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3A NPOBEXOAHE HA EH3MM-3AMECTBALLA TEPATIUA

NPU BOJNIECT HA NMOMME B U3BBbHBEOJIHUYHATA MOMOLL
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EH3UM-3AMECTBALLA TEPAMWA NPU BONECT HA NMOMIME

MpoTokonbT ce u3aaBa OT creuuanuavMpaHa KOMUCUSi B reyvebHU 3aBeAeHWsi 3a GOMHMYHA MOMOLL, CKMYUNM
foroeop ¢ H30K. Cneunanuanpanute KOMMUCUM Ce Cb3AaBaT CbC 3anoBes Ha AupekTopa Ha J13: 3a geua Ao 18 roauwHa
Bb3pacT - CBANE - Codms; 3a Bb3pacTHM - KnuHuka no Hesponorust YMBAJT ,Anekcanaposcka” — Codous.

I. PEQ 3A 3ABEPABAHE HA NMPOTOKOMNMUTE

MpoTokonu 3a 3anoy4BaHe Ha Tepanusita

= [lonbnHeHo n noanucaHo npunoxexue 1A — nUCT 3a oNpeaensiHe Ha kKpuTepunTe
(no T.A) ¢ BCUYKM HEOBX0AUMU M3CneaBaHUs
CI'IELIMAJ'WI3V!PAHA 5 E:r:zldﬂa, BKIlOYBalla AaHHU OT aHaMHesaTa, cTatyca U npeaxoxaallo nevyeHuve
PTHO CTaHOBMULUE C AICHA MeaULMHCKa MOTUBaLnA (3a,qu'I)KMTEHHO ce
komwucua oTbens3Ba nunca Ha U3KMoYBaLLW KpUTepUn (ModrnucaHo om 8CUYKU YeHos8e Ha
creyuanuaupaHama Komucusi)
/ = ‘lMpoTokon 3a npeanuceaHe Ha nekapcTaa, 3annaiain ot H3OK/P30K” — o6p.

A 4

M3-H3OK (nodnucan om ecuyku YneHoee Ha crneyuanuaupaHama KoMUcUs)

Komucusi no un. 78, 1. 2 ot 3aBepka Ha
330 B LY Ha H30K npoTtokona B P30K

lMpoToKonu 3a NPoALMKaBaHe Ha TepanusiTa

= [onbnHeHo v nognucaHo npunoxenue 1B — nuct 3a onpegensHe Ha KpUTepunUTe
(no 1.B)
CMNEUNATIU3UPAHA - Enukpusa/etanHa enukpu3a, BKIOYBaLLa BCUYKM U3CreaBaHns no Tabnuuarta 3a
KOMUCUSA | npocrnegssaHe Ha NpunoXeHue 2 (npunazam ce u Ha opuauHasHa 6rnaHka unu
3asepeHo Kornue)
= EKCnepTHO CTaHOBMLE C ACHA MEAULIMHCKA MOTUBALMS (3aABLITKUTENHO ce
oTbensssa nunca Ha U3KMIOYBALUWM KPUTEPUM (T0ANUCAHO OM 8CUYKU Y/IEHO8E Ha
crieyuanusupaHama Komucusi)
= ‘TlpoTokon 3a npeanucsaHe Ha nekapcTea, 3annaijaiy ot H3OK/P30K” — o6p.
M3-H3OK (nodnucar om ecuyku yneHose Ha crieyuanuaupaHama KOMUCUS)
Komucus no un. 78, 1. 2 ot 3aBepka Ha
330 B LY Ha H30K npotokona B P30K

Il. OBLLUM NOJTIOXEHUA
1. 330/1 nopasa noaroTeeHuUTe AoKymeHTU B P30OK, Ha TeputopusiTa Ha KOsiTo € Hanpasuno us6op Ha OIJl. [lokyMeHTuTe
BKMIOYBAT:

1.1 3asiBnexue 1o [lupektopa Ha P30OK.

1.2 MonmbrHeHo v noanucaHo npunoxexue 1. Monbrsa ce Mo cLOTBETHATA TOYKA W Ce Mpunara oTpasdeHaTta B LnpoB

VHAEKC MeAMLMHCKa AOKYMEeHTauus, yAoCToBepsBallia BCeKU €AWH OT KpUTEpUUTE.

1.3 MbnHuaT Habop nscneasaHus (hrsnKanHW, UHCTPYMEHTANHN 1 NabopaTopHu), OTpaseH B NPUNOXEHUeE 2.

1.4 ‘Mpotokon 3a npeanuceBaHe Ha nekapcTsa, 3annawanm ot H3OK/P30OK™ - o6p. M3-H30K, uspageH ot
cneuuanusvpana komucus. Mpunara ce opuriHan Ha npoTokona, a npu kaHAWaaTCTBaHe 3a MPOAbIKaBaHe Ha TepanuaTta ce
npeACcTaBsi OpUrMHan Ha NPeAXoAHUst MPOTOKOS C OTPA3EHU BCUYKU HA3HAYEHMS MO Hero.

1.5 [leknapauus 3a uHgopMuUpaHo ckrracue no obpasel (npunoxexue 3).

2. P30OK npuema nokyMeHTUTe Mo T. 1 crieq cnpaBka OTHOCHO 3APaBHOOCUIYpUTenHUs cTaTyc Ha 330J1.
3. MpBUAT U BCekM crieaBall MPOTOKOS Ce U3f4asaT 3a nepuoa Ao 6 meceua.

'. § VBNCKBAHWS HA H30OK 3A MPOBEXIAHE HA EH3UM-3AMECTBALLA TEPATWSA NPW BONIECT HA MOMIME B U3BBHBEONHUYHATA MOMOLLL
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TINCT 3A ONPERENSAHE HA KPUTEPUUTE MNMPU 3AMOYBAHE HA NNEYEHUETO C EH3UM-3AMECTBALLIA
TEPANWA NPU BONECT HA MOMIME

Ume:

ErH

3abenexka: meduyuHckama dokymeHmauyusi, ydocmosepsisala 6CeKu Om KDUMEPUUME € foCoYeHa C Lugpa & UHOBKC U 3a0bmKUMenHo
npudpyxasa HaCMosIU{OMO NPUIOKeHUe.

A. KPUTEPUU 3A 3AMOYBAHE HA MbPBU KYPC (SAIBIMKUTENIHW CA BCUYKN KPUTEPUMN)

MKE E74.0

1 CMrypHa AWarHosa, NnoTBbpAeHa Ype3 eH3UMEH aHanus unu reHeTU4YHo uscnenBaHe !

KnuHnyna cumnTomaTtuka:

®  MycKynHa cnaboct w/unu HamaneHa AuxatenHa yHKUMS Npu popmaTa ¢ KbCHO Hauano
® AaHHV 3a 3acAraHe Ha CbpLETO 1 reHepanusnupala MyckynHa cnabocT/xUnoToHNst Npy uHdaHTunHaTta hopma '

3 | Nunca Ha usknioyBawm kputepum no 7. 6 4

1H606XOAMMHTE uscnenBaHusi ca oTpaseHu B Tabn 2 Ha npunoxexue 2 - 33ABIDKUTENHO Ce MPEeACTaBAT Ha OpwurHanHa GnaHka ot
naGopaTopMﬂ Wnu 3aBepeHo U NOAMUCAHO KOnue, Npu Hanu4yme Ha XocnuTanuaauusi ce npunara enukpusa c Homep n3c AaBHoCT fo 1 mec. npeaun
KaHANAATCTBAHeTO; 3aAbLIMKUTENHO Ce MNPEACTaBAT AaHHW OT reHETUYHW TECcToBe. AoKkassau 3abonsBaHeTo Ha opuruHanHa noanucaHa u
noanevarara Gnaxka.

yAocToBepsBa ce C NoANUCUTE Ha YnNeHoBeTe Ha KOMUCUATA B npunoxexHuwe 1Ha HacToSWMUTE U3NCKBaHUA

Otrosaps Ha KpUTEpUUTE 3a 3ano4BaHe Ha

B. U3KIIOYBALLIN KPUTEPUM (MPU 3AMOYBAHE HA NEYEHUETO)

1. CBPLXHyBCTBMTeﬂHOCT KbM @KTMBHOTO BELLECTBO USTU KbM HSIKOE OT MOMOLLHUTE BELLecTBa.

B AHEBHa fno3a

TIBYEHMETO € e s R i

VBUCKBAHNSA HA H30K 3A MPOBEXOAHE HA EH3UM-3AMECTBALLA TEPAMVA NMPY BONIECT HA MOMIME B U3BBLHEONHUYHATA MOMOLL




[image: image4.jpg]NPUNOXEHWUE 16

NUCT 3A ONPELENAHE HA KPUTEPUUTE MPU NPOABINKABAHE HA NEYEHUETO C EH3UM-3AMECTBALLIA
TEPAMNWA NPU BONECT HA NOMMNE

Ume: ErH

3abenexka: meduyuHckama QOKyMeHmayusi, ydocmosepsisalya eCeKu om KPUMEepUUMe € rocoYeHa C Uughpa 6 UHOBKC U 3a0bimKUMenHo
npudpyxaea HaCMoAUW,OMO MPUIIOKEHUE.

B. KPUTEPUM 3A MPOOBIMKABAHE HA NIEYEHUETO (BALBIMKUTENHU CA BCUYKU KPUTEPUU

MKB E74.0

1 | HespororuueH cratyc

2 | **MaHyanHo MyckynHo TecTysaHe '

3 | “*®yHKUMOHAMHO U3CNE/BAHE Ha [ANLLAHETO WK OKCUMETPUS 2

4 | *KoHcynTauus cbe cneuvanuct kapauoror — EKT, ExoKTI™ 2

5 | Nunca Ha usknousawm kputepumn no 7. I >

* camo npu uHaHTUNHa hopma
** camo npu ¢opmMa ¢ KbCHO Hayano

1enm(pu3a197anua ©enuKpu3a c oTpa3eHa CTeneH Ha NoBnnsiBaHe Ha nokasaTenuTe Crnej 3anovsaHe Ha neyeHneTo, Heobxogumurte wnacnejsaHus
Ca oTpaseHu B Tabn. 2 Ha NpUNoXxeHue 2 - 3afbMKUTENHO ce NpejCcTaBAT Ha opuriHanHa 6naxka ot naﬁoparopm unu 3aBepeHo u nognucaHo
konue

aMGynaTopeH NIUCT OT npernea npu cneyuanuct

YAOCTOBEpsiBa ce C NoAnucUTe Ha YNeHOBEeTe Ha KOMUCUSATA B NpUNoXeHue 1 Ha HacToSALWMUTe U3UCKBAHUA

. U3KIIOYBALLIM KPUTEPUM (NMPU NPOABINKABAHE HA NEYEHUETO)

1. Texku aHachunakTUyHN peakumu
2. BkiioyBaHe Ha GOMNHUSI B KIMHUYHO MPOy4YBaHe™

* Komucusita, KOsiTo @ HasHaumMna feyYeHneTo u Habmogasa 330J1, e AnLxkHa He3abaBHO Aa yBegomu KomucusTa 3a eKCnepTvam no un.
78 1. 2 B LIY Ha H3OK. Teau GonHu ce 3anucBaT B OTAENEH PEFUCTLP W He ryGAT MPaBOTO CU 3a MPOABIDKABAHE HA FEYEHUETO cnen
NPUKITIOYBaHe Ha KITMHUYHOTO MPOyYBaHe.

OTFOBEPR Ha KpuTepuuTe 3a npoabinKaBaHe

B AHEeBHa 32
Ha nevyeHueTo ¢ A Ao

r 5. VIBNCKBAHMUSA HA H3OK 3A MPOBEX/IAHE HA EH3WM-3AMECTBALLA TEPAMUSI MPU BONIECT HA MOMIE B M3BBbHEONHUYHATA MOMOLL|
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JIEKAPCTBEHU MPOOYKTW, Bknioyenn B Mpunoxenne 1 wa MJIC, kouto H3OK 3annawa B CbOTBETCTBUE C

[eicTBalLMTE HOPMATUBHY LOKYMEHTU.

INN 0O3A
ALGLUCOSIDASE
ALFA e 20 mg/kg TENecHo Terno Apa MbT! MECEYHO KaTO MHTPABEHO3HA NHY3Us
MPOCNEOSABAHE:

WHOAHTUITHA ®OPMA (0 oo 1 roauiuHa Bb3pacT)

lMokasaTtenu u uscnegBaHus

Mpeau 3anoyBaHe Ha
JNie4yeHneTo

Ha Bceku 6 meceua

ComartuyeH cratyc

X

Pwer

TenecHa maca

Obukonka Ha rmasa

HeBsponoruyeH crartyc

EMC

Myncokcumetpus

Koncyntauus c getckn Kapawonor

Exokapauorpadus

EKI

PeHTreHorpacus Ha 6sn apob

1o npeLexka

MKK (xeMornobuH, XemaTokpuT, EpUTPOLIUTIA, NEBKOLUTY,
TpomBouuTn), CYE

| x| x| x| x| x| x| x| x| x| x

X

Buoxumuuno uscneasare (KK, ACAT, AJIAT, 10X)

®OPMA C KbCHO HAYATIO (Bb3pacThu 1 aeua Hag 1 roaviuHa Bb3pacT)

MokasaTenu u uacnenBaHus

Mpeau 3anouBaHe Ha
nevyeHneTo

Ha Bceku 6 meceua

Pwer

X

TenecHa maca

ApTepuanHo HansiraHe

MKK (xeMornobuH, XeMaToKpUT, EPUTPOLIMTY, NEBKOLMUTH,
TpomGouuTu), CYE

x| x| x

x| x| x| x

Buoxumuuro uscnegeare (KK, ACAT, AJIAT)

Hesponoruyer cratyc

MaHyanHo MycKynHO TecTyBaHe

EMI

DyHKUMOHANHA OLieHka Ha ABUraTENHa akTUBHOCT (3/6 MUH. TecT
C XoAeHe unu Tect Ha Gowers) — ako e NPUNOoXUMO HaA 5T.
Bb3pacT

X[ x| x| x| x

QyHKI.lVIOHaJ'IHO nacnejBaHe Ha ANLLaHeTo — Haj 4. BBb3pacT

X

KoHcynTauus ¢ kapauonor

no npeuexka

EKI

no npeueHka

Exokapavorpacus — no npeuexka

KOHCyJ'ITaLlMﬂ C nynmonor — no npeueHka

PeHTreHorpadus Ha 6an 4pob — no npeueHka

TyncokcumeTpus — no npeLeHka

W3cnepBaHusita ce NpeAcTaBsAT HA OpUrMHamHW GraHky unu 3aBepeHu Konusa ¢ noanuc 1 neyat Ha J13 (npu Hanuuue Ha
xocnutanusauus ¢ 4aBHocCT 4o 1 mec. npeau kaHauaaTCTBaHETO Ce npunara 3aBepeHo Konue oT enukpusa ¢ Homep MS)

VBUCKBAHNA HA H30K 3A MPOBEXOAHE HA EH3UM-3AMECTBALLA TEPAMUA NMPW BONECT HA MOMIME B U3BBHBEOIHUYHATA MOMOLL,
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BszaCToBaTa rpaHuua ce U34ncnsisa B HaBbpLUEHW rOAUHU - T.€. BKINIOYUTENHO KbM AaTaTa Ha usgaBaHe Ha
npoTokona oT cneuvanusvpaHaTa KOMUcKus.

an HasHayaBaHe Ha Tepanua Mo MPOTOKON 3aAbIMKUTENTHO ce CBOGDaGﬁBaT BB3pacToBUTE OrpaHuyeHus
CbITIAacHO KpaTKaTa XxapakTepuCTKa Ha CbOTBETHUS NIEKapCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3JTMXM.

H3OK He 3annauya neyeHve U3BBH ykasaHaTa Bb3pacToBa rpaHuLa B kpaTkaTta XxapakTepucTika Ha npoaykTa.

H3OK He 3annalia nevexune ¢ 4o3n HaJ MakCUMAarHO paspelleHnTe Mo KpaTka XapakTepUCTUKa Ha NpoAyKTa.

KOMMWUCUATA, uspnana npotokona Ha 330J1, cbxpaHsiBa BTOPU €K3EeMMNNsip Ha MPOTOKONa UM BCUYKU
HeOGXOAMMM AOKYMEHTU 32 U3gaBaHeTo My.

Hacmoswume usuckeaHus ca paspabomeHu Ha ocHoeaHue yn. 55 om HP[ 3a meduyuHckume OeliHocmu 2012 2o0uHa (06H. e
AB 6p. 3/10.01.2012 2.). u enusam & cuna om 15 tonu 2013 2. cbanacHo yn. 10 Ha Hapedba Ne 10 om 24 mapm 2009 e. 3a

ycnogusima u peoa 3a 3annaujaHe Ha iekapcmeeHu npodykmu no yn. 262, aa. 5, m. 1 om 3akoHa 3a nekapcmeeHume npoodykmu
8 XymMaHHama MeoulyuHa, Ha MeOUUUHCKU u3denusi u Ha OUeMUYHU XpaHU 3a cneyuanHu MeduyuHeku yenu (obH. B, 6p. 31 om

2007 2.).

WN3NCKBAHWUA HA H30K 3A MPOBEXIAHE HA EH3UM-3AMECTBALLA TEPAMWA MPU BONECT HA MOMIME B U3BBHBEONTHUYHATA MOMOLL
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AEKNAPALIUS 3A UHOOPMUPAHO CBIMIACUE C U3UCKBAHUSATA 3A 3ATNIOYBAHE/ MPOABIMKABAHE HA
NEYEHUETO C NIEKAPCTBEHUSA NPOQYKT

Ccnea kato Cce 3amosHax C uanata MW MpeaocTaBeHa MHdopMaLmsi M UenTa Ha IeYeHWeTo C rleKapCTBeHus
el liVERY - .o s OO W Cnej Kato Mofyyux uadepnaTesiHu OTroBOpU Ha
NOCTaBEHUTE OT MEH BLMPOCH, JeKnapupam ye:

1. llle cnassam npenopbyaHaTa M1 Cxema Ha feYeHNe 1 NepUOANYHOCT HA KOHTPOMHMTE nperneau.

2. PepjoBHO e ce fBABAM Ha KOHTPOMHM Mperneav W HAMa [a MPOMEHSM CaMOBOSHO Mnu nos ApYyro BHyLueHue
HasHayeHaTa Mu Tepanusi.

3. Tpu npeycraHoBsBaHe Ha NIEYEHNETO NO NPUUMHY, HENpOoN3TUYaLLM OT peLleHneTo Ha Komucusita 3a ekcneptuan 8 P3OK
nmnu KomueuaTta no yn. 78, 1.2 ot 330, we yBeoMs He3abaBHO NUYHMS CU nekap n P30K u we sbpHa B P30OK
NOCNeAHUs MPOTOKOS, MO KONTO CbM NoJTy4aBan/a NekapcTBEHNst NPOAYKT.

4. Tpn HecnassaHe Ha MOCOYEHUTE YCTIOBUS NIEYEHNETO MU C YMOMEHATUs NIEKAPCTBEH MPOAYKT Lie 6bae npekpaTeHo u
HsIMa Aa umam npeTeHuum kbm H30K.

5. TpuTtexasam/ He npuTexasam akTyanHo TEJIK pelienune BB Bpb3Ka CbC 3abonsBaHeTo.

U3NCKBAHUA HA H30K 3A MPOBEXXIAHE HA EH3WUM-3AMECTBALLA TEPAMMSA MPU BONECT HA MOMIME B U3BBHEOHUYHATA MOMOLL
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