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U3UCKBAHUA HA H30K
MPU NNEYEHUE HA BOJIHU C ATOIMUYHA
BPOHXUAJIHA ACTMA CBbC CMELUU®UYHA
CYBIIUHIBANTHA UMYHOTEPANUA

B U3BBBHBEOJIHUYHATA NOMOLL



[image: image2.jpg]U3UCKBAHUSA HA H3OK NPU U3OABAHE HA MPOTOKOJA 3A MPOBEXAAHE HA JIEYEHUE HA
BOMHU C ATOMUYHA EPOHXUAIHA ACTMA CbC CMELUU®UYHA CYBNUHIBANTHA UMYHOTEPAMUA

MpoTokonbT ce u3naBa OT CMeUWanMcTM C KOAoBe Ha cneuuwanHoctu 02 — KnuHu4Ha anepronorus, 33 —
KNWHUYHA anepronorus u aetcku Gonectu, paGotewm no gorosop ¢ H30K.

I. PE[] 3A 3ABEPABAHE HA MPOTOKOJTUTE

MpoTokonu 3a 3anoyBaHe Ha nevexue

CNEUMAIUCT, CKNo4YUn = ‘lMportokon 3a npeanuceaHe Ha
[OroBOP C H30K | nekapcrea, 3annawaqu ot
H30K/P30K" — 06p. M3-H30K

MpoTokonu 3a NpoABLIKaBaHe Ha nevexne

CMELMAIUCT, CKNoYUn = ‘Mpotokon 3a npeanuceaHe Ha :jalhepka_u'a
QOrOBOP C H30K > nexapcTsa, 3annawanmn or npotokona B P30K
H30K/P30K" — 06p. M3-H30K s =

Il. OBLUM NONOXEHUA

1. 330/ nopasa nogroTBeHute AokymeHTM B P30OK, Ha TeputopusiTa Ha KOATO e Hanpasuno usbop Ha OMIL.
noKyMemure BKNOYBaT:

1. “MpoTtokon 3a npeanucBaHe Ha nekapctea, 3annawanu ot H3OK/P30K® — obp. M3-H3OK, wspageH ot

cneunanucr.

2. P30K npuema AoKyMeHTUTe Mo T. 1 crieq cnpaBka OTHOCHO 3APaBHOOCUIYpUTENHUA cTaTyc Ha 33071,
3. MNbpBUST M BCEKM crieABaly NPOTOKON ce u3gasat 3a nepuoa Ao 6 meceua. Mpu 3asepka B P30K ce npeactaes
NPOTOKONa U KOMWe OT NpeAXoXkAaly NPOTOKON, OT KOWTO /1a € BUAHO NPOBEXAAHOTO NeYEHNe 1 Konue oT ambynaTopHus
NIMCT OT NOCNEAHMS NPErieA NPU CreumManmcT.

W3NCKBAHWA HA H30K NPU NNEYEHWE HA BOHW C ATOMNYHA BPOHXMANHA ACTMA CbC CMELIMOUYHA CYBIMHIBANTHA
WMYHOTEPAMUA B U3BBHBONHUYHATA MOMOLY
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JINCT 3A OMPEOENAHE HA KPUTEPUMUTE NMPU MPOBEXAAHE HA JIEYEHUE HA BOJTHU C ATOMUYHA
BPOHXUAIHA ACTMA CbC CNELM®UYHA CYBIIUHIBAITHA UMYHOTEPANWUA

Hve: 7T i ) ) i

3abenexKa: MeGUUUHCKAN GOKYMEHMaUUS, YA0CTIOBEPAGAIIA 6C6KU O KPUMEPUUITE & I0COYeHa C UUGPa & UHOEKC U 3a0BANUMENHO
PUGPy*aga HaCMOAWOMO NPUNOXEHUe.

A. KPUTEPWUM 3A 3ANOYBAHE HA NEYEHVE (SAOBIDKUTENHN CA KPUTEPUW 4 U 5 W NMOHE EAWH OT 1, 2 UNK 3
KPUTEPWUW):

4 | BOKYMeHTanHO perucTpMpaHu MPUCTLNM Ha acTMa C WM Ges CvpOMETPUs Wi C ayckyTauus ot
neKyBaliws nekap

5 | Mpu nunca Wa AOKyMEHTAnHo perucTpupaHu MpUCTLNM Ha acTMa c wnu Ges cnvpomeTpus, ui ¢
aycKkyTauusi OT NiekyBallvs iekap, NOIOKUTeNeH MeTaxoNIHOB TecT*

MoNbAHEH AHEBHUK HA ONNAKBAHMSITA M HA HYXAATa OT MHXANaToP MO BPeMe Ha MOMEeHOBUS Ce30H
no Mpunoxenue 4

MonoxuTenex KOXeH TeCT W/ UNK NoNoXuTeneH in vitro Tect (cneunuduyHm IgE™ Kbm

4 | cesonnu unm UenoroanwIHM anepresu)

5 | Munca Ha u3kniousawm kputepum no 7. B

T
oNUCBa Ce B aMByNaTOpHA UCT/ eTanHaTa enukpuaa
2
oLeHKa OT anepronor C NPUNOXEHO NOANEYATAHO W 3aBEPEHO KONWE OT M3CNeABaHeE B anepronoriya naboparopus
YAOCTOBEpSABA Ce C NOANUC Ha cneuwanucta B Mpunoxexue 1 Ha HaCTOALNTE UINCKBAHNS

* WacneABaHETO Ha METaxXONWHOB TECT He Ce BKNIOYBa B PEryNaTMBHUTE CTaHAapTy M He ce 3annawa ot H30K. CwrnacHo nucmo ¢

Bx. Ne 18-00-12/15.01.2013r., n3cneaBaHETO 3a 3anouBaHe Ha NENEHe Npi ONpeAENeH! YCNIoBIS 3a KaneHaapHata 2013r. we ce 3annawa
ot TN Esochapma Gbnrapus.
** MacnepBaHeTo Ha IgE He ce BKNI0YBa B perynaTueHuTe CTaHAapTy, He ce 3annawa ot H3OK u ce n3sbpLwBa no xenanue Ha 33011.

B. KPUTEPUM 3A NPOABINKABAHE HA NEYEHWETO (SAAB/MKUTENHU CA BCUYKN KPUTEPUMN):
PeayunpaHe TeXecTTa Ha KIMHU4HaTa CUMNTOMATUKA M0 OTHOLIEHHE Ha
1 ®  AHEBHW cUMNTOMM
* __HOWHW cuMnToMu
MonwbnHex [AHEBHUK Ha OnnakBaHuATa U Ha HyXaaTa OT MHXanaTop no BpeMe Ha NoneHoBUs Ce30H no
2 Mpunoxexue 4. Mpy NAUWEHTY C LENOroaMLLIHa aTonuyHa acTMa B I'I?vmomenme 4 nanHuTe ce
OTpassiBaT B HA4anoTo Ha NeYeHUeTo 1 Cnea 5 Meceua eHOKpaTHO

3 Tunca Ha cTpaHMyHM eheKTH U U3KIIUBaLLM KpUTepUY no T. B 2

T
onucea ce B amBynaTopHusi NUCT/ eTanHara envkpuaa (Npu BCeky criejBaly Npernea ce Npasi OLUEHKa Ha TepanesTuyHaTa edeKkTMBHOCT)
2
YAOCTOBEpABA C C NOANKC Ha CreyuanucTa B MpUNoXenue 1 Ha HaCTORLMTE UIUCKBAHNUS

3abenexka: MpeoUnHKa Ha anepreHHaTa YyBCTBUTENHOCT U NOKa3aHWst 33 MMYHOTEpanusl Ny NUNCa Ha echeKTUBHOCT:
- cnefi 12 MECeHHO NeYeHue NP LIENoroAV LK aneprexi;
- crien 2 NocneAoBaTENHM MONIEHOBM CE30Ha, B Cry4aii Ha NONEHOBM anepreHy.

B. U3KIOYBALLM KPUTEPUU

1. 3abonsBaH1s C IMYHONOTMYHA NATONOMMSA U UMYHEH AeULMT, CACTEMHYN aBTOMMYHHI 3abonsBaHns

2. AKTUBHO OHKONOTMYHO 3abonsiBaHe (He Ce OTHACA 3a OHKOMOTMYHO 3abonsABaHe, KOHTPONMPAHO HAKOMKO FOAMHY)
3. TeXKu NCUXONOTrNYHN HapyLLEHNs

4. Texka nepcuctupalya 6poHxuanta actma

5. BpeMeHHOCT — 3a 3ano4BaHe Ha neYeHneTo

6. Jluua noa 5 roaviuHa Bb3pacT

OTrosaps Ha KpUTEpUMTE 3a fleyeHue ¢ B AiHEeBHa 033

MOANMC Ha CNeLNanueTa: ..............

M3NCKBAHUS HA H30K NPU NEYEHWE HA BONHM C ATOMMYHA BPOHXMANTHA ACTMA CbC CMIELMONYHA CYBNNHIBANHA
MMYHOTEPANMS B U3BLHBEONHUYHATA NOMOLL
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I. NEYEBHO-AWArHOCTUYEH ANFOPUTBM

1. JIEKAPCTBEHW MPOAYKTW, Bkniovenn B lMpunoxenue 1 Ha MNC, kouto H3OK 3annawa B
CbOTBETCTBME C AENCTBALYUTE HOPMATUBHM AOKYMEHTH.

2. TMOKA3AHUA U HEOBEXOOAUMMW U3CIEOBAHUA - cbrnacHo KpaTkuTe XapakTepucTukv Ha
NeKapcTBEHNTE NPOAYKTH

Tabn. 1
INN MOKA3AHUA NPEOW 3ANOYBAHE
s KoxHoanepruixm npou u/unu
ALLERGENS LenoroAuLHa MMyHoTepanus cneumudmnay IGE KbM UHXaNATOPHYM
PRODUCTS *® Ce30HHa UMyHoTepanus aneprenm

3. QO3UPAHE:

[loanpoKaTa He ce NpoMeHsi C Bb3apacTTa, Ho MOXe Aa Gbae KopuripaHa KbM CrieuMduyHaTa peakTMBHOCT Ha BCeku
MHAVBMA,

JleuenneTo ce nposexaa B 2 eTana:
o ﬂbpeouaqanno neYeHue C NPporpecuBHO HapacTealum A03n
- TMoaabpXaLLo neyeHme C NocTosiHHa A03MPoBKa

3abenexka: JleueHueto ce npoeexzaa no cneaHaTta cxema, B 3aBUCMMOCT OT KOHUEHTPaUuATa Ha anepreHHns ekcTpakT |
(100 IR/ml urm 300 IR/mi)

2.1. MbPBOHAYAINHO NEYEHUE: |

1-8a ceammuua 2-8a ceammua
KonuenTtpaums: 10 IR/mL KoHuerTpauws: 300 IR/mL
it Bpoi nosun Hex Bpow noan
1 1 v 1
2 2 8 2
3 4 9 4
4 6 10 6
5 8 1 8
6 10
wnu
1-Ba ceammua 2-Ba ceaMMUa
KoHueHTpaumsi: 10 IR/mL Konuentpauus: 100 IR/mL
Oex Bpoi ao3u Hen Bpoit no3u
1 1 5 1
2 2 6 2
3 4 7 4
4 6 8 6 |
9 8

2.2.M10AOBPXALLO NEYEHUE

CneA AOCTUraHe Ha MakcMmarnHo nNoHocumaTta 403a, B NOAABbPXKALLOTO NeYeHne Ta ce npunara exeaHeBsHo unu Tpu NbTH
ceamnyHo. MpenopbyHUTENHaTa A03VPOBKa € Hail-Manko 4 403u/ AeH Uk 8 403U 3 NBTU CEAMUYHO.

W3UCKBAHWUA HA H30K NPU NEYEHWE HA BOJTHW C ATOMWYHA BPOHXMANHA ACTMA CbC CTELIMOUYHA CYBIMHIBANHA
VMYHOTEPANMNS B M3BLHEONHUYHATA MOMOLL
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MPEKbCBAHE HA JIEHEHUETO:

B cnyuail Ha NpeKbCcBaHe Ha NeYeHNeTo, e HeOGXOAMMO pasrpaHNyeHne MexXay MbpBoHayanHus nevebeH nepuog (dasa Ha
HapacTBalLvTe /1031) U Nep1oja Ha noaabpXallia Tepanus (chasa Ha nocTosHHUTE A03u). Heobxoaumo e cubniogaBaHe Ha
NPUNOXEHUETO Ha lazieHNTe NO-A0MNY NPENOPBKY, KATO Ce MMa B NPEABUA M Bb3MOXKHOCTTA 3@ MHANUBIAYANHOTO UM
afantupase:

®aza MpoaBLKUTENHOCT Ha Mo3upoBka
NpeKbLCBAHETO
1 po 2 ceammum MpoabnxeTe yBenuyaBaHeTo Ha Ao3uTe Ge3 |
npomsiHa |
2 ceamuum po 1 mecey MosTopeTe npeaxoaHara Ao3a u
NupBoHayanto NPOALITKETE MbPBOHAYANHOTO NeyeHne |
nevexue >1 meceu 3anoyHeTe OTHOBO yBenuyasaHeTo Ha I

[A03UTe, U3NON3BaWkN HaCTOAWO
M3NON3BaHaTa CTLKIIEHULA U NPOABLIDKeTe
MbPBOHAYaMNHOTO NeyeHue.

®asa MpoABLMKUTENHOCT Ha HAo3uposka
npeKLCBaHeTo
< 6 cegmmuum Bes npomsHa
Moaabpxawo Hamanere po3ara no 50% ot KONM4YeCTBOTO
neveHue Ha MOCNeAHO NPUETaTa U NPOALIDKETE C
EiEonNvuy 0o 6 mecdy npeauwHaTa fo6pe NoHacsHa NoAAbPxXawa
Aosa.

3. MPOABIMKUTENHOCT HA NIEYEHUETO

CneundmyHaTa MMyHoTepanvsi Tpsibea Aa MPOALIKA OT 3 A0 5 NOCeAoBaTEeNHM rOANHY

W3UCKBAHWUA HA H30K NPY IEYEHME HA BOJIHY C ATOMUYHA BPOHXMANHA ACTMA CbC CMELIMOUYHA CYBNMHIBANHA
VMYHOTEPANUA B U3BBHBONHNYHATA NOMOLL
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II. OBLLUW U3UCKBAHUSA

1.

2.

EBJPBCTOEZYB rpaHuua ce U34nUCnsBa B HaBbPLUEHN TOANHM - T.€. BK/TIOYATENHO KbM AaTaTa Ha usaasaHe
Ha NPOTOKONa OT ClieLManUanpaHara KOMUCHS.

Mpu Ha3HayaBaHe Ha Tepanus No NPOTOKON 3aAbMKUTENHO Ce CboBpassBaT Bb3PACTOBMTE OrpaHUYEHMs,
CBIMIACHO KpaTkaTta XapaKkTepucTMka Ha CbOTBETHUSI NIEKapCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3/MXM.
H3OK He 3annaija neuyeHne W3BbH ykasaHaTa Bb3pacToBa fpaHuLa B KpaTkaTa XapakTepuctuka Ha
npoaykTa.

H3OK He sannawa nedeHve C 103U Haj MaKCUManHo paspelleHuTe no KpaTka xapakTepucTvka Ha
npoaykTa.

B cnyuail Ha HacTbNUNa NOAO3NPaHa HexesnaHa nekapcTBeHa peakums, nekapsT yseaomssa WAJ no pepa
Ha un. 183 ot 3JINXM. Konue ot cboblyeHueTo ce npunara kKbM MeauuvHckaTa aokymeHTaums Ha 3301
NpYU KaHAWAATCTBAHE 3a NeYeHue.

MPU CNELMAIUCTA, cbrn. un. 152 B, 1. 1 ot HP[] 3a meanumHckuTe aeiHocTn 2012 r. (o6H. B 6p.
3 or 10.01.2012 r.), va 3301, Ha KOMTO Ca M3AaBaHM NPOTOKONM MO pefa Ha HacToswMTe
M3NCKBaHWs, CrieABa Aa ce npunarat BCUYKM HeOBXOAMMM AOKYMEHTH KaTo: ambynatopHuTe nuctose
OT U3BLPLUEHUTE Nperneaun, BTOPUAT eK3eMNNsAp OT U3AaAEHUTE MPOTOKONK, KOMUS OT eNnUKpU3n, ekCnepTHu
CTaHoBULLA U APYTV AOKYMEHTY, KOWTO Ca OCHOBaHWE 3a W3AAaBaHe Ha NPOTOKOM, BCUMKM M3UCKBALM Ce
u3cneaBaHus, Konue oT MpunoxeHve 1 Ha HaCTOALUMTE MSUCKBAHWA NOMBLIHEHO NO CbOTBETHAaTa TOuKa,
MOANMCAHO OT CreUManicTa, Uaaan NpoTokona.

Hacmoswume usuckeaHus ca paspabomeHu Ha ocHogaHue . 55 om HP/L 3a meduyurckume dediHocmu 2012 200uHa (06H.
[iB 6p. 3/10.01.2012 2.) u enusam e cuna om 1 ¢eepyapu 2013 2., cbenacHo 4n. 10 va Hapedba Ne 10 om 24 mapm 2009 e.
3a ycrosusima u peda 3a 3annauwiaHe Ha niekapcmeeru npodykmu no yn. 262, an. 5, m. 1 om 3aKoHa 3a nekapcmeeHume
npodykmu & xyMaHHama MedUUUHa, Ha MeAUUUHCKU U30enusi U Ha OUeMUYHU XPaHu 3a CreyuanHu MeOUUUHCKU uenu (06H.
AB, 6p. 31 om 2007 2.).

VMYHOTEPAMWSA B M3BLHEONHUYHATA MOMOLL

u‘ V3VCKBAHUS HA H30K NP IEYEHVE HA BONIHU C ATOMMYHA BPOHXMANIHA ACTMA CbC CMELMONYHA CYBNINHIBANHA
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BEKNAPALMA 3A UHOOPMUPAHO CbITACME C U3UCKBAHUATA 3A 3ANOYBAHE/ MPOABIMKABAHE HA
NEYEHMETO C JIEKAPCTBEHUA NPOAYKT

A3 ponynoanucanusT/aTa ...

crea kaTto Ce 3anosHax C uUsnata MW npeaoctaBeHa MHGoOpMauus M UenTa Ha fIeYeHWeTo C nekapcTBeHus

NPOAYKT..... <oiiees W CIEA KATO MONYYMX M3YEPNATENHM OTTOBOPH
Ha NOCTaBEHUTE OT MeH BBNPOCH, AeKnapupam ye:

1. llle cnaseam npenopLyaHaTa M1 CXeMa Ha fledeHie i MEPUOAMYHOCT Ha KOHTPONHUTE Nperneau.

2. PepioBHO We Ce siBABaM Ha KOHTPOSHM MPErnean W HaMa Aa umuwu CaMOBOMHO MM NOA APYrO BHYLIEHWe

HasHaueHaTa My Tepanus.

3. Tlpyu NpeycTaHoBsBaHE Ha NEYEHUETO N0 MPUUMHM, HEMPOU3TUYALLM OT PELUEHMETO Ha KomucuaTa 3a excnepTusn B
P30K w/mnu Komucusta no un. 78, Ti ot 330, we yseaoms He3abaBHO NudHUsi cu nekap v P3OK 1 Lie BbpHa B
P30K nocneaHus NpoTokon, No KOMTo! M nonyyaean/a nekapcTeeHus NPOAyKT.

4. Tlpy HecnassaHe Ha NOCOMEHUTE YCIIOBHSI NIEYEHUETO MY C YIOMEHATUSt NEKapCTBEH NPOAYKT Lwe Gb/ie NPEKPaTEeHO 1
HAMa Aa Mam npeTeHLun kb H30K. 1

[exnapatop:.

(ume, npesume n ¢aMunvm)

Moanwmc:...

M3UCKBAHWS HA H30K MPY JIEYEHUE HA BOIHU C ATOMUYHA BPOHXUANHA ACTMA CbC CMELIMOUYHA CYBNNHIBANHA
WMYHOTEPANWA B U3BBHBEONHUYHATA NOMOLL
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OHEBHUK
Ha OnnakBaHMATA W HA HYXAATa OT UHXanaTop

CTsiraHe B repaure
CBUpeHe B rbpanTe
Kawnuua
ONNakBaHWs OT Hoca
6Gpon uHxanauwm BO*

Rara i
3apyx

cTAraHe B rbpanTe
CBMpeHe B rbpavTe
Kawnuua
OnnaKBaHws ot Hoca
6pon uHxanauuu B
Ouetika: 2 = Hall-3ne, 6 = Hal-0o6pe; enucea ce 6eep Mpeou nszaxe

*B/] = 6poHxodunamamop (canbymamon, eeHmonuH, 6epomex u nodo6Hu)

B HayarnoTo Ha fieYeHneTo, NPU NaLMEHTY C LENOroANLIHA aToNMYHa acTMa U B Kpas Ha 5 MeceuHus NepuoA Aa ce oTpassT
CMMMOTOMWTE Ha NaLMeHTa, kaTo B AHEBHUKA Aa Ma MuHUMYM 10 3anuca.

[IHEBHUKLT 33 CAMOKOHTPOT € 3aBepeH OT: MOANKMC Ha Cneumanmc

" W3UCKBAHUSA HA H3OK NPU NIEYEHWE HA BONHN C ATOMNYHA BPOHXVANHA ACTMA CbC CMELMOUYHA CYBIIMHIBANHA
MMYHOTEPAMNA B M3BLHBEONHUYHATA MOMOLL





