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M3UCKBAHUA HA H3O0K

| NEYEHVWE HA BOJTHY C TEXKA



[image: image2.jpg]N3NCKBAHWUA HA H3OK NMPU U3OABAHE HA NMPOTOKOJIN 3A NMPOBEXOAHE HA NNEYEHUE HA
BOJTHU C TEXXKA XPOHU4YHA OBCTPYKTUBHA BENOAPOBHA BOJIECT C ®OC®OANECTEPA3A TUM 4
WHXUBUTOPU

[MpoTokonbT ce usgasa OT CreunanucTy ¢ KogoBse Ha cneuuanHocT 19 — nHeBMornorusi U pTusnaTpus, padorewm
no poroBop ¢ H3O0K unu ot cneuwanusaupaHa Komucusi B rneyebHuM 3aBepeHus, cknwouunu porosop ¢ H3OK.
CneumanuaupaHuTe KOMUCMM Ce Cb3aaBaT CcbC 3anoBes Ha Aupektopa Ha nevebHoTto 3aBepenune (J13) —
KNUHUKa/oTaeneHue no nHesMornorus u pTusmnaTpus.

|. PEQ 3A 3ABEPABAHE HA NMPOTOKOJTUTE

[MpoTokonu 3a 3ano4BaHe Ha nevyeHue

CMEUMUATIUCT, CKNKOYUn
LOroBOP C H30K = “‘MpoTtokon 3a npeanuceBaHe Ha
Unu nekapcrea, 3annatiaHu oT -
H3OK/P30K” — 06p. M3-H30K
CMNMEUUATTUBNPAHA —>
KOMUCUA

[poTokonu 3a npoabMmMKaBaHe Ha rnevyeHue

= ‘llpoTokon 3a npeanuceBaHe Ha
nekapcTea, 3annawaHu oT
H3OK/P30K” — 06p. M3-H30K

CMNEUMANUCT, CKIKOYUn
OOroBoOP C H30K

1. 3011 nopasa inpasuno usbop Ha OMNJI.
[okymeHTuTe BKNOYBaT .
1.1. “NpoTokon 3a npeanuc 30K, uspazeH ot cneuuanucr.
2. P30OK npuema nokymMeHTUTE | ] o uﬂ ctatyc Ha 30J1.

3. MbpBUAT M BCekn crneasaly NPOTOKO \ 0 6 mMeceua. lMpu 3aBepka B P30K ce npepacraes
npoTokona W npeaxoxaaw, MpPOTOKOS, OT KO > BUAHO NPOBEXAAHOTO fevyeHve W ambynaToOpHUsi NUCT OT
nocneaHus npernea npu cneuuanuct. Mpu u:maneu MPOTOKON 3a 3ano4yBaHe Ha rieYyeHue OT crneuunanuaupaHa
KOMUCUs B nNeyebHO 3aBeaeHMe 3a 60NHMYHA Nomoly ce npeacTaBsa enukpusa ¢ Ne U3.
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NUCT 3A ONPEOENSAHE HA KPUTEPUUTE NPU NPOBEXAAHE HA NEYEHUE HA BOJTHU C TEXKA
XPOHWUYHA OBCTPYKTUBHA BENOAPOBHA BOMNECT C ®OC®OANECTEPA3A TUM 4 UHXUBUTOPU

Wwe: L2505 VR R R D O B I
3abenexka: MeOuLuHCKama 0oKyMeHmauus, ydocmoeepsieauja 6ceKu om Kpumepuume e rocoyeHa ¢ yugpa e UHOEKC U 3a0bIDKUMENIHO
npudpyxaea HaCMoAULOMO NPUJIOKEHUE. .

A. KPUTEPUW 3A 3ANOYBAHE HA NIEYEHUE (SAOBIDKUTENHU CA BCUYKU KPUTEPUWN):

1 Hanuuue Ha cumnTommu Ha XOBB: TecTa 3a oueHka Ha XOBB 2 10 Touku (Mpunoxexue 4) 2

2 | Anammesa 3a oBocTpsiHusi ( 2 1 MbT roauwHo) '

3 | XpoHuuna kawnuua u xpauku '

4 MpunaraHo 6poHXxoAUNaTaTOPHO fevyeHne g

5 ®EO, / BK crieq 300 mkr uHx. canbytamon < 70%, ®EO; < 50% oT npeaBuaeHUs .

6 INunca Ha usknoyBawm Kkputepum no 1. B }

1

2onwcaa ce B ambynaTopHus nucT/ eTanHara envkpusal enukpusa ¢ Ne U3
oLeHKa OT CrneuuanucT C NPUNoXeHo NogneyaraHo 1 3aBepeHo Konue oT nicneasaHe
yAOCTOBEpsiBA Ce C NOANUC Ha cneynanucra B Mpunoxexue 1 Ha HaCToALLMTE N3UCKBAHNA

DKABAHE HA NEYEHUETO (BAAB/DKUTEINHU CA BCUYKU KPUTEP
TTa Ha KNMHUYHATA CUMNTOMATMKa MO OTHOLUEHWE Ha !

a CUMNTOMUTE — CHUXKEHME Ha ToYKoBUS cOop oT NMpunoxenve 4
xoaHoTo PEO npu BKNIOYBaHE .
1 060CTpsiHEe U3UCKBALLIO NPUIOXEHUE Ha CUCTEMHU KopTUkocTepouam 3a 6

YHM eheKTH U U3KNIoYBaLWM KpuTepum no T. B 2

/ eTanHaTa enukpu3a (Npu BCeKM CrieABaLy Npermnes ce npasy oLeHka Ha TepanesTuyHaTa edhekTUBHOCT)
eunanucrta B MpunoxeHune 1 Ha HACTOALLUTE N3NCKBAHUA

HeobsicHuma u K
HoBwu nnn BrnowweHn ne

BPeMEHHOCT 1 KbpMeHe e
0 Jvua noa 18 roanwHa Bb3pac

] auvm wnu cynumuaeH onut

OTroBaps Ha KpUTEpUUTE 3a rneYvYeHue ¢ B AHEeBHa Oo3a

NMOANMUC HA CMEUMATTUCTA: ........oovviiiiiiiiiieiinen
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I. NEYEBHO-AUMATHOCTUYEH AITTOPUTBM

1. NEKAPCTBEHW MNPOAYKTWU, Bkmiovenn B lMpunoxenne 1 na MNC, kouto H3OK sannawa B
CbOTBETCTBME C AeUCTBALUUTE HOPMATUBHU AOKYMEHTU.

Tabnuua 1

INN DDD MKB

ROFLUMILAST « 05mg J44.8

2. NPOCNEOABAHE:

Tabnuua 2
NPEAU 3A
SAOBIMKUTEIHU NOKA3ATENU U U3CNEABAHUA 3ANOYBAHE* PO bMKABAHE*
= Temo / v
=  [IKK c KK v v
=  ASAT, ALAT v
= ypesi, KpeaTuHUH "
= OEO:1/BK v v

*onucear ce B ambynaTopHusi NMUCT Ha GOMHMA U Ce npurarat 3aBepeHW KOMUsi OT OpUrMHanHuTe 6naHku (Mpu Hanuuve Ha
XOCNWUTaNuU3aumus ¢ AaBHOCT A0 1 Mecel Npeav KaHAMAATCTBAHETO Ce npunara 3aBepeHo Konue oT enukpusa ¢ Homep U3)

II. OBLUM U3UCKBAHUS

1. Bb3pacToBaTa rpaHuua ce 134YUCnsBa B HABbPLUEHU FOAVHY - T.€. BKITKUMTENHO KbM AaTaTta Ha usfjaBaHe Ha npotokona
OT cneuunanuanpaHaTa KoMUcus.

2. MNpu HasHa4yaBaHe Ha Tepanusi Mo MNPOTOKOMN 3aAbIKUTENHO Ce CbobpassaBaT Bb3PACTOBUTE OrPaHUYEHsi, CbrnacHo
KpaTkaTa xapakTepucTuka Ha CbOTBETHUS NEKapCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3MMXM.

3. H30K He 3annaiya ne4yeHue U3BbH ykasaHara Bb3pacToBa rpaHula B kpatkara xapax'nepuctmxa ‘Ha npoaykra.

4. H30K He 3annalua neyeHne ¢ 031 Haj MakCUMarsiHo paspeLueHnTe no KpaTka xapakTepucTuka Ha npoaykra.

5. B cnyvait Ha HacTbNUnNa NoaosupaHa HexernaHa nekapcTeeHa peakuusi, nekapsit ysegomsisa MAJT no peaa Ha yn. 183 ot
3MMXM. Konue oT cbobliieHneTo ce npunara kbM MeAnumHckaTa AOKyMEHTaUmUs Ha 30J1 npu KaHAMAATCTBaHE 3a NnevyeHve.

6. MPU CNEUUATUCTA, cbrn. un. 158 B, 1. 1 oxrmza ‘MeauuMHCKuTe AenHocTn 2014 r. (o6H. [1B 6p. 3 o1 10.01.2014
r.), Ha 30/J1, Ha kouTO ca u3gaBaHu nporoxonuwma Ha HacTosiLMTe U3NCKBaHUSA, CriefiBa fja ce npunaraTt BCUYKU
Heo6XoANMM AOKYMEHTH KaTo: ambynaTopHute nuctose OT UBBBPLUEHUTE Mperneaun, BTOPUST eK3eMNIsp OT U3faAeHuTe
NPOTOKOMNM, KONWsSi OT eNUKPWU3U, eKCNEPTHU CTAHOBULLA U APYri AOKYMEHTW, KOUTO Ca OCHOBaHWE 3a u3jaBaHe Ha NpoTokor,
BCUYKM M3MCKBALLW CE U3CeABaHUsi, KOMUE OT MPUII ]ue 1_ ua 'HacToSILMTE U3UCKBAHUA NMOMBIIHEHO NO ChbOTBETHaTa
TOYKa, noanucaHo OT cneunanucTa, nsgarn nporo 3
KOMWUCUATA, mapana npotokona Ha 30/, mpal-maa BTOPU €K3eMNNsip Ha NpoToKona U BCUYKM Heobxoaumu
AOKYMEHTHU 3a u3aaaBaHeTo My.

Hacmosiwyume u3uckeaHusi ca paspabomeHu Ha ocHogaHue yn. 56 om HauuoHaneH pamkoe 002080p 3a MedUUUHCKUMe
detiHocmu 3a 2014 2o00uHa (06H., B, 6p. 3 om 10.01.2014 2.) u enusam e cuna om 1 anpun 2014 2., cbenacHo 4. 10 Ha
Haped6a Ne 10 om 24 mapm 2009 2. 3a ycrnosusima u peda 3a 3annaujaHe Ha nekapcmeHu npodykmu o yn. 262, an. 6, m. 1
om 3akoHa 3a nekapcmeeHume rpodykmu 8 xymaHHama MeoduuyuHa, Ha MeOUUUHCKU u3denusi U OuemuyHu XpaHu 3a
cneyuanHu meduyuHcku yenu (06H., OB, 6p. 31 om 2007 2.).
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DEKIMAPALNA 3A UHOOPMUPAHO CbITIACUE C U3UCKBAHUATA 3A 3ANOYBAHE/ MPOABINDKABAHE HA
NEYEHMUETO C NIEKAPCTBEHWUA MPOAYKT

cnen J _ OCT Ha feYeHneTo C reKapcTBeHus
2 B i NONYYUX U3YepnaTenHu OTroBOPU

4 HUTE nperneau.
2 MOBOJSIHO WMNW NOJA APYro BHyLUEHWe
3.

eHNETO Kmra 3a ekcnepTusun B
ekap u P3OK u we BbpHa B

we 6bae npekpaTeHo n

npesumve n hamunus)

....................................
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TecT 3a oueHka Ha XOBb

To31 BLNPOCHMK LLe NoMorHe Ha Bac u Ha Balmsi nekap Aa oueHuTe kak ce oTpasssa XpoHuiHa o6cTpykTusHa 6enoapobHa
Gonect (XOBB) oT KosiTo cTpaaate Ha exeaHesneTo Bu u Ha vyscTBoTo Bu 3a Gnarononyuve. Bawute 0TroBopu 1 TO4KOBUA
c6op OT TO3M TECT MoraT Aa Ce W3Non3eat 3a nopobpsiBaHe Ha KoHTpona Ha Gonectta Bu u 3a Hai-fo6bp pesyntart ot
NeYeHneTo.

BbB BCekM eauH OT pefoBeTe Ha fonHata Tabnuua otbenexere ¢ X CTeneHTa, KOATO HaW-TOYHO CBLOTBETCTBA Ha
cbeTosiHMeTo Bu B MoMeHTa. Monsi MapkupainTe camo efHa KyTuiika 3a BCeKU Bbpoc.

Mpumep: YysctBam ce fobpe @ @ @ @ @ @ YyscTBam ce 3ne

Bbobue He KaLwnsm @ @ @ @ @ @ TMOCTOSHHO KaLnsm

Hsimam HUKaKBU Xpayku @ @ @ @ @ @ £;:§:nm .

He uyyBCTBaM HuKakBa TeXe @@@@@@ YyBCTBaM CUrHa TEXeCT B

rbpauTe

1 eTax

Cl0©00e *t.

OOOOO®

nanusam ot
HE3aBUCKMO O
6enute mu apot

Cnsi OTNUYHO

quCTBaM Ce U3NbJTHEH C

eHeprus AMamM HUKakBu CUnun

06wy ToukoB cbop

[HEeBHUKBLT 32 CAMOKOHTPOI € 3aBepeH OT: NMOANNC HA CTIBLNAIIHMCTA: ..................ccocivcieceenenennes
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