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[image: image2.jpg]W3UCKBAHUSA HA H3OK MPY U3JABAHE HA MPOTOKONM 3A MPOBEXOAHE HA
3AMECTUTENHA TEPAMUA NPU NALUMEHTU C HACNEACTBEHW UMYHORE®ULNTHA CHCTOAHUA

npOTOKOJ'I'bT ce wusgasa oOT cneuuanusavpaHa Komucus B nevyebHu 3aBegeHusa 3a 6onHUYHa MOMOLL,
ckmounnu aorosop ¢ H30K. Cneunanu3npanuTe KoMucuu ce cb3aaear CbC 3anoseA Ha AupekTopa Ha N3: YMBAN
L Anekcanaposcka” — Cocpust u YMBAT ,Ca. Teopru” — MnoBAVB, BKIIOYBAT CMELMANMUCTI C KOA Ha cneuvantoct 45 -
KrMHU4Ha umyHonorust, 17 - aetcku GonecTyt u 02 - KNMWHWYHA anepronorst (Camo Mpu Npunoxexne Ha C1 ectepaseH
UHXUGUTOP).

\. PE[] 3A 3ABEPABAHE HA NMPOTOKOIUTE

MpoTokonu 3a 3ano4BaHe Ha nevyexHve

= [lombnHeHo W noanucaHo npunoxenue 1A/MB — nuct 3a onpeaensiHe Ha
KPUTEPUUTE C BCUUKM HEOBXOAUMI U3CNeABaHNS

= Enukpu3aleTanHa enuKpu3a, BKIIoYBalla JaHHW OT aHamHesata, craryca,
M3CreaBaHUsITa U NPeaxoXaallo nedveHne (OceeH Ype3 enukpusa, OdaHHUme ce

CMELIMANU3NPAHA npedcmassim Ha OpUgUHaHU BI1aHKU UNuU 3a8epeHu U nodnucaHu Konusi)

KOMUCUS »| = EKCnepTHO CTaHOBMWeE C fiCHA MeAMUWMHCKA MOTUBaLms (3apbnxuTenHo ce

OTOENs3Ba NUNCa Ha U3KMIYBALLM KPUTEPUM (TOBMUCAHO OM BCUYKU 4IIeHO8e Ha

cneyuanuaupaHama Komucusi)

/ = “fpoTokon 3a npeanucBaHe Ha nekapcTea, 3annawaxu ot H30K/P30K” —

06p. M3-H3OK (nodnucarx om ecuyku 4ieHoee Ha crieyuanusupaiama Komucusi)

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

h 4

MpoTokonu 3a NpoALINKaBaHe Ha rneyeHune

=« [MonmbnHeHo w noanucaHo npunoxenuwe 1AMB — nucT 3a onpeaensHe Ha
Kputepuute

= EtanHa enukpu3a/envkpusa, BKNiouBala AaHHW OT aHamHesara, cratyca U
Egﬁagﬁj;MSMPAHA P> BCWYKW M3CTeABaHUA no Tabnuuata 3a npocreasisaHe Ha npunoxexHue 2 (oceeH
ypes emanHama enukpu3a, daHHUMe ce NPedcmasam Ha OpuguHamHu 6naHKu

unu 3aéepeHu U nodnucaHu Kornus)

L] EKCrepTHO CTaHOBMWeE C siCHA MeAuuMHCKa MOoTuBauLms (3apbmkuTenHo ce
OTOEensi3Ba NUNca Ha U3KMoYBaLWM KpUTEPUN (MOANUCaHO OM 6CUYKU 4IeHose Ha
crieyuanuaupaHama Komucusi)

= ‘lpoTokon 3a NpeAnuCBaHe Ha nekapcTea, 3annaijaHu ot H30K/P30K" — 0bp.
M3-H30K (nodnucaH om 6CuYKU YlleHose Ha creyuanusupaHama KoMUCUSi)

Komucusi no un. 78, T. 2 3aBepKa Ha npoTokona
ot 330 B LIY Ha H30K B P30K

Y

1I. OBLLW MONOXEHUSA

1. 301 nopasa noaroTeeHuTe AokymeHTU B P3OK, Ha TepuTopusiTa Ha KOSITO € Hanpasuno n3bop Ha OMJL.
JloKyMeHTUTe BKMioYBaT:

1.1 3asBnenue o [dupektopa Ha P3OK

1.2 MonbAHEHO M MoAnMcaHo mpunoxeHue 1. MonbnBa ce no CbOTBETHATA TOYka M Ce Mpunara otpaseHara B

LUMPOB MHAEKC MeANLIMHCKa AOKyMEHTaLus, ya0CToBEpsiBalla BCeKN ©AMH OT KpuTepuuTe

1.3 MbnHUST Habop MacneaBaHus (HGU3MKANHW, UHCTPYMEHTANH nabopaTopHK), OTpa3eH B NpUnoxeHue 2

1.4 “NpoToKon 3a NpeAnucBaHe Ha riekapcTea, 3annawaiu ot H30K/P30K® — 06p. M3-H3OK, uspageH ot
cneumanuavpaHa komucus. [lpunara Ce OpurvHan Ha MpoTokona, a Mpu kaHauaatcTsaHe sa npogbmkaBaHe Ha
TepanusiTa e NPeACTaBs OPUTMHAN Ha NPE/AXOAHMS NPOTOKOM C OTPA3EHM BCUUKY HASHAYEHUS o Hero

1.5 [leknapauusi 3a UHopMMUPaHo cbrnacue no obpasel, (Mpurnoxexue 3)

2. P30K npuema fOKyMeHTUTE MO T. 1 Criea cnpaBska OTHOCHO 3APaBHOOCUTYpUTENHUA cratyc Ha 30J1
3. n'prHﬂT W BCEKM creaBau NnpoTokon ce u3pgasar 3a nepuoa Ao 6 meceua

r —n 2
V W3NCKBAHUSI HA H30K MPU MPOBEXOAHE HA 3AMECTWUTENIHO W VMYHOMOZY/IMPALLO NEYEHME MPU HACNEACTBEHW
UMYHOZESULMTHU CBCTOAHUA B U3BBHBONHUYHATA MOMOLL - 8 cuna ot 1 toHn 2014 roanHa



[image: image3.jpg]NPUNOXEHWE 1A

TIUCT 3A OMPELENAHE HA KPUTEPUUTE MPU 3AMOYBAHE HA 3AMECTUTESIHO NEYEHUE C
YOBELLKW UMYHOTTIOBYITMHU MPU NMALMEHTW C HACTIEACTBEHMN UMYHOQE®ULIMTHU CBCTOAHUA

Ume: ErH

3abenexka: MeduyuHckama GokymeHmauusi, ydocmoeepsiealya eceku om Kpumepuume € rocoyeHa C uyugpa e uHOeKC U
3a0Bb/MKUMeENHo NpUApyKaea HaCMOoAULOMO NPUITOKeHUe.

A. I. KPUTEPUM 3A 3AMOYBAHE HA JIEYEHUE C HOBELLKK WMYHOTTIOBYSTMHU (3AOBIDKUTENTHU CA
BCWUYKU 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 MoTBLpAecHa AuarHosa (MWL) ckrnacHo KpuTepuuTe Ha EBpoOnencKo APYXKECTBO N0 UMYHHU AeduLuTA
(ESID) u MAH — amepukaHckara rpyna no uMyHH1 Aeduumtu (PAGID) z°

2 | Nunca Ha nsknoyBawm kputepumn no 7. B.1 y

enukpu3a oT nocrieaHa Xocnuranusauusi B 60MHUYHO 3aBeaeHne w/vnu akTyanHa etanHa enukpu3a, Bknioysalla MH¢0PM3LLMH
3a Ha4yanoTo U XoAa Ha 3a00nABaHETO, KaKTo N BCUYKU U3CNeABaHUA 1 KOHcynTauyuun
Heo6xoauMuTEe M3cneaBaHusi U nperneau ot cneuuanucT, noco4YeHn B Tabnuua 1 Ha npunoxeHue 2 3aABMKUTENHO Ce

NPEACTABAT HA OPUTMHANHM BNaHKA (Wu 3aBePeHU U MOANUCAHM KOMUS) UMY Ca OTPaseH! B enukpusa ¢ AaBHOCT A0 1 mecey npeau
KaHAWAATCTBAHETO

E©KCNepTHO CTaHOBMLLE C ACHa MOTUBaLUA 3a HeOBXOAMMOCTTa OT 3anoyYBaHe Ha neveHeTo
yAocTOBepsiBa ce C MOANUCUTE HA YIeHOBETe Ha KOMUCUsATa B npunoxexHve 1A Ha HaCTOAWMNTE U3UCKBAHUA

B. |. U3KIMIOYUBALLM KPUTEPUM (NPY 3AMOYBAHE HA NIEYEHUETO)

1. CBpbXUyBCTBUTENHOCT KbM akTUBHOTO BELLECTBO UMK KbM HSIKOE OT MOMOLLHUTE BeleCTEa
2. CBPbX4YBCTBUTENHOCT KbM XOMOMOXHM UMYHOTNOGYNNHM

OTroBaps Ha KpUTepuMTE 3a 3ano4saHe Ha

B Ao3a
NIEYEHUETO C e

MOAMNMUCHU Ha YNIEHOBETE HA KOMUCUSATAL ...ooovnnrnnininneiniieiieeees

— 3
@ W3NCKBAHWA HA H30K MPU MPOBEXOAHE HA 3AMECTWUTENHO W WMYHOMOZYNMPALLO NEYEHWE MPU HACNEACTBEHU
VIMYHOAE®ULIMTHA CbCTOAHNA B U3BBHBONHWUYHATA MOMOLY - & cvna ot 1 toHK 2014 roguHa
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TIUCT 3A ONPERENSAHE HA KPUTEPUUTE NPU NPOABMKABAHE HA 3AMECTUTEITHO NEYEHUE C
YOBELLKW UMYHOITIOBYIMHW MPU NALUMEHTU C HACNEACTBEHN UMYHOOE®ULIMTHN CBCTOAHUA

Ume: ErH

3abenexka: MeduyuHckama OOKyMeHmauusi, ydocmoeepsiéaa 6CeKku om Kpumepuume e rocoyeHa C yugppa & UHOeKC U
3a0BAKUMENHO NPUdpykKasa HaCMOSIUOMO NMPUIIOKEHUE.

B. |. KPUTEPUM 3A TPOOBIDKABAHE HA TNEYEHUETO C YOBELLKM UMYHOTNOBYNUHA
(3AOBMKUTENHA CA BCUYKU KPUTEPUW)

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

1,2
1 | OueHka Ha TepaneBTMYHA eheKTMBHOCT OT NPOBEAEHOTO neYeHne

3
2 | Nunca Ha uskniousawm kputepun no 7. . |

T
0Tpa3eHo B enukpusa/etanHa enukpusa

HEOBXOAMMMTE M3CrienBaHWsi W MPErneau OT CMeuuaniucT, MocoveHn B Tabnuua 1 Ha npunoxeHue 2 3afbKUTENHO ce
NPEACTABAT Ha OpUTMHanHW 6natky (W 3aBepeHn U NOANUCAHM KOMWA) Nk NP HANWYME HA XocnUTanUsauna ce npunara enukpusa ¢
Homep W3 C 4aBHOCT A0 €AUH MECel| NPeAn KaHANAATCTBAHETO

yaocToBepsiBa ce ¢ noanucuTe Ha YNeHOBETE Ha KOMUCUSATA B NpUNoXeHue 1A Ha HacTosALWMTE UIUCKBAHUSA

I'. I. U3KMIOYBALLY KPUTEPUM (MPU NPOLLIMKABAHE HA NEYEHUETO)

16 CBp'hX‘-IyBCTBVITeﬂHOCT KbM aKTUBHOTO BELLECTBO WU KbM HAKOE OT NOMOLLHUTE BewecTsa
2. CBPbXUYBCTBUTENHOCT KbM XOMOIIOXHM UMYHOMOGYSINHM
3. BkmiouBaHe Ha GOMHNS B KIIMHUYHO Npoy4BaHe™

*KoMMCHsTa, KOSITO € Ha3Hauuna feveHneTo u Habnoaasa 30/, e AnbXHa Heza6aBHO Aa yBeAoMu KomucusiTa 3a eKcnepTusn
no un. 78 T. 2 ot 330 B LY Ha H3OK. Teau 60nHM ce 3anucBaT B OTAENEH perucTLp 1 He ry6sT NpaBoTo CU 3a NpoALIKaBaHe
Ha NeYeHUeTo cres NPUKoYBaHe Ha KMMHUYHOTO NpoyYBaHe.

OTroBaps Ha KpUTEPUUTE 3a NPOALIDKaBaHE

B Ao3a
Ha fieYeHuneTo ¢

MOANMUCU Ha YNEHOBETE HA KOMUCUATAL ..o

P - 4
"«1 W3WCKBAHWS HA H30K MPU MPOBEXIAHE HA 3AMECTWUTENHO U VMYHOMOJY/MPALLO JIEYEHUE MPU HACNEACTBEHW
UMYHOAE®ULIMTHN CbCTOAHUA B M3BbHEONHWYHATA MOMOLL, - B cuna ot 1 toHn 2014 roavHa
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TIUCT 3A ONPEQENSAHE HA KPUTEPUUTE NPU NPOBEXOAHE HA UMYHOMOAYNPALLO JNIEYEHUE NPU
MALUMEHTWN C HACNEACTBEHU VMYHOQE®UUUTHU CBCTOAHUA

Wwe: ErH

3abenexka: MeduyuHckama OoKymeHmauyus, ydocmoeepsieawsa eceku om Kpumepuume e rocodeHa C yugpa e uHOeKC U
3adB/IKUMENHO NpudpyXasa HacMosU40MO MPUIoKeHUe.

0. I. KPUTEPUM 3A VMYHOMOOYINWPALLO JEYEHUE MPWU MALUMEHTM C HACNEACTBEHU
WMYHOOE®ULIMTHM CBCTOAHUA (SALBIDKUTENHN BCUYKU KPUTEPUN)

3a6enexka: Kom6uHupaHo umMyHoModynupaujo JieyeHue U 4oeeuwku UMyHO2/106ynuUHU NpU HacnedcmeeHu
umyHodeguyumHU CbCMOsHUA ce npoeexda 3a cpok 0o mpu Meceya 200uwHo. CamocmosimesnHo
UMyHOMOOYNIUPau4o JSeYeHue ce npogexada 3a CPoK do 6 meceya 200UUWIHO.

MKB D81.7, D81.8, D81.9, D83.0, D83.1, D83.2, D83.8, D83.9, D84.9

MoTebpAeHa auarHosa (MU[) cbrnacHo KputepunTe Ha EBpOnNeiicko APYXKEeCTBO MO UMYHHU AedULUTH
1 | (ESID) u MAH - amepukaHckaTa rpyna no UMyHHU necduumntu (PAGID) n oueHka Ha TepaneBTU4Ha
eeKTUBHOCT OT NPOBEAEHOTO reyeHune

2 | YecTu BUPYCHMN UHDEKLMK 1

3
3 | Nunca Ha uskniousawm kputepum no 7. E. |

oTpa3eHo B eTanHa enukpu3alenvkpu3a/amGynaTopeH NUCT OT Nperneav npy crneyuanuer

HeoBGXxoQuMWTE M3crneaBaHus W nperneauv OT cneuuanucT, NocoYeHu B Tabnuua 1 Ha npunoxeHue 2 3aAbMKUTENHO Cce
NpeACTaBAT Ha OpUrMHaNHU Bnankn (VInIA 3aBepeHun u noanucaHun KOI'WIH) WNn Npu Hanuuue Ha Xxocnutanuaauus ce npunara enukpusa ¢
Homep /3 ¢ AaBHOCT A0 €AMH Mecel NpeAyn KaHAMAATCTBAHETO

yaocToBepsiBa ce ¢ noanucuTe Ha YfeHoBeTe Ha KOMUCUSATA B NPUIoXeHne 1A Ha HacTOAIWNTE U3UCKBAHUA

E. |. USKNIOYBALLWN KPUTEPUN

1. CBp'bX‘JyBCTBVITenHOCT KbM aKTUBHOTO BELLECTBO U1 KbM HsKOE OT NOMOLLHUTE BellecTea
2. [laHHu 32 MOBULLEHY CTORHOCTU Ha NUKOYHA KnucenuHa B kppeTa

OTrosapsi Ha KpUTEPUUTE 3a NNEYEHUETO C B Ao3a

noanucK Ha YrieHoBeTe Ha KOMMCUATAL ...t

) 5
@ W3UCKBAHWSA HA H30K MPW MPOBEXOAHE HA 3AMECTWUTENHO 1 WMYHOMO[YNMUPALLO NEYEHVE MPU HACNEACTBEHW
VUMYHOOEOULIMTHW CbCTOAHMNS B U3BBHEONHUYHATA MOMOLL — & cuna ot 1 toHu 2014 roguna
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MNCT 3A ONPEAENSHE HA KPUTEPUUTE NPU 3ATNIOYBAHE HA 3AMECTUTENHO NEYEHWE C
C1 ECTEPA3EH MHXWBWUTOP MPU MALIMEHTW C AE®EKTU B CUCTEMATA HA KOMMJIEMEHTA

ErH

Uwme:

3aGenexka: meduyuHckama OOKyMeHmauyus, ydocmoseepssawa eceku om Kpumepuume e rocoyeHa C yugpa & uHOeKkc U
3a0BMKUMenHo NpudpyXasa HaCMosIU{OMO NpusIoXeHue.

A. Il. KPUTEPWM 3A 3ATOYBAHE HA JIEYEHUE C C1 ECTEPA3EH WHXUBUTOP (SAOBIMKATENHU CA
BCUYKUA KPUTEPUW)

MKB D84.1

1 | OcTpy KNUHWYHK NPOSIBM Ha HACMNEACTBEH aHrnoeaem (HAE) 1

2 | NMotebpaeHa avarvosa (HAE) 1%

3 | UscnenBaHe Ha IgE aHTUTena KbM 3aeliku enuten” :

4 | Nvnca Ha U3KMOYBALM KPUTEPUM MO T. B.Il*

0Tpa3eHo B enuKpu3aleTanHara enukpusa

HeobxooumMuTe M3CrnenBaHusi U nperneau OT cneuuanucTt, nNoco4veHu B Tabnuua 2 Ha npunoxexHue 2 3aAbnXUTENHO ce
NpeacTaBsT Ha OPUTMHaNHW GnaHku (Mnu 3aBepeHn 1 NoAnucaHu KOMWST) UK Ca OTPA3EHW B ENUKPU3a C AABHOCT A0 1 Mecel npeau
KaHAVAATCTBaHETO

€eKCnepTHO CTAHOBMLUE C ACHa mMoTuBauusa 3a H806XO,CLIIIMOCTI'3 OT 3ano4BaHe Ha NevyeHneTo
4 yAocToBepsiea ce ¢ noAnucuTe Ha YrneHoBeTe Ha KOMMUCUATA B NpUNoxeHue 1B Ha HacTosILNUTE U3UCKBAHUSA
*OTHacA ce 3a NpunoxXeHue Ha Conestat alfa

B. II. U3KMIOYBALLM KPUTEPUM (NMPU 3AMOYBAHE HA NEYEHWUETO)

1. Csphquacmmenuoc‘r KbM aKTUBHOTO BELLECTBO UM KbM HSKOE OT NOMOLLHUTE BeLlecTea
2. Hanuuve Ha cneumdmdeH IgE cpely 3aeLukin enuTen (3a npunoxerine Ha Conestat alfa)
3. Nuua Ha Bb3pacT nog 18 roauHu (sa npunoxenue Ha Conestat alfa)

oTrOBapﬂ Ha KpuTtepuuTte 3a 3ano4yBaHe Ha B Ao3a
neveHueTo ¢

noAnucU Ha YreHoBeTe Ha KOMMCHUATA: ..o

Fst 6
@ U3UCKBAHUA HA H30K MPW MPOBEXIOAHE HA 3AMECTUTENIHO U MMYHOMOAYNUPALLO NEYEHUE TPU HACJIEACTBEHW
WUMYHOZE®ULUTHU CbCTOAHUA B W3BBHEONHWYHATA MOMOLL, - B cuna ot 1 toHn 2014 roauHa
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NUCT 3A OMPEAENSHE HA KPUTEPUUTE MNPU NPOOBLMKABAHE HA 3AMECTUTEITHO
NEYEHMUE C C1 ECTEPA3EH MHXUBUTOP NPU MALUMEHTY C AE®EKTU B CUCTEMATA HA
KOMMJEMEHTA

Uwme: ErH

3aBenexka: MeduyuHckama OokymeHmayus, ydocmosepssawa eceku om Kpumepuume € rocoyeHa C uugppa e uHOeKC U
3adbmKumento npudpyxasa HacMoAUW,0MO NMpusioXKeHue.

B. Il KPUTEPMUM 3A TMPOOBIDKABAHE HA JEYEHMETO C C1 ECTEPA3EH WHXWBUTOP
(3AOBMKUTESTHA CA BCUYKW KPUTEPUW)

MKB D84.1

1 KnuHUYHM nposiBu Ha HacneacTeeH aHrvoesem, Hanoxunu usnonssaHe Ha npeaocTaBeHus C1
WHXUBUTOPEH KOHLIEHTpaT (Mnu M3TUYaHe Ha HeroBUSl CPOK Ha roAHOCT, !

2 | NaBopaTopHu u3cneaBaHNA 3a NPOCINEAsBaHE Ha NeYEHNETO 2

3 | HanoxwuTenHa onepaTMBHa MHTEPBEHUMS (3b6Ha, NHBa3NBHA, XUPYPrU4Ha) 23

TibnrocpouHa NpoMrakTMKa (4eCToTa Ha MPUCTBNMTE > OT BEAHBK MECEYHO; HEBLIMOXHOCT 3a
4 | vanbnHeHNe HA BCEKWAHEBHWTE 3a/IbIDKEHUs > OT MET AWM HA Mecel 1 aHamHe3a 3a oBCcTpykuust Ha
[AMXaTerHNTE MbTULLA UMW XocnuTanusauns) v

5 | Nunca Ha usknouBawm kputepum no 7. T 11 b

T
0Tpas3eHo B enukpmale'ranuana enmkpmalaMﬁynaTopeH TIUCT OT npernegu ot creyuanucT

HEOBXOAMMUTE M3CNeABaHMs U Mpernieau oT CMeuuanucT, nocoueHn B Tabnuua 2 Ha npunoxexne 2 32ABLIMKATENHO Ce
NPEACTABST HA OPUTMHANHM Gnakky (WM 33BEPEHW W NOANUCAHWM KOMWA) UMW OTPA3EHM B ENUKPU3A C AABHOCT Ao 1 mecel npeau
KaHAWAATCTBaHETO

EKCnepTHO CTAHOBMLE C ACHa mMoTuBauua 3a HeobxoaMMOCTTa OT NPoAbIKaBaHe Ha nevyeHvweTo
yAocToBepsiBa ce C MOANMCUTE Ha YIIEHOBETE Ha KOMUCUsATa B npurnoxexHune 15 Ha HaCcTOSIUTE U3UCKBaHUA

I. Il. U3KMIOYBALLY KPUTEPUM (MPY MPOILINKABAHE HA JIEHEHUETO)

CBPbLXUYBCTBUTENHOCT KbM AKTMBHOTO BELLECTBO UM KbM HAKOE OT MOMOLLHUTE BeLiecTsa
Hanuuve Ha cneumduyeH IgE cpellly 3aellku enuten (sa npunoxetye Ha Conestat alfa)

Jluua Ha Bb3pacT nog 18 roavHy (sa npunoxetue Ha Conestat aifa)

BriouBaHe Ha GOMHUs B KMHUYHO Npoy4BaHe™

talad

*KomucusiTa, KOSITO € Ha3Hauuna fneveHueTo u Habniogasa 30J1, e AnNbXHa He3abaBHO Aa yBeAOMU Komucusita 3a eKcnepTusun
no un. 78 7. 2 B LY Ha H3OK. Tean Gonhu ce 3anucBaT B OTAENEH PerucTep U He ry6sT NpaBoTO CM 33 NMPOAbLMKaBaHe Ha
reYeHneTo crej NpukiYsaHe Ha KITMHUYHOTO NMpoy4BaHe.

OTrosaps Ha KpUTEPUUTE 3a NpoAbIkaBaHe
Ha fneYeHuneTo ¢

noANUCHK Ha YreHoBeTe Ha KOMMCUATAL ...

L) A
24 W3UCKBAHUA HA H30K MPU MPOBEXIAHE HA 3AMECTWTENIHO W WMYHOMOZYNMPALLO NEYEHWE MPU HACNEACTBEHU
WMYHOAE®ULIMTHU CbCTOSIHUA B U3BBHEONHUYHATA NOMOLL — & cuna oT 1 1oHu 2014 ropuHa
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DPUNOXKEHVE 2

1. TNEKAPCTBEHW MPOMYKTU, exmiouenn B Mpunoxenue 1 Ha Mnc, kouto H30K 3zannawa B

CbOTBETCTBUE C AeWACTBaWMTE HOPMaTUBHU AOKYMEHTHU.

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

INOSINE PRANOBEX

39

2. MPOCNEOABAHE:

Ta6nuua 1

Moka3zaTenu u u3cneaBaHus

Mepuop Ha neyeHue

o

Mpean
uHdpy3maTa

3 6 +3 | +6

+12

TenecHa maca

X

CepymHO HuBo Ha Url”

X

x
x

CepyMHO H1BO Ha UrM, UrA

CepyMHO HUBO Ha UrE

CepyMHO HUBO Ha Wr cybknacose

®pakuum Ha komnnemenTa C3 n C4

AnTu- UrA aHtutena***
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+3 - N3BBLPLLBA CE Ha BCEKN 3 Mecelia

+6 - M3BbPLUBA Ce Ha BCeku 6 meceua

+12 - 13BbLPLUBA Ce Ha Bcekn 12 meceua

Ta6nuua 2
WU3cnensanus MpocneasBaHe
Mpean
W3xopHo nonazte:r:nﬂa onepammena +6
B WHTepBeHUMs

[MbnHa KpbBHA KapTuHa X X X X
BUOXMMMYHM  W3CNIEABaHWA —  KpbBHA 2 2 . %
3axap, TpaHcamMuHasm, obuy 6entbk
C3 komniemeHT X
C4 xomnnemeHT X X X X
C1-ecTepaseH UHXUOUTOP (aHTUreHeH) X X X X
C1-nHxu6uTop (PyHKUMOHANEH)™ X
CH50 X
C1q KOMMNeMeHT* X
TeHeTnuHN nacnessaHus Ha C1-INH rena* X
CepymHu UIrE cpetiy 3aetuku envten*™ X X

* NpenopLYUTENHY
+6 - n3BLPLUBA CE Ha BCekM 6 meceua
**3a npunoxeHue Ha Conestat alfa

1l. OBLLW UBUCKBAHUA

1. Bb3pacToBara rpaHuLa Ce M3YMCMsiBA B HABBPLUEHN TOANHM - T.e. BKMIOUMTENHO KbM Aatata Ha n3nasaHe Ha
npoToKosia OT cneuyanuanpaHaTa KoMUCHs.

2. Mpw HasHauaBaHe Ha Tepanusi NO MPOTOKOM 3a/IbIKUTENHO Cce cbobpassBaT Bb3pPacTOBUTE OrPaHUYEHUs!, CbINacHo
KpaTKaTa XxapakTepucTMka Ha CbOTBETHUS! IEKapCTBEH MPOAYKT, yTBbPASHA no peaa Ha 3MMXM.

3. H30K He sannalua feveHmne U3BbH ykasaHata Bb3pacToBa rpaHvLa B kpaTkaTa XapakTepucTika Ha npoaykta.

4. H30K He 3annaLua feveHune ¢ Ao3u Haj MakCUManHo paspeLUeHuTe o kpaTka XapakTepucTika Ha npoaykra.

5. B cnyuail Ha HacTbNUNa NOAO3MPaHa HeXenaHa nekapcTeeHa peakuus, nekapsaT ysegomsisa UAJI no peaa Ha un. 183
ot 3MMXM. Konue oT CboBLIEHMeTo ce npurara KbM MeauLMHcKata AokymeHTauus Ha 30J1 npu kaHavaatcTeake 3a
neyeHve.

6. KOMUCWUSATA, nanana npotokona Ha 30J1, cbxpaHsisa BTOPU €K3eMNIisip Ha MPOTOKONa U BCUUKN Heobxoaumu
AOKYMEHTH 33 U3[aBaAHETO MY.

Hacmosiwume u3uckeaHus ca pa3pabomeHu Ha 0cHogaHue 4il. 56 om HauuoHaneH pamkos 002080p 3a MeUUUHCKUMeE
deliHocmu 3a 2014 z00una (06H., B, 6p. 3 om 10.01.2014 2.) u enusam e cuna om 1 toHuU 2014 2., cbanacHo 4n. 10 Ha
Haped6a Ne 10 om 24 mapm 2009 . 3a ycnosusma u peda 3a 3annawjaHe Ha neKapcmeHu NPOOyKmu 110 4. 262, an. 6,
m. 1 om 3akoHa 3a nekapcmeeHume npodyKmu 6 XyMaHHama MeduyuHa, Ha MeOUUUHCKU u3denusi u OUemuUYHU XpaHu
3a crieyuantu MeduUUHCKU uenu (06H., [B, 6p. 31 om 2007 z.).
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TEKNAPALMSA 3A UHOOPMUPAHO CBIMMACUE C U3UCKBAHUATA 3A 3ANOYBAHE/ MPOOBIMKABAHE HA
TNIEYEHWETO C NEKAPCTBEHUA NPOAYKT

cnep karto ce 3ano3Hax C udanata mu npenoc‘raBeHa Mncpopmauma n uenta Ha fieYeHneTo C IekapCTBeHUs
NPOLYKT.
OTroBOpU Ha nocTaBeHuTe OT MEH BbNPOCH, Aeknapupam 4ve:

n cnej Kato nonyymMx nayepnarenHu

1. llle cnassam npenopbyaHaTa Mu Cxema Ha nevyeHne n NEPUOANYHOCT Ha KOHTPONHUTE Mperneau.

2. PepnoBHO Lie Ce ABsiBaM Ha KOHTPONHW NPernean v Hama Aa NPpoMeHAM CaMOBOSHO WMV MOA APYro BHYLUEHWe
HasHayeHaTa Mu Tepanus.

3. [pu npeycTaHoBsBaHe Ha IEUEHWETO MO MPUYMHN, HEMpoUsTU4aALLN OT pewexveto Ha KomucusaTta 3a
excnepTuan 8 P3OK u/unu Komucusta o un. 78, 1.2 o1 330, Le yBeaoms HezabasHO NiHNs cu nekap u P3OK
n we BbpHa B P3OK nocnesHus npoTokos, no KOWTO CbM ronyyasas/a fekapcTBeHns NpoayKT.

4. Tlpn HecnassaHe Ha MOCOYEHUTE YCrOBUS JIE4YEHUETO MW C yroMEeHaTVs NeKapCTBEH NPOAYKT e 6bae

NpeKkpaTeHo 1 HAMa Aa UMaM NpeTeHUN KbM H30K.

[Hara:.
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