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NPU U3AABAHE HA MPOTOKONU 3A MPOBEXIAHE HA NTIEYEHUE HA BOJHU C TEXKA
MEPCUCTUPALLIA ANEPIMYHA ACTMA C OMALIZUMAB

MpoTokonsT ce M3gaBa OT CMELMAnUCTM C KOAOBE Ha CreuuanHocT 02 — KNMHWYHA anepronorus, 33 — KNMUHU4YHA
anepronorusi U AeTcku Gonectu, pa6oTewm no goroBop ¢ H30K, ekcnepTHOTO cTaHOBMLIE Ce M3faBa OT CneuwnanuaupaHa
KoMucUs B nevebHU 3aBeaeHmns 3a GONHMYHA NoMol, ckrlounnm aorosop ¢ H30K. Cneunanuaupanute kKoMmcum ce cb3aasar
CbC 3anoses Ha AupekTopa Ha 13 — Knunuka no anepzonozus u acmma kbm YMBEAJT “AnekcaHoposcka” — Codgpusi u YMBAJT “Ce.
Mapuna - BapHa“.

l. PE[] 3A 3ABEPABAHE HA MPOTOKONUTE

MpoTokonu 3a 3anoy4BaHe Ha TepanusTa
MpoTokonu NnpoALmMkaBaHe Ha Tepanusita cnea 6 meceua

creunanueT, ckioymn >
norosop ¢ H30OK

= MonbnHeHo 1 noanucaHo NpunoxeHue 1 — NUCT 3a onpeaensHe Ha kpuTepumnTe (Mo T.
A) ¢ BCUYKkM HeobXxoaMMU U3creaBaHNs

" AMGyna'ropeH nuct/eTanHa ernuKpusa oT NocneaHus nperneg ¢ nNpuioXeHu BCUYKK
Heobxoanmu nokasatenu 1 U3CneaBaHus Mo NpUoXeHue 2

= “TipoTokon 3a npesnuceave Ha nekapcTea, 3annawadu ot H3OK/P3OK” — o6p. M3

H30K
= EKCNepTHO CTaHOBUWE C siCHA MEAUUMHCKA MOTUBALMS (3aAbIKUTENHO ce
cneLmanusnpasa »( otBensssa nunca Ha MIKMIOYBALLYM KPUTEPUM)
KomucHa = MonsnHeHo 1 NoANMcaHo Npunoxexue 1A
/ = “[poToKkon 3a npeanuceaHe Ha nekapcrea, 3annawanu ot H3OK/P3OK” — o6p. M3
H3OK (noanucaH oT YneHoBeTe Ha KOMUCUSTA)
Komucus no un.78, 1.2 3aBepka Ha

ot 330 B LY Ha H30K » npotokona 8 P30K

lNpoTokonu 3a nopeaHo nNpoabkaBaHe HA TepanusiTa creq 1 roaMHa B yTBbpAeHaTa fosa

CMeLmManmcT, CKrouun = MonbrHEHO U NOANNCaHO NPUIoXeHUe 1 — NUCT 3a onpejensiHe Ha KpuTepuuTe (Mo
noroeop ¢ H30K T.B) ¢ BCuukn Heobxoaumu uscneasaHus

= AMGynaTopeH nucTt/eTanHa enuKpU3a OT MOCNEAHNS MPErNes C NPUNOXKEHN BCUYKM
HeobxoAMMM nokasaTenu u U3CneaBaHus No NPUNoXeHue 2

= “lpoTokon 3a npeanucBaHe Ha nekapcTea, 3annawaiu ot H3OK/P30K” — o6p. M3
H30K

= EKCNepTHO CTaHOBMLIE C siCHA MeAMUMHCKA MOTWBAaUMA (3aAbIKUTENHO ce
otbenssBa nunca Ha U3kIiYBaLLM KpUuTepum)

= MonbrHeHO 1 NOANUCAHO NpUNoXeHue 1A

= “MpoToKkon 3a npeanucsaHe Ha nekapctea, sannawauu ot H3OK/P3OK" — o6p. M3
/ H3O0K (noanucax oT uneHoBeTe Ha KOMUCKATA)

cneuvanusvpaHa
KoMucus

3aBepka Ha npoTokona
B P30K

1l. OBLLM NONOXEHUA
1. 330J1 nopasa nogroteeHuTe AokymeHTH B P30K, Ha TepUTopusita Ha KOSITO € Hanpasuno u36op Ha OMJ. JokymeHTUTe
BKMIOYBAT:

1.1 3asiBnexue fo [vpekTopa Ha P3OK.

1.2 MonbnHeHo 1 nognucaHo npunoxenue 1. MonbnBa ce No CLOTBETHATa TOUYKA W Ce npunara oTpaseHaTa B UMdpos
VHAEKC MeAULMHCKa A0KYMEHTaLusI, yA0CTOBEPSIBALLA BCEKN €AUH OT KpUTepumTe.

1.3 MonbnHeHo n noanucaro npunoxexue 1A. Mpu NPOTOKONM 3a NPOAbINKABAHE HA NEYEHNETO Ce 0TPpasABaT JaHHUTE OT
n3xoJHaTa oLieHKa 1 oLleHkaTa Ha 16-Ta ceamuLa, KakTo 1 akTyariHaTa OLeHKa Ha nokasatenuTe.

1.4 MbnHnaT Habop uacneasaHUa (PU3NMKANHW, UHCTPYMEHTANHW 1 NabopaTopHu), OTPa3eH B NPUMOXeHUe 2.

1.5 “TMpoTokon 3a npeanuceaHe Ha nekapcTea, 3annawadu ot H30OK/P30K' - 06p.M3-H30K, nsnaaeH ot nekaps
cneuuanuct, pabotew no gorosop ¢ H3OK. Mpunara ce opuruHan Ha NpoTokona, a npu KaHAWAATCTBaHE 3@ NPOAbIKABaHe Ha
TepanuaTa ce NpeacTaBA OpUriHan Ha NPeAXoAHUS NPOTOKON C OTPA3EHN BCUMKN Ha3HaYeHUs Mo Hero.

1.6 [leknapaums 3a uHchopMMpaHo ckrracue no obpase (Npunoxexue 3).

2. P30K npuema fokymeHTUTe no T. 1 criea cnpaBKka OTHOCHO 3ApaBHOOCUrypUTenHus cTaTyc Ha 330J1.
3. MLpBUAT U BCekM creaBall NPOTOKON Ce U3AaBaT 3a nepuog ot 6 Meceua.

TNPOABITXABAHE HA TEPATUATA CE OCBLUECTBSIBA CAMO MPU OLEHKA ,,OT/IMYMEH E®EKT” CBITIACHO
AJITOPUTBMA 3A OLIEHKA HA TEPAMEBTUYHATA E®EKTUBHOCT (MPUITOXEHUE 1A).

< W3UCKBAHUA HA H30K NPU IEYEHWE HA BOMHWN C TEXXKA NMEPCUCTUPALLA ANIEPTUYHA ACTMA C OMALIZUMAB B
N3BbHBONHUYHATA NMOMOLL|
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TNUCT 3A ONPEJOENAHE HA KPUTEPUUTE MPU MPOBEXOAHE HA NNEYEHUE HA BEOJTHU C TEXKA
MEPCUCTUPALLA ANEPTUYHA ACTMA C OMALIZUMAB
Hwe: [EH] [ [ [ [ [ T [ T T ]
3abenexka: MeduyuHckama OoKymeHmauyusi, ydocmosepsieala 6CeKu om Kpumepuume e roco4eHa C yugpa 8 uHOEKC U 3adbLINKUMENHO
npudpykaea HaCMOSAOMO NPUNOXeHUe

A. KPUTEPUMU 3a 3anoyBaHe Ha MbPBU LIECTMECEYEH KyPC (3aALIDKMTENHO € HANMYMETO Ha BCUYKM KpuTepuu)
Te)m(a, nepcucTUpalla anepruyHa actma npu Hanuyue Ha:
1 = OCTOSIHHN JHEBHU CUMMTOMM
®  YEeCTW HOLLHW CUMNTOMM
= exe[HeBHa Hyaa oT 6bp3oaencTBaLLyW B2 aroHUCTU !
2 Hanoxuna ce xocnuTanuza;.wm Wnu BU3UTa B CMNELWeH LeHTLP nopagu Texka eKzauepGauvm
npes nocnegHute 6 Meceua

3 Pepyuupana GenoppobHa c¢yHkums — chopcupaH ekcnupatopeH obem (®PEO1) < 60% ot
npeaBuaeHus

4 MonoxuteneH KoxeH TecT w/MnM nonoxuTeneH in vitro TecT (cneuucuuynn IgE KbM
LUernoroAuilHN anepredu)
Bucoko HMBO Ha ToTaneH cepymeH IgE > 30 IU/ml°

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

6 Mpuem Ha BUcOKa AHEBHA fA03a MHXANMaTopHM KopTukocTepouaun (1000 ug beclomethasone
dipropionate/ 0H. unu exsusanenm) (cbobpasHo GINA u bbrizapckusi HAUUOHAIEH KOHCEHCYC) o

7 Jlunca Ha u3knYBawWm KpUTepumn no 7. B ‘

! CUMNTOMMTE M AHEBHNTE HYXAY OT GLP30AEHCTEALLM B2-arOHUCTI CE ONUCBAT B aMBYNATOPHWS NUCT/ eTanHaTa enukpiaa

enukpusa ¢ Homep M3 nnu MeAMLIMHCKN JOKYMEHT, YA0CTOBEPSBaLY OCLLUECTBEHA CNeLUHa BU3nTa

NoANEYaTaHo 1 3aBEPEHO KOMKE Ha (ULl 3a (hyHKLMOHANHO U3CNEABAHE Ha ANLIAHETO

OLIEHKa OT anepronor ¢ NPUNOXeHo NOANeYaTaHo 1 3aBEPEHO Konue OT U3CNeABaHe B anepronornyHa nabopatopus

opuruHanHa nabopaTopHa 6naHka Unu NoANeYaTaHo u 3aBEPEHO Konue

KOMWE OT PELENTYpHA KHKka Ha 6ONHMA nnu oTpaseH hapmMakonoruieH MapLUpyT B eTanHa enukpusa

YAOCTOBEPSBa Ce C MOANNUC Ha CneLManicTa B NpUNoXeHne 1 Ha HaCTOSLLMTE UBMCKBaHMA

Mpu Hanu4me Ha xocNUTaNU3aums, 3a4bLIKUTENTHO Ce NPEAICTaBs eNUKPU3a OT CTALIMOHAPHO rleYeHue, C AaBHOCT He NoBeye OT 6 Mec.
0 AaTtaTa Ha KaHauAATCTBaHe.

~ o wm s

5. KPUTEPUM 3a npoabimkaBaHe Ha TepanusTa (3agbiMKUTENHO € HANMMYMETO Ha BCUYKM KPUTEPUM)
PeayumpaHe Ha TeXxecTTa Ha KIMHUYHaTa CUMNTOMAaTUKa MO OTHOLLEHUE Ha :
1 L AHEBHU CUMNTOMU
= HOLLHW CUMMTOMU
= HamareHa unu nuncBalla exeaHeBHa Hyxaa oT 6bp3ofeiicTealum By. aroHncTy '

Jlunca Ha HeO6XOANUMOCT OT CUCTEMHA KOPTMKOCTEPOMAHA Tepanus BbLB BUCOKN Ao3u '
2

Jlunca Ha ek3auep6auum 1 xocnuTanu3a3umu npes nocrnegHute 3 Mmeceua

Mono6pena 6enoapobHa yHkuns *

Jlunca Ha CTpaHnyHK edIeKTU 1 M3KIIoYBALLM KpuTepun no T.B *
1 CUMNTOMUTE U AHEBHUTE HYXAWN OT 6bp30ﬂ,eﬁC’TBaLLlVI BQ-EI’DHVIC’TM ce onuceart B aM6yﬂaT0pHVlﬂ nuet/ etanHata ennKpu3a; 3a4bIDKUTENHO
ce npunara un aM6yna'ropva NUCT UNK ce 0TpassiBa B €TanHaTa envukpuaa nperneja Ha 16-Ta ceamuua OT 3anovBaHe Ha neveHneTo

aMGyna'ropeH nvct / eTanHa €nuKpu3a oT nperneja npu cneuuanuct ¢ otTpaseHa eq)eKTVIEHOCT MO nNokKasaTenu OT NpuNaraHoTo nevyexHue
3 noaneyaTtaHo U 3aBepeHo Konue Ha ¢VIIJ.I 3a quHKL[MOHanHO unacneaeaHe Ha AuUWaHeTo
4 YyAoCToBepsBa Ce C NOANUC Ha cneunanucTa B NpunoxeHve 1 Ha HacToALUTE U3UCKBAHUA

o b (W N

B. U3KITIOYBALLU KPUTEPUU

BpemMeHHOCT 1 KbpMmeHe

JNvua nog 12 roguiuHa Bb3pacT

Ileka u cpegHoTEXKa nepcucTMpalla actma

WHTepmuTeHTHa acTMa

HeanepruyHa actma

CucTeMHU aBTOUMYHHYW 3aGonsiBaHNs

XunepumyHornobynuH E cunapom

. YBpeneHa YepHoapobHa n 6bbpeura dyHKkUMs (Mpunara ce uacneaBaHe Ha ypesi, KpeaTuHNH 1
TpaHcaMuHa3sw)

9. Jlunca Ha nosnusisaHe crieq, 16-ceaMUYHO nevexve

10. lNpekbcBaHe Ha TepanusiTa No BUHA Ha BOMNHWS 32 NepUoA OT NoBeye OT 3 Mecela
11. TioTioHONYyLIEHE

PNDOE NS

Otrosapsi Ha KpUTEpUUTE 3a fneYeHue ¢ B iHeBHa 032

}

s U3UCKBAHUA HA H3OK MPU NIEYEHWUE HA BOJTHU C TEXKA NMEPCUCTUPALLA ANEPTMYHA ACTMA C OMALIZUMAB B
N3BBbHEONHUYHATA NMOMOLL
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TIUCT 3A ONPERENAHE HA KPUTEPUWUTE NPU NPOBEXIAHE HA NTEYEHUE HA BOJTHU C TEXKA
MNEPCUCTUPALLA ANEPTUYHA ACTMA C OMALIZUMAB

[me: [EH] [ [ T [ [ [ [ [ ]

3abenexka: npuIoXeHUemo ce Nonb/iea OM Crieyuanusupaxa KOMUCUs! [IpU 3aMoyeaHe Ha neqeHUemo U npu 030aeaHe Ha 6CeKU credsaly
npomokon

HAYAIO HA NEYEHUETO
U3XOOHA OLIEHKA

®EO1

ExeaHesHa Hyxzaa oT Gbp3oaeiicTeawy B; - aroHUcTy

Eksauepbauuv (6poi CneLuH BUSUTH 1 XOCnUTanu3aumm 3a 6 mec.)

[Losa KC

MbPBAOLIEHKA HA 16-TA

CEAMMLIA W MPY 3ANOYBAHE JEXORHA OUEHKA

HA BTOPY LUECTMECEYEH PEO1

KYPC Hamanera unu nunceaiya exepHeBHa Hyxaa oT GbpsogeicTBawm B, -
aroHuCTu

Ek3auepbauum (6poii CriewwH BUSUTM 1 XOCNUTANN3aLum 3a 6 mec.)

Hoza KC
U3XOOHA OLIEHKA
NMPOOBIMKABAHE HA A
NEYEHUETO CNEA NbPBATA BEOT
rOOUHA
HamaneHa nnu nuncealya exesHeBHa Hyxaa oT 6bpaoaeiicTBam B, -
aroHncTy
Eksauepbauuu (B6poii cneLuHn BUSUTW U XocnuTanuaauum 3a 6 mec.)
Hoza KC
Ha 6asara Ha CpaBHUTENHA OLiEHKa Ha BCEKW nokasarten cneyuanuanpaHarta KoMucus OmOpMﬁ
OUeHka 3a EQJEKT No NpunoxeHaTa ckana.
JleveHuemo npodnkaea caMo Npu OUeHKa ,,0mIUuYeH 0oma080p”.
Ckana 3a oueHka Ha TepaneBTU4HaTa eheKTUBHOCT
OTNIUYEH OTroBOp AOGpO NOBMUsIBaHe Ha BCUYKU MOKasaTenu u kputepuute no 1.6 HA npunoxexue 1
ymepeH OTroBop cnabo nosnusiBaHe Ha OTAEenHUTe nokasarenun
niow oTroBop nunceart NpoOMeHu B nokasarenure
BriowasaHe

noAanuc Ha YneHoBeTe Ha cneuyuanuM3MpaHa KoMucus...

s W3NCKBAHUA HA H30K NMPU NIEYEHWE HA BOJTHWN C TEXXKA MEPCUCTUPALLA ANEPTUYHA ACTMA C OMALIZUMAB B
M3BBbHBONMHNYHATA MOMOLL,
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NPUNOXEHUE 2

1. NEKAPCTBEHM NPOOYKTH, skniodenn B Mpunoxenue 1 Ha MIIC, kouto H3OK 3annawa B cLoTBeTCTBME

C feicTBaLIMTE HOPMATUBHU AOKYMEHTH.

2. [O3UPAHE: CbrnacHo kpatkaTa xapaktepuctuka EMEA CP nHgopmaLms 3a npopykta 21/12/2010 Xolair-H-C-
606 1G/0032/G. MoaxoasiuaTa o3a 1 YeCToTa Ha Ao3upaHe Ha Xolair ce onpesiens oT U3X04HOTO HUBO Ha IgE
(IU/ml), nsmepeHo npeaw sanoysaHe Ha NeYeHUETo, 1 TenecHoTo Terno (Kg). MauMeHTUTe, YUNTO U3XOAHU HUBA
Ha IgE unn Tenecko Terno B kg ca M3BbH rpaHMLmTe Ha Tabnuuarta 3a foauTe, He TpsBBa Aa nonydasar Xolair.
OnpenenﬂHeTo Ha [lo3aTta 3a BTOpW LWIECTMECEYEH KypC Ha NnevyeHne ce ocHoBaBa Ha CepyMHUTE HuBa Ha |gE,
noryyYeHu Npu NbPBOHAYANHOTO OMPEAENsiHE Ha Jo3aTa.

3aBenexka: ONUTLT CbC CaMOMHKEKTUPaHETO Ha Xolair e orpaHudeH. flekapcTBOTO criefjBa Aa ce Npunara OT MeAMLMHCKM CreLmuanycT.

Tadamna 1: Mpemsncanzage or 3033 kst Gpoil §1aK0mn, GPoi BEACKUDE 1 03I DEREKTHDIE
0363 39 BCAKD IpIIAraBE

oza (mz)  poil famosx ‘Epoll ERZER O6m mkekTHpaz ofe (m)
Bmg' 150me'
1 0 1 06
0 1 1 12
I 1 2 18
0 2 2 24
1 2 3 30
0 3 3 if
I 3 4 42
0 4 4 48

*1.2 ml = wancawaran noTyeE odan B3 gnaxoe (Xolair 150 mg)
“e 2a ce mamomsa .6 nd o7 150 me Granona.

Tagaues 2: IPILTATAKE HA BCEKIT 2 CETMIIIIIL Jovm ma Solair (uazarpasa xa 3033)
PRIITAT e edeAmA RO K CerE 2 ComIEE

P

Thooans

1E
dUmb |-203s 2530 -3040 050 5060 6070 -7os0 o300 26

3a6enexka: 16 cedmuyu crned 3anoygaHe Ha
neveHuemo ¢ Xolair nayueHmume mpsibea Oa
6b0am npeanedaHu om nekaps UM 3a OueHKa
Ha egbekmueHocmma Ha nedeHuemo npedu
Oa ce npusazam no-HamambUHU UHXEKUUU.
Peweruemo da ce npodbmxu Xolair mpsibea
da ce ocHogaga Ha moea Qanu ce
Habndaea 3Ha4yumenHo nodobpeHue Ha
UASIOCMHUS KOHMPOJT Ha acmmama.

nePn JIMMCA HA MNOBNUABAHE
CNEUVATIUSUPAHATA KOMUCUA
YBEOOMSABA HE3ABEABHO KOMWCUATA
MO 4n.78, T.2 B LUY HA H30K.

3. NPOCNEOABAHE

Tadauna 2: TIPILTATAHE HA BCEKII 4 CETMIIIIIL Josm 53 Xolair (waarpawa ua 30),
"OPRIAAN TPe3 MOTHOANA WEKEKTIA KA BCEKE 4 (T

Teaecmo Terao (k)

xomo
wuso ma

LE
Tl 50-60 4070 7080 8090

230-100 150150 150 150
100-200
200300
300400
400-500

500-600

600700

nPEAN 3A
3AOBMKATENHU MOKA3ATENMN U U3CTIEABAHUS 3AMOYBAHE* MPOABIKABAHE*
= Terno v v
= HuBO ToTaneH IgE v
= [KKc KK v v
= ASAT, ALAT v
" ypesi, KpeaTuHUH v

*onucear ce B aMGyna'ropHml nueT Ha GonHus M ce npunarat 3aBEePeHU KOMWUsi OT OpUrMHanNHWTE GrnaHku (npn Hanuuue Ha
XOCMUTanu3auua ¢ AaBHOCT 40 1 Mec. NpeAn KaHAUAATCTBAHETO ce npunara 3aBepeHo Konue OoT enukpusa ¢ Homep M3)

[

B USBBHBONTHUYHATA MOMOLL

%
&5 UBUCKBAHMA HA H30K MPU NEYEHUE HA BONHN C TEXXKA MEPCUCTUPALLA ANEPTMYHA ACTMA C OMALIZUMAB
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Il. OB UBUCKBAHUA

1.

apw

B'I:3p20TOBaTa rpaHuua ce usyucnsisa B HaBbpLUEHU FOAUHU - T.€. BKMKOYUTENHO KbM Aartarta Ha usgaBaHe Ha
npoToKona oT crneuvanusvpaHaTa KoMucus.

Mpu HasHauaBaHe Ha Tepanusi Mo MPOTOKON 3aAbLMKUTENHO Ce CbobpassBaT Bb3PACTOBMTE OrpaHUYEHUs,
CbITIACHO KpaTkaTa XapakTepucTika Ha CbOTBETHUSA NeKapCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3/IMXM.

H3OK He 3annatya neyenne U3BbH ykasaHaTa Bb3pacToBa rpaHnLa B kpaTkaTa xapakTepucTuika Ha npoayKTa.
H3OK He sannalya neyeHue ¢ 4031 HaA MaKCUMAIHO Pa3pELUEHNTE MO KpaTka XapakTepucTvka Ha NpoayKTa.

B cnyuyai Ha HacTbNUNa nojosMpaHa Hexernaxa nekapcTBeHa peakums, nekapsT yseaomasa VAT no pesa Ha un.
183 ot 3JIMXM. Konve oT cbobljeHueTo ce npunara KbM MeAuMUMHCKATa AokyMeHTauus Ha 330J1 npu
KaHAUAATCTBaHE 3a feyeHue.

MPU CMEUNAINUCTA, cwbrn. un. 152 B, 7. 1 ot HP[] 3a MeauumHckute AeitHoctn 2012 r. (06H. OB 6p. 3 ot
10.01.2012 r.), Ha 330/, Ha KOMTO ca M3aaBaHW NPOTOKOMM MO peAa Ha HaCTOAWMTE U3UCKBaHWUS, crieasa Aa
Ce mpunarat BCUYKM HEOBXOAWMM AOKYMEHTM KaTo: amBynaTopHUTE NUCTOBE OT W3BbPLIEHUTE Nperneam,
BTOPUAT €K3eMMNNSp OT U3JaAeHUTe NPOTOKOMM, KOMUA OT ENUKPU3W, eKCNepTHWU CTaHOBULLA W APYTU AOKYMEHTH,
KOWUTO Ca OCHOBaHWe 3a u3gaBaHe Ha NpOTOKOM, BCUYKU U3UCKBALLW Ce U3crneaBaHus, konue ot npunoxexHve 1 Ha
HacToALLMTE U3NCKBAHWUSA NONBNHEHO NO CbOTBETHATA TOYKa, NOAMNUCaHO OT cneyuanucra, usgan npoToKona.

KOMWUCUATA, wmapana npotokona Ha 330J1, cbxpaHsiBa BTOPM €K3EMMNSP Ha NPOTOKONa W BCUYKM
HEOSXOAVIMM AOKYMEHTU 32 U3gaBaHeToO My.

Hacmoswume usuckeaHus ca paspabomeHu Ha ocHosaHue un. 55 om HPL] 3a meduyuHckume deiiHocmu 2012 20duHa (06H. [B 6p.
3/10.01.2012 2.) u enusam & cuna om 01 roau 2013 2., cbanacHo yn. 10 Ha Hapedba Ne 10 om 24 mapm 2009 2. 3a ycriosusma u
peda 3a 3annawaHe Ha nekapcmeeHu npodykmu no yn. 262, an. 5, m. 1 om 3akoHa 3a nekapcmeeHume rnpodykmu & xymaHHama
MeOuyuHa, Ha MeAUUUHCKU Uu30enus U Ha QuemuYHU XpaHu 3a crieyuanHu MeduyuHeku yenu (06H. B, 6p. 31 om 2007 2.).

o W3UCKBAHWA HA H3OK MPU JIEYEHWE HA BOJIHM C TEXXKA MEPCUCTUPALLA ANIEPTUYHA ACTMA C OMALIZUMAB B

W3BBbHBONHUYHATA NMOMOLLL



[image: image7.jpg]NPUNOXEHMUE 3

AEKNAPALIUA 3A UHOOPMUPAHO CBITIACUE C UBUCKBAHUATA 3A 3AMOYBAHE/ NPOABIMKABAHE
HA NEYEHUETO C JIEKAPCTBEHUSA NPOOYKT

cnea kato ce 3ano3Hax C uUsnata My npegocTaBeHa  MHOpMauMsi U UenTta Ha fIeYEHWeTo ¢ nekapcTBeHus
NPOAyKT...

NnocTaBeHUTE OT MEH BbNpOoCH, AeKnapupam ve:

n cnej Karto nonyy4ux wus4epnatesiHn OTroBOpu Ha

1. Llle cnassam npenopbyaHaTa Mi CXema Ha NeYeHne 1 NEPUOANYHOCT Ha KOHTPONHUTE Nperneau.

2. PepoBHO e ce ABABaM Ha KOHTPOJTHU MPErnean U HaMa Aa NPOMEHSM CaMOBOSTHO UMK Moa, ApYyro BHylLeHne
HasHayeHaTa My Tepanusi.

3. llpy npeycTaHoBsiBaHe Ha NEYEHNETO MO NPUYMHI, HEMPOM3TUYALLIM OT PeLLeHNETO Ha KomucusiTa 3a ekcnepTuan B
P3OK un/mnu Komucusita no un. 78, 1.2 ot 330, e yBeioms He3abaBHO nudHns cu nekap u P3OK 1 we BbpHa B
30K nocneaHns NpoToKo, MO KOWTO CbM MosyyaBan/a nekapCTBEHNst NPOAYKT.

4. Tpu HecnassaHe Ha NMOCOYEHMTE YCrOBMS NIEYEHNETO MY C YTIOMEHaTUsi NeKapCTBEH NPOAYKT e Gbae npekpaTteHo
1 HAMa Ja umam npeTeHumn kbM H30K.

% Y3NCKBAHMSA HA H3OK MPW NIEYEHWE HA BOJTHU C TEXXKA MEPCUCTUPALLA ANIEPTUYHA ACTMA C OMALIZUMAB B
N3BBHBEONHUYHATA NMOMOLL,




