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[image: image2.jpg]U3UCKBAHUA HA H30K
NPU U3OABAHE HA MPOTOKONW 3A MPOBEXAAHE HA NEYEHUE HA BOJIHM C TEXKA
NEPCUCTUPALLA ANEPTMYHA ACTMA C OMALIZUMAB

npOTOKOITbT ce usaasa OT crneuuanucTu ¢ Kofgose Ha cneuyuanHocTu 02 — KNUHUYHA anepronorus, 33 - knNUHM4HA
anepronorusi U AeTcku Gonectu, paboTewm no Aorosop ¢ H30K, ekcnepTHOTO CTaHOBMLE ce u3gasa oT Cneunanusvpana
KOMUCUA B nevebHMU 3aBeneHusi, cknioumnu aorosop ¢ H30K. CrneunanuavupaHuTe KOMUCUM Ce Cb3faBaT CbC 3anose Ha
nvpekTopa Ha J13 — YMBAJT “Anekcaroposcka” EAL, ep. Cogpusi u YMBAIT [-p I". Cmpatcku® EAL, 2p. lneeeH.

l. PE[] 3A 3ABEPSABAHE HA MPOTOKOJNUTE

I'Ipmoxonw 3a 3ano4yBaHe Ha TepanusaTa
MpoToKoNU NpoAbIMKaBaHe Ha TepanusATa cnea 6 meceua

CneunanucT, CKioumn »| = MonbnHeHo 1 NoANMCaHo NpUroxeHue 1 — NIUCT 3a onpeaensiHe Ha kpuTepuuTe (MO T.
porosop ¢ H30K A) c BCUYKM HeobxoauMK nacneasaHns

= AMGynaTopeH nucTt/eTanHa enuKpu3a OT NocneaHNs Npernes C NPUNoXeHU BCUUKN
HeoBX0AMMM NoKasaTenu u U3cneaBaHusi No NpunoxexHue 2

= “lpoTokon 3a npeanucsaHe Ha nekapcrtea, sannawandn ot H30OK/P30OK” — obp. M3

H30K
= EKCNEpPTHO CTAHOBWIIE C $CHA MeAWUUMHCKa MOTMBaUMA (3aAblXWTENHO ce
cnetinanusypana P oTbens3ea nunca Ha U3KNioYBaLLM KpuTepumn)
Kommcas = MonbnHEHo 1 NoanucaHo npunoxexue 1A
= “lpoTokon 3a npeanuceaHe Ha nekapctea, 3annawauu ot H3OK/P3OK” — o6p. M3
/ H3O0K (noanucaH oT YneHoBeTe Ha koMucuaTa)
Komucus no un.78, 1.2 | 3aBepka Ha
ot 330 B LlY Ha H30K npotokona B P30K

MpoTOKONM 3a NOPEeAHO NPOALINKaBaHe Ha TepanusiTa cned 1 roauHa B yTBbpAeHaTa Aosa

= [onbAHEHO W NOANUCAHO NpuUnoXeHue 1 — NUCT 3a onpeaensHe Ha kpuTepuute (No
7.B) ¢ Bcuuku Heobxoanmmn nscneasaHus

cneumanucT, ckoumnn = AMGynaTopeH nuct/eTanHa enukpu3a oT NOCNeAHUs Npernes C NpUoXeHu BCUHKN
noroeop ¢ H30K HeobX0ANMU nokasaTenu 1 n3cneaBaHus no Npunoxexue 2
= “lpoToKon 3a npeanucsaHe Ha nekapcTtea, 3annaiwann ot H30K/P3OK” — obp. M3
H30K
cneuvannaupana = EKCNEepTHO CTaHOBMIE C siCHA MeAuuUMHCKa MOTUBaUMsA (3a4biDKUTENHO ce

oTBens3asa nunca Ha U3KINIYBaLLM Kputepum)

= [loNbLAIHEHO U NOANMUCAHO npunoxexue 1A

= “lpoToKoN 3a NpeAnucBaHe Ha nekapcTea, sannaujaxu ot H3OK/P3OK” — obp. M3
3aBepka Ha NPoToKona / H30K (nognucaH oT uneHoBeTe Ha KoMUCUATa)

B P3OK

Kkomucusa

1. OBLUM MOJNTIOXKEHUA

1. 30N nopaBa noaroTeeHuTe AoKymeHTH B P3OK, Ha TeputopusiTa Ha KOsiTO e Hanpasuno uibop Ha OMI. [lokymeHTuTe
BKIIOYBAT:

1.1 3asBneHue o [upektopa Ha P3OK.

1.2 MonmbAHeHo M noanucaHo npunoxenue 1. Monbnea ce Mo CbOTBETHATA TOUKA M Ce npunara oTpaseHata B LMPPOB MHAEKC
MeanuMHCKa JOKYMEHTaLMsI, ya0CcToBepABalLa BCeKU eauH OT KputepuuTe.

1.3 MonbnHeHo M noanucaHo npunoxeHue 1A. MMpu NPOTOKONMM 3a NpoAbIKaBaHe Ha IIEYEHWETO Ce 0TpassBaT AaHHWUTe OT
n3xogHaTa oLeHKa v oueHkaTa Ha 16-Ta ceamuua, KakTo 1 akTyanHaTta oueHka Ha nokasaTenure.

1.4 MbnHUAT HaBop MacneaBaHus (HU3MKaNHU, MHCTPYMEHTamNHU 1 NaBopaTopHu), OTPa3eH B Npurnoxexue 2.

1.5 “lpotokon 3a npeanucBaHe Ha nekapcTBa, 3annawann ot H3OK/P30OK' - 06p.M3-H3OK, wspapeH ot nekaps
cneuuanucT, pabotew no gorosop ¢ H30OK. Mpunara ce opuriHan Ha NpoTokona, a Npu KaHAuAaTCTBaHe 3a NpoAbkasaHe Ha
TepanuaTa ce NpeACTaBsi OPUrMHan Ha NPeAXoAHUA NPOTOKON C OTPA3EHN BCUYKWN HA3HAYEHWS MO Hero.

1.6 [eknapauusi 3a UHcpopMmMpaHo cbriacue no obpasey (npunoxexue 3).

2. P30K npuema aokymMeHTUTe No T. 1 crep cnpaska OTHOCHO 3APaBHOOCUTypUTenHus cTaTtyc Ha 30J1.

3. MbpBUAT M BCEKU crieABaly NPOTOKON ce u3gasar 3a nepuoA Ao 180 AHu.

MPOABIIKABAHE HA TEPAIUSITA CE OCBLYECTBSIBA CAMO IMPU OLEHKA ,,OTJIMYEH E®EKT” CbITIACHO
AJIFTOPUTBMA 3A OLJEHKA HA TEPANEBTUYHATA E®EKTUBHOCT (MPUITOXXEHUE 1A).

Hat
“
& U3MCKBAHUA HA H30K NPU NIEYEHVE HA BONHMN C TEXXKA NMEPCUCTUPALLA ANIEPTUYHA ACTMA C OMALIZUMAB B
U3BBHBOJIHUYHATA MOMOLL, - B cuna ot 1 toHn 2016 roguHa
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TIUCT 3A OMNPEAENAHE HA KPUTEPUUTE NPU NPOBEXAAHE HA NNEYEHUE HA BOJTHU C TEXKA
NEPCUCTUPALLIA ANIEPTUYHA ACTMA C OMALIZUMAB

Wwe: [eri] [ [ [ [ [ [ |

[
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3abenexka: MeOuLUHCKama OOKyMeHmauyusi, y0ocmoeepsiealya 6Ceku om Kpumepuume e rocoyeHa ¢ yugpa 6 UHOEKC U 3a0b/KUMenHo

npudpynaea HaCMOSULOMO NPUSTONKEHUE

A. KPUTEPUM 3a 3anoyBaHe Ha MbpBU WECTMECeYeH KYpPC (3aABL/MKUTENTHO € HaNMYMeTo Ha BCUYKU KpuTepum)

Texka, nepcucTupalya anepruiHa actma rnpu Hanuyue Ha:

1 *  MOCTOSIHHU AHEBHW CUMNTOMU

e YEeCT! HOLWHW CMMNTOMU

= exeaHeBHa Hyxaa oT 6bpaoaencTBalyn B2.aroOHCTL !

2 Hanoxwuna ce xocnuranusauusi UNM BUM3WTa B CreleH UeHTbpP nopagu Texka exaauepﬁauuﬂ
npes nocnegHurte 6 meceua

3 Pepyuupana 6Genoppo6Ha ¢yHkuus — opcupaH ekcnupatopeH obem (®EO1) < 60% ot
npeasuaeHus g

4 MonoxurteneH KoxeH rsc'r wiunu nonoxuteneH in vitro Tect (cneuudmynn IgE kBM
UenoroAullHU aneprexu)

Bucoko HMBO Ha ToTaneH cepymen IgE > 30 IU/ml
(21/12/2010 Xolair-EMEA H-C-000606 IG 0032 G, Product Information)

Mpuvem Ha BMCOKA [AHEBHA [03a WHXanaTopHW KopTukoctepouau (1000 pg beclomethasone
dipropionate/ 0. unu exeusaneHm) (cbobpasHo GINA u bbrizapckusi HayuOHaNeH KOHCEeHCyc) °

Junca Ha u3kniouBalwym kputepum no 7. B/

CUMNTOMUTE W AHEBHUTE HYXAM OT Gbp30AEiCTBALLN B2-arOHUCTH Ce OnUCBaT B aMByNnaToOPHUA NUCT/ eTanHaTa envkpusa
enukpusa c Homep M3 unn MeaULIMHCKI A0KYMEHT, YA0CTOBEPABALL OCLLIECTBEHA CNelHa BU3uTa

noAneyaTaHo 1 3aBepeHo Konue Ha il 3a (hyHKUMOHAmNHO U3cneABaHe Ha ANLIAHeTo

OLEeHKa OT anepronor ¢ NPUNOXKEHO NOANEYATAaHO U 3aBEPEHO KONUE OT U3CNeABaHe B anepronorniHa naboparopus
opuruHanta nabopatopHa GnaHka Unu NoAneyaTaHo U 3aBepeHo konue

KONMe OT peLenTypHa KHIKKa Ha GonHNsi Unn oTpaseH hapMakonoriieH MapLupyT B ETanHa enukpusa

YAOCTOBEPsiBa Ce C NOANMUC Ha CeLManicTa B NPUNoXKeH!e 1 Ha HaCTOALLMTE U3NCKBAHNS

~ooasruna=N| OO

Mpu Hanuuyme Ha xocnuTanu3auus, 3aabiMKUTENHO Ce NPeACTaBsA enukpu3a oT CTauMOHapHO nevyeHue, C AAaBHOCT He noseve OT 6

Meceua Ao AaTaTa Ha KaHauAATCTBaHe.

5. KPUTEPUU 3a npoabimkaBaHe Ha Tepanusita (3aAb/DKUTENHO € HAaNMYMeTO Ha BCUYKU KpUTepun)

PeAyuupaHe Ha TexecTra Ha KNHU4YHaTa CMMNToMaTuka rno OTHOLLEHUE Ha
1 *  [AHEBHM CUMNTOMM
" HOLUYHW CUMNTOMU
= HamarneHa v NUncealya eXeaHeBHa Hyxaa oT 6bp3oaeicTsalum Bz aroHmcti '

Jlunca Ha He06X0AMMOCT OT CUCTEMHA KOPTUKOCTEPOMAHA Tepanus BbB BUCOKM 403U !

Jlunca Ha ek3auepbauum u xocnuTanuaasum npes nocnegHute 3 meceua g

MNono6peHa GenoapobHa dyHkums *

oW N

Jlunca Ha cTpaHuyHM edeKT 1 3KNIYBaLLy KpuTepun no T.B *

CUMNTOMUTE W AHEBHUTE HYXAN OT GBP30AEACTBALLYN B2-arOHUCTH Ce ONUCBAT B aMOYNATOPHUS IUCT/ ETaNHATa eNUKPU3a; 334 bIKUTENHO

Zce npunara u aMGynaTopnvm NUCT WK ce OTpassBa B eTanHaTta enukpusa nperneaa Ha 16-Ta cepmuLa OT 3anoyBaHe Ha neveHneTo

® noaneyaTaHo v 3aBEPEHO KONWe Ha (ULl 3a (hYHKLMOHANHO M3CNEeABaHE Ha AMLIAHETO
* yaoctosepsisa ce € NOANWUC Ha CMELMANNCTa B NPUNOKEHWE 1 Ha HACTOSLYUTE M3MCKBAHUS

B. U3KIMIOYBALLU KPUTEPUU

. BpemeHHOCT 1 KbpMeHe

. Jluua noa 12 ropuuHa Bb3pacT

. Jleka u cpegHoTeXKa nepcucTupala actMa
. UHTepmuteHTHa actma

Heanepruyna actma

. CUCTEMHM aBTOMMYHHM 3abonaBaHnsa
XunepumyHornobynuH E cunapom

OCONDNAWN=

. Jlunca Ha nosnusisaHe cnep 16 ceaMUYHO neyexne
10.MpgkbeBane Ha TepanuaTa no BUHA Ha GonHus 3a Nepuoa oT noseve oT 3 meceua
11.TioTioHONyLWEHe

O'rroaapﬁ Ha KpuTepuuTe 3a fneveHue ¢ B AHeBHa Oo3a

Fisd
&' UINCKBAHIUA HA H3OK MIPY SIEYEHUE HA BOSIHU C TEXKA MEPCUCTUPALLA AEPTIAYHA ACTMA C OMALIZUMAB B

U3BBHBOJIHWYHATA NMOMOLL, - B cuna ot 1 toHn 2016 roauHa

YBpeaeHa yepHoapobHa 1 6bOpeyHa yHKUMs (Npunara ce nacneaBaHe Ha ypesi, KpeaTuHUH 1 TpaHCaMUHa3w)

aMGynaTopeH nuct / etanHa enukpusa oT nperneaa npu cneynanuct C otpaseHa edeKTUBHOCT No nokasarenu ot npunaraHoTo neyeHne
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JINCT 3A ONPENENAHE HA KPUTEPUUTE MPU NPOBEXOAHE HA NEYEHUE HA BOJTHU C TEXKA
NEPCUCTUPALLIA ANEPTUYHA ACTMA C OMALIZUMAB

[Awe: [erH] [ [ [ [ [ [ [ [ T |

3abenexka: NpUnoXeHuemo ce rornbsiea om crneyuanui3upaHa KOMUCUs Npu 3arnovyeaHe Ha ie4yeHuemo u npu u3daeaHe Ha eceku cneodeau
npomoxos

HAYANO HA NEYEHUETO
N3XOOHA OLIEHKA
®EO1
ExeaHeBHa Hy¥aa oT Gbp3oaencTealum B, - aroHUCT
Eksauep6auun (Gpoil CnetuHn BU3nUTY 1 xocnuTanuaauum 3a 6 meceua)
Nosa KC
NbPBA OLEHKA HA 16-TA
CE[IMMLIA U MPY 3ANOYBAHE o (HXONHA OLEHIA
HA BTOPM LUECTMECEYEH £
KYPC HamaneHa unu nuncealla exeaHeBHa Hyxaa ot 6bp3ogeicTsawm o -
aroHMCTU
Ekaauep6auum (6poi CneLuHn BU3NTKM 1 XocnuTanusauum 3a 6 meceua)
Hosa KC
WU3XO0, EHKA
NPOMTBIKABAHE HA A Od
NEYEHUETO CIEA MbPBATA DEOT
rOAuHA
HamaneHa unu nuncealla exeaHeBHa Hyxaa ot Gbp3ojeicteawm B -
aroHncTH
Ek3auep6auuu (6poit CneLuHn BU3NTK 1 XocnuTanusauuu 3a 6 meceua)
[Nosa KC
Ha 6a3ara Ha cpaBHMTENHa OUeHKa Ha BCeKn nokasaren cneuvanusvpaxara Kkomucus opopms
oueHka 3a edekT no npunoxeHara ckana.
JleyeHuemo npodbnxkaea camo Npu OYeHKa ,, omauyeH omaoeop”.

Ckana 3a OLeHKa Ha TepaneBTUYHaTa eheKTMBHOCT

OT/NIUYEeH OTroBop A06po NoBnusiBaHe Ha BCUYKM MokasaTenu u kputepuure no 7.6 Ha npunoxenve 1
ymepeH oTrosop cnabo nosnusiBaHe Ha OTAENHUTE nokasarenu

now oTtrosop nuncear NpoOMEeHK B nokasarenure

BrowasaHe

NOANUC HA YNeHoBeTe Ha CNeLManu3nPaHa KOMMCUS . ...

Hat
u VU3UCKBAHUA HA H30K MPU NIEYEHUE HA BOJIHN C TEXXKA NEPCUCTUPALLA ANEPTUYHA ACTMA C OMALIZUMAB B
N3BBHBEONIHUYHATA NOMOLL, - B cuna ot 1 1oHn 2016 roanHa




[image: image5.jpg]NPUNOXEHUE 2
l. JNEYEBHO-AUATHOCTUYEH ANITOPUTBM

1. JIEKAPCTBEHMW NPOAYKTWU, Bknioyenu B Mpunoxenue 1 Ha MNC, kouto H30K 3annawa B cboTBeTCTBUE
C AercTBaWmMTe HOPMATUBHU OKYMEHTH.

2. [OO3WUPAHE: CbrnacHo kpaTtkaTta xapakTepucTuka Ha nekapcTBEHUs NpOAYKT, NoaxoasuiaTta Ao3a u YectoTa ce
onpegens oT U3xogHoTo HUBO Ha IgE (IU/ml), nuamepeHo npeau 3anoysaHe Ha feYEHUETO, W TENECHOTO Terno
(kg). MaumreHTUTe, YUUTO U3XOAHM HUBA Ha IgE unu TenecHo Terno B kg ca M3BBLH rpaHuuMTE Ha Tabnuuata 3a
noaute, He TpsibBa Aa nofy4asar nekapcTBeHusi npoAykT. OnpeAensHeTo Ha Jo3aTta 3a BTOPU LWECTMeCeyeH Kype
Ha NneYeHue ce OCHOBaBa Ha CepyMHUTE HUBa Ha IgE, nonyyeHu npu nbpeoHaYanHoTo onpeaensHe Ha aosara.

3abenexka: l'lexapcmeumn' NPoAyKT crieasa Aa ce npunara or MeAUUUMHCKK cneuuanucr.

Tadmna 1: TpemencInaane o7 3033 k3t époil §1aR0NE, GPoil DEASKNE § 09 DEAEKTUPIE ik o BHUSAAME RA BCXRIE | CREMILIL Juva e Kalol Gomearpsin s s
0663 32 BCAXO DPIIArABE

R

Thsaams

Tonamg)  Spo damome Spoll maerT Ofm imAesrupas ode ()
Zme' 190mg
T

o0

3035 3530 040 w090 060 607 7030 ~s0s0 33t

TIMTAT AWE FA BCENT 4 CEDGII!
B TABTWA 2

75

150
25
300
375
450
525
600
40,6 ml = xascieanes noTywex obex K2 dasmos (Xolasr 75 ).

*1,2 1l = wncuanen noyaes oden B ko (Nolair 150 mg)
e 23 ce maomsa 0.6 ol o7 150 mg Grasons.
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3abenexka: 16 cedmuyu cried 3arnodysaHe Ha
Tabamua 2 MIPILTATAKE HA BCEKIL 4 CEXIMIIIIL Jovm wa Xolair (Maarpana wa 3034),

neyeHuemo nayueHmume mpsibea da 6vdam OPHIIAND YPe) TOILOANA DA PMTEN K BCeRE 4 CoINTER
npeznedaHu Om fleKaps UM 3a OueHka Ha
Tesecmo rerae (ig)

egpekmusHoCcmMMa Ha nedyeHuemo npedu Oa vy
ce npunazam  MO-HAMamMbWHU UHXEKUUU. -
Peweruemo Oa ce npodb/iku neyeHuemo gumh 000 0048 20000, 2009 0000 26009

230100 s 150 150 150 150 150 300
mpsibea Oa ce ocHoeaea Ha moea Oanu ce g [P

Habniodasa 3HayumenHo nodobpeHue Ha
UsANOCMHUSI KOHMPOI Ha acmmama.

00300 | 150 150

300-400

400500

TIFLTATAHE HA BCEKE 2 CETMILI

neu nnca HA NOBMUABAHE

500600 B TATIUA S

CMEUWANU3UPAHATA KOMUCUA =

YBE[JOMSIBA HE3ABABHO KOMWCUATA

Mo 4n.78, T.2 B LY HA H30K.

3. NPOCNEAABAHE
nPEON 3A

3AOBMKUTEINHU NOKA3ATENWU U U3CNEOBAHUA 3AMOYBAHE* POTBIKABAHE"
= Terno v R
=  HUBO TOTaneH Igk v
= [KKc KK v 4
= ASAT, ALAT v
= ypesi, KpeaTUHWUH v

*onucBaT ce B ambynaTopHUs NUCT Ha GONMHMS M Ce NpUNarat 3aBepeHn KOMMA OT OpuruHanHute GnaHku (Npu Hanuuue Ha
XOCMUTaNU3auusi ¢ AaBHOCT A0 1 Mecel NpeAun KaHAMAATCTBAHeTO Ce Npuara 3aBepeHo Konue oT enukpu3a ¢ Homep U3)

Hat
u N3UCKBAHWUA HA H30K MPU NEYEHWE HA BOJIHW C TEXKKA MEPCUCTUPALLA ANIEPTUYHA ACTMA C OMALIZUMAB
B U3BbHBONIHUYHATA MOMOLL, - B cuna ot 1 toHu 2016 roaguHa
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1. B\.apac‘roaa'ra rpaHMua ce M34yucnsiBa B HaBbpLUEHW rOAUHU - T.e. BKMIOYUTENHO KbM AaTtaTta Ha u3jaBaHe Ha npoTtokona ot
cneuuanusvpaHarta KoMucus.

2. |-|pVI HasHayaBaHe Ha Tepanusi no NpoToKON 3aAb/DKUTENHO ce csoﬁpaaﬂsaT Bb3pacToBUTE OrpaHUYeHus, CbrnacHoO KpartkaTta
XapaKTepucTvka Ha CbOTBETHUA NEKapCTBEeH NPOAYKT, yTBbpaeHa no peaa Ha 3J1MXM.

3. H30K He 3annauia neveHve U3BbH ykasaHata Bb3pactoBa rpaHuLa B kpaTkaTta xapakTepucTuka Ha npoaykTa.

4. H30K He 3annaiia neveHue c 4031 Haj MakCUManHo paspelleHuTe no KpaTka xapakTepucTuka Ha npoaykTa.

5. B cnyyait Ha HacTbnuna noao3upaHa Hexenaxa nekapcTeeHa peakums, nekapst ysegomssa WAJ no peaa Ha un. 184 ot 3JIMXM.
Konue oT cbobLIEHUETO ce npunara KbM MeauuMHckaTa AokymeHTaums Ha 30J1 npu kaHanaaTcTBaHe 3a neyeHue.

6. MPU CMNELUMAIIUCTA, cbrn. un. 158 B, 1. 1 ot HP[l 3a meauumHckute genHoctn 3a 2015 roguna (o6H., 1B, 6p. 6 ot
23.01.2015 r.), Ha 30J1, Ha KOUTO Ca U3AaBaHU NPOTOKONM NO peAa Ha HACTOsILMTE M3UCKBaHWs, crieABa Aa ce npunarat
BCUYKM HeOGXOﬂMMIﬂ AOKYMEHTHU KaTo: aMSynaToprre NUCTOBE OT U3BbPLUEHUTE nperneaun, BTOPUAT eK3eMnnsap oT usgangeHute
MNPOTOKOSMK, KONUS OT eNUKpuU3n, eKCnepTHU cTaHoBuLa u apyru AOKYMEHTU, KOUTO Ca OCHOBaHWe 3a usgasaHe Ha npoTOKOs, BCUYKU
U3NCKBaLLKM Ce u3cneaBaHus, konve OT npunoxexHue 1 Ha HacTosIWUTE U3UCKBAHUA, NONBLITHEHO MO CHLOTBETHATA TOYKa MU
noanucaHo oT cneyuwanucra, usaan npoTokona.

7. CNEUMANU3UPAHATA KOMUCUA uspnaBa Pewenue cnen nposeaeHa AmbBynatopHa npoueaypa Ne 38 ,,AmGynaTtopHo
HabniogeHue M npocrieAsBaHe Ha TepaneBTUYHUSI OTrOBOP MPW NauUEHTH, MNorlyyYaBalu CKbMOCTPyBaWK NeKapcTBeHu
npoAyKTW No peaa Ha un. 78, T. 2 ot 330“ Ha ocHoBaHue un. 29 u un. 171 ot Pewenue Ne P[1-HC-04-24-1 ot 29 mapT 2016 r.
Ha HapsopHus cbBetr Ha H30K u npepoctaseHa ot 30J1 meauuuHcka AokymeHTauus. CneuvanuavpaHata Komucusi
cbxpaHsiBa eavH eksemnnsp ot Pewenueto. MMpu nspasaHe Ha npotokon Ha 30J1, cbxpaHsBa BTOPW €K3EMNIsip Ha NpoToKona,
BCUYKM HEOBXOANMM AOKYMEHTU 3@ U3AaBaHEeTO My U KOMUe OT NpUoXeHue 1 Ha HACTOALWMTE M3UCKBAHWA, NOMbLIIHEHO MO
cboTBeTHaTa "i"o-ma M NOAMMUCaHO OT YrieHOBETE Ha CrieunanuampaHara KoMucus.

Hacmosiujume u3uckeaHus ca paspabomeHu Ha ocHoeaHue 4. 56 om HayuoHaneH pamkoe 002060p 3a MeOuyuHcKume oeliHocmu
3a 2015 20duHa (06H., B, 6p. 6 om 23.01.2015 2.) u PeweHue Ne P[-HC-04-24-1 om 29 mapm 2016 2. Ha Ha030opHusi cbeem Ha
H3O0K, 8 uanbnHeHue Ha yn. 54, an. 9 u un. 59a, an. 6 om 3akoHa 3a 30pasHOMO ocuzypsisaHe (06H. B 6p. 25 om 31.03.2016 2.),
u enuzam e cuna om 1 toHu 2016 2., cwenacHo HAPEABA Ne 10 om 24.03.2009 2. 3a ycnoeusima u peda 3a 3annawjaHe Ha
niekapcmeeHu npodygmu no un. 262, an. 6, m. 1 u m. 2 om 3aKkoHa 3a ieKkapcmeeHume rMpooyKmu & XxymaHHama meouyuHa, Ha
MeQUUUHCKU u30enusi U Ha OUeMUYHU XpaHu 3a creyuanHu MeOUUUHCKU Uenu, Kakmo U Ha NekapcmeeHu npodykmu 3a 30paeHu
deliHocmu 1o yA. 82, an. 2, m. 3 om 3akoHa 3a 30pasemo (nocn. uam. u don., B, 6p. 62 om 2015 2., 6 cuna om 14.08.2015 2.).

Hat
U U3UCKBAHWUSA HA H30K NPU NIEYEHUE HA BOJIHU C TEXKKA NEPCUCTUPALLA ANIEPTUYHA ACTMA C OMALIZUMAB B
WU3BBHBONIHUYHATA NMOMOLLL - 8 cuna ot 1 toHn 2016 roanHa
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OEKINAPALIUA 3A UHOOPMUPAHO CBITIACUE C UBUCKBAHUATA 3A 3ANOYBAHE/ NPOABIMKABAHE
HA NEYEHUWETO C NEKAPCTBEHUA NPOOYKT

cnea  Karto ce  3ano3Hax C  usanata  Mu npeaoctaBeHa MHQ)OpMaLMSl U uenta Ha IeyYeHneTo C neKkapcTBeHus
npoAyKT.
nocTaBeHUTE OT MEH BBINPOCH, AeKnapupam ye:

M crnej KaTto nonyyux usvepnatenHu OoTroBopu Ha

1 LLle cnassam npenopbYaHata Mu cxema Ha nevyeHue n NepuoanNYHOCT Ha KOHTPONHUTE npernean.

2: Penoano e ce ABsiBaM Ha KOHTPOSHWU Npernean U HaMma Aa NPpoOMeHsM CaMOBOJTHO UK NoA APYro BHylueHne
HasHayeHaTa Mu Tepanus.

< I"Ipu npeycraHoBsiBaHe Ha NIe4eHUeTO Mo NPUYNHN, HeNpPou3TU4aLLn OT peLueHneTo Ha Komucusita 3a eKcnepTusn B
P3OK u/unn Komucusita no un. 78, 1.2 ot 330, we yBeaoms HesabasHo nuyHmsa cu nekap n P3OK u wie sbpHa B
30K nocnegHus NpoTOKOA, MO KOWTO CbM Monyyasan/a nekapcTBeHus NpoayKT.

4. Tpu HecnassaHe Ha NOCOMEHUTE YCIIOBUS NNEYEHNETO MU C yNIOMEHaTUs NekapcTBeH NPOAYKT we 6bae npekpaTeHo
W HAMa Aa uMam npeTteHumn kbm H30K.

Has
0 V3UCKBAHWSA HA H30K MPU NEYEHUE HA BOJIHU C TEXXKA NEPCUCTUPALLA ANEPTUYHA ACTMA C OMALIZUMAB B
N3BBHBEONIHUYHATA NOMOLL, - 8 cuna ot 1 ioHn 2016 roanHa




