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[image: image2.png]U3NCKBAHWA HA H30OK NPU U3OABAHE HA MPOTOKOMNU 3A NMPOBEXAAHE HA NNEYEHUE C
EH3UM-3AMECTBALA TEPANUS MNP MYKONONMU3AXAPWOO3A TUN 1

MpOTOKONBT Ce W3faBa OT CReuMarnuaupaHa KoMucus B nevebHu 3asefeHust 3a 6oMHUYHA NOMOL, CKIKOHUIM
porosop ¢ H30K, CrneuvanuanpaHuTe KOMUCHM Ce Cb3fasaTr CbC 3anoBej Ha AupekTopa Ha N3: 3a pgeua Ao 18 ropuitHa

BB3PAcT - KNuHMKa No eHAoKpuHonorus, Anabet u reHeTnunu sabonasanua CEANB - Codus.

l. PELQ 3A 3ABEPABAHE HA MPOTOKOMUTE

npOTOKOﬂVI 3a 3anouBaHe Ha TepanuaTa

= [lombAHEHO W NOANMCAHO MpUnoxeHue 1A — NUCT 3a onpeaensHe Ha KpuTepuuTe
(no T.A) ¢ BCUUKM HeoBXoAMMN U3CneasaHus
CELMATAZUPAHA - E:S:guza, BISIIOYBALLA AaHHY OT aHaMHesaTa, CTaTyca U Npeaxoxaallo nevyeHue
PTHO CTAHOBMLUE C FCHA MEINUMHCKA MOTUBAUMA (3a8BIMKNTESNHO Ce
Komucna oTBens3sa nunca Ha U3KMOYBaLUN KpUTEepUH (To0NUGaHo Om SCUYKU YNeHO8e Ha
crieyuanuaupanama KoMucus)
/ = “IpoTokon 3a NpeanucBaKe Ha nekapeTea, sannatyaxu ot H3OK/P3OK” ~ obp.

Y

M3-H3OK (modnucax om 8CUYKU Y/IeHO8E Ha Crieyuanuauparama Komucus)

Komnceusi o 4n. 78, 1. 2 ot . 3aBepka Ha
330 8 LY na H30K » npotokona B P30K

[pOTOKOAYW 3a NPOABMKABAHE Ha TepanuaTa

= [oNbNHEHO W NOANKUCAHO NPUNOKEeHUe 1B —~nuer 3a onpeaensHe Ha Kputepunte

(no 1.B)
CMEUNMAITUIUPAHA .| = Enukpusa/eTanta envkpuaa, Bknioysalla BCUHKM nacnegsaHiha no TabnuuaTta 3a
KOMUCUA X d npocreaaBaHe Ha npunoxenne 2 (pusazam ce U Ha opuzuHanHa Gnaxka uny

3aeepeHo Konue}
= EKCMepTHO CTAHOBULIE C SCHa MEAULMHCKE MOTUBAUNA (3a4bIIKUTENHO ce
oT6enA3Ba NUnca Ha U3KMIUBALUM KPUTEPUU (M0OMILCAHO OM 8CUYKU YNEHO8e Ha
creyuanu3luparama KoMucus)
= “TipoTokon 3a NpefnvceaHe Ha nekapcTea, sannalyaky o H3OK/P3OK” — o6p.
M3-H3O0K (nodnucaH om 6cu4ku YIeHose Ha crieyuanusupaHama Komucus)

A 4

Komuicna no um. 78, 1. 2 OT 3aBepka Ha
330 B LY Ha H30K npoTtokona B P30K .

11. OBLUY NONOKEHUA - .
1. 33001 nopasa nogroTeeHnTe AokymeHTH B P30K, Ha TepuTopusiTa Ha KOSRTO €, Hanpaam‘lo M36op Ha ONN. JokyMeHTUTe
BKITIOMBAT:

1.1 3ansnenue go [upektopa Ha P3OK.

1.2 MMomenHeHo w noanucaHo npunoxenune 1. MNonbnsa ce no CBOTaeTHaTaTqHK'é'”‘M ce npwunara oTpasexHarta 8 Lwdpos

WHAEKC MeanyMHeKa JOKYMEHTALNS, YAOCTOBEpsIBaLLa BCEKWN ANH OT KpuTepuute:”

1.3 MonHusT HaBop M3cneaBaHus {(hysMKarHy, MHCTPYMEHTArHK 1 NaBopaTopHY), OTPa3eH B NpUroKeHue 2,

1.4 “fpoToKon 3a MNPeANnuUcBaHe Ha NeKkapcrsa, 3annawaHn ot H3O0K/P30K’ — o6p. M3-H30K, unsgageH ot
cneynanmsnpadHa KoMUCHs. ﬂpmnara ce opwurmuHan Ha npo*roxoﬁa, a npv KkangugaTtcTsaHe 3a npoAgbnaeaHe Ha Tepanuara ce
NpeAcTass OpuriHan Ha NPesxcAHUs NPOTOKON C 0TPa3eHN BCUUKK HasHAYeHUs N Hero.

1.5 leknapauua 3a nHhopMrpaHo cbrnacue no obpasel (npusioxerue 3}

2. P30K npuema QoKyMeHTHTe 1o T. 1 cred crnpaska OTHOCHO 3[PaBHOOCHIYpUTerHNA cTaTyc Ha 33011,

3. M'bpBUAT U BCekM CriefiBaly NPOTOKON Ce U3aaBart 3a nepuop ot 6 meceua.

4Mopanu MUcTopuuecku 3anoxenust GiomkeT, H3OK sannawa cbuwmte obemu B CLOTBETCTBME C YTBBpAeHUTE
MeAMUUHGKU KpUTepum.

\. VIBVICKBARWS HA H3OK 3A NPOBEXIAHE HA EH3VIM-3AMECTBAILA TEPATIMA NPV MYKOTIOVSAXAPUIO3A THM I} B UBBBHEONHNYHATA
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JNINCT 3A ONPEREASIHE HA KPUTEPUUTE MPU 3ANOYBAHE HA NEYEHUETO C EH3UM-3AMECTBALUA
TEPAMWA NP MYKOMONU3AXAPULOO3A TUM I

Ume: ErMH

3abenexya; : meduyuHckama GokymeHmayus, ydocmosepsealia 6ceku Om KpUMEPUUMe € nocodeHa C Yudpa e UHOBKC U 3adbiKumento
npudpy#asa Hacmosu{omo npunoKeHue,

A. IE(F;«,MTEPMVI 3A 3ANOYBAHE HA NBbPBU KYPC (BALBIMKUTEINHU CA BCUYKN KPUTEPUN)

MKB E76

1 CurypHa Anardola — KvHu4HaTa cumnromarvka, NoTBbpAeHa Ha Gasara Ha eH3UMeH aHanvma unu ﬂHK aHanus 1

2 | Nunca Ha uaknouBallu kputepum no 7. 6 2

THeoBxoanmuTe W3CNensaHust ca OTpaseHW B TaBn 2 Ha NPUNOMEHWE 2 - 3ANLIKATENHO Ce NPEACTassT Ha opwruHanka Gnanka oT
nabopaTopks Wiy 338EpeH0 U NOARMCAHO KONUe, AW HANWIMe Ha XOCTMTaNM3aLys ce npunara enukpuaa ¢ Homep 13 ¢ AaeHOCT A0 1 Mec. npeau
KaBAWAATCTBAHETO, 33ALMKUTENHO C& NPEeACTABAT AAHHW OT TEHETWMHW TecroBe, Aoka3salin 3aC0nABAaHETO HA opwruHarnka nognucaHa u

nognevardta 6naHka. 2
YROCTOBEPABA CE C MOANMCHTE Ha YNeHOBeTE Ha KOMUCHATA B NPUNOKEHNE 1 Ha HACTOALIMTE MIUCKBAHUA

B. U3KTIOUYBALLN KPUTEPUW (NMPW 3ANOYBAHE HA NNEYEHUETO)

C,TIPOSIBYA HA TEXKU aHachnnakTuiHN peakuuu

1. CBpbX4YBCTBUTENHOCT,
THiE

3

wf?g‘t&;

OTroeaps Ha KpuTepWuTe 32 3anoysaHe Ha
ne4yeHweTo C

B AHeBHa A03a

NOANUCK HA YNEHOBETE HA KOMUCUATA ciiiiiiccrsimmesninmresseansssssaanns

WU3UCKBAHUA HA H30K 3A MPOBEXIAHE HA EH3WUM-3AMECTBALLA TEPATIUS NTPY MYKOTOUBAXAPUAO3A TUM 1l B U3BBHEONHUYHATA
nomow
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JIUCT 3A ONPEAENAHE HA KPUTEPUWUTE NMPU NPOOBIMKABAHE HA NEYEHUETO C EH3UM-3AMECTBALLA
TEPAMNWA NMPU MYKOMNONNU3AXAPUAO3A TUM I

Nme: ErH

3abenexka: MeduyuHckama Jokymenmauus, yoocmosepasala eceky Om Kpumepuume € nocoyeHa C yugpa e uHdexc u 3adbrmkumenHo
npuUGpyKaga HACMOAWOMO NPUTOKEHUE,

UTEPUK 3A NPOOBINKABAHE HA NEYEHWUETO (3BAOBIIKUTENHW CA BCUHKWU KPUTEPUWN

MKB E75.2

1 | XemaTonoruunn nokasateny |

2 | ABnomukanHa exorpacus '

3 | KoHeynrauus Cbe cieluanuct kapamonor — EKT, ExoKI 2

4 | KoHeynTaLms Cbe CELMANMCT oTopuHonapuHronor 2

5 | [lunca Ha uaknYBalWKM Kputepuu no T. [ 3

1enMKpn:saIeTanHa efnnKpuaa c 0TpaleHa cTenen Ha nosnussaHe Ha nokalatenute ciea Ea‘n_O"lEaHE Ha neyeHwero, HEOGX()AVIMVITQ nacneaBaHus
ca oTpazeHu e Tabn. 2 Ha npunoxerue 2 - 33ABIKUTENHO, G NPEACTABAT Ha opmer?gnHé-GnaHxa oT naoparopus Unk 3aBepeHo k NoanucaHe
xonve i

amﬁyna‘ropnw nucToBe OT nNpernegwn nNpy cneymuanucT

yaocToBepsABa ce C NOANUCUTEe Ha YNeHoBeTe Ha KOMWCUATA B Npunoxerne 1 Ha HaCTORAWNTE UINCKBAHKUA

. U3KMIOYBALLU KPUTEPUW (NPU NPOOB/MKABAHE HA NEYEHWETO)

1. Texkn aHaunakTUuHy peakumnn
2. BkniousaHe Ha Bonkus B KNUHUYHO NpoyYsaHe”

* KoMucusTa, KOATO € Ha3Hayuna neveHneTo u Habniogasa 33001, e anbxHa HeaabasHO Aa yBeAOMU KOMMCUATA 32 eKCNepTU3k NO url.
78 T. 2 B LIY Ha H3OK. Te3u Gonuu ce 3anucBaT 8 OTAeNEH Perucrsp U He ryGAT NpaBoOTO C# 33 NPOALNKaBaKe Ha NeveHWeTo cnea
NPUKMIOYBAHE HA KNUHWYHOTO NPoYyYBaHe.
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O'rrosapn Ha KpuTepuuTe 3a npoabriKaBaHe
Ha neyeHueTto C

ROANUCH HA YNEHOBETe HAa KOMUCUATA: .viveeeeeeanns versssassansnasersanes .

NSNCKBAHUS HA H30K 3A NPOBEMKOAHE HA EHSVUM-SAMECTBALLA TEPANUA NPK MYKOMOUSAXAPULIO3A TUM Il B UBBBHEONHUUHATA
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NEYEBHO-AUATHOCTUYEH ANTTOPUTHEM

1. NEKAPCTBEHWU MNPOOYKTW, ekrioueHn B [punoxenne 1 Ha MG, kouto H3OK 3annaila B cboTBETCTBME C
AENCTBALLUTE HOPMATUBHU AOKYMEHTH.

INN AO3A

IDURSULFASE « 0.5 mg/kg TENECHO TErno YeTMpH MbTi MECEYHO KaTo UHTPaBeHo3Ha uHdyaus

2. NPOCNEAABAHE:

MNepuoa Ha rievyeHune
Moka3zaTenu u U3cneaBaHus u3x.:| 6 M| +6Mm7 +12 M +24mx
Tenecya maca X X X X X
PweT X X X X X
OBukonka Ha rnasa X X X x X
MKK (xemornobuH, xemaTokpuT, epUTpounTy, - X X X X X
neexounTy, TpomMBoLUTY )
ASAT X X X
ALAT x X X X X
MSCﬂeABaHE Ha ypuHa — xonuyecTeeHo X
[NIOKO3aMUHOIMMKAHY
ABA0oMUHANHa exorpadus — paamepy Ha YepeH X X X X X
apob 4 cneska
KowcynTauus ¢ kapauonor - EKT, exoxapauorpadms X X X
KoHcynvalma ¢ oTopuHonapukronor X X X
EEl X X X
6 MUHYTEH TEGT 33 ABWKEHUE X X X

+6 M.* - U3BLPLIBAT Ce Ha BCekw 6 meceua; + 12 M.* - M3BLPWBaT ce Ha Beeki 12 meceua; + 24 M.* - U3BBLPIIBAT Ce Ha BCEKn 24 meceua;

1. B1:3paCTOBaTa rpaHulia ce u3uncnsasa B HaBbPIEHRW roagvHN - T.e. BKIIOYUTENTHO KbM AaTaTa Ha W3faBaHe Ha

APOTOKONA OT CheLmanusupaHaTa KoMucust,

L [pu HasHauasaHe Ha Tepanua Mo MPOTOKON 3aALMKUTENHO Ceé CboBGpas3’fsaT Bb3PaAcTOBUTE OrpaHuyerus
s CbITIACHO KpATKATa XapAKTePUCTVKA Ha CbOTBETHUS NeKapcTBeH NPOAYKT, yTBbpAeHa no peaa Ha 3NIMXM.

3. "H3OK e 3annaua neveHue ¢ 4031 HaZ MaKCUMaNHO paspetlerinTe No KpaTka XapakrepucTuka Ha npoaykra.

4. H3OK He sannalya neveHve u3BLH yKkasaHaTa 8b3pacToBa IpaHuLa B KpaTkaTa xapakrepucTuka Ha npoayxTa.

5. KOMWUCUATA, uapana nporokona ha 330J], chbxpaHsaBa BTOpU eK3eMNNAp Ha NPOTOKONAa U BCWYKK
HeobXxo0ANMN OKYMEHTU 32 M3AABAHETO MY.

Hacmoswume u3uckearUs ca paapabomeHu Ha ocHoeaHue 4. 55 om HPZ 3a meduyunckume OeliHocmu 2012 zoduHa (0bH. 8
1B 6p. 3/10.01.2012 2.). u enusam & cuna om 01.07.20122. cvenacho un. 10 na Hapedba Ne 10 om 24 mapm 2009 2. 3a
ycnosuama u peda 3a sannaufaHe Ha nexkapcmeeru npodykmu o 4. 262, an. 5, m. 1 om 3akoHa 3a nexkapcmeeHume npodykmu
& xymanHama meduyuna, Ha meduyuHcky usdenus u Ha duemLiunu xpanu 3a creyuaniu meduyuHcku uenu (o6H. 48, 6p. 31 om
2007 2.).

V3NCKBAHVA HA H3OK 3A NPOBEXIAHE HA EH3UM-3AMECTBALLA TEPATNA NPW MYKONOUBAXAPUGOSA TUM Il B N3BBHBONHWUYHATA
nomoLy
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OEKNAPALINA 3A NHOOPMUPAHO ChITIACKE C UBUCKBAHWNATA 3A 3ANOYBAHE/ MPOOBMKABAHE HA
NEYEHWETO C NEKAPCTBEHUA MPOAYKT
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cnassam npenopbYyaHara mu cxema Ha nequme %) nepmop,quoc

'HaaHaweHaTa MW Tepanus.
3. ﬂpm NpeycTaHOBABAHE Ha NEYEHUETO N0 NPUHMHN, HENPOUSTUYALLM OT PELIEHNETO Ha Kommcmswa 3a ekcneptnam B P3OK
uiinu Komucusra no 4n. 78, 1.2 o1 330, lule ysenoms HesabaBHO nu4Hus cu nekap u P3OK u we Bvpra 8 P30K
nocneAHMﬂ NPOTOKOJI, N0 KOUTO CbM MonNyYaran/a nekapcTeeHus npoAyKT

4., I‘Ipm HECnassaHe Ha NMOCOMEHITE YCTIOBMA NEUSHUETO MU C YNIOMEHATHRA NEeKapCTBEH NPOAYKT wWe Gbae NPekpaTeHo u

HAma aa nmam npeTeHuu Kem H30K. 3
5. [purexasam/ He npuTexasam akTyanto TEMK peleHve 818 Bpb3ka Cbe 3abonseaqeTo.

JATSSGacTor=t ro] MY ormrrrrseseesnie e sat e s ntrasenee
(ume, npesume n damunus)

Tlognuc:

MBNCKBAHUS HA H30K 3A MPOBEXOAHE HA EH3UM-3AMECTBALLA TEPAMUA NPU MYKONOUSAXAPULOIA TUM Il B U3BBHEONHUYHATA
nomouy





