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[MpoTokonbT ce u3fasa OT cneuunanuavpaHa KoMuUcusi B ne4vyebHu 3aBeaeHuss 3a GONMHUYHA nomMouy, CKn4Yunu

Aorosop ¢ H3OK. CneunanuaupaHute KOMUCUM Ce Cb3aaBaT CbC 3anoBes Ha AvpekTopa Ha ne4yebHOTO 3aBeaeHue 3a
BonHuyna nomow B cneawute J13: CBANAB EAL — rp. Cochusi, CBANAB +1-p Jincuukosa“ EOO[] — rp. BapHa

I. PEQ1 3A 3ABEPSAIBAHE HA MPOTOKOJUTE

MNpoTokonu 3a 3anouyBaHe Ha nevyeHue
npOTOKOl‘IVI 3a npoAbimKaBaHe Ha neYyeHue nNpu noBullaBaHe Ha fAo3aTa

* lMonbnHeHo u noanucaHo npunoxewne 1 — nUCT 3a onpeaensHe Ha
KpUTEPUUTE C BCUYKM HEOBXOANMM U3CreaBaHus
* PeweHue Ha cneuuanusMpaHa KOMMCMSI C SiCHA MEAULMHCKA MOTUBALMS

CMNEUWATTU3UPAHA (3agbmKMTENnHO ce 0TBENA3Ba NUNCA Ha U3KIKYBALLM KpuTepum)
KOMUCUS * Enukpusa, BKknioyBalla AaHHM OT aHaMHesaTa, cratyca v npeaxoxaallo
neyeHue

= “lpoTokon 3a npeanuceaHe Ha nekapcTea, 3annawaun ot H3OK/P3OK” — o6p.
/ M3-H3OK (nodnucax om ecuyku yneHose Ha crieyuanusupaHama KOMUCUS)

Komucusi no un. 78, 1. 2 ot 3aBepka Ha NnpoTokona B
330 B LIY Ha H30K P30K .

[MpoTokonu 3a npoAabimKaBaHe Ha neyeHue 6e3 NpoMsiHa Ha fo3aTa Ha NekapCTBEHUS NPOAYKT

= “lpoTokon 3a npeanuceBaHe Ha nekapcTea,

CNEUMNATIU3NPAHA " | sannawaHu ot H3OK/P30OK” — 06p. M3-H30K 3aBepka Ha NnpoToKona B |
KoMUcuUs | (nodnucaH om  ecuuku uneHose  Ha P30K
creyuanusupaHama KOMUCUSi)

Il. OBLLU NOJNIOXEHUSA

1. 30J1 nopasa noaroTeeHuTe AokymeHTU B P30K, Ha TepuTopusiTa Ha KOSITO e Hanpasuno usbop Ha OMJ. lokymeHTUTe
BKIIOYBaT:

1.1 3asBnenue no [upektopa Ha P30OK.

1.2 MNonbnHeHo 1 noanucaHo npunoxexue 1. MonbBa Ce MO CLOTBETHATA TOYKA U Ce npunara oTpaseHata B UMGPOB UHAEKC
MeAuLMHCKa A0KyMEeHTaLUus, yA0CToBepsiBaLla BCEKU €AUH OT KpuTepuuTe.

1.3 MbnHuAT Habop n3cneaBaHUs (PUMKANHN, MHCTPYMEHTAMHY 1 nabopaTopHu), OTpaseH B NPUNoxeHue 2.

1.4 “TMpoTokon 3a npeanucBaHe Ha nekapcTBa, 3annawanm ot H30K/P30K” — 06p. M3-H3O0K, usnageH ot cneuuanuiupaHa
Komucus. lNpunara ce opuruHan Ha NpoTOKON, @ NPW KaHAWAATCTBaHE 3a NPOAbIKABAHe Ha TepanusTa ce NpeacTaBs OpurvHan
Ha NpeAxoAHUs NPOTOKON C OTPA3EHU BCUYKN HA3HAYEHWS NO HEero.

1.5 [leknapauus 3a uUHpopMMUpaHO cbrnacue no obpasel (npunoxeHue 3)

2. P30K npuema gokymeHTUTe no Touka 1 crieq CcrnpaBKa OTHOCHO 3ApaBHOOCUrypUTEnHus ctatyc Ha 30J1.

3. MbpBUAT M BCeku crieaBaly NPOTOKON Ce M3AaBsarT 3a nepuopa Ao 180 gxHu.

—-l.
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NPUNOXEHME 1

N3NCKBAHUA HA H3OK NPU U3OABAHE HA MPOTOKONWN 3A UMYHOCYNPECUBHO NEYEHUE HA KOPTUKO3ABUCUM
N KOPTUKOPE3UCTEHTEH HEQPOTUYEH CUHAPOM MPU MALUMEHTM NOA 18 FOAMULLHA Bb3PACT

[ Ume: (W] [ .F. T [ [ FUE=T T

3abenexka: MeduyuHckama AoKymeHmayusi, ydoCMoeepsiealua 6CeKu om KpUMepUUme € MOCOYeHa C Uuppa 6 UHOBKC U 3adbmKUMenHo
npudpyxasea HaCMOAU,0MO NPUSIOKEHUE.

A. KPUTEPUU 3A IONYCTUMOCT/3AMNOYBAHE HA NIEYEHUE (3AOBMKUTENHU CA BCUYKU KPUTEPUN)

MKB N04.0, N04.1, N04.2, N04.3, N04.4, N04.5, N04.6, N04.7, N04.8

1 CurypHa auarHosa — KNuHUYHM, NabopaTopHu W/UNn XUCTONOIMYHM AOKasaTencTsa " 2 °

£ Jlunca Ha edbekT OT NPoBEX/AaHO 0 MOMEHTA FeYEHME C KOPTUKOCTEPOUAMN uuTocTaTULM 260
3 [lokasaH KOpTUKO3aBUCUM I KOPTUKOPE3UCTEHTEH HEDPOTUYEH CUHAPOM Sk

4 M3cneasaHus, CbrnacHo Tabnuua 2 Ha npunoxeHue 2 5

5 Jlunca Ha uskniouBawm Kputepum no T. B .

1
enukpusa ot nocrnegHa xocnurtanusauus B J13BM, BKIOYBaLLa MHOpMauMs 3a Havyanoto wu xofa Ha 3abonsBaHeTo, uscnejBaHus,
KOHCynTauun

|
HeobGxoaumuTe uscnenBaHusa v nperneau oT cneuuanucT, Noco4YeHu B Tabnuua 2 Ha NPUNoXeHne 2 3aAbIMKUTENHO ce NPeACTaBAT Ha
opuruHanHiu 6naxku (unn 3aBepeHun U nognucaHu Konus) unm ca OTpaseHu B enukpusa c 4aBHOCT A0 1 mecel Npeaun KaHANAATCTBAHETO

peleHue Ha cneuyuvanuampaHa KOMMUCHUS c sicHa MOTUBaLMA 3a HEOBXOAMMOCTTa OT 3anoYBaHe Ha NEYEHNETO
yAocToBepsiBa ce C NoANUCUTE Ha YNeHOBETe Ha KOMUCUSATA B npunoxexue 1 Ha HacTosILLUTE U3UCKBAHUA

B. KPUTEPUW 3A MOCNEABALL KOHTPOMMPOABLIKABAHE HA NMEYEHWETO (3ANBIDKUTENHM CA BCUYKN
KPUTEPUM) |

MKB N04.0,N04.1,N04.2,N04.3,N04.4,N04.5,N04.6,N04.7,N04.8

1 MNpeawecTBaLlyo neyeHne ¢ Lummocnopwn1

2 Hanuuve Ha TepanesTWYeH edekT OT NpPoOBEXAAaHOTO nedyeHne, Ha 6asa nogabpXXaHe Ha HUBO Ha
LIMKIOCMOPUH

3 W3cneasanus, cbrnacHo Tabnuua 2 Ha npunoxexue 2 ]

4 Jlunca Ha n3knouBawm Kputepum no T. B ¢

1
peleHue Ha cneuuanu3mpaHa KOMUCHUSA C sicHa MOTUBaUWA 3a HeobxoaumocTTa oT NpoAbMKaBaHe Ha NeYeHneTo

Heobxoaumute u3cnenBaHus U nperneau oT cneuuanuct, NocoYeHu B Tabnuua 2 Ha NPUrioXeHue 2 3a4bIKUTENHO ce NpeaCTaBAT Ha
opuruHanHu 6naxku (vnu 3aBepeHu 1 NoANnucaHn Konus) unu ca 0TpaseHu B enukpusa c gaBHoCT A0 1 mecey npean KaHanAaTCTBaHETo

YAoCTOBepsiBa Ce C NOANUCUTE Ha YITEHOBETe Ha KOMUCUSITA B NPUoXeHue 1A Ha HACTOSILYUTE U3UCKBAHMUS
B. U3KNIOYBALLU KPUTEPUU

Bw3pact nog 1 roguna |
CBPbX4YBCTBUTENHOCT KbM AKTUBHOTO UMM HSIKOE OT MOMOLLHUTE BellecTsa

Jiunca Ha TepaneBTUYEH edhekT criea 6-us Mecew OT neYeHneTo (nunca Ha nogo6perue)

YepHoapobHo 3abonseaxe

B WIN o

OTroBaps Ha KpuTepuMTe 3a NeyeHue ¢ |
B Ao3a

M3NCKBAHUA HA H30K 3A MPOBEXIAHE HA UMYHOCYNPECWUBHO NEYEHWE HA KOPTUKO3ABUCUM U KOPTUKOPE3UCTEHTEH HE®POTUYEH
%CMHHPOM NPU NALUMEHTK NOJ 18 FOAMLLIHA BL3PACT B N3BBLHBEONHUYHATA MOMOLL - B cuna o 1 mapt 2017 roguHa ?
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I. NEYEBHO-AWATHOCTUYEH ANTTOPUTBM

1. NEKAPCTBEHW MPOAYKTW, BkrioueHu B Mpunoxenne 1 Ha Mo3uTMBHUS NekapcTBeH CnUCHK, kouto H3OK 3annawa B
CbOTBETCTBME C HOPMaTUBHUTE JOKYMEHTU 3a yCroBUATA.

Tabnuua 1
INN MKE OrPAHUYEHMA
CICLOSESS I NO4.0,N04.1,N04.2,N04.3,N04.4,N04.5 N04.6,N04.7,N04.8 CBpbX4yBCTBUTENHOCT KbM LMKIOCMOPUH UMK
ApYru CbCTaBKun Ha NpoaykTa

2. MPOCNEAABAHE |

Tabnuua 2

MepuoguyHocTt
W3cnenBaHus* ‘

U3XOAHU Ha Bceku 6 meceua

PbeT v Terno = v
M3mepBaHe Ha apTepuanHo HansiraHe v v
Hueo Ha CsA v v |
Cr KNMpBHC ABYKpPaTHO v
Ypes v v
KpeatnHuH o v
[nkoyHa kucenuHa o no npeveHka
06wy GunupybuH v no npeLeHka
Xonecrtepon v 4
Tpurnuuepuamn v v
Kanumn v no npeLeHka
MarHesun v no npeLeHka
ASAT v v
ALAT v v
EFE v v
Ad v v
YpuHa o610 v v
CegumeHt v no npeweHka
YpokynTtypa v no npeLeHka
24h-3a npoTeuHypus v v :
BbvbpeyHa Guoncus no npeLeHka no npeueHka

7,#

* 3abIMKUTESTHO ce npeAcTaBs NonbriHeHa ¢ pe3ynraTtuTe OT U3cneaBaHUNATa Tabnuua 2 Ha npunoxeHune 2, BKNOYBaLLa 1 npeaxogHute
n3cneaBaHus u ce NpeAcTaBAaT Ha opurMHanHa 6naHka ot naﬁopaTopuﬂ Wnn 3aBepeHo 1 NoANnUcaHo kKonue

Il. OBLL NBUCKBAHUA

1. Bb3pacTtoBata rpaHMua ce U34NCrIsSBa B HABbPLLEHN FOAUHM - T.€. BKIIOYUTENHO KbM Aararta Ha usgaBaHe Ha NpoTokona oT
creuvanvanpaHaTa KoMUCHS.

2. Mpwn HasHavaBaHe Ha Tepanus Mo MPOTOKOMN 3a4bIKUTENHO Ce CbobpassBaT Bb3pacToBUTE OrPaHNYEHMs], CbIMACHO kpaTkarta
XapakTepuCTuka Ha CbOTBETHUSI NEKapCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3JMXM. ‘

3. H3OK He 3annalua neyeHne M3BbH ykasaHata Bb3pacTosa rpaHuLia B kpaTkata xapakTepucTuka Ha npoayKTa.

4. H3OK He sannalya neyexve ¢ 031 HAaZ MakCUMAanHO paspeLueHuTe no Kkpatka xapakTepucTuka Ha npoayKTa.

5. B cnyvaii Ha HacTbnWna Nofo3vpaHa HexenaHa nekapcTeeHa peakuwus, nekapsaTt ysegomssa WAJT no peaa Ha un. 183 ot
3JINXM. Konue ot cbobLyeHveTo ce npunara kbM MeauumnHckata gokymeHTtauus Ha 30J1 npu kaHauaaTCTBaHe 3a neyeHue.

6. CNELIMATTUSBNPAHATA KOMUCUSA usnasa Pewehnue cnen nposeaeHa AmbynartopHa npoueaypa Ne 38 ,, AMGynaTtopHo
HabniogeHue u npocneasiBaHe Ha TepaneBTUYHUA OTroBOp NpU NauWeHTH, nonyyasawm CKbMNOCTPYBalM NEKapCTBEHM
NPOAYKTH Mo peaa Ha 4n. 78, 1. 2 ot 330“ Ha ocHoBaHuMe 4n. 29 1 un. 171 ot PeweHune Ne PA-HC-04-24-1 ot 29 mapt 2016
r. Ha HagsopHus cbBeT Ha H30K u npepoctaBeHa ot 30J1 MeAMUMHCKA AOKYMEHTaLMS. CneuuanuaupaHata komucus
CbXpaHsaBa eAuH eksemnnsp oT Pewenuneto. MNpu usgasaHe Ha npotokon Ha 301, CbXpaHsiBa BTOPW €K3eMnnsip Ha MpoTokona,
BCWYKN HEOBXOANMM [OKYMEHTU 3a U3AaBaHeTO My U Konue oT npunoxeHue 1 Ha HacCTOSAILUUTE U3UCKBAHMUSA, NOMBLIHEHO MO
CHLOTBETHATA TOYKA M NOAMMUCAHO OT YNIEHOBETE Ha CrieumanuaupaHaTa KOMUCHS.,

Hacmoswume usuckeaHus ca paspabomeHu Ha ocHosaHue ufl. 56 om HauuowaneH pamkoe Aoz2080p 3a MeduuuHCKUME
detdHocmu 3a 2015 200uHa (06H., [B, 6p. 6 om 23.01.2015 2.) u PeweHue Ne PA-HC-04-24-1 om 29 mapm 2016 2. Ha Had3opHus
cveem Ha H30K, e usnbnneHue Ha yn. 54, an. 9 u un. 59a, an. 6 om 3akona 3a 30paeHomo ocuzypsieaHe (06H. [IB 6p. 25 om
31.03.2016 2.), u enusam e cuna om 1 mapm 2017 e.
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AEKINAPALIUA 3A UHOOPMUPAHO CbIMACUE C UBUCKBAHUATA 3A 3AMNOYBAHE/ NPOOBINKABAHE HA
JIEHEHUETO C NNEKAPCTBEHUA NPOOYKT

CneA kato ce 3anosHax C uanata MW npeaocTaBeHa MHopmaums U UenTa Ha neyeHMeTo C feKapCTBEHUs
IeloliVERE - e O S S OSSR U Criep Karto nosyunx u3yepnatenHu OTroBOpU Ha
MOCTaBEHUTE OT MEH BbNpOCH, AeKnapupam ye:

1. Lle cnassam npenopbyaHaTa Mi CXeMa Ha NeyeHne 1 NepUOANYHOCT Ha KOHTPONHWUTE Nperneau.

2. PepoBHO Wwe ce siBsiBAaM Ha KOHTPONMHM MperneauM w Hsma aa NPOMEHAM CaMOBOSIHO WNU MOA APYrOo BHYLLIEHWE
HasHayeHaTa My Tepanusi.

3. INpwm npeycTaHoBsiBaHe Ha NEYEHNETO MO NPUYMHUA, HENPOU3TUYALLM OT peweHuneTo Ha KomucusaTa 3a ekcrneptuan 8 P30OK
uivinn Komucusita no un. 78, 1.2 ot 330, we yBeaomsi HesabaBHO nmuHusi cu nekap u P30K u we sbpHa B P30K
nocneaHNa NPoOTOKoI, Mo KOWTO CbM Nony4yaBan/a NekapCTBeHNs NPOAYKT.

4. Tlpn HecnassaHe Ha NOCOYEHUTE YCIOBUS NIEYEHNETO MU C YNOMEHATUS NeKapcTBeH NPOAYKT Lie O6bae npekpaTeHo u.

HAMa Aa umam npeteHuun kbm H30K. '
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