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[image: image2.jpg]WU3UCKBAHMS HA H30K NMPU U3OABAHE HA MPOTOKONN 3A NPOBEXOAHE HA
3AMECTUTENHA TEPAMUS NMPU MALUMEHTU C HACNEACTBEHU MMYHOAE®ULIUTHU CCTOSAHNUA

I‘lpo‘roxonb'r ce u3gasa OT cneyuanusupaHa KOMUCUsA B ne4ye6Hun 3aBegeHua 3a GonHu4yHa nomouy,
ckntounnu gorosop ¢ H30K. CrneunanmsupaHute KOMUCUM Ce Cb3AaBaT CbC 3arioBes Ha avpekTopa Ha J13: YMBAI
AnekcaHaposcka” — Cocpust u YMBAJT ,Cs. Teopru” — [7108AMB, BKIIOYBAT CMELMANUCTU C KOA Ha crneumarnHocTt 45 -
KIUHUYHA UmyHonorust, 17 - aeTcku Bonectn v 02 - KNMHUYHA anepronorus (camo npu npunoxexue Ha C1 ecTepaseH

MHXMGUTOP).

1. PEQ] 3A 3ABEPAABAHE HA NMPOTOKOIMUTE

[MpoTokonu 3a 3ano4YBaHe Ha nevyeHue

|

CMNELUWANU3UPAHA

MonbnHeHo W noanucaHo npunoxenne 1AMB — nuct 3a onpenennﬂe. Ha
KpUTEpUUTE C BCUUKM HEOBX0AMMU U3CneaBaHUs

EnuKpu3a, BKMioyBalla [aHHM OT aHamHesaTa, CTaTyca, W3CneasaHusTa u
npeaxoxaatlo neyeHne

PeweHue Ha cneyuanusavnpaHa KOMUCUA C fiCHa MeAuLMHCKa MOoTuBauus
(3amBMKUTENHO Ce 0TGEeNs3Ba NMNCa Ha U3KMIoYBaLLM KpUTEpUM)

“MpoTokon 3a MnpeanuceaHe Ha nekapcTea, 3annawadu ot H30K/P30K” —

KOMUCUA

o6p. M3-H30K '

Komucus no un. 78, 1. 2 3aBepka Ha npoTokona
o1 330 B LY Ha H30K "l B8 P30K

MpoTokonu 3a NpoAbMkaBaHe Ha neyeHne |

MonbnHeHo W noanucaHo npunoxenue 1A/MB — nucT 3a onpepensHe Ha
Kputepuute |

CNEUMANU3UPAHA PeweHue Ha CMeLWanM3MpaHa KOMMCHMSI C SCHA MEeAMUMHCKa MOTUB3LMS
KOMUCUA (3aABMKUTENHO Ce OTBENS3BA NUNCA Ha MBKIIOUBALUN KpUTEPUM) i
“TpoToKon 3a NpeAnMceaHe Ha nekapcTsa, 3annaann ot H30K/P3OK” — obp.
/ M3-H30K

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

1. OBLLUW NONOXEHUA

1. 3011 nopaBa nogroteenute AokyMeHT B P30K, Ha TepuTopusita Ha KOSITO € HanpaBsuro nu3bop Ha Oljﬁn.
|

[loKyMeHTUTe BKIOYBaT:
1.1 3asBnexue o [upektopa Ha P3OK

1.2 MonbnHeHo n noanucaHo npurnoxenue 1. Monbnea ce Mo CbOTBETHaTa ToYka M Ce npunara oTpaseHarta B

LUMhPOB MHAEKC MeanLMHCKa AOKyMEHTaLWs, YAOCTOBEPSBALLA BCEKV AVH OT KpuTepuute

1.3 MbAHUAT HaBop n3cneasaHus (PU3MKanHM, MHCTPYMEHTamNHN 1 NabopaTopHi), OTpa3eH B NpUnoxeHue 2
1.4 “TpoToKon 3a NpeAnMCBaHe Ha nekapcTea, 3annawadu ot H30K/P3OK" — obp. M3-H3O0K, nspaneH ot
cneyvanusnpaHa KOMMcus. I'Ipmnara ce opurMHan Ha npoTokon, a npu KaHaupaTcTBaHe 3a npoabikaBaHe Ha TEDEHMﬂTa

ce npeacTassa opurvHan Ha npeaxoAeH NpoToKOon C 0TpaseHn BCUYKU HA3HaYeHUsi No Hero

1.5 [leknapaums 3a uHchopMMpaHo cbrracue no obpasel (npunoxenue 3)

2. P30K npuema foKyMeHTUTe Mo Touka 1 crieg cnpaska OTHOCHO 34PaBHOOCUIYPUTENHUS CTaTyC Ha 30n

3. MLPBUAT U BCEKM crieaBall NPOTOKON Ce u3aasar 3a nepuoa Ao 180 Axn

L)
(K
B U3BBLHBEONIHUYHATA NOMOLL, — B cuna oT 1 toHu 2017 roguHa
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WN3NCKBAHUS HA H3OK MNP NPOBEXOAHE HA 3AMECTUTENHO NEYEHUE NPU HACNEACTBEHN UMYHOAE®ULIMTHN CbCTOAHNA
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TIUCT 3A ONPEAENSAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA 3AMECTUTEIHO NEYEHUE C
YOBELLKW UMYHOTTIOBYSIMHU MPU NALUMEHTU C HACNEACTBEHN UMYHOAE®ULIUTHU CBCTOAHUA “

Ume:

ErH

|

|
3aGenexka: meduyuHckama GoKymeHmauus, ydocmosepseawa 6CeKu Om Kpumepuume e [ocoyeHa C yugppa 8 undext u
3a0B/mKUMenHo NpudpyKaea HaCMosIUL0Mo NPUJIOKeHuUe.

A. |. KPUTEPUM 3A 3ATIOYBAHE HA NEYEHUE C YOBELLKN UMYHOITIOBYNUHU (BAOBIMKUTENHAU ¢A
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

MoTebpaeHa auarHosa (MWL) cbrnacHo KpuTepuuTe Ha EBponeicko ﬁxgygkecmo 1Mo UMYHHU Aecruntn

(ESID) u NMAH — amepukaHckaTa rpyna no umyHHu aecouunti (PAGID)

2

Nunca Ha nsknoyBawm kputepuu no 7. B.1 4

T 7
enukpu3a oT nocrieaHa xocnutanuaaums B JI36[, BKNIOYBaLLA MHKOPMALWA 33 HAYANOTO 1 XOAA Ha 3abonABaHETO, M3CNEABAHNS,

KOHCYNTaumn
HEeOBXOAMMMUTE M3CTe[BaHUsi W Nperneau OT CMELManucT, NOCOoYeHW B Tabnuua 1 Ha NpUoXeHue 2 3aABLMKUTENHO Ce

NPEACTABSIT Ha OPUFMHANHYM GNIaHKu (MNW 3aBePeHM W NOANMCAHU KOMUS) UMK Ca OTPa3eHM B ENUKPU3A C AABHOCT A0 1 Mecel npean
KaHAMAATCTBaHEeTO

pelleHue Ha cneyuanuinpaHa KOMUCHUSA C AcHa MOTWBaLWMs 38 HEODXOAMMOCTTa OT 3anoYBaHe Ha NeYeHneTo

yAOCTOBEpsiBa ce C NoAnucuTe Ha YyrieHoBeTe Ha KOMUCUATA B NPUIIoXeHue 1A Ha HacTOsWMUTE U3UCKBAHUS

B. |. U3KITIOYBALLM KPUTEPUM (NMPY 3ANOYBAHE HA NNEYEHUETO)

1= CprX‘«lyBCTBVITEJ'IHOCT KbM aKTUBHOTO BELLECTBO UMN KbM HAKOE OT MOMOLLHUTE BeLllecTBa

2. CBpbXuyBCTBUTENHOCT KbM XOMOSIOXHI NMYHOrNOBYNMHYU

OTroBaps Ha KpUTepuuTe 3a 3ano4YsaHe Ha
neYyeHueTo ¢

B po3a

MOAMNUCKU Ha YNeHOBETEe Ha KOMUCUATA: ........ T o T ‘..“

B U3BBHBONHUYHATA NMOMOLL — B cuna ot 1 toHn 2017 roguHa
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W3UCKBAHUS HA H30K MPU NPOBEXXOAHE HA 3AMECTUTENHO JIEYEHVE NPY HACNEACTBEHN UMYHOLE®ULUTHU CBCTOAHUA
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NPUNOXEHUE 1A

1
TIUCT 3A OMPELENAHE HA KPUTEPUUTE NPU NPOOBIMKABAHE HA 3AMECTUTEIIHO NNEYEHUE C
YOBELLKU UMYHONOBYNUHU MPU NALMEHTU C HACNEACTBEHU UMYHOOE®ULUTHU CBCTOAHUA

Uwme: ErH

3abenexka: meduyuHckama OOKyMeHmauyus, ydocmoeepsisauja 8CeKU Om Kpumepuume e [ocoYeHa c yucppa e uHOeKc u
3adBsmKumenHo npudpyxaea HaCMOAUOMO MPUIOXKeHUe.

B. I. KPUTEPUM 3A TPOOBIMKABAHE HA TNEYEHUETO C YOBELIKM WMYHOTITOBYNUHA
(BAOBIMKUTEITHUA CA BCUYKU KPUTEPWUN)

MKE 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 i
1 | OueHka Ha TepaneBTM4YHA eheKTUBHOCT OT NPOBEAEHOTO reveHue

2 | Nunca Ha usknousawm kputepum no 1. 1. | 8

T
OTpa3eHo B pelleHue Ha cneuuanusmpaHa KoMucusi

Heo6XoaAuMMUTE U3CreaABaHus U npernegd OT CNeuuanucT, noco4eHn B Tabnuua 1 Ha npunoxeHue 2 3aAbMXUTENHO ce

NPEACTABAT Ha OPUrMHaNHY GnaHki (WNu 3aBEPEHV 1 MOANUCAHM KOMWA) UMW MPW HANM4YME HA XOCIUTANN3aLuA ce npunara envkpusa ¢
Homep U3 ¢ 4aBHOCT A0 eAMH Mecel| Npeay KaHAMAATCTBAHETO

YyAOCTOBEpsiBa Ce C NOANUCUTE Ha YNeHOoBeTe Ha KOMUCUSITA B NpUroxeHue 1A Ha HacTOAWMNTE U3UCKBAHUA

I". I. U3KNKOYBALLWM KPUTEPUN (NMPU NPOABINKABAHE HA NIEYEHUETO)

1. CepbX4yBCTBUTENHOCT KbM aKTUBHOTO BELUECTEO UM KbM HSIKOE OT MOMOLLHUTE BellecTsa
2. CBpPbXUyBCTBUTENHOCT KbM XOMOJIOXHM NMYHOrNoBynuHn

OTroBaps Ha KpUTepUMTE 3a NPoALINkaBaHe B nosa
Ha neyeHneTo ¢ !

NOAMUCU Ha YNIEHOBETE Ha KOMMUCUATA! ......oooiviiiniiininnineieieans o

"

7 4

'« W3UCKBAHUS HA H30OK MPU NMPOBEXXOAHE HA 3AMECTUTENHO NEYEHUE NPU HACNEACTBEHN UMYHOAE®ULIMTHU CbCTOAHNA
B U3BBHBEONHUYHATA MOMOLL, — 8 cuna ot 1 toHn 2017 roguHa
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NPUNOXEHUE 16

JIUCT 3A ONMPEJENAHE HA KPUTEPUUTE NMPU 3ANOYBAHE HA 3AMECTUTEINHO JIEYEHUE C
C1 ECTEPA3EH UHXUBUTOP MNPU NALMEHTU C JE®EKTU B CUCTEMATA HA KOMMNEMEHTA

EMH |

Ume:

3abenexka: meduyuHckama OGoKymeHmauus, ydocmoeepsiéalya 6CceKu Om Kpumepuume e rocoyeHa C yugpa & UHOeKC u
3a0B/KUMENHO NpUdpyXasa HaCMOSAW0MO NPUIOXEHUE. ,

A. Il. KPUTEPUMN 3A 3AMOYBAHE HA NEYEHUE C C1 ECTEPA3EH UHXUBUTOP (AOBIMKUTENHU ca
BCUYKU KPUTEPUWN)

MKB D84.1
{

1 | OcTpym KNMHMYHK NPOSIBU Ha HacrieAcTBeH aHrnoeaem (HAE) 1

2 | MorBbpAeHa anarHosa (HAE) 122

3 | Nunca Ha uakniouBaiwm kputepum no 1. B. I - ‘

1
OTpa3eHo B enukpusa/v

2
HeoBXOAUMUTE M3CrieABaHMs M MperrieAv OT CMELMAruCT, MOCOYeHU B Tabnuua 2 Ha NPUIOXKEeHWe 2 3afbIKUTENHO ce

NPEACTaBAT Ha OpUrMHanHu 6naHku (Unn 3aBepeHn W NOANUCaHN KONWSA) UnNu ca OTpas3eHW B enuKpusa C AaBHOCT A0 1 mecey npeau

gaHAMAaTC’I’BaHeTO
PelweHue Ha cneuuanu3vpaHa KOMMUCUA C ACHa MOoTUBaLWA 3a HeoBX0AMMOCTTa OT 3ano4saHe Ha NeYeHneTo

4
yAOCTOBEpABa Ce C NoANUCUTE Ha YNeHOBEeTe Ha KOMUCUATA B NPUrioXeHue 1B Ha HacTosIMTE M3UCKBAHUS

B. Il. UKIMIOYBALLM KPUTEPUW (MPU 3ANOYBAHE HA JIEYHEHUETO)

1. CBPBbXUYYBCTBUTENHOCT KbM aKTUBHOTO BELLECTBO UMK KbM HAKOE OT MOMOLLHMTE BELiecTBa G
2. W3BecTHa unu NMoao3upaHa aneprus KbM 3aiium (sa npunoxexve Ha Conestat alfa)
3. [Jvua Ha Bb3pacT noA 12 roauHu (3a npunoxerue Ha Conestat alfa)

OTroBaps Ha KpMTEPUUTE 3a 3ano4BaHe Ha T
rie4eHueTo ¢ e ]

I

MOAMUCU HA YINTIEHOBETE Ha KOMMUCUATAL .......coovviiiiiiniininiiinneens 1
|

5
u W3NCKBAHUSA HA H3OK MPY MPOBEXIAHE HA 3AMECTUTENHO NEYEHWE NPU HACNEACTBEHW UMYHOAE®ULINTHU C'I:.CTOHF&/IH
B U3BBHBEONHUYHATA MOMOLL, — B cuna ot 1 toHn 2017 ropuHa
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JIUCT 3A ONPEAENAHE HA KPUTEPUUTE NPU NMPOABLINKABAHE HA 3BAMECTUTEITHO
JNIEYEHME C C1 ECTEPA3EH MHXVUBUTOP MPW MALUMEHTU C AE®EKT B CUCTEMATA HA
KOMMJIEMEHTA

Nme: ErH

3abenexka: meduyuHckama OoKymeHmauyusi, ydocmoeepsisalja CeKu Om Kpumepuume e rocoveHa ¢ uud:pa 8 uHdekc u
3adbmKUMenHo NpudpyXasa HaCMOAULOMO NPUIOXKEHUE.

B. Il. KPUTEPUM 3A MNPOLBIDKABAHE HA TJEYEHMETO C C1 ECTEPA3EH WHXUBUTOP
(BAOBIMKUTESTHU CA BCUYKU KPUTEPUWN)

MKBE D84.1

KIMHW4HM TIPOSIBM Ha HAaCMeACTBEH  AHIMOBAEM, HAMOXWMNM V3NOM3saHe Ha Mpe/oCTaBeHis c1
UHXVIBUTOPEH KOHLIEHTPAT (MMM UBTUYAHE Ha HETOBMS CPOK Ha roAHocT) |

2 | llaBopaTopHu n3crieqBaHuUs 3a NPOCNeAaBaHe Ha NeYeHneTo 2 i

3 | HanoxuTenHa onepaTMBHa MHTEPBEHLMs (3bOHa, MHBA3NBHA, XMPYPrU4YHa) %3

ObnrocpoyHa npodunakTMka (Yectota Ha MpUCTbIUTE > OT BEAHBK MECEYHO; HEBBb3MOXHOCT 3a
4 n3nblnHeHne Ha BCEKWAHEeBHUTE SEABH)KEHMF! > OT NeT AHW Ha Mecel W aHamHesa 3a 06CprKL[VIﬂ Ha
[MXaTenHuTe NbTula unu xocnwranmaauml)

5 Jlunca Ha u:sxméusau.m kputepum no 1. . Il i

T oTpaseHo B envkpu3a/aMGynaTopeH NMCT OT NPErrieay oT CrieunanueT

Heo6XOAUMUTE M3CTIeABaHWS W MPerneav oT CMeuuanucT, MOCOYeHU B Tabnuua 2 Ha MPUrIoKeHWe 2 3aALNKuTenHo ce
NPEACTABAT HA OPUTMHANHWM GnaHkv (unu 3aBepeHM W MOANUMCAHM KOMWA) UNW OTPa3eHW B ENuKpM3a C AaBHOCT A0 1 mecel npeau
KaHAWAATCTBAHETO

pelleHue Ha crieuuanmua3mpala KOMUCUS C sicHa MOTUBaLWA 3a HEOBXOAMMOCTTA OT NPOALIDKABAHE Ha NeYeHueTo |

YAOCTOBEpsiBa Ce C MOANMCHTE Ha YIIEHOBETE Ha KOMUCHSTa B NpunoxeHne 15 Ha HACTOAWMUTE N3UCKBAHUA

I. Il. U3KNIOYBALLW KPUTEPUU (NMPU NPOABIMKABAHE HA NIEYEHUETO)

1 CBp'bX‘-lyBCTBMTeﬂHOCT KbM aKTUBHOTO BELLIECTBO UMU KbM HAKOE OT MOMOLLHUTE BeLlleCTBa
2. W3BecTtHa unm nogo3upaHa anepriisi KbM 3aiil (3a npunoxerue Ha Conestat alfa)
3. Jlvua Ha Bb3pacT noa 12 roauHu (sa npunoxene Ha Conestat alfa)

OTroBaps Ha KpUTEpUKUTE 3a NPoABLIDKaBaHe
Ha NeYeHneTo ¢

NoANUCU Ha YINTEHOBETE Ha KOMUCUATA: ........ooooviiiniiiiiiiiiiiiiiis

6
W3UCKBAHUA HA H30K MPU MPOBEX/IAHE HA 3AMECTUTENHO NEYEHWE NMPU HACNEACTBEHU UMYHOAE®ULIUTHU CbCTOsHIS
B U3BBHBONMHUYHATA NMOMOLL, — B cuna oT 1 oHK 2017 roguHa !





[image: image7.jpg]1. TEYEBHO-AWATHOCTUYEH ANFTOPUTBM

1. NEYEBHO-AWATHOCTUYEH ANITOPUTHBM

NPUNOXEHWE 2

|

1. TNEKAPCTBEHW MPOAOYKTU, sknioyeHn B lMpunoxenne 1 Ha MIC, kouto H3OK 3annawa .E
CbOTBEeTCTBUE C Aeﬁcmamwre HOPMaTUBHU AOKYMEHTHU.

INN DDD
IMMUNOGLOBULINS, NORMAL HUMAN i
T
CONESTAT ALFA 35TU
C1-INHIBITOR, PLASMA DERIVET 1,4TU
WHdy3roHHa nomna 3a ambynaTopHo

MEOWLMHCKN U3OENUA 3A CYEKYTAHHA UHOY3UA
HA UMYHOTTIOEYINUHA

npunoxenne - H30K sannawa usgenvero,
Criefi W3TWYaHe Ha EKCMNoaTaLMOHHUA CPOK
(Han-mManko 3 roguHu) i

WHdy3moHeH ceT 3a npunaraHe C
MH(Y3MOHHA Momna 3a ambynaTopHo
npunoxexue, BKoYyBawy cneuwuanHa
CMPUHLOBKA 3a MHMY3UOHHA momna,

TpchtbepHa urna u UHXeKUMOHEH CeT CbC
3awmTeH MexaHusbM - H30K sannawa o 50
Bpos ceToBe roavHO

2. MNPOCNEOABAHE:
Ta6bnuua 1

1

TMoka3aTenw u uscneaBaHus

lMepuop Ha neyeHune i

Mpean T

YRRl 3 6 +3 | +6 | +12

TenecHa maca

X X X

CepyMHO HUBO Ha Ul

X X X

CepyMHO HMBO Ha UrM

X
!

CepyMHoO HUBO Ha UrE

ox

CepyMmHo HuBo Ha Url” cyBknacose:

Ppakuum Ha komnnemerTa C3 n C4

AHTU- UTA aHTuTEna****

AsTOaHTMTENA

AHTU-TETaHYC U aHTU-gudTepus Url” avtutena

CHB50"**

VIMyHobeHoTUNM3npaHe

NBT w/wnu DHR Tect

ey

FeHeTUYHU 3cneaBaHust

DyHKUMOHanHK uscnegsanusi —T, B, HK n Mo knetkn****

[pyrn UMyHONOrNYHWN U3CNeABaHUA crnopes aHaMHEecTUHHUTe
OaHHU v nperneaa v Buga Ha Mg

3|3 ¢ [ [ | | |x x> |x|x|x|©

KpbBHa rpyna, aHTu- A,aHTu-B xemarnyTuHuxm

X

Bupyconoruunu nscnegsanusi ( HbsAg, HCV, HIV, EBV, CMV)

x

MwukpoGuonorvuHu n3cneasaHua Ha rbprieH CEeKpeT, Xpauka,
ekanuu, ypuHa unu apyr 6ruonoruyeH matepuan™

MKK (xemornobuH, XxemMaTokpuT, €pUTPOLIMTU, NEeBKOLUTH,
TpombouunTm)

CYE

CRP

KpbBHa 3axap

CepyMeH KpeaTUHWH, NMKOYHa KUCENUHA U ypesi

06wy 6enTbk

AnbymuH

ACAT

ANAT

AnkanHa goccarasa

T

X[ | | | %[> |x

_e

B M3BBHBONHUYHATA NMOMOLL - B cuna ot 1 toHn 2017 roauHa
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1

V3NCKBAHWSA HA H30K NP MPOBEXXOAHE HA 3AMECTUTENHO NIEYEHWE NPW HACNEACTBEHU UMYHOAE®ULIUTHU CHCTOAHUA





[image: image8.jpg]06wy 1 AnpekTeH GUNUpyouH

YpuHa — 06110 1 ceuMeHT

EKI

ApTepnanHo KpbBHO HansraHe

AbaomuHanta exorpadus

XX XX X% [x
x

O6pasHu nacneasarus ( CT 6an apob, cepue, CT — rppaHa
KreTka, kopem, ManbsK Tas u ap., PKC, upurorpadus)* )

* Npu KAWHUYHU JaHHW 3@ 3aCATaHe Ha CbOTBETHMA OpraH

** PN AaHHKM 3@ MHPEKLUMA Ha CLOTBETHUS OpraH

*** [pK NEYEeHUe CkC S.C. UMYHOrNOBYNNH Ce NpaBm 1X MECeYHo
** npenopBYATENHI

+3 - U3BBPLUBA CE Ha BCekn 3 meceua

+6 - U3BBPLLBA Ce Ha Bcekn 6 meceua

+12 - 13BbPLUBA Ce Ha Bcekn 12 meceua

Tabnuua 2

UscnensaHus MpocneasiBaHe

WUaxopHo +6

MbnHa KPbBHA KapTuHa X X

BuoxuMmuyHm uscneaBaHusa — KpbBHa 3axap, TpaHCamuHasw,
06w Gentbk

x
x

C3_komnnemeHt

C4 komnnemeHT

C1-ecTepaseH WHXMBUTOP (aHTUreHeH)

C1-nHxnbuTop (tbyHKUMOHaNEeH)*

CH50*

C1q koMnnemeHT*

XX | X | x [ [x[x

IeHeTu4HU nacneasaHus Ha C1-INH rexa*

* NPenopbYNTENHN
+6 - n3BbpLIBA Ce Ha BCeku 6 MeceLa

Il. OB USUCKBAHUA

1. Bb3pacToBarta rpaHMua Ce M34YUCrsiBa B HaBbPLUEHW TOMHU - T.e. BKIIOYATENIHO KbM AataTa Ha usgaBaHe Ha
NpoTOoKOna OT cneuuanu3npaHata KoMUcusi.

2. MNpyn HaszHayaBaHe Ha Tepanusi No NPOTOKON 3aABLIKUTENHO Ce CbobpassBaT Bb3PaCTOBUTE OrpaHUuYEeHus, CLrna:fHo
KpaTKkaTa xapakTEpUCTUKa Ha CbOTBETHUS NIEKapCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3JMXM.

3. H3OK He 3annaia neyeHne U3BbH ykazaHaTa Bb3pacToBa rpaHula B kpaTkaTta xapakTepucTuka Ha npoaykra. !
4. H30K He sannalya neyeHne ¢ Jo3u HaJ, MakCUMariHO pa3peLUeHnTe No KpaTka xapakTepucTuka Ha npoaykra.

5. B cnyuail Ha HacTbAUNIa NOA03MPaHa HeXenaHa nekapcTBeHa peakuus, nekapaT yseaomsisa AT no peaa Ha un. 183
ot 3JINMXM. Konve oT cboblieHUeTo ce mpumara KbM MeauLmMHckaTa AokymeHTaums Ha 30J1 npu kaHauaatcTeaqe 3a
neveHue.

6. CMNELUWANU3UPAHATA KOMUCUS uspasa Pewenue crieq npoBefeHa AmbBynatopHa npoueaypa Ne 38
,,Onpe.nenﬂue Ha NnaH Ha fleYeHue U npocneasiBaHe Ha TepaneBTUYHUSA OTrOBOP NMPU NaUUeHTH, nony4yasaiwju
CKbMOCTPYBalUM NEeKapcTBEeHU MPOAYKTM no peaa Ha un. 78, T. 2 330“ Ha ocHoBaHue un. 28 u un. 270 ot
Haumouanen pamMKoOB AOroBOp 3a MeguUUHCKUTE AeVIHOCTM mexay HaL\VIOHﬁ]'IHETa 3QpaBHOOCUrypuTenHa kaca v
Bwbnrapcku nekapckv cbros 3a 2017r. (06H., OB, 6p. 24 ot 21.03.2017 r.) n npepoctaseHa ot 30J1 meauuuHCKa
AOKyMeHTauus. Cneuuanmupaua‘ra KOMUCUSI CbXpaHaBa eauH eksemnnap oT PEUJSHI/IBTO, CbXpaHaBa BTODM
€K3eMNNAp Ha MPOTOKOMa/M, BCWYKM HEOBXOAMMW AOKYMEHTU 3a W3JaBaHETO My W Konue OT npunoxenue 1 Ha
HaCTOSILUMTE M3UCKBAHMUSI, MOMBIHEHO MO CbOTBETHATa TOYKA M MOAMMUCAHO OT YNEHOBETE Ha cneuvanuaMpaHara
KOMUCHS.

Hacmosiwume usuckeaHusi ca paspabomeHu Ha ocHogaHue ysn. 58 om HayuoHaneH pamkos 002080p 3a MeOUYUHCKUIMe
deliHocmu mexdy HayuoHanHama 30pasHoocuzypumenHa kaca u bbnzapcku nekapcku cbio3 3a 20172. (06H., 4B, 6p. 24
om 21.03.2017 2.). ‘
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NEKNAPALIS 3A UHOOPMUPAHO CBITIACUE C U3UCKBAHUATA 3A 3ANOYBAHE/ MPOABIIKABAHE HA
NEYEHUETO C JIEKAPCTBEHUA MPOOYKT

|

crnej Kato ce 3ano3Hax C usanara mu npeaocraseHa VIHd)OpMaLlMﬂ W uUenta Ha neyeHneTo C ﬂeKapCTEeJI/Iﬁ
NPOAYKT.
OTroBOpY Ha NOCTaBEHUTE OT MEH BBMNPOCK, AeKrnapupam Ye:

W cnep Kato nonyuyux usyepnaTtenHu

1. Lle cnaseam npenopbyaHaTa M1 CXeMa Ha fie4eHne 1 NepUOANYHOCT Ha KOHTPOITHUTE nperneaun.

2. PeﬂOBHO e ce sBsiBaM Ha KOHTPOINHW nperneav v HaMa aa MPOMEHAM CaMOBOMHO Unn noa Apyro BHylLueHue
HasHa4YeHaTa My Tepanus.

3. [lpu NpeycTaHOBSBaHE Ha NEYEHUETO MO MPUYMHM, HENpPOMSTMYALYN OT pelueHneTo Ha Komucusata sa
ekcniepTuan B P3OK n/unn Komucusita o un. 78, 7.2 ot 330, we yBeAOMsA He3abaBHO NUYHUA CU nekap 1 P30K
¥ e BbpHa B P3OK nocrieaHusi NpoToKo, No KOMTO CbM nony4asari/a nekapCTBeHUs MpoayKT.

4. Tlpu HecnasBaHe Ha MOCOYEHUTE YCTIOBUS NEYEHMETO MU C YNOMEHATUs NieKapcTBeH NpOAyKT le Gbae

npeKpaTeHo 1 HaMa Ja uMam npeTeHumun kb H3OK. |
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