[image: image1.jpg]HALUWOHAJTHA 3[0PABHOOCUIYPUTEIHA KACA

Coun 1407, yn. “Kpuuum” No 1 www.nhif.bg men: men: +359 2 9659121

OWPEKTOP OUPEKUWA
Aflycon:
MUXAWUN FTAWOAPXWEB

U3NCKBAHUA HA H3O0K
MPY NEYEHUE HA BOJHU C TEXKA NMEPCUCTUPALLA
AJNIEPTUYHA ACTMA C OMALIZUMAB

B U3BBbHBEOJIHUYHATA NOMOLL



[image: image2.jpg]WU3UCKBAHUA HA H30K

NPV U3OABAHE HA MPOTOKONN 3A NPOBEXOAHE HA NEYEHUE HA BOJTHU C TEXKA
MEPCUCTUPAILLIA ANEPTMYHA ACTMAC OMALIZUMAB

[MpoTokonbT Cce nwsgaesa OT crneuuanucTu Cc KoaoBe Ha crneuuanHocTu 02 -

KNUHUYHA aneproriorusi, 33 — KIUHU4YHA

anepronorus u aetcku Gonectu, pa6oTewy no Aoroeop ¢ H3O0K, ekcnepTHOTO CTaHOBULUe ce u3aasa ot CneumanuaupaHa
KOMUCUS B NeyebHM 3aBeaeHus 3a 60MHUYHa NoMoL, ckmounnu gorosop ¢ H30K. CneunanuaupanuTe komucum ce cbapasar
cbe 3anoses Ha aupektopa Ha J13 — KnuHuka o anepeonozusi U acmma KoM YMBAJ “AnekcaHdposcka” — Cogpust u YMEAJ “Ces.

MapuHa - BapHa®“.

l. PE[ 3A 3ABEPABAHE HA MPOTOKOJUTE

[MpoTokonu 3a 3anoyBaHe Ha TepanusaTa
MpoTokonv npoAbINKaBaHe Ha TepanusaTa cren 6 meceua

cneyuanuct, CKo4un

norosop ¢ H30K

cneuvanuanpaHa

Ll

« MoNbAHEHO 1 NOANMCAHO MPUMOXeHHUe 1 — NUCT 3a onpeaensHe Ha kputepuuTe (noT.
A) C BCUUKM HEOBXOANMY U3CreaBaHus

= AMGynaTopeH nucT/eTanHa enukpu3a ot nocneaHns npernea ¢ NPUAOXEHN BCUYKM
HeoBX0AMMM NokasaTenu u n3cneasaHus no NpuoxexHue 2

= “lpoToKon 3a NpeAnucBaHe Ha nekapcTsa, sannauwialm ot H30K/P30K” — 06p. M3
H30K

KOMUcua

= EKCNEpTHO CTaHOBMUE C SiCHA MeanuuHCKa MOTMBAUMS (3agbmkuTenHo ce
oT6ena3Ba Nurnca Ha U3KMYBaLLM Kputepum)

= MonbNHEeHO U noanucaHo npunoxenue 1A

= “[lpoToKON 3a NpeanucBaHe Ha nekapcTea, sannauiaHin or H30K/P30OK” — 06p. M3
H3OK (noanucaH OT YneHoBeTe Ha KomucusTa)

[NpoTokonu 3a nopeaHo npoabiNKaBaHe Ha Tepanusita cnen 1 rogvHa B yTBbpAeHaTa Ao3a

cneuunanuct, CKno4un

norosop ¢ H30K

cneuunanusnpaHa

= MoMbAHEHO W MOANUCAHO NpuUnoxeHue 1 — NUCT 3a onpeaensHe Ha kpurepuuTe (no
1.B5) ¢ BCuuku Heobxoanmm nscneasaHus

= AM6GynaTopeH nuct/eTanHa enukpusa ot nocneaHus npernea C NPUIOXEHN BCUYKN
HeoBXxoauMK nNokasaTenu 1 uscneasaHns no npunoxeHue 2

= “lpoTokon 3a MpeAnucBaHe Ha nekapcTea, 3annaijaHn ot H30K/P30K” — 06p. M3
H30K

KOMUCUA

1. OBLLW NMONOXEHUA

= EKCMepTHO CTaHOBMIlE C fSiCHA MeAUUMHCKa MOTUBaLNUA (sapbrkuTenHo ce
oT6ens3sa nunca Ha U3KIYBaLLM KpuTepun)

» MonbNHEHO U noanucaHo npurnoxexue 1A

= “lpoTokon 3a NpeAnucBaHe Ha nekapcrea, 3annaiiadu ot H30K/P30OK" — 0bp. M3
H3O0K (noanucaH oT 4YneHoBeTe Ha KOMUCUATA)

1. 301 nopasa noaroTeeHuTe AokymeHTn B P30K, Ha TepuTOpuMsiTa Ha KOATO € Hanpasuno u36op Ha OMJ1. [lokymeHTuTe

BKMIOYBAT:
1.1 3asenexue ao [upektopa Ha P30OK.

1.2 ToMbIHEHO ¥ NoanucaHo npunoxenue 1. Monbnea ce no CboTBETHAaTa Touka 1 ce npunara oTpaseHaTa B LM(POB NHAEKC
MeAMLIMHCKa AOKYMEHTaLus, YA0CTOBEpsiBaLLa BCEKN EAVH OT KpUTEpUNUTE.

1.3 MonbIHEHO 1 NoanNucaHo npunoxexue 1A. Mpyu NPOTOKOMNK 3a NPOAbINKABAHE Ha NEYEHNETO Ce oTpasaBaT AaHHWUTe OT
naxoagHarTa oueHka u oueHKkaTa Ha 16-Ta cegmMmuLa, Kakto n aKryanHarta OLEeHKa Ha nokasartenure.

1.4 MbnHUST Habop uacneasaHus (hN3UKanHN, UHCTPyMEHTANHN 1 naBopaTopHu), OTPa3eH B NpUIOXeHue 2.

1.5 “NpoTokon 3a nMpeAnucBaHe Ha riekapcTsa, 3annaiaHu ot H30K/P30K' — 06p.M3-H30K, usgaaeH ot nekaps
cneuuanvcT, pabotewy no aorosop ¢ H3OK. Mpunara ce opuruHan Ha npoTokona, a npu KaHauAaTcTBaHe 3a NpoAbIkaBaHe Ha
TepanusiTa ce NPeACTaBs OPUriHas Ha NPeAXOAHNS NPOTOKO! C OTPa3eHN BCUYKMN HA3HAYEHUSI MO HEro.

1.6 [Jeknapauusi 3a UHchopMUPaHO Cbriacue no obpasel (npunoxenue 3).

2. P30K npuema fOoKyMeHTUTe Mo T. 1 crep cnpaeka OTHOCHO 3ppaBHoocuryputennusi ctatyc Ha 30J1.

3. MbLPBMAT 1 BCEKM CriefBaLy NPOTOKON ce U3paaBsar 3a nepuon or 6 meceua.

NPOABIMKABAHE HA TEPAIUATA CE OCBLLECTBSIBA CAMO 1PY OLEHKA ,,OT/IM4EH E®EKT” CbIJIACHO
AJ/ITOPUTBMA 3A OLJEHKA HA TEPAMEBTUYHATA EPEKTUBHOCT (MPUJTOXXEHUE 1A).

’,.
b U3UCKBAHUA HA H30K MPU NNEYEHWE HA BOJIHU C TEXKA NEPCUCTUPALLA ANEPTMYHA ACTMA C OMALIZUMAB B
N3BBbHBONHUYHATA NMOMOLL, — B cuna ot 1 anpun 2014 roanHa
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NUCT 3A ONPEOENSAHE HA KPUTEPUMUTE NMPU NPOBEXAAHE HA NNEYEHUE HA BOJTHU C TEXKA
MEPCUCTUPALLIA ANIEPTUYHA ACTMA C OMALIZUMAB
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3abenexka: MeouyuHCKama OOKyMeHmauusi, ydocmosepsisawja 6ceku om Kpumepuume e rocoyeHa ¢ yughpa 8 UHOEeKC U 3a0bIDKUMESTHO
npudpyxaea HacCmMosIU40Mo NPUIoKeHue

A. KPUTEPUM 3a 3anoyBaHe Ha NbPBU LWECTMeceUeH Kype (3aAbimMKUTENHO e HanuyueTo Ha BCU4KM KpUTEpUM)
Texka, nepcucTMpalla anepruyHa actma npu Hanuyue Ha:
1 = [OCTOSIHHW AHEBHU CUMMTOMMU
= YecTW HOLLHV CUMMNTOMMU
= eXegHeBHa Hyxaa oT 6bp3ojencTeally B2.aroHUCTy :

2 Hanoxwuna ce xocnuranusa;ma WU BU3UTa B CrelleH UeHTbLP NMopaau TeXka ek3auepbaums
npes3 nocrnegHuTe 6 meceua

3 PepyuupaHa Genoapo6Ha dyHkuusi — ¢popcupaH ekcnupaTopeH obem (PEO1) < 60% ot
npeaBuaeHUs

4 MonoXuTeneH KOXeH TecT wu/unu nomnoxuterieH in vitro Tect (cneunduynm IgE kbM
LenoroAuILHU anepreHu)
BUCOKO HMBO Ha ToTaneH cepymeH IgE > 30 1U/ml i

(21/12/2010 Xolair-EMEA H-C-000606 IG 0032 G, Product Information)

Mpuvem Ha BUCOKa [AHEBHA [03a WHXanaTopHW KOopTUKOCcTepouAau (1000 pg beclomethasone
dipropionate/ 9H. unu ekeusaneHm) (cbobpasHo GINA u brreapckus HayuoHaneH KOHCEeHCYC)

INunca Ha usknoyYBawm kKputepumn no 7. B i

CAMNTOMUTE U AHEBHUTE HYXXAU OT 6bp3oaeicTealyu B2-aroHucTu ce onucear B ambynaTtopHus nucT/ eTanHara enukpusa
enukpusa c Homep N3 unn MeauuMHCKN LOKYMEHT, yA0CTOBEPsiBaLl OCbLUECTBEHA cnewHa susuta

noanevyaraHo u 3aBepeHo Konue Ha uw 3a (hyHKLUMOHAIHO U3cneaBaHe Ha AULaHEeTo

OLieHKa OT anepronor ¢ NPUOXeHo noanevyaTaHo U 3aBepeHo Konue OT u3cnejBaHe B aneprosornyHa naboparopus
opurnHanHa nabopartopHa 6naHka unu nognevyartaHo u 3aBepeHo Konve

KOnue OT peuLenTypHa KHKKa Ha 60nHUs UK oTpaseH hapmMakonorMieH MapLupyT B eTanHa envkpusa

yAOCTOBEpsiBa ce C NoAnNnC Ha cneunanucra B npunoxexHue 1 Ha HacToALWMTE U3NCKBAHUA

Mpu HanNuuue Ha xocnuTanusauus, 3aabLIKUTENHO ce npeacTaBs enuMKpu3a oT CTauMOHApPHO neYeHue, C AAaBHOCT He nose4e OT 6
Meceua Ao Aararta Ha KaHauaaTcTeaHe.

~N o o ason 2N O®

B. KPUTEPUM 3a npoabmkaBaHe Ha TepanusaTa (3agbimKUTEesNTHO € HanW4YMeTo Ha BCUYKK Kputepum)
PeayuvpaHe Ha TeXecTTa Ha KIMHWYHaTa CUMNTOMATUKa MO OTHOLEHWE Ha
1 = HEBHV CUMNTOMMU

= HOLHW CUMNTOMMU

*  HamarneHa unv nNunceallia exeaHeBHa Hyxaa oT GbpsogencTealm Bo- aroHMcTy :

INunca Ha HeoBXOAMMOCT OT CUCTEMHA KOPTUKOCTEPOUAHA Tepanusi BbB BUCOKM A03U !
Nunca Ha ek3auep6aumm ¥ XOCNUTanu3asum npes nocnegHuTe 3 meceua >
Mopobpera 6enoapobHa yHKLUs 2

Nnca Ha CTpaHUYHW edeKTV 1 U3KIIoYBALLW KpuTepum no 1.8 %

CUMMTOMUTE U AHEBHUTE HY>XAU OT Obp3oaeicTeaLyu B2-aroHucTu ce onucear B ambynaTtopHus nUCT/ eTanHara enukpusa; 3aabiNKUTeNHo
ce npunara u aM6yna'ropHuﬂ TNACT UnK ce oTpassBa B eTanHara ennkpusa nperneaa Ha 16-Ta ceagmuLia oT 3anoyBaHe Ha fie4eHneTo
aM6ynaTopeH NUCT / eTanHa enukpuaa oT nperneaa npu cneuynanuct ¢ oTpaseHa e eKTMBHOCT MO nokasaTenu OT NpunaraHoTo fnevexHne
nogneyaraHo v 3aBepeHo Konue Ha huw 3a yHKUMOHANHO n3cneiBaHe Ha AULLAHETO
yAOCTOBEpsiBa Ce C NoANUC Ha cneunanucra B npunoxeHue 1 Ha HaCTOALUUTE U3UCKBAHUS

sl | IN

2
3
4

B. U3KITHOYBALLU KPUTEPUU

. BpemeHHOCT 1 KbpMeHe

. NMvua noa 12 roauwiHa Bb3pacT

Jleka u cpeHoTexka nepcucTupaila actma

MHTEpMUTEHTHa acTma

HeanepruyHa actma

. CucTeMHu aBTOUMYHHW 3abonsBaHns

XunepumyHornobynux E cuHapom

. YBpeaeHa yepHoapobHa n 6bopeuHa yHkuus (npunara ce nicneasaHe Ha ypes, kpeatuHuH u TpaHcamuHasn)
. Nunca Ha noBnusisaHe cnea 16 cegMUYHO rnevyexdne '

10.MpekbCcBaHe Ha TepanusaTa no BuHa Ha 6onHus 3a nepuoz oT noseye ot 3 meceua
11.TioTiOHOMYLLEHE

CENDOBWNS

OTroBapsi Ha KpUTEPUUTE 3a NeYeHue ¢ B AHEeBHa [03a

.
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b V3UCKBAHUSA HA H30K MPU NIEYEHUE HA BOJIHU C TEXKKA NMEPCUCTUPALLA ANIEPTUYHA ACTMA C OMALIZUMAB B
N3BBbHBOJIHUYHATA NMOMOLL — B cuna ot 1 anpun 2014 roanHa
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MUCT 3A OMPEOENSIHE HA KPUTEPUWUTE NPU NPOBEXOAHE HA NEYEHUE HA BOMNHU C TEXKA
NEPCUCTUPALLIA ANEPIMYHA ACTMA C OMALIZUMAB
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3abenexka: NPUIIOXEHUeMo ce MoMb1ea OM creyuanu3upana Komucus npu 3arnoyeaHe Ha /Ie4eHUemo U Npu 030aeaHe Ha 6CeKU cnedealy
POMOKoI

HAYAITO HA NEYEHUETO W3XOMHA OLIEHKA
OEO1
ExeAHeBHa Hyx/aa OT Obp3oAencTBalLm {2 - aroHucTH
ExsaLepbauum (6poii CeLH BU3UTY 1 XocnuTtanusauum 3a 6 meceua)
[osa KC

MbPBAOLIEHKA HA 16-TA

CEIMMLIA ¥ MPY 3ATIOYBAHE ; R OLHA OUEHKA

HA BTOPW LUECTMECEYEH s

KYPC HamaneHa wnv nunceaila exeaHeBHa Hyxaa ot 6bp3oaeicTeam P2 -
aroHUCTH
Ekaauep6auuu (6poit CreLuHn BUSUTU 1 xocnuTanuaauum 3a 6 meceua)
Hosa KC

NPOMBIKABAHE HA O

NEYEHUETO CIEQ NbPBATA SEO1

rOOavHA
HamaneHa unu nunceaila exeaHeBHa Hyxaa ot 6bp3oaeiicTeam Bz -
aroHUCTH
EkaaLep6auun (Gpoit CneLuHn BU3UTI 1 Xocnutanusauum 3a 6 meceua)
[osa KC

Ha Gasata Ha CpaBHUTENHa OLieHKa Ha BCeKM NokasaTes cneuuanisupanata kKoMmes ochopmst
oLeHKa 3a edheKT no NpunoxeHara ckana.
JleyeHuemo npodbKasa camo Npu OUEHKa ,0mIudeH 0m208op™.

Ckana 3a oLeHKa Ha TepaneBTMYHaTa eheKTUBHOCT

OTINUYEH OTroBOp no6po nosnusiBaHe Ha BCUYKU rnokasarenu u Kkputepuute no T.B Ha npunoxeHue 1
ymepeH OTroBop cnabo noBnusiBaHe Ha OTAEeNHWUTE nokasartenu

now oTroBop nunceart NPOMEHU B nokasarenure

BriowasaHe

noanuc Ha YneHoeeTe Ha cneumnanmanpaHa KOMUCURL. ...

.
% VU3UCKBAHUSA HA H3OK MPU NEYEHUE HA BOJIHU C TEXKA MEPCUCTUPALLA ANEPTVUYHA ACTMA C OMALIZUMAB B
N3BBHBONMHUYHATA NMOMOLL, - B cuna ot 1 anpun 2014 rognHa
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NEYEBHO-AWATHOCTUYEH ANTOPUTBM

1.

NEKAPCTBEHW NPOOYKTWU, BkntoyeHu B Mpunoxenue 1 Ha MNC, kouto H30K 3annawa B CbLOTBETCTBUE
¢ peicTBalmMTe HOPMATUBHU JOKYMEHTH.

JO3UPAHE: CbrnacHo kpatkara xapakTepucTuka Ha nekapcTBeHns NpoayKT, noaxoAswara gosa n yecrora ce
onpeaens OT U3XOAHOTO HWBO Ha IgE (IU/ml), nsmepeHo npeay 3ano4saqe Ha NeYeHneTo, U TENecHoTo Terno
(kg). MaumeHTUTe, YUUTO M3XOAHN HUBA Ha IgE vnu TenecHo Terno B kg ca W3BbH rpaHuLuTe Ha TabnuuaTa 3a
no3uTe, He TpsiGBa Aa Nonyyasar nekapcTBeHnst NPOAYKT. OnpeaensHeTo Ha 103aTa 3a BTOpU LWeCTMECeUeH Kype
Ha neyeHue ce OCHOBaBa Ha CepyMHUTe HuBa Ha IgE, nony4eHn npu MbpPBOHAYANHOTO ONpeAensHe Ha fosaTa.

3aBenexka: NlekapcTBEHUSIT NPOZYKT CrieaBa Aa ce npunara oT MeauUMHCKN cneumarnucr.

Tadanna 1: Tpemacansase o 2033 kst Gpoi {rakonn, Opoll MEKEKNNN 1 030 BEAEKTHPIE
0663t 12 BCAKO NPRIArARE

Tabanaa 3: MPILTATAKE HA BCEKII 2 CEDMIIIIL Jorn wa Xolalr (wasmrpara ua 3013),
opmIaraNs wpes WwAesunA ®A BCexE 2 coTMmET

Texecwo verdo (kg)

lixoamo
nazo ua

150
n
0
%
10

600

Toams)  SpRjmom  Spemasmm  Ofm ke ofex (u)
Time mm'

90- 125-
(T/mh 20.25  ~25-30  >30-40 _>40-30 ~50-60 >60-70 -70-80 8060 135 150
230-100 TIPMNIAT AHE HA BCEKH 4 CEIMIILIL

BOE. TABHLIA 2

0 100-200

06

12

18 e
2«4 500-600
30 0700
36 700-800

200-300

0
I
0
I
0
I
0

4
i i

P
B

0.6 ml = xaxcibeane nonyees oben 5 dasnos (lair 75 mg). o | e e

*1.2 ) = wescewaned nomyes ofax g8 axor (Xolair 130 me)
* e 24 ce wanomsa 0.6 ol ot 150 mg @rakonz.

3abenexka: 16 cedmuyu cred 3arioyeaHe Ha
fieyeHuemo nayueHmume mpsibea da 6bdam
npeenedaHu om reKapsi UM 3a OueHka Ha

echekmueHocmma Ha nedyeHuemo npedu oa — Tenecto e (9

ce npunacam MO-HaMAaMBWHU UHKEKUUU. i I

PeweHuemo aa ce npoabnxu nieyeHuemo (IU/ml) 22025 52530 >30-40 >40-50 >50-60 >60-70 >70-80 >80-00 128 150

mpﬂ688 oa ce ocHosasa Ha aa."u ce 230-100 7% ] % 150 150 150 150 150 300 300
100-200 150 150 150 300 300 300 300 300

Habmiodaea 3HayumesiHo nodobpeHue Ha
USIOCMHUSI KOHMPOJ Ha acmmama.

3 ce mpemopa%a 033

Tabamua 2: TIPIUTATAHE HA BCEKII 4 CEIMIIIIL Tovm wa Xolair (vnanrpama ma 3033),

Ha peesa 4 ceavpuR

P we

>200-300 150 150 s 300

>300-400 as 28

NPU  NUMNCA  HA  TOBMWUABAHE ool I A taaaas

CMELIMANIU3UPAHATA KoMUCHA g |

YBEJIOMSIBA HE3ABABHO KOMWUCUSATA

MO YN.78, T.2 B LIY HA H3OK.

3. MPOCNEASBAHE
3AIBIMKUTENHN MOKASATENN W N3CNEABAHUA ol S
3AMOYBAHE* NPOIBLIDKABAHE

= Terno v v
= HuBO TOTaneH IgE v
» KK c KK 7 v
+ ASAT, ALAT v
= ypesi, KpeaTUHUH v

*onucear ce B ambynaTopHusi NUCT Ha GONMHMs M Cce npurarat 3aBepeHu konus oT opuruHanuute GnaHku (Mpu Hanuuue Ha
XOCNUTANM3aums ¢ AABHOCT A0 1 Mecew npeav KaHAWAATCTBAHETO Ce Npunara 3aBepeHo Konne ot enukpusa ¢ Homep U3)

.
% V3UCKBAHUS HA H30K NPU NIEYEHWE HA BOJTHW C TEXKA MEPCUCTUPALLA ANEPTUYHA ACTMA C OMALIZUMAB
B U3BBHBONMHWUYHATA NMOMOLL, — B cuna ot 1 anpun 2014 roanHa
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1. Bb3pacToBaTa rpaHuua Ce U3YNCrnsBa B HABbLPLUEHW FOAVHU - T.€. BKMIOYUTENHO KbM AaTaTa Ha u3aasaHe Ha mpotokona ot
crneuvanusmpaHaTa KOMUCUS.

2. Mpw HasHayaBaHe Ha Tepanusi Mo NPOTOKON 3aAb/KUTENHO Ce CboGpassBaT Bb3PaCTOBUTE OrpaHN4eHNs, CbrnacHo kpaTtkara
XapakTepucTMKa Ha CbOTBETHWS NeKapCTBEeH NPOAYKT, yTBbpAeHa no peaa Ha 3J1MXM.

3. H30K He 3annatua rnevyeHune U3BbH ykazaHaTa Bb3pacToBa rpaHuua B kpatkaTta XxapakTepucTika Ha npoaykra.

4. H30K He 3annatla neyeHue ¢ 4o3u Haj MakCUMariHo paspeLueHnUTe no KpaTka xapakTepucTuka Ha npoaykTa.

5. B crnyyail Ha HacTbnuna noJo3vpaHa HexenaHa nekapcTBeHa peakuvs, nekapaT yBeaomMsisa WA no peaa Ha un. 183 ot 3JIMXM.
Konwue oT CboBLLEHUETO ce npunara KbM MeanumnHckaTta gokymeHTaums Ha 30J1 npu kaHanaaTcTeaHe 3a nevyexne.

6. MPW CMELMATUCTA, cbrn. un. 158 B, T. 1 ot HP[] 3a MmeauumHckuTe AeiHocTn 2014 r. (06H. [IB 6p. 3 o1 10.01.2014 1), Ha
301, Ha KOMTO Ca M3aaBaHW NPOTOKONM MO peAa Ha HacTOoSALWMUTE M3UCKBAHUS, CriefiBa Aia ce npunarat BCUYKU Heo6xoanumMm
[OKYMEHTU KaTo: amBynaTopHUTe NIMCTOBE OT U3BbLPLUEHUTE Mpernesun, BTOPUAT eK3emnnsap OT U3fafAeHnTe NpoTokonu, konus ot
enuKpU3N, eKCMepTHN CTaHOBWLA U JpPYri JOKYMEHTW, KOUTO Ca OCHOBaHWe 3a u3jaBaHe Ha NpOoTOKOM, BCUYKW M3uCKBalM ce
u3crneaBaHusl, Konue OT npuroxeHue 1 Ha HACTOSALWMUTE M3UCKBAHMA MOMBIIHEHO MO CbLOTBETHaTa TOYKa, MOAMUCAHO OT
cneuuanucta, usgan nporokona.

KOMUCUSATA, uznana npotokona Ha 30J1, cbXxpaHsiBa BTOPU €K3eMNNsip Ha NPOTOKONa U BCUYKM HEOGXOAUMMU AOKYMEHTH
3a U3aaBaHeTo My.

Hacmosiwume u3uckeaHusi ca paspabomeHu Ha ocHogaHue Y. 56 om HauuoHaneH pamkoe 002060p 3a meduyuHckume OeliHocmu
3a 2014 200uHa (06H., [B, 6p. 3 om 10.01.2014 2.) u enuzam e cuna om 1 anpun 2014 2., cbenacHo un. 10 Ha Hapedba Ne 10 om
24 mapm 2009 2. 3a ycrosusima u peda 3a 3anawjaHe Ha fekapcmeHu rpooyKmu o 4. 262, an. 6, m. 1 om 3akoHa 3a
nekapcmeeHume npodykmu 6 XxymaHHama mMeduyuHa, Ha MeOUUUHCKU u3denus u OUemUYHU XpaHu 3a creyuanHu MeOUYUHCKU uenu
(06H., OB, 6p. 31 0m 2007 2.).

Had
\‘, N3NCKBAHUSA HA H3OK MPU NIEYEHUE HA BOJIHU C TEXXKA MEPCUCTUPALLA ANEPTUYHA ACTMA C OMALIZUMAB B
MN3BBbHBOJIHUYHATA NMOMOLL, - B cuna ot 1 anpun 2014 roguHa
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JEKNAPALUA 3A UHOOPMUPAHO CbITTIACUE C UBUCKBAHUATA 3A 3ANMOYBAHE/ NPOABITKABAHE
HA NIEMYEHUETO C NEKAPCTBEHUA NMPOAYKT

cnej  Kato ce  3ano3Hax C  usanata  Mu npegocraBeHa MHpopMaumsas K UenTta Ha JfeYeHWeTo C  feKapCTBeHus

I O Y KT L et iaie e e e e ereennsesstenranressssssnastansessnsssestaesnsssassseestssstasstasssessensasssns N cnea kKaro nonyydmx wusvyepnaTteriHi OTroBOpu Ha

nocraBeHUTE OT MEH BbMPOCH, AeKnapupam 4e:

1. lle cnassam npenopbyaHaTa Mu cxema Ha fiedeHne u NnepuoanyYHOCT Ha KOHTPOHWUTE nperneau.

2. PeposHo We ce ABsiBaM Ha KOHTPOSHW NMpernean n Hama Aa npoMeHsiM CaMOBOJSTHO UIv Nnog, Apyro BHyLLeHne
HasHavyeHaTta Mun Tepanus.

3. Tpwu npeycTaHoBsIBaHE Ha NEYEHUETO MO NPUYUHU, HENPOU3TUYALLW OT peLueHneTo Ha Komucusita 3a ekcnepTuau B
P30OK w/wnu KomucusTa no un. 78, 1.2 ot 330, we yBeaomsi HesabaBHo nuyHus cu nekap u P3OK u we BbpHa B
30K nocnegHusi NPOTOKOM, MO KOWTO CbM MoJSlyyaBarn/a nekapcTBeHUs NPOAYKT.

Mpu HecrnaseaHe Ha MOCOYEeHUTE YCIOBMUS NEYEHUETO MU C YNIOMEHATUS NekapcTBeH NpoaykT e 6bae npekpaTeHo
1 HAMa ga umam npeteHumun kbm H30K.

.
¥
b MN3NCKBAHUA HA H3OK MNPU JIEYEHUE HA BOJIHU C TEXXKA MEPCUCTUPALLA ANEPTNYHA ACTMA C OMALIZUMAB B
MN3BBbHBOJIHUYHATA NMOMOLL, - B cuna ot 1 anpun 2014 roaguxa




