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HAUMWOHAINHA 30PABHOOCUIYPUTEJIHA KACA
Codusn 1407, yn. “Kpuuumn” No 1 www.nhif.bg men: men: +359 2 9659121
YTBBbPXJABAM:

YNPABWUTEN HA H3OK: /n/
O-P NIAMEH LEKOB

BAPHO:

M3UCKBAHUA HA H3OK
3A NPOBEXOAHE HA 3AMECTUTENHA TEPANUA
NPU NALUMEHTU C HACNIEACTBEHHU
MMYHOOE®PULIMTHN CBbCTOAHUA

B USBBBbHBONTHUYHATA NOMOLL,



[image: image2.jpg]WU3NCKBAHUA HA H3OK NMPU U3OABAHE HA NMPOTOKOINN 3A MPOBEXOAHE HA
3AMECTUTENHA TEPANUA NPU NAUMEHTU C HACNEACTBEHN UMYHOOE®ULIMTHU CbCTOAHUA

MpoTokonbT ce M3haBa OT chneuuanuaMpaHa KOMMCUA B rneuyeGHM 3aBedeHUst 3a GOMHWYHA MoMoLL,
ckntounnu gorosop ¢ H30K. CneunanusnpaHuTe KoMUCUM Ce Cb3faBaT CbC 3anoseq Ha AvpekTopa Ha N13: YMBAJ
LAnekcanaposcka” — Cocms, YMBAT ,Ce. leopru” — MNoBAvB W BKIIOYBAT CMNELManuCTi C Kog Ha cneuwanHocT 45 -
KNWHWYHA umyHonorus, 17 - aetcku Gonectn n 02 - KNUMHWYHA anepronorust (camo npu npunoxerve Ha C1 ecTepaseH
NHXWMBUTOP).

I.  PEQ 3A 3ABEPABAHE HA NPOTOKOJIUTE

lMpoTokonu 3a 3ano4BaHe Ha TepanusiTa

= [lonbnHeHo u noanucaHo npunoxexnue 1A/1B — nucT 3a onpegensHe Ha
KpuTepuuTe C BCUYKN HeOﬁXO,ﬂMMVI wuscnegsaHus

n EnqumaIeTanHa enuKpu3a, BKroysalla AaHHW OT aHamHe3aTta, cTaTtyca,
uscneaBaHuaTa U npeaxoxaalo nevyeHne (OCGGH 4pes enukpusa, OaHHume ce

CrIELlVIAJ'IVI3VIPAHA npedcmaeﬂm Ha opuauHanHu 6naHKu unu 3aeepeHu u noonucaHu Konun)

KOMUCUS > =  EKCNEepTHO CTAHOBUILE C CHA MeJULIMHCKA MOTUBALIMSA (3a4bIKUTENHO ce

oT6ens3Ba nunca Ha U3KMNIOYBALLM KPUTEPUM (TOONLCAHO OM 8CUYKU YIEHOBE Ha

cneyuanu3upaHama KOMUCLIFV)

/ *  ‘lpoTokon 3a nNpeanuceaHe Ha nekapcTea, sannaianu ot H3OK/P3OK” —

06p. M3-H3OK (nodnucaH om ecuyku yneHoee Ha crieyuasnuaupaHama KoMucusi)

Komucus no un. 78, 1. 2 ot 3aBepka Ha
330 B LY Ha H30K npoTokona B P30K

MpoTokony 3a NpoAbMkaBaHe Ha TepanuaTa

= [lonbnHeHo 1 noanucaHo npunoxexue 1A/1B — nucT 3a onpegensHe Ha

Kputepuute
L ETanHa enukpu3al/enuk n3a, BKNO4YBalla JaHHW OT aHaMmHes3aTa, cTaTtyca n
CMELMANU3UPAHA . P Y
KOMMWCUS e BCUYKWN n3cneasaHus no TaﬁnmuaTa 3a npocnegssaHe Ha npunoxeHue 2 (OCSeH
ypes emanHama enuxpu3a, daHHume ce npedCcMassm Ha opuauHanHu GnaHku unu

3aeepeHu u nodnucaHu Komnus)
= EKCNepTHO CTaHOBMLUE C FICHA MEAULIMHCKA MOTVBALIMA (384 BIKUTENHO ce
oTHenassa nunca Ha U3KIYBaLLM KpUTEpUM (T0ONUCaHO OM BCUYKU 4/IEHO8E Ha
creyuanuaupaHama KOMUCUST)
= “[poToKon 3a NpeanucBaHe Ha NnekapcTsa, 3annaianm ot H3OK/P30OK” — o6p.
M3-H3OK (nodnucaH om ecuyKu YneHose Ha crieyuanuaupaHama KoMucusi)

Komucwusi no un. 78, 1. 2 ot 3aBepka Ha
330 B LY Ha H30K npoTokona B P30K

1l. OBLLU MONOXEHUA
1. 3300 nopasa noaroteeHnTe Aokyment B P30K, Ha TepuTopusaTa Ha KoATO e Hanpasuno usbop na OMI.
[lokyMeHTUTe BKIIOYBAT:

1.1 3ansneHue 8o Qupektopa Ha P3OK

1.2 MonbrnHeHo U noanucaHo npuroxeHue 1. Mombnea ce NO CbOTBETHATa Touka W Ce npunara oTpaseHaTa B

LUMPOB MHAEKC MEAULIMHCKA AOKYMEHTaLMS, YA0CTOBEpsiBaLLa BCEKU €AUH OT kputepunte

1.3 MbAHUSAT HaBop U3creABaHNA ((M3NKATHM, MHCTPYMEHTANHN 1 NaBopaTopHK), 0TpaseH B NPUIoXeHue 2

1.4 ‘lpoTokon 3a npeAnucBaHe Ha rekapcTea, 3annawaHu ot H3O0K/P30K" — 06p. M3-H30K, uspaneH ot
cneuvanuaupaHa komucus. punara ce OpUrMHan Ha npoTOKona, a npu KaHAuAAaTCTBaHe 3a NpoAbIkasaHe Ha
TepanusTa ce NPeACTaBs OPUTMHAN Ha NPeAX0oAHUS NPOTOKOMN C OTPa3eHU BCUUYKM HagHa4eHUA No Hero

1.5 [leknapauus 3a MHopMupaHo ckrnacue no obpasey (npunoxeue 3)

2. P30OK npuema fokyMeHTUTE No T. 1 cnepa cnpaBka OTHOCHO 3ApaBHOOCUTYPUTENTHUA CTaTyC Ha 3301
3. MLpBMAT U BCeku creasally NPOTOKON ce u3aaeart 3a nepuopa Ao 6 meceua

Eat ;
U WN3UCKBAHMUS HA H30K NMPU NMPOBEXKOAHE HA 3AMECTUTENHA TEPAMUA NPU NALIMEHTW C HACNEACTBEH UMYHOAE®ULIUTHI
CBbCTOAHUA B U3BLHEONHUYHATA NOMOLL
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JINCT 3A ONPEAENAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA 3AMECTUTENHO NIEYEHUE C
YOBELUKW UMYHONOBYNUHU NPU NALUMEHTU C HACNEACTBEHN UMYHOLE®ULIUTHU CBCTOAHUA

Ume: ErH

3abenexka: MeduyuHckama OokymeHmauyusi, ydocmoeepsiealja 6CeKU Om Kpumepuume € focoyeHa C yugpa 8 uHOeKc u
3a0BmKUMENHO NPUdpyXasa HaACMOAUOMO NPUSOKEHUE.

A. I. KPUTEPUU 3A 3ANOYBAHE HA NEYEHUE C YOBELLUKW UMYHOITIOBYNIUHU (BAOBIMKUTENTHU CA
BCUYKU KPUTEPUN)

MKB D80.1, D80.2, D80.3, D80.4, D80.5, D80.6, D80.7, D80.8, D80.9,
D81.0, D81.1, D81.2, D81.3, D81.4, D81.5, D81.6, D81.7, D81.8, D81.9,
D82.0, D82.1, D82.2, D82.3, D82.4, D82.8, D82.9,

D83.0, D83.1, D83.2, D83.8, D83.9,
D84.0, D84.1, D84.8, D84.9

1 MoTebpaeHa auarHo3a (MWA) cbrnacHo kputepumte Ha EBponeiicko Apy»(ecmo no UMyHHU aecbuunTn
(ESID) 1 MAH — amepukaHckaTa rpyna no uMyHHu aeuuutu (PAGID)

2 | Jlunca Ha M3KnoYyBalm Kputepum no 1. 6.1 4

enuKpu3a oT NocriefHoTo nponexasaHe B BONHUYHO 3aBefeHue W/ unu aKTyarnHa eTanHa enukpusa, BknioyBaila WHopmaums 3a
HayanoTo W Xo4a Ha 3a60NABAHETO, KAaKTO M BCUYKW U3CNEABaHWA U KOHCynTauuu

Heo6xoAUMUTE M3cneaBaHus U Nperneau ot cneuuanucT, NoCoYeHu B Tabn. 1 Ha npunoxexHue 2 3a/’bMKXWUTENHO Ce NpeACcTaBaT
Ha OpurMHanHu BnaHkun (MJ’WI 3aBepeHun u nognucaHn KOMWS) UNK ca 0TpaseHu B enukpuaa ¢ AaBHOCT A0 1 Mec. NpeAu KaHanAaTCTBaHeTo

eKCnepTHO CTaHOBMLUE C iCHa MOTMBaLuA 3a HeoGX04MMOCTTa OT 3anoyBaHe Ha neyeHneTo

yAocToBepsiBa ce C noAnucuTe Ha YrieHoBeTe Ha KOMUCHATA B NpunoxeHuwe 1A Ha HacTOAWMUTE U3UCKBAHUA

B. |. U3KMIOYBALLY KPUTEPUM (MPU 3AMOYBAHE HA JIEYEHUETO)

1. CBp'bX'-lyBCTBVITeﬂHOCT KbM aKTMBHOTO BELLECTBO UMK KbM HAKOE OT MOMOLLHUTE BelecTsa
2. CBPbXUYBCTBUTENHOCT KbM XOMOIIOXHN UMYHOTMOBYNNHIA

OTroaapﬂ Ha KpUTepuuTe 3a 3anoysaHe Ha B ceAMMYHa A03a
ne4yeHueTo c

NMOAMUCU Ha YFEHOBETE HA KOMMUCUATAD ..........oiiiiiiiiieee

5 3
@ WU3UCKBAHUS HA H30K MPU MPOBEXIAHE HA 3AMECTUTENIHA TEPANUA NPU NALUMEHTU C HACNEACTBEHW UMYHOOE®ULIUTHA
CbCTOAHUA B U3BBHBEONHUYHATA MOMOLL,
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JINCT 3A ONPEAENAHE HA KPUTEPUUTE NPU NPOOBINKABAHE HA 3AMECTUTENHO NEYEHUE C
YOBELLKW UMYHOIMOBYINIMHM NPU NAUMEHTU C HACNEACTBEHU UMYHOOE®ULIUTHU CBCTOAHUA

Nme: ErH

3abenexka: meduyuHckama Ookymenmauusi, ydocmosepssaw/a 6CeKu Om Kpumepuume € [ocoyeHa C uugppa 6 uHIeKc u
3a0b/MKUMENHO NPUGPyKasa HaCMOAWOMO NMPUSTONEHUE.

B. I. KPUTEPMWU 3A T[MPOOBLIMKABAHE HA JIEYEHMETO C YOBELWIKA WMYHOIMOBYNUHU
(BAABIMKUTENHU CA BCUYKU KPUTEPUN)

MKB D80.1, D80.2, D80.3, D80.4, D80.5, D80.6, D80.7, D80.8, D80.9,
D81.0, D81.1, D81.2, D81.3, D81.4, D81.5, D81.6, D81.7, D81.8, D81.9,
D82.0, D82.1, D82.2, D82.3, D82.4, D82.8, D82.9,
D83.0, D83.1, D83.2, D83.8, D83.9,
D84.0, D84.1, D84.8, D84.9

1 | OueHka Ha TepaneBTU4YHa e(IEKTMBHOCT OT NPOBEAEHOTO neveHne 2

2 | Nunca Ha u3knoyBawm kputepunno 1. . | ¢

T
0OTpa3eHo B enquMsa/eTanHa enuKkpusa

Heo6X0AUMUTE U3CTeABaHWA U Nperneau oT CreLuanycT, Moco4YeHu B Tabn. 1 Ha NpunoXeHne 2 3aALIDKMTENHO Ce NPeACTaBaT
Ha OpUrMHaNHI BNaHky (UNW 3aBePEHN M MOANMCAHN KOMMUA) UMM NPU HANMYMe Ha XOCTIMTanM3aLms Ce npunara enukpusa c Homep U3 ¢
[AaBHOCT 40 eAMH MeCeL| NPeAN KaHAMAATCTBAHETO

yaocTosepsiBa ce C NoANUCUTE Ha YNeHoBeTe Ha KOMMCUATA B NpUNoxeHue 1A Ha HacToAUTE MIUCKBAHUA

I. I. U3KITIOYBALLM KPUTEPUW (NPU NPOOBIMKABAHE HA NNEYEHUETO)

1. CBpbXuyBCTBUTENHOCT KbM aKTUBHOTO BELLECTBO MIM KbM HSIKOE OT MOMOLUHUTE BellecTsa
2. CBPbXYYBCTBUTENHOCT KbM XOMOMOXHIU UMYHOrOBYIMHYU
3. BkniousaHe Ha GONHUS B KNMHUYHO NpoyYBaHe™

*KoMucusiTa, KOATO € HazHayuna nevyeHneTo u Habnioaasa 330J1, e AnNbxkHa He3abaBHO fa yBeaoMu KomucunaTa 3a ekcnepTusu
no un. 78 T. 2 B LIY Ha H30K. Tean Gonuu ce 3anMcBaT B OTAENEH PerucTbp v He rybGsT NpaBoTo cu 3a NpoAbnxaBaHe Ha
neyeHneTo cnepd NPUKIOYBaHe Ha KMMHUYHOTO NPOYYBaHe.

OTFOBSPR Ha KpuTepuuTe 3a npoAbINkasaHe B CeAMMYHa A03a
Ha nevyeHueTo C

NOAMUCU Ha YNEHOBETE HA KOMUCURATAL ..ot

Fst 4
‘\ { N3NCKBAHUSA HA H30K MPW NPOBEXXOAHE HA 3AMECTUTENHA TEPANNA NPU NALMEHTW C HACNECTBEHW WMYHOLOE®ULIUTHA
CbCTOAHUA B M3BBLHBEONHUYHATA NOMOLL,
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JNINCT 3A ONPEAENAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA 3AMECTUTEJTHO JIEYEHUE C
C1 ECTEPA3EH UHXUBUTOP NPU NALUMEHTU C AE®EKTU B CUCTEMATA HA KOMIMMNEMEHTA

Nme: ErH

3abenexka: meduyuHckama JdokymeHmayus, ydocmosepsealwja 6CeKU OmM Kpumepuume € [0oco4eHa C yughpa 6 uHOeKc u
3adbXuMenHo npudpyxasea HaCMOAWOMO NPUITOXEHUE.

A. Il. KPUTEPUN 3A 3AMNOYBAHE HA JNIEYEHUE C C1 ECTEPA3EH MHXUBUTOP (3AOBIDKUTENHN CA
BCUYKU KPUTEPUWN)

MKB D84.1

1 | OcTpu KNUHUYHM NPOSIBU Ha HacneacTeeH aHrnoeaem (HAE) 1

2 | NoTBbpAeHa anarHosa (HAE) Las

2
3 | U3cneaBaHe Ha IgE aHTUTeNa KbM 3aellky enuTen

4 | Nwunca Ha nskntouBawm kputepumn no 7. 6. 1i 4

T OTpa3eHo B enMKpuaaleTanHaTa enuKkpusa
HeobxoguMUTEe U3cnenBaHUA U nperneau oT CNeuuanucT, NoOCoYeHU B Tabn. 2 Ha npunoxeHve 2 33 BIKUTENHO Ce NpeAcTaBsaT
Ha OpurMHanHu BnaHku (N 3aBepeHn 1 nognucasn KOnIﬂﬂ) WMK ca oTpaseHun B enukpusa ¢ JaBHOCT A0 1 mec. npeau KaHauaaTcTsaHeTo
€KCrnepTHO CTaHOBMLUE C iCHa MOTUBALWA 3a HeoBXo4MMOCTTa OT 3anoysaHe Ha fieYeHueTo
yAaocToBepsiBa Ce C NoAnucuTe Ha YneHoBeTe Ha KOMUCUATa B npunoxexHve 1B Ha HacTOAWMUTE M3UCKBaAHUA

B. II. U3KINIOYBALLW KPUTEPUM (MPU 3ANOYBAHE HA NNIEYEHUETO)

Hanuuue Ha cneuuduyeH IgE cpelly 3aeulku enuten

CBp'bXHyBCTEI/ITenHOCT KbM aKTUBHOTO BELLECTBO UMW KbM HAKOE OT NOMOLLHUTE BelwlecTBa
BpeMeHHOCT 1 nakrauus

INuua Ha Bb3pacT noa 18 roauHu

RN

OTrosapsi Ha KpuTepUUTE 3a 3ano4BaHe/

B ceaMuyHa aosa
npoAabsiKaBaHe Ha feYyeHneTo ¢

NOAMWUCHU HA YINEHOBETE Ha KOMMUCUSATAL ...

Fat :
‘\,«‘ W3WUCKBAHUA HA H30K MPU NPOBEXOAHE HA 3AMECTUTENHA TEPANWA NPU NALMEHTU C HACNEACTBEHW UMYHOAEOULNTHN
CBHCTOAHUA B U3BLHEONHUYHATA MOMOLL
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JIUCT 3A ONPEQENAHE HA KPUTEPUUTE NPU NPOABLINKABAHE HA 3AMECTUTENHO
JIEYEHMUE C C1 ECTEPA3EH UHXWUBWUTOP MNMPU NALUMEHTU C OE®EKTU B CUCTEMATA HA
KOMMMNEMEHTA

Ume: ErH

3abenexka: meduyuHckama OOKyMeHmauus, ydocmoseepsieawya ecexku Om Kpumepuume e nocoyeHa C yugpa e uHOeKkc u
3a0b/IKUMETHO NPUdPyXKaea HaCMOAULOMO NPUJIOKEHUE.

B. II. KPUTEPUM 3A TNPOOABLIMKABAHE HA JIEYMEHMETO C C1 ECTEPA3EH WHXWBUTOP
(BAOBMKUTENHU CA BCUYKU KPUTEPUWN)

MKBE D84.1

1 KnuHnyxm nposiBU Ha HacneacTBeH aHrvoedem, HanoXwnu KsnonssaHe Ha npeaocraseHus C1 MHXM6V|TOpeH
KOHUeHTpaT (VIJ'IVI W3TU4YaHe Ha HeroBusa CpoK Ha I'OAHOCT)

2 | NabopaTopHu U3crieasaHus 3a NPoOCneaaBaHe Ha NeYeHneTo 2

3 HanoxwuTenHa onepaTuBHa MHTEPBEHUMA (3b6HA, MHBA3MBHA, XUPYPIUYHa) 43

ﬂbnrocpoqua npodmnaKTuKa (‘—IecTOTa Ha NpUCTLNUTE > OT BEAHBX MECe4YHO; HEBB3MOXHOCT 3a U3NbIHEHUE Ha
4 BCEKNAHEBHUTE 382%'bﬂ)KeHWi| > OT NeT AHW Ha Mecel U aHaMmHesa 3a OGCprKuVIH Ha guxatenHute nbTuUa unu
xocnuTanusaums)

5 | INlunca Ha uskmouBawm kputepum no 1. . 1l &

T oTpaseHo B ennkpu3aleTanHaTa enukpuaa/ambynatopen nucT
2 HeoBXOAUMMUTE UICTIEAIBAHUA Y NPerneam OT CNELNanuCT, NOCOYEHN B TaGn. 2 Ha PUNOXeHMe 2 3abMKATENHO Ce NPeACTaBAT
Ha OpUrMHaNHM GNakKy (MNK 3aBepeHin 1 NOANNCAHN KOMWUS) UK OTPa3eHW B eNukpuaa C AABHOCT A0 1 MeC. NPeAN KaHAMAATCTBAHETO
©KCMEPTHO CTaHOBMLLE C ICHA MOTUBALMA 32 HEOBXOANMOCTTa OT NPOABIKABAHE Ha NEYEHUETO
yAOCTOBEpsiBa Ce C MOANMUCUTE HA YNIEHOBETE Ha KOMUCHATA B NpUnoxeHune 15 Ha HAaCTOsIUTE UINCKBaHMUS

I II. U3KNIOYBALLU KPUTEPUU (MPU NPOABIMKABAHE HA NNIEYHEHUETO)

Texku anepriiHv Wvnu Apyri Hexenaqu 1ekapcTeeHn peakuum
KpeaTuHUHOB KnMpbHC < 60 mi/min

BpemeHHOCT 1 nakrauus

Jnua Ha Bb3pacT noz 18 roguHn

BkrilouBaHe Ha 60MHMS B KMMHMYHO npoyyBaHe™

o B & NS

*KoMucUATa, KOATO @ Ha3Hauuna neveHueTo u Habnioaasa 330/, e AnbxkHa He3zabaBHO ga yBegomu KomucunaTa 3a excneptusmn
no un. 78 T. 2 B LIY Ha H3OK. Teau 6onHM ce 3anuCBaT B OTAENEH PerucTLP M He rybsiT NpaBoTO Cu 3a NpoALikaBaHe Ha
neyeHMeTo criea NPUKMIOYBaHe Ha KNMHUYHOTO NpoyYBaHe.

OTroBaps Ha kpuTepuuTe 3a B/ CEnMUYHA B3
3anoyBaHe/NnpoabIHKaBaHe Ha nevyeHneTo ¢ S e

noAnucu Ha YreHoBeTe Ha KoMUcuATa: ...

Bt :
' 4 N3UCKBAHUA HA H3OK MPU NPOBEXOAHE HA 3AMECTWUTENHA TEPANUA NPU NALUMEHTU C HACNEACTBEHU UMYHOAE®ULIMTHI
CbCTOAHUS B U3BBHBONHUYHATA NOMOLL
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NPUNOXEHUE 2

1. NEKAPCTBEHMW NMPOAYKTWU, BknioyeHn B lMpunoxenue 1 Ha MNC, kouto H3OK 3zannawa B

CbOTBETCTBUE C AeWcTBaLINTe HOPMAaTUBHU OOKYMEHTHU.

INN

DDD

IMMUNOGLOBULINS, NORMAL HUMAN

CONESTAT ALFA

e« 35TU

2. NMPOCNEQABAHE:

Ta6n. 1

Moka3atenu u uscnegBaHus

Mepuop Ha neueHue

o

Mpeau
uHpy3maTa

o 3 6 +3 | +6

+12

TenecHa maca

X X X

CepyMHO HuBO Ha Ul

X X X

CepyMHo HuBo Ha UrM, UrA, UrE

CepyMHO HuBO Ha WUr cybknacose

Ppakuuu Ha komnnemenTa C3 n C4

AHTU- UrA aHTuTena™**

ABTOaHTUTENA

AHTU-TETaHYC W aHTU-aAudTepua Ul aHtutena

CH50

MmyHobeHoTUNMU3MpaHe

NBT w/unu DHR Tect

leHeTUYHM nacneaBaHus ***

dyHKUMOHanHW uscneapanus —T, B, HK u Mo kneTku****

[pyr¥ WMYHOMOMMYHM W3CreABaHNA Criopea  aHamMHeCTUYHWUTe
AaHHW 1 nperneaa v Buga Ha MU

X3 [ [ [ [ | > [ > || |x [x

KpbBHa rpyna, aHTu- A,aHTn-B xemarnyTuHuxm

x

Bupyconoruynu nscnegpanus ( HbsAg, HCV, HIV, EBV)

x

MukpoBMONOrMyHN  U3CNeBaHWS HA TbPreH CEeKpeT, Xpauka,
hekanuu, ypuHa unu gpyr 6uonornueH matepuan™*

MKK (xeMOrnobuH, XeMaToKpUT, EpUTPOLIUTH, NEBKOLIUTH,
TpombounTw)

CYE

CRP

KpbBHa 3axap

CepyMeH KpeaTuHUH, MUKOYHA KUCENUHa 1 ypesi

06w 6enTbk

AnbymuH

ACAT

ANAT

AnkanHa cocdartasa

T

06w 1 AvpekTeH 6unupybux

YpuHa — obLo u ceaumeHT

EKI

ApTepwanHo KpbBHO HansraHe

AbgomuHanHa exorpacdusa

O6passu uscnepsauus ( CT 6sn apob, cwpue, CT — rpbaHa
KNeTKa, KOpeM, Manbk Ta3 u ap., PKC, npurorpadus)*

X3¢ 3¢ [> [ [> | [ 3¢ [ | > > [x | [x

* NPW KNUHWYHIA AaHHV 33 3aCAraHe Ha CbOTBETHMA OpraH

** NpW AaHHW 3@ UHAEKLUMA HA CbOTBETHUA OpraH

*** IpW NeYeHue C S.C. UMYHOrnoBynuH ce npaen 1x MeceyHo
**** NpenopbLYUTENHI

+3 - U3BbpLUIBA Ce Ha Bcekn 3 Meceua

+6 - U3BBLPLUBA Ce Ha BCeku 6 Meceua

+12 - n3BbpLUBA Ce Ha Bcekn 12 Mecela

r -1
“\,('( W3NCKBAHMUSA HA H30K NPU MPOBEXXOAHE HA BAMECTUTESTHA TEPANWA NPU NAUMEHTU C HACNEACTBEHU UMYHOLAE®ULINTHU

CBHCTOAHUA B U3BBHBEONHUYHATA MOMOLY

7
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Tab6n. 2
W3cnepBaHus MpocneasBaHe
Mo BpemMe Ha ° Mpean
UaxonHo npucTsLn nepateHa +6
MHTepBeHUUs

MbnHa KpbBHA KapTUHa X X X X
BUOXMMUYHM  Uu3cnefBaHust — KpbBHa
3axap, TpaHcamuHasau, obwy 6entbk X X x
C3 komnnemeHt X
C4 xomnnemeHT X X X X
C1-ecTepaseH UHXUOUTOP (aHTUrEeHeH) X X X X
C1-uHxubuTtop (hyHKLIMOHanNeH) X
CH50 X
C1q KoMnnemeHT* X
'eHeTUyHU uscneapaHus Ha C1-INH rena* X
CepymMuu UrE cpeluy 3aewwku enuten X X

* NnpenopeUYUTENHN
+6 - W3BBLPLUBA Ce Ha BCekn 6 meceua

1l. OBLLU USUCKBAHUA

1. Bbspacrra Ce un34yucnsiBa B HaBbpLUEHW TOAUHWU - T.e. BKITIOYUTENHO KbM JaTtaTa Ha u3gaBaHe Ha
NpoTOKOMa OT CrieLyanuaupaHara KoMUCUs.

2. |-|pI/| HasHayaBaHe Ha Tepanus nNo nNpoTOKoN 3a4bMXKUTENHO C€ CbOGpaSﬂBaT Bb3pacrtosuTte
orpaHu4eHusi CbrriacHo KpaTtkaTta xapakrepucruka Ha CbOTBETHUSA NEeKapCTBEH NPOAYKT, YTBbpAEHa no
pepaa Ha 3/TNXM.

3. H3O0K He 3annauja neyeHue M3BbLH ykasaHaTa Bb3pacToBa rpaHuua B KpaTkaTa XapaKTepuctuka Ha
npozaykra.

4. H3O0K He 3annaiya neuyeHwe C [03W HaA MaKCMMasriHO paspelueHuTe Mo KpaTka XapaKTepucTuka Ha
npoaykTa.

5. B cnyuall Ha HacTbNMNa NoAo3vpaHa HexernaHa nekapcrTBeHa peakuus, nekapaT ysefomsisa WAN no

pena Ha un. 183 ot 3/MXM. Konue oT cbobLieHueTo ce npunara KM MeAuLMHCKaTa AOKyMeHTaums Ha
330]1 npu kaHauaaTcTeaHe 3a neveHne. KOMUCUATA, uspana npotokona Ha 330J1, cbxpaHsBa
BTOPM eK3eMnrsip Ha NpoTOKOMa U BCUYKN H606X0[:|MMM AOKYMEHTU 3a u3fasaHeTo My.

Hacmosiujume uauckeaHusi ca paapabomeHu Ha ocHoearue uii. 55 om HP/ 3a meduyunckume delHocmu 2012 200uHa
(06H. & [B 6p. 3/10.01.2012 2.). u enusam & cuna om 1 Mapm 2013 2., Cb2nacHo Y. 10 Ha Haped6a Ne 10 om 24
mapm 2009 2. 3a ycnosusma u peda 3a 3aniaujaHe Ha nekapcmeeHu npodykmu o un. 262, an. 5, m. 1 om 3akoHa 3a
nekapcmeeHume npodykmu e XymaHHama meduyuHa,Ha MeOuyUHCKU u3denus U Ha OUeMUYHU XpaHu 3a creyuanHu
meduyuHcku yenu (06H. B, 6p. 31 om 2007 2.).
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OEKNAPALUA 3A UHOOPMUPAHO CBIMMACUE C USUCKBAHUATA 3A 3ANMOYBAHE/ MPOABIMKABAHE HA
JNIEMEHUETO C NEKAPCTBEHUA NPOAYKT

cres kato ce 3anosHax C usanara Mu npejoctaBeHa WHgopMauus W UenTa Ha NeYeHWeTo C neKkapcTBeHUs
TIDOAYKT, oo sa il savessnssssaiassssssssssssessseasesersssesensasnsssanssessssasesensssasensasssssssere e SRNRINEY W criel KaTto MOMYuYuMX U3depnaTenHu
OTrOBOPM Ha NMOCTABEHUTE OT MEH BBLMNPOCH, eKnapupam ye:
1. Lle cnassam npenopbyaHaTa Mi CXemMa Ha nieveHue U NEPMOANYHOCT Ha KOHTPOSTHUTE Nperneau.
2. PenoBHO Lue Ce sABABaM Ha KOHTPOMHU NpEerneau W HaMa Aa NPOMEHSM CaMOBOSIHO MMM MOA APYrO BHyLUEHWe
HasHaueHaTa MU Tepanus.
3. Tllpu npeycTaHOBsIBAHE HA NEYEHMETO MO MPUYUHKM, HENpOW3TMYALLM OT pelieHneTo Ha Komwucusita 3a
ekcnepTuan B P3OK n/unn Komucusita no un. 78, 7.2 ot 330, we yseaoms HezabasHo nuuHus cu nekap u P3OK
1 we ebpHa B P3OK nocneaxus npoToKon, Mo KOMTO CbM NoMnyyasar/a rekapcTBeHus npoayKT.
4. Tlpu HecnassaHe Ha MOCOYEHWUTE YCIIOBUS JIEYEHMETO MW C YMOMEHaTWs nekapcTBeH NpoaykT e Gbae
npeKkpaTeHo 1 HaAMa Aa uMam npeTeHLun keM H30K.

5. [puTexasam/ He npuTexasam aktyanHo TEJIK peluenne BbB Bpb3ka Che 3abornssaHeTo.
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