HAPEJBA Ne 10 OT 24 MAPT 2009 I'. 3A YCJIOBUSITA U PEJIA 3A
3AIUIALAHE HA JJEKAPCTBEHU MNPOAYKTH MO YJI. 262, AJL. 6, T. 1 U T.
2 OT 3AKOHA 3A JJEKAPCTBEHUTE ITPOJAYKTH B XYMAHHATA
MEJUIIAHA, HA MEJUIOWHCKHA W3AEJUS U HA TUETUYHU XPAHU! 3A
CNELAAJIHA MEJAULIMHCKH LEJH, KAKTO U HA JEKAPCTBEHU
MPOJIYKTH 3A 3IPABHU JEMHOCTH MO 4JI. 82, AJL. 2, T. 3 OT 3AKOHA
3A 3APABETO (3ATJI. U3M. - 1B, BP. 67 OT 2011 I., U3M. M JIOIL. - /1B, BP. 48
OT 2014 T, IOII. - IB, BP. 62 OT 2015 I'., B CWJIA OT 14.08.2015 T.)

H30a0ena om Munucmepcmeomo Ha 30paseona38anemo

Oo6nu. /[B. 6p.24 om 31 Mapm 20092., uzm. /[B. 6p.34 om 8 Mazii 2009e., uzm. /IB.
op.38 om 22 Mau 2009z., uzm. [B. 6p.40 om 29 Mau 2009e., uzm. /JIB. 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. JIB. 6p.48 om 10 FOnu 2014e., usm. u oon. /[B. 6p.30 om 24
Anpun 20152., usm. u oon. /{B. 6p.62 om 14 Aseycm 2015¢2., uzm. u oon. /[B. op.44 om 10
FOnu 20162.

I'naBa nbpBa.
OB NOJIOKEHUSA

Un. 1. (U3m. - [IB, 6p. 48 ot 2014 r.) C Ta3u Hapeada ce onpenessT:

1. (mom. - IB, 6p. 62 ot 2015 r., B cuna ot 14.08.2015 r.) ycnoBusita U peawT, MO KOUTO
Hanmonannara 3npaBHoocurypurenta kaca (H30K) 3amnamia gexkapcTBeHr NMPOAYKTH 10 4. 262, ai. 6,
T. 1 or 3akoHa 3a JeKapCTBEHUTE NMPOAYKTH B XyMmaHHaTa MmeauuuHa (3JIIIXM) mpennazHaueHu 3a
JIOMAIITHO JIEYEHHUE;

la. (HoBa - /IB, 6p. 62 ot 2015 r., B cuna ot 14.08.2015 r.) ycnoBusTa u peabT, MO KOUTO
H3OK 3amuamia n3BbH CTOWHOCTTAa Ha OKa3BAHUTE MEIULUHCKH YCIYTH JEKapCTBEHU MPOAYKTHU IO UJl.
262, an. 6, 1. 2 3JIIIXM, npuiao)uMu pH JIEYSHUETO Ha 3I0KAYeCTBEHUTE 3a00BaHMs B OOTHUYHATA
MEAUIIMHCKA TTOMOIIL;

2. ycnosuaTra u pensT, no kouro H3OK 3ammama siekapcTBEHM NPOLYKTH 3a 3IPaBHUTE
NeHHOCTH 1o wi. 82, ain. 2, T. 3 ot 3akoHa 3a 3apaseTto (33);

3. (m3m. - IB, 6p. 62 ot 2015 r., B cuna ot 14.08.2015 r.) ycnoBusta u peast, no kouro H30K
3amama MeaunuHeku usgenus (MU), npennHasHaueHu 3a JOMAaIIHO JieyeHHE Ha 3a0oJisgBaHMs,
OIIpEZIEIEHN B CIMCHKA 10 Wi 45, ann. 4 ot 3akoHa 3a 34paBHOTO ocurypsisane (330);

4. ycnoBusiTta u pensT, mo kouto H30K 3ammama MU, npunarann B 60JHUYHATA METUIIMHCKA
IIOMO;

5. (m3m. - [IB, 6p. 62 ot 2015 r., B cuna ot 14.08.2015 r.) ycnoBusita u penst, o kouro H30K
3aruiaia JMeTHYHU XpaHu 3a cnenuanHu meguiuacku nenu (AXCML), npennazHadyeHu 3a JOMAIIHO
JeYeHUe Ha 3a00JIIBaHus, ONIPEJICIICHH B CIIMCHKa 110 1. 45, ain. 4 330;

6. (u3Mm. - J1B, 6p. 62 ot 2015 ., B cuna ot 14.08.2015 r.) ycnoBusATa, KpUTEPUHUTE U PEABT 3
JIOTOBapsiHE HA OTCTHIIKHU 3a JIEKAPCTBEHH MPOJYKTH, BKIIFOUEHHU WX 32 KOUTO € MOJa/IeHO 3asBJICHHE 3a
BiitouBane B [1JIC mo un. 262, an. 6, 1. 2 3JIIIXM, npunoxumu npu JEYEHUETO Ha 3JI0KAYECTBEHUTE
3a0oiaBanng B OoJHMYHATAa MemuImHcKa momom] # 3amiamadd oT H30K w3BBH cTOMHOCTTA Ha
OKa3BaHWUTE MEAULIMHCKH YCIIYTH;

7. (u3m. - JIB, ©p. 62 ot 2015 r., B cuna ot 14.08.2015 r.) kpurepuutre M peabT 3a
pasIpenesHe Ha JOTOBOPEHUTE OTCTHIIKM 32 JIEKaPCTBEHUTE MPOIYKTH 1O wi. 262, an. 6, T. 1 3JIIIXM



Mexay H30K u 3apaBHOOCUTYpEHUTE TUTIA;

8. (m3m. - JIB, 6p. 62 ot 2015 r., B cruta ot 14.08.2015 r.) ycrnoBusTa, KpUTEPUUTE U PEABT, 11O
kouto H3OK mpoBexna 3a1bKUTETHO EHTPAIM3UPAHO JIOTOBApSHE HA OTCTBIKHU 32 JIEKAPCTBEHUTE
MPOAYKTH 3a 3[[paBHUTE ACHHOCTHU 10 wi. 82, an. 2, T. 3 33;

9. (m3m. - 1B, 6p. 62 ot 2015 1., B cuna ot 14.08.2015 r.) ycnoBusaTa, KpUTEpUUTE U PEIBT 32
JIOTOBApsIHE HAa OTCTHIIKU 32 JICKAPCTBEHU MPOTYKTH, BKIIOUEHHU WJIM 32 KOUTO € TTOAa/ICHO 3asiBJICHHUE 32
pxiroyBane B I1JIC o wir. 262, ain. 6, T. 1 3JIITXM.

Ui 2. Hapen6ara nma 3a 11€71 rapaHTUpaHE Ha:

1. mpuHumnure no wi. 5 330;

2. myOIUYHOCT M MPO3PAvYHOCT Ha MPOLEAYypUTE MO 3alljialllaHe Ha JEKApCTBEHUTE MPOIYKTH,
MEIULUHCKUTE U3JEIHS U TUETUYHUTE XPaHU, TOCOYEHH B Y. 1;

3. ycnoBus 3a epeKTUBEH KOHTPOJI IIPH U3Pa3X0ABAHETO HA cpencTBa oT Orompkera Ha H3OK.

Un. 3. (U3wm. - IB, Op. 48 ot 2014 1.) (1) (Jom. - [IB, 6p. 62 ot 2015 r., B cuna ot 14.08.2015
r.) Hanmonannara 31paBHOOCUTYpUTENHA Kaca 3araiia npoayktute no wi. 1, 1. 1, la, 3, 4 u 5 npu
Cria3BaHe Ha CIICAHUTE OOITU YCIIOBHS:

1. (u3m. - IB, 6p. 62 ot 2015 1., B cuna ot 14.08.2015 r.) ga ca npeanucanu ¥ OTIIyCHATH HpU
cnazBaHe Ha pasnopendbure Ha 330, 3JIIIXM, 3MMU, 3akona 3a xpanure (3X) U MOA3AKOHOBUTE
HOPMAaTUBHU aKTOBE I10 TSIXHOTO MPUIIAraHe;

2. J5a ca OTIyCHaTd Ha TEPUTOpPHUATA HA CTpaHaTa 3a JiMIa C HENpeKbCHATH
3/IpaBHOOCUTYPUTETHH MIpaBa.

(2) Haumonanmnata 3ApaBHOOCHUTYpUTEIHA Kaca 3arjiamia MpOIyKTUTE mo wi. 1, T. 2 mpu
Cria3BaHe Ha CIEAHHUTE OOIIN YCIOBHUS:

1. ma ca mpenBUACHH 3a 3paBHUTE ACHHOCTH 1O Wi. 82, ai. 2, T. 3 33;

2. na ca OpeANHCaHHM M TOJy4eHM NpU cha3BaHe Ha pasmnopendute Ha 330, 3JIIXM,
MMOJA3aKOHOBUTE HOPMATHUBHU aKTOBE MO TSIXHOTO TMpUJIAraHe, KaKTO W Ha CHOTBETHUTE HAI[MOHAIIHU,
PETHOHAHU U OOIIMHCKH 3/IpaBHU MPOTPaMU;

3. ma ca OTHyCHaTH Ha TEPUTOPHATA Ha CTpaHaTa 3a JIMIA, MOCOYEHH B CHOTBETHHUTE
HAI[MOHATIHYU, PETHOHAIHU U OOIIMHCKH 3/IpaBHU MPOTPaMU U B CPOKA HA TAXHOTO JICHCTBUE.

(3) 3annamanero Ha nekapctBenute npoaykta, MU u JIXCMI] ce u3pbpiiBa mpu cria3BaHe Ha
3akoHa 3a O0roukera Ha H30K 3a choTBeTHATa roguHa.

I'naBa BTOpA.
YCJIOBUSA U PEJ 3A SAIIVIAIIAHE HA JIEKAPCTBEHU ITPOAYKTHU

Paszgea L.
YcaoBus U pej 3a 3alJIallaHe HA JIeKAPCTBEHHM MPOAYKTH 1o 4. 262, ai. 6, 1. 1 3JIIIXM (Hos -
B, op. 48 ot 2014 1.)

Un. 4. (dom. - JIB, 6p. 48 ot 2014 r., u3m. - [IB, 6p. 62 ot 2015 1., B cuna ot 14.08.2015 r.)
Hanuonannata 37paBHOOCHTYPHUTENIHA Kaca 3alulallla 3a JIEKAPCTBCHHW TMPOJYKTH, BKJIIOYCHH B
no3utuBHUsA JekapcTBeH cnuchk (IIJIC) mo un. 262, an. 6, T. 1 3JIIIXM u npenHazHayeHH 3a JOMAIITHO
JieyeHre Ha 3a00JIABaHMs, ONpeAeeHd B cnucbka mo wi. 45, an. 4 330, cien nonydaBaHe Ha MHCMEHO
3asBJICHUE OT MIPUTEKATES HAa pa3peIIeHHeTo 3a ynorpeda Wild HEroB YITbIHOMOIIEH MPEACTaBUTEN, Ye
)KeJae CHhOTBETHHMAT JIEKAPCTBEH IPOAYKT Ja Ce 3alulalla 110 pefa Ha Ta3W Hapeada ChIJIACHO




npuiioxkenue Ne 1.

Ui 4a. (Hos - JIB, 6p. 9 ot 2010 r., B cmma ot 02.02.2010 r., u3Mm. - JIB, 6p. 48 ot 2014 r.(*))
(1) Hammonamnara 3apaBHOOCHTYpPUTENIHA Kaca aHaIM3Upa W 0000IaBa Ha JIBAHAJICCETMECEYHH
nepuoau uHbopManuaTa 3a JIEKapCTBEHH MNPOAYKTH C MEXKIYHAPOJIHO HENAaTeHTHO HAaWMEHOBAaHHE
(INN), Bxiroueno B IJIC mo wi. 262, an. 6, . 1 3JIIIXM, 3a KoeTo 0 MOMEHTA HE € 3arJiamiaia, u €
MO/IaJICHO 3asiBJIEHUE 0 WiI. 4 10 24-TO YKHCIIO HA JBAHA/IECETHUsI MeCell.

(2) HammonannaTta 31paBHOOCHUTYPUTENIHA Kaca aHanu3upa u obobmiaBa kbM 1-Bo miu 16-0
YHCIIO OT ChOTBETHHS KaJICHIapeH Mecel] HHpopMaIusTa 3a JiekapcTBeHH NpoayKTu ¢ INN, BKIIOUEHO B
IIJIC mo un. 262, an. 6, T. 1 3JIIIXM, 3a koeTo 3a1iiaiia, ¥ € NoJaJieHo 3asiBJIEHHE 10 Wi. 4 HE IO-KbCHO
0T 24-10 yKcio Ha mpenxoaHus win 10-o0 yuciio Ha ChOTBETHHUS KaJIeHAAPEH Mecell.

(3) Amuues 1 ce mpunara W 3a KOMOMHHMpAHM JIEKAPCTBEHU TPOIYKTHU, INPH KOUTO
koMmOuHanmsTa chabpxka INN, Bximrouero B I[TJIC mo . 262, an. 6, 1. 1 3JIIIXM, 3a koeTo 70 MOMEHTa
H3O0K =e e 3amnamana.

(4) Anunes 2 ce mpwiara U 3a KOMOMHHUpaHHM JIEKapCTBEHHM MpoAykTu, mpu kouto H3O0K
3arutama 3a Bcuuku INN, cbabpkammm ce B komOuHanuara u Bkiatodenu B [1JIC mo un. 262, an. 6, T. 1
3JIIIXM.

(5) Hanmonanuaarta 3{paBHOOCUTYPUTETHA Kaca aHaIu3upa U 0000111aBa Ha IBaHAIECETMECCUHU
nepuoau uHopmanusTa 3a JeKapcTBeHU MpoAykTH, 3a kouto B IIJIC mo um. 262, an. 6, 1. 1 3JIIIXM
MMa BKJIIOYEHH pasliupeHu nokasanus u auarnosu (MKb-konose).

(6) (dom. - B, Op. 44 or 2016 r., B cuma ot 10.06.2016 r.) Hamuonamnara
3JIPaBHOOCUTYPUTETHA Kaca aHAIM3Upa ¥ 0000IMIaBa HA JBAHAJICCETMECECYHH TEPUOIN HH(POPMAIHITA
3a INN, 3a xouto B IIJIC mo um. 262, an. 6, . 1 3JIIIXM uma moBuiraBaHe Ha HUBOTO Ha 3alljlalllaHe, C
n3KimodeHue Ha uHdopmanusra 3a INN no ain. 7.

(7) (HoBa - 1B, Op. 44 or 2016 r., B cuma or 10.06.2016 r.) Haumonamnara
3IPaBHOOCUTYPHUTEIIHA Kaca aHailu3upa W o0000maBa KbM 1-BO miu 16-0 YHCIO OT CHOTBETHUSA
KaneHaapeH Mecen uHdopmanusTta 3a INN 3a nedeHue Ha 3a0omsiBaHe, CHAAall0 KbM HSIKOM OT
knacoseTe Oojectu ot I kimac go ximac XVII Bxmrountenrno no MKbB 10, kouTo 3aeMaT BOAEIIO MSCTO
(TbpBUTE IIECT MECTA) B CTPYKTypaTa Ha CMBPTHOCTTA MO MPUYHMHU 32 YMUPAHUS UM B CTPYKTypaTa Ha
XOCTIUTAIM3UPAHATa 3a00JIEBAEMOCT, WM B CTPYKTypaTa Ha MbPBUYHO HHBAIUAU3UPAHUTE JIHIA B
PenyOnuka bearapus 3a nocnegnute Tpu roguH, 3a kKouto B [UJIC mo un. 262, an. 6, T. 1 3JIIIXM uma
MOBUIIIEHO HMBO HA 3arulalliaHe.

Un. 5. (U3wm. - 1B, 6p. 67 ot 2011 r., u3m. - JIB, 6p. 49 ot 2012 r., u3m. - JIB, 6p. 48 ot 2014
r.) KbM 3asBIeHHETO 10 WI. 4 ce mpriiara KOmue OT BIISI3IOTO B CHJIa pelieHre Ha HarmoHamHus chBeT
IO 1IEHU U peuMOypcHpaHe Ha JTEKapCTBEHUTE MPOAYKTH.

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

1. na nepunupa H30K kox 3a Bceku JIeKapcTBEH NPOIYKT;

2. (ot™. - [IB, 6p. 67 o 2011 1.)

3. (m3m. - [IB, 6p. 48 o1 2014 r.) na nase yka3aHus OTHOCHO pejia 3a MPEANKUCBaHe U OTITyCKaHe
Ha JIEKapCTBEHUS MPOAYKT, CbOOpa3eHH ¢ AelicTBalaTa HOpMaTUBHA ypeaoa;

4. na U3rOTBHU CHOTBETHUTE €NIEKTPOHHM (POPMATH 3a U3MBIHUTEINTE Ha MEIUIIUHCKA TIOMOL U
3a JuIaTa mno 4i. 7.

(2) (Hom. - IB, 6p. 9 ot 2010 1., B cuna ot 02.02.2010 r., u3m. - IIB, 6p. 67 ot 2011 1., u3m. -
1B, 6p. 49 or 2012 r., w3m. - JIB, Op. 48 ot 2014 r. (*)) Uudopmanuara mo am. 1 OTHOCHO



JIEKapCTBEHHUTE MPOAYKTH 10 Wi. 4a, an. 1, 3, 5 u 6 ce mybnukyBa Ha uHTEepHET cTpanuiiata Ha H30K B
CPOK J10 25-0 4KCJIO HA IBAaHAJECETUS MECEIL.

(3) (HoBa - B, 6p. 67 or 2011 r.,, wam. - JIB, Op. 48 or 2014 r.) Hammonamnara
3/IpaBHOOCUTYpUTEIHA Kaca MyOnuKyBa KbM 13-0 miau 27-0 4UCIIO OT ChOTBETHHS KaJeHIapeH Mecell
uHpopManuATa 1o aj. | OTHOCHO JIGKAPCTBEHUTE MPOAYKTH 110 Wi. 4a, a. 2 u 4.

Ui 6a. (Hos - IB, 6p. 9 ot 2010 1., B cuta ot 02.02.2010 r., u3m. - IB, O6p. 67 ot 2011 r., u3m.
- IIB, Op. 48 ot 2014 r.(*)) (1) Haumonannara 3apaBHOOCUTYPHUTENIHA Kaca 3arjalia 3a JEKapCTBECHUTE
MPOAYKTH 1O 4. 4a, ant. 1, 3 U 5, KakTO ¥ MOBUIIIEHOTO HMBO Ha 3aIuianiaHe 1o wi. 4a, aja. 6, CA4uTaHo OT
1-Bo umcIIO HA Mecela, Clie/IBAlll U3THYAHETO Ha JIBaHAIECETMECEUHHUS TIEPUO/I.

(2) (U3m. u gom. - JIB, Op. 44 ot 2016 r., B cmwia or 10.06.2016 r.) Hamumonainara
3IpaBHOOCUTYPHUTEIIHA Kaca 3aruialla 3a JIEKapCTBEHUTE NMPOAYKTH mo wi. 4a, an. 2, 4 u 7, CUATaHO OT
1-Bo miam 16-0 4nci0 Ha CHOTBETHHS KaJCHAAPEH MECEIl, B 3aBHCHMOCT OT jJaTaTa Ha IO0JIaBaHE Ha
3asBJICHUETO.

Ui 66. (Hos - JIB, 6p. 9 or 2010 r., B cuna ot 02.02.2010 r.) (1) (M3m. - [IB, 6p. 67 ot 2011 r.,
u3M. - [IB, 6p. 49 ot 2012 r., u3m. - [IB, 6p. 48 ot 2014 r.) JlekapcTBEHUTE MPOITYKTH CE€ BKIIOYBAT B
obobOmenata uH(pOpManMs MO wWi. 4a B paMKUTE HAa CHOTBETHHUS IEPUOJ, B KOWTO € IMOJaJICHO
3asIBJICHUETO.

(2) JlekapcTBeHUTE MPOAYKTH IO TpeaxoaHaTa anuHes ce 3amtamar ot H30K mo pena Ha .
6a.

UYn. 7. (1) 3a ornyckane Ha mpoxayktute no 4i. 1, T. 1 H30K cxitouBa jnorosopu ¢ nuna,
MOJIYYMJIM paspernienue no wi. 229, an. 2 3JIIIXM 3a Teprous Ha IpeOHO C JEKapCTBEHU MPOTYKTH.

(2) B cmyyaute, KOraTo JMLETO, MOJTYYNUIO Pa3pelIeHue 3a ThProBHsl Ha APEOHO ¢ JeKapCTBEHU
MIPOAYKTH, ¥ PHKOBOJIUTENSAT HA aNTeKaTa He ChBIAJAT, JOTOBOPHT C€ ChIVIACYBa U OT PHKOBOJAUTEIS HA
afnrTekara.

(3) (U3m. - [IB, 6p. 67 ot 2011 r., u3m. - IB, Op. 49 ot 2012 1., m3m. - JIB, Op. 48 ot 2014 1.)
Jlorosopute mno ain. 1 ce ckmousaT upe3 aupekropa Ha P30K, Ha uusaTo Teputopus e anrtekara, npu
YCJIOBHS U TIO peJl, YCTAHOBEHHU B CHOTBETCTBHUE ¢ Wi. 45, an. 15 330.

Un. 8. (U3wm. - JIB, 6p. 67 ot 2011 r.) (1) (U3m. - [IB, Op. 49 ot 2012 r., u3m. - /IB, Op. 48 ot
2014 r.) HanmonanHata 3paBHOOCUTYpHUTENIHA Kaca 3aIuiallla Ha JuiaTa mo 4ji. 7, ain. 1 cTolHOCTTa Ha
JIeKapCTBEHMS MPOAYKT, ONpeieNieHa chriaacHo wi. 55 ot Hapenbara 3a ycinoBusita, mpaBujaTa u pea 3a
peryiaupaHe U perucTpupaHe Ha LEHUTE Ha JISKapCTBEHUTE NPOAYKTH, npuera ¢ [loctanoBnenue Ne 97
Ha Munucrepckus cbpBeT oT 2013 r. ([IB, 6p. 40 oT 2013 1.).

(2) (U3wm. - JIB, 6p. 48 ot 2014 1., oT™. - [IB, Op. 62 oT 2015 1., B cruta ot 14.08.2015 1.)

(3) HammonannaTta 31paBHOOCHUTYpUTENHA Kaca 3alulalla Ha Jjumara mo wi. 7, aid. 1 3a
OTIIyCHaTH OT TSAX JIEKapCTBEHUW NPOAYKTU CJIeJ] TMPEACTaBIHE Ha EJEKTPOHEH OTYeT, H3rOTBEH
cb0oOpa3Ho eNeKTPOHHUS (popMaT, MyOIMKyBaH Ha HHTepHeT cTpanuiara Ha H30K.

(4) OtnycHaTtuTe U OTYETEHH JIEKapCTBEHM MPOayKTH ce 3amnamar ot H30K npu ycnoBus u no
pel, onpeseneH: B Ta3u Hapen0a U CKIIOUEHHUTE J0TOBOPH 110 wi. 7, ai. 1.

(5) (B cuta ot 01.01.2012 r.) HarmmonaiiHata 3jpaBHOOCHTYPHUTEIIHA Kaca 3aruiaia Ha JIniaTa
no 4i. 7, ain. 1 mo 2 JB. 3a BCsIKA OTUETEHA pelenTypHa OJaHKa ¢ MPeaNHCcaHu JeKapCTBEHU MPOIYKTH,
4YreTOo HUBO Ha 3aruiamane € 100 Ha cro.
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(6) (U3m. - IB, Op. 48 ot 2014 r.) HarmonanHaTa 31paBHOOCUTYPUTEINIHA Kaca 3arJjama CyMHUTe
mo air. 1 m 5 B cpok 1o 30 kajeHAApHU JHU CUYMTAHO OT JaTaTa Ha TMPEACTaBSIHE HAa HEOOXOIUMHTE
JTOKYMEHTH.

(7) (Homa - 1B, 6p. 48 ot 2014 r., ot™. - JIB, Op. 62 ot 2015 ., B cuna ot 14.08.2015 r.)

Un. 9. (M3m. - JIB, Op. 67 ot 2011 1.) (1) [Iputexkarenar Ha paspenieHueTo 3a ynorpedba Ha
JaJIeH JIEKapCTBEH MPOAYKT UM HETOB YII'BJIHOMOLIEH npeacTaButen nucMeno ysegomsisa H30K mpu:

1. M3KITFOYBaHE HA JIGKAPCTBEHUS MPOAYKT OT [103UTHBHUS JI€KApCTBEH CITUCHK;

2. mpoMsiHa B HUBOTO Ha 3aIulalllaHe W/WIK CTOMHOCTTA Ha JIEKapCTBEHUS MPOJIYKT, 3arliamiaHa
ot H30K;

3. mpekparsBaHe/OTHEMaHE Ha Pa3pelIeHUETOo 3a yIoTpeda Ha JeKapCTBEHUS IPOIYKT;

4. npyru 00CTOSTEIICTBA, CBBP3aHH C U3ITBIHCHUETO HA JOTOBOPHUTE IO Wi. 7, ai. 1.

(2) CpoxsbT 3a yBeoMsIBaHE 110 al. 1 € 10 5 1HU OT:

1. (u3m. - IB, 6p. 49 ot 2012 1., u3m. - IB, Op. 48 ot 2014 r.) BIM3aHe B CHiIa HA PEIICHUETO
Ha HanmoHanmHus chBET MO LIEHU U peuMOypCUpaHe Ha JIEKapCTBEHUTE MPOIYKTH - B CIy4auTe 1o ai. 1,
T. 1 m2;

2. HaCThIIBaHE Ha CHOTBETHOTO OOCTOSITEIICTBO - B CllydauTe o ai. 1, T. 3 u 4.

(3) Undopmarnusra mo ain. 1 ce myonukyBa Ha uHTepHET ctpanunara Ha H30K.

(4) (U3wm. - 1B, 6p. 49 ot 2012 r., u3m. - /IB, 6p. 48 ot 2014 r.) B cnyuaute Ha an. 1, 1. 1 u 2
MIPUTEKATEIAT HA Pa3pelIeHUEeTo 3a yrnoTpeda MM HETOB YIIBJIIHOMOIIEH MPEICTABUTEN MPEACTABs B
H30K 3aBepeHo komue Ha pemnieHnero Ha HanuoHamHus chbBET MO IIEHHM U peuMOypcupaHe Ha
JIEKaPCTBCHHUTE TTPOTYKTH.

(5) Ilpu wum3kiouBaHe Ha JIEKAPCTBEHHS MPOAYKT OT [lO3UTHUBHUS JIeKapCTBEH CIHCHK B
3aBHCUMOCT OT JaraTa Ha MPEJCTaBsIHE Ha PEHICHUETO 1o aj. 4 - no/cnen 15-o yucno Ha mecena, H30K
MPEYCTAaHOBSIBA 3aIlJIAllIaHETO HAa CBHOTBETHHUSA JIEKAPCTBEH MPOAYKT OT 16-0 4YHMCIO OT TEKyLIus
KaJICHJIapEH MECEeI] WK OT 1-BO YKCIIO Ha CieABaIINs KaJeHIapEeH MECEIl.

Y. 9a. (Hos - [IB, 6p. 67 ot 2011 r.) (1) IIpuTexxaTensaT Ha pa3pelieHHeTo 3a yrnorpeda uiu
HETOB YIBJIHOMOIIEH TmpencTaBuren Moke na momane B H3OK mmcMeHO 3asBIeHHE CBITIACHO
npunoxenue Ne 3, e xemnae Jja ce IpeKpaTH 3alUIallaHeToO Ha ChOTBETHUS JIEKapPCTBEH MPOIYKT IO pelia
Ha Ta3u Hapenoa.

(2) B 3aBucuMoOcCT OT AaTaTa Ha IojJaBaHe Ha 3asBJIEHUETO Mo an. 1 - no/cnex 15-o yncno Ha
kanengapuus mecen, H30K npeycraHoBsiBa 3amamaHeTo Ha CbOTBETHUS JIEKAPCTBEH MPOIYKT OT 1-BO
WM oT 16-0 4ncio Ha clieABalMs KaJleHIapeH Mecell.

(3) (U3m. - 1B, Op. 49 ot 2012 r., u3m. - [IB, Op. 48 ot 2014 r.) B ciyyaute no an. 1 H30K B
S-7IHEBEH CPOK OT I10/IaBaHE Ha 3asBJICHUETO OIMOBECTsBAa MH(OpPMAIMATA, TOCOUYEHA B 3asBICHUETO, Ha
MHTEPHET CTpaHWIaTa CH M MPaBH MOTHBHUPAHO NMHUCMEHO NpeIiokeHne 10 HammoHamHus ChBET 1O
LIEHH U peuMOypcUpaHe Ha JEKapCTBEHHUTE MPOAYKTH 3a M3KIIOUBAHE HA JIEKApCTBEHUS MPOAYKT OT
IJIC.

Yn. 96. (Hos - /IB, 6p. 62 ot 2015 r., B cuna ot 14.08.2015 r.) JIekapcTBEeHUTE MPOIAYKTH 10
. 45, ain. 10 330, 3a KouTo HE ca JOTOBOPEHH OTCTBIIKH IO Pe/Ia Ha Ta3u Hapeada, He Ce 3arianaTr OT
H30K.

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

(2) (HoBa - 1B, 6p. 9 ot 2010 1., B cuna ot 02.02.2010 r., ot™. - JIB, 6p. 48 or 2014 1.)

(3) (ITIpeaumrna an. 2 - 1B, 6p. 9 ot 2010 r., B cuna ot 02.02.2010 1., u3m. - /IB, 6p. 67 ot 2011
r., m3M. - [IB, 6p. 49 ot 2012 r., oT™. - /IB, 6p. 48 oT 2014 1.)
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(4) (Ipemaumna an. 3, u3Mm. - /1B, 6p. 9 ot 2010 ., B cuna ot 02.02.2010 r., mom. - JIB, 6p. 67 ot
2011 r., m3Mm. u gom. - [IB, Op. 48 ot 2014 r.) IIpu u3kmrouBane Ha jgekapcTBeH MpoaykT ot [JIC wim
otnagane Ha ko 1o MKbB u B ciiydyaute 1o wi. 9a, an. 1 u3nageHuTe perenTy ce U3IbIHABAT OT JIMIaTa
no wi. 7 u ce 3amnamar or H30K B cpok 110 15 nHM OT narara Ha BIM3aHE B CUJIa HA MIPOMEHUTE, CIE
KOETO CITy»eOHO ce aHyIupar o peaa Ha Hapenoara mo wi. 221 3JITIXM.

(5) (IIpenumna an. 4, usMm. - JIB, 6p. 9 or 2010 1., B crta ot 02.02.2010 r., m3m. - JIB, Op. 48 ot
2014 r.) IIpu nactenuau npomenn H30K yBenoMsiBa U3IIBJIHUTENNTE HA MEUIIMHCKA TOMOL] U JIMLIATa
0 Wi. 7 TIPU YCJIOBUSA U IO PEJI, OTPECNICHU B CKIIOYEHUTE JOTOBOPH.

Pazpgea I1.
YcaoBus M pea 3a 3amianiaHe Ha JeKapCTBEHU MPOAYKTH 32 3IPaBHM JIeifHOCTH 1O wi. 82, aJ. 2,
T. 3 ot 3akoHna 3a 3apasero (Hos - /IB, Oop. 48 or 2014 1.)

Un. 10a. (Hos - JIB, Op. 48 or 2014 r.) (1) Hamumonamnara 3apaBHOOCHUTYpUTEIHA Kaca
3amjama 3a JIeKapCTBEHW NPOAYKTH, HEOOXOAMMM 3a U3MBIHEHHE Ha 3ApaBHU JEWHOCTH IIO
HallMOHATHU, PETUOHAIIHUA WM OOIIMHCKY 3[IpaBHU Mporpamu 1o 4. 82, an. 2, 1. 3 33 cnej nojsy4yaBaHe
HAa 3asiBJICHHE OT MPUTEXKATells Ha pa3pelIeHueTo 3a ynorpeda Uiid HEroB YII'BJIHOMOIIEH MPeICTaBUTEN
chINIacHO Tpriiokenue Ne 3a, 4ye kenae ChOTBETHHAT JIGKAPCTBEH MPOJYKT Ja Ce 3arvialia 1Mo peaa Ha
Ta3u Hapeaoa.

(2) KM 3agBieHueTo no ain. | 3asBUTENST mpuiara KONUE OT BISA3JIO B CUJIa pElICHHE Ha
Hammonanuusi cpBeT MO LIEHW W pPEeUMOypCHUpaHe Ha JIEKapCTBEHUTE MPOIYKTH 3a CHOTBETHHUTE
JICKApCTBEHH TIPOJIYKTH, JOKYMEHT, YAOCTOBEpSBAll NpEACTaBUTENHATA MY BIAacT, W CIUCHK Ha
MIPUTEKATENIUTE Ha pa3pelieHre 3a ThProBHUs HA €IpO C JIEKAPCTBEHU MPOAYKTH, KOUTO IIIE TOCTABST
JIEKapCTBEHHUTE TIPOTYKTH.

Y. 106. (Hos - /IB, 6p. 48 ot 2014 1.) (1) 3a Bceku neKapCTBEH MPOIYKT, 32 KOUTO € MOAaIEHO
3asBieHue no wi. 10a, an. 1, H30K ckirouBa goroBop ¢ mpuTeXaTels Ha pa3pelieHueTo 3a ynoTpeda
WIA HErOBUSl YIIBJIHOMOIIEH MPEICTaBUTE] MU C IOCOUYEHUTE B 3asABICHUETO MpPUTEXKATENIHU Ha
paspelieHre 3a ThProBus Ha epo C JICKAPCTBEHU MPOIYKTH, B KOWTO C€ TIOCOYBAT:

1. noroBopeHara 1o peja Ha Ta3u Hapeaba OTCTBIIKA OT I[eHaTa Ha JeKapCTBEHUs MPOAYKT (aKo
TakaBa € JOroBopeHa) u croiHocTTa, koaro H30K mie 3amnamia B pe3yaTaTr Ha JOroBOpeHaTa OTCTHIIKA
3a ChbOTBETHATA KaJIeH/1apHa TO/IMHA;

2. yCIOBHSITA M PEIbT 3a pa3MpOCTPAHEHHWE M JIOCTaBSIHE Ha JIEKAPCTBEHHUS MPOAYKT [0
JeuyeOHUTE 3aBe/IeHHS;

3. HAYUHBT HA OTYUTAHE HA JOCTABEHUTE KOJMUYECTBA OT JICKAPCTBEHHS MTPOIYKT;

4. mpenocTaBsiHe HAa MH(OpPMAIU MEXy CTPAHUTE;

5. ycnoBusita u peast 3a 3amtanane o H30K Ha nekapcTBeHHTE IPOAYKTH B CHOTBETCTBHE C
Tas3u Hapenoa;

6. IpyTH YCIIOBHSL.

(2) HoroBopute 1o ajn. 1 ce CKiI0OYBAT 3a CPOK JI0 €1HA FOJUHA M BIM3aT B CUJa OT JlaTraTa Ha
MOJITMCBAHETO UM HJIH OT JIpyTa OIpe/esieHa OT CTpaHUTE Jara.

(3) Ilpu mpomsiHa Ha MpUTEXATENs/UTE HA pa3pelleHue 3a ThProBUS Ha €lpo C JEKapCTBEHU
MPOAYKTH C€ TIOANKCBA JOIBITHUTEIHO CIIOpa3yMEHHE KbM JIOTOBOPA.

Yn. 10B. (Hos - IB, 6p. 48 ot 2014 r.) JIekapcTBeHHUTE MPOAYKTH 3a 3[paBHUTE AEHHOCTH IO
1. 82, an. 2, T. 3 33, 3a KOUTO ca CKIrOYEHU JoroBopH 1o wi. 100, an. 1, ce ocurypsiBaT U JOCTaBAT J0



nedeOHUTE 3aBeJICHUS 32 N3BBLHOOTHIYHA oMo, ckiatounin 1oroBop ¢ H30K, cerimacHo 4. 209a, an.
1, T. 5 3JIIIXM.

Un. 10r. (HoB - B, Op. 48 or 2014 r.) (1) Hamumonannara 3apaBHOOCHUTYpUTEIHA Kaca
IIPEJOCTaBsl Ha BCEKH IPUTEKATeNl Ha pa3pellieHUe 3a ThPrOBUS Ha €pO C JIEKAPCTBEHU INPOIYKTH
o0o0IeHa crpaBka 3a JOCTaBEHHUTE OT HEro, MPUJIOXKEHH U OTYETEHH OT JIeUeOHHWTE 3aBEeIEHUS
JIEKapCTBEHU MPOAYKTH Ipe3 NpeAXoIHHs KaleHnapeH mecel. CrnpaBkara ce IPEIoCTaBs B CPOK 0
20-0 ync0 Ha Mecela M ChAbp)Ka: JICUCOHUTE 3aBEACHUS 3a MMbPBHYHA M3BHHOOIHUYHA MEIUIUHCKA
[IOMOILl, Ha KOUTO Ca JOCTaBEHU JICKApCTBEHUTE NPOAYKTH; JlaTa Ha IpUJIaraHe Ha JIEKapCTBEHUTE
MPOAYKTH U HOMEp Ha aMOyJIaTOPHUTE JIMCTOBE, B KOMTO € BITUCAHO MPHJIATaHETO.

(2) IIpurexarenar Ha pa3pelleHre 3a ThProBUs Ha €ApO C JIEKAPCTBEHU NMPOIYKTU IPEACTaBs
Ha H30K ¢akrypa u crnenuduxanus 3a J0CTaBEHUTE OT HETO W MPHJIOKEHH JIEKAPCTBEHU MPOIAYKTH
1pe3 NpEeaXOoJHHS KaJleHIapeH Mecell B ChOTBETCTBHE € IPEAOCTaBeHaTa My CIpaBKa Io aj. 1 B CpoK A0
25-0 4uCIlo Ha Mecena.

(3) KM nokymenTuTe mo aji. 2 ce mpuwiaraT ¥ IpUEeMaTeHO-IpeJaBaTeIHUTE MPOTOKOIH
MEXy JIeueOHHUTE 3aBEACHUS W MPUTEKATEIUTE HAa pa3pelIeHre 3a ThPTOBUS HA €IPO C JIEKapCTBEHU
IIPOAYKTH 3a IOCTAaBEHUTE JIEKAPCTBEHU IPOAYKTH, IPUIPYKEHH ChC cepTU(HUKAT 32 OCBOOOXKJaBaHE Ha
CbOTBETHUTE MapTUAM, U3aZeH oT M3mbiaHUTENHAaTa areHIus 1o JeKapcTBara chriacHo wi. 69, an. 4
3JIIIXM, unu ¢ yBeqoMieHue oT M3mbiaHUTENHATa areHLus 110 JIeKapcTBaTa, 4e ChbOTBETHATAa MapTUaa
MOXe Ja ObJie MycHaTa Ha Iaszapa, U3JaZeHo cbriaacHo wi. 4, an. 2 ot Hapen6a Ne 35 ot 2007 1. 3a
YCJIOBHSATA, pe/la U U3UCKBAHUATA KbM JOKYMEHTALMATA 33 N3/laBaHe Ha CepTHU(UKAT 3a OCBOOOXkK1aBaHE
Ha napTuja JeKapcTBEH NpoaAyKT oT M3nbiaHuTenHara areHuus no jekapersata (B, op. 71 ot 2007 r.).

(4) HarmonanHata 3/ipaBHOOCUTYpUTEIIHA Kaca 3aIulallia IPUI0KEHNUTE JIEKAPCTBEHHU MPOTYKTH
mo ai. | Ha mpUTek)aTeNs Ha pa3pelieHue 3a ThProBUs Ha €pO C JIEKAPCTBEHHU MPOAYKTH B CpOK 110 30-0
YHCII0 Ha Mecella, ClIe/IBalll OTYETHUS Mecell, Ipe3 KOHUTO ca MPHUIIOKEHH JIEKAPCTBEHUTE MPOIYKTH.

Yn. 10a. (Hos - IB, 6p. 62 ot 2015 r., B cuna ot 14.08.2015 r.) JlekapcTBeHUTE MPOIYKTH O
yi1. 45, an. 13 330, 3a KOUTO He ca JOTOBOPEHH OTCTHIIKHU IO pefia Ha Ta3u Hapeada, He ce 3aruiamar oT
H3O0K.

Pa3pea I11.

Ycii0BuUs 4 peq 3a 3alJIalllaHe U3BBH CTOIHOCTTA HA MEIUIIMHCKUTE YCIYTH HA JIEKAPCTBEHH
NMPOAYKTH 10 4. 262, aj. 6, T. 2 3JIIIXM, npu/io;kumMu Npu Jie4eHHUETO HA 3J10KaAYeCTBEeHH
3a0ossiBaHMs B 00JJHUYHATA MeaunuHcka nomoiy (Hos - /IB, 6p. 62 ot 2015 r., B cuJjia ot

14.08.2015 r.)

Un. 10e. (HoB - 1B, 6p. 62 or 2015 r., B cuma ot 14.08.2015 r.) (1) Hamumonamnara
3IpaBHOOCUTYPUTEIHA Kaca 3aljaiia Mo pela Ha Ta3u Hapeada W3BBbH CTOMHOCTTa HAa OKa3BaHUTE
MEIHIMHCKU YCIyTH JiekapcTBeHU npoayktu oT IIJIC mo wn. 262, an. 6, 1. 2 3JIIIXM, BkiItoYeHH B
MakeTa, onpeaeneH ¢ Hapeadara mo wi. 45, an. 2 330, NpuiloKUMHU MIPH JICYCHUETO Ha 3TI0KAYECTBECHHUTE
3a00JIsIBaHMs, 3aIUIalliaHy B OOJHUYHATA MEAUIIMHCKA [TOMOIII.

(2) JlexapcTBeHHTE IPOAYKTH MO all. 1 ce 3amjamar ciej mojiyyaBaHe Ha MUCMEHO 3asiBICHUE
OT TIPUTEXATENsI Ha pa3pelieHUuEeTo 3a yrnoTpeda WM HEroB YI'BIHOMOIIEH MPEICTAaBHUTEIN, Y€ >Keae
CHOTBETHUST JIEKAPCTBEH MPOIYKT Jia Ce 3aIuiailia 1o peaa Ha Ta3w Hapenda ChriacHO mpuiiokeHue No
la.

(3) KpM 3asgBienwero mo ajl. 2 ce OpWiara KOMHE OT BISA3JIOTO B CHJIa pEIICHHE Ha
HanmonanHus chBeT 10 IEHW U peuMOypcrpaHe Ha JICKaPCTBEHUTE TTPOTYKTH.



(4) ITpu nocrrnBane Ha 3asBineHuero no aji. 2 H30K ce 3agpmxkana:

1. na nedpmuupa H30K kop 3a BCEKH JI€KapCTBEH MPOIYKT;

2. na naje yKazaHusi OTHOCHO MPEANUCBAHETO U OTIHYCKAHETO Ha JICKAPCTBEHUTE MPOAYKTH
CbOOpPa3HO TEpaneBTUUYHUTE CXEMHU 3a JICYEHUE, YCTAaHOBEHH B HAIIMOHAIHHUS DPAMKOB JOTOBOP 3a
MEAUIMHCKUTE JeiiHoCcTH 1o wi. 53, an. 1 330 u nmelicTBaniara HopMaTUBHA ypenoa;

3. Ia U3TOTBU CHOTBETHUTE €JIEKTPOHHU (OopMaTH 3a JIMIaTa, Ha KOUTO 3aralia.

(5) B cpok 1o eawH Mecel OT U3rOTBsHE Ha HH(popManusTa 1mo ajn. 4 ceiara ce myoauKyBa Ha
uHTepHeT crpanunara Ha H30K.

(6) 3amnamanero Ha BkitoueHuTe npe3 rogunara B [LJIC mo wi 262, an. 6, 1. 2 3JIIIXM
JIEKapCTBEHU MPOAYKTH C HOBU MEXKJIYHAPOJIHU HEMATCHTHH HAUMEHOBAHUS 1O all. | U HOBU MOKa3aHUS
Ha ChIBPKALIUTE CE B CMHUCHKA JIEKAPCTBEHU MPOAYKTH IO MEXKIYHAPOIHO HEMATEHTHO HAMMEHOBAHHUE,
KOUTO HE ca 3aIlIalllaHy, 3ao4yBa OT HauajioTo Ha cle[BallaTa KajleHAapHa ToA1Ha.

(7) CnuchbKbT € JIEKApCTBEHUTE MPOYKTH 10 aj. 1, 3a KOUTO ca MOJaJACHH 3asBJICHUS 10 al. 2,
ChIbpKaIll MEXIYHApOJAHH HEMAaTeHTHW HAWMEHOBAHUS, THPIrOBCKM HAaWMEHOBAHMS U ChOTBETHATa
nata, ot koaro H30K ru 3amnania, ce nmyonukyBa Ha opuimanHara uHTepHet crpanuia Ha H30K.

Ui 10xk. (HoB - JIB, Op. 62 ot 2015 r., B cuma or 14.08.2015 r.) (1) Haumonamnara
3IpaBHOOCUTYPHUTEIIHA Kaca 3aruialia JIeKapCTBEHUTE MpoayKTu mo wi. 10e, an. 1 Ha u3MbJIHUTETUTE Ha
OOJHMYHA MEIUIIMHCKA TOMOII, OKa3ald ChOTBETHUTE MEIWLUHCKA YCIYIH Ha 3aJbJKUTEITHO
3IPaBHOOCUTYPEHHU JIMIIA ChC 3JI0KAYECTBEHU 3a00JIsIBaHUSI.

(2) JlexapcTBeHHTE MPOIYKTH MO al. 1 ce 3aruiamaT B ciy4yai, 4e ca MpearucaHu, IpUIoKeH!
U OTYETCHHM, KAKTO W MEAUIMHCKHUTE YCIYrd Ca OKa3aHW M OTUETEHU IPU YCIOBUATA U IO pela,
ycranoBeHu B 330, Hapendara no wi. 45, an. 2 330 u HalMOHAIHUS PAMKOB JOTOBOP 32 METUIIUHCKUTE
nerinocty no ui. 53, an. 1 330.

Ui 103. (HoB - JIB, Op. 62 ot 2015 r., B cunma or 14.08.2015 r.) (1) Hamuonamnara
3IpaBHOOCUTYPHUTEIIHA Kaca 3alviaiia Ha M3IBIHUTEINTE HAa OOJIHMYHA MEIUIIMHCKA TOMOII 3a
MIPUIIOKEHHU OT TAX MPU U3BBPIIBAHE HA MEAUIIMHCKUTE YCIYTH JIEKapCTBEHU MpoAyKTH 1o 4ui.10e, an. 1
cien mpejacTaBsiHe Ha aKkTypa WK eJIeKTpOHHA (PakTypa; crenupuKaius 3a TPHUIOKEHU JIEKapCTBEHU
npoayktd ¥ "OTueT 3a NeYeHHe C JIEKApCTBEHU MPOJIYKTH MO KIMHUYHHU MPOLETypH/mpoleaypa 3a
WHTEH3WBHO JICUCHUE WJIU 0 KIIMHUYHU ITBTEKH B 00JACTTa HA OHKOJIOTHATA, OHKOXEMATOJIOTHATA H
HEOHATOJIOTHITA" TI0 00pa3ly ChINIACHO HAIIMOHATHHS PAMKOB JIOTOBOP 32 MEIUIIMHCKUATE JEHHOCTH MO
i1, 53, ain. 1 330.

(2) U3nbnHuTeNnUTEe HA OOTHUYHA MEAMIIMHCKA MOMOI MPEJCTaBAT OTYETHUTE JOKYMEHTH I10
an. 1 exkemMeceyHo B ChOTBETHATA pailOHHA 3[IPaBHOOCUTYPUTETHA Kaca MO0 YTBBPACH rpaduK 10 OCMHUS
paboTeH JieH Ha Mecella, ClieABalll OTYETHUSI.

(3) Hammonanmnara 3apaBHOOCUTYPUTENTHA Kaca 3arulama e€XeMECeYHO JIEKapCTBEHUTE
npoaykTy 1o 4i. 10e, ann. 1 ciaen mpoBepka Ha OTYETHUTE JOKYMEHTH 110 ail. 1.

(4) InamanusaTa Ha U3ITBIHUTEINTE HA OOJIHMYHA METUITMHCKA oMol ce u3BbpiiBaT ot P3OK
10 30-0 4rcio Ha Mecella, CIeABaIl OTYCTHHUS.

(5) IlpunoxxeHnuTe W OTYETCHH JIEKApCTBEHU NPOoAykTu 1o wi. 10e, an. 1 ce 3armumamar mpu
YCIIOBUSL M IO pel, ONMpeAeNieHH B Ta3W HapenOa u ckimtoueHute mMexay H3OK u m3mbiHurenure Ha
OOJHUYHA MEAUITMHCKA TOMOIIT IOTOBOPH 1o 4wi. 59, an. 1 330.

Yn. 10u. (Hos - IB, 6p. 62 ot 2015 r., B cuna ot 14.08.2015 r.) JlekapcTBeHUTE MPOTYKTH 110
. 45, ain. 19 330, 3a kouTo He ca JOTOBOPEHH OTCTHIIKH IO Pe/la Ha Ta3u Hapeada, He ce 3ariamar oT
H3O0K.

I'naBa Tpera.
YCJIOBUSA U PEJ 3A BAIIVTAIIAHE HA MEIUIIUHCKU U3AEJIUA U AUETUYHU
XPAHMU 3A CIIEIIUAJIHU ME/IMIIUHCKU LEJIN


http://www.nhif.bg/
http://www.nhif.bg/

Paznen I.
YcaoBus u pej 3a 3amiiamane Ha MeaunuHceku udaeaus (Hos - JIB, 0p. 48 ot 2014 1.)

Un. 11. (U3m. - IB, 6p. 48 ot 2014 1.) (1) HanmonaiHaTta 31paBHOOCHTYPUTEIIHA Kaca 3arJialia
3a MU, BkiroueHu B crnuchbka 1o Hapepbara 3a ycnoBusiTa W pefa 3a ChCTaBsSiHE Ha CIHCHK Ha
MeauuuMHCcKkuTe u3genus nmo wi. 30a or 3akoHa 3a MEIUUMUHCKUTE M3MACNUS W 3a OIpeiesisiHe Ha
CTOMHOCTTA, JI0 KOSITO T€ ce 3amiamar, npueta ¢ [locranoienue Ne 364 Ha MUHHCTEPCKHS CHBET OT
2011 r. (AB, 6p. 104 ot 2011 r.), 32 KOUTO € OMpeAeNieHa CTOHHOCTTA, JI0 KOSITO T CE 3aIlIaliar Mo peaa
Ha TJIaBa TpeTa, pazzaen I ot Hapeabara.

(2) Meaunuuckute u3aenus mno ai. 1 ciensa jga oTroBapsT Ha u3UckBaHusita Ha 3MU u
MMOA3aKOHOBHUTE HOPMATHUBHU aKTOBE [0 HETOBOTO MpHJIaraHe.

Un. 12. (M3m. - [IB, 6p. 48 or 2014 1.) (1) (U3m. - IB, Op. 62 ot 2015 r., B cuiia ot 14.08.2015
r.) MeQuIMHCKUTE U3JIeNus, MPUJIaraHd B YCIIOBHTA Ha M3BBbHOOMHMYHATA MEIUIIMHCKA MOMOII, ca
npeAHa3HavYeHu 3a 3a00J1sIBaHus, ONIPEIeNIeH! B ClichKa 1o wi. 45, an. 4 330.

(2) MemuIHCKHUTE U3/IeNNs, TPUIaraHi B YCJIOBHSTA Ha OOJHHUYHATA MEIUIIMHCKA ITOMOII, Ce
sammtamar oT H30K u3BbH 1IeHUTE HAa CHhOTBETHUTE KIMHUYHU ITBTCKH, B U3IIBIHCHUE HA JOTOBOPUTE 32
OKa3BaHE Ha OOJIHUWYHA MEIUITUHCKA TOMOIII, CKJIFOYEHU MEXITY U3IIBIHUTEINTE HA MEAUIIMHCKA TIOMOII]
U JUPEKTOpa Ha ChOTBETHATa paliloHHA 3/1paBHOOCcHTypuTenHa kaca (P30OK).

. 13. (U3m. - IIB, 6p. 67 ot 2011 r., u3m. - JIB, 6p. 48 ot 2014 r.) (1) Haunonannara
3JIpaBHOOCUTYPUTEIHA Kaca B ChOTBETCTBHE C MPEIBUICHUTE CPEICTBA B OIO/PKETa CH 3a ChOTBETHATA
KaJleHJapHa TOANHA €KeroJHo onpenens rpynute MU, kakTo u CTOHHOCTTA, A0 KOSATO T'W 3aIliaiia, mpu
yCJIOBHSITA U TIO peia Ha HapeaOata mo wi. 11, an. 1.

(2) ExeromHo, cien MpuUKIOYBaHE Ha Tpollenypara mo Hapembata mo wi. 11, am 1 3a
ornpezensiHe Ha croiHocTTa, 10 KosAto H30K 3amnama MU, npunamiexamu kM eqHa rpyna, H30K
ChCTaBS:

1. ciucbk ¢ MU mo rpynu, xouto H3OK 3amnama B ycnoBusita Ha HW3BBHOOJHHMYHATA
MEIULMHCKA TOMOIILl, M CTOWHOCTTA, 10 KosATo H30K 3amnama 3a Besika rpyna;

2. cniucvk ¢ MU no rpynu, kouto H30K 3amnamia B ycnoBusara Ha OOIHUYHATA MEIUIIMHCKA
oMo, 1 croitHocrra, A0 koato H30K 3amnnama 3a Bcsika rpyma.

(3) Cnucpumte 1Mo an. 2 ca chb0Opa3eHu C pe3yiTaTUTE OT MpoIeaypaTa Mo OMpenesisiHe Ha
cToiHOoCTTa, 10 Kosito H30K 3amnamia MeTMIIMHCKUTE W3MIENHsl ChINlacHO HapenOaTamo ui. 11, an. 1 uc
. 30, an. 1 ot Hapen6ara mo wi. 11, am. 1.

Un. 14. (U3m. - IB, 6p. 48 ot 2014 1.) (1) HannonanHata 31paBHOOCUTYpUTEIIHA Kaca 3arJialia
MMH ot cromceiuTe 1o Wwi. 13, an. 2, 3a KOUTO ca MOAAJCHU IMMCMEHHM 3asBieHHs 1mo wi. 30, aim. 2 ot
HapenOara mo wi. 11, am. 1, OT MPOM3BOAUTENUTE WIM THPrOBIUTE HA €APO C MEIUIMHCKHA U3IEIUS
W/WJIN TEXHUTE YIIBIHOMOIIEHU TIPEICTaBUTEIIN.

(2) Hamwmonamnarta 3apaBHOOCHTYpHTeNnHa kaca 3amama MU mo anm. 1 mo croiiHocTHTE,
IIOCOYCHH B CIIMCHIUTE 110 4. 13, am. 2.

(3) B cnyuaunte Ha nmoroBopenu orcTbikun H3OK 3ammama 1o HamaneHara ¢ pa3Mmepa Ha
OTCTBIIKaTa CbOTBETHA CTOMHOCT MO aj. 2.

(4) Hanmonannara 31paBHOOCUTYpUTENIHA Kaca 3ariama MU no oTuereHara CTOMHOCT, HO He
IIOBEYE OT CTOMHOCTTA M0 all. 2 U 3.



Un. 15. (U3m. - [IB, Op. 48 ot 2014 r.) (1) HammonamHnara 3ApaBHOOCHUTYPHUTEIIHA Kaca
IIpeyCTaHOBsBA 3amuiaasero Ha MU B ciiennure cinyyau:

1. mpu 3anmuyaBane Ha MU ot cniucbka Ha MeauIIMHCKUTE u3aenus 1o 4wi. 30a ot 3akoHa 3a
MEAUIIMHCKUTE U3/ICTIHS, U3BBPIICHO M0 pea Ha Hapeabara mo wi. 11, am. 1;

2. mpu ToJlaBaHe OT juiata mo wi. 14, an. 1 Ha 3asBieHUE chriacHo npruioxenue Ne 30, ue
JKEJIAAT J1a C€ MPEKpaTH 3aILIALIAHETO HA ChOTBETHOTO MU.

(2) B 3asBnenuwero mo an. 1, T. 2 ce mocoyBa CPOKBT, JO KOWTO IIe OBIAT OCHTypsBaHU
KOJIMYECTBA OT ChOTBETHUTE MU, KOITO HE MOXKe J1a ObJIe TO-KPaThK OT TPU MeECeTla.

(3) B 3aBucumocT OT arara Ha MojilaBaHe Ha 3asBieHueTo 1o aji. 1, . 2 H30K mpeycranossBa
3aruialaieTo Ha choTBeTHOTO MU 0T 1-BO umnci0 Ha KajneHAapHUS Mecell, Ce/IBalll U3THYaHe Ha CPOKa
o ai. 2.

Y. 16. (1) (U3m. - IB, 6p. 48 ot 2014 1.) 3a otnyckane Ha MU ot crimewka mmo wi. 13, an. 2, 1.
1 H30OK ckirouBa 10roBopu ¢ JIMIA, HOJAYyYUIU paszpenieHue no wi. 229, an. 2 3JIIIXM 3a Teproust Ha
IpeOHO ¢ JIEKapCTBEHU POAYKTH.

(2) (Hosa - /IB, 6p. 48 ot 2014 r.) Koraro nuiero mo aji. 1 ¥ ppbKOBOJUTENAT HA anTeKaTra He
CBBIIAJIAT, IOTOBOPHT CE ChITIACYBa M OT PHKOBOJIUTENS HAa aNTeKara.

(3) (M3m. - IB, Op. 67 ot 2011 r., npeaumina ai. 2, u3Mm. - /IB, 6p. 48 ot 2014 r.) [loroBopure
mo an. 1 ce cximrouBar upe3 qupekropa Ha P3OK, Ha 4usTO TepuTOpHs € anTekaTa, MPU YCIOBUS U TIO
pel, yCTaHOBEHHU B ChOTBETCTBHE ¢ wil. 45, an. 15 330.

(4) (ITpegumrna an. 3, uszMm. - /1B, 6p. 48 ot 2014 r.) Hatmonan#ara 31paBHOOCUTYpUTETHA Kaca
3amjiama Ha Junara mno ai. 1 3a ormycHaTu oT TsXx MU crnen mpeacraBsHe HAa €NEKTPOHEH OTYET,
W3TOTBEH ChOOpa3HO eNeKTPOHHUS (hopMaT, IMyOJIMKYBaH Ha HHTepHET crpaHunara Ha H30K.

(5) (ITlpeaumrna an. 4, uzm. - /IB, 6p. 48 ot 2014 r.) OTnycHatute u otueTeHu MU ce 3amnamar
ot H30K npu yciioBust 1o pej, onpeaesieH B Ta3u Hapenda U CKIIFOUEHHUTE JT0TOBOPH.

Y. 16a. (Hos - [IB, 6p. 48 ot 2014 r.) HanmonanHata 31paBHOOCUTYpHUTEIHA Kaca 3aruiaiia 3a
MU 1o un. 16, an. 1 Ha OTHyCHANWTE TH aNTeKH B CPOKOBETE, OMPECICHH 3a 3arlallaHe Ha
JIEKapCTBEHUTE MIPOAYKTH 3a IOMAILHO JIEYEHHE ChITIACHO IJIaBa BTOpa, pasnedn l.

Un. 166. (Hos - 1B, 6p. 48 ot 2014 r.) (1) Hannonanuara 31paBHOOCUTYPHUTEIIHA Kaca JaBa
yKa3aHHsl OTHOCHO peZia 3a MpenucBane u ornyckane Ha MU ot cniuebka no wi. 13, an. 2, 1. 1.
(2) Ykazanusirta no an. 1 ce my6nukyBar Ha uHTepHeT cTpanunata Ha H30K.

UYn. 168. (Ho - IB, Op. 48 ot 2014 r.) (1) HaumonamHara 3apaBHOOCHTYpUTEIHA Kaca
3arutama MU ot criucwka 1o . 13, an. 2, T. 2 Ha ne4eOHUTE 3aBeJCHUS, CKIIOYUIN IOTOBOPH 0 HII.
20, am. 1, 1. 4 330 3a oka3BaHe Ha OOJTHUYHA MEIMIIHHCKA ITOMOIII.

(2) MeaumuHckuTe M3AUs TI0 ajl. 1 ce 3amamnar npyu HaJudue Ha CIICTHUTE YCIOBUS:

l. BJIOXEHM ca TpU U3NBIHEHWE Ha KIMHWYHA [IbTE€KA CBIJACHO HW3MCKBAHMATA Ha
JTUArHOCTUYHO-JICYCOHUTE AITOPUTMH 32 M3ITBIHEHUE HAa ChOTBETHATA KIIMHUYHA MTHTEKA, YyCTAHOBEHH B
HallMOHATHUTE PAMKOBH JIOTOBOPH, TPHIOKUMU NIPE3 ChbOTBETHATA FO/IMHA;

2. W3UBJIHEHH Ca W3MCKBAHUSATA, CBHP3aHH C OKa3BaHE Ha OOJIHWYHA MEAUIIMHCKA ITOMOIII,
YCTaHOBEHU B HAIlMOHAJIHHUTE PAMKOBH JIOTOBOPH, IPUIIOKUMH MPE3 CbOTBETHATA FOJIUHA;

3. OTYETEHHM ca OT JIeueOHUTE 3aBeICHH 10 ajl. 1 o pena Ha MeToaukaTa 1o wi. 55¢ 330.
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(3) Hanmonannata 3apaBHOOCUTYpUTENIHA Kaca 3amiama MUY ot cnucbka o wi. 13, an. 2, 1. 2
Ha JedyeOHUTe 3aBeleHus Mo aji. | ciej NpeacTaBsHE Ha CIEAHUTE MbPBUYHM MEIULUHCKU H
(bMHAHCOBO-OTYETHH JOKYMEHTH:

1. pakTypa unu enexkTpoHHa GpakTypa;

2. crienupUKanKs 32 BIOKEHUTE MEIUIIMHCKH U3/ICJIHS 10 ChOTBETHATA KIIMHUYHA ITHTEKA;

3. exzemmuiAp Ha (OpMyssip 3a BIOKEHHM MEIMIMHCKH W3JETHsl, CTOMHOCTTa Ha KOUTO ce
3arutama ot H3OK u3BbH 1leHaTa Ha KIIMHUYHATA ITBTEKA.

(4) JIleueOHuUTE 3aBeEeHUS 11O ajl. | MPEACTaBAT OTYCTHUTE JOKyMEeHTH exxemecedHo B P3OK mo
YTIBBpJIEH rpaduk, onpeiesneH no peaa Ha meroaukara mo wi. 55e 330.

(5) ®opMaTsT Ha OTYETHUTE JOKYMEHTH CE€ JOroBaps B HAIIMOHAIHHUTE PAMKOBH JOTOBOPH,
MPUJIOKUMU TIPEe3 ChOTBETHATA T'OANHA.

(6) (HoBa - JIB, Op. 30 ot 2015 r.) Korato mpu u3mbJIHCHHE HAa KJIMHMYHATA IIbTEKa ca
BJIO)KCHH €JIEMEHTH OT MEAMIIMHCKUA W3JCNHsl, MPUHAIIEKAIIM KbM IIOBEYE OT €JHO TIpyNupaHe
chriacHo cruchka mo wi. 13, am 2, 1. 2, H30K 3ammama cToiHOCT, KOSATO € cOOp OT IICHUTE IO
€JIEMEHTH, OTPa3eHU BBB (DaKkTypara, HO HE IMO-BUCOKA OT Hali-BUCOKATa CTOWHOCT, IOCOYCHA B CIIMCHKA
3a ChOTBETHOTO TPYNHpPAHE, OT YUUTO €JIEMEHTH € ChCTaBeHa BJIOYKEHATa CHCTEMA.

Uin. 16r. (Hos - IB, 6p. 48 ot 2014 r.) Hanmonasninara 3ApaBHOOCUTYpUTEIHA Kaca 3aruiaiia
exemeceqyHo Bioxenute MU no uin. 13, an. 2, 1. 2 cnex npoBepka Ha JOKYMEHTHUTE 10 wi. 168, ai. 3 10
30-0 uncio Ha Mecela, CIIeABalll OTYETHHUS.

Yn. 17. (1) IIpou3BOOUTENAT WIM HErOB YI'BJIHOMOILEH NPEACTABUTEN € JUTbXKEH Ja YBEIOMHU
H3O0K B ciiyyaute Ha:

1. (u3m. - JIB, Op. 48 ot 2014 1.) mpoMsiHa HA THPTrOBLUUTE HA €IPO, KOUTO Ie JocTaBaT MU 1o
anTekuTe/nedeOHUTE 3aBefeHus, ckitounm gorosop ¢ H30K;

la. (noBa - JIB, Op. 48 or 2014 r.) npomsHa B uH(OpManusaTa mo wi. 5, ain. 1 u wi. 8 or
Hapeabara o wi. 11, ain. 1;

2. (mom. - 1B, Op. 48 o1 2014 r.) npyru 00CTOATENCTBA, CBHP3aHH C OCUTYpsIBAaHE U 3arjamiaHe
Ha M.

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

Pazgea II.
YcaoBus U pej 3a 3alUIalllaHe HA IMeTHYHU XPaHHU 32 crieurajHu meauuuHcku ueaun (Hos - /1B,
op. 48 oT 2014 1.)

Un. 18. (U3wm. - IB, 6p. 48 ot 2014 1.) (1) (Hom. - AB, 6p. 62 ot 2015 r., B cuna ot 14.08.2015
r.) Harmonannara 3apaBHOOCuTrypuTenHa kaca 3arwtama 3a JJXCMI] mo un. 1, T. 5 npeqna3zHaduenu 3a
3a001s1BaHUsI, ONIPEACIICHN B CIIMCHKA 110 4. 45, an. 4 330, KOUTO OTroBapsT Ha M3UCKBaHUATA HA 3X U
MOJI3aKOHOBUTE HOPMATUBHU aKTOBE IO MPHUJIATAHETO MY.

(2) Haunonannara 31paBHOOCUTYpUTENHA Kaca 3aruiamia 3a JIXCMI] no cnucsk, onpenesneH ot
Hanzopuust ceBer Ha H30K cbrioacHo wi. 56, an. 2 330, 3a equHUIIa BEIIECTBO WJIM OIpe/esieHa
MeCeYHa CTOHHOCT.

(3) Hatmonannara 3apaBHOOCHTYpHUTEIHA Kaca 3amama 3a JIXCML mo an. 2, npu ycnoBue ue
T€ Ce 3amiam@ar OT OOIIECTBEHH 3APAaBHOOCUTYPUTEIHH (DOHIOBE, MPH CHIIUTE 3a00JSBaHUS WIH
MHJIMKAllMM Hal-MajJKo B TPU OT CIeOHUTE abpxkaBu: PymbHusa, Uexus, Ecronus, I'spuus, YHrapus,
JIntea, [lopryramus u Mcnanus.



Yn. 19. (HoB - B, 6p. 67 ot 2011 r., m3m. - JIB, Op. 48 ot 2014 r.) (1) Harmonamuara
3ApaBHOOCUTYpUTeNnHa Kaca 3amiam@a 3a JXCMI] cinen mosydyaBaHe Ha THUCMEHO 3asBJICHUE OT
MPOU3BOJUTENSI UM HETOB YITBJIHOMOILEH MPEACTABUTEN, Y€ Kejlae ChOTBETHUAT MPOJYKT Ja ce
3arJiaia o pea Ha Ta3u Hapenda chriaacHo npuiioxkenue Ne 4.

(2) B 3asBnenuero o ai. 1 ce mocoyBar ThProBUUTE HA €/1po, kouTo mie goctassaT AXCMI no
anrtekure, ckirouniau gorosop ¢ H30K.

(3) KbM 3asBneHMETO CE npuiarar:

1. nexnaparus, ye cporBeTHaTa JIXCMI] otroBapst Ha ycioBuero mo ui. 18, ai. 2, kaTo ce
MMOCOYBAT KOHKPETHUTE 00IeCTBEHU ()OHIOBE B CHOTBETHATA JbPKABA;

2. JexJapalys 3a cbhIrylacue OT ThProBIUTE Ha AP0, IOCOUYEHHU B 3asBICHUETO, 32 JOCTaBKa Ha
AXCMIL

3. neknapaius, 4e ChOTBETHUSAT 3asIBUTEINI MOXKE Jla OCUTypsiBa peryssipHo 3asBenute JJXCMI]
3a IEpHOJ] HE MTO-MabK OT 12 KaJeHAapHU Mecela;

4. TOKYMEHT, YJI0CTOBEPSIBAILl [TPEICTABUTEIHATA BJIACT HA 3asBUTEIIS.

Uin. 19a. (Hos - [IB, 6p. 48 ot 2014 r.) (1) CriucwekbT o wi. 18, an. 2 chabpxa:
1. Bup/mmogsua Ha JIXCMII;

2. TeproBcko HaumeHoBanue Ha JIXCMI];

3. popma/koan4ecTBO;

4. croinoct, 3amiamana or H30K;

5. ycioBusl 3a IPEANKUCBaHE U OTITYCKaHE;

6. H30K xon.

(2) CriuchkbT ce myOnuKyBa Ha uHTepHET cTpanuiata Ha H30K.

(3) CiuchbkbT MOKeE 1@ ObJIe AOMBIBAH BEIHBK TOJUIITHO.

Un. 196. (Hos - JIB, Op. 48 or 2014 r.) (1) 3a ormyckane Ha JJXCMI] H30K ckmrouBa
JIOTOBOPH C JIMIA, MOJYy4Wsu paspeuieue no ui. 229, an. 2 3JIIIXM 3a TeproBust Ha JIpeOHO C
JIEKapCTBEHU MPOAYKTH.

(2) Koraro nunero mo an. 1 U pbKOBOAUTENAT Ha amnTekaTa HE ChBIAAAT, JOTOBOPHT Ce
ChIJIaCyBa U OT PbKOBOAMTEINS HA arTeKaTa.

(3) HoroBopure mo an. 1 ce ckmousar upe3 aupektopa Ha P30OK, Ha yusaTo Teputopus e
anTeKaTa, IIpH YCIIOBUS U 110 Pell, yCTAHOBEHM B ChOTBETCTBHE ¢ ui.45, an. 15 330.

(4) HarmonanHata 3paBHOOCUTYPUTEIHA Kaca 3arviaiia Ha Juliata mo aji. 1 3a OTmycHaTH OT
ax JAXCMII crnex mpencraBsHe Ha €NEKTPOHEH OTYET, M3TOTBEH ChOOpa3HO eNeKTpoHeH ¢opmar,
KONTO ce myOyIMKyBa Ha uHTepHeT cTpanuiiata Ha H30K.

(5) Ornycnature u orderenu JAXCMIL] ce 3amnamar or H30K npu ycrnoBus u mo pex,
oTpesieNieH! B Ta3u Hapea0da U cbOOpa3HO CKIIFOUYEHUTE I0TOBOPH IO a. 1.

Un. 198. (Hos - JIB, Op. 48 ot 2014 r.) (1) [Ipou3BOAUTENST WM HErOB YIBIHOMOIICH
npeacraBuTen € rbxkeH aa yseaomu H30K B cnywaute Ha:

1. mpomsiHa Ha THProBUUTE Ha en1po, kouto me gocrasar JAXCMI] no antekute, CKIOYMIN
norosop ¢ H30K;

2. ApyTH 00CTOSITEICTBA, CBbP3aHH C OCUTYpsABaHe U 3amamane Ha JJXCMLI.

(2) YBenomsBaneTo 1o aj. 1 ce u3BbpIBa B 7-JHEBEH CPOK OT HACTHIIBAHE HA TIPOMEHUTE.

(3) B cniyyaute no an. 1 B 5-nHeBeH cpok ot yBeaomsiBaHero H30K omoBecTsiBa Ha HHTEpHET
CTpaHMIIaTa CH NOJaieHaTa HHPOpMaLUs.
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Y. 19r. (Hos - IB, Op. 48 ot 2014 r.) (1) HannonanHata 31paBHOOCUTYpPUTETHA Kaca JaBa
yKa3aHUsl OTHOCHO pejia 3a npeanucBane u otnyckane Ha JIXCMII, 3anmnamanu ot H30K.
(2) Ykazanusta o an. 1 ce myOaukyBar Ha uHTepHeT cTpanunara Ha H30K.

Ui 19a. (Hos - JIB, Op. 48 ot 2014 r.) (1) Ilpou3BOAMTENAT WM HETOB YITHIHOMOIICH
npencrasuten Moxe aa nogane 1o H30K 3asBnenue cwhriaacHo mpuioxenue Ne 30, ye xemae Ja ce
MpeKpaTy 3amamniaieTo Ha croTBeTHata JIXCMII mo pena Ha Ta3u Hapeaoa.

(2) B 3asBnenuero 1o ajn. 1 ce mocouBa CPOKbT, A0 KOUTO 111€ OBJIAT OCUTYPSIBAHU KOJUYECTBA
ot croTBeTHara JIXCMII, kaTo To¥ HE MOKe J1a ObJIe MO-KpaThK OT TPU Mecela.

(3) B 3aBucuMoct ot narata Ha nojaBaHe Ha 3asBieHuero no an. 1 H30K mpeycranoBsBa
3amamanero Ha cborBeTHaTa JJXCMI] ot 1-Bo umciio Ha KaleHAapHUS Mecell, CeBall] U3THYaHe Ha
Cpoka 1o ai. 2.

(4) B cnyyaute no an. 1 B 5-nmHeBeH cpok OT nojaaBane Ha 3asBieHuero H30K onosectsBa Ha
MHTEPHET CTpaHullaTa cu MH(OpMaLKATa, IOCOUEHA B 3asBJIECHUETO.

I'naBa yerBbpTA.
YCJI0OBUSA, KPUTEPUU U PEJ] 3A TOTI'OBAPSHE HA OTCTBIIKH 3A
JIEKAPCTBEHUTE INPOAYKTH (HOBA - JIB, bP. 67 OT 2011 I'., 3AI'JI. U3M. - /IB, BP. 48
OT 2014 T'., U3M. - 1B, BP. 62 OT 2015 T'., B CUJIA OT 14.08.2015T'.)

Paznen L.

YciaoBus, KpUTEpHUH U pell 3a MPOBEXKIAHE HA 32IbJIKUTETHO HEHTPATU3MPAHO J0T0OBapsiHe HA
OTCTBIKH 32 JIEKAPCTBEHU MPOYKTH, BKJIIOUYEHU UJIH 32 KOUTO € MOoJ1a/IeH0 3asiBJIeHNe 3a
BriuBane B [IJIC mo 4. 262, an. 6, 1. 1 u 2 3JIIIXM (Hos - /IB, Op. 48 ot 2014 r., 3ar71. u3M. -
B, op. 62 ot 2015 r., B cus1a ot 14.08.2015 1.)

Y. 20. (Hos - [IB, 6p. 67 ot 2011 r., u3m. - JIB, 6p. 62 ot 2015 r., B cuna ot 14.08.2015 1.) (1)
Ha ocnoBanue uin. 45, an. 10 u 19 330 H30K exeroano nposexia 3aJbJKUTEIHO [EHTPATU3UPAHO
JIOTOBApsiIHE HA OTCTHIIKY 3a:

1. nexapcTBEHU MPOAYKTH, BKIIOUCHH WM 32 KOUTO € TMOJAJCHO 3asBJICHHE 3a BKJIIOYBAHE B
IJIC no un. 262, an. 6, 1. 1 3JIIIXM, 3a xouto croitHocTTa, 3amnamniada ot H30K, ce nzuncnspa upes
rpynupaHe, B KOETO HE ydacTBaT JIEKAPCTBEHH IMPOAYKTH Ha JPYTU MPUTEKATEId Ha pa3pelieHue 3a
yrnoTpeoa;

2. JIEKapCTBEHU MPOJYKTH C HOBO MEXIYHAPOIHO HEMATEHTHO HAMMEHOBAHUE, BKIIOUEHU HIIN
3a KOUTO € MoJaieHo 3asaBieHue 3a BkiarouBane B I1JIC mo wi. 262, an. 6, T. 1 3JIIIXM;

3. nekapctBeHu npoayktu ot IIJIC mo wn. 262, an. 6, T. 2 3JIIIXM, BKiIOYEHH B MaKeTa,
ompezaeneH ¢ HapenOata mo wi. 45, an. 2 330, NpUIOKUMH MPHU JICYCHHETO Ha 3JI0KAYECTBCHHTE
3a00JIIBaHMsI, 3aIlJIalllaHA B OOJTHMYHATA MEAUITMHCKA ITOMOII, KaKTO CJICABA:

a) JIEKapCTBEHU MPOAYKTH, BKIIOUEHH WM 33 KOUTO € MOAAJICHO 3asBJIEHUE 3a BKJIIOYBAaHE B
IJIC, 3a kouto croiHOCTTa, 3amnamana or H30K, ce nu3uucisBa upe3 rpynupaHe, B KOETO HE y4acTBAT
JIEKapCTBEHH MPOYKTH HA JPYTU MPUTEKATENN Ha pa3pelieHne 3a ynorpeoa;

0) JIeKapCTBEHU MPOAYKTH C HOBO MEXIYHAPOIHO HEMAaTEeHTHO HAMMEHOBAHUE, BKIIFOYCHH WJTH
3a KOUTO € M0JIaicHo 3asaBlieHre 3a BkiIrouBaHe B I1JIC mo i, 262, a. 6, T. 2 3JIIIXM.

(2) HoroBapsiHeTo 110 at. 1 ce mpoBekIa ¢ MPUTEKATEITUTE HA pa3pelIeHusTa 3a ynorpeda Ha
ChOTBETHUTE JIEKAPCTBEHU MPOIYKTH WM C TEXHU YITBIHOMOILEHU MPEACTaBUTENH.
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Y. 20a. (Hos - IB, 6p. 49 ot 2012 r., u3m. - JIB, 6p. 30 ot 2015 1., ot™. - IB, 6p. 62 ot 2015
r., B cuia ot 14.08.2015 1.)

Un. 21. (Hos - [IB, 6p. 67 ot 2011 1., m3m. - JIB, Op. 48 ot 2014 . (*), m3m. - JIB, Op. 62 ot
2015 r., B cuna ot 14.08.2015 r.) (1) 3a nexapctBenute npoaykTu mo 4wi. 20, an. 1 H30K norosaps
CIIETHUTE BU/I0BE OTCTBIIKU:

1. oTcThiika noj ¢popMaTa Ha Bb3CTAHOBSIBAHE HA pa3xo/u (KOMIIEHcalks) B o011 pa3mMep Ha HE
no-manko oT 10 Ha cto ot pasxoaure Ha H3OK 3a choTBeTHO Tpumeceune 3a BCHUUKH JIEKAPCTBEHU
npoayktu 1o 4wi. 45, an. 10 u 19 330 Ha enuH mpuUTEKATEeNl Ha pa3pelIieHHE 3a YyIoTpeOa/HeroB
YITBIHOMOUICH TMPEICTaBUTEN WM Ha PA3IMYHU MPUTEXKATENN Ha pa3pelieHus 3a ynorpeda, KOUTO ca
YI'BJITHOMOUIMIIA €IMH OOII Mpe/ICTaBUTeN, pasnpeaeneHa u3isuio B nomsa Ha H30K; npurexarenar Ha
paspelieHre 3a yrnoTpeOa/HeroB YIBIHOMOIIEH MPEACTaBUTEN paslpenens oOmus pasmep Ha
KOMIIEHCAIIUATA M0 CBOS MpEIEHKa BbPXY BCEKHU JIGKAPCTBEH MPOJYKT, KOETO € YacT OT JOroBOpa My C
H3O0K u He ce onoBecTsiBa my0JIUYHO;

2. OTCTBhIKAa Ype3 ydacThe B CIOpa3yMeHue 3a (UHAHCOBU YCIIOBUS, TapaHTHPAIIH
MpeIBUIUMOCT U ycToHuuBoCT Ha Orxera Ha H30K n nocThn 10 epeKkTuBHO JIEKapCTBEHO JIEUEHUE,
mexny H30K u mputekatenu Ha pa3pelieHus 3a yrnoTpeda/TeXH! YITbIHOMOIICHH MPEACTaBUTENU WK
pPa3NIMYHM TPUTEKATEIM Ha paspemeHuss 3a ymnorpeba, KOUTO ca YIBIHOMOIIMIM €IuH 00Im]
MIPEJICTaBUTEIT;

3. MEAMUIMHCKHM YCIYI'M, OCUTYpsSBaHM 3a CMETKa Ha IpUTEXaTelld Ha pa3pelieHHEeTo 3a
ynotpeda, CBbpP3aHU C JUArHOCTHKAaTa M MPOCIEISBaHETO Ha JIEYCHHETO Ha 3a00IIABaHE CbC
CHOTBETHUTE JIEKAPCTBEHH TMPOIYKTH, KaTO BUABT, CTOMHOCTTa M HM3IBIHUTEINTE HA MEIUIIMHCKHUTE
YCIIyTHU CE OMpPENeNT ¢ pelieHue Ha Haa3opHus cbBeT Ha H30K;

4. OTCTBIIKA OT CTOMHOCTTA 3a OIAKOBKA, M3YMCIIeHAa Ha 0a3za pedepeHTHaTa CTOMHOCT Ha
CBhOTBETHUSA JIEKapCTBEH NMpOAYKT mo wi. 45, an. 10 330, 3amnaman vactuuHo ot H3O0K, kosTo ce
pasmpenens U3LsI0 B 0132 Ha CbOTBETHOTO 37PaBHOOCUTYPEHO JIMIIE.

(2) 3a nexapcTBeH MPOIYKT ¢ HOBO MEXKIYHAPOJHO HEMATEHTHO HAaMMEHOBaHUE, 32 KOWUTO €
MOJA/ICHO 3asBJICHUE 33 BKJIIIOYBAHE B MO3UTUBHUSA JICKAPCTBEH CHHUCHK MO Wi. 262, an. 6, T. 1 win T. 2
3JIIIXM, 3ambDKUTENHO C€ JOroBaps OTCThIIKA OT 3asBEHaTa IleHa Ha JICKAPCTBEHHS] MPOAYKT
cboOpa3Ho nporHo3Husi Owoxer Ha H3OK 3a choTBEeTHHS JOTrOBOpPEH MEPHOJ; JIOTOBapsIHETO Ha
OTCTBIIKATa € YCJIOBHE 3a BKJIIOYBAHE Ha JICKAPCTBEHHUS MPOIYKT B TMO3UTHUBHUS JIEKAPCTBEH CIHUCHK
chraacHo ui. 262, an. 10 3JIIIXM u He ce cunTa 3a MPOBEACHO 3aABbJKUTEITHO TOTOBAPSIHE HA OTCTHIIKU
KaTo ycioBue 3a 3amiamanero My oT H30K.

(3) Bcexku mpurexkaren Ha paspelieHue 3a yrnoTrpeda/HeroB YIIBIIHOMOIICH MpECTaBUTEN
JIOTOBapsl MO CBOM U300p €IHA OT OTCTHIKUTE MO0 a. 1, T. 1 u 2 uiu koMOMHAIKS OT OTCTHIIKH 10 a. 1,
T. 1 u 3 wm no an. 1, . 2 u 3; orcrenkara mo aia. 1, T. 4 HE ce MPEAOCTaBs CaMOCTOSITEIHO, a
3aITBJDKUTENHO C€ KOMOMHHpPA C OTCTHIIKA 1O aj. 1, T. | win T. 2, KaTo MOXe Ja ce BKIIOYH U OTCTHIIKA
mo an. 1, T. 3.

(4) EsxeromHo B Cpok 110 15 cenTeMBpH MpHUTEXaTEIUTE HAa pa3pelieHus 3a yHoTpeda/TeXHUTe
YI'BJIHOMONIEHU TipeacTaBuTenu yBeaomsiaT nucMeHo H30K kost ot orcrenkure mo an. 1, T. 1 u 2
n30MpaT J1a IOroBapsT U HE MOTaT Jia IPOMEHST CBOSI U300p.

UYn. 22. (Hos - [IB, 6p. 67 ot 2011 r., u3m. - IB, 6p. 62 ot 2015 r., B cuna ot 14.08.2015 1.) (1)
Otcrpnkure 1o wi. 21, an. 1, T. 1 ce Bp3cTanossBar npsko Ha H30K ot nputexarens Ha pa3pelieHueTo
3a ymnoTpeba/HeroBusi YI'BIHOMOLIEH mpeacTtaButren oT u3BbpuieHute ot H3OK pasxomum 3a
3aIJIAIIAHETO UM CJe] Kpasi Ha BCSIKO TPUMECEUNE.

(2) Orcrpikute mo . 21, an. 1, 1. 2 ce mpenocraBsat Ha H30K cbhriacHo ciopazyMeHHETO,



koeto ce n3rorsg oT H30K u cpabpixka:

1. ycioBusiTa ¥ pesa 3a crojeisiHe Ha (PMHAaHCOBHUTE PUCKOBE OT phcTa Ha pa3zxoaute Ha H30K
3a JIGKAPCTBEHUW TPOAYKTH MEXKIy MpPUTEKATEIUTEe Ha pa3pelieHus 3a ynorpeda WM TEXHHU
YI'BJIHOMOIICHHU MTPEICTAaBUTEIH;

2. pberhT Ha pazxoaute Ha H30K 3a nekapcTBenu npoaykrtu 1o ui. 45, an. 10 u 19 u Ha apyru
JIEKapCTBEHU MPOJIYKTH, MPEIMET Ha CIOPAa3yMEHUETO, MPU HAJABHUILIABAHETO HA KOMTO MpUTEKATEIUTE
Ha pas3peuieHus 3a ynorpeda WIM TEXHHUTE YI'BIHOMOILEHU IPEICTaBUTENIN 1€ Bb3CTAHOBABAT
yBenuueHute pazxoau Ha H30K 3a nexapcTBeHu NpoIyKTH Uype3 NpeoCTaBSIHE Ha OTCTHIIKH;

3. JOKYMEHTAIUsATa U JOKYyMEHTO000pOTa;

4. 3aIbJDKEHUATA Ha CTPAHUTE MO MH(OPMALIMOHHOTO OCUTYpsBaHe U 0OMeHa Ha HH(pOpMAIHS;

5. ycioBusiTa M pela 3a IMpenocTaBsiHE HAa OE3yCIOBHH M HEOTMEHsSIEMH OaHKOBH TapaHIIUH,
KOUTO 00e3reuaBatr Bb3CcTaHOBsIBaHETO Ha cpeacTBa Ha H30K;

6. mocaeAUIMTE OT HEU3ITBIHEHUE HA CIIOPa3yMEHUETO;

7. ycnoBUsTa U pelia 3a MPUChEUHIBAHE KbM CIIOPa3yMEHHETO;

8. ycioBusTa U pejlia 3a IPEeKpaTsBaHe AEMCTBUETO HA CIIOPAa3yMEHUETO;

9. Apyru BBIPOCH, OTHOCUMHU KbM CIIOPA3yMEHHETO.

(3) Exerogno B cpok nmo 1 cenremBpu H3OK nybOnukyBa Ha odummanHata cid HHTEPHET
CTpaHuIla TPOEKTa HA CIIOPa3yMEHHE U MOKaHa KbM MPUTEKATEINUTE HA Pa3pelIeHHs 3a yroTpeda/TeXHu
YI'BJIHOMOIIEHU MTPEICTABUTENM 3a IOTOBAPSIHE HA OTCTBIIKU CHIJIACHO CIIOPa3yMEHUETO.

(4) IlpurexarenuTe Ha pa3pelieHus 3a ynorpeda Uil TEXHUTE YII'bIIHOMOIIEHH MPECTaBUTENN
[10/1aBaT 3asBJICHUE, Y€ JKEJasAT Ja c€ MPUCHEAUHAT KbM CIIOPa3yMEHUETO B CPOK, ONPEIEIIEH B HETO, C
BCHUYKH JIEKAQPCTBEHU NMPOAYKTU 1o wi. 45, an. 10 u 19, karo morar ga nmocoyaT U JpyTd JeKapCTBEHU
IIPOJYKTH, 32 KOUTO HE € 3aAbJDKUTEITHO JOrOBAPSHE HA OTCTHIIKH.

(5) Bp3 ocnoBa Ha 3asBienuero mo ain. 4 H3OK mnpoBexna moroBapsHe ¢ BCEKH OT
MPUTEKATEIUTE Ha pa3pelieHre 3a yrnorpeda Ha JEeKapCTBEHHTE MPOAYKTH/TEXHHU YIIBIHOMOIICHU
NPEJCTaBUTEIH, CJIe]] IPUKIIOYBAHETO HA KOETO MPUTEkKATEIAT Ha pa3pelIeHUETo 3a yrnoTpeda/HeroB
YI'BJIHOMOIIEH MPEAICTaBUTEN MOANKUCBA CIIOPa3yMEHUETO U CE CUUTA 3a MPUCHEIUHUI C€ KbM HETO.

(6) PasmepbT Ha BCHUKH JIOTOBOPEHU OTCTBIIKH IO CIIOPa3yMEHHETO CJIe/IBa J1a BOJU A0 I'BJIHO
BB3CTaHOBsIBaHE Ha yBenuueHurte pazxoau Ha H30OK 3a nexapcTBeHuTe NpoIyKTH HAJl pbCTa MO aj. 2, T.
2.

(7) CriopazymeHueTo BiM3a B CHJIa 3a JOTOBOPEHHS B HEro NEPHOJ CIeJ TMOJIOKUTEITHU
CTaHOBHIIA HA MUHUCTHPA Ha PUHAHCUTE U MUHHUCTHPA Ha 3/IpaBeOIa3BaHeTo.

(8) Hammonamnata 3JpaBHOOCUTYpPHUTEIHA Kaca MyOJIMKyBa Ha oQuIlMaTHaTa CH HHTEPHET
cTpaHMlla MH(OpPMAIMs 3a CKIIOYEHOTO ClopazyMeHue, 0e3 /a MmocoyBa pa3Mepa Ha JIOTOBOPEHUTE
OTCTBIIKH.

(9) HoroBopenaTa oTcThIKa cbhIylacHO Wi. 21, an. 1, T. 3 ce mpeaocTass B HaTypa noj gopmara
Ha U3BBHPIIBAHE HA JIOTOBOPEHNUTE MEIULIMHCKH YCIIYTH.

(10) OOmMAT pa3mMep Ha TOTOBOPEHUTE OTCTHIIKH 32 JIEKAPCTBEHUTE MPOIYKTH Ha TIPUTEkKATEI
Ha paspeleHue 3a ynoTpeOa/HEeroB YI'BJIIHOMOILIEH MpPEJCTaBUTE] HE MOXE Ja Oblie MO-HUCHK OT
pa3Mepa Ha JOrOBOPEHHUTE OTCTBIIKM 3a MIPEAXO0IHATA FO/IMHA.

Y. 23. (Hos - [IB, 6p. 49 ot 2012 r., u3m. - JIB, 6p. 62 ot 2015 r., B cuna ot 14.08.2015 1.) (1)
HarmonanuaTa 3paBHOOCUTYpHUTETHA Kaca €XKEeroJHo 10 | oKToMBpH MyOJIMKyBa Ha OQUIIHAIHATA CH
MHTEPHET CTpaHMIA TIOKaHA JO0 MPHUTEKATSIUTE Ha pas3penieHus 3a ymnoTpeda Ha JIEKapCTBEHUTE
npoaykTu 1o wi. 20, an. 1/TeXHHu yIbIHOMOIIEHU MPEACTABUTEIH 32 MPECTaBsIHE Ha MPEUIOKCHHS 3a
OTCTRIIKK o wiI. 21, am. 1, 1. 1, 3 u 4.

(2) Ilokanara o an. 1 ceabpKa:

1. anpecarute Ha NMOKaHATa;
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2. BUIOBETE JICKAPCTBEHH MPOAYKTH, 0OEKT Ha JOTOBAPSIHETO;

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

4. MACTO U Ha4YMH 3a M10JaBaHE Ha NPEUIOKEHMATA U JIMLIE 3a KOHTAKT - cirykuren Ha H30K.

(3) B eanomeceueH cpok OT myOJuMKyBaHEe Ha IIOKaHaTa IO ajl. | THpuUTeXaTensT Ha
paspelieHrneTo 3a ynorpeda Ha JeKapCTBEH MPOIYKT/HETOB YII'BIHOMOIICH MPEICTaBUTEN MPEICTaBs B
H3OK npenynoxkenue 3a OTCThIIKA/H.

(4) B cinyuyaute 1o ui. 4a, an. 1, 3 u 5 npu onpegeneno HuBo Ha 3amiamane 100 Ha cTo, KakTo
U B cioy4yauTe MO 4. 4a, an. 6 IpUTeXKaTeJUTe Ha pas3pelleHus 3a ynorpeda Ha JIeKapCTBEHU
MPOAYKTH/TEXHUTE YITBIHOMOIICHH MPEICTABUTENH MOAABAT MPEUIOKEHUS 32 OTCTBIKM HE MO-KHCHO
oT 20 pabOTHM AHU NpeIu U3TUYAaHE Ha ChOTBETHMS JABAaHAJECETMECEUEH Iepuo] 3a 0000IlaBaHe Ha
uHpopmanusara or H30K.

(5) Kpm mnpennoxenusatra mo ai. 3 IpUTEKaTeNUTe Ha paspelleHus 3a ynorpeda Ha
JICKapCTBEHH MPOAYKTH/TEXHUTE YII'BIIHOMOIIEHH MPEICTABUTEIH MTPHUIaraT CIeIHUTE JOKYMEHTH:

1. HoKyMeHT/H, y10ocTOBepsBalll/U IPECTaBUTEIIHATA BIACT Ha KaH/U/1aTa;

2. I'bJIHOMOIIIHO 32 Y4acTHE B JOIOBAPSHETO - B CIIy4auTe Ha YI'bJIHOMOIIABAHE;

3. Apyry OTHOCUMHU JOKYMEHTH.

(6) INpennoxeHusiTa ce moaaBaT B JenoBoacTBOTO Ha LleHTpanHoro ymnpasinenue Ha H30K B
3areyaTaH HeMmpo3padeH IUIMK ¢ HeHapyllleHa LSUI0CT, BbpXY KOHTO ce MocoYBatr MOAATEeNAT U ajipec 3a
KOPECTIOHACHIIMSL.

Un. 23a. (HoB - JIB, Op. 62 ot 2015 r., B cuma ot 14.08.2015 r.) (1) Pasrmexnanero Ha
MpEAIOKEHUATa IO 4Wi. 23 W JIOTOBApPSHETO HA OTCTBHIIKM CE HM3BBPIIBA OT IMOCTOSHHO JIeHCTBaIla
komucus ot cayxurenu B H3OK, onpenenena cbe 3anoBen Ha ynpaBurtens Ha H30K. B 3anosenra ce
ompeens mpeaceaaTen Ha KOMUCHATA, HETOB 3aMECTHUK U PE3EPBHU UJICHOBE.

(2) B cncraBa Ha KOMHCHATa 3aIBJDKUTENHO C€ BKJIIOYBAT MPABOCIOCOOEH HOPUCT,
JeKap/MarucThp-gpapmaieBT 1 HKOHOMUCT.

(3) UneHoBere Ha KOMHCHATA Ca JUTHKHU Ja Ta3AT B TaiiHa 0OCTOSATENICTBATA, KOUTO ca Y3HAIH
BBB BPB3Ka ChC CBOSITA pabOTa B KOMUCHSITA, 32 KOETO IMOJIUCBAT JeKIIapaliusi.

(4) KommcusatTa mo an. | wu3BppmBa MNpoBepKa HA TMOCTHIMIUTE TMPEIIOKEHUS 3a
CHOTBETCTBHETO MM C M3UCKBAaHUATA Ha HapeadaTa, KaTo WMa MpaBO Ja TMOUCKA OT KaHAuAaTra B
3-IHEBEH CpPOK Ja OTCTPAaHU YCTAaHOBEHUTE HEPEAOBHOCTH H/WIM Jla TPEIOCTaBH JONBIHUTEIHA
nHpopmManus.

(5) B ciyyail ye yuyacTHUK HE OTCTpaHH HEPEIOBHOCTUTE W/MIU HE MPEJOCTaBU M3UCKaHATa
JOMBJIHUTETHA UH(OPMAITUS B ONIPEACIICHUS CPOK, C€ CUUTA, Y€ 3a ChOTBETHUTE JICKAPCTBEHU MPOTYKTH
HE ca JOTOBOPEHU OTCTBIIKH.

(6) IlpencemarensiT WM HETOBHAT 3aMECTHMK M JBamMa OT YJICHOBETE Ha KOMHUCHATA C€
MOAMMUCBAT BHPXY BCAKA CTPAHMIIA OT MPEAJIOKEHUETO Ha KaHAU1aTa.

(7) Komucusara mo an. 1 u3rotBs rpaduk 3a gatata W Yaca 3a MPOBEXKJIaHE HA MPETOBOPU C
nonycHatute ydacTHHIM. ['padukbT ce o0sBsBa Ha odunmanHata uHTepHeT crpanuiia Ha H30K e
MO-KBCHO OT 5 paOOTHU JHU MpEIu 3aroyBaHE Ha MPETOBOPHUTE, 32 KOETO YYACTHHUIIUTE CE€ CUMUTAT 3a
YBEJOMEHH.

(8) Ilpu HEOOXOTUMOCT WJIM TIO TIpEIleHKa Ha KOMHCHUATA YYaCTHHK MOXE Ja ObJe MOKaHEH
BTOPH IIBT 32 MPOBEXKIAHE HA IPETOBOPH IO JOMBIHUTEIHO OMpeesieH Tpaduk.

(9) Komucusita chcTaBsi MPOTOKOM 3a CBOSITA paboTa M C peIIeHre OO0sIBSBA PE3yJITAaTUTE OT
MPOBEACHOTO AOTOBapsiHE, KATO MOCOYBA!

1. 3a orcrenku mo wi. 21, an. 1, T. 1 - pena 3a ompenensiHe Ha pa3Mepa Ha JOrOBOpPEHATa
OTCTBIIKA U pa3NpeAeNieHUETO Ha 00U pa3Mep Ha KOMIICHCAIUITA BbPXY BCEKH JIGKAPCTBEH MPOAYKT;

2. 3a OTCTBIIKH 110 wiI. 21, am. 1, T. 3 - BuUma, CTOMHOCTTA M M3NBLIHUTEINTE Ha 3aIlIalllaHUTE
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MEIUIMHCKHU YCITYTH,

3.3a orcTenku no wiI. 21, aim. 1, T. 4:

a) pa3Mepa Ha JOTOBOPEHUTE OTCTHIIKH;

0) CTOMHOCTTa Ha OMAKOBKa, MOJIyueHAa B pe3yJTaT Ha HamalieHaTa C IOTOBOpEHaTa OTCTHIIKA
LIEHA Ha JICKAPCTBEHUTE MPOITYKTH.

(10) B 10-gHEeBeH Cpok OT yTBBpXKJaBaHE HA PEIICHHETO 1Mo al. 9 oT ympasutens Ha H30K
KOMHMCHSITA U3TOTBS IPOEKT HA IOTOBOP, KOUTO TmipescTass Ha yrpaBurels Ha H30K.

(11) YopaBurensatr sa H30K B 7-mHeBeH cpok OT moJiydaBaHe Ha mpoekTa mo ain. 10, Ho He
MO-KbCHO OT 31 JMeKeMBpH Ha TEKylllaTa roJuHa CKJIOYBa JOTOBOP ChC CHOTBETHHUS IMPUTEXKATENl Ha
paspelileHue 3a yrnoTpebda/HeroB yrbIHOMOILEH IpecTaBuTell. B 1oroBopa ce nocousar:

1. TOrOBOpPEHUTE OTCTHIIKU 110 all. 9;

2. ycIoBUSITA U PEABT, IO KOUTO Ce MpeAocTaBs HH(GOpMaLIUs MEXIy CTPAaHUTE,

3. IpyTH yCIOBUSI.

(12) Jorosopure 1o an. 11 BamM3ar B cuiia OT HA4YaJOTO Ha CIIEABAIATa KaJCHIapHa TOAnHA. 3a
JIEKapCTBEHU NMPOoAyKTH 1o wi. 20, an. 1, T. 2, 3a KOUTO € 1noAaieHo 3asBieHue 3a BkiatouBane B [1JIC no
1. 262, an. 6, 1. 1 3JIIIXM, u no un. 20, an. 1, 1. 3, OykBa "0", 32 KOUTO € MOAAIEHO 3asBICHHUE 3a
BimrouBane B IIJIC mo un. 262, an. 6, T. 2 3JIIIXM, noroBopuTe BiIM3aT B CUJia MPHU YCIOBUE, 4e
JIEKapCTBEHUAT MPoaAyKT Obae BkiItoueH B [1JIC no un. 262, an. 6, T. 1, cboTBeTHO 1O wi. 262, an. 6, T. 2
3JIIXM.

(13) 3a nekapctBenute mpoayktu mo wi. 20, an. 1, 1. 2 u 1. 3, OykBa "0" B JoroBopute ce
CBHABPXKAT U KPUTEPUH 32 MPEIMUCBAHETO UM, KAKTO M MPOTHO3EH OpOi marieHTH.

(14) ExzemMIuisp oT CKIIIOYEHHUTE JJOTOBOPH 32 OTCTHIIKY 32 JIEKAPCTBEHUTE MPOAYKTH 110 Wil 45,
an. 10 u 19, 3a xouTto e nmogajeHo 3asgBicHue 3a BkirouBane B I1JIC mo . 262, an. 6, T. 1, CbOTBETHO 110
y1. 262, an. 6, 1. 2 3JIIIXM, ce mpenocraBs or H3OK na HamumonanHus chbBET MO ILIEHU H
peuMOypcupane cbriacHo 4wi. 262, an. 10 3JIIIXM.

(15) JoroBopeHuTe OTCTBHIIKH Ca 33aBJDKUTEIHU 32 CPOKA Ha JEWCTBHE HA JOTOBOPUTE U HE
MOTraT J1a c€ U3MEHSAT 0 Ha4MH, KOUTO BOAM J10 yBenuuyaBaHe Ha pazxoaute Ha H30K.

(16) B cpoka Ha [nelicTBUE Ha JOTOBOpUTE MOraT Ja ce€ CKJIIYBAT JIOMBIHUTEIHU
CIIOpa3yMEHHMs 3a TI0-BUCOKHU Pa3Mepy Ha OTCTBHIIKUTE, KOUTO BJIM3AT B CHJIA OT JlaTaTa Ha CKIOYBAHETO
UM.

Y. 236. (Hos - IB, 6p. 62 ot 2015 1., B cuna ot 14.08.2015 r.) (1) B cayuyaute no un. 22, an. 1
JIOTOBOpEHATa OTCTBIIKA C€ MPEIOCTaBs Cliel MPUKIIOYBAHE HA BCAKO TPUMECEUUE OT NMPUTEXATeNs Ha
paspenieHueTo 3a yrnorpeda Ha JICKapCTBEHHUs MPOIYKT/HETOBUS YITBIIHOMOIIEH IPEICTaBUTENl 4pe3
nupekTHo 1utamane Ha H30K cnen noanucBane Ha MpOTOKOJA ChriiacHO npuiokeHue Ne 8a, nmpuapyxeH
ChC CIIpaBKa 3a KOJIMYECTBATa OT JIEKAPCTBEHUS MPOAYKT IO €IEKTPOHEH OTYET ChIJIACHO 4il. §, ail. 3,
3ammatenn oT H30K npe3 cboTBeTHUSA nepuon.

(2) HaunonanHara 31paBHOOCUTYpUTENIHA Kaca MPEJCTaBs HAa MPUTEXKATENS Ha Pa3pelIeHUETO
3a yrnoTpeda/HeroBusl YI'BIIHOMOIIEH MPEICTaBUTEN cripaBkara 1mo an. | B 30-1HEBEH CPOK OT M3THUYAHE
Ha OTYETHHSI IEPUOI.

(3) Iputexarensar Ha pa3pelieHUETO 3a yHOTpeOa/HEroB YIBIHOMOINEH MPEeACTaBUTEN
ochlecTBsIBa qupeKkTHOTO Miamane kbM H30K B 10-1HEBEH CpoK ciie mosydyaBaHe Ha CIpaBKara 1o
an. 1.

(4) 3a oOesmeuyaBaHe Ha IUIAIIAHUATA MO ajl. 3 MpPUTEXKATENAT Ha pa3pelieHUueTo 3a
yrnoTpeba/HeroB ymbJIHOMOIIEH IpeacTaBuTen yupeassa B monza Ha H30K 6e3ycinoBHa 1 HeoTMeHsIeMa
rapaHiys CbC CPOK HE MO-MAJKO OT 15 Mecena u pazmep He no-Manko oT 120 Ha CTO OT CTOMHOCTTA Ha
JIOTOBOpEHATa OTCThIIKA BBPXY MPOTHO3HUSA TOIUIIEH pa3xo] 3a JIEKAPCTBEHUTE MPOIYKTU OT
ChOTBETHATa Tpyna. [I[porHO3HUST AT Ce ompeens eXEr0JHO 32 BCEKH MPUTEXKATENl Ha pa3pelIeHne 3a
yrnoTpe0a/HeroB yIbIHOMOIIEH MPEACTaBUTEN. 3a Ta3W YacT OT MPOrHo3aTra MoraT Ja ce M3UCKBAT H
U3MOJI3BAaT MPOTHO3M HA TMPUTEXKATEIUTE Ha pas3pelleHds 3a YNoTpeOa/TeXHU YIbIHOMOIICHH



MIPEJICTaBUTEIIH.

(5) B emnomecedeH cpok oT mpukitouBaHe Ha jgoroBapsHeTo H3OK mnyGnmkyBa Ha
ounmanHaTa CM MHTEPHET cTpaHula obma uHpopMalus 3a JOrOBOPEHUTE OTCTHIIKU, 0€3 Aa mocouBa
pasmepa UM.

(6) Bcexku Thprosen; Ha eApo MOXE Ja IOJaJ€ YBEJOMJICHUE 4pe3 MpUTEeKaTeds Ha
paspemienueTo 3a ynorpeba 1o H3OK, ye xemae na pasmpocTpaHsiBa JEKapCTBEHM HPOAYKTH C
JIOTOBOPEHUTE OTCTBIIKHU.

(7) B 3-mHeBeH cpok OT mocThlBaHe Ha yBemomuieHueTo mo ain. 6 H30K nedunupa xom Ha
TBProBel] Ha epo.

Ui 238. (Hos - JIB, 6p. 62 ot 2015 r., B cuna ot 14.08.2015 1.) (1) OTcTBNKKM MOTaT /aa ce
JIOTOBapAT Npe3 IsulaTa KajJeHJapHa roJMHA IO pela, YCTaHOBEH B TO3M pasliel, 3a JIEKapCTBEHU
IPOAYKTH:

1. ¢ HOBO MEXIyHapOJHO HENAaTEHTHO HAaMMEHOBAHME, 3a KOETO € I0JaJCHO 3asBJICHHE 3a
pkirouBane B I1JIC mmo wi. 262, an. 6, T. 1 unu 2 3JIIIXM;

2. BximoueHu B I1JIC mo un. 262, an. 6, . 1 u 2 3JIIIXM, 3a xouto ui. 45, ain. 10 u 19 330 ne
HPEIBIKIAT 33 IbJDKUTEIHO LIEHTPAIU3UPAHO I0rOBapsiHE HAa OTCTBIIKH.

(2) HoroBopute 3a OTCTBIKM IO ai. 1, T. 1 BIM3ar B cuja OT HAYAJIOTO Ha ciejaBallaTa
KaJIeHJapHa roJlnHa, a Te3H 1o aji. 1, T. 2 - OT 1aTaTa Ha CKJIIOYBAHETO UM.

Yn. 23r. (Hos - /1B, 6p. 44 ot 2016 r., B cuia ot 10.06.2016 r.) (1) 3a nexapcrBeHure
IPOAYKTH C HOBO MEXIYHApOJHO HENaTeHTHO HaMMEHOBAaHHWE, IOJJIEKAalld Ha JOroBapsiHE Ha
OTCTBIIKH, WJIM KOMOHMHanusATa (mpu KOMOMHHMpaHu jekapcTBeHn nponaykru), H30K mposepsiBa mamu
MEX/YHApPOAHOTO HENAaTEHTHO HAWUMEHOBAaHUE, KbM KOETO HMPUHAIJIECKU JICKAPCTBEHUST MPOIYKT WU
KoMOMHamsITa (IpU KOMOMHUPAHH JICKAPCTBEHH MPOAYKTH ), MOXKE J1a Ce TOJI3Ba OT MAallMEHTHTE B TIOHE
NeT JbpXKaBU - WIEHKU Ha EBpomelickus cbro3, 4pe3 CHOTBETHUTE MM CHCTEMM 3a 3aIUlalllaHe C
myOJINYHM CPEICTBA.

(2) He ce ckmoyBar J0roBOpU 3a OTCTBIIKM 3a JIEKAPCTBEH HPOAYKT mo wi. 21, am. 2, ako
MEXTYHapOJAHOTO HEMAaTeHTHO HaMMEHOBaHUE, KbM KOETO TOW MPHUHAIJIEKU WM KOMOMHauMsTa (Ipu
KOMOWHUPAHU JIEKAPCTBEHU MPOJYKTH) HE MOXKE Ja Ce MOJ3Ba OT MAallMEHTUTE B MOHE MET IbpXKaBU -
wieHKH Ha EBponeiickus cbio3, 4Ype3 ChOTBETHUTE UM CHCTEMH 3a 3aIUlalllaHe ¢ MyOJIUYHU CpeICTBa.

(3) 3a ynocTtoBepsiBaHEe Ha OOCTOSITENCTBAaTa MO al. 1 MpHUTEXaTelsIT Ha pa3pelieHUueTo 3a
ynotpe0a/HEroBUST yI'bJIHOMOIIEH npeacTaBuTen npeacraBd Ha H30K cnuchk Ha 1bpKaBUTE - YIEHKU
Ha EBporneiickus cbio3, B KOUTO MEKAYHAPOJHOTO HEMATEHTHO HAUMEHOBAaHKE, KbM KOETO IPUHAIJICKHU
JIEKapCTBEHMST MPOAYKT WM KOMOMHANUATA (MpU KOMOMHUPAHHU JIEKAPCTBEHU MPOAYKTH), MOXKE Ja ce
MI0J13Ba OT MALlMEHTHUTE Ype3 ChOTBETHUTE UM CHUCTEMH 3a 3aIllalllaHe ¢ MyOIMYHH CpeICTBa, U IOCOYBa
M3TOYHUIINTE, HA KOUTO ce Oa3upa mpegocraBeHara nHpopMarus.

Paspean I1.

Yci0Bus, KpUTEpPHHU U pej 32 3aIbJIKUTETHO HEHTPAJIN3MPAHO J0TOBapsiHe HA OTCTHIKHU OT
CTOMHOCTTA HA JICKAPCTBEHUTE MPOAYKT 32 3ApaBHHUTE AeifHOCTH MO 1I. 82, ai. 2, T. 3 oT 3akoHa
3a 3apaBeTto, 3a kouto H30K 3annama (Hos - /IB, 6p. 48 ot 2014 r., 3ar.. gomn. - /1B, 6p. 62 ot
2015 r., B cuaia ot 14.08.2015 r.)

UYn. 24. (Hos - JIB, 6p. 48 ot 2014 r.) (1) (U3m. u nmom. - [IB, 6p. 62 ot 2015 r., B cuiia ot
14.08.2015 r.) Ha ocnoBanue wi. 45, an. 13 330 H3OK npoBexnaa 3aIbJKUTENHO LIEHTPAIN3UPAHO
JIOTOBapsiHE C MPUTEXKATEeIUTEe Ha pa3pellieHus 3a ynorpeda Ha JIKapCTBEHU MPOAYKTHU W/WUIIN C TEXHH
YI'BJIHOMOIIIEHU TPEACTaBUTENM HAa OTCTBIIKM OT LI€HaTa Ha JICKapCTBEHUTE MPOAYKTH 3a 3/IpaBHUTE
neiHocTH mo wi. 82, anm. 2, 1. 3 33 W 3amiam@a CTOWHOCTTA, MOJydyeHa B pe3yJiTaT Ha HaMmaJieHaTa ¢
JIOTOBOPEHHUTE OTCTHIIKM IIEHA Ha JIEKAPCTBEHUTE MPOIYKTH.

(2) (Um. - OB, 6p. 62 or 2015 r., B cuima or 14.08.2015 r.) Hauuonannara
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3IpaBHOOCUTYPUTETHA Kaca MPOBEXKIAa JOTOBApSHETO MO ain. | mpeau 3amovBaHe HA CHOTBETHATA
HaI[MOHAJTHA, PETHOHAIHA WJIM OOIIMHCKA TPOrpaMa, KaKTo U 3a BCsKa CIie/IBalla KaJleHIapHa TOANHA OT
[IEpUOJIAa HA JEHUCTBUETO 1.

(3) (Hom. - B, 6p. 62 ot 2015 r., B cuna ot 14.08.2015 r.) B cimydaure, Korato ce J0roBapsT
OTCTBIIKM 32 KaJICHJapHa FOJIMHA, JOTOBAPSHETO C€ M3BBPIIBA B CPOK 70 31 sHyapH Ha chIlaTa TOAWHA.
JIOrOBOpEHHUTE OTCTBHIIKU Ca 3abJDKHTEITHH 32 CPOKa Ha JICHCTBHE HA JIOTOBOPHTE M HE MOTaT Ja ce
M3MEHST MO HAaYMH, KOUTO BoaM J0 yBennuaBaHe Ha pazxoaute Ha H3OK. Ilpe3 kanengapHara roguHa
Morar Ja ObJIaT JOTOBAPSHU JOIIBJIHUTEITHO TIO0-BUCOKH Pa3MEpH Ha OTCTHITKHTE.

Yn. 25. (Hos - [IB, 6p. 48 ot 2014 r.) (1) 3a npoBexnane Ha porosapsinero H30K otmpass
nmokaHa mo oOpasen, yrBspiaeH oT ympaButens Ha H3OK, no mpurexartenure Ha paspelieHus 3a
yrnoTpeda Ha ChOTBETHUTE JICKAPCTBEHU MPOAYKTH/TEXHUTE YIIBIIHOMOILECHH MTPEICTABUTEIH.

(2) Ilokanara chabpKa:

1. agpecaTuTe Ha JOrOBAPSHETO;

2. HaMMEHOBaHKE Ha JIEKApCTBEHUS IPOJIYKT, 00EKT Ha JOTOBAPSHETO;

3. CPOK U MSCTO 3a M0AaBaHE Ha MPEIOKECHUATA,

4. anpec, TenedoH, (akc, eTSKTPOHEH aJIpec U JIHIIE 3a BPh3Ka.

(3) lokanara ce myOnvMKyBa Ha HHTepHET crpanuiara Ha H30K.

(4) KpM nokaHara ce mpuiiara oopaserl Ha J0roBop, yTBbp/eH ot ynpasutesst Ha H30K.

UYn. 26. (HoB - /IB, Op. 48 ot 2014 r.) (1) B cpoka, mocodyeH B NOKaHaTa, KaHAWIATHUTE
MIPEJICTaBAT B JeNI0BOICTBOTO Ha LlenTpanHoro ynpasinenue Ha H30K B 3anedaran Hempo3payueH IUIHK C
HEHapyIIeHa LSJI0CT CIETHUTE JTOKYMEHTH:

1. mpeuiokeHue, MOJMUCAHO OT MPHUTEXATeNsl Ha pa3pelleHUeTo 3a yrnorpeda Ha ChbOTBETHHUS
JIEKapCTBEH MPOJYKT UM OT HErOB YITbJIHOMOIIIEH ITPEICTaBUTET;

2. TOKyMEHT/!, YIOCTOBEPSIBAILIM MTPEICTABUTEIIHATA BIACT HA KaH/IM/ATa;

3. I'BJIHOMOIIHO 3a Y4acTHE B IOTOBAPSIHETO - B CIIyYauTe Ha YIIbJIHOMOIIABaHE;

4. mpuTexarei/u Ha pa3pelieHre 3a ThbProBUs Ha €po C JIGKAPCTBEHU MPOAYKTH, KOUTO/KOUTO
pa3npocTpaHsBa/T CbOTBETHHS JIEKAPCTBEH MPOJIYKT.

(2) Bepxy mumka cieqBa Jia € MoCO4€eH MOoAaTeNsT U aJipec 32 KOPECIIOHACHIUS.

(3) B ngenosoactBoTo Ha llenTpannoro ymnpasienne Ha H30K He ce mpuemar npemioxeHus,
KOHUTO ca MOAAJCHU CJe]l U3TUYaHeTO Ha KpaHUs CPOK WM ca MpeACTaBEeHH B He3aredyaTaH, po3padyeH
TUTMK WIK TUTMK C HapyIIeHa LsIoCT.

(4) IlpurtexarenuTe Ha paspelieHUs 3a ymnoTrpeda Ha JEKapCTBEHH MPOAYKTH/TEXHU
YI'BJIHOMOIIEHH MPEJCTaBUTENN MOTaT Jla M0JaBaT MPEeAJIOKEeHUs 3a OTCTBIKUA U 0€3 Ja € oTIpaBeHa
nokana oT H30K, kakTo 1 u3BbH cpoka 1o ui. 24, ai. 3.

(5) Ilpennoxxenusita 1Mo ai. 4 ce mMojaaBar mo 0Opasel] ChriacHo MmpuiokeHue Ne 9, KbM KOUTO
ce mpuiaraT TOKyMeHTUTe 1o 4wi. 26, an. 1, 1. 2 - 4.

Un. 27. (Hos - JIB, Op. 48 ot 2014 r.) (1) 3a mpoBexmaaHe Ha JTOTOBAPSHETO YIPABUTEISAT Ha
H30K onpenens cbc 3anoBen komucus or ciuyxurenn Ha H3OK. B 3anoBenra ce ompenensr
npejceaaren Ha KOMUCHATA U CbOTBETHHU PE3€PBHU UJICHOBE.

(2) B cwcraBa Ha KOMHCHATA 33aJBJDKUTENIHO C€ BKIIIOYBAT IPABOCIOCOOEH OPHUCT,
MarucTbp-(papManeBT/u 1 HKOHOMUCT/H.

(3) 3anoBenra o ain. 1 ce u3gaBa cien MyoaMKyBaHe Ha IMOKaHata 1o ui. 25, an. 1.
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Un. 28. (Hos - IB, Op. 48 ot 2014 r.) (1) KoMmucusiTa u3BbpIIBa MpoBEpKa Ha MOAAJICHHUTE
JOKYMEHTH 10 4i. 26, an. 1 3a ChbOTBETCTBHETO MM C Ta3HW Hapenda, KaTo MMa MpaBo Jia MOUCKA OT
y4yacTHUKAa B 3-JHEBEH CpPOK Ja OTCTpaHM HEPEJOBHOCTHM W/WIM Jla TNPEAOCTaBU JIOMBIHUTENHA
I/IH(bOpMaI_[I/ISI KbM MMOAaJICHUTC JOKYMCHTH.

(2) Komucusta He pasriexia MNpeIOKEHUsS, KOUTO HE OTroBapsAT Ha HM3UCKBAHUATA Ha
HapenbaTa, KakTO W HA YYaCTHUIUTE, KOUTO HE Ca OTCTPAHWIM HEPEIOBHOCTHTE W/WIM HE ca
MIPEIOCTaBUIIN AOMI'BIHUTENHATA UH(POPMAIIUS B ONIPEACTICHUS CPOK.

Yn. 29. (Hos - /JIB, Op. 48 ot 2014 r.) (1) Ilpu pasrnexnaHe Ha NpeAJIOKEHUATA Ha
YYaCTHMLIUTE IMpeJcelaTeNsT U JABaMa OT YJICHOBETE Ha KOMHUCHSTAa Ce MOJIUCBAT BBPXY BCIKa
CTpaHULA OT IPEJIOKEHUATA.

(2) Komucusita o cBos npeLeHKa MOKe Ja OKaHW yJacTHUK Ja [10J1a/1e HOBU IIPEI0KEHHS.

(3) Komucusita U3roTBsi MPOTOKOJIHM 32 CBOSITA pabOTa M C PEUICHUE OOSBSBA PE3yJITATUTE OT
IIPOBE/IEHOTO JIOrOBapsiHe, KaTo [0COYBa:

1. pa3mepa Ha 1OrOBOPEHUTE OTCTHIIKU, aKO TaKHBa Ca JOIOBOPEHH;

2. crouHocTTa, KoATo H3OK me 3amnama, moigydyeHa B pe3yiTaT Ha HaMmalleHaTa C
JIOTOBOpPEHATa OTCTHIIKA LIEHA Ha JIEKAPCTBEHUTE MIPOJYKTH.

(4) B3 ocHOBa Ha pelIeHUETO MO ajd. 3 KOMHUCHUSATA W3rOTBS MPOEKTH Ha JOTOBOPU M TH
npenacrass Ha ynpasutens Ha H30K.

Y. 30. (Hos - IB, Op. 48 ot 2014 r.) HanmonanHara 314paBHOOCUTYPUTENIHA Kaca IMyOJIMKyBa
Ha MHTEPHET CTPaHUIIaTa CH MHPOPMAIUS 33 CKIFOYEHUTE IOTOBOPH, O€3 1a ce OCOoUBaT pa3MEepHTEe Ha
JIOTOBOPEHHUTE OTCTHIIKH, KAaKTO M MHGOpMAIUs 3a aJpecuTe Ha MPHUTEKATEIUTE HA pa3pelieHus 3a
yrmoTpeda u/uim yIrbJIHOMOIIEHUTE UM TIPECTaBUTENH, TeNe()OHHN HOMEpa U JIUIA 32 KOHTAKT.

Paznea II1.
YcioBusl, KpUTEPHUH U pell 3a J0rOBapsiHe HA OTCTBIIKM OT CTOMHOCTTA 32 CbOTBETHATA Ipyna
MeIUIUHCKH U3/1eJIusl, BKJIIUYEHH B cUCbKa Mo 4wi. 30a oT 3akoHa 3a MeTUIIMHCKHUTE H31eTUs
(Hos - /IB, Op. 48 ot 2014 r., oT™m. - /IB, Op. 62 ot 2015 1., B cnJia ot 14.08.2015 r.)

Uin. 31. (Hos - [IB, 6p. 48 ot 2014 r., ot™. - JIB, Op. 62 ot 2015 ., B cuna ot 14.08.2015 )
Un. 32. (Hos - IB, 6p. 48 oT 2014 r., oT™. - IB, Op. 62 o1 2015 1., B cuna ot 14.08.2015 1.)
Uin. 33. (Hos - [IB, 6p. 48 ot 2014 r., ot™. - JIB, Op. 62 ot 2015 ., B cuna ot 14.08.2015 .)

IIpexoanu u 3aKIIOYUTESTHU pa3nopeadn

§ 1. B nByMeceueH cpok ciej BIM3aHE B CUjla Ha MO3UTHUBHMSA JekapcTBeH crnuchbk H30K
3amiania JeKapCTBEHUTE MPOAYKTH, OTIIYCHATH ChIVIacHO JekapcTBeHusl cnucbk Ha H3OK, mpuer c
pemenne Ne PJ[-YC-04-127 ot 27 nexkemBpu 2007 r. 3a omnpesensiHe ycIOBUsATA, HA KOUTO TpsOBa Ja
OTrOBAPAT M3ITBJIHATEINTE Ha MEIUITMHCKA TIOMOIII, pe/ia 3a CKJIFOUBAaHE Ha JIOTOBOPUTE C TAX U JAPYTH
ycnoBus o Wi 55, an. 2, 1. 2,4, 6 u 7 330 (06H., [IB, 6p. 5 ot 2008 r.; u3m., 6p. 45 ot 2008 T.).

§ 2. (1) (U3m. - AB, 6p. 40 ot 2009 r., B cmia ot 03.04.2009 r.) B cpok no 30 maii 2009 r.
MPUTEKATEIIUTE Ha pa3pelieHue 3a ynorpeba MM TEXHU YITBIHOMOIIEHU MPEJCTaBUTENN MOJABaAT 10
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H30K 3asiBnenus mo wi. 4 3a 3amjjaliaHe Ha CbOTBETHUTE JIEKAPCTBEHU MPOAYKTH 3a€IHO C
MPUJIOKEHUTE KbM TSIX JOKYMEHTH ChIVIACHO Wi. 5 OT Ta3u Hapezoa.

(2) (U3wm. - 1B, 6p. 49 ot 2012 r.) B cimygauTe mo an. 1 kbM 3asBJICHUETO HE CE MpHJIAra KOmue
OT BIISI3NIOTO B cuiia pemeHne Ha Komucusita no nieau u peuMmOypcupase.

§ 3. B cpok 1o 15 nHu oT BiiM3aHe B cuia Ha o3uTuBHUSA JekapcTBeH cnucbk H30K 3anousa
CKJIFOYBAHE Ha JOTOBOPH C JIMIA, MOJYYWIU pazpemieHue nmo wi. 229, an. 2 3JIIIXM 3a ThproBus Ha
IpeOHO C JIEKapCTBEHH MPOJYKTH M TOJalu 3asBJICHUE MO pela Ha Ta3u Hapenda 3a OTIyCKaHe Ha
MPOJIYKTUTE O 4L 1.

§ 4. B cpoxk nmo 1Ba Mecena OT BIM3aHETO B CHJIA HAa IO3UTHUBHMS JIEKAPCTBEH CIIHCHK
IIPUTEKATEIINTE HA Pa3pelIeHuUs 32 ThProBHs Ha APEOHO C JIEKAPCTBEHU NMPOJIYKTH, CKIFOUUIN JOIOBOP
¢ H30K, mpuBexxaar codryepa cu B chOTBETCTBHE ¢ HOBUTE M3rckBanus Ha H30K.

§ 5. 1o Bam3aHe B cuiia Ha HapenOaTa o wi. 30a ot 3akoHa 3a meaunuHckuTe u3aenus H30K
3ariama MPEeANUCaHUTe W OTIYCHAaTH MEAMIIMHCKM M3JCNUS MO IEHW W TPH YCJIOBHUS CBIJIACHO
npuioxxkenue Nel5 kpm Pemenue Ha Yrpasutennus cpBeT Ha H30K Ne PJ[-YC-04-127 ot 27.12.2007 r.
(o6n., JIB, Op. 5 ot 2008 T.; 3M., Op. 45 oT 2008 T.).

§ 6. Jlo cximrouyBane Ha pgoroBopute mo wi. 16, an. 1 H30K 3amnama npennucaHute u
OTIYCHATH IUETUYHH XpaHU 3a CIEUUATHU MEAUIIMHCKHU LM IO IIEHH W TMPU YCIOBUSA CBIVIACHO
npunoxenue Ne 15 kpM Pemenne Ha Ynpasurennus csBeT Ha H30K Ne P/I-YC-04-127 ot 27.12.2007
r. (06H., /1B, 6p. 5 ot 2008 r.; u3m., 6p. 45 ot 2008 r.).

§ 6a. (Hos - [IB, 6p. 40 ot 2009 r., B cuna ot 03.04.2009 r.) [IbpBUAT TpUMECEUEH MEPUOT 11O
yi1. 10, ain. 1 3anouBa ga teue ot 1 roan 2009 r.

§ 7. Yka3zanus no npuiaraHeTo Ha HapenOarta gaBa YnpaBuTenHUsT cbBeT Ha H30K.

§ 8. (U3m. - IB, 6p. 49 ot 2012 r.) Hapenbara ce u3ngaBa Ha ocHOBaHue 4. 45, an. 9 330.

3akJIl0unTeTHU pa3nopenoun
KBbM HAPEJIBA 3A UBMEHEHUE HA HAPE/IGA Ne 10 OT 2009 I'. 3A YCJIOBUSATA U
PEJIA 3A 3AIIVIAIHAHE HA JIEKAPCTBEHU INPOAYKTMU 11O YJI. 262, AJ1. 4, T.1 OT
3AKOHA 3A JIEKAPCTBEHUTE IMPOAYKTH B XYMAHHATA ME/IUIIUHA, HA
MEJUIWHCKHA U3AEJIUA U HA JUETUYHU XPAHU 3A CHEUAJIHU MEJIULTUHCKHA
HEJN
(OBH. - 1B, BP. 40 OT 2009 T".)

§ 4. [Taparpadu 2 u 3 Bimu3at B cuna ot 3 ampun 2009 r.



IIpexoanu u 3aKIIOYUTESTHU pa3nopeadn
KBbM HAPEJIGA 3A U3MEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne 10 OT 2009 I'. 3A
YCJIOBUSATA U PEJA 3A 3AIIVIAIIAHE HA IEKAPCTBEHU ITPOJAYKTH IO 4JI. 262,
AJl. 4, T.1 OT 3AKOHA 3A JIEKAPCTBEHUTE IMNPOAYKTU B XYMAHHATA
MEJULUHA, HA MEJUIIUHCKU U3JEJIUA U HA JUETUYHU XPAHU 3A
CIIEHUAJIHA MEJIMIIUHCKU LEJIN

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

§ 6. 3aBapeHuTe JIEKApCTBEHU NPOAYKTH, BKJIIOUEHU B II03UTHMBHUS J1€KapCTBEH CHUCHK, 3a
KOUTO € TOJIaJICHO 3asBJICHUE 1O Wi. 4 WIM YBEAOMJICHHE IO Wi. 9 KbM JlaTaTa Ha BJIM3aHE B CHJIa Ha
HapenOara, mo KouTto He e 3anouHano riamade ot H30K, ce 3ammamar cuutano ot 01.02.2010 r.

§ 7. IIspBUAT 1ByMeceueH nepuos o ui. 4a, an. 2 3anoysa aa reue cuurado ot 01.01.2010 r.

§ 8. Hapenbara Bnm3a B cuiia OT JieHs Ha 0OHapoABaHeTo i B "J/bpikaBeH BeCTHUK'.

Ipexoanu u 3aKJII0YUTETHHN Pa3nopendu
KBbM HAPEJFA 3A U3MEHEHUE U JOITBJHEHUE HA HAPEJBA Ne 10 OT 2009 T. 3A
YCJIOBUSITA U PEJIA 3A 3AILIAIAHE HA JJEKAPCTBEHU MPOJYKTH IO U.1. 262,
AJL. 4, T.1 0T 3AKOHA 3A JIEKAPCTBEHUTE IPOJIYKTH B XYMAHHATA
MEJIMIMHA, HA MEJUIMHCKH U3JEJUS U HA JUETUYHU XPAHM 3A
CHELUAJIHU MEJULIMHCKHA LEJIU

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

§ 25. IIbpBUAT TpUMeEcEUEH NepHoy 1o 4. 4a, aj. 2 3arnousa aa teye cuutano ot 01.07.2011 r.

§ 26. (1) HaumonanHara 31paBHOOCUTYpHUTETHA Kaca OTMpaBs MOKAaHA 3a JOTOBapsHE [0
MPUTEKATEIIUTE HA pa3pelieHue 3a ynoTpeOa/TexeH YITbIHOMOIIEH MPEICTABUTEN 3a MPEJCTAaBSIHE Ha
MpEeAJIOKEHUS 32 OTCThIKU Mo wi. 20, an. 1 3a nekapcTBeHUTE MPOAYKTH, BKIHOUEHH B [l03UTHUBHUA
JIEKApCTBEH CMUCHK 1Mo Wi. 262, an. 5, T. 1 3JI[IXM kbM aarara Ha BiIM3aHEe B CHJIa Ha HapeaOaTa, HO HE
mo-kbcHO ot 01.10.2011 r.

(2) HoroBapsinero o an. 1 ce u3BbpIIIBa 10 peJa Ha IJ1aBa YETBbPTA.

§ 27. MenuuuHCKUTE W3JENHUsl U JUETUYHUTE XpaHU 32 CIEHHUATIHU MEIULMHCKH LEJH,
3aruramany HanbJHO nian yactuyHo oT H30K mpe3 2011 r., ca onpenenenu ot Han3opHus cbBeT Ha
H3O0K B mpunioxkenne Ne 7 "Crucbk Ha MEIUIIMHCKY u3aenus, 3amamany ot H30K" u npunoxenne Ne
8 "Cnouchk Ha guernyHM Xxpanu, 3armiamaHu ot H30K" kem HammonanHus paMkoB AOroBop 3a

MEIUIIMHCKUTE JAeWHOCTH MEXAy HalmoHamHaTa 31paBHOOCUTYPUTENIHA Kaca W BBJIrapcKus JeKapcKu
cpro3 3a 2011 r. ([IB, 6p. 3 or 2011 1.).

§ 28. (1) B 15-nueBen cpok ot Biu3aHe B cwia Ha Hapen6ara H30K nedunupa xon Ha



THProOBEIl Ha €Ip0 Ha BCUYKU THPrOBLHU Ha €IpO, MOJYUYWIN pa3pelieHue 3a ThProBUs Ha €Ipo MO Y.
195 ot 3akoHa 3a JEKapCTBEHHUTE MNPOAYKTH B XyMaHHaTa MEIUIIMHA, WU H3FOTBA CHOTBETHUTE
SJIIEKTPOHHH (POpPMATH 32 U3MBIHUTEIUTE HA MEAUIIMHCKA IIOMOIII ¥ 32 JIMIATa Mo 4WI. 7.

(2) B ennomMeceueH cpok OT m3TH4aHe Ha cpoka mo ain. 1 H30K mpuBexna B CbOTBETCTBHE
yKa3aHUATa, TyOJUKYBaHU HAa UHTEPHET CTpaHUIATa ¥ U JOTOBOpUTE 1O 4. 7, ai. 1.

§ 29. (1) Pasnopenbara Ha § 8 oTHOCHO 4. 8, at. 5 Bim3a B cuia ot 1 ssHyapu 2012 r.

(2) o 31.12.2011 r. H3OK 3amnama Ha aunarta no 4i. 7, an. 1 mo 1,00 nB. 3a otuereHa
penentypHa 6i1aHka 3a 00pabOTBaHETO Ha PELEINTH 3a JIEKApCTBEHU NMPOJYKTH C HUBO Ha 3aIulallaHe
100 na cro.

HAPEJIGA 3A U3MEHEHME M JTOITBJIHEHUE HA HAPEJBA Ne 10 OT 2009 T. 3A
YCJIOBUSITA U PEJIA 3A 3AILUIAIIAHE HA JEKAPCTBEHU IMPOJAYKTH IO YJI. 262,
AJL 5, T.1 0T 3AKOHA 3A JJEKAPCTBEHUTE MPOJAYKTU B XYMAHHATA
MEJWIAHA, HA MEJULIMHCKH U3JEJMS U HA JTMETUYHU XPAHHU 3A
CNEUAJTHA MEJANMHCKHA HEJN

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

§ 12. HaBcskbae B Tekcta nymute "Komucus no 1103uTuBHMS 1eKapCTBEH CIIUCHK'" CE 3aMEHST
¢ "Komucus o niean u peumOypcupane'.

IIpexoanu pasnopendu
KBbM HAPEJIBA 3A UBSMEHEHUE U JOITBJIHEHUE HA HAPEJIBA Ne 10 OT 2009 I'. 3A
YCJIOBUSTA U PEJA 3A BAIIVTAIIAHE HA JIEKAPCTBEHU ITPOAYKTMH 11O YJI. 262,
AJL. 5, T.1 OT 3AKOHA 3A JIEKAPCTBEHUTE NPOAYKTHU B XYMAHHATA
MEJAULUHA, HA MEJUIIWUHCKU U3JEJIUA U HA JUETUYHU XPAHU 3A
CIHEIIUAJIHU MEIUIIUHCKH LHEJIN

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

§ 13. (1) 3a cpok enHa rogMHA OT BJIM3aHE B CHJIa HA Hapeadara JIEKapCTBEHUTE MPOJIYKTH 3a
JIOMAIIIHO JIEYeHHE Ha 3JI0Ka4eCTBEHH 3a00JsBaHMs ce 3alulalar Mo peAa M MpH YCIOBUSATA Ha Ta3u
Hapen0a Ha CTOMHOCT, HaMaJieHa ¢ JOTOBOPEHHUTE OTCTHIIKH 10 pena Ha npuiioskerune Ne 10 ot Hapenda
Ne 40 ot 2004 1. 3a onpenensiHe Ha OCHOBHMSA MAKET OT 3JIpaBHU J€MHOCTH, TapaHTUPaH OT OIO/KETa Ha
H30K.

(2) HamaneHuTe ¢ OTCTBIIKM CTOMHOCTH Ha JIEKapCTBEHUTE MPOAYKTH 10 al. | ce 3aruiamar Ha
qunara nmo ui. 7, an. 1 Ha ocHoBaHme pgoroBop, ckimoueH Mexay H3OK u nmpurexarennre Ha
paspelieHre 3a ynorpeba Uil TeXHUTE YITbJITHOMOIIEHH PeCTaBUTEIH.

§ 14. ITppBUAT mIECTMECEUEH MTEPUOJ IO 4. 4a, ajl. 2 3amo4yBa Jja Te4ye OT BJIM3aHE B CUJA HA
Ta3u Hapenaoa.

IIpexoanu pasznopeadomn
KbM HAPE/JIGA 3A USMEHEHHUE U JOITbJIHEHUE HA HAPEJIBA Ne 10 OT 2009 I'. 3A


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

YCJIOBUSITA Y PEJIA 3A 3AILIAIIAHE HA JIJEKAPCTBEHHM HNPOJYKTH IO 4J1. 262,
AJL. 5, T. 10T 3AKOHA 3A JIEKAPCTBEHUTE POJYKTH B XYMAHHATA
MEJINLMHA, HA MEJULWHCKY U3AEJINAS U HA JMETUYHU XPAHU 3A

CINELUMAJHU MEJULIUHCKHU LEJIA

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

§ 44. JIBanagecermeceynute nepuoau mo § 6, § 8, 1. 2,§ 9 u § 33 3amouBar ga TeKaT, CYUMTAHO
oT 1 suyapu 2014 r.

IIpexoxnu pasnopendu
KbM HAPEJIBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne 10 OT 2009 T'. 3A
YCJIIOBUSATA U PEJA 3A 3AIIVIAIIAHE HA JIEKAPCTBEHHU NPOAYKTH ITO 4JI. 262,
AJL. 6, T.1 OT 3AKOHA 3A JIEKAPCTBEHUTE NPOAYKTU B XYMAHHATA
MEJAULNHA, HA MEJUIIUHCKU U3JEJIUA U HA IUETUYHU XPAHU 3A
CHELUAJIHA MEJJULIUHCKU LEJINU, 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 T.)

§ 5. B cpok no emuH mecen oT Bim3aHe B cwia Ha Hapemdara H3OK ormpaes mokanu 10
MPUTEKATEIIUTE HA pa3pelieHuss 3a ymnorpeba Ha JIEKAPCTBEHH MPOAYKTH/TEXHH YITBJIHOMOIICHU
MPEJICTaBUTENN 3 JIOTOBAapsiHE HAa OTCTHIKH Mo wi. 20a, an. 3 He3aBHCHUMO JajH 3a TE3H JEKapCTBEHH
MPOAYKTH Ca JIOTOBOPEHH OTCTBIIKH.

IMpexoanu u 3aKIIOYUTETHH pa3nopeaon
KBbM HAPEJBA 3A UBMEHEHUE U JTOITbJIHEHUE HA HAPE/IBA Ne 10 OT 2009 I'. 3A
YCIOBUSTA U PEJA 3A SAIIVIAHIAHE HA TEKAPCTBEHHA ITPOJAYKTH 110 YJI. 262,
AJL. 6, T.1 OT 3AKOHA 3A JIEKAPCTBEHUTE NPOAYKTHU B XYMAHHATA
MEJIUIINHA, HA ME/IMIIMHCKU U3JEJUSA U HA TUETUYHU XPAHU 3A
CIHIEUAJIHU MEIMIUHCKU LHEJIN, KAKTO U HA JIEKAPCTBEHHU ITPOAYKTMU 3A
3IPABHU JEMHOCTH IO YJI. 82, AJL. 2, T. 3 OT 3AKOHA 3A 3JPABETO

(OBH. - 1B, BP. 62 OT 2015 T"., B CWJIA OT 14.08.2015T".)

§ 15. (1) IlbpBOTO mOroBapsiHE MO peAa Ha Ta3u Hapenda Ha OTCTBIKHM 3a JEKApCTBEHUTE
npoayktu no 4i. 45, an. 10 u 19 330 3anousa B cpok 10 paGoTHH IHU OT BIM3AaHETO i B cuila, KaTo
H3O0K oTnpasst nokaHu 3a JoroBapsHe J0 IpUTEKATETUTe Ha pa3pelieHue 3a ynorpeda 3a mpeacTaBsHe
Ha TMPEJUIOKEHHUS 32 OTCTHIIKK U MyOJWKyBa HA MHTEPHET CTpPaHUIIATA CH CIIOPA3yMEHHETO MO 4. 22,
an. 2.

(2) B cpok 1o 10 paGoTHH JHU OT MyOIMKyBaHe HA MMOKAHUTE U CIOPa3yMEHHUETO MO Wil 22, al.
2 mpuTe)aTeNUTe Ha pa3pelieHns 3a yrnoTpeOa/TeXHU YITbIHOMOIIEHU MPEICTABUTENHN 3asBIBAT KOS OT
oTcThIKUTE MO Wi. 21, an. 1, T. 1 nnm 2 u3bupar aa J0oroBapsAT U HE MOTaT Ja MPOMEHAT CBOSI H300D.

(3) HorosapsiHero mno ain. 1 ce u3BbpIIBa 10 peJja Ha IJ1aBa YETBbPTA.

(4) CxroueHUTe B pe3yaTaT Ha JOTOBApSHETO 110 ajl. 1 JOroBOpH BIIM3AT B CUIIA:

1. ot marata, ot kosTo H30K 3anouBa na 3aruiaia JeKapcTBEHHs IPOAYKT MIPHU yCIOBHUATA HA
riaBa BTOpa, pasznen I, cborBeTHO pasznen I, B cioyuail ye snekapcTBEHUAT MPOIYKT ObJie BKIIOYEH B
IUIC - 3a nexapCTBEHM HPOAYKTH C HOBO MEXIYHApOJHO HENAaTEHTHO HAMMEHOBAaHUE, 3a KOUTO €
nmogajsicHo 3asBieHue 3a BKiarouBaHe B [1JIC mo un. 262, an. 6, 1. 1 u 2 3JIIIXM;
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2. OT JaTara Ha BIIM3aHE B CHJIAa HA HapendaTa - 3a BCHYKU OCTAHAJM JICKAPCTBEHU MPOIYKTH, a
3a CIOPA3yMEHMETO MO 4. 22, ai. 2 - OT JOTOBOPEHHUS B HETO MEPHO/I.

(5) HoroBopute mo an. 3, 1. 1 u 2 ca cbc cpok Ha nedcrBue g0 31.12.2016 r., a
CIIOPa3yMEHMETO MO 4Jjl. 22, aj. 2 - 3a JOTOBOPEHHUS B HETO MIEPUOJI Ha JICHCTBHUE.

§ 16. (1) IIpu mbpBOTO AOTOBApSHE C MPUTESKATEIUTE HA PA3pEIICHUS 32 yIOTpeOa UIN TeXHH
YII'BJIHOMOIICHH MPEACTaBUTENN HA OTCTHIKU 1O wi. 21, an. 1, T. 1 pa3mMepbT Ha o0IIaTta OTCThIIKA € HEe
no-manko ot 20 Ha cto ot pazxoaute Ha H30K 3a nepuoaa ot BiiM3aHe B cuja Ha HapendaTa 10 Kpas Ha
2015 .

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

§ 17. Hanmonanuara 3paBHOOCUTYpHUTEIIHA Kaca CIHpa Ja 3aIuialia 3a JeKapCTBEHU MPOTYKTH
no ui. 45, an. 10, 13 u 19 330, 3a kouTO HE Cca JOTOBOPEHHU OTCTHIIKHU.

§ 18. IIpuTexarenute Ha pa3pemieHHs 3a ynorpeda Ha JIeKapCTBEHU NPOAYKTH o wi. 10e, ai.
1, KouTO KbM MOMEHTA Ha BJIM3aHE B cuja HA HapenOara ca BkiatoueHu B [LJIC mo wi. 262, an. 6, 1. 2
3JITIXM, B 30-mHEeBeH CpOK OT BIM3aHETO W B CHJa IOJaBaT 3asBJICHHE MO oOpasel ChIIacHO
npuioxxenue Ne la kpm ui. 10e, an. 2.

§ 19. Hapenbara Bim3a B cHiIa OT jiatata Ha 0OHapoaBaHeTo i B "JIbp>kaBeH BECTHUK'.

3ak/rouuTeIHM pa3nopendu
KbM HAPEJIGA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne 10 OT 2009 I'. 3A
YCJOBUSTA U PEJA 3A BAIIVTAIIAHE HA JIEKAPCTBEHU ITPOAYKTH ITO 4JI. 262,
AJL.6, T.1UT.2 OT 3AKOHA 3A JIEKAPCTBEHUTE NPOAYKTU B XYMAHHATA
MEJUIIMHA, HA MEJUIIUHCKHU U3AEJIUA U HA JTUETUYHU XPAHU 3A
CIHEHUAJIHU MEJULHUWHCKHU HUEJIU, KAKTO U HA JIEKAPCTBEHU ITPOJAYKTHU 3A
3JIPABHU JEMHOCTH 110 Y.I. 82, AJI. 2, T. 3 OT 3AKOHA 3A 3JIPABETO
(OBH. - 1B, BP. 44 OT 2016 I'., B C1JIA OT 10.06.2016 T".)

§ 4. Hapen6ara Bnmu3a B cuiia OoT JieHs Ha 0OHapoiBaHeTo i B "J[bp>kaBeH BeCTHUK'.
[Ipunoxenne Ne 1 xbM ui. 4

(Uzm. - [IB, 6p. 67 ot 2011 1., u3m. - JIB, 6p. 49 ot 2012 1., u3Mm. u nom. - [IB, Op. 48 ot 2014

BAABJIIEHWNE

(MbNIHO HaMMEHOBaHWE Ha MpuTeXxaTensa Ha paspeLLeHneTo 3a ynotpeba)
CbC cepjanuiie 1 agpec Ha ynpasneHue:

(3a topuanyecko nuue - NbrHO HauMeHoBaHWE Ha NpeAcTaBUTENSs, ceaanuLLe U afipec Ha yrnpaBreHue; 3a (hU3nYecKo nuue -
NOCTOSIHEH azipec)
B Ka4eCTBOTO MY Ha: NpuTexaTten Ha pa3pelleHne 3a ynotpeba/ynbnHOMOLLEH NpeacTaBuTen
(HeBsipHOTO Ce 3ayepTaBa)
C JOKYMEHT, yAOCTOBepsiBaLL, NpeAcTaBuTenHara BnacT:

3a cboOLEHNSA U KOHTaKTU:

Appec:



YBAXAEMU rOCrNognH/TOCNOXO
YMPABUTEN,

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

262, an. 6, 1. 1 ot 3akoHa 3a nekapcTBEHUTE NPOAYKTN B XyMaHHaTa MeAuLUMHa, Ha MeOULVHCKN U3OENNa U Ha OMeTUYHM Xpa

MEOMWLMHCKM LieNnu, KakTo U Ha NekapCTBEeHN NPOAYKTM 3a 3apaBHMTE AeNHOCTU No yn. 82, an. 2, 1. 3 oT 3akoHa 3a 34paBeTo ¢

Xenas ga ce 3annawat ot H30K crnegHnTe nekapcTBeHM NpoayKTu:

1
(HaMMeHoBaHMe Ha NekapCTBEHWSI NPOAYKT, NeKapcTBeHa hopMa 1 OKOHYaTeNHa OMnakoBKa)

KbM HacTosLWoOTO 3asiBNeHne npunaram cnegHute JOKYMEHTH:
1. Konve ot BnsA3no B cuna peweHne Ha HaunoHanHnsa CbBeT No LeHn 1 penmbypcupaHe Ha nekapcTBeHnTe NpoayKTy
(mpunarat ce pelleHusaTa 3a BCEKM €4uH OT NOCOYEHUTE MO-rope B 3adBMIEHNETO NPOAYKTM)

PP
3.
LaTa: e
(mognuc n neyat Ha 3asBUTENS)
[Ipunoxxenne Ne 1a xpm ui. 10e, ain. 2
(Hoso - 1B, 6p. 62 ot 2015 1., B cuna ot 14.08.2015 1.)
SAABNEHUWE
o) TSRS
(MbIHO HaUMeHOBaHUE Ha Mpumexamersi Ha pa3peweHuemo 3a yrnompeba)

CbHC CEeAANULLE N @APEC HA YMPABIEHME! ... c.ueu et et et et et e et et e e ea e e e e e e et ea e ea e eaea e eaenenns
LR 0TS aTea £=1=3 3 =1 = F= T To o

(3a topuduyecko nuue - MbJIHO HaUMeHo8aHue Ha rnpedcmasumerisi, cedanuwje u adpec Ha yrnpasneHue; 3a
¢usuyecko nuye - mpume umera, EMH, nocmosineH adpec)
B KAQYECTBOTO MY Ha: NnpuTexaTen Ha pa3pelleHne 3a ynotpeba/ynbnHOMOLLEH NPeaCcTaBnUTEN
(HessipHOMO ce 3ayepmasa)

C AOKYMEHT, YAOCTOBEPSABALL, MPEACTABUTENMHATA BITACT: .ueuiuinineeetaneteaeneneneneneneteaaeeenenenenaenenns
3a cboOLLEHUS N KOHTAKTMK:

2N x| 1= o PR

L= U
TenedoH ......cccovvvviivviiieenen, PAKC .oooeiiiieeeee e E-mail oo

YBAXAEMU IroCriogmH/roCnoXXo

YIMPABUTEN,

Ha ocHoBaHue un. 10e, an. 2 ot Hapen6a Ne 10 ot 2009 r. 3a ycnosusita 1 pefa 3a 3annaliaHe Ha



NeKkapcTBEHM MPOAYKTM NO yn. 262, an. 6, 7. 1 1 2 oT 3akoHa 3a NekapCTBEHUTE NPOAYKTU B XyMaHHaTa
MeOuumHa, Ha MeAVMLUHCKM M3O0ennst U Ha AMETUYHWN XpaHu 3a crneuunanHu MeguUnHCKU Lenun, KakTo 1 Ha
rniekapCTBEHW NPOAYKTU 3a 30paBHUTE AeNHOCTM no un. 82, an. 2, T. 3 oT 3akoHa 3a 3gpaBeTo, 3aaBsiBaM, 4e
Xenas ga ce 3annawat ot H30K cnegHuTe nekapcTBeHV NPoOaYyKTU:

(HaumeHog8aHuUe Ha fiekapcmeeHusi Mpodykm, fiekapcmeeHa ¢hopMma U OKOHYamersiHa ornakoeka)
2 e
G R
KbMm HaCTOALLOTO 3adaBneHne npunaram cneaHuTe AOKYMEHTU:
1. Konue ot Bnsi3no B cuna pelueHne Ha HaunoHanHus CbBeT Mo LIEHN 1 penmbypcupaHe Ha nekapcTBeEHUTE
NPOAYKTW.
(npunazam ce peweHussima 3a eceku eQUH om rocCoYeHUMe ro-2ope 8 3asisrieHuemo npodykmu)

(nodnuc u neyam
Ha 3aseumerisi)

[Ipunoxxenue Ne 2 xpm 4. 7, an. 3 u ui. 16, ai. 2

(Uzm. - JIB, 6p. 34 ot 2009 1., oT™. - IB, Op. 67 oT 2011 1.)

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

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

Ao
YMPABUTENA HA H30K

SAABITEHWNE

(I'I'bJ'IHO HanMmeHoBaHWe Ha nputexarternd Ha pa3pelleHneTo 3a yn0Tpe6a)
CbC cejanuiuie n agpec Ha ynpaBrieHue:

(3a topnamyecko nuue - NbAHO HaMMEHOBaHWE Ha NPEeACTaBUTENS, ceJanvile U agpec Ha ynpasneHue; 3a ouanyecko nuue
NMOCTOsIHEH agpec)
B KQ4eCTBOTO My Ha: NpuUTeXaTen Ha paspelleHue 3a ynotpeba/ynbrnHOMOLLEH NpeacTaBuTen
(HeBsIpPHOTO Ce 3ayepTaBa)
C OOKYMEHT, yOCTOBepsiBaLL NpeAcTaBUTenHarta BnacT:
3a CbOOLLEHMS U KOHTaKTU:

Appec:



YBAXAEMU rOCrnogmnH/roCnoXo
YIMPABUTEN,

Ha ocHoBaHue un. 9a, an. 1 ot Hapen6a Ne 10 ot 2009 r. 3a ycnoBsuaTa 1 pefa 3a 3annaliaHe Ha nekapcTBEHW NPOAYKTU MO
3akoHa 3a fekapCTBeHUTE NPOAYKTN B XyMaHHaTa MeguumHa, Ha MegULMHCKM M3Oenns U Ha OUETUYHM XPpaHW 3a crieumarnHu |
KaKTO W Ha NnekapcTBeHW NPOAYKTM 3a 3apaBHMTE OeNHOCTU no yn. 82, an. 2, 7. 3 oT 3akoHa 3a 34paBeTo 3asaBsABaM, Ye Xenas
3annawaHeto oT H30K no pega Ha HapeabaTta Ha crieaHUTe NeKkapCTBEHM NPOOYKTHU:
RSP
(HaMMeHOBaHWe Ha NekapCTBEHUSI NPOAYKT, NeKapcTBeHa hopMa 1 OKOHYaTelTHa ONakoBKa)

(moanuc n nevat Ha 3asBUTENS)

[Ipunoxenue Ne 3a kpm 4. 10a, ain. 1

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

3AABJIEHVE

(MbrIHO HaMMEHOBaHWE Ha NpuTeXaTens Ha paspeLlleHneTo 3a ynotTpeba/ynbIHOMOLLEH NpeacTaBuTen)
CbC cefanuiie u agpec Ha ynpasneHue:

(3a topmamM4ecko nuue - MbIIHO HaUMEHOBaHME Ha NPeACTaBUTENS, ceaanuvLle 1 agpec Ha ynpasreHue;
3a dumsnyecko nuue - Tpute umenHa, EMH, nocrosHeH agpec)
B KAQYECTBOTO MY Ha: NpuUTexaTen Ha pa3peLleHne 3a ynotpeba/ynbnHOMOLLEH NpeacTaBuTen
(HeBApHOTO ce 3a4epTaBa)
C AOKYMEHT, yAOCTOBepsBaLL, NpeacTaBMTeNnHaTa BracT:

3a cbOOLLEeHNS U KOHTaKTU:

Appec:

YBAXAEMU roOCriogmnH/r0CrnoXXo
YIMPABUTEN,

Ha ocHoBaHue un. 10a, an. 1 ot Hapeg6a Ne 10 ot 2009 r. 3a ycnoBuaTa 1 pega 3a 3ansallaHe Ha JleKapCTBEHM
nNpoayKTh Mo un. 262, an. 6, T. 1 oT 3akoHa 3a fekapCTBEHUTE NPOAYKTU B XyMaHHaTa MeauuuHa, Ha MeanUNHCKN
n3genus n Ha ANETUYHU XpaHy 3a cneumanii MeANLMHCKM Lienn, KaKTo U Ha NIeKapCTBEHU NPOOYKTU 3a
3[paBHUTE AEMHOCTM No Y. 82, an. 2, T. 3 oT 3aKkoHa 3a 34paBeTo 3asaBsiBaM, Y€ Xenasi CriegHUTe NekapCTBEHU
NpoayKTn, HEOBXOANMM 3a N3MBbIIHEHWE HAa OENHOCTUTE MO 34paBHA Nporpama: ...........

(HaMmeHoBaHVe Ha cbOTBETHaTa nporpama)



pa ce s3annawat ot H30K:
S
(HaumeHoBaHWe Ha nekapCTBEHMS MPOAYKT, NekapcTBeHa hopMa U OKOHYaTeNHa ornakoBka)

KbM HacToAaLWwO0TO 3asiBneHue npunaram cregHuTe JOKYMEHTHU:

1. Konue o1 BNs3no B cuna pelleHre Ha HaumoHanHusa cbBeT No ueHn 1 pemMmbypcupaHe Ha nekapcTBeHuUTe
nNpoaykTu (Npunarat ce peLleHnsiTa 3a BCEKM eMH OT NOCOYEHUTE NO-rope B 3asiBNEHNETO NPOAYKTH).

2. Cnncbk Ha NpUTeXaTenuTe Ha paspelleHne 3a TbProBusi Ha e4po C fIeKapCTBEHM NPOOYKTH.

= = Ut
(moanuc v neyvart Ha 3aaBuUTENS).
[Mpunoxxenne Ne 36 kpM wi. 15, an. 1, 1. 2 mw . 197, an. 1
(HoBo - 1B, 6p. 48 oT 2014 1.)
no
YMNPABUTENA HA H30K
SAABNEHUE
o P

(MbnHO HaMmeHoBaHue Ha npoussogutens Ha MU (Ha AXCMLU)/ynbnHomoLleH npeactasuTten/Tbproeeua Ha
enpo ¢ MU/ynbnHomoLLeH npegctaBmTen)
CbC cepjanuile 1 agpec Ha ynpasneHue:

(3a topmandecko nuue - MbIIHO HAMMEHOBAHWE Ha NPeACTaBUTENS, ceaanvile N afpec Ha yrnpaBneHue; 3a
dusnyecko nuue - Tpute MMeHa, EMH, noctosaHeH agpec)
B KAa4eCTBOTO cu Ha: npoussoguTen Ha M/ (Ha OXCMLU)/ynbnHomolleH npeactasuten/ TbproeeLa Ha eapo ¢
MW/ynbnHomMoLleH npeacTaBuTen
(HeBApHOTO ce 3a4epTaBa)
C AOKYMEHT, yAOCTOBepsBaLL, NpeacTaBMTeNnHaTa BracT:

MocouBam criegHMsa agpec 3a CbOOLLEHMS U KOHTAKTU:

Appec:

YBAXAEMU roOCriogmnH/r0CrnoXXo
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
3annawjaHe Ha nekapcTBeHV NPOAYKTU MO Yn. 262, an. 6, T. 1 oT 3akoHa 3a NnekapcTBEHUTE NPOAYKTU B
XyMaHHaTa meguumnHa, Ha MeanUmMHCKU n3genna n Ha aneTnvyHn XpaHu 3a cneuunanHn MeauumHCKU Lenun, Kakto 1
Ha nekapCcTBEHW NPOAYKTU 3a 30paBHUTE AeNHOCTM No yn. 82, an. 2, T. 3 oT 3akoHa 3a 3gpaBeTo 3asBsBaM, ve
Xenas Aa ce npekpatu 3annawaHeto ot H30K no pega Ha HapegbaTta Ha cnegHuTe NPOAYKTY:



(HanmeHoBaHne Ha MU, OXCML|, Bug, onakoBka)

(moanuc v neyvart Ha 3aaBuUTENS).

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

(M3wm. - IB, 6p. 67 ot 2011 r., npenummao [Ipunoxenne Ne 4 kbMm un. 14, usm. - /IB, 6p. 48 ot
2014 r.)

3AABJIEHVE

(MbNHO HaMeHoBaHWe Ha NPOM3BOAMTENS/YNBIHOMOLLEH NPpeacTaBnTen)
CbC cepjanuile 1 agpec Ha ynpasneHue:

(3a 1opmanyecko nuue - MbiIHO HauMeHOBaHWEe Ha NPeacTaBUTENs, ceganviie 1 agpec Ha ynpasneHue; 3a
dmsmdecko nuue - Tpute nmeHa, EMH, nocrosiven agpec)
B KAYECTBOTO MY Ha: NPOM3BOAUTEN/YMbIHOMOLLEH NPeACTaBUTEN
(HeBApHOTO ce 3a4epTaBa)
C AOKYMEHT, yAOCTOBepsBaLL, NpeacTaBuTeNnHaTa BracT:
Moco4Bam cnefHWs agpec 3a CbOOLLEHWS N KOHTAKTU:

Appec:

YBAXAEMU rOCriogmnH/r0Cno>Xo
YIMPABUTEN,

Ha ocHoBaHue un. 19, an. 1 ot Hapen6a Ne 10 ot 2009 r. 3a ycrnoBusita n pefa 3a 3annallaHe Ha NleKapCTBEHU
nNpoayKTh no un. 262, an. 6, T. 1 ot 3akoHa 3a fiekapCTBEHUTE NPOAYKTU B XyMaHHaTa MeauuuHa, Ha MeanUMHCKN
n3genus n Ha ANETUYHN XpaHu 3a crneumanim MeAUUMHCKM Lienuy, KakTo U Ha NNeKapCTBEHU NPOAYKTY 3a 34paBHU
nenHocTy no un. 82, an. 2, 1. 3 ot 3akoHa 3a 34paBeTo 3asBsABaM, Ye Xenas aa ce 3annawat oT H30K cnegHute

AXCML;
1,

OueTtnyHute XpaHu 3a cneuynanHn MmeguumnHCKN Lenu e ce pa3npocTtpaHAaBaTt A0 anTeknuTe, CKno4vmnnm goroesop €



H3OK, oT cneaHnTe TbpProBuUM Ha e4po:

(HaMmeHOBaHWe Ha NMUEeTOo, NpPUTEeXaBaLlo yaoOCTOBEPEHME 3a perncTpaums Ha o6eKT 3a TbproBus C XpaHu,
n3gageHo no peda Ha 3akoHa 3a XpaHuTe)

Mpunaram cnegHUTE AOKYMEHTU:

1. Jeknapauus, 4ye cboTBeTHaTa IXCML| oTroBapsi Ha ycnoBueTo no yn. 18, an. 3, kato ce noco4Bat
KOHKpeTHWTe obLiecTBeHn poHO0BE B CbOTBETHATA ObpKaBa.

2. leknapauus 3a cbrnacue OT NOCOYMEHMTE TbProBLUM Ha e4po 3a JOCTaBKa Ha AUETUYHUTE XpaHW 3a crieumarnHm
MeOULUMHCKM uenu (mpunarat ce geKnapauum oT BCUYKM MOCOYEHW TbProBLM Ha eapo).

3. Jeknapauus 3a perynspHo ocurypsiBaHe Ha 3asiBEHUTE OUETUYHW XpaHu 3a cneumnanin MeguumHCKu Lenm 3a
nepuog He no-ManbK oT 12 kaneHgapHu Meceua.

4. Konuve oT JOKYMEHTH, yaOCTOBEPSABALLN U3UCKBaHUATa no yn. 18, an. 1 (npunaraT ce JOKYMEHTM 3a BCAKa
OneTnyHa xpaHa 3a cneumanHy MeSULUHCKN Lenn).

F = - S OO PRPPIOS
(mogonuc n nevyat Ha 3asBuUTENs).

[Ipunoxenne Ne 5 xbM ui. 16, an. 2

(Hogo - JIB, 6p. 67 ot 2011 r., oM. - JIB, 6p. 48 o1 2014 1.)

[Ipunoxenue Ne 6 kbm 4. 16, ain. 2

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

[Ipunoxenne Ne 7 kbm ui. 19, an. 1

(Hogo - B, 6p. 67 ot 2011 r., otm. - JIB, 6p. 48 ot 2014 1.)

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

(Homo - IB, Op. 67 ot 2011 r., npenumnino Ipunoxenue Ne 8 xbm uwi. 21, an. 2, uzm. - /1B, Op.
48 ot 2014 1., oT™. - [IB, Op. 62 oT 2015 1., B cmma ot 14.08.2015 )

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

(Hoso - JIB, 6p. 30 ot 2015 r., npenumnnao [Ipunoxenne Ne 8a kbMm ui. 22, an. 11, u3m. - [IB,
op. 62 ot 2015 r., B cuna ot 14.08.2015 r.)

MPOTOKON
Ne 000000000... |,ElaTa: OPUTNHAI

MputexaTen Ha paspelueHne
3a ynotpeba/Heros




YNbJIHOMOLUEH nNpeacrtaBuUTen

Appec:

WH no 304C/MH no
HaLMOHaNHOTO
3akoHoparencTteo 3a OC:

ENK/BYJTICTAT:

M.O.J1.

Monyyaten:

Appec:

EVK/BYJICTAT:

M.O.J1.

Or: Ho:

3a nepuog; | | |

3a nocoyeHusa nepuoa AbimkMMaTa KOMMNeHcaumns 3a CMeTKa Ha nputexaTens Ha paspelleHve 3a
ynoTpeba/Heros ynbnHOMOLLEH HErOB NPeAcTaBUTEN 3a 3annalwaHe Ha oTnycHaTu u otyeTeHn kbm H30K
neKkapCcTBeHV NPOAYKTU Bb3Nnaa Ha:

OTcTbrka 3a
Ne [ JlekapcTBeH npogykTt Konunyectso S OTtcTtbnka 06wo

I3aMeHeHMe Ha JaHbYHaTa OCHoBa 06LLO:

OOC craBka:

N3meHeHune Ha JOC:

Cyma 3a nnawaHe: | | Cpok 3a nnawane:

Mo cmeTtka Ha H3OK: BIC/SWIFT ..., IBAN ...

UneH 236, an. 1 ot Hapeg6a Ne 10 ot 2009 r. 3a ycrnosudaTta 1 pega
3a 3annailaHe Ha nekapcTBEHU NpoaykTh no un. 262, an. 6, 1. 1 ot
3akoHa 3a nekapCcTBeHUTE NPOAYKTM B XyMaHHaTa MeanumHa, Ha
MEeOMLMHCKN U3Eenus U Ha OUeTUYHWN XpaHU 3a creuunarnHm
MEeOMLMHCKU Lenu, KakTo U Ha NeKapCTBEHN MPOLYKTU 3a 34paBHU
genHoctn no yn. 82, an. 2, 7. 3 ot 3akoHa 3a 34paBeTo

OcHoBaHue 3a nsgasaHe:

Jlata Ha Bb3HMKBaHe Ha JaHbYHOTO CbbUTHE: | |

CnpaBka 3a konuyecTBaTa OT NNeKapCTBEHUTE MPOAYKTM MO
MpunoxeHue: €NeKTPOHEH OTYeT cbrnacHo un. 8, an. 3, 3annateHn ot H3O0K npe3
CbOTBETHMSA NEpUoA

3a HauuoHanHaTta 3gpaBHoOCUrypuTEerNHa Kaca:
3a npuTexaTens Ha paspeLleHneTo 3a ynotpeba/Heros

YNbTHOMOLLEH npeacTtaBuUTen:

[Tpunoxxenne Ne 9 xpMm ui. 26, an. 5

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

MPEONTOXEHNE

oT




(MbITHO HAMMEHOBaHUE Ha NpUTeXaTens Ha paspeLleHneTo 3a ynoTpeba/ynbHOMOLLEH NpeacTaBUTEN)
CbC cepjanuiie 1 agpec Ha ynpasneHue:

(3a topmanyecko nuue - NbiIHO HAaMMEHOBaHWE Ha NPeACTaBUTENS, ceaanvile N agpec Ha yrnpaBneHue; 3a
dusnyecko nuue - Tpute umeHa, EMH, noctosHeH agpec)
B KA4YEeCTBOTO CU Ha: NpuTexaTern Ha paspeLleHmre 3a ynoTpeba/ynbnHOMOLLEH NPpeacTaBnUTEN
(HeBsAApHOTO ce 3a4epTasa)
C AOKYMEHT, yAOoCTOoBepsiBaLl, NpeAcTaBuTenHaTa BracT:

3a cboOLEHNSA U KOHTaKTU:

Appec:

YBAXAEMU rOCNOAMH/TOCNOXO
YIMPABUTEN,

Ha ocHoBaHue un. 45, an. 13 330 npeanaram oTCTbIKa 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. - -
(HaumeHoOBaHMe Ha (pa3mep Ha npeanoxeHara (cTomHOCT, Nnony4veHa B pe3ynTaT Ha
nekapcTBEHWsI NPOOYKT) oTCTbNKaA B %) npeanoxeHara OTCTbIKA)

PO OO TP PPPPTTTPTT
KbM HacTosLWwoTo 3asBneHne npunaram:

(mognuc n nevat Ha 3asBuUTEnNs).



