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[image: image2.jpg]WU3NCKBAHUA HA H3OK NMPU U3OABAHE HA NMPOTOKONN 3A MPOBEXAAHE HA
3AMECTUTENHA TEPANUA NPU NAUMEHTU C HACNEACTBEHU UMYHOOE®ULIMTHU CbCTOAHUA

MpoTokonbT ce wu3gasa OT cneuuanuavpaHa Komucusi B nedebHM 3aBeAeHusi 3a 6OnMHWMYHA nomoul,
cknouunu aorosop ¢ H30K. CneunanusnpaHuTe KOMUCUM Ce Cb3zaBaT Cbe 3anosef Ha aupekTopa Ha J13: YMBAJ
LAnekcanaposcka” — Cocus, YMBAJ ,Cs. leopru” — N0OBAMB 1 BKNIOYBAT CreUuanucTu ¢ Koa Ha cneuuanHoct 45 -
KnMHUYHa umyHonorus, 17 - aetcku 6onectn n 02 - kNWHWYHa anepronorus (camo npw npunoxexue Ha C1 ectepaseH
MHXMBUTOP).

. PEQ 3A 3ABEPABAHE HA NPOTOKOJIUTE

lMpoTokonu 3a 3ano4BaHe Ha TepanuaTa

= [lonbnHeHo n noanucaHo npunoxenue 1A/16 — nucT 3a onpeaensHe Ha
KpUTEpUUTE C BCUYKN HeobxoanMu uscneaBaHus

= Enukpu3saletanHa enukpusa, BKNIOYBALLA JaHHW OT aHamHesaTa, craTyca,
uscneaBaHUsTa U NPeAXoX/AaLLo NeveHne (0ceeH ypes enukpusa, OaHHUMe ce

CMELUWANU3UPAHA npedcmassim Ha opuauHanHu b1aHKu unu 3aeéepeHu U noonucaHu Kornus)
KOMUCUSA | = EKcnepTHO CTaHOBMILE C SICHA MEAULMHCKA MOTUBALNS (3abIMKUTENHO ce
oTbenassa nunca Ha U3knioYBaLLn KpUTepum (MoArNuUcaHo om 8CUYKU YrieHoee Ha

crieyuanusupaHama KoMucusi)
= ‘lpoTokon 3a npejnuceBaHe Ha nekapcTea, 3annawanv ot H30K/P30OK” —
06p. M3-H30K (nodnucax om ecuyku 4YreHose Ha crieyuanuaupaqama KoMUcusi)

3aBepka Ha
npotokona B P30K

Komwucusi no un. 78, 1. 2 ot
330 B LY Ha H30K

I"lpm'oxonw 3a npoAbinkaBaHe Ha TepanusaTa

= [lonbnHeHo u noanucaxo npunoxexue 1A/16 — nucT 3a onpeaensHe Ha

KpuTEpUNTE
= ErtanHa enukpu3aalenukpusa, BKIOYBALLA 4aHHW OT aHamHesara, craTyca n
Egﬁug’;g“gMpAHA —> BCUYKM U3CneaBaHusi No Tabnuuara 3a npocneassaHe Ha Npunoxexue 2 (oceeH
upe3 emanHama enukpusa, daHHume ce rpeodcmassim Ha opuzuHaHu 611aHKu unu

3aeepeHu u noonucaHu Konus)
= EKCNepTHO CTaHOBMLYE C SiCHA MEANLIMHCKA MOTVUBALWS (3aABIKUTENHO ce
oT6ens3sa nunca Ha W3kioYBaLLM KpUTEPUM (MoOMUCcCaHo Om 8CUYKU YiieHO8e Ha
cneyuanuaupaHama KoMucusi)
= ‘MpoTokon 3a npeanucBaHe Ha nekapcTea, 3annawaxu ot H3OK/P3OK” — obp.
M3-H3OK (nodnucax om ecuyku 4neHose Ha crieyuanuaupaHama KoMucusi)

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

1l. OBLLU MONOXEHUA
1. 33011 nopgaea noaroTBeHuTe AokyMeHTM B P30OK, Ha TepuTopusiTa Ha KOSITO e HanpaBuno u3bop Ha OMNJI.
[loKyMeHTUTe BKNIOYBaT:

1.1 3asiBnexue go [upektopa Ha P3OK

1.2 MonbnHeHo M nognucaHo npunoxenue 1. MNonbnBa ce No CbOTBETHATa TOYKa W Ce Mpwnara oTpaseHata B

UNPOB UHAEKC MeAULIMHCKA [OKYMEHTaLMs, yA0CTOBepsiBaLla BCEKM eIMH OT Kputepuure

1.3 MbAHUAT HaBop n3cneaBaHus (hU3NKaNHK, HCTPYMEHTaNHM 1 NabopaTopHu), OTpaseH B NpUnoxeHue 2

1.4 ‘lNpoTokon 3a npeAnucBaHe Ha rekapcTea, 3annawanu ot H3O0K/P3OK" — obp. M3-H3O0K, uspapeH ot
cneuvanuaupada komucws. lpunara ce OpUrMHanN Ha NpPOTOKona, a NpWU KaHAwAaTCTBaHe 3a NpoAblkaBaHe Ha
Tepanusita ce NpeacTaBs OPUrMHAs Ha NPEeAXOAHNA NPOTOKON C OTPA3EeHU BCUYKU HA3HAYEHNS MO Hero

1.5 [leknapaumsi 3a UHhOpMUpaHo cbrracue no obpasew (Npunoxetue 3)

2. P30K npuema fokyMeHTUTe 1o T. 1 crieq cnpaBka OTHOCHO 3APaBHOOCUIypUTenHus ctatyc Ha 33011
3. MbpBUAT M BCeku crneaBaly NpoTOKON ce u3aasaT 3a nepuoa Ao 6 meceua

4 N3NCKBAHUA HA H3OK NPU NPOBEXIAHE HA 3AMECTUTENHA TEPAMNUA NPU NAUMEHTW C HACNEACTBEHW UMYHOAE®ULINTHN
CbCTOAHUA B U3BLHEONHUYHATA NMOMOLL
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JINCT 3A ONPEAENAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA 3BAMECTUTEJTHO NIEYEHUE C
YOBELUKWU UMYHOINOBYNUHU NPU NAUMEHTU C HACNIEACTBEHU UMYHOLAE®ULIUTHU CBCTOAHUA

Uwme: ErH

3abenexka: meduyuHckama OOKymMeHMauyus, ydocmoeepsiealya 6CeKu Om Kpumepuume € [ocoyeHa C uugpa 6 uHOeKc u
3a0b/IKUMENHO NPUAPYKaea HACMOAUWOMO MPUIIOKEHUE.

A. |. KPUTEPUM 3A 3ANOYBAHE HA JIEYEHWE C YOBELUKM UMYHOITIOBYIIUHW (SAOBIMKUTEITHU CA
BCUYKU KPUTEPUMN)

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 anarHosa (MUJ) cbrnacHo kputepumte Ha EBponencko I:lpy)Kec'rBo no UMyHHU aecruumnTn
(ESID) 1 MAH — amepukaHcKaTa rpyna no MMyHHu aecuumti (PAGID)

2 | Nunca Ha u3knousawm kputepum no 1. 6.1 g

T
enukKpu3a oT NocrneaHoTo NponexasaHe B BONHUYHO 3aBefeHne U/Unu aKTyarnHa eTanHa enukpusa, sknioysawa nHgopmaums 3a
Ha4yanoTo u xoAa Ha 3ab0onsBaHETO, KAKTO U BCUYKN W3CNEABaHWUSA U KOHCynTauuv

HeobxoaMMMUTE M3CneABaHUA U Nperneamn oT cneyunanucT, NocoYeHn B Tabn. 1 Ha npunoxexve 2 33 BMKUTENHO Ce NpeACcTaBAaT
Ha opurnHanHu 6GnaHku (Unu 3aBepeHun u NnoanucaHn KOMUA) NN ca 0TpaseHun B enukpusa ¢ AaBHOCT A0 1 mec. npeau kaHAWAaTCTBAHETO

EKCMepTHO CTaHOBMLIE C ACHa MOTUBAUUA 3a HeobX0AMMOCTTa OT 3ano4saHe Ha nevyeHneTo

yAocToBepsiBa ce ¢ noanucuTe Ha YrieHoBeTe Ha KOMUCUATA B NpUnoxexHue 1A Ha HaCTOSALWMTE U3UCKBAHUA

B. |. U3KIMIOYBALLM KPUTEPUM (MPU 3ANOYBAHE HA NEYEHUETO)

1. CBpbX4yBCTBUTENHOCT KbM AKTUBHOTO BELUECTBO WM KbM HSIKOE OT NOMOLYHUTE BellecTsa
2. CBPbXUYBCTBUTENHOCT KbM XOMOMOXHM UMYHOrNOGYNHA

OTroBaps Ha KpuTepuuTe 3a 3ano4ysaHe Ha

B ceaMunyHa nosa
neYyeHuneroc e

NOANMUCHU HA YNEHOBETE HA KOMUCUSATAL ...

. 3
,‘«‘ W3UCKBAHUA HA H30K NPU NMPOBEXXOAHE HA 3AMECTUTENHA TEPANUA NPU NAUVEHTU C HACNEACTBEHN UMYHOAEOULNTHU
CbCTOAHNA B U3BBHBEONHUYHATA MOMOLL
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JINCT 3A ONPEAENAHE HA KPUTEPUUTE NPU NPOABINKABAHE HA 3BAMECTUTENHO NEYEHME C
YOBELUKU UMYHOIMOBYITIUHU NPU NAUMEHTU C HACNEOCTBEHN UMYHOLE®ULIUTHU CBCTOAHUA

Ume: EMH

3abenexka: meduyuHckama OoKymeHmayusi, ydocmoeepsieauia 6CEKU OM Kpumepuume € rocoyeHa C yugpa 6 UHOEKC U
3adb/mKUMenHo NPUGPyXaea HaCMOAWOMO NMPUITOXKEHUE.

B. I. KPUTEPMU 3A TMNPOOABLMKABAHE HA JIEYEHMETO C YOBELWKW WMYHOINOBYUHU
(BAABMKUTENHU 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 TepaneBTUYHA e(hEKTUBHOCT OT NPOBEAEHOTO NeveHne b2

2 | Nunca Ha uskniousawm kputepun no 1. I, | }

T
oTpa3eHo B enukpu3aletanHa enukpusa

HeobxoaumMMUTE U3cneaBaHUsl U Nperneamn oT CneunanucT, Noco4eHu B Tabn. 1 Ha npunoxexune 2 33 BIKUTENHO Ce NpeacTaBAT
Ha OpUruHanHu ©BnaHku (Wnn 3asepeHn U nognucaHu KOMWUA) UNW NpU Hanuyue Ha xocnuTanusauyua ce npunara enukpusa c Homep n3c
[AaBHOCT A0 eAUH Mecel NPpeaun KaHAAaTCTBaHeTo

yAocToBepsiBa ce ¢ noanucuTe Ha yneHoBeTe Ha KOMUCUATA B NpUNoxeHue 1A Ha HaCTOSAIWMUTE U3UCKBAHUA

I. 1. U3KMIOYBALLM KPUTEPUU (MPU NMPOABINKABAHE HA NNEYEHUETO)

1. CBpbX4yBCTBUTENHOCT KbM aKTUBHOTO BELLECTBO UM KbM HSIKOE OT NOMOLLHUTE BellecTsa
2. CBPBLXYYBCTBUTENHOCT KbM XOMOMOXHU UMYHOrNOBYIMHM
3. BkrnioyBaHe Ha GONMHUS B KIIMHUYHO NpoyyBaHe™

*KoMuUCUsiTa, KOAITO @ Ha3HauMna neveHneTo U Habnoaasa 330J1, e AnbxHa He3abaBHO Aa yBeAOMM KomucusTa 3a ekcnepTuan
no un. 78 7. 2 B LIY Ha H30K. Teau GonHu ce 3anuceart B OTAENEH PerucTLp u He ryGsT NpaBoTO CK 3a NpoabLIKasaHe Ha
neYyeHMeTo cnea NPUKNYBaHe Ha KITMHUYHOTO NpoyYBaHe.

OTroBaps Ha KpuTepuuTe 3a NnpoabLINkaBaHe B ceAMMYHA f03a
Ha neveHueTo ¢

NOAMUCK HA YNEHOBETE HA KOMMCMATAL ...

4
L W3UCKBAHUSA HA H30K MPU MPOBEXAAHE HA 3AMECTUTENIHA TEPANWA NPU NAUMEHTN C HACNEACTBEHW UMYHOLAE®ULINTHN
CBbCTOAHWUSA B U3BLHEONHUYHATA NMOMOLL
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NINCT 3A ONPEAENAHE HA KPUTEPUUTE NPU 3ANMOYBAHE HA 3AMECTUTEJTHO NEYEHME C
C1 ECTEPA3EH UHXUBUTOP NPU NMALUMEHTU C NE®EKTU B CACTEMATA HA KOMMNEMEHTA

Ume: ErH

3abenexka: meduyuHckama OOKyMeHmauusi, ydocmoeepsisawia 6CeKU Om Kpumepuume € [0CoYeHa C yuppa 6 uHlekc u
3a0B/IKUMENTHO NPUdpyKasa HaCMOSIUOMO NPUSTOKEHUE.

A. Il. KPUTEPUU 3A 3ANOYBAHE HA NEYEHUE C C1 ECTEPA3EH UHXUBUTOP (BAOBLIMKUTESTHU CA
BCUYKU KPUTEPUWN)

MKB D84.1

1 | OCTpM KNMHMYHM NPOSIBUA Ha HacneacTBeH aHrnoeaem (HAE) 1

2 | NoTBbpAeHa auarHosa (HAE) 12,3

2
3 | U3cnenBane Ha IgE aHTUTENa KbM 3aellku enuten

4 | Nunca Ha n3knoyBawm kputepum no 1. 6. 11 i

T oTpa3eHo B enukpu3sa/eTanHara enMkpusa
HeobxoaAuMUTE M3cneaBaHUA W Nperneam oT cneumanucT, NocoYeHu B Tabn. 2 Ha npUnoxexue 2 3aabIDKUTENHO Ce NPeACTaBsaT
Ha opuriuHanHu 6naxku (Wnu 3aBepeHn n NOANNUCAHN KONUA) Unu ca OTpa3eHu B enukpusa ¢ gaBHocT Ao 1 mec. npeau kaHanaaTCTBaHeTo
€KCNnepTHO CTaHOBULIE C ACHA MOTUBALMA 3a HeobX0AMMOCTTa OT 3ano4BaHe Ha NeYeHNeTo
yAaocToBepsiBa ce C NoANUCUTE Ha YNeHoBeTe Ha KOMUCUATA B NpuUnoxexHue 16 Ha HacTosILMUTE U3UCKBaAHUA

B. Il. U3KINKOYBALLU KPUTEPUU (NMPU 3AMNOYBAHE HA NNIEYEHUETO)

Hanuuue Ha cneuudmyeH IgE cpeuyy 3aewwku enuten

CEp\:X‘{yECTBMTenHOCT KbM aKTUBHOTO BELLECTBO UIN KbM HAKOE OT NOMOLLHUTE BellecTBa
BpemeHHocT 1 nakraums

Jluua Ha Bb3pacT nog 18 roanHn

e

OTroBaps Ha KpuTepuuTe 3a 3ano4saHe/

B ceaMuyHa nosa
npoabiHKaBaHe Ha NeYeHneTo ¢

noANUCU Ha YJIEHOBETe HAa KOMMUCUATA! ...

—n 5
b W3UCKBAHUS HA H30K NMPWU NPOBEXXAAHE HA BAMECTUTENHA TEPANWUA NPU NALUMEHTU C HACNEACTBEHN UMYHOLEOULINTHU
CbCTOSAHUA B U3BBHBEONIHUYHATA NMOMOLL
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JINCT 3A ONPEAENSAHE HA KPUTEPUUTE MNPU NPOABIMKABAHE HA 3AMECTUTESTHO
JIEYEHME C C1 ECTEPA3EH MHXWBUTOP MPU NAUMEHTU C AE®EKTU B CUCTEMATA HA
KOMMJNIEMEHTA

Uwme: ErH

3abenexka: meduyurHckama OokymeHmauusi, ydocmoeepsieawya eceku Om Kpumepuume e [ocoyeHa C yugpa 6 UHOeKC u
3adb/mKuMesnIHo Npudpyxaea HaCMOAWOMO NPUIIOKEHUE.

B. Il. KPUTEPUW 3A MNPOOABLIMNKABAHE HA JIEYEHMETO C C1 ECTEPA3EH WHXWBUTOP
(BAOB/MKUTENHN CA BCUYKN KPUTEPUWN)

MKB D84.1

KnuMHUYHM NposiBM Ha HACreACTBEH aHrMoeAeM, HanoXwnu usnonasaHe Ha npegoctaseHusi C1 uHXMBMTOpeH
KOHUEHTpAT (UM N3TYaHe Ha HEroBUs CPOK Ha roAHoCT) '

2 HaGopaTopMM uscneaBaHus 3a npocneasBaHe Ha nevYeHneTo £

3 | HanoxuTenHa onepaTMBHa MHTepPBEHUUS (3b6HA, MHBA3MBHA, XMpyprauHa) > °

4 BCeKnaHeBHUTE 352,Ck'bﬂ)KeHMﬂ > OT neT AHW Ha Mecel U aHamHes3a 3a OﬁCprKL(VIﬂ Ha guxatenHute nbTuwa wunu
xocnwranwaauma) '

5 | Nunca Ha uaknoyBawm kputepun no . . Il ¢

T
oTpa3eHo B enukpu3aletanHaTa enukpusa/ambynaTopeH nuct

2
Heo6XxoAuMUTE n3cneaABaHUA U Nperneau oT crneunanucT, NocoYeHu B Tabn. 2 Ha NpuUnoXxeHue 2 3abIMKUTENHO Ce NpeACTaBsaT
Ha opurnHanHu Bnaxku (unwn 3aBepeHn 1 noagnucaHn KOMUA) UK OTPa3eHn B ennukpu3a ¢ AaBHOCT A0 1 Mec. npean KaHAAaTCTBaHeTO

€KCNepTHO CTaHOBMLE C sicHa MOTMBaUus 3a HeobX0AUMOCTTa OT NPOAbIMKaBaHe Ha NeYeHneTo
4
yAocToBepsiBa ce C NOANUCUTE HA YIIeHOBETe Ha KOMUCUATa B NpUnoxexHuwe 1B Ha HacTosIMUTE U3UCKBAHUA

. 1l. N3KINKOYBALLU KPUTEPUN (MPU NPOABLINKABAHE HA JIEYEHUETO)

Texku aneprudHu u/unu Apyr HeXenaHu nekapcTBeHn peakuum
KpeatnHuHoB knupbHe < 60 mi/min

BpemeHHocT 1 nakraums

Jluya Ha BBv3pacT noj 18 rognHu

BkrioyBaHe Ha GOMTHWUS B KIUHUYHO NpoyyBaHe™

bl Y

*KomucuaTa, KOSTO e HazHauuna neveHneTo u Habnoaaea 33071, e AnbkHa HezabaBHO Aa yBeaoMu KomucusaTa 3a ekcnepTuamn
no un. 78 1. 2 B LIY Ha H3O0K. Teau GonHu ce 3anucear B OTAENEH PerucTbp M He ryGAT NpaBoTO CU 3a NpoabLiXaBaHe Ha
FIeYeHNEeTO criedl NPUKIIOYBaHe Ha KITMHUYHOTO Npoy4BaHe.

OTroBapsi Ha KpuTepuuTe 3a B conmuunalnosa

A'bnl'OCpD"IHﬂ npoq.wmak'rm(a (“IECTOTH Ha NpUCTLNUTE > OT BEAHBX MECEYHO; HEBB3MOXHOCT 3a U3NbIHEHWEe Ha

3anoysBaHe/NpoAbINKaBaHe Ha NeYeHneTo ¢ e

NnoAnMUCU HA YNIEHOBETE HA KOMUCUATAL ..o

y 6
«‘ WN3NCKBAHUSA HA H30K MNPW NPOBEXAAHE HA BAMECTUTESIHA TEPANWUA NPU NALMEHTU C HACNIEACTBEHW UMYHOAE®ULINTHA
CbCTOAHUA B UBBBbHBEONTHUYHATA NMOMOLL




[image: image7.jpg]I. NTEYEBHO-AWATHOCTUYEH ANTTOPUTBM

OPUNOXEHUE 2

1. JIEKAPCTBEHW MPOAYKTWU, Bkntovenn B Mpunoxenue 1 Ha MJIC, kouto H3OK 3zannawa B

CbOTBETCTBUE C AleNcTBalUTe HOPMaTUBHU AOKYMEHTHU.

INN DDD
IMMUNOGLOBULINS, NORMAL HUMAN
CONESTAT ALFA e 35TU
C1-INHIBITOR, PLASMA DERIVET e 14TU

2. NPOCINEOABAHE:

Ta6n. 1

Moka3atenu u uscnenBaHus

MNMepuona Ha nevyeHue

o

Mpeau
unwﬁnma 3 6 +3 +6

+12

TenecHa maca

X X X

CepyMHO HMBO Ha Url”

X X X

CepymHO HuBO Ha UM, UrA, UrE

CepymHO HUBO Ha Ur cybknacose

Ppakuum Ha komnnemerTa C3 n C4

AHTU- UIrA aHTUTEna****

ABTOaHTUTENA

AHTU-TETaHyC U aHTU-audTepus Url” aHTutena

CH50

VmyHobeHoTUnM3npaxe

NBT w/unu DHR Tect

[eHeTW4HW u3cneBaHus ****

dyHKunoHanHu uacneasanus —T, B, HK u Mo knetku****

,C\pym WUMYHONOrMYHWU  nU3cneaBaHusa cnopes aHamMHecTu4yHuTe
AaHHu 1 npernesa u Buaa Ha N

X% [ [ ]3> [ |3 > > > [x [ [x

KpbBHa rpyna, aHTu- A,aHTu-B xemarnyTuHuHm

x

BupyconoruyHu uscneasanus ( HbsAg, HCV, HIV, EBV)

x

MUKpOBMONOrMYHU M3CeABaHUS Ha FbpPeH CeKpeT, Xxpauka,
chekanuu, ypuna unu apyr Guonoruden matepuan**

x

MKK (xemMornobuH, XemaToKkpuT, epuTpoLMTH, NEBKOLUTH,
TpombounTy)

CYE

CRP

KpbBHa 3axap

CepyMeH KpeaTUHMH, NWKOYHA KUCEenuHa 1 ypest

06w 6enTbk

AnbymMuH

ACAT

ANAT

Ankanna goccarasa

T

06wy 1 aupekTeH GunupybuH

YpuHa — 0610 1 ceanmeHT

EKI

ApTepWanto KPbBHO HansraHe

AbgomuHanta exorpadms

O6pasHu uacneasanusi ( CT 6an apo6, cvpue, CT — rpbaHa
KneTka, kopem, Manbk Tas u ap., PKC, npurorpadms)*

X |3 [ |3 3¢ [ | x| > [ [ %[> [x|x

* NPY KNMHWYHYM A@HHUW 33 3aCAraHe Ha CbOTBETHMA opraH

** NpU A@HHW 33 UH(EKLUNA Ha COTBETHUSA OpraH

*** Npn neyeHne C s.C. IMyHornoBynuH ce npasu 1x MeceyHo
**** npenopbYnTENnHN

+3 - M3BbPLUBA CE Ha Beekn 3 meceua

U
CBCTOAHUA B U3BbHEOTHUYHATA MOMOLL

7

V3UCKBAHUST HA H30K MPU NMPOBEXIAHE HA 3AMECTUTENIHA TEPANWUSA NMPU NAUMEHTU C HACNEACTBEHW UMYHONEOULINTHU
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NPUOXEHHUE 2

Tabn. 2
UzcnenBaHus MpocneasBaHe
Mo Bpeme Ha on:pai‘:l“ m
UaxoaHo npucTbLn ParnBH +6
VHTEpBeHUUsI
MbnHa KpbBHA KApTUHA X X X X
BUOXMMUYHW  M3CneaBaHNs —  KpbBHa
3axap, TpaHcamuHaav, oLy 6enTbk X x u
C3 komnnemeHt X
C4 komnnemeHT X X X X
C1-ecTepaseH UHXMOMTOP (aHTUreHeH) X X X X
C1-uHXnbuTOp (hyHKUMOHaNEH)* X
CH50 X
C1q komnnemeHT* X
eHeTnyHn nscneasanus Ha C1-INH rena* X
Cepymnu UrE cpeuy 3aewku enuten X x

* NpenopbUUTENHM

+6 - W3BBLPLUBA Ce Ha BCEKU 6 meceua

Il. OBLLUWN U3UCKBAHUA

%

2.

BBSPQCTTa ce m3yucnsiea B HaBbpLUEHW roAvHW - T.e. BKIIOYUTENHO KbM [aTaTta Ha usjaBaHe Ha
npoTokona oT cneuuanuanpaHata KoMUCus.

anI HasHauyaBaHe Ha Tepanus No MpOTOKON 3aAbiMKUTENHO Cce m,oﬁpaaﬂaaT Bb3pacTtoBute
OrpaHu4YeHust CbrnacHo KpaTkaTta XapakTepucTuka Ha CbOTBETHUS JIeKapCTBEH NPOAYKT, yTBbpAEeHa no
peaa Ha 3JINMXM.

H3O0K He 3annawja neyvyeHne U3BbLH ykasaHata Bb3pacToBa rpaHvua B Kpatkata XapakTtepucTuka Ha
npoaykra.

H30K He 3annaiwa neuyeHue C A03U Haj MakCUManHo paspelleHuTe Mo KpaTtka xapakTepuctuka Ha
npoaykTa.

B cnyvaii Ha HacTbNWUNa NOAO3VpaHa HeXenaHa nekapcTBeHa peakuus, nekapst ysepomssa WAJI no
peaa Ha un. 183 ot 3JIMXM. Konve oT cbobLyeHneTo ce npunara kbM MeAULIMHCKaTa [AOKyMEHTauns Ha
330/1 npu kaHaupatcTBaHe 3a nedenne. KOMUCUATA, nspana npotokona Ha 330/, cbxpaHsisa
BTOPYM €K3eMNMIsIP Ha MPOTOKOMa U BCUYKM HEOOXOAUMM AOKYMEHTH 3a U34aBaHeTo My.

Hacmosiwume u3uckeaHus ca paspabomeHu Ha ocHogaHue 4. 55 om HP/ 3a meduuyurckume OeliHocmu 2012 zoduHa
(06H. @ [B 6p. 3/10.01.2012 2.). u enu3dam & cuna om 1 cenmemepu 2013 2., cbenacHo yn. 10 va Hapedba Ne 10 om 24
mapm 2009 2. 3a ycriosusma u peda 3a 3anjawjaHe Ha fiekapcmeeHu npodykmu no un. 262, an. 5, m. 1 om 3akoHa 3a
nekapcmeexume npodykmu 6 xyMaHHama MeouyuHa,Ha MeOUYUHCKU u3denusi u Ha OUemuYHU XpaHu 3a creyuanHu
meduyuHcku yenu (06H. 4B, 6p. 31 om 2007 2.).
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NEKMAPALINA 3A UHOOPMUPAHO CbITIACUE C UBUCKBAHUATA 3A 3ANOYBAHE/ MPOABINKABAHE HA
JNEYEHUWETO C NEKAPCTBEHUA NMPOAYKT

crnep Kato ce 3ano3Hax C uanarta mu npeaocraseHa VIH¢DpMaLU/Iﬂ n uenta Ha rneYyeHMeTo C nekapcTBeHus

NPOAYKT. W cnea Kato  nonyuYux  usyepnartenHua
OTroBOpU Ha NocTtaBeHuTe ot MeH BbNpocu, Aeknapupam ye:

1. llle cnassam npenopbyaHaTa M1 Cxema Ha neyeHne U NepUoANYHOCT Ha KOHTPONHUTE Nperneau.

2. Penoauo e ce siBABaM Ha KOHTPOMNHW npernean n Hama Aa NPOMEHSAAM CamOBOSHO Unu noa Apyro BHylieHue
HasHayeHaTa Mu Tepanus.

3. [pu npeycTaHoBsBaHe Ha NEYEHUETO MO MPUYMHU, HEMpoU3TUYAaLLW OT PeLIeHNeTo Ha Komucuata 3a
ekcneptuan 8 P3OK wnnu Komueusita no un. 78, 7.2 ot 330, we yseaoms He3abaBHO NUYHUSA Cu nekap 1 P30K
¥ ue BbpHa B P3OK nocneaHus NpoToKon, No KOMTO CbM nonyyasar/a nekapcTseHnsi NpoayKT.

4. MMpu HecnassaHe Ha MOCOYEHWTE YCrOBUS NEYEHWETO MU C YNOMEHaTWs nekapcTBeH NpOAYKT Lie 6bae
npekpaTeHo 1 HAMa Ja umMam npeTeHuun kbm H30K.

5. [putexasam/ He npuTexasam akTyanHo TEJIK peluenne Bbe Bpb3ka CbC 3abonsBaHeTo.

- 9
@ W3UCKBAHUSA HA H30K NMPW MPOBEXXAAHE HA SAMECTUTENHA TEPANUA NPU NAUVEHTA C HACNEACTBEHW UMYHOAE®ULINTHA
CBHCTOAHWA B N3BbHBEONHUYHATA NOMOLL





