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YTBBbPXAABAM:

MUXAWUN TAUOAPXUEB

M3NCKBAHUA HA H3O0K
NMPU NEYEHUE HA BOJTHU C ATOMNMUYHA
BPOHXWAITHA ACTMA CbC CNEUNOUYHA
CYBNUHIBANTHA UMYHOTEPANUA

B U3BbHBEOJIHUYHATA NMOMOLL|
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BOJTHW C ATOMUYHA BEPOHXMUANHA ACTMA CbC CMNEUNOUYHA CYBNVHIBANHA UMYHOTEPAMNWA

MpoTokonbT ce wsaasa ot cneuManucT¥ ¢ KofoBe Ha CneuLvanHocTu 02 — knuHuuHa anepronorus, 33 -
KNUHWYHA aneproriorusi U AeTCkn GonecTtu, paboTelum rno Aorosop ¢ H30K.

I. PE[l 3A 3ABEPABAHE HA MPOTOKOJUTE

[MpoTokonu 3a 3ano4BaHe Ha nevyeHue

CMELMAIUCT, CKNO4Un = “lpoTokon 3a MpeanuceaHe Ha

[OroBOP C H30K nekapcTea, 3annaiiaHv oT
H30K/P30K” — 06p. M3-H30K

A

[MpoTokonu 3a npoabmKaBaHe Ha ne4yexHue

CMELMANUCT, CKNKOYUnN = ‘“lpoTokon 3a npeanuceaHe Ha
JIOroBOP C H30K nekapcrea, 3annawaHun oT
H30K/P30K” — 06p. M3-H30K

II. OBLLW MOJTIOXEHUA

1. 30J1 nopaBa NoOAroTBeHUTE AOKYMEHTU B P30K, Ha TepuTOpusiTa Ha KOSITO e Hanpasuno u3bop Ha OMNJL
[okymeHTUTE BKNIOYBAT:

1.1. “NpoTokon 3a NpeAnucBaHe Ha fiekapcTea, 3annawaxu ot H30K/P30K” — o6p. M3-H30K, n3gazeH ot cneyuanuct.
2. P30K npuema AoKymeHTMTE no T. 1 cnepa cnpaska OTHOCHO 34PaBHOOCUrypUTENHUSA CTaTyC Ha 30/1.

3. MbpBMAT U BCEKW CrieABall NpoToKoN ce usnasar 3a nepuoa Ao 6 meceua. lMpu 3asepka B P30OK ce npeacrtass
npoTtokona W Mpeaxoxaau, nportokon, oT KOWTO Aa € BWAHO NPOBEXAAHOTO fieyeHve U amMbBynaTtopHusi nucT OT
nocneaHus npernea npy cneunanuet.

=8 V3VUCKBAHUSA HA H30OK NPU NEYEHWE HA BONIHA C ATOMUYHA BPOHXMANHA ACTMA CbC CMELNOUYHA CYBJIMHIBAJTHA
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NACT 3A ONPEAENAHE HA KPUTEPUMUTE NPU NPOBEXAAHE HA NEYEHME HA BOJTHU C ATOMUYHA
BPOHXWANHA ACTMA CbC CNELMOUYHA CYB/IMHIBATTHA UMYHOTEPAMNWUA

[ Mme:

erw] [ [ [ [ [ 1 [ [ [ |

3abenexka: MeduyuHckama 0oKymMeHmauus, ydocmosepsisausa 6CeKu om Kpumepuume e rocoyeHa ¢ uuehpa 6 UHOEKC U 3a0bIKUMEsTHO
npudpyxasea Hacmosu40mo npusoxeHue.

A. KPUTEPUM 3A 3AMNOYBAHE HA NEYEHMUE (SAOB/MKUTENHN CA KPUTEPWUM 4 U 5 U NOHE EAWH OT 1, 2 nnu 3

KPUTEPUN):

1

1
[lOKYMEHTafHO PerucTpUpaHu NpucTHLNMN Ha acTMa (CnpoMeTpUs WM ayckynTauns)

Mpu nunca Ha AOKYMEHTANHO perucTpupaHu npucTenu Ha actma (cnupomeTpusa uunu ayckynrauus),

. NonoXUTEenNeH MeTaxosIMHOB TecT

3 MonoxuTeneH KoXeH TecT u/ unu nonoxuteneH in vitro Tect (cneuudmunm IgE KM CE30HHN Unn
LenoroauLlHn anepreHu)

4 Munca Ha M3KnioYBalwm kputepumn no 7. B .

onvcea ce B ambynaTopHus nucT/ etanHara enukpusa
2

oLEHKa OT aneprosior C NPUNOXEHO NOANEeYaTaHo 1 3aBepeHo Konue oT U3cneABaHe B anepronoriyHa nabopatopus
3

YAOCTOBEPSiBa Ce C NOANWC Ha cneunanucTa B Mpunoxexne 1 Ha HACTOSILLMTE USUCKBAHWA

B. KPUTEPUMU 3A NPOABIDKABAHE HA NEYEHUETO (BAABMKUTENHA CA BCUYKN KPUTEPUMW):

1

PepyumpaHe Texectra Ha KNWHWYHaTa cuMmnTomMaTuka no OTHOLLUEHUEe Ha :
9 [AHEBHU CUMNTOMU
- HOLLHKM CUMNTOMW

2

TUnca Ha CTPaHNYHM eheKTH U U3KIMIoYBaLUM KpUTEPUM MO T. B?

) onncea ce B amMBynaTopHUsA NMCT/ eTanHaTa envkpuaa (Npu BCekU cneaBsaly npernea ce Npasy OLeHka Ha TepanesTnyHara eeKTUBHOCT)
yAOCTOBEPsiBa Ce C MOANNC Ha crieumanicTa B MpunoxeHne 1 Ha HaCTOALYUTE U3UCKBAHNA

3abenexka: I'lpeouMHKa Ha anepreHHaTa YyBCTBUTENHOCT U nokasaHusi 3a UMyHoTepanus npu nunca Ha eeKTUBHOCT:
- cnep 12 meceyHo nevexHne npun LenoroauillHn aneprexdun;
- cnea 2 nocneaoBaTenHn rnosfieHoBWU Ce30Ha, B cnyqaﬁ Ha NosieHoBM aneprexHu.

B. U3KIKOYBALLU KPUTEPUN

1. 3abonsiBaHnsa C UMyHOMNOrMYHa NAToNorUs N NMyHeH [eUUUT, CUCTEMHN aBTOUMYHHU 3abonsiBaHus

2. AKTUBHO OHKOMOrMMYHO 3aborsiBaHe (He ce OTHaCs 3a OHKONOrU4HO 3abonsiBaHe, KOHTPONUPAHO HSKOSKO roaviHu)
3. TexKu NCUXUYHU HapyLleHns

4. Texka nepcucTupalla GpoHxuanta actma

5. BpemMeHHOCT — 3a 3ano4saHe Ha neyeHneTo

6. NMuua nopa 5 roaviuHa Bb3pact

OTroBapsi Ha KpUTEPUUTE 3a NieYeHune ¢ B AHEBHa Ao3a

s

MOAMUC HA CMELIMATTUCTAL ..o

W3VUCKBAHUSA HA H30OK NPU NNEYEHWE HA BONHA C ATOMUYHA BPOHXUANTHA ACTMA CbC CNELIMOUYHA CYBJINHIBAJTHA
VMYHOTEPAMNUSA B U3BbHBEONIHUYHATA MOMOLL, - 8 cuna ot 1 anpun 2014 roguHa
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|. NEYEBHO-ANATHOCTUYEH AITOPUTHBM

1. NEKAPCTBEHW NPOOYKTW, sknioyeHn B Mpunoxenue 1 Ha nnc, kouro H30K zannawa B
CLOTBETCTBME C AeWCTBAMUTE HOPMATUBHU AOKYMEHTU.

2. TMOKA3AHUA U HEOBXOANMU W3CNEABAHUA - cbrnacHo kpatkute XapakTepucTuKn Ha
neKkapCTBEHUTE NPOAYKTH.

Ta6bnuua 1
INN MKB MOKA3AHUA MPEOV 3ANOYBAHE
KoxHoanepru4Hu npobu
= LenoroAuvliHa umyHoTepanus wlvnu cneunduynm IgE kbM
ALLERGEN EXTRACTS J45.0 = Cce30HHa MMyHoTepanus MHXAanaToOpPHW arnepreHu

3. ANO3UPAHE:

[loaupoBKaTa He ce NPOMEeHs C Bb3pacTTa, Ho MoXe Aa Gbae kopurupaHa kbM cneunduiHaTa peakTMBHOCT Ha BCeKU
UHAVBUA.

JleyeHneTo ce npoBexaa B 2 eTana:
- [MbpBOHAYANHO NeYeHne C NPOrpecuBHO HapacTealli 403N
- TMopabpXallo neyeHne ¢ nocTosiHHa A03MpoBKa

3a6enexka: JleyeHneTo ce Nposexza no cneaHara cxema, B 3aBucUMOCT OT KOHLeHTpauusiTa Ha anepreHHns ekCTpakT
(1001R/ml unmn 300 IR/ml)

3.1 MbPBOHAYAIHO NIEYEHUE:

1-Ba ceamMumua 2-pa cegmuua
KoHueHTpauus: 10 IR/mL KoHueHnTpauums: 300 IR/mL
OeH Bpow no3un OeH Bpow no3un
1 1 7 1
2 2 8 2
3 4 9 4
4 6 10 6
5 8 1 8
6 10
uwnm
1-Ba ceamuua 2-pa cegMmuua
KoHnueHTpauums: 10 IR/mL KoHueHTpaums: 100 IR/mL
[OeH Bpou go3u [eH Bpow aosu
1 : 5 1
2 2 6 2
3 4 T 4
4 6 8 6
9 8

3.2 NOAABPXALLO NEYEHUE

Crea AoCTUraHe Ha MakcuMarHo noHocuMara /103a, B NoAAbPXALLOTO neyeHne TS ce npunara exeHeBHO Unn Tpu NbTu
ceaMMuHO. MpenopbyYHUTENHATa 03MPOBKA € Hal-Marnko 4 poav/ aeH unu 8 Ao3n 3 MbTU CEAMUYHO.

= X VN3NCKBAHUA HA H3OK MPU NNEYEHWUE HA BOJHN C ATOMUYHA BPOHXUANTHA ACTMA CbC CNELMOUYHA CYBINHIBATTHA
UMYHOTEPANUS B U3BbHBEONHUYHATA MOMOLL - 8 cuna ot 1 anpun 2014 roguHa
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MPEKBCBAHE HA JIEYHEHUETO:

B cnyuail Ha NPeKLCBaHE Ha NeYeHNeTo, € HEO6X0ANMO pasrpaHnueHne Mexay NbpBoHajaNHNs neuebeH nepwop (asa Ha
HapacTBalTe A03K) ¥ nepuoaa Ha noaabpxalya Tepanus (pasa Ha NOCTOAHHUTE noau). Heobxoaumo e cbbniofasaHe Ha
AaaeHuTe no-AoMny NPenopbky, kato ce uva B NpeaBsua 1 Bb3MOXHOCTTA 33 MHAMBUAYANHOTO UM apanTupaHe:

®da3sa MpoABLMKUTENHOCT Ha [o3upoBka
npeKbCBaHeTo
1 po 2 ceamuuMn MpoabmkeTe yBeNM4yaBaHeTo Ha AO3UTE 6e3
npoMsiHa
2 cegmuum go 1 mecey MoBTopeTe npeaxoaHaTta Ao3a u
MNbpBOHAYanHo NpoAbIIKETE NbPBOHAYANHOTO NneveHne
neveHue > 1 mecey 3ano4HeTe OTHOBO yBerM4yaBaHeTo Ha
[03UTe, U3NON3Banku HacToALO
WU3non3BaHaTa CTbKeHuua U npoabnkeTe
NbLPBOHAYANHOTO feYeHue.

®dazsa MpoABbIMKUTENHOCT Ha [o3upoBka
npeKbCBaHeTo
< 6 ceamuum Be3 npomsiHa
Moanbpxawo HamaneTe aosata Ao 50% OT Konu4ecTBoTo
nevyeHuve
6 ceamuum A0 6 Meceua Ha NocneaHo npueTaTta u NpoabINKeTe C
npeaMiiHaTa Aobpe noHacsiHa noaAbpxXala
[osa.

2. NPOABIMKUTENHOCT HA NEYEHUETO

CneunduruHaTa MyHoTepanus TpsibBa Aa NpoABILKA OT 3 go 5 nocriefoBaTENHN rOAUHN.

=1 U3UCKBAHUSA HA H30K NMPU IEYEHUE HA BOJNIHN C ATOMUYHA BPOHXMANTHA ACTMA CbC CNELIMOUYHA CYBJIMHIBANHA
UMYHOTEPAMNUSA B U3BbHBONHUYHATA MOMOLL — 8 cuna ot 1 anpun 2014 ropuxa
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1. Bb3pacToBaTta rpaHuua ce us4ucnsea s HaBbPLUEHN FOAVHN - T.. BKIIOYUTENHO KbM pataTa Ha usjasaHe Ha npoTokona
OT cneuuanuaupaHaTa KoMucus.

2. MNpu HasHauyaBaHe Ha Tepanus no MPOTOKON 3aAbiKUTENHO Cé cbobpassBaT Bb3PaCTOBUTE OrpaHN4eHUs, CbrnacHo
KpaTkaTa xapakTepucTuka Ha CbOTBETHMS nekapcTBeH NPoAyKT, yTBbpAeHa no peaa Ha 3MMNXM.

3. H30K He 3annaiia neyeHue U3BbH ykasaHara Bb3pacToBa rpaHuLa B kpatkara xapaKkTepucTuka Ha npoaykTa.

4. H30K He 3annaiia neyeHue ¢ 4031 Haa Makcumarnto paspeLLeHuTe No kpaTka xapakrepuctika Ha nNpoAaykTa.

5. B cnyuail Ha HacTbnuna nofosnpaxa HexenaHa nekapcTBeHa peakuus, nekapst ysegomsisa MAJT no peaa Ha |n. 183 o1
3MIMXM. Konve oT cbobLLIeHneTo ce npunara Kbm MeauuMHckaTa AoKyMeHTaumus Ha 30J1 npu kaHaUaaTCTBaHe 3a neveHne.

6. NMPU CMEUMNANUCTA, cbrmn. 4n. 158 B, 1. 1 ot HP[] 3a meauuUMHCKUTE peviHocTu 2014 r. (06H. OB 6p. 3 ot 10.01.2014
r.), Ha 30J1, Ha KouUTO ca u3aaBaHu NPOTOKOMNM MO peAa Ha HacToAwmuTe VU3UCKBaHUs, cneaBsa [a ce npunarat BCUHKu
Heo6XxoauMU OOKYMEHTHU KaTo: ambynaTopHUTE NUCTOBE OT U3BBPLUEHUTE nperneawn, BTOpUAT eksemnisap ot n3gapeHuTe
NPOTOKOMNM, KOMWUA OT ENnuKpU3u, eKCnepTHH CTAHOBWLLA 1 APYTW AOKYMEHTM, KOUTO Ca OCHOBaHWe 3a nagaBaHe Ha npoToKor,
BCUYKW W3UCKBALLW CE M3CNEABaHMS, Konue OT Npunoxexue 1 Ha HACTOSILYMTE U3UCKBAHWS MOMBLIIHEHO NO CHOTBETHATA
TOuKa, NOANUCAHO OT CreunanucTa, u3aan nNpoTokona.

Hacmosuwume u3UcKeéaHusi ca paspabomeHu Ha ocHoeaHue yn. 56 -om HauuoHaneH pamKos 0ozo80p 3a MeOUUUHCKUMe
deiiHocmu 3a 2014 zoduna (06H., 4B, 6p. 3 om 1 0.01.2014 2.) u enuzam & cuna om 1 anpun 2014 2., cbenacHo 4n. 10 Ha
Hapedba Ne 10 om 24 mapm 2009 2. 3a ycnosusima u peda 3a 3annawaHe Ha niekapcmeHu npodykmu 1o 4ii. 262, an. 6, m. 1
om 3akoHa 3a nekapcmeeHume npodykmu & XymaHHama meduyuHa, Ha MeQUUUHCKU usdenus U AduemuyHu XpaHu 3a
creyuanHiu MeduyuHcku uenu (o6H., B, 6p. 31 om 2007 2.).

N3VUCKBAHUS HA H3OK NMPU NEYEHWUE HA BOIHW C ATOMUYHA BEPOHXUAJTHA ACTMA CbC CNELN®UNYHA CYBAUHIBANHA
VMYHOTEPAMUA B U3BbHBOJIHUYHATA MOMOLL - 8 cuna ot 1 anpun 2014 ropuHa
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LOEKNAPALIMA 3A UHOOPMUPAHO CBITIACUE C U3UCKBAHUSATA 3A 3AMOYBAHE/ MPOABIMKABAHE HA
NEYEHUETO C NEKAPCTBEHWUA NPOAYKT

_\

(nme, npea;me 1 chamunus)

WN3UCKBAHWS HA H3OK MPU NIEYEHVE HA BOJIHU C ATOMUYHA BPOHXUATNHA ACTMA CbC CMELUMOUYHA CYBIIUHIBANTHA
UMYHOTEPAMWA B U3BbHBONHUYHATA NMOMOLL - & cuna ot 1 anpun 2014 roauna





