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M3NCKBAHUSA HA H3OK NPU U3OABAHE HA NPOTOKOSN 3A NPOBEXAAHE HA NEYEHUE C
EH3UM-3AMECTBALLA TEPANUA NPU MYKOMONU3AXAPUAO3A TUM Il U TUN IVA

MpoTokonbT ce u3aasa OT cneuuanuauMpaHa KoMucus B ne4yebHu 3aBepeHus 3a 60MHMYHA NOMOLY, CKIIOYUNU
nporosop ¢ H30K. CneuuanuaupaHute KOMMCUM Ce Cb3faBaT CbC 3anosBes Ha AUPEKTOpa Ha CreAHuTe YHUBEPCUTETCKMU
neuebHu saseaeHna: CBANIB - rp. Codmnsa, YMBAS “AnekcaHapoBscka” - rp. Codums.

I. PEQ 3A é%BEPfIBAHE HA NPOTOKONUTE

MpoTokonu 3a 3anouBaHe Ha TepanuaTa

« [lonbnHeHO ¥ noanucaHo npunoxexnue 1A — NUCT 3a onpeaensHe Ha kputepuute
(no Touka A) C BCUUKM HeobXxoaummn nscneaBaHus
=  MeauuMHCKa AOKYMEHTaUMs, BKMIOYBalla [aHHW OT aHamHesaTa, cTtatyca M

CMELUMANU3IUPAHA NPEAXOXAALLO neqeHne
- PeweHue Ha cneuvanuavpaHa KOMUCUR C fICHA MeauLMHCKa MoTusBauus 3a

KOMUCHUA 3arnousaHe Ha TepanusTa (MoOnNuUCaHo oM 6CUYKU ufleHoge Ha cneyuanusupaqama
" KoMucusi)
=  ‘fpoTokon 3a npeanMCBaHe Ha rnekapcTea, 3annawiaHu or H30K/P30K" -
06p. M3-H30K
Komucusa no un. 78, 3aBepka Ha
T.2071 330 » npotokona B P30K
R LIY ua H3OK

lMpoTokony 3a NpoALMKaBaHe Ha TepanuaTa

« [MonbnHeHo ¥ nognucaHo npunoxexue 1B — nNUCT 3a onpeaensHe Ha KputepuuTe
(no Touka B) ¢ Bcuuku Heobxoaumu uscneaBaHus
' , =  MeguuuHCKa AOKYMEHTaUMA, BKNOYBAlla [JaHHW OT aHamHesaTa, cratyca U
anu“AnusprHA o edeKT OT NPOBEXAAHOTO neyeHve
KOMUCHS 3| * Pewenne Ha cneunanusnpaHa KOMUCHA C SICHA MeAULMHCKA MOTUBALMA 33
‘ 3arouBaHe Ha TepanusTa (ModnucaHo oM 8CUYKU YfleHoee Ha creyuanusupaqama
Komucusi)
=  “llpoToKon 3a NpeAnMCcBaHe Ha riekapcTea, 3annaiiaHn ot H3O0K/P30K" — 06p.
/ M3-H30K
Komucus no un. 78, 3aBepka Ha
T.201 330 —» nporokona B P30OK
B LY Ha H30K
Il. OBLLU NMNONOXEHUA

1. 30N noaaea NoaroTBeHuTe AOKyMeHTH B P3OK, Ha TEpUTOPUATa HA KOATO e Hanpasuno u3bop Ha onn. fokymeHTure
BKIIOUBAT: AR B

1.1 3asBneHue po [dupextopa Ha P3OK. . ;

1.2 MonbnHeHo W NoAnucaHo npunoxeHue 1. Monbnea ce No CLOTBETHATa Touka W Ce npunara oTpaseHarta undpos

MHOEKC MeAULIMHCKA AOKYMEHTALUS, YOCTOBEPABALLA BCEKU €JUH OT KpUTepuuTe.

1.3 MbnHuAT Habop nacneaBaHnA (HM3NKaNHU, UHCTPYMEHTaNHN 1 nabopaTopHu), 0TpaseH B NpUnoxeHue 2.

1.4 ‘Tpotokon 3a npeaAnMcBaHe Ha neKapcTsa, 3annawjalu oT H3O0OK/P30K" - o6p. M3-H30K, uspapeH ot
cneuvanuaupana komucus. Mpunara ce OpUrMHan Ha NpoToKona, a Mpu KaHAMAaTCTBaHe 3a NpoAbIkaBaHe Ha TepanusaTa ce
NpeACTaBs OpUrMHan Ha NPeAXoAHNA NPOTOKON C OTPa3eHN BCUUKN HA3HAYEHUS MO Hero.

1.5 PelwleHue Ha cneumanuaupaHa KoMMcus oT neueGHO 3aBeaeHWe — u3nbiHuTen Ha AmbynaTopHa npoueaypa Ne 38
,OnpeaensiHe Ha NNaH Ha nedeHne W NpoCrneAsBaHe Ha TepanesTUYHWS OTFOBOP NMPU NaUMEHTW, nony4asaluy CkLNOCTPyBaLw
nexapcTBEHU NPOAYKT NO peaa Ha un. 78, an. 2 330" - 6n. M3-H3OK Ne 13

1.6. [leknapauus 3a nHcpopMUpaHo cbrnacue no obpaseu (npunoxenue 3).

2. P30K npuema nokymeHTUTE No Touka 1 cnea cnpaBka OTHOCHO 3APaBHOOCUTYPUTESTHUA CTaTyC Ha 301.
3. MbpBUAT U BCEKU CrneaBally NPOTOKON ce usaasar 3a nepuoa A0 365 aHun.
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NPUNOXEHWUE 1A

NUCT 3A ONPEAENSAHE HA KPUTEPUUTE NPU 3AMNOYBAHE HA NEYEHUETO C EH3UM-3AMECTBALLA
TEPANMWUA NPU MYKONONMU3AXAPUOAO3A TUM Il U TUN IVA

Wme: ErH

3abenexxa: - MeduyuHckama GoKyMeHmauus, ydocmosepsisalua 6cexku om kpumepuume e fnocoveHa C yugpa e uHdexkc u 3adbrKumenHo
npudpyxaea HaCMosiW oMo NPUNoXKeHue.

A. RPﬂTEPMM 3A 3AMOYBAHE HA MbPBU KYPC (SAABINKUTENHU CA BCUYKU KPUTEPUU)

MKB E76.1, E76.2

1 | CurypHa aMario3a — KMHMYHaTa CUMNTOMaTuka, NoTBbPAEHa Ha 6asarta Ha eH3umeH aHanu3 unu [1HK aHanus !

2 | Nunea Ha nakniousaim kputepun no 7. b Lo

THEOGXOAMMMTE M3CNeABaHUsl Ca OTpaseHU B TaGAMUA 2 HA MPUNIOKEHWE 2 - 33ABLIDKMTENHO Ce NPEACTaBAT Ha opuruHanHa 6nanka oOT
NaBopaToPUA MK 3aBEPEHO U NOANMCAHO KONWE, NPY HANWUME Ha XOCMUTANU3auMA ce Npunara envkpusa c Homep W3 c aaBsHocT 8o 1 mecey

NPeAN KaHAWAATCTBAHETO; 334 L/KUTENHO Ce NPEACTABAT AaHHU OT TeHETUMHN TECTOBE, A0Ka3BaLli 3a60N18BaHETO HA OpUriHanHa noanucaHa u
noaneuaraHa 6nanka. i
HaCcTORALUTE U3UCKBAHNA

YAOCTOBEPSIBA Ce C NOANMCHUTE HA YNEeHOBETe Ha KOMUCHSTa B npunoxetve 1 Ha

b. M3KHIOHBANM KPUTEPUM (NPU 3ANOYBAHE HA NNEYEHUETO)

1. CBPLXUYBCTBUTENHOCT C NPOSIBU Ha TeXKN aHaUNaKTUYHA Peakuvn KbM akTUBHOTO BELLECTBO UMM KbM HAKoe
OT NOMOLLHWUTE BelilecTra

OtroBaps Ha KpuTepuute uaanoqsgm Ha o o S B AHeBHa A03a
nevyeHueTo Cc : e : R i A R ARt

'NOANMCH HA YIIEHOBETE HA KOMUCHAITA: .......oovvvvvvvvmmmmmmmnrmnnnssssess
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NPUNOXEHWE 16

NNCT 3A ONPEAENAHE HA KPUTEPUUTE NPU NPOABNKABAHE HA NEYEHUETO C EH3UM-3AMECTBALLIA
TEPANUA NPN MYKOMONNU3AXAPUOO3A TUM Il U TUM IVA

Ume: ErH

3abenexka: MeduuuHckama OOKymeHmauyus, yoocmosepsiealya 6CeKku om Kpumepuume € nocoyeHa C yugpa 6 UHOeKC U 3a0b/KUMesTHoO
npuapy)xasa uacmonmomo npunoxexue.

B Kﬁ“TEPMM 3A NPOABITKABAHE HA NEYEHUETO (3Aﬂ.'bl1)KVITEﬂHIr1 CA BCUYKU KPUTEPUW)

MKB E76.1, E76.2

1 | Xemaronormunm nokasateny '

2 Aﬁnéuﬁhéﬁﬁa exorpacpust '

3 Kouéyhfaqﬁa cbC cheuuanucr kapavonor — EKT, ExoKIl" 2

4 | Nunca Ha uskniouBalm kputepum no 7. I 3

'MeauUMHCKa [IOKyMEHTaUMsA C OTpaseHa CTENeH Ha NOBAWABAHE Ha NOKasaTeNnuTe Clej 3anouBaHe Ha NEeueHueTo, HeobxoaumuTe
W3CneaBaHus ca OTpa3eHu B TabnuLa 2 Ha NPUNOXeHUe 2 - 3aALIKMTENHO Ce NPeACTaBAT Ha opuruHanin 6nanku ot naboparopus nnu 3aBepeHn
1 NOANUCAHMU: ko 151, IPY Hanuune Ha XoCNUTann3aums ce npunara enukpusa ¢ HOMep W3 ¢ 4aBHocT A0 1 MeceL| Npeay KaHAWAATCTBAHETO.
ausynaropuu NMCTOBE OT Nperneau Npu cneumnanucr:

sy.qocrosepﬂaa‘ce C NOANUCHUTE Ha WIEHOBETe Ha KOMUCUATA B NpunoxeHue 1 Ha HACTORIKNUTE UINCKBAHUSA

I. U3KITIOYBALLIM KPUTEPUM (MPU NPOOBIMKABAHE HA JIEYEHUETO)

1.  Texxu aHadUNaKTUYHN PEAKLIMM KbM aKTUBHOTO BELLECTBO UM KbM HSKOE OT NOMOLLHMTE BellecTsa

OTroBaps Ha KpuTepuUnTe 3a npomnmbaue
HAMEYEHMETOC e roeeine BAHeBHanosa ..

NOANUCKU HA YNTIGHOBETE HA KOMUCHUATA: ...y
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OPUNOXEHUE 2

. NEMEBHO-OAUATHOCTUYEH ANTOPUTHM

1. NEKAPCTBEHW MPOAYKTW, sknioueHn B [Mpunoxenue 1 Ha MJIC, kouto H3OK szannawa B8 cvotBeTcTBue C
JAeicTBaluTe HOPMaTUBHU JOKYMEHTH.

Ta6bnuua 1
INN AO3A
IDURSULFASE e 0.5 mg/kg TenecHo Terno eaqHOKpPaTHO CEAMUYHO KaTO MHTPaBEHO3Ha MHGY3Ns
ELOSULFASE ALFA e 2 mg/kg TENEeCcHO Terno eaHOKPaTHO CEAMMUYHO KaTo UHTPaBEHO3HA UHAY3NA

Ta6nuua 2

MNepuopn Ha neveHue

MokasaTenu u nacneaBsaHns M3XOfIHO Ha BCceku 6 Ha BCcekn 12
' meceua* meceua**
Tenecha maca ) : X X

Pwcr ' X X

O6ukonka Ha rnasa (no npeyeHka)

MKK (xemMornoGuH, XeMaToKpuT, epUTPOLMUTH, NEBKOLMTH, TPOMBOUMUTH ) xo X
ASAT e x
ALAT : X x
WacnepBaHe Ha ypaua KONMUYECTBEHO rmoxoaamuuornmaﬂn X X
AbaomuHanya exorpacbwa pasmepu Ha yepeH Apob u cneska X X
KoHcynTauus ¢ kapauorior - EKT, exokapaunorpadus X X

KoHcynTauus ¢ oTopuHonapuHronor (no npeueHka)

EET (no npeuenka)

6 MUHYTEH TeCT 3a ABUKEHME (N0 NPeLeHKa)

* usBbpwBsar ce Ha Boexn 6 Meceua; ,
b usabpmamce Ha Bcexn 12 Meceua, v , :

Mscnenaanum ce npenctaaar Ha opumnanﬂn OnaHky unu 3aBepeHn konusi C noanuc u nedyat Ha JI3 (npu Hanuune Ha
XOCMUTanU3auvs ¢ p,asuocr p.o 1 meceul npeau mnnmarcrsaﬂem ce npunara 3aBepeHo Konue oT enukpusa ¢ Homep U3).

II. OBLLM usMcKBAHuﬂ

1. Bb3pacToBarta rpaHuua ce usunchsaea 8 HABLPLIEHW FOAVHY - T.€. BKITIOUMTENHO KbM AaTaTa Ha n3nasaHe Ha npoTokona oT
cneuvanusupaHaTa KOMUCHS.

2. Mpu HasHavyaBaHe Ha Teparma no nporoxon mmmenﬂo ce cboOpasssar abapamoame OrpaHNYeHNs CbIMacHo KpaTkaTta
XapaKTepuCTUKa Ha CbOTBETHIA NEKAPCTBEH NPOAYKT, YTBbPAEHa N0 peaa Ha. 3NMXM.

3. H30K He 3annaiua neveHne nasbH. yKasaHata Bb3pacrosa rpamnua B KpaTkaTa xapax‘repucmxa Ha npoaykTa.

4. H30K He 3annalua neueHue ¢ A03K Haa MakcumanHo paapeweuwre NO KpaTKa XapakTepucTika Ha npoaykTa.

5. B cnyvait Ha HacTbNUNa NOAO3UPaHa HexenaHa nekapc‘raena peakuus, nekapst ysegomasa WMAI no pepa Ha un. 184 ot
3MNXM. Konue oT cbobLUeHneTo ce npunara kbM MeantiHCKaTa aokyMeHTauus Ha 30J1 npn kaHanaaTcTBaHe 3a nedyeHme.

6. CNELIMANTU3UPAHATA KOMUCUA nsnaea Pewenne cnea nposeaeHa AM6ynaTtopHa npoueaypa Ne 38 ,OnpeaensiHe Ha
NNaH Ha nevYeHMe U npocrneasBaHe Ha TepaneBTUYMHUS OTFOBOP NPWU NaUMEHTH, NOfyYaBaluy CKbMOCTPYBALLU NEKapCTBEHW
npoAaykT# No peda Ha un. 78, T. 2 330 Ha ocHoBaHue un. 53 u un. 303 oT HauuoHaneH pamMKoB AOrOBOP 3a MeAWULMHCKUTE
AeWHoCcTU Mexay HauuvoHanHaTta sgpaBHoocurypuTenHa kaca u Bbnrapcku nekapcku culos 3a 2018r. (o6H., OB, 6p. 28 ot
29.03.2018 r.; uam. u gon., 6p.34 or 2018r., 6p.4 ot 2019r.) u npemoctaBeHa ot 30J1 mMeauUMHCKA AOKYMEHTauus.
CneuunanuaupaHaTa KOMUCHUS CbxpaHsaBa eauH eksemnnsp oT Pewenueto. Mpu uspasaHe Ha npotokon Ha 30J1, cbxpaHsBa
BTOPU €K3eMNNAp Ha NPOTOKoNa, BCUYKM HEOBXOAUMUN JOKYMEHTU 33 M3AABAHETO MY U KONve OT npunoxeHue 1 Ha HacToAwwMTe
U3UCKBAHUSA, NOMBLIIHEHO NO CbOTBETHATA TOYKa M NOAMNUCAHO OT YNeHOoBeTe Ha CrneuuanuampaHaTa KoMUCHst.

Hacmoswume u3uckeaHusi ca pa3pabomeHu Ha oOcHoeaHue 4n. 58 om HayuoHaneH pamkoe 002080p 3a MedUUUHCKUME
deliHocmu Mex0Oy HayuonanHama 30pasHoocuzypumenHa kKaca u Bbbneapcku nekapcku cbro3 3a 20182. (o6H., 1B, 6p. 28 ot
29.03.2018 r.; uam. u pgon., 6p.34 ot 2018r., 6p.4 ot 2019r.), enuzam e cuna om 01 sHyapu 20202. Ha ocHoeaHue peweHue Ne
PL]-HC-04-114/23.12.20192. u ommeHsm Oelicmeaujume u3uckeaHus, 8 cuna om 15.01.2014e.
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NPUNOXEHWUE 3

DEKNAPALIUA 3A UHOOPMUPAHO CBIMMACUE C UBUCKBAHUATA 3A 3ANOYBAHE/ NPOABINKABAHE HA
NEYEHUETO C NEKAPCTBEHUA NPOAYKT

..........................................................................................................................................................................

cnen Kai‘o o’e‘ 3anosHax C UAnNaTa MW NpeaocTaseHa WHOpMaLMs W UenTa Ha NeYeHWeTo C nekapcTeeHus
MIDOAYKT . sir s vnesesisessssssnssssssnssnsssssssssssssss s s bbb ¥ Cneg KaTto nony4ux usyepnartenHu OTroBopu Ha
nOCTaBeHm'e OT MeH BbNpOCH, AeKnapupam ye:

1. U.le cnassam nperopbYyaHaTa Mu Cxema Ha neveHue u nepuonw-mocr Ha KOHTPONHUTE Nnperneav.

2. Penoano e Ce SBABAM Ha KOHTPONHW Mpernean v HAMa Aa NPOMEHsIM CaMOBOMHO WAM MOA ApPYro BHyleHWe
‘uasﬁaueuara MU Tepanusi.

3. ‘ﬂpﬂ rvpeycrauosﬂaaue Ha neveHuneTo no npmuuu Henpou3TMyaLLy OT pelueHneTo Ha KomucusiTa 3a ekcnepTusn 8 P30K
,‘nlmm KomucusiTa no un. 78, T.2 ot 330, e yseaoms He3abaBHO NUYHMA Cu nekap u P30K u ule BbpHa B P30OK
nocnenuua NPOTOKOS, N0 KOWTO CbM nonyuaﬁanla fiexapcTBeHUA NPOAYKT.

4, ﬂp}l HecnasBaHe Ha NOCoYeHuTe YCNOBMS NEYEHUETO MU C ynomeua'ma nexapcTeeH NpoaykT we 6bae npekpaTeHo u
‘HIMa ga umam npeTeHuumn kbm H3OK.

JLEKMAPATOP: ... ceereeeeemireieniineries et ssssat et
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