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[image: image2.jpg]W3UCKBAHUA HA H30K
NPU U3OABAHE HA NMPOTOKONN 3A MPOBEXAAHE HA NEYEHUE HA BOJTHU C TEXXKA
MNEPCUCTUPALLA ANEPTMYHA ACTMA C OMALIZUMAB

MpoToKON®LT ce W3nasa OT CNEeLUManuUcTM C KoaoBe Ha cneunanHocTn 02 — KnNMHWYHA anepronorusi, 33 — KNMHUYHA
anepronorusi u aetckn 6onectu, pabortewm no gorosop ¢ H30K, ekcnepTHOTO cTaHOBUWE ce u3aasa oT CneyvanuanpaHa
KOMUCHsI B nevebHu 3aBepeHus, ckniouunu gorosop ¢ H30K. CneunanuaupaHute KOMUCUMM Ce Cb3aaBaT Cbc 3anoees Ha
Avpextopa Ha 13 — KnuHuka no anepzonoeusi u acmma kbm YMBAJT “‘Anekcandpoecka” - ep. Cogpusi u ,[KL Mnadocm-M BapHa“ 004
- 2p. BapHa.

l. PE[] 3A 3ABEPABAHE HA NMPOTOKOJIUTE

MpoTokonu 3a 3ano4BaHe Ha TepanuaTa
MpoTokonu npoaLMKaBaHe Ha TepanusTa cnea 6 meceua

cneumanucr, ckniouun »| = MonbAHEHO U NOANNCAHO NPUOXKeHWe 1 — NUCT 3a ONpesensiHe Ha KpuTepunTe (No T.
aorosop ¢ H3OK A) C BCUuKM HEoBX0ANMM nacneasaHns

= AMBynaTopeH nucT/etanHa enuKpM3a OT MOCNEAHNS NPErnes C NPUNOXEHN BCUYKN
HeobXoANMM NoKazaTenn u UsCneaBaHus No NPUNoxXeHue 2

= “poTokon 3a npeanuceaHe Ha nekapctea, 3annawanu ot H3OK/P30K" — obp. M3
H30K

= EKCNepTHO CTaHOBMIWE C SICHA MeAUUMHCKA MOTUBaLMS (3aAbiKuTenHo ce

aelnanvavpalia »| otbensiasa nunca Ha U3KNIOYBALLN KPUTEPUM)
EOMMEHA = MonbAHEHO ¥ NOANKUCaHO NpUnoXeHue 1A
= “MpoTokon 3a npeanucBaHe Ha nekapctsa, 3annawann ot H30K/P30K" — obp. M3
/ H30K (noanucaH ot uneHoBeTe Ha KOMUCUSTa)
Komucus no un.78, 1.2 ‘3aBepka Ha

0r3308UYHaH3OK | > | nporokona a P30K

MpoTokonu 3a nopeaHo NpoAbLINKaBaHe Ha Tepanusita cnea 1 roguHa B yTBbpaeHara aosa

CrneunanueT, CKymn = MonbAHEHO 1 NOANUCAHO NpUnoXeHue 1 — NUCT 3a onpeaensiHe Ha kputepuute (No
norosop ¢ H30K 1.6) ¢ BCUYkn Heobxoaummn nscneasaHus

* AM6ynaTopeH nucr/eTanHa enukpu3a OT NOCNeAHNA Npernes C NPUNOXeH! BCUYKN
HeobXxoanMK NokasaTenu u ucneaBaHus rno NpUnoxexue 2

= “lpoTokon 3a npeanuceaHe Ha nekapcrea, 3annawanu ot H30K/P3OK" — obp. M3

H30K
= EKCNEepTHO CTaHOBUWE C $CHA MEeAULMHCKA MOTMBAUMS (3aAbIKUTENHO ce
onsLganMpaLa —P orGensiasa nunca Ha U3KNIO4BALLM KPUTEPUM)
Komieun * MonbnHeHo K noanucaHo npunoxexue 1A
= ‘“lpoTokon 3a npeanuceaHe Ha nekapcrtea, 3annawanu ot H30K/P3OK" — obp. M3
H30K (noanucaH oT uneHoBeTe Ha KOMUCUATA)
3aBepka Ha npoToKona
B P3OK )

Il. OBLLM MONOXEHUA

1. 301 nopasa noaroTeBeHuTe AokymeHTM B P30K, Ha TeputopusiTa Ha KOSITO @ Hanpasuno n3top Ha OMJ1. [lokymenTute
BKNIOYBaT:

1.1 3asiBnexue o [upektopa Ha P30OK.

1.2 MonbnHeHo u nognucaHo npunoxexnue 1. Monbnea ce No CLOTBETHATA TOYKa W Ce npunara oTpaseHata B UMPOB MHAEKC
MeAVLIMHCKa OKYMEHTaLMs, yA0CTOBEpsiBaLLA BCEKU EAVH OT KputepunTe.

1.3 MonbnHeHo 1 nognucaHo npunoxenue 1A. MNpu NPOTOKONM 3a NPOABINKABAHE HA NEYEHNETO ce 0TpassBaT AaHHUTE OT
naxojHaTa oueHka 1 oueHkaTa Ha 16-Ta ceaMMLa, KaKTO 1 akTyanHarta oueHka Ha nokasarenure.

1.4 MNunHuaT Habop nacneaBaHus (hU3nKanHy, NHCTPYMEHTanHu u nabopaTtopHu), OTpaseH B NpUNoxeHue 2.

1.5 “NpoTokon 3a npeanucBaHe Ha nekapctsa, 3annawanu ot H3OK/P30K' — 06p.M3-H30K, nsgapeH ot nekaps
cneuwanuct, pabotewy no aorosop ¢ H3OK. lMNpunara ce opuruHan Ha npoTokona, a npu KaHAuaaTcTBaHe 3a NpoAbIkaBaHe Ha
TepanusTa ce NpeacTaBs OpuUrMHan Ha NpeAxoAHUs NPOTOKON C OTPA3eHN BCUYKW HA3HAYEHUS! MO Hero.

1.6 [leknapaums 3a uHcpopMmmupaHo cbrnacue no obpasey (npunoxexue 3).

2. P30K npuema pokymeHTtUTe no T. 1 crnea cnpaeka OTHOCHO 3ApaBHOOCUrypUTenHus cratyc Ha 30/J1.

3. MbpBUAT U BCeKn cneaBaly NPOTOKON Ce M3aasar 3a nepuoj ot 6 meceua.

NMPOABIIKABAHE HA TEPATUATA CE OCBLYECTBSBA CAMO IMPU OLEHKA ,,OT/IMYEH E®EKT” CbIJIACHO
AJIFTOPUTBMA 3A OLEHKA HA TEPANEBTUYHATA EPEKTUBHOCT (MPUITOXXEHUE 1A).

Hod
9 N3NCKBAHWA HA H3OK MPU NEYEHUE HA BONHU C TEXXKA NMEPCUCTUPALLA ANEPITMYHA ACTMA C OMALIZUMAB B
W3BBHBEONIHUYHATA MOMOLL, - B cuna ot 1 asryct 2014 roguxa
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JNIUCT 3A ONPEAENAHE HA KPUTEPUUTE NPU NPOBEXAAHE HA JIEYEHUE HA BOJHU C TEXKA
NEPCUCTUPALLA ANEPIT'M4YHA ACTMA C OMALIZUMAB
[Ume: ... A L N S O O G
3abenexka: meouyuHckama 0okymeHmauyusi, ydocmosepsieauja 6Ceku om Kpumepuume € focoveHa ¢ yugppa 6 UHOEKC U 3a0biKUMenHo
npudpynasa HaCMOSU,OMO NPUNOKEHUE
A. KPUTEPWUMU 3a 3anoyBaHe Ha MbpBMU LWECTMECeYeH KYPC (3aAbIMKUTENTHO € HaNUYMeTo Ha BCUYKMU KpUTepun)

Texka, nepcucTvpalla anepruyHa actMa npu Hanu4me Ha:
1 *  MOCTOSIHHW HEBHW CUMNTOMM
®  YECTW HOLHU CUMNTOMN
*  exepHeBHa Hyxaa oT GbpaoaeiicTaly Ba.aroHucTy '
o | Hanoxuna ce xocnuTanusauws unu BM3WTa B CrewWeH LEHTbP MOPaau Texka eksauepbaums
npes nocneaHute 6 Meceua
3 Peayunpana 6Genoppo6Ha cyHkuua — copcupan ekcnupatopeH obem (PEO1) < 60% ot
npeasuaeHus
4 MonoxuTteneH KoxeH TecT wu/unu nonoxurteneH in vitro Tect (cneuncdpuynu IgE KbM
LenoroAuWHM aneprenm) *
5 BUCOKO HMBO Ha ToTaneH cepymet IgE > 30 IU/ml °
(21/12/2010 Xolair-EMEA H-C-000606 IG 0032 G, Product Information)
6 Mpuem Ha BUCOKa AHEBHA [03a MWHXaNaTopHW KopTtukoctepouamn (1000 pg beclomethasone
dipropionate/ OH. unu exeusanexm) (cbo6pasko GINA u BbzapcKusi HauuoHaeH KoHceHcyc) ©
7 | Nlunca Ha uskniouBawm kputepuu no 1. B i
' cuMNTOMUTE U AHEBHUTE HyxAM OT Gbp3oAeiCTBALLM B2-aroHNCTM Ce onvceaT B amBynaTopHUA NUCT/ eTanHaTa enukpusa
% enukpusa ¢ Homep N3 unu MeANLNHCKN 4OKYMEHT, YAOCTOBEPABALY OCLLECTBEHA CEeLHa BU3uTa
* noaneyaraxo u 3aBepeHo Konue Ha U 3a hyHKUNOHANHO U3cneABaHe Ha AULIaHEeTO
1 OUEeHKa OT aneprosior ¢ NPUNOXeHo NoAnNevYaTaHo U 3aBepeHo Konue OT uicneasaHe B anepronorniHa naﬁoparopvm
: opuruHanHa nabopartopHa GnatHka unu noanevaTaHo 1 3aBepeHo konue

KOnue OT PeLienTypHa KHIKKA Ha GONHUA UM 0TpaseH hapmMakonoruyeH MapLupyT B €TanHa enukpuaa

YAOCTOBEpSIBA Ce C NOANUC HA CNeLMancTa B NPUNOKEHUe 1 Ha HacToALIMTE U3NCKBAHUA

MpK HanU4Me Ha XOCMUTANMU3aLWsA, 3aAbLIKUTENHO Ce NPeACTaBs enukpu3a OT CTALMOHAPHO neveHue, C AABHOCT He noseye ot 6
Meceua 40 AaraTa Ha KaHauAATCTBaHe.

5. KPUTEPWUU 3a npoabimkaBaHe Ha TepanusiTa (3agb/DKMTENHO @ Hanu4MeTo Ha BCUYKN KpUTepum)
PeayuupaHe Ha TeXecTTa Ha KIMHUYHaTa CUMNTOMaTUKa NO OTHOLLEHME Ha

*  AHEBHW CUMNTOMU

*  HOLIHM CUMNTOMM

= HamaneHa Wi NMNcBalLa eXeaHeBHa Hyxaa oT Gbp3oaencTaaly B,. aronucTy |

Jlunca Ha HeOBXOAMMOCT OT CUCTEMHA KOPTUKOCTEPOMAHA Tepanis BB BUCOKM A03M '
Jvnca Ha ek3auepBaumy 1 XOCNMTaNM3a3nm Npe3s nocneaHuTe 3 Meceua
Mopo6pera Genoapobha cyHkums *

Junca Ha CTpaHNYHM edhekTi 1 M3KMIoYBaLLM KpuTepum no T.B *
CAMNTOMUTE W AHEBHUTE HYXKAMN OT BBp3oAencTBaLYM B2-aroHUCTH ce onuceat B amGynaTopHus NUCT/ eTanHaTa enukpuaa; 3afbIKNUTENHoO
ce npunara u au6yna1'opnml JIACT UK ce oTpassiea B €TanHara envkpusa nperneja Ha 16-Ta cepmuUa OT 3anoyBaHe Ha neyeHneTo
aMGynaTopeH nucr / etanka €nuKpu3a oT nperneaa npu cneunanucrt ¢ otpaseHa e¢ex'manocr NO nokasarenu oT NpunaraHoTo nevyeHne
noagnevyaraHo v 3aBepeHo konue Ha QHLI.I 3a q;ynxumouanno un3cneapsaHe Ha AvWaHeTo

YAOCTOBEpSsiBa Ce C NOANUC Ha cneuuannucra B NpunoxexHue 1 Ha HACTOALYUTE UIUCKBAHUA

o || N

2
3
4

B. U3KNIOYBALLM KPUTEPUN

1. BpeMEHHOCT U KbpMeHe

2. Jlnya noa 12 roavwHa Bb3pacT

3. Jleka n cpegHOTEXKa NepcucTUpalla actMa

4. HTepMUTEeHTHa acTMa

5. HeanepruyHa actma

6. CuctemHu aBToUMyHHU 3abonsBaHus

7. XunepumyHornobynus E cuHapom

8. YBpeaena yepHoapobHa n 6b0peyHa yHKUmMA (npunara ce nacneaBaHe Ha ypes, KpeaTuHWH 1 TpaHcamuHasn)
9. Jlunca Ha nosnussaHe cnep 16 ceaMUYHO neveHne

10.MpekbcBaHe Ha TepanuaTa no BuHa Ha GonHua 3a nepnog oT noseve ot 3 meceua
11.TioTioHoNywWweHe

OTroBaps Ha KpUTEpUUTE 3a NneyeHue ¢ B AHeBHa no3a

nognuc Ha cneuyuanucra:..
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JNUCT 3A ONPEAENAHE HA KPUTEPUUTE NPU NPOBEXOAHE HA NEYEHUE HA BOJTHU C TEXKA
MEPCUCTUPALLIA ANEPTUYHA ACTMA C OMALIZUMAB

[Wwe: 51 57T R - O N T O ) O O IO

3abenexka: npunoxeHuemo ce rnorbriea om crneyuasuiupaHa KOMucus npu sanoyearHe Ha e4yeHuemo u npu 03daeaHe Ha eceku cnedeawy
npomokon

HAYAIO HA NEYEHUETO U3XOIHA OLIEHKA
PDEO1
ExeaHesHa Hyxaa oT Gbp3aoaeicTeaium f; - aroHnCcTH

| ExaaLiepbaunn (6poil CRELHi BUSMTY 1 XoCUTanu3auuy 3a 6 Meceua)

[losa KC

MBbPBAOLIEHKA HA 16-TA

CE[IMMLIA 1 PV 3ATIOYBAHE QR OAHA OLEHKA

HA BTOPM LUECTMECEYEH g

KYPC HamaneHa unu nunceaua exeaHesHa Hyxaa ot 6bpaogeicTeawm B, -
aroHucTH
Exsauepbauuu (6poit CneLHn BU3UTy\  xocnutanuaauvm 3a 6 meceua)
Hosa KC

NMPOIBLIKABAHE HA e OLEHA

NEYEHUETO CNEQ NBbPBATA SEO1

rOAUHA
Hamanena unu nuncsauja exeaHeBHa Hyxaa ot 6bpsoaeilcTeawm B -
aroHucTH
Ek3auep6auuv (6poit cnewHn BU3UTH 1 XocnuTtanusauyuv 3a 6 meceua)
fosa KC
Ha Ga3ara Ha cpaBHUTENHA OLEHKa Ha BCEKM fokasarten cneywanuaupaHara Komucus odopms
oueHka 3a epekT no npunoxexara ckana.
JleyeHuemo npodbrxaea camo Npu OYeHKa , omauyeH omaoeop”.

Ckana 3a oueHKa Ha TepaneBTUYHaTa eheKTUBHOCT

OTNIUYEH OTroBOpP .qoﬁpo NoBnUsiBaHe Ha BCUYKW NokasaTenu u kputepuure no 1.6 Ha npunoxenve 1
ymepeH 0TroBop cnabo noenuaBaHe Ha OTAENHUTE NokasaTenu

now otrosop nuncear NpoMeHu B nokasarenure

BrowasaHe

.
&
b W3NCKBAHUA HA H30K NPU NIEYEHUE HA BOJIHU C TEXKKA MEPCUCTUPALLA ANEPTMYHA ACTMA C OMALIZUMAB B
N3BBHBOJIHUYHATA NMOMOLL, - 8 cuna ot 1 asryct 2014 ropguHa
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. NEYEBHO-AWATHOCTUYEH ANFTOPUTBM

1. NEKAPCTBEHM NPOAYKTW, Bkntoyenu B NMpunoxenue 1 Ha NINC, kouto H30K 3annawa B cLoTBETCTBUE
C AeiCTBaWMTE HOPMATUBHU JOKYMEHTH.

2. DO3WPAHE: CernacHo kpaTtkaTa xapakTepucTika Ha nekapcTBeHWs NPoAyKT, noaxoasiiaTta Ao3a W Yectota ce
onpegensi OT W3xoAHOTO HuBO Ha IgE (IU/ml), nuamepeHo npeaw 3anoysaHe Ha NEYEHWETOo, U TeNecHoTo Terno
(kg). NaumeHTnTe, YUNTO M3XOAHW HUBA Ha IgE unu TenecHo Terno B kg ca M3BBLH rpaHuumMTe Ha Tabnuuara 3a
AoauTe, He TpsiGBa Aa nonyyaear nekapcTeBeHNs NpoaykT. OnpeaensHeTo Ha Ao3aTa 3a BTOpU WecTMeceyeH Kype
Ha nieyeHne ce ocHoBaBa Ha cepymHuTe HuBa Ha IgE, nony4eHn npu NbpBoHaYanHoTo onpeaensHe Ha go3ara.

3abenexka: llekapcTBEHUAT NPOAYKT CreaBa Aa ce Npunara oT MeAULMHCKM Creumanwct.

Tadamna 1: Tpemuncansane o7 303 kast 6poit ranomn, Spoi mEARKnNR 1 030 DEXEKTHDIR Trbamns 3 IPIIATANE Mo BCEKIE S CETMILLL dore 1 Xelss (snmmrpass 2s sov.
066 32 BRX0 OpRTATIRE

Tesecws rorse g

Tl Gpigmom  Gedmawos O b u) Wy lotess a0 mse o sose e ros
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2A HE CE OPMLIATA - mencest sami, 38

*1,2 = wenctasen s oo s s (Kot 150.g) o = ” A oo s

e 28 ce 2300218 0§ d ot 190 g Gasons. g

3abenexxa: 16 cedmuyu cned sanoyeare Ha

‘Tabanus 2: TIPILTATAKE HA BCEKI 4 CEIMITIUL Josm wa Xolair (wnanrpssa wa 3033),

neveHuemo nayueHmume mpsbea 0a 6vdam DPRTCARD Ype) e 0ANS BIAKTTA K3 BCORE 4 CoTER
npeanedaHu Om neKkaps UM 3a OUeHKa Ha e
eghekmueHocmma Ha neveHuemo npedu da vy
ce npunazam  nO-HamambWHU UHXEKUUU. i s
Pq”w mhm' nieqyeHuem (U ml) 20:25  525-30 3040 40-50 5060 €0-70 7080 8090 128 150
Ge:ed”aw oa o iy a aa” C: 230-100 " " ” 150 [t 150 1% 1% 300 300
el o 4 100-200 %0 1% 300 30 300 300 300

Habmiodaea 3HayumenHo nodobpeHue Ha

1200-300 150 150 300 0

UANoCMHUS KOHMPOI Ha acmmama. 200400 s 0

MPU  NUNCA  HA  MOBMMABAHE o] N T e s

CMELIMATIU3MPAHATA KOMMCHS e |

YBE[JOMABA HE3ABABHO KOMWCUATA

MO 4n.78, T.2 B UY HA H3OK.

3. NPOCNEAABAHE
NPEAN 3A

SAOBIMKUTENHU NOKASATENWN U U3CNEABAHUA 3AMOYBAHE* NPOIBIKABAHE
= Terno 4 v
= _ HuBO TOTaneH IgE v
+ KK ¢ AKK % %
= ASAT, ALAT v
*  ypes, KpeaTuHUH 4
*

onuceat ce B ambBynaTtopHUs NUCT Ha GONMHMA M Ce NpUnaraT 3aBepeHn KOMWs OT OpUrMHanHWTe GnaHku (Npu Hanuuue Ha
XOCMUTANU3aUmMs ¢ AABHOCT A0 1 Mecel| NPean KaHAWAATCTBAHeTO Ce NpUnara 3aBepeHo Konue OT enukpuaa ¢ Homep U3)

.
2
b N3UCKBAHUA HA H30K MPU NEYEHWE HA BONHWN C TEXXKA NEPCUCTUPALLA ANEPTMYHA ACTMA C OMALIZUMAB
B U3BBbHBOJIHUYHATA NMOMOLL - B cuna ot 1 aeryct 2014 roguHa
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1. Bb3pacToBaTa rpaHuua ce M34nucnsisa B HaBbPLUEHU FOAUHU - T.€. BKMIOYUTENHO KbM AataTa Ha u3jasaHe Ha npoTokona ot
cneuuanuaupasaTa KOMUCHS.

2. Mpu HasHayaBaHe Ha Tepanus No NPOTOKON 3aAbIKUTENHO ce CbobpassBaT Bb3PACTOBUTE OrPaHWYEHUs, CbINacHo KpaTtkata
xapakTepucTuka Ha CbOTBETHUA NekapCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3J1MXM.

3. H30K He 3annatya ne4Yenve n3BbH ykasaHata Bb3pacToBa rpaHuLa B kpatkarta xapakTepucTuka Ha NpoaykTa.

4. H30K He 3annauya neyexve ¢ 403K Haj MaKCUMAanHo paspelueHuTe no KpaTka xapakTepucTuka Ha NnpoaykTa.

5. B cnyyail Ha HacTbnuna Noao3npaHa HexenaHa nekapcTeeHa peakuws, nekapat yseaomssa WAJ no peaa Ha un. 183 ot 3/IMXM.
Konue ot cbobLieHneTo ce npunara kbM MeauumHckaTa gokymeHTauus Ha 30J1 npu kaHanaaTcTBaHe 3a nevexue.

6. MPU CMELUMNAIIUCTA, cbrn. un. 158 B, 7. 1 ot HP[] 3a meauumHckuTe genHocti 2014 r. (o6H. B 6p. 3 or 10.01.2014 r.), Ha
30/1, Ha KOWTO Ca U3JaBaHM NPOTOKONM NO pefa Ha HACTOSALMUTE U3UCKBAHWUA, CreaBa Aa ce Npunarat BCMYKU Heobxoaummn
AOKYMEHTH KaTo: amBynatopHuTe NUCTOBE OT M3BbPLUEHUTE Nperneaun, BTOPUAT eK3eMNNAp OT u3aaaeHnuTe NpoTOKONM, KOnus ot
enuKpU3N, eKCrepTHU CTaHOoBMULLA W APYrM AOKYMEHTW, KOUTO Ca OCHOBaHUE 3@ W3jaBaHe Ha NpOTOKON, BCWUYKM M3NCKBALLW ce
u3CneaBaHus, KonWe OT NpUNoXeHue 1 Ha HACTOAWMTE M3NCKBAHUA MOMBLIIHEHO NO CLOTBETHAaTa TOYKa, MNOANUCAHO OT
cneywanucra, u3aan npotokona.

KOMUCHUATA, nspana npotokona Ha 30J1, cbxpaHsBa BTOPU €K3eMNNsip Ha NPOTOKOMNa U BCUMUYKM HeO6X0AUMMU AOKYMEHTU
3a U3naBaHeTo My.

Hacmoswume u3uckeaHus ca paapabomeHu Ha ocHogaHue 4n. 56 om HayuoHaneH pamkos 002080p 3a MeduyuHckume deliHocmu
3a 2014 200uHa (06H., [B, 6p. 3 om 10.01.2014 2.) u enuzam & cuna om 1 aezycm 2014 2., ceenacHo y4n. 10 Ha Hapedba Ne 10
om 24 mapm 2009 2. 3a ycnosusima u peda 3a 3annawaHe Ha nekapcmeHu npodykmu o yn. 262, an. 6, m. 1 om 3akoHa 3a
nekapcmeexume rpodykmu e XxymMaHHama MeduyuHa, Ha MeOUUUHCKU u3denus u UemuYHU XpaHu 3a cneyuanHu MeoduyUHCKU uenu
(06H., OB, 6p. 31 om 2007 e.).

Hat
o WN3NCKBAHUA HA H3OK MPU NIEYEHUE HA BOJTHU C TEXXKA MEPCUCTUPALLIA ANEPTMYHA ACTMA C OMALIZUMAB B
N3BBHBEONIHUYHATA MOMOLL, - B cuna ot 1 aBryct 2014 roguna
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DEKNAPALNA 3A UHOOPMUPAHO CBIMMACUE C USUCKBAHUATA 3A 3ANOYBAHE/ NPOABINKABAHE
HA NEYEHUWETO C NEKAPCTBEHUA NPOAYKT

criep Kkato Ce 3anosHax C uAnata MW npejocTaBeHa MHOpMauUMs M LenTa Ha fleYeHMeTo C  NekapcTBeHus
PO AYKT S tvdtsnsnescssisssssssossassrssssasssssssrsssssnssssssssasnenssssanon W CMeA Kato nonyuux W3YepnaTtenHu OTrOBOPW Ha
NOCTaBEHUTE OT MEH BbIPOCH, AEKNApUpam ye:

1. Lle cnassam npenopbyaHaTta MM Cxema Ha NedeHne U NepUOANYHOCT Ha KOHTPOMHUTE Nperneau.

2. PepoBHO Le ce sSBsiBaM Ha KOHTPOMHK NPErnean 1 HAMa 4a NPOMEHSIM CaMOBOSTHO UMK NOA APYro BHYLIeHWe
HasHayeHaTta My Tepanus.

3. Tpu npeycraHoBsiBaHe Ha NEYEHUETO MO NPUYUHI, HENPON3TUYALLN OT peleHneTo Ha KomucnsTa 3a ekcnepTuan B
P30K u/mnu Komucusita no un. 78, 1.2 ot 330, we yegoms He3aBaBHO nuunus cu nekap u P3OK u we sbpHa B
30K nocneaHusi NPOTOKOA, Mo KOUTO CbM ronyyasan/a nekapcTBeHIst NPoAyKT.

4. Tpu HecnassaHe Ha NOCOYEHUTE YCIOBUS NEYEHNETO MU C YNOMEHATUS NekapcTBeH NpoaykT we Gbae npekpaTeHo
W HAMa ga umam npeteHumn kem H30K.

fara.......

.
% W3UCKBAHWUA HA H3OK NPU NEYEHUE HA BONHWN C TEXXKA MEPCUCTUPALLIA ANEPTUYHA ACTMA C OMALIZUMAB B
WN3BBHBOJIHUYHATA MOMOLL — B cuna ot 1 aBryct 2014 roguna





