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MpoTokonbT Ce u3gasa OT crneuuanusMpaHa KoMUcusi B nevebHu 3aBefeHMs 3a GONMHMYHA NOMOLY, CKITIOYUNK
porosop ¢ H30K. CneunanuaupaHute KOMMCUM ce Cb3jaeaTt cbe 3anoses Ha avpekTopa Ha J13: 3a geua Ao 18 rogvwHa
BBb3pacT — CBAJB rp. Cocus - KnuHuka no engokpuHonorus, avabet u reHetnyHn sabonssanus CBANJB — Cochus; Hap 18
roavwHa Bb3pacT - MBAJT ,Anekcanaposcka” rp. Cocus.

1. PEQ 3A 3ABEPSABAHE HA MPOTOKONUTE

MpoTokonu 3a 3anoy4saHe Ha Tepanusita

CMNEUMAITU3UPAHA >

KOMUCUA

MonbnHeHo 1 noanucaHo npunoxenue 1A — NUCT 3a onpeaensiHe Ha KpUTepunuTe
(no T.A) € BCUYKM HEOBXoaAUMU n3cneasaHnsa

Enukpum3a, BKNIOYBALLA A@HHW OT aHamHesaTa, ctaTyca 1 npeaxoxaallo neyexve
EKCNepTHO CTaHOBMLE C iCHa MeANLIMHCKa MOTUBaLMA (3aAbIKUTENHO ce
oT6ens3sa nunca Ha U3KNIYBaLLM KpUTEPUK (MOONUCaHO OM 8CUYKU Y1eHO8e Ha
cneyuanuaupaHama KoMucusi)

“MpoTokon 3a npeAnuceaHe Ha nekapcTea, sannaiaxm ot H3OK/P30OK" — obp.
M3-H3OK (nodnucaH om 8cuyku YneHoee Ha crneyuanusupaHama KOMUcusi)

Komucusi no un. 78, 1. 201 330 B
LY Ha H30K

3aBepka Ha
npotokona B P30K

MpoTokonu 3a npoabL/KaBaHe Ha TepanusTa

CMELUWANU3UPAHA L]
KOmMUcusa i

/ .

MonbnHeHo 1 noagnucaHo npurnoxenue 16 — NUCT 3a onpeaensiHe Ha kpuTepuuTe
(no 1.B)

ETanHa envkpu3a/enukpuaa, BKioYBalla BCUYKM 3cneasannsa no tabnuuara sa
npocneasBaHe Ha NpUnoXenue 2 (npunazam ce U Ha opuzuHanHa 6nanka unu
3aeepeHo Kornue)

EKCNEepTHO CTAHOBMLLE C SICHA MeANLNHCKa MOTUBALMA (3aAbIKUTENHO ce
oT6ens3Ba nunca Ha U3KniYBaLLM KpUTepum (MoGNUCaHo oM 8CUYKU YI1eHOB8E Ha
crneyuanu3auparama KoMucusl)

“lIpoToKoN 3a NpeAnucBaHe Ha nekapcTea, sannawaum ot H3OK/P30OK” — o6p.
M3-H30K (nodnucax om ecuyku YiieHoee Ha creyuanusupaHama KoMucusi)

Komucus no un. 78, 7. 201 330 B
LY na H30K

3aBepka Ha
npotokona B P30K

II. OBLLW MNOJNTOXEHUA

1. 30/ nopasa noaroTeeHUTe AokyMeHTU B P30OK, Ha TEpUTOpMsiTA Ha KOSITO € Hanpasuno u3top Ha Onn. fokymeHtute

BKNOYBaT:

1.1 3asBnenue ao [upektopa Ha PSOK.

1.2 MNonbnHeHo u noanucaHo npunoxexue 1. lMonbnsa ce No CbOTBETHATA TOYKa W Ce npunara oTpaseHata B uncppos

MHAEKC MeauLMHCKa A0KYMEHTaLWS, yAOCTOBEpSBaLIA BCEKN EAUH OT KputepunTe.

1.3 MbnHUAT Habop M3cneaBaHUs (PU3NKANHM, NHCTPYMEHTaNHM 1 NabopaTopHK), OTPaseH B Npunoxexue 2

1.4 ‘lpoTtokon 3a npeanucBaHe Ha rnekapcTsa, 3annawadu or H30K/P30K" — o06p. M3-H30K, uspapeH ot
cneunanuaupana komucus. Mpunara ce opurMHan Ha NpoTokona, a npu KaHAMAATCTBaHe 3a NPOAbMKaBaHe Ha TepanuaTa ce
NPeACTaBA OpUrMHaN Ha NPEAXOAHUA NPOTOKON C OTPA3EHN BCUUKN Ha3HAYEHMS NO HEro.

1.5 [leknapaums 3a uHpOpMUpaHO cbrnacue no obpaseu (npunoxexne 3).

2. P30K npuema nokymeHTUTE Mo T. 1 crnea cnpaska OTHOCHO 34paBHOOCUTYPUTEITHUA CTaTyC Ha 30n.
3. MbpBUAT U BCEKM CneaBaly NPpOTOKON ce u3aasat 3a nepuoa Ao 6 meceua.
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JINCT 3A ONPEAENAHE HA KPUTEPUUTE NPU 3AMNOYBAHE HA NEYEHUETO C EH3UM-3AMECTBALLA
TEPAMUA NPU MYKOMOJTU3AXAPUOO3A TUM Il U TUN VI

Ume: ErH

3abenexka: meduyuHckama OoKymeHmauyusi, yoocmoeepsieala eceku om Kpumepuume e rocovyeHa ¢ yugpa 6 UHOEKC U 3adbIKUMeNnHo
npudpyxaea HaCMoAW0MO NPUNIOKeHuUe.

A. KPUTEPUU 3A 3ANOYBAHE HA MbPBU KYPC (BA0BIDKUTENHU CA BCUYKU KPUTEPUMN)

MKB E76.1, E76.2

1 | CurypHa AnarHo3a — KnMHUYHaTa CUMNToMaTuka, NoTebpaeHa Ha 6asaTa Ha eHaumeH aHanus unu [IHK ananus !

2 | N'unca Ha uaknoyBawm kputepum no 1. b 3

THeo6XoAUMMTE M3CreaBaHMs Ca OTpa3eHU B Tabnm 2 Ha NPUMOkKeHWe 2 - 3aAbIKUTENHO Ce NPeACTaBAT Ha opuruHanHa GnaHka ot
naﬁopampuﬂ Wnu 3aBepeHo U NOANUCAHO KOoMue, Npu Hanuune Ha xocnuranusauyus ce npunara enukpu3a c Homep W3 c pasHocT ao 1 mec. npeau

KaHAWAATCTBAHETO; 3aAb/DKUTENHO Ce NPEeACTaBAT AaHHU OT reHeTUYHN TecroBe. Ol a 3abonfBaHeTo Ha opurmHanHa nognucaHa u
nognevarana Gnauka.

yaocToBepsiBa ce C NOANUCUTE Ha YeHOBEeTe Ha KOMUCUsATa B npunoxexuwe 1 Ha HaCTOSIMUTE M3UCKBAHUS

B. U3KITIOYBALLW KPUTEPUU (NMPU 3ANOYBAHE HA NEYEHUETO)

1. CBPBbXYYBCTBUTEIHOCT C MPOSIBY Ha TEXKN aHathuNakTU4HN peakummn

OTroBaps Ha KpUTEpUMTE 3a 3anoyBaHe Ha B AAHEBHA 4033
neyYyeHueTo ¢

NOANUCKU HA YNEHOBETE HA KOMMCUATAL ..o

W3UCKBAHMA HA H30K 3A MPOBEXOAHE HA EH3UM-3AMECTBALLA TEPANUS MPU MYKOMOWU3AXAPUAO3A TUN Il U TUN VI B
% WN3BbHBONHUYHATA NMOMOLL - 8 cuna ot 15 aHyapu 2014 roauHa
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NPUNOXEHUE 1B

JIUCT 3A ONPEQENAHE HA KPUTEPUUTE NPU NPOABINKABAHE HA NEYEHUETO C EH3UM-3AMECTBALLA
TEPAMUA NPU MYKOMOJTU3AXAPUOO3A TUM Il U TUN VI

Ume: EMH

3abenexka: MeduyuHckama OoKymeHmauusi, yoocmoeepsiealya eceku om Kpumepuume e rocoyeHa ¢ yugpa 8 UHOeKC U 3a0bIDKUMENTHO
npudpyxaea HaCMOAUWOMO NPUITOKEHUE.

B. KPUTEPUU 3A NPOABIMKABAHE HA NEYEHUETO (BAABIDKUTENHU CA BCUYKU KPUTEPUWN)

MKB E76.1, E76.2

1
1 | XemaTonoruyHu nokasarenu

2 | AbgomuHanHa exorpacus !

3 | KoncynTauusi cbe cneuvanuct kapavonor — EKI, ExoKl 2

4 | KoHcynTauus CbC Cneumanvct 0TopuHoNapuHronor ¢

5 | Nunca Ha mMaknoyBawm kputepum no 1. I 3

eTanHa enuKpu3a C OTpaseHa CTeneH Ha NoBMWsiBaHe Ha MokasaTenuTe cnep 3anodBaHe Ha NEYEHUeTo, HeobxoaumUTe w3cneasaHus ca
oTpaseHyu B Tabn. 2 Ha NPUNOXEHWE 2 - 3aABLIKUTENHO CE NPEACTABAT Ha OpUrMHanHW GnaHkn oT nabopaTopus UK 3aBEPEHN W NOANUCAHW
KONWS; NPY HaNMYMe Ha XOCNUTanu3auvs ce npunara envkpuaa ¢ Homep 13 ¢ AasHOCT A0 1 Mecel| Npeay KaHAMAATCTBaHeTO.

amBynaTopHU NIUCTOBE OT Nperneav Npu cneuManuctT

*ynocToBepsiBa Ce C NOANMCHTE Ha “rieHOBeTe Ha KOMMCHSITA B NPUIOKEHHe 1 Ha HACTOALIMTE 3UCKBAHUA

3abenexka: PasBUTUETO HAa HEXenaHu NeKapcTBeHu peakuun CNpAaMo ONpeAeneH NnekapcTBeH MPOAYKT Ce NoTBbpkAaBa Ypes npejcTassHe Ha
amGynaTopeH NIUCT OT CLOTBETHWA NPErNeA UK Konue OT yseaoMnenveTo ke UAJ no peaa Ha un. 183 ot 3NNXM.

I. U3KNIOYBALLW KPUTEPUM (MPU NPOABLIMKABAHE HA NNEYEHUETO)

1. Texku aHaunakTU4HK peakuyuu
2. BknioysaHe Ha 60MnHUs B KIMHUYHO NpoyyBaHe™

* KoMUCHSITa, KOSITO € HasHauuna nevenueTo u Habniopasa 30J1, e AnbxHa HezabaBHO Aa yBeAOMM KomucusTa 3a ekcneptuan no un. 78
1. 2 B LIY Ha H30K. Tean GonHu ce 3anucBaT B OTAENEH PerucTLp M He ryGsT MPaBOTO CM 33 NPOABLIDKaBaHe Ha neveHueTo cnea
NPUKNIOYBaHe Ha KITMHMYHOTO NPoyYBaHe.

OTroBaps Ha KpUTepuUuTe 3a NpoabINKaBaHe B AHeBHa no3a
HATIGUBSHMETO G . = " 5 5 i L L cresusdiane s RO b Raneesssensaens . £ o SR AU SRR sveavaressasess

NOANUCKU HA YNIEHOBETE HA KOMUCUATAL ...

4
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I.  NEYEBHO-OWATHOCTUYEH ANTTOPUTBM

1. NEKAPCTBEHW NPOAYKTH, eknioueHn B [lpunoxexne 1 Ha MMIIC, kouto H3OK sannawia B cboTBETCTBUE C
AENCTBaLLUTE HOPMATUBHU OKYMEHTW.

INN OO3A
IDURSULFASE e 0.5 mg/kg TENECHO TErno YeTUPK NbTN MECEYHO KaTO MHTPaBEHO3HA MHY3Us
GALSULFASE e 1 mg/kg TENECHO TErfo YeTUPN NbTU MECEYHO KaTo MHTPaBeHO3Ha MHY3Na

2. MNPOCNEAABAHE:

Mepuop Ha neyeHue
Moka3aTenu n uscneaBaHus N3X0AHO Ha BcekM 6 Ha Bceku 12
meceua* meceua**

TenecHa maca X X

Pwser X X

OG6wukonka Ha rnasa X X

TIKK (XeMOrfIo61H, XeMaToKpT, EpUTPOLUTY, NEBKOLITM, TPOMBOLMTH ) % X

ASAT X X

ALAT X X

WN3cnepBaHe Ha ypuHa — KOMIMHECTBEHO FI0KO3aMUHONUKaH X X
AGAOMUHaNHa exorpacdusi — paavepu Ha YepeH Apob u cneaka X %

KowcynTauus ¢ kapauonor - EKT, exokapanorpadus X X
KoHcynTaums ¢ OTOpUHONapUHronor X x

EET X X

6 MUHYTEH TECT 3a ABUWXEHUE X x

* M3BLPWBAT Ce Ha BCeky 6 meceua;
** U3BLPWBAT Ce Ha BCeku 12 meceua;

W3cneaBaHWATa Ce NPeACTaBAT HA OPUTMHAnNHM GnaHkn Wnu 3aBepeHn Konus C NoAmuC U neyat Ha N3 (npn Hanuune Ha
XOCNUTanu3aLus ¢ AaBHOCT A0 1 Mec. NPeAN KaHAMAATCTBAHETO Ce npunara 3aBepeHo Konue OT ennkpusa ¢ Homep n3)

II. OBLLM USUCKBAHUA

1. BbapacToBaTa rpaHMLA Ce U3UMCAsiBa B HABBPLIEHV rOAVHM - T.e. BKIIIOUMTENHO KbM AaTata Ha usjasaHe Ha npotokona ot
cneuvanuavupaHarta KoMUCHsi.

2. Mpy HasHavaBaHe Ha Tepanusi No NPOTOKOJ 3aALIDKUTENHO Ce CbobpasABaT Bb3PACTOBUTE OFPaHNIEHNS, CbriacHo Kpatkata
XapakTepucTika Ha CbOTBETHUS NekapCTBEH NPOAYKT, yTBbpAEHa no peaa Ha 3MMXM.

3. H30K He 3annaiua neyeHve U3BbLH ykasaHata Bb3pacToBa rpaHuLia B kpatkaTa xapakTepucTvka Ha npoaykra.

4. H30K He 3annalua neyeHue C 403U HaA MaKCUManHO paspeLieHnTe Mo KpaTka XxapakTepucTika Ha npoaykTa.

5. B cnydait Ha HacTbnuna noao3vpaHa Hexenaxa nekapcrseHa peakuusi, nekapsit yseaomssa WAJl no peaa Ha un. 183 ot
3JINXM. Konue oT cbobLUeHUeTo ce npunara kbM MeauLMHCKaTa A0KYMEHTaLus Ha 30J1 npn KaHauAaTCTBaHE 3a neveHune.

6. KOMUCUSATA, uznana npotokona Ha 30J1, CbXpaHsiBa BTOPU eK3eMnnsp Ha npoTtokona u Beuuku Heob6xoaumm
AOKYMEHTM 3a U3aaBaHeTo My.

Hacmoswume u3uckeaHus ca pa3pabomeHu Ha OCHoeaHue 4n. 56 om HauuonaneH pamkoe 002060p 3a MeOUUUHCKUMe
detiHocmu 3a 2014 2o0duna (06H., [AB, 6p. 3 om 10.01.2014 2.) u enusam e cuna om 15 aHyapu 2014 2., cbenacHo un. 10 Ha
Haped6a Ne 10 om 24 mapm 2009 2. 3a ycnosusma u peda 3a 3annawaHe Ha siekapcmeHu Npodykmu 1o 4. 262, an. 6, m. 1 om
3akoHa 3a nekapcmeeHume npodykmu e XxymaHHama MeduyuHa, Ha MeAUUUHCKU u30enus u Ha OuemuYyHU XpaHu 3a crneyuanHu
meduyuHcku uenu (06H., [B, 6p. 31 om 2007 2.).

5
o W3UCKBAHUA HA H30K 3A MPOBEXJAHE HA EH3UM-3AMECTBALLIA TEPAMUA NPU MYKOMOW3AXAPUAO3A TN I W TN VI B
% N3BBHBEONHUYHATA MOMOLL — B cuna ot 15 aHyapu 2014 ropuHa




[image: image6.jpg]o

MPUNOXKEHWE 3

LEKNAPALIUSA 3A UHOOPMUPAHO CBIMTTIACUE C UBUCKBAHUATA 3A 3ANOYBAHE/ NPOABIMKABAHE HA
JNIEYEHMETO C NIEKAPCTBEHWUA NPOAYKT

A3 LONYNOANINCAHUSITIETA i..ieiiicssibsnsisssinssnssassrsssssonsossnssssssssaet IEARaws A Trbnssssasnssssnssssinssssosessastsbbasissasssenitbon srocs

a Ha NeYeHMeTo C nekapcTBEeHus
O MONYYMX M34epnaTenHn OTroBOPW Ha
, AeKnapupam ue:

byaHaTa MM CXema Ha neveHue u nspuonﬁfm HWUTE npernean.

CamOBOSIHO WNW NOA APYro BHyLUEHWe

mncum 3a ekcneptuan B P3OK

nekap n P3OK u we BbpHa B P3OK

NpoAyKT e Bbae npekpaTeHo u
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@ N3BBHBEONHUYHATA NOMOLL, - B cuna ot 15 sHyapu 2014 roauna





