBEHUTE MTPOTYKTH.



Yn. 10a. (Hos - /IB, 6p. 62 ot 2015 1., B cuna ot 14.08.2015 r.) JlekapcTBeHUTE MPOTYKTH 110
. 45, an. 13 330, 3a KouTO HE ca JOTOBOPEHH OTCTBIIKH IO Pe/la Ha Ta3u Hapeada, He ce 3ariamar oT
H30K.

Pazpea I11.
YcioBus, pel, MEXaHU3bM U KPUTEPHUH 32 3alIallaHe U3BbH CTOHHOCTTA HA OKA3aHUTE
METUIIHHCKH YCJIYTH Ha JIEKAPCTBEHH NMPOIXYKTH, MPHI0KHUMH B 00JJHHYHATA MeAUIMHCKA TOMOII
U BKJIIOYEHHU B MaKeTa, onpeaesieH ¢ Hapeadara mo wi. 45, ai. 2 330 (Hos - /IB, 6p. 62 ot 2015 1.,
B cuJjia ot 14.08.2015 r., 3aru. usm. - /B, 6p. 17 otr 2019 1.)

Y. 10e. (Hos - [IB, 6p. 62 ot 2015 1., B cuna ot 14.08.2015 r.) (1) (M3wm. - [IB, 6p. 17 ot 2019
r.) Hanmonanuara 3apaBHOOCHTYpHUTENHA Kaca 3aljialla o peja Ha Ta3u Hapeada U3BbH CTOMHOCTTa Ha
OKa3BaHUTE MEIUIMHCKH YCIyru jekapcTBeHd npoayktu ot IIJIC mo um. 262, an. 6, T. 2 3JIIIXM,
MPWIOKUMHU B OOJTHUYHATA MEUIIMHCKA OMOII U BKJIIOYEHH B MaKeTa, OMpeJeNieH ¢ Hapeadara mo ui.
45, an. 2 330:

1. nexapcTBEeHU NPOAYKTH, IPETHA3HAYCHH 32 JICUCHUE Ha 3JI0KAYECTBEHH 3a00IsIBAaHUS;

2. JIGKapCTBEHU MPOIYKTH, MPWIATAaHU TPU >KABOTO3ACTPAIIABAIIN KPHBOW3IMBH W CICIIHU
OlepaTHUBHU M UHBA3UBHU MHTEPBEHIIMU MPHU MAIIEHTH C BPOJEHH KOArysaonaTuu.

(2) JlexapcTBeHMTE IPOAYKTHU MO all. 1 ce 3amjamar ciief] oJiydaBaHe Ha IMHCMEHO 3asiBIICHUE
OT TIpUTEkKATeNld Ha pa3pelIeHUeTO 3a YHoTpeba WM HErOB YIBIHOMOIICH MPEACTABUTEN, Ye >Keae
CHOTBETHUST JICKAPCTBEH MPOJYKT Jla C€ 3aIljalla 1Mo pejia Ha Ta3u Hapeada ChIVIACHO MPHIIOKEeHHE No
la.

(3) Kpm 3asBneHuero mo an. 2 ce mpujara KOMHUE OT BIISI3NIOTO B CHJIAa pEHICHUE Ha
Harmonanuus cbBeT 10 LIEHU U peuMOypcHpaHe Ha JIEKapCTBEHUTE MPOTYKTH.

(4) Ilpu nocrrnBane Ha 3asBieHuero no ai. 2 H30K ce 3agbimxasa:

1. na nedunupa H30K kox 3a Bceku IeKapcTBEH MPOAYKT;

2. Ia jajae yka3zaHUsi OTHOCHO MPEIIUCBAHETO W OTITYCKAHETO Ha JICKAPCTBEHUTE MPOAYKTH
CbOOpa3HO TepameBTUYHUTE CXEMHU 3a JIeYeHHE, YCTAHOBEHM B HAIIMOHAIHUSA PaMKOB JOTOBOpP 3a
MEIUIIMHCKUTE AeHocTH 1o wi. 53, an. 1 330 u aeicTBaiata HOpMaTUBHA ypenoa;

3. Ia U3TOTBU CHOTBETHUTE EJIEKTPOHHU (OopMaTH 3a TUIaTa, Ha KOUTO 3aIliaiia.

(5) B cpok 5o enuH mecel] OT U3TOTBAHE Ha WH(OpMaIuaATa 1o ai. 4 chiara ce myOoauKyBa Ha
uHTepHeT cTpanunara Ha H30K.

(6) 3arumamanero Ha BkitoueHuTe mnpe3 roauHara B [IJIC mo un. 262, am. 6, 1. 2 3JIIIXM
JIEKapCTBEHH MPOAYKTH C HOBU MEXIYHAPOJHU HETIAaTEHTHH HAMMEHOBAHUSA 1O ajl. | ¥ HOBU MOKa3aHUs
Ha ChIBPIKAIIUTE CE B CIIMUCHKA JICKAPCTBEHH MPOJTYKTH IO MEKIYHAPOTHO HEIMTATECHTHO HANMEHOBAHUE,
KOUTO HE ca 3aIllalllaHi, 3amo4yBa OT HauajioTo Ha cle/BallaTa KajleHaapHa ToanHa.

(7) CiuchbKbT € IEKapCTBEHUTE TIPOYKTH T10 aj. 1, 3a KOUTO ca MOJaeHu 3asBJICHUS 110 aj. 2,
ChIbpKaIl MEXIYHApOJAHH HEMAaTeHTHW HAaWMEHOBAHUS, THPIrOBCKM HAaWMEHOBAHHS W ChOTBETHATa
nata, ot koaro H30K ru 3amnania, ce myonukyBa Ha ouimanHara uHTepHeT crpanuiia Ha H30K.

Y. 10x. (Hos - IB, 6p. 62 ot 2015 r., B cuna ot 14.08.2015 1.) (1) (U3m. - IB, 6p. 17 o1 2019
r., m3m. - /1B, 6p. 19 ot 2020 r.) HanmonanHara 3apaBHOOCHUTYpUTETHA Kaca 3aruiaiia JeKapCTBEHUTE
npoayktu 1o ui. 10e, am. 1 Ha uW3NBJIHUTENHTE HA OOJHWYHA METUIIMHCKA TIOMOIN, OKa3ajH
CHOTBETHUTE MEJIUITUHCKU YCITyTH.

(2) JlexkapcTBeHHTE MPOIYKTH MO al. 1 ce 3aruiamar B ciiydaid, 4ye ca Mpeanucanu, MpUIoKeH!
M OTYETCHH, KaKTO W MEJHWIIMHCKHTE YCIYyTH ca OKa3aHW W OTYCTCHHW IPH YCJIIOBUATA U TIO PEJa,
ycranoBeHu B 330, Hapendarta mo ui. 45, an. 2 330 u HaMOHAIHUS PAMKOB JIOTOBOP 32 MEAUIIMHCKUTE
neiinocty no ui. 53, an. 1 330.

Y. 103. (Hos - [IB, 6p. 62 ot 2015 ., B cuna ot 14.08.2015 r.) (1) (U3m. - [IB, 6p. 17 ot 2019
r.) HammoHanHara 3/[paBHOOCUTYPUTEITHA Kaca 3aIljialla Ha M3IBJIHUTEIINTE Ha OOJTHUYHA MEIUIIMHCKA
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MOMOII] 32 TPUJIOKEHU OT TAX MPU U3BBPIIBAHE HA MEAUIIMHCKUTE YCIYTH JIEKAPCTBEHH MPOIYKTHU IO
. 10e, an. 1 cnen npencraBsHe Ha GakTypa WK €IeKTpOHHA (PakTypa; crienuduKanys 3a IpUI0KeHU
JICKApCTBEHH MPOAYKTH M CHOTBETHH OTYETH 32 JICUCHUE C JICKAPCTBEHH MNPOIYKTH, TPUIAraHU B
OOJHMYHATA MEIWIMHCKA TOMOU] IO OOpa3ly ChIVIACHO HAIIMOHAIHUSA PAMKOB JIOTOBOp 3a
MEIUIMHCKATE JerHocTy no wi. 53, an. 1 330.

(2) U3nbnauTenuTe Ha OOTHUYHA MEAMIIMHCKA ITOMOII MPEICTaBAT OTYETHUTE JOKYMEHTH IO
all. 1 exxeMeceuyHO B ChOTBETHATA PaliOHHA 3PAaBHOOCUTYPHUTEIIHA Kaca M0 YTBBPJEH IpaduK 10 OCMUS
paboTeH JieH Ha Mecela, clieBalll OTUYETHHSI.

(3) Hamnmonannara 3apaBHOOCUTYPUTENTHA Kaca 3arvlalla €XEeMECEYHO JIeKapCTBEHUTE
npoAykTu 1o wi. 10e, an. 1 ciaeq mpoBepka Ha OTYETHUTE JOKYMEHTH Mo ail. 1.

(4) TlnanraausiTa Ha U3ITBIHATEINTE HA OOTHIUYHA MEIUIIMHCKA ITOMOII] ce u3BbpiBaT ot P30OK
1o 30-o yuciio Ha Mecela, cleaABall OTYETHUS.

(5) llpunoxkeHuTe U OTYETEHU JIEKapCTBEHU HpoAykTu o ui. 10e, an. 1 ce 3amnamar npu
YCIIOBUSL U TIO pell, OmnpezesieHH B Ta3u HapenOa u ckitoueHute mMexay H3OK u usnbinurenure Ha
OOJHMYHA MEIUIIMHCKA ITOMOIIT ToroBopH 1o wi. 59, an. 1 330.

Ui 10u. (Hos - /IB, 6p. 62 ot 2015 r., B crita ot 14.08.2015 1., u3m. - JIB, 6p. 17 ot 2019 1.)
JlexapcTBeHuTe NpoayKTH 110 4i. 45, an. 21 330, 3a KOUTO HE ca JOrOBOPEHU OTCTBIIKH IO pesla Ha Ta3u
HapenOa, He ce 3amamar ot H30K.

Y. 10k. (Hos - B, 6p. 17 ot 2019 r.) (1) (M3m. - JIB, 6p. 19 ot 2020 r.) 3a nexapcTBeH
MIPOJYKT, 32 KOUTO € onpeAeNeHo mpocieasBaHe Ha edekra OT TepanusaTa cbriacHo wi. 259, an. 1, 1. 10
3JIIIXM, H30K u mpurexarensT Ha pa3pelieHUeTo 3a YynoTpeOa/HeroB YIIBIHOMOIIEH MPEICTaBUTEI
MOTaT J1a JOTOBOPSAT 3aIUlalljaHe Bb3 OCHOBA Ha pe3yaTaTa OT TepamnusTa.

(2) U3m. - B, 6p. 19 ot 2020 r.) [Ipu ckimroYeH OOTOBOp 3a 3alUiallaHe Bb3 OCHOBA Ha
pesynrata OT Tepamusra 3a cpoka Ha mpociensBaHero H30OK 3amnamia nekapcTBeHUS HTPOAYKT MPHU
ycioBusTa Ha 4. 10xk.

(3) (M3m. - ZIB, 6p. 19 ot 2020 r.) B moroBopa 1o aj. 2 ce 10roBapsAT KOHKPETHU TOKa3aTeln
3a MpocCIIeAsiBaHe Ha e)eKTa OT TepanusATa B CbOTBETCTBUE C YCIOBHITA U KPUTEPHUTE 32 TPOCIIE/ISIBaHE
Ha edeKTa OT TepamusTa, ompeaeiaeHH oT HaruoHamHUs CHBET MO LIEHW W peuMOypcupaHe Ha
JIEKapCTBEHHUTE TIPOTYKTH.

(4) (Hom. - 1IB, 6p. 19 ot 2020 r.) JleueOHHUTE 3aBeeHUS, B KOUTO Cc€ MpociesBa epeKThT oT
TepanusTa cbo0pazHO KPUTEPUUTE IO ajl. 3, IPEIOCTaBIT chOpaHaTa MHPOpPMAIHS 32 BCEKU JIEKapCTBEH
MpOAyKT Ha HarmoHamHUs CHhBET MO IEHH M PeUMOypCUpaHe Ha JIEKAPCTBEHUTE MPOAYKTHU, KOWTO OT
CBOsI CTpaHa s 00paboTBa BbB BUJ, MOAXOJSII 3a aHAJIU3, U HA BCEKU IIECT Mecela s MpeaocTaBs Ha
H3O0K, npu ycnoBusita 1 o pefa Ha Hapenbarta o wi. 261a, an. 5 3JIIIXM.

(5) (M3m. - [IB, 6p. 19 ot 2020 r.) Komucus B nieatpannoto ynpasienne Ha H30K u3pbpiiBa
aHallM3 Ha Mojy4yeHara nHdopmanus mo ai. 4 3a neauTe Ha ePeKTUBHOTO U LIETEChOOpa3HO pa3XxoBaHe
Ha myOnuyHU cpeacTBa. B ananmuza ce mocouBa OposIT Ha MAMEHTHUTE, IPU KOUTO € HaJMIle JIMIca Ha
pe3ynTaT OT Tepamusita CbC CHOTBETHHUS JIEKQPCTBEH MPOAYKT Mpe3 Mepuoja, 3a KOUTO ce OTHacs
nH(popManusaTa.

(6) (U3m. - 1B, 6p. 19 or 2020 r.) Bu3 ocHoBa Ha ananmu3a mo an. 5 H3OK wusrorss u
MIPEeIOCTaBsl Ha MpPUTEXKaTelld Ha pa3pelieHHeTo 3a ynorpeba Ha JIEKapCTBEHUS MPOIYKT WM HETOB
YITBITHOMOIIIEH MPEACTaBUTEN crpaBka 3a 3arutareHute or H30K cpenctBa 3a nmekapcTBeHHS MPOAYKT
1pe3 OTHOCUMHUS TIEPUOT 3a TAIIMEHTHTE, TP KOUTO € HaJIMIIe JIMIICAa Ha Pe3yJITaT OT Teparusira, KOsTo
ChIbpPKA:

1. nanHM 3a Oposi MAIMEHTH, IPU KOUTO € yCTaHOBEHa JIMIICa Ha pe3yiTarT OT JIEYEHHETO
CBIJIACHO TIOKA3aTeINTe, yTOBOPEHU B JOTOBOPUTE MO all. 2;

2. mepuojia, 3a KOWTO € YCTAaHOBEHO, ue € OMia HaJluIe JIUTIca Ha Pe3yiTar, U ChOTBETHUS Opoi
OIIaKOBKH OT JIEKapCTBEHUs MPoAyKT, 3amnatenu oT H30K 3a mepuosa, 3a KOWTO ce OTHACS CIipaBKaTa.

(7) (Homa - JIB, 6p. 19 ot 2020 r.) [1o uckane Ha mpuTeX)aTeysl HAa pa3peIIeHUEeTo 3a yrnoTpeda



H3OK npenocTtaBs aHOHUMHU3UPAaHU JAHHU OTHOCHO ITOKA3aTEINTE, Bb3 OCHOBA HA KOUTO € yCTaHOBEHA
JUICaTa Ha pe3yaTaT OT JICYEHHETO 3a BCEKH OT ChbOTBETHUTE MAI[UEHTH, JaHHU OTHOCHO JIeUeOHOTO
3aBeJICHHE, B KOETO € MPOCIIeeH ePEeKThT OT TepanusaTa, KOUTO He ChbP)KaT JaHHU, Ype3 KOUTO MOKE
na Obae uASHTUPUIMPAH KOHKPETEH MalUeHT.

(8) (Homa - 1B, Op. 19 ot 2020 r.) B 7-nHeBeH CpoK OT moJjiydaBaHe Ha CIIpaBKaTa mo aji. 6
MPUTEKATENAT HA Pa3pelIeHUEeTO 3a ynorpeda Ha JIEKapCTBEHHUS MPOIYKT WM HEroB YITbIHOMOIIECH
MpEeACTaBUTE MMa IPaBO Ha MHUCMEHO Bb3paxkeHue, koero H3OK pasriexna B cpok 10 2 JHU U
yBEAOMSBA NUCMEHO MPUTEXKATeIsl Ha pa3pelieHueTo 3a ynorpeda WM HEroBUS YIbIHOMOIICH
IIPEJICTABUTEI 32 CBOETO PEILLICHUE.

(9) (Hosa - IB, 6p. 19 ot 2020 r.) Koraro He € MOCTHIIUIIO BB3paXEHUE B CPOKA IO ajl. § WK
KOraTo HOCTBIWJIOTO BB3pa)KEHHE € OTXBBpJIeHO M3lsulo win yactuyHo, H30K u mpurexarensat Ha
paspeleHneTo 3a ynorpeda 1in HEroB yIbJIHOMOIIEH MPEACTaBUTEN MOANKUCBAT MPOTOKOI MO 00pasell
cbriacHo npuiokeHue Ne 2. B 10-gHeBeH CpoK OT MOANMCBAHETO HAa MPOTOKOJA MPUTEKATEIAT HA
paspelleHrueTo 3a ynorpeba Ha JIeKapCTBEHUS MPOAYKT WM HErOB YIbJIHOMOIIEH IpeICTaBUTEN
Bb3cTaHoBsiBa Ha H30K 3amnarenure cpeacTBa 3a NalMeHTUTE, IIPU KOUTO € HAJUIE JIUIICA Ha Pe3yiTar
OT TEpaIuATa ¢ JIEKAPCTBEHUS MPOAYKT.

I'naBa Tpera.
YCJ0OBUs, PEJJ, MEXAHU3BM U KPUTEPUU 3A 3AIIVIAIIAHE HA MEJUIIUHCKHA
N3AEJIUA U JUETUYHU XPAHU 3A CHEHUAJIHU ME/IMIMHCKU L EJIA (3AT'JI. U3M.
-AB,BP.17 0T 2019T".)

Pa3gea 1.
YcaoBus, pea, MexaHu3bM M KPUTEPHH 32 3alialiaHe Ha MeaunuHcku uaeausi (Hos - /1B, 0p. 48
ot 2014 r., 3arj. u3m. - IB, op. 17 or 2019 1.)

U 11. (U3m. - IB, Op. 48 ot 2014 1.) (1) HanmonaiHaTta 31paBHOOCUTYpUTEITHA Kaca 3aruiamia
3a MU, BxmodeHun B chnuchka 1mo Hapembara 3a yciaoBusiTa M pefa 3a ChCTaBsHE Ha CIHMCHK Ha
MeauIUMHCKUTE m3Aenus mo wi. 30a oT 3akoHa 3a METUIIMHCKUTE M3ACNIUS W 3a OIpelessHe Ha
CTOMHOCTTA, J0 KOSATO Te ce 3aruiamar, npueta ¢ [locranoBnenne Ne 364 Ha MUHUCTEPCKHs ChBET OT
2011 r. (B, 6p. 104 ot 2011 r.), 32 KOUTO € oNpeseseHa CTONHOCTTA, /10 KOSITO T CE 3alljlaliar 1o peaa
Ha T7IaBa TpeTa, pa3aen | ot Hapenbara.

(2) MeaunuuckuTe M3Aenus mo ai. | cimeaBa Aa OTroBapAT Ha W3HCKBaHuWsATa Ha 3MU u
M0/I3aKOHOBUTE HOPMATHBHH aKTOBE M0 HETOBOTO MpHUJIaraHe.

Yn. 12. (M3m. - [IB, 6p. 48 or 2014 1.) (1) (U3m. - IB, Op. 62 ot 2015 r., B cuiia ot 14.08.2015
r.) MeaMuuMHCKUTEe M3JeNus, NPUJIaraHd B YCJIOBUSATA Ha M3BBHOOJIHMYHATA METUIIMHCKA MOMOII, ca
IpeHa3HauYeH! 3a 3a00JsIBaHus, ONPEIETIeHH B cliuchbKa 1o wi. 45, an. 4 330.

(2) (Hom. - 1B, 6p. 95 ot 2018 r., B cuna ot 16.11.2018 r.) MeaunuHCKuTe H3IENUs,
MpUJIaraHy B yCIOBHUATA HAa OOJHUYHATA METUIIMHCKA oMo, ce 3amiamar oT H30K u3BbH nenure Ha
CbOTBETHUTE KJIMHUYHH I'bTEKU, B U3I'BIHEHUE HA JIOTOBOPHUTE 32 OKa3BaHE HA OOJHMYHA MEJULIMHCKA
MOMOII], CKJIIOYEHH MEXAY H3IbJIHUTEIUTe Ha MEIULMHCKA MOMOII M JUPEKTOpa Ha ChOTBETHATa
paifonHa 3apaBHoocurypurenHa kaca (P30K), ¢ uskmouenne na MU, kouto H3OK 3ammama Ha
MIPOM3BOJIUTENN WIH THProBUM Ha epo ¢ MU win TeXxHH ymbIHOMOIIEHH NMPEACTaBUTEIH, CKIIIOUNIH
noroBopu ¢ H30K 3a nocraska Ha MU no pena Ha Hapeabata mo wi. 11, an. 1.



Un. 13. (U3m. - JIB, 6p. 67 ot 2011 r., usm. - JIB, 6p. 48 ot 2014 r.) (1) Hammonanuara
3/IpaBHOOCUTYpUTEIHA Kaca B ChOTBETCTBHUE C MPEIBUICHUTE CPEICTBA B OIO/PKETa CH 3a ChbOTBETHATA
KaJIeHJapHa roIMHa €XeroaHo onpenaeis rpynure MU, KakTo U CTOMHOCTTA, 10 KOSITO TH 3aIlIalla, IpH
yCJIOBHSITA M TI0 peAa Ha Hapenoara mo wi. 11, an. 1.

(2) ExeromHo, cien MpUKIOYBAaHE Ha Tpolenypara mo Hapembara mo wi. 11, am 1 3a
omnpezaessine Ha croMHocTTa, A0 kKoato H30K 3amnama MU, npunagnexamu kbM eqHa rpyna, H30K
ChCTaBs:

1. ciucbk ¢ MU mo rpynu, xkouto H3OK 3amnama B ycnoBusiTa Ha HM3BBHOOJHUYHATA
MEJUIIMHCKA TTOMOII, U CTOMHOCTTA, 10 Kosito H30K 3amnaia 3a Beska rpymna;

2. (m3m. - IB, Op. 95 ot 2018 1., B cuia ot 16.11.2018 r.) cnucek ¢ MU no rpymnu, KOUTo
H3O0K 3amnama B ycioBusata Ha OOJHHYHATA MEIUIIMHCKA MOMOI, M CTOMHOCTTA, a0 Kosito H30K
3arJiaia 3a Beska rpymna Ha:

a) Tle4eOHU 3aBe/ICHUs B M3I'BJIHEHUE HA JOTOBOPHUTE 32 OKa3BaHE Ha OOJHUYHA MEIUITMHCKA
MIOMOIII, CKJIFOUEHU MEXy U3IBbJIHUTENN Ha METUIIMHCKA TIOMOIII U AupekTopa Ha choTBeTHarta P3OK;

0) POM3BOIUTENIN WIH ThPrOBIM Ha eapo ¢ MU win TeXHU yIBIHOMOIICHU MPEICTABUTEIH,
cximouniu gorosopu ¢ H30K 3a nocraBka Ha MU o pena Ha Hapen6ara mo wi. 11, an. 1.

(3) (Hom. - B, 6p. 17 ot 2019 r.) Cnucbuute no ai. 2 ca cbOOpa3eHU C PE3YNTATUTE OT
mpoueaypara mo ompeaensHe Ha cToiHocTTa, 10 Kosaro H3OK 3ammama MeauIuHCKUTE W3AeNnus
chriacHo Hapenoara mo wi. 11, ai. 1 u ¢ wi. 30, an. 1 ot Hapenbara mo wi. 11, ain. 1 u BiIM3ar B cuiia ot
1 snyapu Ha creqBamiaTa KajJeHaapHa roJuHa.

(4) (Hosa - JIB, 6p. 17 or 2019 r.) Koraro cnucbiure He ObJaT ChCTABEHU U YTBBPACHU B
CpOKOBeTe, ompeneneHn B Hapeabara mo wi. 11, am. 1, H30K 3ammama MW ot cnuchkiure ¥ 10
CTOMHOCTTA, ONpenesieHa MpH TOoCJeqHaTa Mpoleaypa, HO HE MO-KbCHO OoT 31 mapT Ha Tekyiara
rOJUHA.

(5) (Hosa - JIB, 6p. 17 ot 2019 r.) Korato mo 1 anpun Ha TekymaTa rojJMHa HIMa BIIE3IU B
CHJIa HOBU CHHCHIUMU IO al. 2, MO W3KIIOYEHHUE, C ILeJ HEeAOINyCKaHe OrpaHHuYaBaHe Ha JIOCThIIA Ha
3paBHOOCUTYpeHHUTE Jiniia 10 MU, cniuchIuTe OT mocieaHara nporeaypa npoabbkaBar IeUCTBUETO CU
n H30K npoabmkaBa na 3amnama MU oT TX, 10 CTOMHOCTUTE U NPH YCIOBUSATA, ONPEIEICHU MpU
MoCJIeIHATa MPOIeaypa.

Un. 14. (U3m. - [IB, 6p. 48 ot 2014 1.) (1) (M3™m. u gom. - JIB, 6p. 17 ot 2019 r.) Hartmonanuata
3IpaBHOOCUTYpHUTENIHA Kaca 3amyama MU ot cnuchiure mo wi. 13, anm. 2, 3a KOUTO ca CKIIOYEHU
JOTOBOPH 3a JocTaBka Ha MW ¢ mpou3BoAWTEeNd WM THProBUM Ha eApo ¢ MU unmm TexHuM
YI'BJIHOMOIICHH TPEICTABUTENIN WU Cca MOJaJeHH MMCMEeHHU 3asBieHus mo 4wi. 30, an. 4 ot Hapendara
mo ui. 11, an. 1, oT mpou3BOAUTENNTE UITU THPTOBIMTE HA €IPO C MEIUIIUHCKU U3ICTUS U/UIH TEXHUTE
VITBITHOMOIICHH MPEJICTABUTEIIH.

(2) Hauwmonamnarta 3apaBHOOCHTYpHTeNnHa kaca 3amnmama MU mo an. 1 mo croiiHOCTHTE,
MMOCOYEHH B CIIMCBIMUTE 110 4. 13, ai. 2.

(3) B cnydaure Ha nmoroBopenu orcThiku H3OK 3ammama 1o HamaneHata ¢ pa3mepa Ha
OTCTBIIKaTa ChOTBETHA CTOMHOCT IO ail. 2.

(4) HanmonanHara 31paBHOOCUTYpUTENHA Kaca 3amama MUY nmo otueTeHara CTOWHOCT, HO HE
IMOBeYE OT CTOMHOCTTA 110 aJl. 2 U 3.

(5) (Hosa - IB, 6p. 17 ot 2019 r.) B cnyuaute mo uin. 21, an. 5 ot Hapen6ara mo 4. 11, am. 1
H3O0K 3annama MU He mo-paHo OT 1IECT Mecena clie]l BIW3aHe B CUjla Ha CUChIMTE 1o wi. 13, ai. 2.

Un. 15. (U3m. - JIB, 6p. 48 ot 2014 r.) (1) Hamumonamunata 3apaBHOOCHTYpPUTENIHA Kaca
IIpeyCcTaHOBsBA 3amtaniaseTo Ha MU B ciieqauTe cinyvau:



1. npu 3annyaBane Ha MU oT cnuceka Ha MeauUUHCKUTE m3naenus no wi. 30a ot 3akoHa 3a
MEIUIIMHCKUTE U3/IEHs, U3BBPIIEHO 110 pena Ha Hapeabara mo wi. 11, ai. 1;

2. mpu mojaBaHe OT JMnara mo wi. 14, an. 1 Ha 3asBieHue chriacHo npuioxenue Ne 30, de
XKeJasT Jja ce MPeKpaTu 3aIulallaHeTo Ha CbOoTBETHOTO M.

(2) B zasBnenuero mo am. 1, T. 2 ce mocoyBa CPOKBT, AO KOWTO IIe OBJAT OCHTypsSIBAHU
KoJIn4yecTBa oT cboTBeTHUTE MU, KOHTO HE MOKe /1a ObJie O-KpaThK OT TPU MeceLa.

(3) B 3aBucumocT oT faraTta Ha IojJlaBaHe Ha 3asBiieHueTo 1o ain. 1, T. 2 H30K npeycraHossiBa
3aIUIalaHeTo Ha cbOoTBeTHOTO MU oT 1-BO 4MCII0 Ha KaleHAapHUs Mecel], cle/iBalll U3THYaHe Ha CPOKa
10 ai. 2.

Ui 16. (1) (U3m. - ]IB, 6p. 48 ot 2014 r.) 3a otniyckane Ha MU ot criucbka mo 4. 13, ai. 2, 1.
1 H30OK ckirouBa 10roBopH ¢ JiMiia, MOJYYUIU paspetieHue no wi. 229, an. 2 3JIIIXM 3a Teprosus Ha
IpeOHO ¢ JIeKapCTBEHU MPOAYKTH.

(2) (Hosa - /1B, Op. 48 ot 2014 r.) Koraro nuuero 1o an. 1 ¥ ppKOBOIUTENAT HA alTeKaTa He
CHBIAJIAT, IOTOBOPHT CE ChIIIACYBa U OT PHKOBOJIUTEISI HA alTeKaTa.

(3) (U3m. - B, 6p. 67 ot 2011 1., mpeaumna ain. 2, u3m. - /1B, 6p. 48 ot 2014 r.) loroBopute
nmo an. 1 ce ckimouar upe3 qupektopa Ha P3OK, Ha yusTo Teputopus € anTekaTta, MpU YCIOBUS U IO
pen, yCTaHOBEHHU B ChOTBETCTBHE ¢ Wi 45, an. 15 330.

(4) (ITpeaumrna an. 3, uzm. - JIB, 6p. 48 ot 2014 r.) Hanmonanuata 3paBHOOCUTYpHUTENIHA Kaca
3aiama Ha junara 1no ain. 1 3a ornycHaru oT Tax MU cien npencraBsHe Ha €IEKTPOHEH OTYET,
W3rOTBEH ChOOpa3HO eNeKTPOHHUs (hopMart, MyOJIMKyBaH Ha HHTepHeT crpanuiiata Ha H30K.

(5) (ITpenumrna an. 4, usaMm. - JIB, 0p. 48 ot 2014 r.) OTrnycHatute u otuerenn MU ce 3amamar
ot H30K npu ycnoBus u 1o pef, onpeeieHu B Ta3u Hapeada v CKIIF0UEHUTE JOTOBOPH.

Ui. 16a. (Hos - JIB, Op. 48 ot 2014 r.) HauimonanHaTa 3{paBHOOCUTYPHUTEIIHA Kaca 3aruiaiia 3a
MU no un. 16, an. 1 Ha oTmycHaIUTe TH anTEeKd B CPOKOBETE, OMpEAETCHH 3a 3aIulaljaHe Ha
JIEKapCTBEHHUTE TPOIYKTH 3a JOMAIITHO JIeUeHHE CHhIITACHO TJIaBa BTOpA, paszer .

UYn. 166. (Hos - JIB, 6p. 48 ot 2014 r.) (1) Haunonannara 31paBHOOCUTYpUTENIHA Kaca JlaBa
yYKa3aHHs OTHOCHO pejia 3a MpeAnucBane u ornyckane Ha MU ot cnucbka mo un. 13, an. 2, 1. 1.
(2) YkazanusTa o an. 1 ce myOaukyBar Ha UHTepHeT cTpanunara Ha H30K.

Un. 168. (Hos - JIB, 6p. 48 ot 2014 1.) (1) (Hom. - AB, 6p. 95 ot 2018 ., B cuia ot 16.11.2018
r.) Hanmmonannara 3apaBHOOCUTYpUTeIHa Kaca 3amania MU ot cnuceka no wi. 13, an. 2, 1. 2, OykBH
"a" u "0" Ha ;meyeOHUTE 3aBefeHUs, CKIIOUIN JoroBopu mo wi. 20, an. 1, T. 4 330 3a oka3BaHe Ha
OOJTHMYHA MEIUIIMHCKA TMOMOIl M Ha MPOWU3BOJUTENN WM THProBIM Ha eapo ¢ MU umm TexHu
YI'BJIHOMONIEHN TpeAcTaBuTeNH, ckimrounnu poroopu ¢ H3OK 3a mocraBka ma MU mno pena nHa
HapenOara mo wi. 11, am. 1.

(2) MeaumuHCcKHUTe M3ACNUs 110 ajl. | ce 3amamnar npy HaJu4re Ha CIEIHUTE YCIOBUS:

l. BJIOXEHM ca TpPU U3NBIHEHWE HAa KIMHUYHA IIbTEKA CBHIJACHO W3MCKBAHMATA HaA
JTUArHOCTUYHO-JICYCOHUTE AITOPUTMH 32 U3ITBITHEHUE HAa ChOTBETHATA KIIMHUYHA MTHTEKA, YCTAHOBEHH B
HallMOHATHUTE PAMKOBH JIOTOBOPH, TPHIIOKUMU IIPE3 CbOTBETHATA F'OAMHA;

2. (mom. - JIB, Op. 17 ot 2019 r.) U3NBJIHEHU ca U3UCKBAaHUATA, CBbP3aHMU C OKa3BaHE Ha
OOJHMYHA MEIUIIMHCKA TIOMOII, YCTAHOBEHU B HAIMOHAIHUTE PAMKOBHU JIOTOBOPHU, MPUIIOKUMU TIpeE3
CHOTBETHATa TOJMHA, KAKTO M YKa3aHUSITA 110 TAXHOTO MPUIIaraHe;
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3. (mm. - JIB, 6p. 95 or 2018 r., B cunma ot 16.11.2018 r.) oruereHu ca or yeuecOHHUTE
3aBelleHUs MO ail. | mo pena, ycTaHOBEH B HAIMOHAHUTE PAaMKOBU JOTOBOPH, MPUIOKUMH Tpe3
ChOTBETHATa roNHa.

3) (lom. - B, Op. 95 or 2018 1., B cuma or 16.11.2018 r.) Hammonamnara
3IpaBHOOCUTYpUTETHA Kaca 3arutama MU ot cnuckka mo wi. 13, an. 2, T. 2, OykBa "a" Ha neueOHUTE
3aBelleHUs MO aj. | cienx MpeacTaBsHE HAa CIEIHUTE MBbPBUYHH MEIUIMHCKUA U (DMHAHCOBO-OTYETHU
JOKYMEHTH:

1. pakTypa unu enexTpoHHa GpakTypa;

2. crienupUKaIKs 32 BIOKEHUTE MEIUIIMHCKH U3JICIHSI 10 ChOTBETHATA KIIMHUYHA ITHTEKA;

3. exzeMmmuisip Ha (opMynsip 3a BIOKEHU MEIWLMHCKH H3JIeHs, CTOMHOCTTAa Ha KOUTO ce
3arutama ot H30OK u3BbH leHaTa Ha KIIMHUYHATA IIBTEKA.

(4) (U3m. - JIB, Op. 95 ot 2018 r., B crua ot 16.11.2018 r.) JleueOHuTe 3aBenenus mo ai. 1
MPEJICTABAT OTYETHHUTE AOKYMEHTH exemecedHo B P3OK mo yTBBpIeH rpaduk, omnpenencH mo pena,
YCTaHOBEH B HAI[MOHAJIHUTE PAMKOBH J0rOBOPH, IPUIIOKUMHU IIPE3 ChOTBETHATA TOMHA.

(5) ®opMaThT Ha OTYETHUTE JOKYMEHTH C€ JIOrOBaps B HAIIMOHATHHUTE PAMKOBH JIOTOBOPH,
MIPUJIOKUMU TIPe3 ChbOTBETHATA TOJIMHA.

(6) (Hosa - JIB, 6p. 30 ot 2015 1., u3m. - JIB, 6p. 95 ot 2018 r., B cuna ot 16.11.2018 r.)
Koraro nmpu u3mbiHeHHE Ha KIMHUYHATA MbTEKA Ca BIOKEHU €JNEMEHTH OT MEOUIIMHCKH W3JIeNHs,
IIPUHAUIEKALIN KbM [10BEYE OT €JHO IPYIUpPaHE ChIIACHO cOUcChlUMTE 1o wi. 13, an. 2, 1. 2, 6ykBu "a" u
"6", H30K 3amnamia cToiHOCT, KOSITO € COOp OT LIEHUTE M0 eNeMEHTH, OTPa3eH! BbB (paKTypaTa, HO HE
MO-BUCOKA OT Hai-BUCOKaTa CTOMHOCT, MOCOYEHA B CIMCHKA 32 CHOTBETHOTO TIPYyNUpaHE, OT YHUUTO
€JIEMEHTH € ChCTaBEHA BJIIOXKEHATa CUCTEMA.

(7) (HoBa - B, Op. 95 or 2018 r., B cmwma or 16.11.2018 r.) Hanmonamnara
3[paBHOOCUTYpUTeIHa Kaca 3amuiamia MU ot cnucbka mo wn. 13, am. 2, 1. 2, OykBa "0" Ha
MIPOM3BOIUTEININ WM THPTOBIM Ha epo ¢ MU Wiy TeXHU yITBITHOMOIICH! MTPEICTAaBUTENH 110 al. 1 cren
MpeJICTaBsSHE Ha CICAHUTE JOKYMEHTH:

1. bakTypa nnm enexkTpoHHa GakTypa;

2. 00o01IeHa crpaBka 3a JIOCTaBeHHTE U BioxkeHUTe MU 1o ChOTBETHH KIMHUYHU MBTEKH,
OTYETEHM OT JieueOHUTE 3aBEJCHHUS Mpe3 MpenxoJIHus KaleHaapeH Mecel, noaydeHa or H30K B
U3MBJIHEHHE Ha JOTOBOpHTE 3a JocTaBka Ha MU mo pena Ha Hapenbata mo wi. 11, an. 1;

3. cnenmduKays 3a JOCTAaBEHUTE W BIIOkeHUTe MU 10 CHOTBETHU KIIMHUYHH ITBTEKU TIpeE3
MIPEIXOTHUS KaJeHIapeH Mecell, ChOTBETCTBAIlla Ha KOJIMYecTBaTa Mo crpaBKara 1o T. 2.

Y. 16r. (Hos - JIB, 6p. 48 ot 2014 r., nom. - [IB, 6p. 95 ot 2018 r., B cuna ot 16.11.2018 r.)
Harmonanuata 3paBHOOCUTYpHUTENIHA Kaca 3aralia exxeMeceqHo BiaokeHute MU mo uin. 13, an. 2, 1. 2
cJiell TPOBEPKa Ha JJOKYMEHTHTE 1Mo Wi. 168, an. 3 u an. 7 no 30-0 yncio Ha Mecera, cleaBaly OTYeTHHUS.

Yn. 17. (1) IIpou3BOAUTENAT WIM HETOB YI'BIHOMOILEH MPEACTAaBUTEN € JUThXKEH Ja YBEJIOMHU
H3O0K B ciiygauTe Ha:

1. (u3m. - IB, Op. 48 ot 2014 r.) npoMsiHa Ha THProBIMTE Ha €Ipo, KOUTO 1ie foctaBaT MU 1o
anTeKkuTe/IeueOHUTE 3aBeieHus, cxmrodmm 1oroop ¢ H30K;

la. (noBa - /IB, Op. 48 or 2014 r.) npomsHa B uH(OpManusaTa mo wi. 5, ain. 1 u wi. 8 or
Hapenbara mo wi. 11, am. 1;

2. (mom. - 1B, 6p. 48 ot 2014 1.) Apyru 06CTOATENCTBA, CBBP3aHH C OCUTYPSIBAHE U 3alljialllaHe
Ha M.

(2) YBenomiienuerto 1o ai. 1 ce u3BbpiIBa B 7-1HEBEH CPOK OT HACTHIIBAHE HA IIPOMEHUTE.

Pasnea I1.



YcaoBus, pea, MeXaHU3bM M KPUTEPUHM 32 3aIU1aIAHE HA INEeTUYHHM XPAaHHU 32 CIeHMATHA
MeauunuHcku ueau (Hos - JIB, 0p. 48 ot 2014 r., 3ara. uzm. - /IB, op. 17 ot 2019 1.)

Uin. 18. (U3m. - IB, 6p. 48 ot 2014 r.) (1) (Hom. - AB, 6p. 62 ot 2015 r., B cuna ot 14.08.2015
r., m3m. - JIB, 6p. 17 ot 2019 r.) HannonanxaTa 3apaBHOOCHTYpUTENHA Kaca 3arutama 3a JJXCMI] no
1. 1, T. 7 npenHazHaueHHu 3a 3a00JIsIBaHMsI, ONpeNeieHH B crnuchbka mo wi. 45, am. 4 330, kouto
OTroBapsAT Ha U3UCKBaHUATA Ha 3X U MOJ3aKOHOBUTE HOPMAaTUBHU aKTOBE 110 PUIATaHETO MY.

(2) Haunonannara 31paBHOOCUTypUTENHA Kaca 3arutama 3a JIXCML] no crnucsbk, onpeneneH oT
Hamzopuus cvBer Ha H3OK cbrioacuo uwin. 56, an. 2 330, 3a eguHUIlAa BEIIECTBO WJIM OIpEJescHa
MeCe4YHa CTOMHOCT.

(3) Hanmonanuata 3apaBHOOCUTYpHTENIHA Kaca 3aruiama 3a JIXCMII no an. 2, nmpu yciaoBue 4ye
T€ C€ 3amiamar OT OOIIECTBEHU 3JPAaBHOOCUTYPHTETHHU (OHIOBE, NMPH CHIMUTE 3a00JISIBAHUS WU
WHJMKAIMM Hall-MaJko B TPU OT CleqHUTE abpxkaBu: PymbHusa, Yexus, Ectonus, ['spums, YHrapus,
JIutsa, I[lopryranus u Ucnanus.

Ui 19. (Hos - JIB, 6p. 67 ot 2011 1., u3m. - JIB, 6p. 48 ot 2014 r.) (1) HanmonanaHara
3napaBHOOCUTYpHUTeNHa Kaca 3aruama 3a JXCMI crnen monyyaBaHe Ha THCMEHO 3asBIICHHUE OT
MIPOU3BOJUTENS] UM HETOB YIBJIHOMOILEH IPEACTABUTEN, Y€ JKE€lIae ChOTBETHUAT IPOJIYKT Ja ce
3arJaia o pesa Ha Ta3u Hapeaoda cbriaacHo npuioxxenue Ne 4.

(2) B 3asBnennero 1o ai. 1 ce mocoyBar THPrOBIMTE HA epo, KouTo mie goctaaT JIXCMII no
anTekure, ckirounin gqorosop ¢ H30K.

(3) KbM 3asBieHreTo ce npujarar:

1. nexnaparnusi, ye cboTrBeTHara JIXCMI] oTtroBapst Ha ycioBueTro mo wi. 18, anm. 2, kato ce
MOCOYBAT KOHKPETHUTE 00IIecTBeHU (DOHIOBE B CHOTBETHATA IbPKaBa;

2. IeKkJapaius 3a ChIJIache OT ThProBLUUTE Ha PO, IOCOUYCHH B 3asBJICHHETO, 3a JIOCTaBKa Ha
AXCMI;

3. nexisapanusi, 4e CbOTBETHUSAT 3asiBUTENl MOXKE Ja OCUTypsiBa peryisipHo 3asBeHute JIXCMI]
3a MepuoJ He MO-MajbK OT 12 KajleHAapHU Mecela;

4. TOKYMEHT, yJIOCTOBEPSIBAII] MPE/ICTABUTEIIHATA BJIACT HA 3asiBUTEIIS.

Un. 19a. (Hos - IB, Op. 48 o1 2014 r.) (1) CiuchkbT 10 4. 18, an. 2 chabpxka:
1. Bun/mmoaBua Ha JIXCMII;

2. Teproecko HaumeHoBaHue Ha JIXCMII;

3. popma/konuyecTBO;

4. cronHoCT, 3amnamana oT H30K;

5. yCJIOBHS 32 TIPEANKUCBAHE U OTITYCKAHE,

6. H3OK kon.

(2) CnucbkbT ce myOnuKyBa Ha uHTepHET cTpanunata Ha H30K.

(3) CiuchbKBT MOKE 1a ObJIe AOMBIBAH BEIHBK TOTUIITHO.

Un. 196. (Hos - JIB, Op. 48 ot 2014 r.) (1) 3a ormyckane Ha JIXCMI] H30K ckirouBa
JIOTOBOPU C JIMIA, MOJXYyYWIM paspemienue mno wi. 229, an. 2 3JIIIXM 3a ThproBus Ha JApeOHO C
JIEKapCTBEHU MPOTYKTH.

(2) Koraro numero mo an. 1 M pbKOBOAMTENAT Ha amnTeKkara HE CBHBIAJAAT, JOTOBOPBT Ce
chIVIacyBa U OT pPbKOBOAMTENS Ha anTeKara.

(3) Horosopure mo an. 1 ce ckirousar ype3 nupekropa Ha P30OK, Ha ymsro Teputopus e
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anTeKaTa, Py YCJIOBHUS U IO Pell, yCTAaHOBEHM B ChOTBETCTBHE ¢ W45, an. 15 330.

(4) HarmmonanHata 3paBHOOCHUTYpUTEIHA Kaca 3aruialia Ha JMiara mo aj. 1 3a OTIyCHaTH OT
ax JIXCMI] cnen mpenacraBsHe HAa EIEKTPOHEH OTYET, M3TOTBEH CHOOPA3HO EIEKTPOHEH (hopMar,
KOWTO ce myOnnKyBa Ha uHTepHeT cTtpanuiaTa Ha H30K.

(5) Ornycnatute u oruerenu JAXCMI ce 3amnamar or H30OK mpu ycnoBus u mo pen,
oIpesieNieH! B Ta3u Hapea0da U cbOOpPa3HO CKIIFOUYEHUTE JI0rOBOPH IO aj. 1.

Yn. 198. (HoB - /IB, Op. 48 ot 2014 r.) (1) IIpou3BoAUTENAT MM HETOB YI'BIHOMOIICH
npeacraBuTen € JrbxkeH aa yseaomu H30K B cnyyaute Ha:

1. mpoMsiHa Ha THProBUUTE Ha enpo, KouTo e noctaBar JAXCMIl no anrekute, CKIIOUMIN
norosop ¢ H30K;

2. npyru 00CTOSTEIICTBA, CBBP3aHH C OCUTypsiBaHe U 3aruiamane Ha JJXCMLI.

(2) YBenomsBaneTo 1o aj. 1 ce u3BbpIiBa B 7-JHEBEH CPOK OT HACTHIIBAHE HA IPOMEHUTE.

(3) B ciiyyaute no an. 1 B 5-naeBeH cpok ot yBenomsiBanero H30K omnoBectsiBa Ha UHTEpHET
CTpaHullaTa CH MojAa eHaTa HH(OpMaLIHS.

Y. 19r. (HoB - IB, Op. 48 ot 2014 1.) (1) HanlmonanxaTta 31paBHOOCUTYpPUTETHA Kaca JaBa
yKa3aHusi OTHOCHO pejia 3a npeanuceane u ornyckane Ha JIXCMII, 3annmamanu ot H30K.
(2) Ykazanusra no an. 1 ce myonukyBar Ha uHTepHeT cTpanunata Ha H30K.

Un. 19a. (Hos - IB, Op. 48 ot 2014 r.) (1) IIpou3BoaMTENSAT WM HETOB YIIBIHOMOIIECH
npenacraButen Moxe na noxaae g0 H30K 3assnenue cwriacHo npusoxxenue Ne 30, ye xenmae na ce
MpeKpaTu 3armamanero Ha cboTBeTHaTa JIXCMIL o pena Ha Ta3u Hapenoda.

(2) B 3asBnenuero no an. 1 ce mocouBa CpoKbT, 10 KOUTO 111€ OBbAAT OCUTYPSIBAHU KOJIMYECTBA
ot ceoTtBeTHaTa JIXCMII, KaTo Toi He Moke J1a ObJie MO-KpaThbK OT TPU Mecela.

(3) B 3aBucuMoct oT natata Ha mojaBaHe Ha 3asBieHuero no ai. 1 H3OK mpeycranossiBa
3amamaneTo Ha cporBeTHaTa JXCMIL ot 1-Bo umnciio Ha KalleHOapHUs MeEcel, CleBal] U3THYaHE Ha
CpoKa 1o ai. 2.

(4) B ciygaute o an. 1 B 5-mHeBeH cpok OT mojaaBane Ha 3asBieHuero H30K omnosectsBa Ha
MHTEPHET CTpaHullaTa cu HH(OpMaLKATa, TOCOUEHA B 3asBICHUETO.

I'naBa yerBbBpTA.
YCJIO0OBUSA, KPUTEPUU U PEJl 3A TOT'OBAPSHE HA OTCTBIIKH 3A
JIEKAPCTBEHUTE IMPOAYKTH (HOBA - ]IB, bP. 67 OT 2011 I'., 3AI'JI. U3M. - /IB, BP. 48
OT 2014 T'., U3M. - IB, BP. 62 OT 2015 T'., B CUJIA OT 14.08.2015T'.)

Paszpnea L.

YcioBus, KpUTEPHH U pell 32 MPOBEXKAAHE HA 32IBJIKUTETHO HEHTPAIU3MPAHO I0TOBapsiHe HA
OTCTBHIKH 32 JIEKAPCTBEHU MPOAYKTH, BKJIIOYEHH HJIH 32 KOUTO € MoJ1a/IeH0 3asiBJIeHNe 3a
Bri0uBaHe B [IJIC mo 4. 262, an. 6, 1. 1 u 2 3JIIIXM (Hos - /IB, Op. 48 ot 2014 r., 3ar/1. U3M. -
AB, op. 62 ot 2015 r., B cuaa ot 14.08.2015 r.)

Y. 20. (Hos - [IB, 6p. 67 ot 2011 r., u3m. - JIB, 6p. 62 ot 2015 r., B cuna ot 14.08.2015 1.) (1)
(Uzm. - 1B, 6p. 89 ot 2017 1., B cuma ot 07.11.2017 r., m3m. - IB, 6p. 17 ot 2019 1.) Ha ocHoBanue 1.
45, an. 10 m 21 330 H3OK exeromHo mpoBexja 3aAb/DKUTEIHO LEHTPAIM3UPAHO JOrOBapsHE Ha
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OTCTBIIKH 3a:

1. (mom. - JIB, Op. 17 ot 2019 r.) nekapcrBernu npoayktu ot ITJIC mo um. 262, an. 6, 1. 1
3JIIIXM, 3a kouto croitHocTTa, 3amamiaHa or H3OK, ce u3umcnsBa upe3 rpymnupaHe, B KOETO HE
ydacTBarT JIEKApCTBEHU MPOAYKTU Ha IPYTH MPHUTEKATENNU Ha pas3pelleHre 3a yrnorpeda, ¢ U3KII0UCHHEe
Ha TEeHEPUYHUTE JIEKAPCTBEHU MPOAYKTH U HA JEKapCTBEHUTE NpoAyKTH 1o wi. 29 3JIIIXM;

2. (m3m. - IB, Op. 17 ot 2019 r.) nekapcrBenu npoayktu ot IIJIC mo wm. 262, an. 6, T. 2
3JIIIXM, 3a xouto croifHOcTTa, 3amiamana or H30K, ce m3uucnsBa upe3 rpynupaHe, B KOETO HE
y4dacTBarT JIEKApCTBEHU MPOAYKTH Ha JPYTH MPUTEKATENM Ha pa3pelleHue 3a ynorpeda, ¢ U3KII0UYCHHE
HA FEHEPUYHUTE JIEKAPCTBEHU MPOAYKTH U Ha JIEKAPCTBEHUTE MPOAYKTH 10 wi. 29 3JIIIXM, BritoueHu
ca B IIakeTa, ompeesieH ¢ HapenoaTa mo 4. 45, ain. 2 330, u KouTo:

a) ca mpeaHa3HAYCHHM 32 JICYCHUE Ha 3JI0KAUYECTBEHU 3200 IsIBaHUS;

0) ce mpuiaraT npH >KMBOTO3aCTpallaBallld KPbBOU3IUBU U CIICIIHU ONEPATUBHU U UHBA3UBHU
MHTEPBEHIIMY TP MALMEHTH C BPOJIECHHU KOATYJIOMATHH;

3. JeKapCcTBEHW MPOJYKTH C HOBO MEXKIYHAPOJIHO HEMAaTEHTHO HAaWMEHOBAaHHE, 32 KOUTO €
[10/1aJICHO 3asIBJICHUE 32 BKIIOUBAHE BbB!

a) [JIC mo un. 262, an. 6, 1. 1 3JI[IXM;

0) (mom. - JIB, Op. 17 or 2019 r.) IUIC mo um. 262, an. 6, T. 2 3JIIIXM, koraro Te3u
JIEKapCTBEHH MPOAYKTU ca BKIIOYEHH B MMakeTa, rapantupan ot Owomxera Ha H30K, mpennaznayenu ca
3a JIeYEHHE Ha 3JI0KaYeCTBEHM 3a00JsBaHUS U 3a >KMBOTO3acTpallaBallld KPbBOU3IMBU U CIEHIHU
OlepaTHBHU M WHBA3MBHU WHTEPBEHIIMM IPH MAlMEHTH C BPOJIEHU KOATyJOMATUU U TMOJUIek,aT Ha
3aruianiane B OOJHWYHATA MEIUIIMHCKA TIOMOII] H3BBbH CTOWHOCTTA HA OKa3aHUTE MEAUIIMHCKHU YCITYTH.

(2) HoroBapsiHeTo 1o an. 1 ce mpoBexJa ¢ mMpUTEX)aTeIUTE HAa pa3pelieHusTa 3a ynorpedba Ha
CHOTBETHUTE JICKAPCTBEHH MTPOAYKTH HIIU C TEXHH YITBITHOMOIICHH PEICTAaBUTEIH.

Ui 20a. (Hos - [IB, 6p. 49 ot 2012 r., u3m. - JIB, 6p. 30 ot 2015 1., oT™. - JIB, Op. 62 ot 2015
r., B cuia ot 14.08.2015 1.)

UYn. 21. (Hos - [IB, 6p. 67 ot 2011 1., u3m. - JIB, Op. 48 ot 2014 . (*), u3m. - JIB, Op. 62 oT
2015 r., B cuna or 14.08.2015 r., usm. - JIB, 6p. 89 ot 2017 r., B cuna ot 07.11.2017 r.) (1) 3a
nekapcTBeHuTe npoayktu 1o 4i. 20, an. 1 H30K noroBaps cnenqHuTe BUAOBE OTCTBIIKHU:

1. (u3m. - JIB, 6p. 17 ot 2019 1.) OTCTBIKA 32 BCUYKH JIEKAPCTBEHHU MPOIYKTH 110 Wi. 45, ain. 10
u 21 330 Ha equH mMpuUTeXaTeNl Ha pa3pelieHre 3a YNnoTpeOa/HEeroB yIbIHOMOUIEH MPEJCTaBUTEN WIIN
Ha pPAa3IMYHU TpUTEXKaTeI Ha pas3pelleHHs 3a ynorpeda, KOUTO ca YIBJIHOMOUIWINM €IUH OO0l
npeJcTaBuTelN, pasnpezaeneHa u3isuio B noisa Ha H30K nox ¢popmara Ha Bb3CTaHOBSIBaHE Ha pa3XxoH,
B o0u1 pazmep He mo-manbk oT 10 Ha cto or pasxoaute Ha H30OK 3a choTBeTHO TpuMmeceuue 3a
JIEKapCTBEHUTE MPOIYKTH;

2. (ot™. - 1B, 6p. 17 o1 2019 1.)

3. (u3m. - 1B, 6p. 17 ot 2019 r.) MEAULMHCKHN YCIYyTH U3BBH IaKeTa MEJUILMHCKA ITOMOIIL MO
. 45, an. 2 330, ocurypsiBaHU 3a CMETKA Ha MIPUTEXKATEIS Ha pa3peIICHUETO 3a yrnoTpeda, CBbP3aHu C
JMAarHOCTHKATa W MPOCIEASBAHETO HAa JIEYEHHETO Ha 3a00isiBaHE ChC CHOTBETHHUTE JIEKapCTBEHU
MPOJAYKTH, KaTO BUIBT, CTOMHOCTTa M H3MBIHUTEIUTE HA MEIUIUHCKUTE YCIYTH CE€ OMPENENST OT
H3O0K, cpriacyBaHo ¢ mputexarels Ha pa3pelieHUeTo 3a yrnoTpeoa;

4. OTCTBIIKA OT CTOMHOCTTa 3a OIAKOBKA, M34YMCIeHAa Ha 0a3a pedepeHTHaTa CTOMHOCT Ha
CBHOTBETHUS JIEKapCTBEH NMpOoAyKT mo wi. 45, an. 10 330, 3amnaman yactuuno ot H3OK, kosTo ce
pasmpenens U310 B 0132 Ha CbOTBETHOTO 3[PaBHOOCUTYPEHO JIMIIE.

(1a) (Hosa - IB, Op. 19 ot 2020 r.) 3a nekapcTBeH mpoAykT no wi. 20, an. 1, 1. 1 wim 2, 3a
KOWTO CTOWHOCTTa, 3amiamiada ot Oromkera Ha H3OK (pedepentnara croitHOCT), 3a YacT OT
TEpareBTUYHUTE MYy IIOKa3aHUsl Ce M3YMCIABA 4pe3 IpylnupaHe, B KOETO Yy4acTBaT JIEKAPCTBEHU
MPOAYKTH Ha APy MpUTEXKAaTeId Ha paspelleHre 3a ynorpeba, a 3a OCTaHAIMTE TEepaneBTUYHU



MOKA3aHUsl Ce W3YHUCIIABA Ype3 TPyMUpaHe, B KOETO HE Yy4acTBAT JIEKAPCTBEHU IMPOIYKTH Ha IPYTH
MPUTEKATENIM Ha paspelleHre 3a ynorpeda, 3a MOCIEIHO MOCOYEHUTE MOKa3aHUsS MPUTEXKATENAT Ha
pa3pelIeHneTo 3a ynoTpeda/HeroB yIbIHOMOIIEH npeacrasuten npenocrass Ha H30K orcThiika mo ai.
1, T. 1 B TakbB pa3mep, KOMTO BOAU 110 U3paBHsABaHE Ha pe)epeHTHATa CTOMHOCT 32 BCUUKH MTOKA3aHUS.

(2) 3a nexapcTBEH MPOLYKT ¢ HOBO MEKIYHAPOJIHO HENATEHTHO HaHMMEHOBaHUE, 332 KOWTO €
nogazieHo 3asgsiieHne 3a BxmouBade B I[IJIC mo um. 262, an. 6, T. 1 uan 2 3JIIIXM, 3aabDKUTEIHO ce
J0roBapst OTCTHIIKA OT 3asBEHATa 3a oOpaszyBaHe IeHa mo wi. 8, an. 2 ot Hapenbara 3a ycrnoBusTa,
MpaBWJIaTa M pe/ia 3a PeryjJupaHe U perucTpupaHe Ha IEHUTE Ha JIKAPCTBEHUTE MPOJIYKTH ChOOpa3HO
nporHo3uust Oropker Ha H30K 3a choTBeTHHS JOTOBOpPEH mepuoa. PasMepbT Ha OTCTHIIKATa ce
JIOTOBapsi B CbOTBETCTBUE C JIOKJIaJa 3a OLEHKA HA 3[paBHUTE TEXHOJOTHH, U3TOTBEH U YTBBPJCH IO
pena Ha HapenbOara mo wi. 262, an. 4 3JIIIXM. JloroBapsiHETO Ha OTCTHIIKATA € YCIOBHUE 332 BKIIOYBAHE
Ha nekapcTBeHus npoaykT B IIJIC cwrimacHo wn. 262, an. 10 3JIIIXM u He ce cuMTa 3a MPOBEICHO
3abJDKUTEIHO JIOTOBApsiHE HAa OTCTBHIIKM KaTo ycioBue 3a 3amiamanero My oT H30K. IlpouenTst Ha
OTCTBIIKATa Ce 3ama3Ba clie] YTBbpXKJAaBaHE Ha ILl€HA Ha JIEKAPCTBEHUS MPOIYKT, KaKTO U MpU HEWHa
MIPOMSIHA.

(3) (U3m. - B, 6p. 17 ot 2019 r.) OrcTpnkaTa mo an. 1, . 1 moxe na ObJe AOrOBOpeHa B
pa3iMdeH pa3Mep 3a Pa3InyHU TCPANCBTUIHH [TOKA3aHUS HA JICKAPCTBEH TMPOIYKT.

(4) IlpurexaTenar Ha pa3pelieHUeTo 3a YMOTPeOa/HEroBUAT YIBIHOMOIIEH MpPEICTaBUTEN
pasmpenens o0 pa3Mep Ha KOMITGHCAIUATA TI0 CBOS MPEIICHKA BBPXY BCEKU JICKAPCTBEH MPOJIYKT,
KoeTo € yacT ot gorosopa My ¢ H30K u He ce onoBecTsBa myOoIn4HO.

(5) (M3m. - JIB, Op. 17 ot 2019 r.) Becekn mpurexaresl Ha pa3pelicHue 3a yrnoTpeOda/HeroB
YITBJIHOMOIIIEH MPEACTaBUTEN JOrOBapsl caMo OTCThIKA 1Mo anl. 1, T. 1 uian koMOUHALUS OT OTCTBIIKH IO
an. I, . lu3uwmmnoan 1, 1.1,3 u4.

(6) (Ot™m. - 1B, 6p. 17 01 2019 1.)

(7) (U3m. - B, Op. 17 ot 2019 r.) 3a KOHKpETEH JEKAPCTBEH MPOAYKT, ChABPIKAIL AKTHBHO
BEIIECTBO/BEIIECTBA C J00pe yCcTaHOBEHAa YMoTpebda B MEAMIMHCKaTa MpakTUKa IO CMHUChIA Ha
3JIIIXM, 3a KOHTO € HaJuIlle HEBB3MOXKHOCT I10 MPUYUHU OT OOEKTUBEH XapaKTep 3a MPEJOoCTaBsHE Ha
OTCTHhIIKa B MUHUMAIIHUS pa3Mep, yCTaHOBEH B ail. 1, T. 1, Mo M3KIIOYEHHE U clie] MPeJoCTaBIHE Ha
MOTHBHUPAHO MMHUCMEHO CTAaHOBHWINE OT CHOTBETHHS IMPHUTEKATET HA Pa3pEIICHHETO 3a YHoTpeOa/HeroB
yrbiaHoMoIIeH npeacrasuten H30K Moxke f1a ckimroun 10TOBOP 32 OTCTHIIKA MOJ MUHUMAIIHUS pa3Mep.
To3u MexaHM3BM ce Ipujiara, KoraTo € HaJHIle JIUICa Ha JICKApCTBEHA ajJTepHATHBA 3a JICYCHUE WIIH
CBHILIECTBYBAILIUTE AITEPHATUBH Ca ChC 3HAUUTEIHO MO-BUCOKA CTOMHOCT.

Un. 22. (Hos - IB, 6p. 67 ot 2011 r., u3m. - JIB, Op. 62 ot 2015 r., B cuna ot 14.08.2015 r.,
u3Mm. - JIB, 6p. 89 ot 2017 r., B cuna ot 07.11.2017 r.) (1) (U3m. - JIB, 6p. 17 ot 2019 r.) OTcThIKUTE
mo un. 21, am. 1, T. 1 ce BB3cranoBsiBar mpsiko Ha H3OK oT mpurexartens Ha pa3penieHueTo 3a
ynoTpe0a/HeroBus ymbIHOMOIIEH npeacTtaButen oT u3BbpieHute oT H30K pasxoau 3a 3amnamianero
UM CIJIeJ] Kpasi Ha IBbPBOTO, BTOPOTO W TPETOTO TPHUMECEUHe Ha TEKyIllaTa KaJeHIapHa ToJuHA, a 3a
4eTBBbPTOTO TPUMECEUHE Ce 3aIUTalaT aBaHCOBO 10 15 HoeMBpH Ha 0azara Ha peanHus pa3zxon Ha H30OK
3a TPeToTo Tpumeceuwe. Jlo Kpas Ha MHPBOTO TPUMECEYHME Ha Cle[BallaTa KajJeHJapHa TOJWHA Ce
U3BBPIIBA CHOTBETHO U3PABHSIBAHE.

(2) (Or™m. - 1B, 6p. 17 01 2019 1.)

(3) (Or™m. - 1B, 6p. 17 01 2019 1.)

(4) (Or™m. - 1B, 6p. 17 01 2019 1.)

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

(6) (Otm. - 1B, 6p. 17 o1 2019 1.)

(7) (Ot™m. - 1B, 6p. 17 01 2019 1.)

(8) (Otm. - 1B, 6p. 17 0T 2019 1.)

(9) (Ot™m. - 1B, 6p. 17 01 2019 1.)

(10) HoroBopenara otrcTblka mo wi. 21, am. 1, T. 3 ce mpenocraBs OT HpUTEXaTens Ha



pa3peleHneTo Ha yrnoTpeda/HeroBusl YIIbIIHOMOIICH TPeCTaBUTEN Mo ¢opMaTa Ha CPENICTBA, C KOUTO
H30K 3amnmama 3a ChOTBETHUTE MEAUIMHCKUA YCIYTM Ha ONPEACICHUTE OT HEed W3MIBJIHUTEIM Ha
MeIUIMHCKA oMol (pedepeHTHH JIeueOHN 3aBEACHNU).

(11) (Hosa - JIB, 6p. 17 ot 2019 r.) JloroBopeHata orcthnka mo 4wi. 21, am. 1, 1. 4 ce
MIPEIOCTaBsl aBaHCOBO CHOOPA3HO YCIIOBUSITA U CPOKOBETE, IMOCOYEHH B WI. 231, OT MpHUTEKATENsS Ha
paspeleHueTo 3a ynorpebda/HeroBus ymbiHoMolleH npeacraButen Ha H30K na 6a3za Ha nporHo3Hute
KOJIMYECTBA B MPEJJIOKEHUETO 10 Wi. 23, al. 3 32 ChbOTBETHHUSI JIEKAPCTBEH MPOJIYKT, KAaTO IOTOBOPHT 32
OTCTBIIKATA 33bJIKUTEITHO ChABPKA:

1. noxyMmeHTammsTa, JIOKyMEHTOOOOpOTa M CPOKOBETE 3a OTYHTAHE M 3alulalllaHe Ha
OTCTBIIKATA;

2. ycIOBUSITA M pefa 3a MPeJoCTaBsHEe HAa OE3yCIOBHH M HEOTMEHSEMU OAHKOBHU TapaHIIHH,
KOUTO o0e3leyaBaT BbH3CTAHOBSIBAHETO OT MPHUTEKATENsl Ha pa3pelIeHUETo 3a ynoTpeOa/HeroBus
ynbaHomouleH npencrasutesn Ha H30K nHa cpencrBara, 3armuiaTeHu Ha jauuara no wi. 7, an. 1 Haz
ABAHCOBO IUIATEHUTE CYMHM 3a OTCTBIIKATa 1o wi. 21, ain. 1, 1. 4;

3. pena 3a MpoMsHA Ha pa3Mepa Ha OTCTHIIKATA MPH MPOMSHA Ha pedepeHTHATa CTOHHOCT Ha
nekapctBeHus npoaykT B [1IJIC.

(12) (Ilpegumnua an. 11, usm. - JAB, 6p. 17 or 2019 r.) [loroBopeHHTE OTCTBIKU WU
KOMOHMHAIMSI OT OTCTHIIKM HE MOTAT Jia BOJAST /10 yBeIMYaBaHE Ha CTOMHOCTTA, 3ariamana ot H30K 3a
neduHUpaHa JHEBHA J03a WK 3a TepaneBTuueH Kypc 1mo INN cbc chOTBETHHUS JIEKAPCTBEH MPOIYKT U
Ha cpeAHaTa TOAMIIHA CTOMHOCT Ha JICUEHHWE HA MAIMeHT C TO3U JIEKAPCTBEH MPOAYKT, CIPSMO
MpeaxoHaTa roanuHa.

Ui 23. (Hos - /IB, 6p. 49 ot 2012 r., m3m. - JIB, Op. 62 ot 2015 1., B cuna ot 14.08.2015 1.) (1)
Hanmonannara 31paBHOOCUTYpUTENTHA Kaca €KEroaHo 10 | OKTOMBpH ImyOJMKyBa Ha OQHUIMAIHATA CH
UMHTEPHET CTpaHMIla IOKAaHA [0 MpHUTEXaTelIuTe Ha pas3pelleHus 3a ynoTpeda Ha JeKapCTBEHHUTE
npoAyKTH 1o Wwi. 20, ajt. 1/TeXHU yIIbIHOMOIIECHH MPEICTABUTENH 32 MPEICTABSIHE HA MPEITIOKCHHS 32
oTcThOkM 1o wi. 21, am. 1, 1. 1,3 u 4.

(2) Ilokanara no an. 1 ceabpxka:

1. anpecatuTe Ha MOKaHAaTa;

2. BUJIOBETE JIEKAPCTBEHU MPOJIYKTH, 0OEKT Ha JOTOBApPSHETO;

3. KpaeH CpOK 3a [10/1aBaHe Ha NPEJIOKEHUITA;

4. MACTO U HA4YMH 3a MOaBaHE Ha NPEUI0KEHUSITA U JIMIIE 3a KOHTAKT - cirykuten Ha H30K.

(3) B eanomeceueH cpok OT NyOJMKyBaHE Ha IOKaHaTa MO al. | NpUTEeKaTeNAT Ha
pa3peleHneTo 3a ynorpeda Ha JIeKapCTBEH MPOIYKT/HETOB YITbIHOMOILEH MPEICTaBUTEN MPEJCTaBs B
H3O0K npennoxenue 3a OTCTHIKA/H.

(4) B cnyyaute no ui. 4a, an. 1, 3 u 5 npu onpeneneHo HuBo Ha 3amamane 100 Ha cTo, KakTo
U B cioy4yauTe MO 4. 4a, an. 6 OpUTEXKaTeJUTE Ha pas3pelleHus 3a ynorpeda Ha JIEKapCTBEHHU
MIPOJYKTH/TEXHUTE YITBIHOMOILIEHU NMPEACTABUTENN MOAaBAT MPEUIOKEHNUS 32 OTCTBIIKM HE MO-KbCHO
oT 20 pabOTHHM AHU Npeau W3TUYaHE Ha ChOTBETHHS JBaHAJeCeTMECEeUYeH Iepuo] 3a 00oO0IIaBaHe Ha
unpopmanusara or H30K.

(5) (U3m. - B, 6p. 89 ot 2017 r., B cuna ot 01.01.2018 r.) K»m npennoxeHusta mo ain. 3,
KaKTO M KbM IPEUIOKEHHATA 32 JOTOBapsiHE HAa OTCTHIIKU B cIy4yauTe Mo wi. 21, an. 2, npuTtexareianTe
Ha pa3pelleHusi 3a yrnoTpeda Ha JIEKapCTBEHUTE MPOMYKTH/TEXHHM YI'BIIHOMOILEHH MPEICTaBUTENIN
Mpuiarar CieHUTEe TOKYMEHTH:

1. wuHdoOpMamus OTHOCHO €IMHHUSA HIECHTHU()UKALMOHEH KOJ Ha JPYXKECTBOTO WM
Koorepanusita oT ThPrOBCKUSI PETUCTBP, a 3a JPYXKECTBaTa, PErMCTPUpPAaHU B Jbp)KaBa - UIEHKA Ha
EBpomneiickus cbio3, WM B IbpXkaBa - cTpaHa no CrnopasymeHuero 3a EBpomneiickoTo MKOHOMHUYECKO
MIPOCTPAHCTBO - KOMHUE OT JOKYMEHT 3a aKTyaJlHa PETrMCTpalys MO HAlMOHAJIHOTO 3aKOHOJATENICTBO,
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M3/1aJIeH OT KOMIIETEHTEH OpraH Ha ChOTBETHATA JAbpXKaBa, HE MO-KBCHO OT 6 Mecela Mpeau MoJaBaHe
Ha 3asBJICHUETO; MH(pOpMalUATA ce MPEAOCTaBs 3a MPHUTEKATENsI Ha pa3pelIeHHeTo 3a yrnoTpeba, a B
cllydail 4e NpeUIOKEHHETO C€ I0JaBa OT YI'BJIHOMOILEH NPEJCTABUTEN - M 3a YIIbJIHOMOIIECHHUS
MIPEICTaBUTET;

2. IBJIHOMOILHO 32 y4YyacTHE B JOIOBAapSHETO, B T.4. U 3a IOJaBaHE Ha IPEAJIOKEHUE 3a
OTCTBIIKA/U - B CIy4ail 4e MpeAsioKeHHUEeTOo Cce MoaBa OT YI'bIHOMOUICH MPEACTaBUTEN Ha IPUTEkKATEs
Ha pPa3pelIeHHETO 3a YNoTpeda; KOraro IbJIHOMOIIHOTO € HW3JaJeHO Ha 4yXKJ €3UK, KbM HEro ce
mpujiara NpeBoJ Ha OBIrapcKu €3WK, U3BBPUIEH OT MpeBOAay, KONTO UMa CKIIOYEH JOTOBOP C
MUHUCTEPCTBOTO HAa BBHINHUTE pa0OTH 332 M3BBPIIBAHE HA OQUIIMAIHU MPEBOJIU; B IBIHOMOIIHOTO
cienBa Ja ObJAT MOCOYEHHM KOHKPETHUTE JIEKapCTBEHM MNpoAyKTH mo ui. 20, am. 1 ¢ TexHuUTe
MEXyHApOJAHU HEMAaTEHTHW HAaUMEHOBAHUS U THPTrOBCKM HAUMEHOBAHUS, 32 KOUTO MPEJICTABUTEIAT €
YI'BJIHOMOIIICH;

3. Ipyru OTHOCUMHU JIOKYMEHTH.

(6) IIpenynoxenusara ce moaaBaT B JeI0BOACTBOTO Ha llenTpasiHoTo ynpasnenune Ha H30K B
3arevyaTaH HENpO3paydeH IUIMK C HEHapyIIeHa ISUI0CT, BbPXY KOMTO CE€ ITOCOYBAT MOAATENAT U aJipec 3a
KOPECTIOHICHIIUS.

Un. 23a. (Hos - JIB, Op. 62 ot 2015 r., B cuna ot 14.08.2015 r.) (1) Pasrnexxmanero Ha
IPEUIOKEHUATa 1O 4i. 23 M JOroBapsiHETO Ha OTCTBIKU CE€ U3BBPIIBA OT IOCTOSIHHO JeicTBalia
komucus ot ciayxurenu B H30K, onpenenena cbe 3anosen Ha ynpasurens Ha H30K. B 3anosenra ce
orpeJiesis npejceaaTesa Ha KOMUCUATA, HErOB 3aMECTHUK U PE3E€PBHU UJICHOBE.

(2) B cbcraBa Ha KOMHUCHATA 3aIbJDKUTENIHO CE€ BKIIOYBAT IPABOCIOCOOEH IOPHCT,
JeKap/MarucTbp-papmManeBT i HKOHOMHUCT.

(3) UneHoBeTe Ha KOMHCHATA Ca UTHKHU Jla TIA34T B TailHA 00CTOSATEJICTBATa, KOUTO Ca Y3HAIU
BbB BPB3Ka CbC CBOSITa pa0OTa B KOMUCHSATA, 32 KOETO MOJINUCBAT JAEKIapalusl.

(4) (U3m. - IB, 6p. 89 ot 2017 r., B cuna ot 07.11.2017 r.) Komucusirta no an. 1 u3Bbpuisa
IIPOBEPKA Ha MOCTBIIMIINTE MPEUIOKEHUS 32 CbOTBETCTBUETO UM C M3MCKBAHUATA Ha Hapendara, KaTo
¥Ma IIPaBo Ja MOUCKa OT YYaCTHUK B CPOK 0 3 paOOTHU JHU Jja OTCTPAHU YCTaHOBEHUTE HEPETOBHOCTH
W/WIIN 12 IPEO0CTaBH JOIBJIHUTENHA HH(OpMAIIHSL.

(5) B ciyyait ye yyacTHUK HE OTCTPAHHM HEPEIOBHOCTUTE W/WJIM HE TPENOCTAaBU M3HMCKaHATa
JOMBJIHUTETHA HH(OPMAILIMS B ONPE/IETICHUS CPOK, CE€ CUNTA, Y€ 32 ChOTBETHUTE JICKAPCTBEHH MPOIYKTH
HE ca JOTOBOPEHU OTCTHIIKH.

(6) IlpencenaTensT WM HErOBUSAT 3aMECTHHK M JBaMa OT YJICHOBETE Ha KOMHCHSTa ce
MOJINKCBAT BbPXY BCSKA CTPAHUIIA OT NPEUIOKEHUETO Ha KaHuJaTa.

(7) Komucusita mo an. 1 m3rorBs rpaduk 3a Jatata W yaca 3a MPOBEXJAHE Ha MPEroBOpU C
nonycHatute ydacTHUIM. ['padukbT ce 00sBABa Ha oduimanHaTa uHTepHeT crpanuiia Ha H30K nHe
MO-KBCHO OT 5 paOOTHU AHM IMpEau 3aloyBaHe Ha MPETOBOPUTE, 32 KOETO YYaCTHHUIMTE C€ CUMUTAT 3a
YBEIOMEHHU.

(8) Ilpu HEOOXOIUMOCT WM MO TMpeleHKa Ha KOMHCHATA YYaCTHMK MOXKe Ja ObJe MOKaHEH
BTOPH ITBT 3a MPOBEXKJIAHE HA IPETOBOPU IO JOMBIHUTEIHO ONpeesieH rpaduk.

(9) (U3m. - IB, 6p. 89 ot 2017 r., B cuna ot 07.11.2017 r.) Komucusta cbctaBs mpoTOKOJIH 32
cBosiTa paboTa U ¢ pelieHue o0sBsABa pe3yaTaTUTe OT MPOBEACHOTO AOroBapsiHe, KaTO MOCOYBa!

1. 3a orcrenku nmo ui. 21, an. 1, T. 1 - pena 3a ompenensHe Ha pa3Mepa Ha JAOrOBOpPEHATa
OTCTBIIKA U pa3lpe/ie]ICHUEeTO Ha OO pa3Mep Ha KOMIIEHCALUATa BbPXY BCEKU JIEKapCTBEH MPOIYKT,
KAaKTO U IIPOTHO3HUTE KOJINYECTBA 3a BCEKH JIEKAPCTBEH MPOAYKT;

2. 3a OTCTBIKH 110 wiI. 21, am. 1, T. 3 - BUma, CTOMHOCTTA M M3NBIHUTCIINTE Ha 3aIljIallaHuTe
MEIULMHCKH YCIYTH;

3. (HoBa - /IB, Op. 17 o1 2019 1.) 32 oTcThIKM 1O 4. 21, ann. 1, T. 4 - pa3mepa Ha JOTOBOPEHUTE
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OTCTBIIKU U IPOTHO3HUTE KOJIMYECTBA 32 BCEKH JIEKAPCTBEH MPOIYKT.

(10) (U3m. - [IB, 6p. 19 ot 2020 r.) B 20-1HEeBEeH CPOK OT YTBBPXKAaBaHE HA PEIICHUETO 1O all.
9 or ympaButens Ha H3OK koMucusta M3roTBs HpPOEKTM HA JOTOBOPH, KOUTO IPEIACTaBs Ha
MIPUTEKATENINTE Ha pa3pelleHus 3a yrnoTpeda/TeXHUTE YITbITHOMOIIEHU MPEICTAaBUTENN 32 MO/IHUC.

(11) (U3m. - AB, Op. 19 ot 2020 r.) Ilpoexture Ha goroBopu mno ai. 10 3aabIKUTEIHO
ChIIbPIKaT:

1. TOrOBOpPEHUTE OTCTHIIKU 110 all. 9;

2. ycIoBUSITA U PEABT, 0 KOUTO Ce€ MpeocTaBs HH(OPMALIUI MEXIAYy CTPAHUTE;

3. (uoBa - JIB, 6p. 89 ot 2017 ., B crua ot 07.11.2017 1., ot™m. - [IB, 6p. 19 o1 2020 1.)

4. (noBa - JIB, 6p. 89 ot 2017 1., B cuna ot 07.11.2017 r., mon. - JIB, 6p. 19 ot 2020 r.)
IIPOrHO3HUTE KOJIMUYECTBA 32 BCEKHU JIEKAPCTBEH IPOAYKT, 32 KOMTO €a JI0rOBOPEHU OTCTHIIKH;

5. (noBa - JIB, Op. 17 ot 2019 1., u3m. u gom. - /1B, 6p. 19 ot 2020 r.) 3amnamniane Bb3 OCHOBA
Ha pe3yirara OT TepanusaTa, Koraro TakoBa € JIOTOBOPEHO 3a JIEKapCTBEHHM IPOAYKTH, 32 KOUTO €
oTpeJieIeHO MpociensBaHe Ha edeKTa OT TepanusaTa cbriaacHo wi. 259, an. 1, 1. 10 3JIIIXM, kakTo u
BB3CTAHOBSIBAHE OT IPUTEKATEIMTE Ha pa3pelieHus 3a ynorpeda WM TEXHU YII'bJIHOMOIIEHU
npencraButenu Ha H30K Ha 3annaTeHuTe cpenctsa mpu Jurca Ha pe3yiTar,

6. (noBa - 1B, O6p. 19 or 2020 r.) 3aab/KEHUST HA CTPAHHUTE MPH MPHUIAraHeTO HAa MEXaHHU3Ma,
rapaHTupall NpeIBUAUMOCT U ycToiunBocT Ha Owomxera Ha H30K mo un. 45, an. 29 330, cnpsamo
BCHYKH JICKAPCTBEHH MPOJYKTH Ha MPHUTEXKATENs HA pa3pelIeHneTo 3a ynorpeda, 3ariamany HarbiIHO
nim yactuaao ot H30K;

7. (mpenumna 1. 3 - JIB, 6p. 89 ot 2017 r., B cuna ot 07.11.2017 r., npeaumna 1. 5 - JIB, 6p.
17 ot 2019 ., mpenumna T. 6 - B, 6p. 19 oT 2020 1.) ApYTH yCIAOBHUSL.

(12) (U3m. - OB, 6p. 89 ot 2017 r., B cuna ot 07.11.2017 r., m3m. - [IB, Op. 19 ot 2020 r.)
JloroBopute 3a OTCTBIKHU 10 Wwi. 21, an. 1, 1. 1 u/unu 3, u/unm 4 ce ckirovBaT A0 1 MapT Ha ciie/iBaiara
KaJIeHJapHa ro/IMHAa U BJIM3aT B cUJjia OT | siHyapu Ha MocouyeHaTa rojivHa.

(13) (Homa - JIB, 6p. 19 ot 2020 r.) JlekapcTBeHU NPOAYKTH, MOATEKAIIN HA 3aABIHKUTEITHO
LHEHTPATU3UPAHO JOTOBapsiHE HA OTCTHIKU 1O wi. 21, an. 1, T. 1, 3a KOUTO HE ca CKIIIOUYEHH JIOTOBOPH B
cpoka 1o an. 12, e ce 3amnamar or H30K ot 1 mapT Ha nmocodyenara ronuHa. 3a nepuosa ot 1 sHyapu
no 1 MapT Ha mocodeHaTa rojAWHa JieKapcTBeHUTE MpoAykTu ce 3armiamar oT H30K u 3a Tax
MPUTEKATENUTE HA Pa3pelICHHsITa 3a YMOTpeOa/TeXHUTE YITbIHOMOIICHHU MPEACTaBUTENN NBKAT Ha
H3OK otcTbhnky B MUHUMAIIHUSA pa3Mmep, mocodeH B wi. 21, an. 1, 1. 1.

(14) (Hosa - IB, 6p. 19 ot 2020 r.) JloroBopuTte 3a OTCTHIKH 1O 4i. 21, an. 2 BIu3ar B cuia
IIpU yCJIOBHE, Y€ JIEKAPCTBEHUTE IMPOJIYKTH, MPUHAJUIEKAIIM KbM HOBO MEXJIYHAPOJIHO HEMATEHTHO
HanmMeHoBaHue, 0baaT BkiIroYeHu B [1JIC mo wi. 262, an. 6, T. 1, CbOTBETHO IO WiI. 262, an. 6, T. 2 OT
3JITIXM u oT marara Ha 3amjaiiaHeTo Ha JiekapctBeHuTe mnpoayktu oT H3OK mpe3 crnenpamiara
KaJleHJAapHa TO/IMHA.

(15) (Hosa - IB, Op. 19 ot 2020 r.) 3a nekapcTBEHUTE MPOIYKTH, MPUHAAIEKALIU KbM HOBO
MEXIYHAPOAHO HEMATEHTHO HaMEHOBAHME, BKIIIOUEHH B [103UTHBHMS JI€KapCTBEH CHUCHK MO 4il. 262,
ai. 6, 1. 1 unu 2 ot 3JIIIXM:

1. mo 30 cenTemMBpH Ha TeKyllaTa TOAMHA, 32 KOUTO 3a IBPBH BT I CE 3aIJaia oT Ol KeTa
Ha H3OK, nonaBaneTo Ha mpeyioKeHUs], TAXHOTO PA3TIICkKIAHE M JOTOBAPSHETO HA OTCTHIKHU IO Y.
21, an. 1, 1. 1, 3 u/unm 4 ce U3BBPIIBA IPU YCIOBUATA U IO pela Ha uil. 23 u 23a;

2. cinen 30 cenTeMBpH Ha TeKyllaTa TOJIMHA, 32 KOWTO 3a MBbPBU NBT IIE€ C€ 3aram@a oT
oromkera Ha H30K, momaBaneTo Ha MpeaiosKeHus, TAXHOTO Pa3riIekAaHe U JOTOBAPSHETO HAa OTCTHIIKH
mo wi. 21, an. 1, . 1, 3 w/unm 4 ce u3BBpIIBA OT HAYAJIOTO Ha CJe/IBAIIaTa KaJeH/IapHa TOIMHa.

(16) (U3m. - ]IB, 6p. 89 ot 2017 r., B cuna ot 07.11.2017 r., npeaumna an. 13 - JIB, 6p. 19 ot
2020 r.) 3a nexapcTBeHHTE NMPOAYKTH 1O Wi. 20, an. 1, T. 3 B JOroBOpUTE C€ ChABPKAT H:

1. mm. - JIB, Op. 17 or 2019 r.) nporHo3eH Opoil NalMEHTH, CHOTBETHU HPOTHO3HU
KOJIMYECTBA JIEKAPCTBEH MPOJYKT U ChOTBETHU MPOTHO3HU TFOJIUIIHU PA3X0H 3a JEKAPCTBEHUSI TPOTYKT



3a TPUTOJAHMIIIEH epuo 1 oT BKitouBaneTo My B [1JIC - 3a Besika OT TOAMHUTE;

2. KpUTEpHH 3a MPEANKUCBaHEe Ha JIEKAPCTBEHUS MPOAYKT;

3. IpyTH yCIOBUSI.

(17) (U3m. - IB, 6p. 89 ot 2017 1., B cuna ot 07.11.2017 r., npenumna an. 14 - /1B, 6p. 19 ot
2020 r.) ExzeMIutsip OoT CKJIIOUEHHUTE AOTOBOPH 32 OTCTBIKM 10 4. 21, ain. 2 ce nmpenocrass or H30K na
HanmonanHus cbBeT 10 IIEHU U peuMOypcrpaHe Ha JIGKapCTBEHUTE MPOAYKTH ChIIacHO wi. 262, an. 10
3JIIIXM.

(18) (Ilpemumua anm. 15, mom. - JIB, Op. 19 ot 2020 r.) [loroBopeHUTE OTCTBIKH Cca
3aJIBJKUTENIHU 32 CPOKA HA JIEHCTBUE HA JOTOBOPUTE U HE MOTaT J1a C€ U3MEHAT 110 HaYMH, KOMTO BOAU
10 yBenuyaBaHe Ha pazxoaute Ha H30OK. B ciydaii ye 3a jekapCcTBEH MPOIYKT, 32 KOWTO € 10rOBOpEHa
oTcThIKa 1o wi. 21, an. 1, T. 1, oTnagHe ycloBHUETO MPHU U3UYMCISBAHE HA CTOMHOCTTA, 3aIljialiaHa oOT
H30K, na He y4yacTBar jiekapCTBEHH MPOAYKTH Ha APYTH MPUTEKATEIN Ha pa3pelieHue 3a yrnorpeoda,
MPUTEKATENAT HA Pa3pPELICHUETO 3a YIOTpeOa/HerOB YITbIHOMOIICH MTPEICTABUTEIN YBEIOMSIBA IUCMEHO
H3O0K B nBycenmuueH cpok oT oTpa3siBaHeTo Ha npomsaHata B [1JIC mo wn. 262, an. 6, 1. 1 win 1. 2
3JIIIXM, 4e xenae aa ce MpeKpaTu TOTOBOPHT MO OTHOUIEHUE HA OTCTHIIKATA 33 TO3HM MPOJIYKT WIH I1Ie
npoabiiku 1a npenoctaBs Ha H30K orcThikaTta kaTo J0OPOBOJIHA B CHILUS WIH IPYT pa3Mep.

(19) (ITpenumina an. 16 - [1B, 6p. 19 ot 2020 r.) B cpoka Ha neiicTBUEe HA JOTOBOPUTE MOTaT Ja
Ce CKIIIOYBAT AOIMBIHUTEIHH CIIOPa3yMEHHUs 3a MO-BHUCOKH pa3MepH Ha OTCTBHIIKUTE, KOMTO BIM3aT B
CHJIa OT JjaTaTa Ha CKJIOYBAHETO UM.

(20) (Homa - IB, 6p. 17 ot 2019 r., npenummna an. 17 - JIB, 6p. 19 or 2020 r.) IIpu HOBa
OIICHKA Ha 3J[PaBHUTE TEXHOJOTUM 3a JIEKAPCTBEH MPOIYKT, U3BBPIICHA MO peaa Ha wi. 262a, ai. 3
3JIIIXM, e Hanuile OCHOBaHME 3a MPEIOTOBApSHE HA OTCTHIIKATA 32 JEKApPCTBEHUS MPOIYKT, KAKTO U 3a
MIPEIOTOBAPSIHE HA OTCTHITKH 32 JIPYTH JICKAPCTBEHH MPOAYKTH ChC CHIIUTE WM CXOJHHU TEPAITCBTUIHU
MOKA3aHUs C OIJIe]] CPAaBHUTEIHATA UM TEpPANEeBTUYHA €(EKTUBHOCT CHIVIACHO YTBBPACHMS JOKIAL 3a
OLICHKaTa.

Un. 236. (Hos - /IB, 6p. 62 ot 2015 1., B cuna ot 14.08.2015 r.) (1) B cayuaute no un. 22, an. 1
JIOTOBOpPEHATa OTCTBIIKA CE€ MPEAOCTaBs CJIE] MPUKIIOYBAHE Ha BCAKO TPUMECEUUE OT MPUTEKATEIS Ha
paspelieHneTo 3a ymnoTpeda Ha JIEKapCTBEHUs MPOAYKT/HETOBHS YITBIHOMOIICH IMPEACTABUTEN 4pe3
nupekTHo 1utamane Ha H30K cnen noanucBane Ha MPOTOKOI ChIUIacHO npriiokeHne Ne 8a, mpuapyxex
ChC CITpaBKa 3a KOJIMYECTBATa OT JIEKAPCTBEHUS MPOAYKT IO €JIEKTPOHEH OTYeT ChIIacHo Wi. 8, ai. 3,
3amatenu oT H30OK npe3 cboTBeTHUS nepuo.

(2) (Hom. - B, o6p. 8 ot 2017 r., B cuma ot 07.11.2017 r.) Haumonamnara
3/]paBHOOCUTYpUTEIHA Kaca MpEJICTaBs Ha MPUTEXaTess Ha pa3pelieHHeTo 3a YHnoTpeOa/HEeroBHs
yITBJITHOMOIIIEH MPEACTaBUTEN clipaBkara mo ai. 1 B 30-aHeBeH CPOK OT U3THUYAHE HA OTUYETHHUS MEPUO/I.
B cnyuyaute, xorato ca JOrOBOPEHM OTCTBHIKM B pa3jiMu€H pa3Mep 3a pPa3IUYHU TepareBTUYHU
MOKa3aHUs Ha JIEKapCTBEHHsI MPOJIYKT chriacHo wi. 21, am. 3, chmpaBkaTa MOXe Ja ChIbpiKa
nH(popMalMgd 3a 3aIUIATEHUTE KOJIMYECTBA OT JIEKApCTBEHUS MPOJIYKT IOOTAETHO 3a BCSAKO OT
TepaneBTUYHUTE TOKA3aHHUSI.

(3) IlpurexarensiT Ha pa3pelHIeHUETO 3a YHNOTpeOa/HErOB YII'BIHOMOIIEH TMPEICTaBUTEN
ochlrecTBsiBa aupekTHOTO Miamfane kbM H30K B 10-mHEBEH Cpok ciien moiydyaBaHe Ha clipaBKaTa Mo
an. 1.

(4) (HoBa - 1B, 6p. 89 o1 2017 ., B cuna ot 07.11.2017 r., ot™. - [IB, 6p. 17 01 2019 1.)

(5) (Ilpeaumna an. 4, nomn. - /1B, 6p. 89 ot 2017 r., B cuna ot 07.11.2017 r., usm. - 1B, 6p. 17
or 2019 r.) 3a oOe3mewyaBaHe Ha IUIAIIAHUATA TO ajl. 3 MpUTEXKATEIAT Ha pPa3pelIeHUEeTO 3a
ynoTpe0a/HeroB yITbJIHOMOIIIEH TpeicTaBuTEN yupeassa B mon3a Ha H30K Ge3ycioBHa n HEOTMEHsIeMa
rapaHius ChC CPOK HE MO-MaKO OT 15 Mecena u pa3mep He mo-manko oT 120 Ha CTO OT CTOMHOCTTA Ha
JIOTOBOpPEHaTa OTCTHIIKA BBPXY MPOTHO3HUSA TOJMIIEH pPa3Xod 3a JIEKapCTBEHUTE MPOIYKTH OT
ChOTBETHaTa Tpymna. [I[porHO3HUAT AsT ce Ompe/eNs eKeroJHO 3a BCEKH MPUTEXKATE Ha pa3pelleHue 3a
ynoTtpe0a/HeroB YII'BIHOMOIIEH MPEACTABUTEN. 3a Ta3W YacT OT MPOTHO3aTa MOraT J1a C€ M3MCKBAT U



M3MONI3BAaT MPOTHO3W HA TMPUTEKATETUTE HA pa3pelieHus 3a YIoTpeOa/TeXHH YIIbIHOMOIICHH
MIPEICTaBUTEIH.

(6) (ITlpepumna an. 5 - 1B, 6p. 89 ot 2017 ., B cunia ot 07.11.2017 r.) B ennomecedeH cpok ot
npukiaouBane Ha goroBapsiHero H3OK myOnmkyBa Ha oduumanmHaTa cu MHTEpHET CTpaHuUIa ooiia
nH(OpMaIIKs 32 JOTOBOPEHUTE OTCTHITKH, O€3 J1a TOCOYBa pa3Mepa MM.

(7) (Ilpepumnaa an. 6 - JIB, 6p. 89 ot 2017 r., B cuna ot 07.11.2017 r.) Beekn Thprorer Ha
eIpo MOXKE J1a TI0Ja/ie yBEJOMJICHHE Ype3 MPUTEKATeNs Ha paspemieHnero 3a ynorpeda no H30K, ue
JKellae 1a pa3npoCcTpaHsBa JIEKapCTBEHH MPOIYKTH C IOTOBOPEHUTE OTCTHIIKH.

(8) (Ilpeaumna an. 7, usm. - [AB, 6p. 89 ot 2017 r., B cuna ot 07.11.2017 r.) B 3-aHeBeH cpok
OT MocThIIBaHe Ha yBegomiieHueTo 1o ain. 7 H30K nedunupa kox Ha Thprosel Ha eapo.

Un. 23B. (Hos - IB, 6p. 62 ot 2015 1., B cuna ot 14.08.2015 1., usm. - IB, 6p. 89 ot 2017 1., B
cuna ot 07.11.2017 r.) (1) OTcThIKM MOTaT Ja ce JOTOBapsT Mpe3 IslaTa KajJeHaapHa ToArHa 0 pea,
YCTaHOBEH B TO3U pa3[ie, 3a JICKapCTBEHU MPOIYKTH:

1. (mom. - IB, 6p. 19 ot 2020 r.) mo wi. 20, an. 1, T. 3 - 3a T€3U NPOIYKTH OTCTHIKHUTE IO Y.
21, an. 2 ce 10roBapsT B €AHOMECEUEH CPOK OT MOJaBaHEe Ha MPEAJIOKEHUS 32 TAX;

2. (mom. - 1B, 6p. 19 ot 2020 r.) 3amnamanu HambiIHO Wik yactTudHo oT H30K u xouto He
MOJJIeKAT Ha 3aTBJDKUTEITHO IIEHTPATU3UPAHO JIOTOBAPSHE HAa OTCTBIKUA - 3a TE3H MPOAYKTH C€
JOTOBApAT JOOPOBOJIHU OTCTBHIKH MOJ ¢dopMaTa Ha BH3CTAHOBSIBAHE HAa Pa3XOAM B OIpPENEIeH OT
cTpanuTe pa3mep ot pazxoaure Ha H30K 3a te3u npoaykTu;

3. (mom. - IB, 6p. 19 ot 2020 r.) 3amnamanu HambiaHO wiu yactuuyHo oT H3OK, kouto B
pesynarat Ha usMeHeHus: u gombiHenus B [1JIC ca crananu 00EKT Ha 3aABHKUTEIHO LEHTPATU3UPAHO
JIOTOBAapsiHE Ha OTCTBIKH - 332 TE3W NPOAYKTH IOJABAHETO HA MPEAJIOKEHUS U JOTOBapsSHETO Ha
orcThkU 1o wi. 21, anm. 1, T. 1, 3 w/umm 4 ce U3BBPIIBA B €THOMECEUYCH CPOK OT Jarara, Ha KOSTO
MPOJIYKTUTE Ca CTAHATHN OOEKT Ha 3aABJDKUTEITHO EHTPATU3UPAHO JI0TOBapsIHE HA OTCTHIIKHU.

(2) (M3m. - B, 6p. 19 ot 2020 r.) loroBopure 3a OTCTBHNKH 1O ain. 1, T. | BiamM3ar B cuia
chrilacHo 4i. 23a, an. 14, mo an. 1, T. 2 - OT gaTaTa Ha CKJIIOYBAHETO UM, a 110 aji. 1, T. 3 - or garara, oT
KOSTO ca 0O0EKT Ha 3abJDKUTEITHO LIEHTPATU3UPAHO JIOTOBAPSHE HA OTCTHITKH.

Un. 23r. (Hos - IB, Op. 44 ot 2016 r., B cuna ot 10.06.2016 r.) (1) 3a nexapcTBeHHTE
MPOAYKTA C HOBO MEXKIYHapOJHO HEMAaTEHTHO HAMMEHOBAHHWE, MOJICkKAIIM Ha JOroBapsiHE Ha
OTCTBHIIKU, WM KOMOMHanusATa (mpu KoMOWHUpaHu JekapcTBeHu npoayktu), H30OK mposepsiBa namu
MEXIyHapOJAHOTO HEMAaTeHTHO HAaWMEHOBAaHME, KbM KOETO MPUHAIUICKU JICKAPCTBEHUAT MPOIYKT HIA
KOMOMHaNusITa (Mpy KOMOMHUPAHU JIEKaPCTBEHH MPOJIYKTH ), MOXKE JIa CE TIOJI3Ba OT MAIlEHTUTE B MTOHE
MeT IbpKaBU - 4ieHKU Ha EBpomeiickusi Chio3, 4pe3 CHOTBETHHUTE WM CHCTEMH 3a 3arulalllaHe C
MyOJIMYHU CPECTBA.

(2) He ce ckimouBaT AOroBOPH 3a OTCTBIKM 3a JIEKApPCTBEH MPOAYKT mo ui. 21, am. 2, ako
MEXIYHApOJAHOTO HEMAaTeHTHO HAaMMEHOBaHWE, KbM KOETO TOW MPUHAATEKHU WM KOMOMHAIMSITA (IIpH
KOMOWHHpAHU JIEKAPCTBEHMU MPOIYKTH) HE MOXKE Jla C€ IMOJI3Ba OT MAI[UEHTUTE B MOHE TET IbPKaBH -
4rieHKH Ha EBponeiickus cbio3, 4pe3 ChOTBETHUTE UM CUCTEMHU 3a 3aIllallaHe ¢ MyOJTuYHH CpPe/ICTBa.

(3) 3a ynmocroBepsiBaHe Ha OOCTOSITENICTBaTa MO ajl. | MPUTEXKATENAT Ha Pa3peIICHUETO 3a
ynoTpe0da/HeroBUAT yIbIIHOMOIIEH npezcTaButen npeacraBs Ha H30K cruchk Ha IbpKaBUTE - YICHKU
Ha EBpomneiickust Cbr03, B KOUTO MEKIYHAPOHOTO HEMATEHTHO HAMMEHOBAHUE, KbM KOETO MPUHAICIKN
JIEKapCTBEHUST MPOJAYKT WJIM KOMOMHANUATA (MIPU KOMOWHUPAHU JIGKAPCTBEHU MPOJIYKTH), MOXKE J1a Ce
MOJI3Ba OT MAIIMEHTUTE Ype3 ChOTBETHUTE MM CHCTEMH 3a 3aIllallaHe C MyOJIMYHU CPEJICTBA, U TTIOCOYBA
M3TOYHUIINTE, HA KOUTO ce 06a3upa mperocTaBeHara nHhopMaIius.

Un. 23xa. (Hos - JIB, 6p. 17 ot 2019 1.) (1) JoroBopenara orctbika no wi. 21, an. 1, T. 4 ce
mpenocTaBs aBaHCOBO A0 10-0 4yucio Ha WHPBUS Mecell OT TPUMECEUHMETO OT TMpHUTEeKaTens Ha
paspenieHueTo 3a ynorpeda/nerosust ynbiaHoMotieH npeacrasutesn Ha H30K na 6aza Ha mporHO3HHTE
KOJIMYECTBA, MMOCOYCHH B CKIFOUEHHUS JOTOBOP 3a OTCTHIIKK 32 CHOTBETHATa TOAMHA 3a CHOTBETHHUS
JIEKapCTBEH MPOAYKT.
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(2) UspaBHsiBaHETO Ha cpeAcTBaTa 3a JOIOBOpPEHATa OTCTBIIKA, HAJBMILIABAIIM ABAHCOBOTO
Mamade mo aja. 1, ce W3BbpIIBa Ha 0a3a MOANMUCAHUS TPOTOKOJN ChITIACHO mpuiokeHue Ne 80,
MPUAPYKEH ChC CIIpaBKaTa 1mo wi. 230, an. 1, oT mpuTexaTels Ha pa3pelIeHHETo 3a YIoTpeOa/HeroBUs
YI'BJIHOMOIIICH MPEACTaBUTEN ¢ TUIAllaHe B CpokKa 1o 4wi. 230, an. 3. B ciyyait ye Bb3HUKHE pa3iuKka 3a
Bb3cTaHoBsBaHe oT H3OK, T8 Moxe na ce mpuxBaHe OT ABDKMMATa OTCTBIIKA 32 CJIENBAIIO
TpUMeEceuue.

(3) 3a obOesmeuaBaHe Ha IUIANIAHUATA 1O ajl. 2 TPUTEKATENSAT HA pa3pelIeHUETO 3a
ynotpeOa/HErOBUAT yIMBIHOMOIIEH TNpeacTaBuTen yupensBa B mnoin3a Ha H3OK ©OesycioBHa u
HEOTMEHsEMa TapaHIUs ChC CPOK HE MO-MalKo OT 15 mecena u pasmep He no-Mainko ot 120 Ha cTo oT
CTOMHOCTTa Ha JIOTOBOpEHaTa OTCThIIKa Ha ©0a3a Ha NPOrHO3HOTO KOJHMYECTBO 33 CHOTBETHHUSA
JICKapCTBEH MPOIYKT.

Pazgea II.

YcaoBusi, KpUTEPUH H Pej 32 32bJKUTEJHO HEHTPAJU3NPAHO 10rOBapPsHE HA OTCTBIIKU OT
CTOMHOCTTA HA JIEKAPCTBEHUTE MPOAYKT 3a 3IpaBHHUTE AeiiHOCTH MO0 1. 82, au. 2, T. 3 ot 3akoHa
3a 3apaBerto, 3a konto H30OK 3annama (Hos - IB, 0p. 48 ot 2014 r., 3aru. gomn. - /IB, 6p. 62 ot
2015 r., B cua1a ot 14.08.2015 r.)

Ui 24. (Hos - JIB, Op. 48 ot 2014 r.) (1) (U3m. u mom. - JIB, Op. 62 ot 2015 r., B cuia ot
14.08.2015 r.) Ha ocnoBanue wi. 45, an. 13 330 H3OK npoBexnaa 3aIbJKUTENHO LIEHTPAIU3UPAHO
JIOTOBapsiHE C MpUTEXKATETUTE Ha pa3pelleHus 3a ynorpeda Ha JIeKapCTBEHU MPOAYKTU W/WJIH C TEXHH
VITBTHOMOIICHH TPEJACTABUTEIN HA OTCTHIIKK OT IICHATa Ha JICKAPCTBEHUTE MPOAYKTH 32 3JIPaBHUTE
JOeHHOCTH 1o wi. 82, an. 2, 1. 3 33 W 3amiama CTOWHOCTTA, MOJyYeHa B pe3yJiTaT Ha HaMalleHaTa C
JIOTOBOPCHUTE OTCTHITKH [IEHA HA JICKAPCTBCHHUTE MTPOTYKTH.

(2) (Uam. - JB, 6p. 62 or 2015 r., B cuma or 14.08.2015 r.) Hamwonamnara
3IPaBHOOCUTYPHUTEIIHA Kaca MPOBEXKJa TOTOBAPSAHETO MO ajl. | mpeau 3amouBaHe Ha ChOTBETHATA
HAI[MOHAJTIHA, PETHMOHAIHA WM OOIIMHCKA MTpOorpaMa, KakTo U 3a BCAKa clie[Ballla KaJleHAapHa TOANHA OT
Mepuo/ia Ha JeHCTBUETO 1.

(3) (Hom. - 1IB, 6p. 62 ot 2015 1., B cuna ot 14.08.2015 r.) B cimywaute, korato ce AOroBapsT
OTCTBIIKH 32 KaJCHJIapHA T'OJINHA, JOTOBAPSHETO CE€ M3BBPINBA B CPOK 10 31 stHyapw Ha chliaTa roJuHa.
JIoroBOpeHHTE OTCTBIKU ca 3aAbJKUTEIHU 32 CPOKa Ha JEHCTBUE Ha JIOTOBOPUTE M HE MOTAaT Ja ce
M3MEHST 10 HAa4MH, KOMTO BOAM 10 yBenundaBaHe Ha pazxoaute Ha H3OK. Ilpe3 kanennapHara roauna
MoraT J1a ObJIaT OTOBapsHU JAOMBIHUTENHO MO-BUCOKH pa3MepHy Ha OTCTHIIKUTE.

Un. 25. (Hos - JIB, 6p. 48 ot 2014 1.) (1) 3a nmpoBexaane Ha moroBapsinero H30K ortmpass
nmokaHa mo oOpazern, yTBepaeH oT ympaButens Ha H3OK, mno mpurexkartenute Ha paspemieHus 3a
yroTpeda Ha ChOTBETHUTE JICKAPCTBEHU TIPOAYKTH/TEXHUTE YIIBITHOMOIIIEHH MTPEICTABUTEIH.

(2) Tlokanara cpabpxka:

1. agpecaTuTe Ha TOTOBAPSHETO;

2. HaMMEHOBAHKE Ha JICKAPCTBEHUS IPOAYKT, OOEKT Ha JIOTOBaPSHETO;

3. CpOK | MSICTO 3a TOZ[aBaHe Ha MPEUIOKEHUITA;

4. anpec, TenedoH, Gakc, eITeKTPOHEH aJpec U JIHIIE 3a BPb3Ka.

(3) INokanara ce mybnuKyBa Ha nHTepHET cTpanunarta Ha H30K.

(4) K»Mm mokanara ce npuiara oopaserl Ha JoroBop, YTBbpAeH oT ynpasutens Ha H30K.

Un. 26. (Hos - [IB, 6p. 48 ot 2014 r.) (1) B cpoka, mocoueH B TOKaHAaTa, KaHIUIATHTE
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NPEJCTaBAT B 1eJ0BOACTBOTO Ha LleHTpannoro ynpasienne Ha H30K B 3ameuyaran Hempo3padeH UK ¢
HEHapyUIeHa ISUI0CT CICAHUTE TOKYMEHTH:

1. mpeiokeHue, MOANUCAHO OT MPHUTEXKATENsI Ha Pa3pelIeHUeTo 3a ynorpeda Ha ChOTBETHHSA
JIEKapCTBEH MPOAYKT WM OT HETOB YITbJIHOMOUIECH IIPEJICTABUTEN;

2. (u3m. - /IB, 6p. 89 ot 2017 r., B cuia ot 01.01.2018 r.) undopmMamust OTHOCHO €AUHHUS
UACHTUGUKALIMOHEH KOJ Ha JAPYXECTBOTO WIM Koomepalusra OT TBPrOBCKHMsS PErucTbp, a 3a
IpYy>KeCTBaTa, pETUCTPUPAHU B Jbp)KaBa - WieHKa Ha EBpomelckus chio3, WIK B AbpKaBa - CTpaHa 10
Cnopa3zymenuero 3a EBponeiickoTo MKOHOMHYECKO IPOCTPAHCTBO - KOIME OT AOKYMEHT 3a aKTyallHa
perucTpanys 1Mo HaIMOHATHOTO 3aKOHOJATENICTBO, M3/a/leH OT KOMIIETEHTEH OpraH Ha ChOTBETHATa
IbpKaBa, He IM0-KbCHO OT 6 Mecela Mpeiy NoJaBaHe Ha 3asBJICHUETO; HH(POpMaLUATa Ce IPEeI0CTaBs 3a
NpUTEXKATEN Ha pa3pelIeHHeTo 3a ymoTpeda, a B ciaydaidl dYe MpeIoKeHHETO C€ I0JaBa OT
YITBJIHOMOUIEH IPEJCTaBUTEI - U 32 YII'BJIHOMOILEHUS PEACTaBUTEI;

3. (m3m. - [IB, 6p. 89 ot 2017 r., B cuna ot 01.01.2018 r.) mbIHOMOIIHO 3a y4acTHe B
JIOTOBapsIHETO, B T.4. U 3a IOJaBaHE Ha MPEAJIOKEHHUE 3a OTCTBIIKA/M - B CIIy4yail 4e NMpeyioKEeHUeTo ce
noJiaBa OT YI'BJIHOMOILIEH IMPEACTAaBUTEN Ha MPUTEXATENs Ha pa3pelIeHHeTo 3a yHorpeba; KoraTto
II'BJIHOMOIIHOTO € U3/1a/IEHO Ha YY1 €3MK, KbM HEro ce Ipuiiara npeBoj Ha ObJIrapcku e3uK, U3BbpLICH
OT TPeBOJIa4, KOMNTO MMa CKJIIOYEH JIOTOBOP ¢ MHHHCTEPCTBOTO Ha BBHHIIHUTE PA0OTH 32 M3BBPIIBAHE
Ha Oo(MUMAIHU MPEBOAM; B I'BJIHOMOIIHOTO Clie/iBa Jla ObJAT MOCOYEHM KOHKPETHUTE JIEKAPCTBEHU
MPOAYKTH C TEXHHUTE MEXKIYHApOJIHU HEMAaTeHTHW HAMMEHOBAHMS W THPIOBCKM HAaUMEHOBAHHA, 32
KOUTO MPEJICTABUTEIAT € YII'bJIHOMOILEH;

4. mpuTexaTe/u Ha pa3peuieHre 3a ThProBHUs Ha €O C JIGKAPCTBEHU MPOAYKTH, KOUTO/KOUTO
pasnpocTpaHsBa/T CbOTBETHHUS JIEKAPCTBEH IPOIYKT.

(2) Bppxy muuka ciieisa /1a € IoCOYeH NOJATENAT U a/Ipec 3a KOPECIIOHICHUS.

(3) B nenosoactBoTo Ha LlenTpannoto ynpasinenue Ha H30K He ce mpuemaT npeanoxeHus,
KOHUTO Ca MOAAJCHH CJe]l M3THYaHETO Ha KpalHUs CPOK MIIM ca MPEICTAaBeHH B He3are4yaraH, Mpo3padcH
IUTMK WIK IUTMK C HapylIeHa IsuI10CT.

(4) Ilpurexarenute Ha paspemieHHss 3a ynoTpeda Ha JEKApCTBEHH NPOAYKTH/TEXHH
YI'BJIHOMOIIIEHU MPEJCTaBUTENIN MOTaT JAa M0JaBaT MPEJIOKEHHs 3a OTCTBIIKM M 0e3 /1a € OTIpaBeHa
nokana ot H30K, kakTo u u3BbH cpoka mno wi. 24, ai. 3.

(5) Ipennoxxenusta no ajn. 4 ce mojgaBar Mo odpaszer] chbriaacHo npuiaoxenue Ne 9, KbM KOUTO
ce mpuJiaraT J0KyMEHTUTE 1o wi. 26, ain. 1, 1. 2 - 4.

Yn. 27. (Hos - IB, 6p. 48 ot 2014 r.) (1) 3a nmpoBex/1aHe Ha AOTOBapsSHETO YIMPABUTENIAT Ha
H30K omnpenenst cbc 3amoBen komwmcus oT ciayxkurenu Ha H3OK. B 3amoBeara ce ompenenst
npejcenaTen Ha KOMUCHATA U ChOTBETHH PE3EPBHU UICHOBE.

(2) B cbcraBa Ha KOMHCHSATa 3aJBJDKUTENHO C€ BKJIIOYBAT IPABOCIOCOOEH HOPHUCT,
MarucTbp-(papmaneBT/u 1 UKOHOMUCT/H.

(3) 3anoBenra o ain. 1 ce u3gasa cien MyoJMKyBaHe Ha TTOKaHaTa 1o 4wi. 25, an. 1.

UYn. 28. (HoB - /IB, 6p. 48 ot 2014 r.) (1) Komucusita u3BbpiiBa npoBepka Ha MOAaJCHUTE
JOKYMEHTH 1o Wi. 26, ai. 1 3a ChOTBETCTBUETO MM C Ta3W Hapeada, KaTo WMa IPaBoO Ja MOUCKA OT
y4yaCTHHKAa B 3-JHEBEH CPOK Ja OTCTpaHM HEPEIOBHOCTH W/WIM Ja NPeAOCTaBH JOMbIHUTEIHA
nH(popMalKsg KbM MOJIaJICHUTE JOKYMEHTH.

(2) Komucusara He pasriexnaa NpesioKeHHs, KOUTO HE OTroBapsT Ha M3MCKBaHMUATA Ha
HapenOaTra, KakTo M Ha YYaCTHUIUTE, KOMTO HE ca OTCTPAHWIM HEpPEAOBHOCTHTE W/WIM HE ca
MPEJOCTaBHIIN JIOBbIHUTENIHATA HH(POPMAIIHS B OIIPEICIIEHUS CPOK.



Un. 29. (Hoe - IB, Op. 48 ot 2014 1.) (1) Ilpm pasraexmane Ha TpeAJIOKCHHUATA Ha
YYaCTHULUTE MpEACEeNaTeNAT W JABamMa OT YJIEHOBETE HAa KOMMCHSTA C€ IOJNMCBAT BbPXY BCAKa
CTpaHUIla OT MPEJI0KEHHITA.

(2) KoMucusita o cBosi mperieHKa MOXe /1a MOKaHU YYaCTHUK J1a 110/1a]1e HOBU MPEIJIOKECHHUS.

(3) Komucusita u3rotrsst IpoTOKOJIM 3a cBOsATa paboTa U ¢ pelleHue 0O0sBsIBa Pe3yaTaTUTE OT
IIPOBEJICHOTO JI0rOBapsiHE, KaTO MI0COYBA:

1. pa3mepa Ha IOrOBOPEHUTE OTCTHIIKU, aKO TAKHBA ca JOTOBOPEHH;

2. croitHoctTta, KoAro H3OK mie 3amnmama, moiaydyeHa B pe3yliTaT Ha HamaleHaTta ¢
JIOTOBOpPEHATa OTCTHIIKA [IEHA Ha JIEKAPCTBEHUTE MTPOYKTH.

(4) Bp3 ocHOBa Ha pELIEHMETO IO ajl. 3 KOMHUCHUATA M3rOTBSA IPOEKTU HA JOTOBOPU U THU
npeacrass Ha ynpasutens Ha H3OK.

Yn. 30. (Hos - IB, 6p. 48 ot 2014 r.) Haunonannara 31paBHOOCUTYPUTEIIHA Kaca MyOJIUKyBa
Ha MHTEPHET CTPAaHULATa CH WHPOPMALU 33 CKIIOUCHUTE JOrOBOPH, O€3 [1a ce M0COYBAT Pa3MEepHUTe Ha
JOTOBOPEHUTE OTCTBHIIKK, KAKTO M WMH(OpMAIMs 3a aIpecHTe Ha MPUTEKATEIUTE HA Pa3pelICHUs 3a
ynotpe0a /Wiy yIbIHOMOLICHUTE UM MPEACTABUTENH, TelIeOHHU HOMEpa U JIUIA 338 KOHTAKT.

Paznen I11.
Ycii0BUS, KPUTEPUH H PeJl 32 J0TOBapsiHe HA OTCTHIKHU OT CTOIHOCTTA 32 CLOTBETHATA Ipyna
MeIMIMHCKH H3/1eJINsl, BKIIIYEeHH B CMUCBHKA M0 wi. 30a oT 3aKkoHa 3a MeTHIIMHCKUTE U3/1eJIusl
(Hos - /IB, 0p. 48 ot 2014 r., oT™m. - /IB, 6p. 62 ot 2015 1., B cuiia ot 14.08.2015 r.)

Ui 31. (Hos - /1B, 6p. 48 ot 2014 r., ot™m. - /IB, Op. 62 ot 2015 1., B cuna ot 14.08.2015 .)
Uin. 32. (Hos - [IB, 6p. 48 ot 2014 r., ot™. - JIB, Op. 62 ot 2015 1., B cuna ot 14.08.2015 1.)
Un. 33. (Hos - IB, Op. 48 or 2014 r., oT™. - IB, Op. 62 oT 2015 1., B cuna ot 14.08.2015 1.)

I'naBa nera.

YCJIOBUS A PEJL 3A Bb3CTAHOBSIBAHE OT IIPUTEXATEJIUTE HA PASBPEILIEHUSATA
3A YIIOTPEBA NWJIM TEXHHA YIITBJJHOMOIIEHU ITPEJICTABUTEJIU HA
INPEBUINEHUTE BIOAKETHU CPEJICTBA IIPU ITPUJIAT'AHE HA MEXAHU3BM,
I'APAHTUPAIL ITPEIBUANUMOCT U YCTOMYUBOCT HA BIOJKETA HA H30K (HOBA
-AB, BP. 17 OT 2019 I'., 3AT'JI. U3M. - IB, BP. 19 OT 2020T".)

Un. 34. (Hos - IB, 6p. 17 ot 2019 1.) (1) (U3m. - JIB, 6p. 19 ot 2020 r.) 3a rapanTupane
NpeIBUAUMOCT U ycToiiumBocT Ha Oromkera Ha H3OK 3a 3apaBHOOCHTYpHUTENHM IUIAIlAHUS 32
JIEKapCTBEHH TPOJYKTH CHIVIACHO 3aKkoHa 3a Oromkera Ha H30K 3a chorBeTHaTa ronuna Hamzopuusr
cbBeT Ha H30K exeronHo npuema ¢ pemenne Mexaiu3sMm 1o wi. 45, ain. 29 330.

(2) Mexanu3msbT no ai. 1:

1. e IpuI0’KKMM 3a BCUUKHM JIEKAPCTBEHM NpOAYKTH, BKItodeHH B [IJIC mo un. 262, an. 6, T. 1
3JIIIXM, 3amnmananu HambiaHO wid 4dactiyHO oT H3OK, m 3a BCcHYKM JIeKapCTBEHU IPOIYKTH,
priroueHd B ITJIC mo wi. 262, an. 6, T. 2 3JIIIXM u 3amnamanu ot H30K B OonHuYHAaTa MEOUIIMHCKA
MOMOIII U3BBH CTOMHOCTTA Ha OKa3BaHUTE MEIUIIMHCKHU YCIYTH;

2. UMa JIeHCTBHE CIIPSIMO BCUUYKHU MPUTEKATENN Ha pa3pelleHne 3a ynorpeda Ha IeKapCTBEHUTE
MNPOAYKTH MO T. | W TEXHUTE YIN'BIHOMOIIEHU MPEACTABUTENN MpPU HAJWYHE HAa OCHOBaHUATA U
yCIIOBUSITA, YCTAHOBEHU B HETO,

3. (u3m. - IB, 6p. 19 ot 2020 1.) ce mpuiara 3a KaJIeHapHaTa TONHA, 33 KOATO € TIPHET.

(3) (U3m. - B, 6p. 19 ot 2020 r.) HanmonanHarta 34paBHOOCUTYpUTEIHA Kaca, B CPOK J10 5
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pa®oTHU AHU OT 0OHapoxaBaHe B "/[bpKaBeH BECTHUK'" Ha PELICHUETO MO aj. 1, myOJanKyBa Ha HHTEPHET
CTpaHMIIaTa CH ChOOILEHHUE 10 IPUTEKATEIUTE Ha pa3pelieHns 3a yoTpeda Uik TeXHU YII'bIHOMOIIEHU
IIPEJICTAaBUTENN 3a CKJIIOYBAHE Ha JOTNOBOpPH 3a IpujaraHe Ha mexaHusMma no wi. 45, an. 29 330 3a
roAvHaTa, 3a KosATO € Ipuer. JloroBopure ce ckiroyBaT mo oOpasel, MyOJMKYyBaH Ha HHTEpPHET
ctpanunara Ha H30K.

(4) (U3m. - [IB, 6p. 19 ot 2020 r.) JloroBopuTe 1o aji. 3 ce CKI0YBAT A0 1 MapT Ha roJuUHATa,
3a KOSITO € MPUET CbOTBETHUAT MeXaHu3bM 1o wi. 45, an. 29 330, u Biu3ar B cuia oT 1 sHyapu Ha
chliara roguHa. JlekapcTBeHUTe NPOAYKTH, 32 KOUTO HE ca CKJIFOYEHM JI0rOBOPH A0 1 MapT Ha chlara
roguHa, He ce 3amramar ot H30K.

(5) Ilpu noroBopeHu OTCTBIIKM 3a CJIEJBAIlaTa TOJANHA 32 JIEKApCTBEHUTE MPOIAYKTH 110 4. 45,
an. 10 w/mmm an. 21 330 kato ycnosue 3a 3amamaneto uM ot H30K, 3a npuaranero Ha MexaHu3Ma u
3a OTCTBIIKUTE CE CKJIF0UBA OOIIL JOrOBOP.

(6) B cnywyante Ha ymbiHOMOINABaHe MO ajl. 4 ce mpujiara MbJIHOMOIIHO IMpHU CIa3BaHE Ha
HM3UCKBaHMATA 110 WI. 23, an. 5, T. 2.

Y. 35. (Hos - JIB, 6p. 17 ot 2019 r., uam. - JIB, 6p. 19 or 2020 r.) (1) 3a npunarane Ha
Mexanu3ma 1o 4i. 45, an. 29 330 H30K nybnukyBa Ha HHTEpHET cTpaHHIaTa cu MHPOpMAIUs 3a BCAKa
OT OCHOBHUTE TIpYyNHU JIEKAPCTBEHM IMPOJIYKTH, ONpEeJeleHH B 3akoHa 3a Orwompxera Ha H30K 3a
ChOTBETHATA I'OJIMHA.

(2) B 30-nHeBeH cpok OT M3THMYaHE Ha BCSAKO TpuMmeceuume Ha Tekymarta roguHa H3O0K
myOIuKyBa:

1. 6pytaE pa3xoau Ha H30K 3a TpumecedneTo 3a OTIyCHATUTE, PECIL. IPUIIOKEHU U OTYETEHU
KOJINYECTBA JIEKApCTBEHU NMPOJYKTHU 3a BCSIKA OT OCHOBHUTE I'PYINHU JIEKAPCTBEHU MPOAYKTH 10 ail. 1, o
MEXyHApOJIHN HETIATEHTHU HAMMEHOBAHUS M ThPTOBCKH HAUMECHOBAHMS,

2. o0m HeTeH pa3xoj (cieA HpUCHaJaHe Ha JIOTOBOPEHUTE 3abJDKUTEIHU M JOOPOBOJIHU
orctrbikn) Ha H30K 3a TpuMeceunero 3a BCsika OT OCHOBHHUTE IPYIH JIEKAPCTBEHH MPOJIYKTH 110 all. 1;

3. cTOMHOCT Ha MIPEBULIEHUETO UM HEJOCTUTAHETO Ha YCIOBHUS OOKET 32 TPUMECEUUEeTO 3a
BCSKa OT OCHOBHUTE I'PyIH 1O al. 1, onpezeneH cbriiacHO MexaHu3ma 1o wi. 34, ai. 1.

(3) B 30-nHeBeH cpok oT n3tnyane Ha Besiko TpuMmeceune H30K npenocTtaBs Ha chbOTBETHUTE
MPUTEKATEIM Ha pa3pelieHusl 3a ynorpeda WM TEXHU YIBJIHOMOUIEHM MpPEICTaBUTEIN CJelHaTa
uHpOpMaLHUs:

1. vernn pasxomu Ha H3OK (cmex mnpucnagane Ha JOTOBOPEHUTE 3aIBIDKUTEIHUA U
JNOOpOBOJHM OTCTBIKM) 3a TOBAa TPHUMECEUMe 3a OTIyCHATUTE, pEcIl. MPUIOKEHH M OTUETeHU
KOJIMYECTBA JIEKAPCTBEHU MPOAYKTH Ha IMPUTEKATeNsd Ha pa3pelieHHeTo 3a ynorpeda, 3a Bcika OT
OCHOBHMTE TPYIHU JIEKAPCTBEHU MPOAYKTH MO al. 1, Mo MeXAyHapOJHH HENATEeHTHU HAaUMEHOBAHUS U
THPrOBCKHA HAaMMEHOBAHUS;

2. MOATPYNHUTE JIEKAPCTBEHU HPOAYKTH Ha IMPUTEXKATENsd Ha pa3pelleHHeTo 3a ymnorpeda ot
BCAKa OCHOBHA Ipymna, NMpu KOUTO MHOJArPYNM € yCTaHOBEHO HaJBUIIeHHEe Ha pasxoautre Ha H3O0K
CBIVIACHO MeXaHu3Ma 1o wi. 34, an. 1; cTOMHOCT Ha HaJBUIIEHHETO 3a BCAKa MOJATPYyINa M pa3Mepa Ha
KOHKpPETHHUTE CyMH, MTO/JIeKally Ha Bb3cTaHoBaABaHe Ha H30K.

(4) B TpumecedeH Cpok OT M3THYaHE Ha KajeHjaapHaTa roguHa H3OK wusBbpiIBa roaumniHo
U3paBHSABAHE Ha BB3CTAHOBEHHUTE 110 TpPUMECEUMsl MPEBULIEHH CpPEACTBA OT NpUTEXKAaTeIUTe Ha
paspelieHusATa 3a yrnorpeda WM TEXHHU YI'BIHOMOIIEHH MPEJCTaBUTENU CIPSMO OOIIOTO TOJUIIHO
MIPEBUIIIEHNE Ha OMpEICNICHUTE IIEJIEBU CpeACTBa B 3akoHa 3a Oromxera Ha H30OK 3a choTBeTHaTa
TOZIMHA TP YCJIOBUS U IO PeJl, yCTAaHOBEHU B MeXaHHU3Ma 1o wi. 34, ai. 1.

Y. 36. (Hos - IB, Op. 17 ot 2019 1.) (1) (M3m. - IB, 6p. 19 ot 2020 r.) B 7-1HEBEH CPOK OT
nmoJiydaBaHe Ha MHQOpMamuAaTa Mo Wwi. 35, an. 3 mpUTekaTelsT Ha pa3pelieHueTo 3a yrnoTpeda/Heron
VIIBTHOMOIIICH ~ TPEJICTAaBUTE)l MMa  MpaBO Ha  INUCMEHO  BBb3pakeHwe. HanmoHamHata



3IPaBHOOCUTYPUTETHA Kaca pas3riiexk1a He3a0aBHO MOCTHITMIOTO BB3PAKEHUE M YBEAOMSBA MHUCMEHO
MpUTEXKATENI Ha pPa3pelIeHHEeTO 3a YNoTpeOa/HeroBus YI'BIHOMOILIEH MPEACTaBUTEN 3a CBOETO
perieHue.

(2) B cinyuaurte, KOrato BB3pa)KEHHE HE € MOCTHIWIO B CpOKa Mo aix. | WM KOorato
MOCTHIIWJIOTO BB3PAKEHHE € OTXBbpieHO wu3lsuio wid vactuuno, H3OK wu mputexarenar Ha
paspelieHneTo 3a ynorpeda/HeroB YIbIHOMOILIEH IPEeICTaBUTEN IMOAMKUCBAT MPOTOKON MO oOpasel]
chraacHo npuiioxenue Ne 11.

(3) Apmxumute mupextHu 1wtamanus kbM H30K 3a choTBEeTHOTO TpuMeceune Ha TeKylaTa
rOJMHA C€ W3BBPIIBAT OT MPHUTEKATENIS HA Pa3pelIeHHeTO 3a YHoTpeOa/HEeroB YITBIHOMOIICH
npeAcTaBuTeN B Cpok 10 10 AHM OT MOAmMCBaHE Ha MpoTokoja mo an. 1 mo ob6sieena or H30K Ha
odunmanHaTa ¥ MHTEPHET CTpaHUIla OaHKOBA CMETKA.

(4) B cpok 10 kpast Ha IBPBOTO TPUMECEUHE HA ClieABalllaTa KajleHIapHa roJliHa ce U3BbpIIBa
CHOTBETHO U3PABHSIBAHE.

Ui 37. (Hos - JIB, 6p. 17 ot 2019 1.) (1) (M3m. - [IB, 6p. 19 ot 2020 r.) IIpurexxarenure Ha
paspeleHusTa 3a ynorpeda Ha JICKQPCTBEHUTE MPOAYKTH OT OCHOBHHTE Trpynmu mo 4i. 35, am 1
BBH3CTAHOBSIBAT MIPEBUILICHUTE CPEJCTBA, YCTAHOBEHHU IIPH MpuUjlaraHe Ha MexaHu3Mma. Bp3cTaHoBsIBaHETO
e B mbJieH pa3Mep Ha pasxoaute Ha H3OK 3a nexapcTBeHHM TPOIYKTH HaJ OIMPEACIICHUTE IEICBU
cpencTsa B 3akoHa 3a Oroxera Ha H30K 3a choTBeTHaTa roinHa, KaTo ce OTYUTA U JEIbT Ha pe3epBa
npu pemienue Ha Hapzopuus ceBer Ha H30OK o . 15, an. 1, 1. 7 330.

(2) JenbT Ha pe3epBa 3a HEMPEABHUICHU M HEOTIOXKHHU Pa3Xo/au Mo an. 1 e He moBeue OT jAena
Ha CpeJICTBAaTA 3a Pa3XxO/H 3a JICKApCTBEHU MPOIYKTH 32 OCHOBHA Tpyma 1o wi. 35, T. 1 B o0uus pazmep
Ha pazxoaute u Tpancdepure no Oropxera Ha H30K 3a choTBeTHaTa roguHa.

(3) Pazxonute 3a JeKapcTBEHU MPOAYKTH ca OOBBP3aHU C MapaMeTPUTE Ha 3aKOHA 3a Oro/KeTa
Ha H3OK 3a cphoTBeTHaTa roauHa, IiaHUpaT c€ B ChOTBETCTBHUE C MapaMeTpUTEe Ha CPEAHOCPOUYHATA
OrO/KETHA IMPOTHO3a, C PHCTa HA PA3XOAMTE 3a 3JPABHOOCUTYPHUTCITHH IUIAIIAHUS W B PAMKHUTE Ha
TEMITOBETe Ha M3MEHEHHUE Ha Pa3XOAHTEe 3a 3PaBHOOCUTYPUTEIHH IUIAIAHMS 32 ChOTBETHATa rOJWHA
CIPSIMO MPEIXO0JIHATA.

I'naBa mecra.

YCJIOBUS U PEJ 3A 3AIIVTAIIAHE HA JIEKAPCTBEHMU ITPOJAYKTHU, ME/IMIIMHCKU
N3AEJIUA, IMETUYHU XPAHU 3A CIIEHUAJIHU MEJIUIIUHCKU LHEJIN U
BUCOKOCIIEIIUAJIUBUPAHU ATTAPATU/YPEJIU 3A UHIUBUAYAJIHA YIIOTPEBA OT
OBXBATA HA HAPEJBATA I10 UJI. 82, AJI. 6 OT 3AKOHA 3A 3JIPABETO (HOBA - JIB,
BP.17 0T 2019T.)

UYn. 38. (Hos - [IB, 6p. 17 ot 2019 r.) (1) Haumonannara 3apaBHOOCUTYpHUTETHA Kaca 3arJalia
3a snekapcTBeHu npoayktu, MU, IXCMIL] u Bucokocnenuanu3upaHy anapaTtu/ypeau 3a UHAUBUAYaIHa
yrnoTpeba oT o0xBaTa Ha Hapendara mo 4i. 82, an. 6 oT 3akoHa 3a 37paBeTO M MPH YCJIOBUATA U Pefa,
YCTaHOBEHU B Hesl.

(2) 3a nexapctBenure npoaykt, MU, IXCMIL u Bucokocnenuantu3upanuTe anaparu/ypenu
3a MHJAMBHyajHa yrnoTpeba mo ai. 1, 3a KOUTO ca mojaAeHu 3asBiaeHus 3a 3amamniane, H30K cxmrousa
CBHOTBETHU JIOTOBOPH C MPOU3BOJUTENHN WM THPrOBIM HA €IPO/TEXHH YITBIHOMOIICHU MpPEeACTaBUTEIN
u/unu ¢ nedeOHU 3aBeieHUs. B oroBopute ce ypexxaaT ycloBHSATa W peAbT 3a JIOCTaBKa, OTUYMTAHE,
KaKTO U JPYTH ClIeHU(UYHHU YCIOBHS, CBBP3aHHU C [10/IaJICHOTO 3asBJICHUE 3a 3allialllaHe.

(3) B crygante mo an. 1 H30K 3amania cTOWHOCTH HE MO-BUCOKH OT 3aIlIalllaHUTE ChbOTBETHH
CTOMHOCTH Tpe3 MpeAxoJHaTa ToAMHA, ChC CPEACTBA, MOIYYEeHH OT TpaHcdep oT MHUHUCTEPCTBOTO Ha
3/1paBEOIa3BaHETO.

Yn. 39. (Hos - IB, Op. 17 ot 2019 r.) Haunonanuara 31paBHOOCUTYPUTENIHA Kaca 3arJalia
clie]] IpeJICTaBsiHE Ha ChOTBETHA OTYETHA (PMHAHCOBA M MEIUIIMHCKA JOKYMEHTAllUs B U3MbJIHEHUE Ha



CKJIIOYEHHTE JOTOBOPH 110 4. 38, ain. 2.

Ui. 40. (Hos - IB, 6p. 17 ot 2019 1.) (1) 3a MU u BHCOKOCTIENIMATIM3UPAHH anlapaTh/ypeau 3a
uHAMBHAyaHa yrnoTtpeda mo wi. 38, an. 1 H30K noroBaps orcThnku no pena Ha Hapendara mo wi. 30a,
an. 3 or 3SMU.

(2) 3a nexapctBenu npoayktu u AXCMIL mo un. 38, an. 1 H30K moxe na noroBaps ¢
THPrOBIUTE HA €PO/TEXHUTE YIIBIHOMOILEHU MPEICTAaBUTEIN OTCTBhIIKA B pa3Mep He mo-Maiabk oT 10
Ha CTO OT JJOCTaBHATa IIeHA.

(3) Hauwmonamnarta 3apaBHOOCHTYpHUTENTHA Kaca 3aljalla J0 HaMajeHara C pa3Mepa Ha
OTCTBIIKAaTa CbOTBETHA CTOMHOCT 110 ai. 1 u 2.

Ui 41. (Hos - JIB, 6p. 17 ot 2019 r.) HanronanHaTa 3 paBHOOCUTYpUTEIHA Kaca MyOIMKyBa
Ha oduIMaIHaTa CM MHTEPHET CTPAHMIIA KETOACH OTUET 3a JekapcTBerurte npoaykta, MU, IXCMII u
BHUCOKOCTICIIMATTU3UPAHUTE arapaTu/ypeu 3a HHAUBHIyallHa yIIoTpeda U 3aIUIaTeHUTE 3a TAX CPEJCTBa,
KOMTO MEPUOIUYHO CE aKTyaIIU3HpPA.

IIpexoanu u 3aKIOYUTESTHU pa3nopendon

§ 1. B nByMeceueH cpok ciej BIM3aHE B CWjla Ha MO3UTUBHUSA JekapcTBeH cnucbk H3OK
3amjama JeKapcTBEHUTE IMPOJYKTH, OTIYCHAaTU ChIacHO jekapcTBeHus cnuchbk Ha H3OK, mpuer c
pemenue Ne PJI-YC-04-127 ot 27 nexemBpu 2007 T. 3a omnpeaensHe ycIOBHATa, HA KOUTO TpsAOBa 1a
OTrOBapAT M3II'BJIHUTEINTE HA MEIUIIMHCKA IIOMOIL, peJa 3a CKJIIOUBAHE Ha JIOTOBOPUTE C TAX U JAPYru
ycnoBus Mo wi. 55, an. 2, 1. 2,4, 6 u 7 330 (06H., [IB, 6p. 5 oT 2008 r.; u3m., 6p. 45 ot 2008 r.).

§ 2. (1) (U3m. - [IB, 6p. 40 ot 2009 1., B cuima ot 03.04.2009 r.) B cpox mo 30 maii 2009 r.
IPUTEKATEJINTE Ha pa3pelieHue 3a ynorpebda WM TeXHU YIbIHOMOUICHU MPEICTaBUTENN M0aBaT 10
H30K 3asBnenus mo wi. 4 3a 3amjamiaHe Ha CHOTBETHHUTE JIEKAPCTBEHH MPOAYKTH 3aETHO C
IPUIIOKEHNUTE KbM TSAX JOKYMEHTH ChIVIACHO Wi. 5 OT Ta3u Hapenoa.

(2) (U3wm. - 1B, 6p. 49 ot 2012 r.) B cimygaunTe 1o ain. 1 kbM 3asBJICHUETO HE CE MpHJIAra KOIHe
OT BJIS3JIOTO B cuJjia pemeHre Ha Komucusta no 1ieHn 1 peuMOypcupaHe.

§ 3. B cpok 10 15 nHu oT BiIM3aHe B cuiia Ha MO3UTHBHUSA JiekapcTBeH criuchbk H3O0K 3amouBa
CKJIIOYBAHE Ha JOTOBOPH C JHIA, MOJY4YWIN paspemenue no wi. 229, an. 2 3JIIIXM 3a teprosus Ha
IpeOHO ¢ JIEKapCTBEHM MPOJIYKTH M MOJANM 3asBICHHUE 0 pela Ha Ta3u Hapenda 3a OTIyCKaHE Ha
MPOSYKTUTE 1O Wil 1.

§ 4. B cpoxk nmo nBa Mecena OT BJIM3aHETO B CHJIAa HAa TO3UTHUBHMS JIEKAPCTBEH CIIHCHK
MPUTEXKATEINUTE HA Pa3pelIeHus 3a ThProBUs Ha APEOHO C JEKapCTBEHU MPOIYKTH, CKIFOUYMUIHN JOrOBOP
¢ H3OK, mpusexnat codryepa cu B cboTBETCTBHE ¢ HOBUTE n3uckBanus Ha H30K.

§ 5. [lo Bnu3aHe B cwiia Ha Hapeabata no wi. 30a ot 3akoHa 3a MeaunuHckuTe nznenus H30K
3amjama MpealucaHuTe U OTIyCHaTHM MEIUIMHCKM M3JeNMs MO LEHW M TNPU YCIOBUS CBIJIACHO
npunoxenue Nel5 kpm Pemenne Ha Ynpasutennus ceBeT Ha H30K Ne P/I-VC-04-127 ot 27.12.2007 1.
(o6n., JIB, 6p. 5 ot 2008 T.; 3M., O6p. 45 oT 2008 T.).

§ 6. Jlo cxmrouBane Ha joroBopute mo wi. 16, an. 1 H30K 3amnama npennucanure u
OTIyCHATH AMETHYHU XpaHHU 3a CHElUAIHM MEJMIMHCKH LENH MO LEHW U IMPH YCIOBUS CHITIACHO
npunoxenue Ne 15 kpM Pemenne na Ynpasurennust csBeT Ha H30K Ne P/[-VC-04-127 ot 27.12.2007
r. (06H., /1B, 6p. 5 ot 2008 r.; u3m., 6p. 45 ot 2008 1.).

§ 6a. (Hos - /1B, 6p. 40 ot 2009 r., B cuia ot 03.04.2009 r.) [TepBUSAT TprMeceUueH MepHo;] Mo
1. 10, ai. 1 3amouBa ma tede ot 1 rorm 2009 T.

§ 7. Yka3anus no npuiaraHeTo Ha HapenOarta gaBa YnpaBuTenHUsT cbBeT Ha H30K.

§ 8. (U3m. - IB, 6p. 49 ot 2012 r.) Hapenbara ce nu3ngasa Ha ocHOBaHue 4. 45, an. 9 330.

3ak/04uTeTHE pa3nopendu
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KbM HAPEJIBA 3A U3BMEHEHUE HA HAPEJIBA Ne 10 OT 2009 I'. 3A YCJIOBUSITA U
PEJIA 3A 3AILUIAIMAHE HA JJEKAPCTBEHU MMPOAYKTH MO YJI. 262, AJL. 4, T. 1 OT
3AKOHA 3A JJEKAPCTBEHUTE MPOJYKTH B XYMAHHATA MEJUIIMHA, HA
MEJULUMHCKU U3JAEJIUS U HA TUETUYHU XPAHU 3A COELUAJIHU MEJULIMHCKHU
LEJIN

(OBH. - /IB, BP. 40 OT 2009 T".)

§ 4. [Taparpadu 2 u 3 Bimu3at B cuia ot 3 anpui 2009 r.

IIpexoanu u 3aKIOYUTETHU pa3nopendon
KbM HAPEJIBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne 10 OT 2009 T'. 3A
YCJIIOBUSATA U PEJA 3A 3AIIVTAIIAHE HA JIEKAPCTBEHU NPOJAYKTHU 110 YJI. 262,
AJL. 4, T.1 OT 3AKOHA 3A JIEKAPCTBEHUTE NPOAYKTHU B XYMAHHATA
MEJIUIIUHA, HA MEJUIIUHCKHU U3AEJIUA U HA JTUETUYHU XPAHU 3A
CIHEUAJIHU MEJULIUHCKH NEJIN

(OBH. - 1B, BP.9 OT 2010 I'., B CHJIA OT 02.02.2010T".)

§ 6. 3aBapeHuTE JIGKAPCTBEHU MPOAYKTH, BKIIOUEHU B II03UTHBHHS JIEKapCTBEH CIHCHK, 3a
KOUTO € TOJIaJIeHO 3asBJICHUE M0 WI. 4 WK YBEJOMJICHHE MO WI. 9 KbM JaTaTa Ha BIM3aHE B CUJIa Ha
Hapeabara, o KouTo He e 3anouyHaio miamade ot H30K, ce 3ammamar cunrano ot 01.02.2010 r.

§ 7. [IepBusT NByMeceueH nepuo mo ui. 4a, ain. 2 3anousa aa teue cuntano ot 01.01.2010 r.

§ 8. Hapenbara Bim3a B cuia ot JieHs Ha 0OHapoaBaHETO M B "JIbp)KaBeH BECTHUK'.

IIpexoaHu u 3aKIIOYUTESHH pa3nopeadn
KbM HAPEJIBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne 10 OT 2009 T'. 3A
YCIOBUATA U PEJA 3A SAIIVTAITIAHE HA JIEKAPCTBEHU NTPOAYKTH 11O 4YJI. 262,
AJL. 4, T.1 OT 3AKOHA 3A JIEKAPCTBEHUTE INPOAYKTU B XYMAHHATA
MEJAULNHA, HA MEJUIIUHCKHU U3JIEJINA U HA IUETUYHU XPAHU 3A
CIHEUAJIHU MEJUIIUHCKH HEJIN

(OBH. - 1B, BP. 67 OT 2011 T.)

§ 25. IIepBuUAT TpUMECEUEH NEPUOZ 110 4JI. 4a, ai. 2 3anousa ga teye cuutano ot 01.07.2011 r.

§ 26. (1) Hammonamnara 37paBHOOCHUTYpUTEITHA Kaca OTMIpaBsl MOKaHa 3a JOrOBapsiHE 0
MIPUTEKATENUTE Ha pa3pelieHne 3a ynorpeda/TexeH ymbIHOMOIIEH MpEeJCTaBUTEN 3a MpeJCTaBsiHE Ha
MIPEJIOKEHUS 3a OTCTHIKH Mo wi. 20, an. 1 3a jekapcTBEHUTE MPOAYKTH, BKIOUeHU B llo3utuBHUS
JIEKapCTBEH CMUCHK 1Mo Wi. 262, an. 5, 1. 1 3JI[IXM xbM Aarara Ha BIM3aHE B CHJIa HA Hapeadara, HO He
no-kbcHO oT 01.10.2011 .

(2) HoroBapsiHeTo mo an. | ce u3BBpIIBA [0 pejia HA TJIaBa YETBBPTA.

§ 27. MenuuuHCKUTE H3AEAUS W AUETUYHUTE XPAaHW 3a CHEUHAIHH MEIMIIMHCKU LIEJIH,
3aruiaimany HambJHO uinu yactuyHo ot H30K mpe3 2011 r., ca onpenenenu ot Han3opHus cbBeT Ha
H3O0K B npunoxenne Ne 7 "Crnuchbk Ha MeIUIIMHCKU m3aenus, 3amiamany ot H30K" u npuinoxxenne Ne
8 "Cnucpk Ha auetnuHd Xxpanu, 3amiamanu or H3OK" xkem Hanwuonannusi pamkoB aoroBop 3a
MEIUIIMHCKUTE JeHHOCTH Mexay HanmoHamHaTa 31paBHOOCUTYPHTENIHA Kaca U bwiarapckus Jekapcku
cpro3 3a 2011 r. (B, 6p. 3 o 2011 1.).

§ 28. (1) B 15-naeBen cpok ot Bim3aHe B cuia Ha Hapeabara H30K nmedunmpa xon Ha
THProOBEll Ha €Ip0 Ha BCUYKU THPrOBLM HA €JIpO, MOJYUYWIH pa3pelieHre 3a ThbProBUs Ha €ApO MO 4Jl.



195 or 3akoHa 3a NEKAPCTBEHUTE NPOAYKTH B XyMaHHAaTa MEIUIIMHA, U H3TOTBS CHOTBETHHTE
EJEKTPOHHH (POpPMATH 3a U3IIBJIHUTEINTE HA MEAUITMHCKA IIOMOIII U 3a JIWIaTa 1o 4. 7.

(2) B egnomeceueHn cpok oT u3tudaHe Ha cpoka no ain. 1 H30OK mpusexna B cbOoTBETCTBHE
yKa3aHUATA, MTyOJUKYBaHW Ha MHTEPHET CTPAHUIIATA M U JOTOBOPHUTE 1O 4. 7, ai. 1.

§ 29. (1) Pasnopenbara Ha § 8 oTHOCHO ui. 8, ai. 5 Biu3a B cuia ot 1 ssayapu 2012 .

(2) Ho 31.12.2011 r. H3OK 3amnama Ha aumnarta mo 4i. 7, ain. 1 mo 1,00 nB. 3a oruereHa
perentypHa 6i1aHKa 3a 00pabOTBaHETO HA PELENTH 3a JICKAPCTBEHU MPOJYKTH C HUBO Ha 3arulaliaHe
100 na cro.

HAPEJIBA 3A U3MEHEHUE U JOIN'bJIHEHUE HA HAPEJBA Ne 10 OT 2009 T. 3A
YCJIOBUSITA Y PEJIA 3A 3AILIAIIAHE HA JJEKAPCTBEHHM HNPOJYKTH IO 4J1. 262,
AJL 5, T. 10T 3AKOHA 3A JIEKAPCTBEHUTE NPOJYKTH B XYMAHHATA
MEJINLMHA, HA MEJUIWHCKY U3JAEJINAS U HA JMETUYHU XPAHU 3A
CINELUMAJIHU MEJULIUHCKHU LEJIA

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

§ 12. HaBcskbae B Tekcta gymute "Komucus o [1o3uTuBHUS TeKapCTBEH CUCHK" CE 3aMEHSIT
¢ "Komucus no uenu u peumoypcupane".

IIpexoanu pasnopendun
KbM HAPEJIBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJBA Ne 10 OT 2009 T'. 3A
YCIOBUSATA U PEJA 3A SAIIVIAIIAHE HA JIEKAPCTBEHMU INTPOAYKTMH I10 YJI. 262,
AJL. 5, T.1 OT 3AKOHA 3A JIEKAPCTBEHUTE INPOAYKTU B XYMAHHATA
MEJAULNHA, HA MEJUIIUHCKHU U3JEJIUA U HA IUETUYHU XPAHU 3A
CIHEUAJIHU MEJJULIUHCKH NEJIN

(OBH. - 1B, BP. 49 OT 2012 T.)

§ 13. (1) 3a cpok eqHa rofMHa OT BJIM3aHE B CHJIA HAa HapendaTa JIEKapCTBEHUTE NMPOIYKTH 3a
JIOMAIITHO JIEYEHHE Ha 3JI0KAaueCTBEHHU 3a00JIsIBaHUS C€ 3aIllalliaT Mo pefa U IpU YCIOBHSTA Ha Ta3H
Hapeza0a Ha CTOMHOCT, HaMaJleHa ¢ JOTOBOPEHUTE OTCTBIIKU MO pejia Ha npuiiokeHue Ne 10 ot Hapenba
No 40 ot 2004 r. 3a ornpezenisiHe HA OCHOBHUS TAKeT OT 37[paBHU JIEWHOCTH, TapaHTHUPaAH OT OI0KEeTa Ha
H30K.

(2) Hamanenure ¢ OTCTBIIKM CTOMHOCTH Ha JIEKQpCTBEHUTE MPOJAYKTH MO ajl. | ce 3amiamar Ha
quuata mo wi. 7, an. 1 Ha ocHoBaHMe JoroBop, ckitoueH Mmexay H3OK u mputexarenure Ha
paszpeleHue 3a yrnorpeda Uin TEXHUTE YII'bJIHOMOILEHHU HPECTABUTEIH.

§ 14. IIbpBUAT HIECTMECEUEH MEPUO O 4. 4a, ajl. 2 3alo4yBa Jja Teuye OT BIM3aHE B CUJIa HA
Ta3u Hapenoa.

IIpexoanu pasnopendu
KBbM HAPEJIBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne 10 OT 2009 T'. 3A
YCJIIOBUSATA U PEJA 3A SAIIVIAIIAHE HA JIEKAPCTBEHU ITPOAYKTMU ITO YJI. 262,
AJL. 5, T.1 OT 3AKOHA 3A JIEKAPCTBEHUTE NPOAYKTHU B XYMAHHATA
MEANLIUHA, HA MEJUIIUHCKU U3JEJIUA U HA JUETUYHU XPAHU 3A
CIHEIUAJIHU MEJIUIUHCKH LHEJIN


http://www.nhif.bg/web/guest;jsessionid=0RLcTWgYP4QZVh4qxV19X4jTF2J7nJzhgLDBxGRtZyyb6FX2572W!581534580!1402380504140

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

§ 44. JIBanagecermeceynute nepuoau mo § 6, § 8, 1. 2,§ 9 u § 33 3anousar ga Tekar, CYUTaHO
oT 1 auyapu 2014 r.

IIpexoanu pasnopendu
KbM HAPEJIBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne 10 OT 2009 T'. 3A
YCJIIOBUSATA U PEJA 3A 3AIIVTAIIAHE HA JIEKAPCTBEHHU NPOJAYKTHU 110 YJI. 262,
AJL. 6, T.1 OT 3AKOHA 3A JIEKAPCTBEHUTE NIPOAYKTHU B XYMAHHATA
MEJIUIIUHA, HA MEJUIIUHCKHU U3JAEJIUA U HA JTUETUYHU XPAHU 3A
CHELUAJIHU MEIULIUHCKU L EJIU, KAKTO U HA IEKAPCTBEHU NPOAYKTHU 3A
3JIPABHU JEMHOCTH IO 4.1. 82, AJL. 2, T. 3 OT 3AKOHA 3A 3JIPABETO

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

§ 5. B cpok nmo eauH mecer; oT Biau3aHe B cuia Ha Hapeabara H3OK ormpasst mokanu 1o
MPUTEKATEIIUTE HA pa3pelIeHUs 3a ynorpeda Ha JIEKapCTBEHU MPOAYKTH/TEXHHU YITBJIHOMOIICHU
MPEJCTaBUTENN 32 JIOTOBApsSHE HA OTCTHIKH Mo wi. 20a, an. 3 He3aBUCHUMO JaJH 3a TE3U JIEKapCTBEHU
MPOAYKTH Ca JIOTOBOPEHH OTCTBIIKH.

IIpexoaHu U 3aK/IIOYUTESHU pa3nopeadn
KbM HAPEJIBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJBA Ne 10 OT 2009 T'. 3A
YCIOBUSATA U PEJA 3A SAIIVTAITIAHE HA JIEKAPCTBEHMU INTPOAYKTHU 110 4JI. 262,
AJL. 6, T.1 OT 3AKOHA 3A JIEKAPCTBEHUTE NPOAYKTU B XYMAHHATA
MEJULNHA, HA MEJUIIUHCKU U3JEJINA U HA AIMETUYHU XPAHU 3A
CHELUAJIHA MEJJULIUHCKU LEJINU, KAKTO U HA TIEKAPCTBEHU NPOAYKTHU 3A
3JIPABHU JEVMHOCTH 110 Y.JI. 82, AJI. 2, T. 3 OT 3AKOHA 3A 3JPABETO

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

§ 15. (1) IIspBOTO nMOTOBapsiHE MO pena Ha Ta3W HapeAada Ha OTCTHIIKUA 3a JIEKAPCTBEHUTE
npoaykTtH no wi. 45, an. 10 u 19 330 3anouBa B cpok 10 paOoTHM AHM OT BIM3AHETO M B CHJA, KaToO
H3O0K otnpass nokanu 3a JoroBapsiHe 0 MPUTEKATEIUTE HA pa3pellieHue 3a ynorpeda 3a npeacTaBsHe
Ha MPEAJIOKEHHS 32 OTCTBIKU M MyOJIMKyBa HA MHTEPHET CTPAHUIIATA CH CIIOPA3yMEHHUETO Mo wi. 22,
an. 2.

(2) B cpok 1o 10 paGoTHu AHM OT MyOJIMKyBaHe HAa MOKaHUTE U CIIOPA3yMEHMETO 10 Wwi. 22, ajl.
2 mpuTeXKaATEIIUTE HA pa3perieHus 3a ynorpeda/TeXHu YIIbIHOMOIIEHH MPEACTABUTENH 3asBABAT KOS OT
oTCcThIKUTE MO Wi. 21, an. 1, T. 1 unm 2 u3dupat aa JOroBapsAT U HE MOTAT Ja MIPOMEHSAT CBOSI U300D.

(3) HoromapstHeTo 110 ai. 1 ce u3BBpIIBA MO pe/ia Ha TJIaBa YeTBHPTA.

(4) CxmroueHUTe B pe3yaTaT Ha JOTOBAPSHETO 1O all. 1 JOTOBOPH BIIM3AT B CUIIA:

1. ot matata, ot kosiTo H30K 3anouBa ga 3aruiama JiekapCTBEHUs IPOAYKT IPH YCIOBUATA Ha
riaBa BTOpa, pasznen I, ceoTBeTHO pasnen I, B ciaydail e nekapCTBEHUSAT MPOAYKT ObJie BKIIOYEH B
IUIC - 3a ymekapCTBEHM MNPOJYKTH C HOBO MEXIYHApPOJHO HEMAaTEHTHO HAaMMEHOBAHHUE, 3a KOUTO €
mogaacHo 3asBiucHue 3a BkimouBane B I1JIC 1o ui. 262, am. 6, T. 1 u 2 3JIIIXM;

2. OT marara Ha BJIM3aHE B CHJIa Ha Hapea0ara - 3a BCHYKH OCTaHAIM JICKAPCTBEHU MPOIYKTH, a
3a CIOpPa3yMEHHUETO Mo 4. 22, aj. 2 - OT JOTOBOPEHUS B HETO MEPUOI.

(5) HoroBopute mo am. 3, 7. 1 m 2 ca cbc cpok Ha nedctBue g0 31.12.2016 r., a
CHOPa3yMEHMETO MO0 4il. 22, all. 2 - 3a IOTOBOPEHUS B HETO MEPUOJ Ha JIEUCTBHE.
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§ 16. (1) [Ipu mbpBOTO AOTOBApSHE C MPUTEKATEIUTE HA PAa3peLICHH 3a yIoTpeda MU TEXHU
YI'BJIHOMOIICHH TIPEACTaBUTENHN HA OTCTHIKMU 1Mo wi. 21, an. 1, T. 1 pa3MepbT Ha o0I1aTa OTCTHIIKA € HE
no-manko ot 20 Ha cto ot pazxoaute Ha H30K 3a nepuoaa ot Bnu3aHe B cuiia Ha Hapeadara 10 Kpas Ha
2015 .

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

§ 17. Hanmonanuara 3ipaBHOOCUTYpUTEIHA Kaca CIHpa Ja 3aIuialia 3a JeKapCTBEHU MPOTYKTH
no uit. 45, an. 10, 13 u 19 330, 3a KouTO HE Cca JOTOBOPEHHU OTCTHIIKH.

§ 18. IIpuTexarenute Ha pa3pemIeHUs 3a ynorpeda Ha JEKapCTBEHU MPOAYyKTH o wi. 10e, a.
1, KOoMTO KbM MOMEHTA Ha BJIM3aHE B cuja Ha HapenOara ca BkiatoueHu B [LJIC mo wn. 262, an. 6, 1. 2
3JITIXM, B 30-mHEeBeH CpOK OT BIIM3aHETO M B CHJIa TOJIaBaT 3asBJIEHHWE IO 00pasel] ChIIIacHO
npuioxxkenue Ne la kpm . 10e, an. 2.

§ 19. Hapenbara Biu3a B cuia OT jJarata Ha 0OHapoBaHeTo U B "J[bp)kaBeH BECTHHUK".

3aKJII0YMTETHHA Pa3nopendu
KbM HAPEJIBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne 10 OT 2009 T'. 3A
YCIOBUSATA U PEJA 3A SAIIVTIAITIAHE HA JIEKAPCTBEHU INTPOAYKTHU 110 4JI. 262,
AJL.6, T.1 U T.2O0T3AKOHA 3A JIJEKAPCTBEHUTE INPOAYKTU B XYMAHHATA

MEJAULNHA, HA MEJUIIWUHCKHU U3JIEJIUA U HA IUETUYHU XPAHU 3A

CHELNUAJIHA MEJJULIUHCKU LHEJINU, KAKTO U HA TIEKAPCTBEHU NPOAYKTHU 3A
3JIPABHU JEMHOCTH IO 4.1. 82, AJI. 2, T. 3 OT 3AKOHA 3A 3JIPABETO
(OBH. - IB, bP. 44 OT 2016 I"., B CUJIA OT 10.06.2016T".)

§ 4. Hapenbara Bnu3a B CWiIa OT JieHs Ha 0OHapo1BaHeTo ¥ B "J[bpikaBeH BEeCTHUK'".

IIpexoaHu u 3aKIIOYUTESHH pa3nopeadn
KbM HAPEJIBA 3A UBMEHEHHUE U JOITbJIHEHUE HA HAPEJBA Ne 10 OT 2009 T'. 3A
YCIOBUSATA U PEJA 3A SAIIVIAIIAHE HA JIEKAPCTBEHMU IMTPOAYKTMH I10 YJI. 262,
AJL.6, T.1UT.2O0T3AKOHA 3A JIEKAPCTBEHUTE INPOAYKTU B XYMAHHATA
MEJAULHNHA, HA MEJUIIUHCKHU U3JIEJINA U HA IUETUYHU XPAHU 3A
CHENUAJIHU MEJJULIUHCKU LEJINU, KAKTO U HA TEKAPCTBEHU NPOAYKTHU 3A
3JIPABHU JEVMHOCTH 110 Y.JI. 82, AJI. 2, T. 3 OT 3AKOHA 3A 3JIPABETO

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

§ 9. loroBopenute OoTCTHNKM 1o ui. 21, an. 1, 1. 1, OykBa "a" 3a 4eTBBPTOTO TpUMeECEUHE Ha
2017 r. ce 3amamar aBaHcoBo a0 15 moemBpu 2017 r. Ha Ga3zara Ha peaneH pasxox Ha H3OK 3a
TperoTo Tpumeceure Ha 2017 r. [lo kpas Ha mbpBOTO Tpumeceure Ha 2018 r. ce U3BbBpIIBA CHOTBETHO
U3paBHIBaHE ChOOPA3HO peaHMsl pa3xof 3a YETBBbPTOTO TpuMeceuue Ha 2017 r. (Ipu HAABUIIEH WIN
[IO-MaJIbK pa3Mep Ha KOMIIEHCALUATA).

§ 10. (1) IIpu 06u1 pbet Ha nporo3zHuTe pasxoan Ha H30K 3a Bcuuku nekapcTBEHH MPOJYKTH,
3amianaiy HanbiaHo uin yactuyHo oT H30OK, mo-Bucok oT 3 mpoleHTa 3a nepuojia OT BIW3aHE B CHIIA
Ha Hapeno6ara 1o 31 gexemBpu 2017 1. copsMo H3BBPIIEHHUS pa3xoi 3a cblius nepuoa Ha 2016 r.,
W3YUCIIEH CJeJ MPUCHaJaHe Ha JOrOBOPEHUTE OTCTBHIKM Mo wi. 21, am. 1, 1. 1 u an. 2 3a nepuona,
MPUTEKATEIUTE HA PA3pelIeHUETO 3a YNoTpeOda/TeXHUTE YITBIHOMOIIECHU MPECTaBUTENH, (GOopMHUpaIN
TO3U PBCT 3a JEKAPCTBEHUTE CU MPOAYKTH 1o wi. 20, an. 1, mpegoctaBaT oTcThika no wi. 21, an. 6 B
pa3Mmep 40 nporieHTa OT ChOTBETHHS Pa3MEP Ha PbCTA CH 3a MOCOYEHUS Nepuo. [IporHo3HusT pazmep
Ha JbJDKUMaTa otcThika ce onpenens oT H30K u ce 3amaiia aBaHCOBO OT ChOTBETHHUTE MPUTEXKATEIH
Ha pa3pelIeHne 3a ynorpeda/TeXHUTE yIIbJIHOMOIIECHHU NpeAcTaBUTeNH B cpok jo 15.11.2017 1.

(2) CxuroueHnTe KbM JaTaTa Ha BJIM3aHE B CHJIA HA Hapeadara IOrOBOPH 33 OTCTBIIKH IO HJI.



21, an. 1, 1. 1 ocraBar B cuna a0 31.12.2017 r., kaTo ¢ JONBJIHUTEIHU CIOPA3yMEHUSI KbM TIX C€
ypeXxaa aBaHCOBOTO IPEIOCTaBsIHE HAa OTCTHIIKU IO aj. 1.

§ 11. Hapenbara Bim3a B cwia OT JeHA Ha oOHapoaBaHeTo M B "J[bpikaBeH BECTHUK' C
M3KIII0YeHue Ha § 4 u 8, kouTo BiIM3ar B cuia ot 1 suyapu 2018 r.

3aKJII0YNTEHHA Pa3nopendu
KbM HAPEJIBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne 10 OT 2009 T'. 3A
YCJIIOBUSATA U PEJA 3A 3AIIVTAIIAHE HA JIEKAPCTBEHU NPOJAYKTHU 11O YJI. 262,
AJL.6, T.1 U T.2O0T3AKOHA 3A JIEKAPCTBEHUTE INPOAYKTU B XYMAHHATA

MEJIUIIUHA, HA MEJUIIUHCKHU U3JAEJIUA U HA JTUETUYHU XPAHU 3A

CHELUAJIHU MEJJULIUHCKU LEJINU, KAKTO U HA IEKAPCTBEHU NPOAYKTHU 3A
3JIPABHU JEMHOCTH IO 4.1. 82, AJL. 2, T. 3 OT 3AKOHA 3A 3JIPABETO
(OBH. - IB, BP. 95 OT 2018 I"., B CUJIA OT 16.11.2018T".)

§ 5. Hapenbara Bnu3a B cuiia OT JieHs Ha 0OHapoiBaHeTo i B "J[bpikaBeH BeCTHUK'.

IIpexoanu 1 3aK/IIOYUTESHU pa3nopeadn
KbM HAPEJIBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJBA Ne 10 OT 2009 T'. 3A
YCIOBUSATA U PEJA 3A SAIIVIAITAHE HA JIEKAPCTBEHMU INTPOAYKTHU 110 4JI. 262,
AJL.6,T.1 U2 OT 3AKOHA 3A JIEKAPCTBEHUTE INPOAYKTU B XYMAHHATA
MEJAULUNHA, HA MEJUIIWUHCKU U3JEJIUA U HA IUETUYHU XPAHU 3A
CHENUAJIHA MEJJULIUHCKU LUEJINU, KAKTO U HA TIEKAPCTBEHU NPOAYKTHU 3A
3JIPABHU JEMHOCTH IO Y.I. 82, AJI. 2, T. 3 OT 3AKOHA 3A 3JIPABETO

(OBH. - 1B, BP. 17 OT 2019 I'., U3M. U JIOIl. - /IB, bP. 47 OT 2019T".)

§ 33. B enHomecedeH CpoK OT BIM3aHE B CHJIa HAa HapeA0aTa MpUTEXaTEIIUTE Ha pa3pelieHue 3a
yrnoTpeda/TeXHU YII'bJIHOMOILEHH MPeICTAaBUTENH M01aBaT 3asBieHus no wi. 10e, an. 2 3a 3amiamiase ot
H3O0K Ha nekapcTBeHHUTE MPOIYKTH MPHU KUBOTO3ACTpAIlIaBaIll KPbBOU3IMBU U CIIEUIHU ONEPAaTUBHU U
VMHBa3WBHU MHTEPBEHIMM IPH TMAIMEHTH C BPOJCHM KOAryJonaTHH, 3alUlalllaHd B OOJHHUYHATA
MEIUIMHCKA ITOMOIIl U3BbH CTOMHOCTTA HAa OKa3aHUTE MEINLUHCKU YCIYTH.

§ 34. B nBymecedueH cpok oT Biu3aHe B cuwia Ha Hapen6ara H30K u mpurexarenute Ha
paspeleHus 3a ynorpeda/TeXHu yI'bJIHOMOILEHU PEICTaBUTENN CKIIFOUBAT JOTOBOPH 32 OTCTBHIIKU U 3a
Ipwjaraie Ha MexaHusma 1o wi. 34, an. 1 3a 2019 r., kouto BKItoYBaT nepuoga ot 1 sHyapu no 31
nexemBpu 2019 T.

§ 35. B nBymecedueH cpok OT BIM3aHE B CWJIa Ha Hapeadara ce MPOBEXJA 3abJDKUTEHO
LIEHTpaJU3UpaHo JoropapstHe Ha OTCThOKM 3a 2019 1. 3a 5ekapcTBEHUTE MPOAYKTH MpU
’KMBOTO3aCTpAlllaBalll KPbBOU3JIMBY U CIIEUIHU ONEPAaTUBHU Y MHBA3MBHU MHTEPBEHUUH IIPU NTALIUEHTH
C BpOJIEHM KOAaryJjonaTuy, 3alulalllaHd B OOJIHWYHATa MEAMIMHCKA NOMOI W3BbH CTOMHOCTTa Ha
OKa3aHWTE MEAMIMHCKH YCIYTHM, 3a KOUTO CTOMHOCTTa, 3aruiamana oT Orwompkera Ha H3OK, ce
M3YHUCIISIBA Ype3 rpylupaHe, B KOETO HE y4acTBAT JIEKAPCTBEHHU MPOIYKTH Ha JAPYry MPUTEKATEIH Ha
pasperieHue 3a ynorpeoa.

§ 36. B nBymMecedeH CpoK OT BIM3aHE B CUJIa HAa HapenbaTa MPUTEKATEIINTE Ha pa3perieHue 3a
yrnoTpeda/TeXHNU YIbIHOMOIICHH NPEACTaBUTENIM MOTaT Ja IMoJaBaT MPEUIOKEHUS U J1a JIOTOBApsT C
H30K orcTenku mo um. 21, an. 1, T. 4, npenocTtaBsiHu W 3arvlalllaHd NpU YCIOBHSTA W IO pena,
periaMeHTHpaHu ¢ Hapenoara.

§ 37. (1) (Hom. - JAB, Op. 47 ot 2019 r.) MexaHusmbT, rapaHTHpanl MOPeIBUIUMOCT H
ycroitunBocT Ha 6roketa Ha H30K no riasa nera u npuioskenue kbM Ne 10 kbm ui. 34, an. 1, 32 2019
I. Ce Mpuiara 3a BCUYKU JIEKAPCTBEHU MPOAYKTH, OTIIYCHATH, CHOTBETHO MPHJIOKEHU, OTUETEHU H



3arIaTeHy HarbJiHO win yactuaHo ot H30K npes nepuona 1.01.2019 - 31.12.2019 r., ¢ u3kinrodyeHue Ha
JIEKapCTBEHUTE MPOAYKTH TMpHU >KUBOTO3AcCTpallaBallld KpPBHBOM3IMBU U CIIEUIHH OINEPATUBHU U
WMHBAa3WBHU MUHTEPBEHIIMHU MPU MALMEHTH C BPOJEHU KOAryJOoNaTHH, BKIIOUYEHH B MAKETa, OMpPEeIeieH C
Hapenbara mo wi. 45, an. 2 or 3akoHa 3a 3apaBHOTO ocurypsiBane, kouto H3OK 3amnama Ha
W3MBIHUTENUTe Ha OOJMHMYHA MEIUIIMHCKA TIOMOIN W3BBH CTOWHOCTTAa HAa OKAa3BAaHUTE METUITMHCKU
YCIIyTH.

(2) (Hosa - JIB, 6p. 47 ot 2019 r.) Ilpu npunarane Ha mMexanusma paszxoaute Ha H30K 3a
JIEKapCTBEHUTE MPOAYKTH TMpPHU >KUBOTO3ACTpallaBallld KPHBOMU3ZJIMBH U CHEIIHU OMNEPAaTUBHU H
WHBa3WBHHU UHTEPBEHIINH MPHU MALUEHTH C BPOJCHH KOAryJIONaTUU HE CE€ BKIIIOYBAT BbB:

1. rogummams 6romket 3a 2019 r. 3a OcHOBHA rpyIlia JeKapcTBeHH NpoAykTu "B, mocodeHa B
g1 35, an. 1, Oyksa "B";

2. Ip¥ U3YUCIISIBAaHE HA TPUMECEYHUTE U FOJUIIHOTO HAJBUIICHUS 32 OCHOBHATA Tpymia Mo T. 1;

3. Ipu U3YMUCIIABAHE HA CYMMTE 3a HAJBMILEHUS, YCTAHOBEHU IIPU NpUJIaraHe Ha MEXaHH3Ma,
MO/JICKAIY Ha TUPEKTHH IJIalllaHus, 3a JICKApCTBEHUTE MPOAYKTH OT OCHOBHATA rpyma o T. 1.

(3) (IIpeaumna an. 2 - [IB, 6p. 47 or 2019 r.) B aBymecedeH Cpok OT BiM3aHE B CHJIa Ha
Hapenbara H3OK wu mputexarenure Ha paspelieHUsATa 3a yNoTpeOa/TeXHH YIBJIHOMOIIECHU
IIPEICTaBUTENN HA JIEKAPCTBEHUTE MPOAYKTH, 3aIUIalllaHu HabiIHO uin yactuuHo oT H30K, xouto e
MOJAJNIEXKAT Ha 33BJDKUTEITHO HEHTPAIN3UPaHO JOTOBApsSHE HA OTCTBHIKU, CKIIIOYBAT JIOTOBOPHU IO Y.
34, an. 3 3a npunarane 3a 2019 r. Ha MmexaHu3Ma 1o ai. 1 3a Te3u NPOayKTH.

3akiIlounTeTHU pa3nopenoun
KbM HAPEJBA 3A UBMEHEHHUE U JOITbJIHEHUE HA HAPEJIBA Ne 10 OT 2009 I'. 3A

YCJIIOBUSATA, PEJJA, MEXAHU3MA U KPUTEPUUTE 3A 3AIUVIAIIAHE OT
HAIIMOHAJIHATA 3IPABHOOCHUT'YPUTEJIHA KACA HA JIEKAPCTBEHMU NPOAYKTH,
MEJUIWHCKHAU U3AEJIUA N HA JUETUYHU XPAHU 3A COHIENUAJHU MEJUIIUHCKHA

HEJIU, JOT'OBAPSIHE HA OTCTDBIIKA U ITIPUJIATAHE HA MEXAHU3MMU,

TAPAHTHPAIIY NPEJABUANMOCT U YCTOMYUBOCT HA BIOJKETA HA H30K

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

§ 19. [Horoopute 3a 2020 r. mexnay Hanuonamnata 3apaBHOOCHTYpUTENHA Kaca U
NPUTEKATEIIUTE Ha pas3pelieHuss 3a yrnorpeda Ha JIEKapCTBEHU MPOAYKTH/TEXHH YIIbJIHOMOIIEHU
MIpeICTaBUTENN, KOUTO BIU3aT B cuja oT 1 sHyapu 2020 r., ce CKIIIOYBAT NP YCIOBUATA U 1O peJa Ha
Ta3W Hapeada M ChIVIACHO MEXaHWU3Ma, rapaHTHpalll MPEeJBUAMMOCT U YCTOWYMBOCT Ha OrJKeTa Ha
H30K 3a 2020 .

ITpunoxenne Ne 1 kbm 4. 4

(M3wm. - IB, 6p. 67 ot 2011 r., u3m. - /1B, 6p. 49 ot 2012 r., u3m. u gom. - IB, 6p. 48 ot 2014
r.)

BAABJIIEHWNE

(MbIHO HauMeHosaHuUe Ha npumexameJisi Ha paspeweHuemo 3a ynompeba)
CbC cefanuiie 1 afpec Ha ynpasreHue:

(3a ropuduyecko nuuye - NbJIHO HaUMeHoB8aHuUe Ha rpedcmasumers, cedanuuie u adpec Ha ynpaseHue; 3a (hu3udyecko nuy
ErH, nocmosiHeH adpec)



8 Ka4ecmeomo My Ha: pumexxamersi Ha paspeweHue 3a ynompeba/ynbiHoMoweH npedcmasumert
(HessipHOMO ce 3a4Yepmasa)
C AOKYMEHT, yaoCTOoBepsiBaLl, NpeacTaBMTenHaTa BracT:
3a cboOLLEHNS U KOHTaKTU:

Appec:

YBAXKAEMU rOCMNOONH/TOCNOXO
YIMPABUTEN,

Ha ocHoBaHue un. 4 BbB Bpb3ka ¢ un. 5 ot Hapeaba Ne 10 ot 2009 r. 3a ycnosusTa 1 pefa 3a 3annalliaHe Ha NeKapCTBEHN T

262, an. 6, 1. 1 ot 3akoHa 3a nNekapcTBEHUTE NPOAYKTU B XyMaHHaTa MeguumHa, Ha MeQULUHCKA U3aenns U Ha QueTu4Hu xpa

MEOMWLIMHCKM LieNnu, KakTo U Ha NekapCTBEeHN NPOAYKTM 3a 3apaBHMTE AEeNHOCTU No yn. 82, an. 2, 1. 3 oT 3akoHa 3a 30paBeTo :

xenas ga ce sannawat oT H30K cnegHnte nekapcTBEHU NPOSYKTU:

L oo e e e et eh et eeaeeaeeaesaeeaeeaeebaesaeeaetaetaneetententeat e eaea ettt ra et eaetaeaeeh e eaeeaea e e eheeheeheeh e e e raera et ernarnas
(HaumeHogaHuUe Ha JfiekapcmeeHusi NPodyKm, fiekapcmeeHa ¢hopMa U OKOHYamesiHa 0rnakoeka)

KbM HacTosLLOTO 3asBreHne npunaram cnegHuTe JOKYMEHTU:
1. Konve ot BnsA3no B cuna pewweHne Ha HaunoHanHusa cbBeT No LeHn 1 penmbypcupaHe Ha nekapcTBeHUTe NPoaYyKTH
(Mpunacam ce peweHussima 3a 8ceku eOUH Om ocoYeHUme ro-20pe 8 3asiefieHuemo nPodyKkmu)

PP PR P PP PSP TPRPPPPPPTPPY
3.
LaTa: s
(nodnuc u ne4am Ha 3asi8umeris)
[Tpunoxxenne Ne 1a xpm ui. 10e, ain. 2
(Hoso - 1B, 6p. 62 ot 2015 1., B cuna ot 14.08.2015 1.)
SAABNEHWE
OT ettt ettt
(Mb/IHO HaUMEeHo8aHuUe Ha rpumexamersisi Ha paspeweHuemo 3a ynompeba)

CbC CEAAMNMLLE N 8APEC HA YMP@BIIEHUE! ...ttt eeeeeeeeeeeeeeeeeeeeettbeeee e e e e e e e e e e e e e e e eeeeeeeennnes
MPELACTABIIABAHO OT: ... eeeeeeeeeeeetteeeeeetttteee e e e oo e e e e e e e e e et ettt et e e et e e e e e e e e e e et e et e eeeeeenenneens

(3a ropuduyecko nuuye - MbJIHO HaUMeHo8aHuUe Ha rnpedcmasumerisi, cedanuuie u adpec Ha yrnpasreHue; 3a
¢usuyecko nuye - mpume umera, EMH, nocmosiHeH adpec)
B KQYECTBOTO MY Ha: NpuTexaTen Ha paspelueHne 3a ynotpeba/ynbnHOMOLLEH NpeacTaBuTen
(HessipHOMO ce 3a4yepmasa)
C OOKYMEHT, yOOCTOBEPSIBALL MPEACTABUTEITHATA BITACT: «.ueueuetanenteieeneteneeeetenteeaeasananeeaaneanaens
3a CbOOLLEHNS N KOHTaKTU:
N x| 1= o PR
LY =PSRRI
TeneoH .....cccceeeeeeeiieeeeeee, DAKC .., E-mail ...



YBAXKAEMW rOCNOAMH/TOCNOXO

YIMPABUTEN,

Ha ocHoBaHune un. 10e, an. 2 ot Hapen6a Ne 10 ot 2009 r. 3a ycnosusiTa 1 pefa 3a 3annawiaHe Ha
nekapcTBeHW NPOAYKTM No yn. 262, an. 6, 7. 1 n 2 oT 3akoHa 3a NnekapcTBEHUTE NPOAYKTU B XyMaHHaTa
MeauLUMHa, Ha MeOMULMHCKU U3aenus n Ha ANeTUYHN XpaHu 3a crneumanim MeANLUMHCKX LIenun, KakTo 1 Ha
nekapcTBeHW NPOAYKTM 3a 3apaBHMTE AeNHOCTU no un. 82, an. 2, T. 3 oT 3akoHa 3a 34paBeTo, 3asiBABaM, Ye
Xenas ga ce 3annawat ot H30K cnegHuTe nekapcTBeHV NPOaYyKTU:

(HaumeHo8aHuUe Ha nekapcmeeHus nPodyKm, nekapcmeeHa ¢hopma U OKOHYameriHa ornakoeka)
PN
PP
KbM HacTosILLOTO 3asiBNEHNE Npunaram crneaHuTe JOKYMEHTU:

1. Konue ot BNsiano B cuna pelueHne Ha HaumoHanHus cbBeT No LeHn U penmbypcupaHe Ha rnekapcTBeHuTe
NPOAYKTU.
(Mpunazam ce peweHusima 3a eceku eOUH Om ocoYeHUMme no-20pe 8 3asisfieHUuemo npodykmu)

(nodnuc u nedam
Ha 3aseumerisi)

[Ipunoxxenue Ne 2 kpm ui. 8a, an. 9 u un. 10k, an. 9

(Hoso - 1B, 6p. 19 01 2020 1.)

MPOTOKOI

Ne 000000000... Hara: OPUT'MHAN

MpuTexxaten Ha pa3pelleHue 3a
ynoTpeba/Heros ynbIHOMOLLEH
npeacTaBuTEN

Appec:

MH no 304C/MH no HaunoHanHoTo
3akoHogarencTteo 3a [C:

ENK/BYJICTAT:

M.O.J1.

Flonyanen: HauynoHanHa 34paBHOOCUTypuUTeJsiHa Kaca

Appec: 'p. Codoms, yn. Kpuumm Ne 1

ENK/BYJICTAT: 121858220

M.O.J1.

or: [o:

3a nepvog;




3a nocodeHuss nepvog AbimkMMaTa 3a Bb3cTaHoBsIBaHe cyma Ha H3OK oT mpuTexaTtens Ha paspelleHue 3a
yrnoTpeba/HeroB ynbiHOMOLLEH NpeacTaBuTen Ha 3annateHn ot H30K cpeactBa 3a nekapcTBeHM NpoAyKTH 3a
nayneHTun, npn KOUTO € Harnuue nmnca Ha pe3yntart OT TepanndaTa, Bb3JiM3a Ha.

3annarteHa cyma

pyna fleKapcTBeH 3a eguHULa OT 3annarteHa cyma ot
Ne P KonuyectBo H3OK, nognexawa| H3OK, nognexalia Ha
npoayKkT
(A, B, B) Ha Bb3CTaHoBsBaHe obLo
Bb3CTaHOBSABaHe

I3ameHeHMe Ha JaHbYHaTa OCHOBa 06LLIO:
[OC craska:
N3meHeHune Ha OC:

Cyma 3a nnawaHe: Cpok 3a nnawaHe:

Mo cmeTka Ha H3OK: BIC: BNBGBGSD, IBAN: BG46 BNBG 9661 3100 1100 01

UneH 8a, an. 9 nun. 10k, an. 9 ot Hapeaba Ne 10 ot 2009 r.
3a yCnoBusiTa, peaa, MexaHmama u KputepumTe 3a
3annauiaHe oT HaunoHanHaTta 3gpaBHOOCUIypUTENHa kaca
Ha NekapcTBEHN NPOAYKTU, MEANLMHCKM U3OENUsa U Ha
OcHoBaHMe 3a n3gaBaHe: ONETUYHWN XpaHW 3a cneumantu MeanuunHCKn Lenm,
[oroBapsiHe Ha OTCTbIMKM M Bb3CTaHOBSIBaHe Ha
NnpeBu1LLEHNTE CPEACTBA NPU NpuUnaraHe Ha MexaHu3bM,
rapaHTupaLl npeaBMAMMOCT U YCTOMYMBOCT Ha GrogxeTa Ha
H30K

[laTa Ha Bb3HMKBaHE Ha AAaHBYHOTO cbbuTHe:

CnpaBka 3a KonuyecTBaTa Ha NekapCTBEHWU MPOAYKTM 3a
MpunoxeHue: naumeHTn, Npu KOMTO € Hanuue nunca Ha pesynTtar oT
TepanusaTa, u cpeacTeaTta, 3annareHn ot H30K 3a 1ax

3a npuTexartens Ha paspeLueHMeTo 3a ynotpeba/
3a HauuoHanHaTa 3apaBHOOCUIypuTenHa kaca:

HEeroB ynbJIHOMOLLUEH NpeactaBuUTen:.

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

(M3wm. - [IB, 6p. 34 ot 2009 r., npenumiao [Ipunoxenue Ne 3 kM un. 7, an. 3 u wi. 16, ain. 2,
M. - [IB, 6p. 67 ot 2011 ., u3m. u gom. - /IB, 6p. 48 ot 2014 1.)

no
YMPABUTENA HA H30K

BAABNNTEHWNE



(Mb/IHO HaUMeHO8aHUe Ha Npumexamerisi Ha paspeweHuemo 3a yrnompeba)
CbC cefanviie v agpec Ha yrpasneHue:

(3a ropuduyecko nuue - Mb/IHO HaUMeHo8aHue Ha rnpedcmasumerisi, cedanulwe U adpec Ha yrnpaeneHue; 3a ¢husuyecKo siul
ElH, nocmosiHeH adpec)
B KAYECTBOTO MY Ha: NpuTexaTen Ha pa3pelleHne 3a ynotpeba/ynbrnHOMOLLEH NPpeacTaBuUTen
(HessipHOMO ce 3a4Yepmasa)
C AOKYMEHT, yaoCTOBepsiBall, NpeacTaBMTenHaTa BnacT:
3a CbOOLLEHNS N KOHTaKTU:

Appec:

YBAXKAEMW MOCIMNMOAMH/TOCMNOXO
YIMPABUTEN,

Ha ocHoBaHue un. 9a, an. 1 ot Hapen6a Ne 10 ot 2009 r. 3a ycnosusita U pefa 3a 3annaljaHe Ha fiekapCTBEHW NPOAYKTU MO
3akoHa 3a nekapcTBeHWTE NPOAYKTU B XyMaHHaTa MeauumHa, Ha MeAULUHCKA U3genmsa n Ha QUETUYHU XpaHu 3a cneumarntu |
KaKTO U Ha NekapcTBEHW NPOAYKTM 3a 3apaBHMTE OEeNHOCTU No Y. 82, an. 2, 7. 3 oT 3akoHa 3a 34paBeTo 3asBsABaM, Ye Xenas
3annawaxeTo ot H30K no pega Ha HapeabaTa Ha crnegHUTe NekapcTBEHU NPOAYKTW:

PSP PP PPPPPPPTPRY
(HaumeHogaHUe Ha flekapcmeeHUsi MPOoOyKM, fiekapcmeeHa ¢hopma U OKOHYamersiHa ornakoeka)
PP
PP TPURRRRPRPRPY
LaTa: e s
(nodnuc u ne4am Ha 3asieumerisi)
[Tpunoxxenne Ne 3a kpm ui. 10a, an. 1
(Hogo - JIB, 6p. 48 ot 2014 1.)
3AABJIEHUVE

(o) TSR

(MBSIHO HaUMeHOB8aHUe Ha npumexamersisi Ha pa3peweHuemo 3a yriompeba/ynbiHOMOWEeH npedcmasumernt)
CbC cefjanuiie 1 agpec Ha yrnpasneHue:

(3a ropuduyecko nuuye - NbJIHO HaUMeHoB8aHUe Ha npedcmasumers, cedanuuie u adpec Ha yrpasseHue;
3a gusuyecko nuye - mpume umeHa, EMH, nocmosiHeH adpec)
B KQYECTBOTO MY Ha: NpuTexaTen Ha paspelueHne 3a ynotpeba/ynbnHOMOLLEH NpeacTaBuTen
(HessipHOMO ce 3a4yepmasa)
C AOKYMEHT, yAOCTOBepsiBaLL, NpeacTaBMTeNHaTa BnacT:



3a cbobLEHNS N KOHTaKTU:

Appec:

YBAXAEMU rOCrnognH/TrOCNoXo
YIMPABUTEN,

Ha ocHoBaHue un. 10a, an. 1 ot Hapen6a Ne 10 ot 2009 r. 3a ycnoBusita 1 pefa 3a 3annallaHe Ha fiekapCTBEHMN
NpoayKTV no 4n. 262, an. 6, T. 1 oT 3akoHa 3a nekapcTBeHWUTE NPOAYKTW B XyMaHHaTa MeauumHa, Ha MeaMLUHCKM
n3genvsa u Ha QUETUYHM XpaHu 3a creumanHn MeaULUMHCKN e, KakTo U Ha NekapcTBEeHW NpPoayKTu 3a
30paBHUTE AeNHOCTM no un. 82, an. 2, T. 3 oT 3akoHa 3a 3gpaBeTo 3asBsABaM, Ye Xenas crnegHuTe fiekapcTBeHn
NpoAayKTH, HEOBXOANMU 3a N3NBIIHEHNE HA AEMHOCTUTE MO 34paBHa nNporpama: ...........

(HauMeHosaHuUe Ha cbomeemHama rfpozpama)

na ce 3annawart ot H30K:
L oo e e et e ee e eeeeeeeeeeateeteetetteeeeeeeteeeteeeeeeetestteeeeeeteetaneteeteeat—eeeeetetn—teeetett—aaeaareranaana,
(HaumeHogaHuUe Ha JfiekapcmeeHusi NPodyKm, fiekapcmeeHa ¢hopMa U OKOHYamesiHa ornakoeka)

KbM HacTosLLOTO 3asiBNeHWe npunaram cregHuTe JOKYMEHTU:

1. Konuve ot Bns3no B cuna pelleHre Ha HaunoHanHus cCbBET NO LEHU U penMmbypcrpaHe Ha nekapcTBeHuTe
npoayKkTu (Mpunarat ce peLleHnaTa 3a BCEeKU eAuH OT NOCOYEHUTE MO-rope B 3asiBNIEHNETO NPOAYKTY).

2. Cn1CbK Ha NpuTexaTenuTe Ha paspeLleHne 3a TbProBusi Ha e4po C NIeKapCTBEHU NPOOYKTU.

F - - S P PSP PP PPPPUPPRTRIOt
(nodnuc u nedam Ha 3asi8umeris).
[Mpunoxxenue Ne 30 kbm ui. 15, an. 1, 7. 2 m . 197, ain. 1
(Hogo - JIB, 6p. 48 ot 2014 1.)
Jo
YMNPABUTEJIA HA H3OK
3AABJIEHUNE
o) OO RTR

(nbrIHO HaumeHosaHue Ha rpoudeodumens Ha MU (Ha AXCML))/ynbiHomoweH npedcmasumen/mbpaoseya Ha
edpo ¢ MU/ynbrnHomoweH npedcmasumert)
CbC cefanuiie 1 agpec Ha yrnpasneHue:

(3a ropuduyecko nuye - NbJIHO HaUMeHoB8aHUe Ha ripedcmasumers, cedanuuie u adpec Ha yrnpasseHue; 3a
¢usuyecko nuye - mpume umera, EMH, nocmosineH adpec)
B KQ4eCTBOTO Cu Ha: npomssoguTen Ha M/ (Ha OXCML,)/ynbnHomolleH npeactasuten/ TbproeeLa Ha egpo ¢
MW/ynmbnHOMOLLEH NpeacTaBuTenN
(HessipHOMO ce 3a4yepmasa)
C AOKYMEHT, yAOCTOBepsiBaLL, NpeAcTaBMTeNHaTa BracT:



MocoyBam cneaHus agpec 3a CbOGLLEHUS U KOHTaKTU:

Appec:

YBAXAEMU rOCrnognH/TrOCNoXo
YIMPABUTEN,

Ha ocHoBaHwue un. 15, an. 1, 1. 2/un. 194, an. 1 ot Hapeg6a Ne 10 ot 2009 r. 3a ycnosusTa u pega 3a
3annatllaHe Ha fiekapCTBEHM NPOAYKTW Mo Y. 262, an. 6, T. 1 oT 3akoHa 3a nekapCTBEHUTE NPOAYKTU B
XyMaHHaTa MeguumnHa, Ha MeQULNHCKN U3AENUs 1 Ha OMEeTUYHM XpaHu 3a cneunanin MeauUMHCKM Lenu, KakTo U1
Ha NeKkapCcTBEeHU NPOAYKTM 3a 3apaBHUTE AENHOCTU No Y. 82, an. 2, 7. 3 oT 3akoHa 3a 3apaBeTo 3asiBsABaM, 4e
Xenas aa ce npekpatu 3annawaHeto oT H30K no pena Ha HapepbaTta Ha cnegHUTE NPOOYKTU:

(nodnuc u nedam Ha 3asi8umerisi).

[Ipunoxenue Ne 4 kpm 4. 19, an. 1

(M3m. - 1B, 6p. 67 ot 2011 r., npenumno Ipunoxenue Ne 4 kM wi. 14, uzm. - JIB, 6p. 48 ot
2014r.)

SAABNEHUE

(MbSIHO HauMeHOBaHUe Ha rMPou3eoduMerns/ynbIIHOMOWEH npedcmasumeri)
CbC cefjanuiie 1 agpec Ha yrnpasneHue:

(3a ropuduyecko nuuye - MbIIHO HauMeHoB8aHUe Ha ripedcmasumers, cedanuule u adpec Ha yrnpasseHue; 3a
gusuyecko nuye - mpume umeHa, EMH, nocmosineH adpec)
B KQYECTBOTO MY Ha: NPOU3BOANTEN/YMbITHOMOLLEH NpeaCcTaBUTEN
(HessipHOMO ce 3a4yepmasa)
C OOKYMEHT, yOOCTOBEpPSsiBALL, NpeACcTaBUTENHaTa BracrT:

MocouBam cnegHus agpec 3a CbOOLLEHNS U KOHTaKTU:

Appec:



YBAXKAEMU TOCMNOONH/TOCNOXO
YMPABUTEN,

Ha ocHoBaHue un. 19, an. 1 ot Hapen6a Ne 10 ot 2009 r. 3a ycnoBsusTa 1 pefa 3a 3annallaHe Ha NnekapcTBeHn
nNpoaykTh Nno un. 262, an. 6, T. 1 oT 3akoHa 3a nekapcTBEHUTE NPOAYKTU B XyMaHHaTa MeauuuHa, Ha MeanLNHCKN
n3genvs 1 Ha QUETUYHM XpaHu 3a creumanHn MeAULMHCKN Lienn, KakTo U Ha NeKkapCcTBEHM NPOAYKTU 3a 34paBHU
nenHocTtn no un. 82, an. 2, 1. 3 ot 3akoHa 3a 34paBeTo 3asBsABaM, Ye xenad aa ce 3annawat or H30K cnegHute
OXCMU:

OueTnyHuTe XpaHu 3a cneumanHm MeauLMHCKM Lienu Lie ce pa3npocTpaHsaBaT 4O anTekuTe, CKNoYmMnm 4oroBop ¢
H3OK, oT cneaHnTe TbpProBumM Ha e4po:

(HaumMeHogaHuUe Ha nuyemo, npumexasaujo ydocmoeepeHue 3a peaucmpayusi Ha 06eKm 3a mbp208uUsl C XpaHu,
u3dadeHo no peda Ha 3aKkoHa 3a xpaHume)

Mpunaram cnegHUTE JOKYMEHTU:

1. Jeknapauus, 4e cboTBeTHaTa AXCML, oTroBaps Ha ycnosumeTo no yn. 18, an. 3, kato ce noco4ysat
KOHKpeTHUTE 0bLecTBeHn (boHAOBE B CbOTBETHATA AbPXKaBa.

2. [eknapauusa 3a cbrracme OT NOCOYEHMTE ThbProBLUM Ha €Ap0o 3a 4OCTaBka Ha AMETUYHUTE XPaHu 3a cneunanHm
MeOULUMHCKU Lenu (npunazam ce Oeknapayuu om 8CUYKU MOCOYEHU Mbpaosyu Ha edpo).

3. [exknapauus 3a perynspHoO ocurypsiBaHe Ha 3asiBEHUTE ANETUYHU XPaHU 3a CneumnantHy MeguLUHCKA Lenu 3a
nepuoa He No-manbk oT 12 KaneHaapHu Meceua.

4. Konve oT JOKYMEHTH, yaocToBepsaBaLLn U3nckBaHuaTa no yvn. 18, an. 1 (npunarat ce JOKYMEHTM 3a BCAKa
OMeTu4Ha xpaHa 3a cneuunanHy MeavLMHCKA Lenm).

JEE = PO UUPPRPPPINt
(nodnuc u nedam Ha 3asi8umernsi).

ITpunoxxenne Ne 5 xbm 4. 16, ain. 2

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

[Ipunoxenne Ne 6 kbM 4. 16, an. 2

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

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

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



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

(Homo - B, 6p. 67 ot 2011 r., npeaumnino Ipunoxenue Ne 8 xbm wi. 21, an. 2, uzm. - /1B, Op.

48 ot 2014 1., oT™. - [IB, Op. 62 oT 2015 1., B cuma ot 14.08.2015 r.)

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

(Hogo - JIB, 6p. 30 ot 2015 r., npenumno [Ipunoxkenue Ne 8a kbpm wi. 22, an. 11, uzm. - 1B,

op. 62 ot 2015 ., B cuna ot 14.08.2015 1., u3m. - 1B, 6p. 19 o1 2020 1.)

MNPOTOKOJT

Ne 000000000...

Jarta:

|OPI/IFI/IHAJ'I

MpuTtexaTen Ha pa3pelueHne 3a ynotpeba/Heros
yNbNHOMOLLEH NPeACTaBUTEN

Agpec:

MH no 304C/MH no HaunmoHanHoOTO 3aKOHO4ATENCTBO

3a A0cC:

ENK/BYJICTAT:

M.O.J1.

Monyyaten:

HaumoHanHa 34paBHOOCUrypuTesiHa Kaca

Apgpec:

'p. Codoms, yn. Kpnumm Ne 1

ENK/BYJICTAT:

121858220

M.O.J1.

OT:

Jo:

3a nepwuop;

3a nocoueHus neproa AbIKMMaTa KOMMNeHcaums 3a cMeTka Ha npuTexaTens Ha paspelleHue 3a ynotpeba/HeroB ynbriHOMOL
npeacTaBuTEN 3a 3annallaHe Ha oTnycHaTy 1 oTyeTeHn kbM H3OK nekapcTBeHu NpoaykTy Bb3nu3a Ha:

Mpyna (A,

Ne B, B)

NekapcTBeH NpoayKT

OTcTbNKa 3a
euHuua

KonnyectBo

OT1cTbKa of

M3ameHeHue Ha gaHbYHaTa OCHOBa 06LLO:

OAOC craBka:

MN3meHeHune Ha O/1C:

Cyma 3a nnawjaHe:

Cpok 3a
nnaLaHe:

Mo cmeTtka Ha H3OK: BIC: BNBGBGSD, IBAN: BG46 BNBG 9661 3100 1100 01




OcHoBaHue 3a n3gaBaHe:

UneH 236, an. 1 ot Hapea6a Ne 10 ot 2009 r. 3a
ycrnoBusita, peaa, MexaHnsama u KputepumuTe 3a 3ar
oT HauunoHanHaTta 3agpaBHoocurypuTenHa kaca Ha
nekapcTBeHu NPoayKTU, MEANLMHCKN U3OENNA N HE
OVETUYHWN XpaHM 3a crneuunantdi MeguuuHCKU Lenw,
goroBapsHe Ha OTCTbIKU U Bb3CTaHOBABaAHE Ha
npeBuLIEHNTE CPEACTBA NPU NpunaraHe Ha MexaH)
rapaHTupall NnpeaBuaMMOCT Y YCTOMYMBOCT Ha 6o/
H30K

[laTa Ha Bb3HMKBaHE Ha JAHBYHOTO cbbuTne:

MpunoxeHue:

CnpaBka 3a konuyecTtBaTa OT NeKapCTBEHUTE NPOL
€NEeKTPOHEH OTYeT cbrnacHo un. 8, an. 3, sannaret
H3OK npes cboTBETHUSA Nepuoa

3a nputexaTens Ha paspelleHMeTo 3a ynoTpeGa/HeroB ynmbiHOMOLLEH

npegcrasuten:

3a HauunoHanHata 3apaBHOOCUTypUTESTHa Kaca:

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

(Hogo - JIB, 6p. 17 o1 2019 1., u3m. - /IB, 6p. 19 oT 2020 1.)

M3roTBEH OT TTPY .vvvveveiececceee e, IYT oo HATIPY i,
Ha 6a3a AoroBopeHuTe OoTCTbMKM No Yn. 21, an. 1, 1. 4 ot Hapepg6a Ne 10
MPOTOKOIJ
N HaTa:............... OPUTVHAN

Mputexaten Ha
paspeLlleHne 3a
ynoTtpeba/Heros
YyNBbIHOMOLLIEH
npegcraBuTen

Agpec:

MH no 304C/VH no
HaLMOHanHoTo
3aKoHOAATEeNCTBO 3a

40cC:

EVK/BYNCTAT:
M.O.J1.
Monyuaten: HauwnoHarnHa 3gpaBHoocUryputenHa kaca
Appec: p. Codoms, yn. Kpuumm Ne 1
EVK/BYJICTAT: 121858220
M.O.J1.

Or: Jo:
3a nepvog;

3a noco4veHus nepuoa AObipkKMumMmata KOMNeHcauua 3a CMeTKa Ha nputexarenda Ha paspelleHne 3a
yn0TpeGa/HerOB ynbiHOMOLWEH npeacTtaBuTesnl 3a 3anawlaHe Ha OoTnyCHath U OTYEeTEeHU KbM H3O0K

J1eKapCTBEHWU NPOAYKTU Bb3J/1I3a Ha:




Mpyna ABaHCOBO
JlekapctBeH | Konunuect OTcTbnka Cyma 3a
Ne - - OTcTbnKa 3a eguHULa 0BG nnaTteHu 3DABHSBAHE
A B B)| "o - cpeacTea P
MameHeHMe Ha gaHb4YyHaTa ocHoBa o6LWo: 0 0 0
DAC craBka: 20 % 20 % 20 %
M3meHeHune Ha OC: 0 0 0
Cyma Ha
0,00 0,00 0,00
OTCTBIKa:
Cpok 3a
Cyma 3a uspaBHsBaHe: Cyma 3a nnawiaHe:
nnawaxe:

Mo cmeTka Ha H3OK: BIC BNBGBGSD/IBAN BG46 BNBG 9661 3100 1100 01

OcHoBaHue 3a nsgasaHe:

UneH 234, an. 2 ot Hapenba Ne 10 (HapegbaTta no un. 45, an. 9 ot 330)

Jdata Ha Bb3HMKBAHE Ha [AaHbYHOTO

CHBMTUE: e
CnpaBka 3a KonuyecTBaTa OT fIeKapCTBEHUTE MPOAYKTU MO ENNEKTPOHEH OTYET

MpunoxeHue:

cbrnacHo 4n. 8, an. 3, sannartexHn ot H30K npe3 cboTBETHUSA Nepuog,

3a nputexaTensa Ha paspeLLeHneTo 3a

ynoTpe6a/HeroB ynbHOMOLLEH
npeacraeuTen:

3a HauunoHnanHaTa 3ApaBHOOCUTYpUTESIHA Kaca:

ITpunoxxenne Ne 9 xpMm ui. 26, ai. 5

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

MPEOJNTOXKEHNE

(MbSIHO HaUMeHOB8aHUe Ha npumexamersisi Ha pa3peweHuemo 3a yriompeba/ynbiHoMoweH npedcmasumeri)
CbC cefanuiie 1 agpec Ha yrnpasneHue:

(3a ropuduyecko nuuye - NbJIHO HaUMeHoB8aHUe Ha rpedcmasumers, cedanuuie u adpec Ha yrnpasseHue; 3a
¢usuyecko nuye - mpume umeHa, EH, nocmosiHeH adpec)

B KA4eCTBOTO CY Ha: NpUTexaren Ha paspelleHune 3a ynotpeba/ynbnHoOMOLLEeH NpeacTasuTen

(HessipHOmMo ce 3ayepmasa)




C AOKYMEHT, yaoCToBepsiBaLl, NpeacTaBMTenHaTa BracT:
3a cbobLEHNS U KOHTaKTU:

Appec:

YBAXKAEMU TOCMNOONH/TOCNOXO
YIMPABUTEN,

Ha ocHoBaHue un. 45, an. 13 330 npeanaram oTCTbINKa OT CTOMHOCTTA Ha CNeAHUTE NeKapCTBEHM NPOAYKTY 3a
3gpaBHUTE AenHocTM no yn. 82, an. 2, T. 3 oT 3akoHa 3a 3gpaBeTo, NpunaraHn B U3MbIIHEHWE Ha Nporpama

1. - -
(HaumeHosaHue Ha (pasmep Ha npednoxeHama (cmoliHocm, nonyyeHa e pesynmam Ha
JiekapcmeeHusi npodyKm) omcmubrika 8 %) npednoxeHama omcmubIiKka)

PP
KbM HacTosLWwoTo 3asBneHne npunaram:

(nodnuc u nedam Ha 3as8umers).

[Ipunoxenue Ne 10 kM uin. 34, an. 1

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

[Tpunoxxenne Ne 11 kM ui. 36, an. 2

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






