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HALUMWOHAIHA 30PABHOOCUTYPUTEITHA KACA
Cogua 1407, yn. “Kpuuum” No 1 www.nhif.bg men: men: +359 2 9659121
YTBBPXOABAM:

YMPABUTEJ HA H3OK: /n/
O-P PYMAHA TOJOPOBA

BAPHO:

OWPEKTOP ONPEKUUA //
ALYyCOI:

MUXAUI TAUOAPXUEB

M3NCKBAHUA HA H3OK
3A NPOBEXOAHE HA XEJNTATUPALLA TEPATUA
MPU BETA TAJIIACEMUA,
HACIEACTBEHA XEMOJIMTUYHA AHEMUA,
KOHCTUTYLUUOHANHA AMJTIACTUYHA AHEMUA,
HACINEOCTBEHA CUOEPOBJIACTHA AHEMUA U
KOHFrEHUTANNHA AN3EPUTPONOETUYHA AHEMUA

B U3BBBHBEONHUYHATA NMOMOLL



[image: image2.jpg]N3UCKBAHWUA HA H30K NPU U3OABAHE HA NMPOTOKOIN 3A NPOBEXOAHE HA NEYEHUE C
XEJNATUPALLU ATEHTU NPU NALUMUEHTU C BETA-TANTACEMUA, HACNEACTBEHA XEMOJIUTUYHA
AHEMWA, KOHCTUTYLIMOHANHA ANNACTUYHA AHEMUA, HACNEACTBEHA CUAEPOBJIACTHA
AHEMWA U KOHFEHWUTANHA OU3EPUTPONOETUYHA AHEMUA

MpoTokonbT ce u3gaBa OT cheuuanusvMpaHa Komucusi B nevyebHM 3aBegeHusi 3a GonHuuHa nomoly,
ckntounnu gorosop ¢ H3OK. CneumanuampaHute KoMucuM Ce cb3fasaT CbC 3anoBes Ha avpektopa Ha J13:
CBANOOX3 — Codms, HCBAJIX3 — Codusa, CBANAB — Cocusi, YMBAIT ,CB. MapuHa” — Bapxa, YMBAJ ,Cs. leopru” —
Mnoeaus, YMBAN ,leopru CtpaHckn” — MNneseH, YMBAJl — Ctapa 3aropa W BKMOYBaT CreuuanucT no KnuHUYHa
XEMaTomnorusa 1 CNeLMannucTy no AeTcka KIMHUYHA XeMaTonorvs Unu no AeTcka KNuHWYHa XeMaToriorvisi U OHKOSOrusi.

|. PEQ 3A 3ABEPABAHE HA NMPOTOKOJIUTE

MpoTokonu 3a 3ano4YBaHe Ha neYyeHue

= [lonbfMHEHO W noAnUCaHO npunioxeHwe 1 — NUCT 3a onpepensiHe Ha
KPUTEPUUTE C BCUYKWN HEOBXOAUMM U3CNEABaHNS.
= Enukpu3aleTanHa enukpu3a*, BKMOYBaLLa AaHHW OT aHamHesaTa, cTaryca,

V3cneBaHNATa U NPeaxoXaallo neyeHne (0ceeH ypes enukpusa, daHHUme
CNELIMANUSUPAHA q om KnuHuyHume npeznedu u uscnedsaHus ce npedcmassm Ha OpuauHanHu
KOomMuUcuA 6naHKu unu 3a8epeHu U odNUCaHU KOrusi)

= EKCNEPTHO CTAHOBMLUE C SCHA MEAULMHCKA MOTUBaLMS (3aABbIDKUTENHO ce
oTGensi3Ba NUNca Ha UKMIOYBALLW KPUTEPUM (TOONUCAHO OM BCUYKU YIIEHO8E

Ha crieyuanuaupaHama KOMUCUﬂ)
= “lpoTokon 3a npeanucBaHe Ha nekapcTsa, 3annawanu ot H30K/P30K" —
obp. M3-H3OK (nodnucaH om ecuyku u4neHose Ha crieyuanuaupaHama

Komucusi)
Komucus no un. 78, 1. 2 ot 3aBepka Ha nNpoTokona B
330 B LY Ha H30K » P30K

MpoTokonu 3a npoabMkKaBaHe Ha NeveHue

L MonbnHeHo un noanucaHo npunoxeHue 1 - nuer 3a onpejensaHe Ha
KpuUTEpUUTE
L Enuxpmale'ranua enm(pusa*, BKNoYBaLla AaHHM OT aHaMmHesara, cTtatyca un

BCMUKM M3CrieiBaHMs No TabnuuaTa 3a NpocrieAsBaHe Ha NpUIoXeHue 2
CMNELUMAITU3NPAHA < (oceeH ype3 emanHama enukpusa, daHHUMe OM KNUHUYHUME npeanedu u
KoMucus u3scnedeaHuss ce npedcmassm Ha OpusUHaNHU GRaHKu Unu 3aeepeHu U

nodnucaHu Kornusi)
= EKCMepTHO CTaHOBMLUE C fiCHA MEAULMHCKA MOTUBaLMS (3aABIDKUTENHO ce
oTtbenssgsa nunca Ha W3KIoYBaLlM Kputepun {ﬂO@ﬂUCaHO 0Om 8CUYKU Y5ieHose
Ha cneyuanusupaHama KoOMUcusi)
= “[lpoTokon 3a nMpejnucBaHe Ha nekapcTea, 3annawaHu ot H3OK/P3OK” —
/ 06p. M3-H3OK (nodnucaH om 8cuyku 4neHose Ha crieyuanu3upaHama

KOMucUsi)
Komucus no un. 78, 1. 2 ot .| 3aBepka Ha npoTokona B
330 B LY Ha H30K P30K

*cprnacio npuetHTe 06pasi ot BMCX

1l. OBLLU NOJTIOXKEHUA

1. 3001 nogaBa noaroTBeHuTe AokymeHTU B P30K, Ha TepuTopusATa Ha KOAITO € Hanpasuno usGop Ha OMJl.
[okyMeHTUTE BKIMIOYBaT:

1.1 3asBnenue no [upekropa Ha P30OK

1.2 MonbrHeHo 1 nognucaHo npunoxenue 1. Monbnsa ce NO CLOTBETHATA TOYKa U Ce npunara oTpaseHata B LUMcpos
MHAEKC MeAULMHCKa JOKYMeHTaLus, y10CcToBepsiBalla BCeKM eAnH OT Kputepuute

1.3 MbnHusaT Habop u3cneaBaHus (OU3MKaNHKW, UHCTPYMEHTaNHU U nabopaTopHu), 0Tpa3eH B NpUnoXexue 2

1.4 ‘MpoTtokon 3a npeagnucBaHe Ha rekapcTsa, 3annawaHu ot H3OK/P30K® — o6p. M3-H3OK, usgageH oT
cneuuanuanpaHa komucus. lNpunara ce opurMHan Ha MNpOTOKOna, @ MpU KaHAWAATCTBaHE 3a MpoAbiDKaBaHe Ha
TepanusTa ce NPeACTaBsi OpUrMHaN Ha NPeAXOAHUS MPOTOKON C OTPa3seHU BCUYKM Ha3HAYEHUs MO Hero

1.5 [eknapauus 3a uicgopmmupaHo cbrrnacue no obpasel (npunoxexue 3)

2. P30K npuema gokymeHTUTe no T. 1 cre cnpaBka OTHOCHO 3ApaBHOOCUIypUTenHus ctatyc Ha 3011

3. MepBUAT U BCeKn criefBall NPOTOKON Ce M3[aBaT 3a nepuog Ao 6 meceua

' )

@ W3NCKBAHWNSA HA H30K 3A MPOBEXXOAHE HA XENATUPALLA TEPAMUA NPU MALUVEHTU C BETA TATACEMUSA, HACNEACTBEHA
XEMONUTUYHA AHEMUA, KOHCTUTYUUOHANTHA AMNIACTUYHA AHEMUA, HACNEACTBEHA CWUAEPOBJIACTHA AHEMWUA U
KOHIFEHUTANHA OU3EPUTPOMOETUYHA AHEMUA B U3BBHBEONHUYHATA NOMOLL - B cuna oT 1 aekemepu 2014 roguHa
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JINCT 3A ONPEAENAHE HA KPUTEPUUTE NPU 3ANMOYBAHE HA JIEYEHUE C XENATUPALLA
ATEHTW NP NAUMEHTU C BETA-TANTACEMWUA

Nme: ErH

3abenexka: meduyuHckama OoKymeHmauyus, ydocmosepsieawja 6CeKu Om Kpumepuume € [ocoYeHa C yugppa e uHdekc u
3adb/IKUMeNnHo Npudpyxasa HaCMOoAULOMO NPUIOKEHUE.

A. I. KPUTEPUU 3A 3AMOYBAHE HA NEYEHUE C DEFEROXAMINE (3AQBIDKUTENHU CA BCUYKU
KPUTEPUW)
MokasaHusi 3a neyenve ¢ Deferoxamine:
= XPOHUYHO HaTPynBaHe Ha XKeNs30 Npu TPaHCHhy3MOHHA XeMocuaeposa

MKB D56.1

Mpu NauMeHTH Ha Bb3pacT HaA 2 roauHn cnep nbpeute 10 -12 xemoTpaHcdy3um U HUBO Ha cepyMeH
1 | cheputun Han 1000 ng/mi '

o - 1
TeXKu anepruyHun 1 Apyru CTPaHUYHU peakuuu kbM Deferasirox wivnu Deferiprone
2 | (camo 3a mayueHmu, Koumo ca npoeexodanu u/unu nposexdam xenamupaujo nevyeHue ¢ Deferasirox unu
Deferiprone u umam pesucmpupaHu peakyuu)

He3afioBONMUTENEH UAK NOLL TepaneBTUYeH edIeKT OT HACTOSLIOTO XeNaTUpalLo NeyeHue |

(onpedeneH Ha 6azama Ha CmMOUHOCMU Ha CEpyMeH hepumuH, cbpOeveH U YepHoopobeH MRI T2* u
3 | ¢ppakyusi Ha usmnackeaHe Ha sisiea kKamepa)

(camo 3a nayueHmu, koumo nposexdam xenamupaujo nevyeHue ¢ Deferasirox wnu Deferiprone u umam
He3a0080/IUMENEH UMU 10W MepaneemuyeH KOHMpPON 8bpXY Xe/1e3HUS CepbXmosap)

EnekTpochopesa Ha xeMornobut >
4 P P
(camo 3a nayueHmu, koumo 0o ceza He ca rposexadaiu xenamupaujo f1e4eHue)

5 | KnuHKueH cTaTyc, uscrneaBaHuUs U Nperneau oT Apyru cneLuanucTi z

6 | Nunca Ha M3kNOYBaLWM KpuTepuuM no T. B.1 4

T
OTpa3eHo B eTanHarta enukpusa

2 HeoBXoauMHUTE W3CTEABaHUs U nperneau OT CMeUMarniucT ca OTpaseHu B Tabnuua 2 Ha MPUMOXKeHMe 2 - 3aAbIKUTENHO ce
NPEACTaBAT Ha OPUTMHANHW GnaHku (UMW 3aBepeHn W MOAMUCAHW KOMWUS) UMM OTPA3EHW B €TanHa enukpu3a, MoAnMcaHa OT nekap CbeC
CNewLManHocT KIMHUYHA XEMaTomorus/ AeTcka XeMaTonorks U OHKONOTMA C A3BHOCT A0 1 Mecel NPeAu KaHAMAATCTBAHETO; NpU Hanuune
Ha XOCNUTanu3auvs ce npunara envkpuaa/ eTanHa enukpuaa ¢ Homep Ha U3 ¢ gaBHocT A0 1 Mecel NPeAM KaHAMAATCTBAHETO, NOANMCaHa
OT fleKap CbC CMNELNanHOCT KNUHUIHA XEMATONOrUs/AETCKa KITMHUYHA XEMATONOrNs MW AETCKa KNMHUYHA XEMaTOmNOrUA 1 OHKONOrus.

yAocToBepsiBa ce C NOANMUCUTE Ha YNeHOBEeTEe Ha KOMUCUSATA B NpuUrioxeHue 1 Ha HacTOALMTE U3NCKBAHUA

B. I. U3KITHO4YBALLU KPUTEPWUM (NMPU 3ANOYBAHE HA NEYEHUETO)
1. TexXxu anepruyHn u/mnu ApYrv HeXenaHu NekapcTBeHn peakumn
2. BpeMeHHOCT 1 nakrauus
3. DebpunHu cbCTOAHUA A0 USSICHABAHE Ha NpUYnHaTa

He H
OTI"OEapil Ha KpuTepuuTe 3a 3anoysBaHe Ha B ceaMMYHa Ao3a

ne4yeHueTo ¢ B D T o PESOTEEERSSESESED saveveeneseeves

NoAMNMUCU HAa YNTEHOBETE Ha KOMUCUATAL ........coiiiiiiiiiiiininciiiiinennns

4 W3NCKBAHUSA HA H30K 3A MPOBEXXIOAHE HA XENATUPALLA TEPAMUA NPU NAUMEHTU C BETA TANACEMWUA, HACNEACTBEHA
XEMONMUTUYHA AHEMUSA, KOHCTUTYLIMOHANHA AMNACTUYHA AHEMWA, HACNEACTBEHA CWAEPOB/IACTHA AHEMUA U
KOHFEHWUTAJNIHA AU3EPUTPOMOETUYHA AHEMWUA B U3BBHBONTHUYHATA NMOMOLL - B cuna oT 1 AekemBpu 2014 roguHa
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TNINCT 3A ONPELENSHE HA KPUTEPUUTE MPU NPOABIMKABAHE HA NEYEHUETO C
XENATUPALLN ATEHTUW MPU NMALMEHTU C BETA-TANTACEMUS

Ume: ErH

3abenexka: MeduyuHckama Ookymenmayus, ydocmosepsisawja eceku om Kpumepuume e rocoyeHa C yugppa € UHOIeKC u
3a0BIIKUMEIIHO NPUGPYXasa HACMOAW,0MO NPUNOKEHUE.

B. I. KPUTEPUN 3A MPOABLIMKABAHE HA NEYEHMETO C DEFEROXAMINE (BAOBIMKUTEITHN CA
BCUYKU KPUTEPUMN)
lNokasaHus 3a nevexme:
" XPOHMYHO HaTPyNBaHe Ha Xens30 Npu TpaHchy3MOHHa XeMocUaepo3a

MKB D56.1

Hobbp unuM MHOro #o6bp TepaneBTUYEH e(EKT OT HACTOSIOTO XenaTupawo JrieyeHue c
Deferoxamine

1 | (onpedenen Ha 6asama wa cmoliHocmu Ha cepymeH epumuH, cepdeyer u 4YepHodpobeH MRI T2* u
(hpakuus Ha usmnackeaHe Ha fisiea kamepa)

(3a nayuenmu, nposexdauju neyexue c Deferoxamine)

2 | KnuHUY4eH CTaTyc, M3cneABaHWs U NPerfieau OT APYru crneLnanucTy 2

3 | Nvnca Ha uskniouBawm kputepum no 7. T, 1 °

T OTpa3eHo B eTanHaTa enukpusa

HEOBXOAUMUTE W3CNeABaHUA U Nperfiefu OT CMELUANUCT Ca OTPaseHW B Tabnuua 2 Ha MPUMOKEHUE 2 - 3aALIKUTENHO ce
NPEACTABAT Ha OpUrMHaNHK GnaHku (Unu 3aBepeHn W MOAMMCAHW KOMWUs) UMW OTPA3EHW B €TanHa enukpuaa, MOANUCaHa OT fekap CbC
CNeunanHoCT KIMHUYHA XeMaTonorus/ AeTcka XeMaToNorus U OHKONOTMA C AaBHOCT A0 1 MeceL| NpeAvn KaHAWAATCTBaHeTO; Npu Hanuune
Ha xocnuTanusauns ce npunara envkpusa / eTanHa enukpuaa ¢ Homep Ha M3 ¢ 4aBHoCT 40 1 Mecel| npeam KaHAMAATCTBAHETO, NOANUCAHA
OT Nnekap ChbC CNeUnanHocT KIIMHUYHA XeMaTonorus/ AeTcka KNnHYHa XeMaTonors U AETcka KMHYHA XeMaTONOTUSA U OHKONOrUst

YAOCTOBEpsiBa Ceé C MOAMUCUTE Ha “IeHOBETe Ha KOMUCMATA B npuriokeHne 1 Ha HacTOALMTE M3UCKBAHWS M CE MOMbLNBA
Tabnuua 1

Tabn. 1 HexenaHu nekapcTBeHU peakumm

JlokanHu KoXHM peakuuu

OTOTOKCMYHOCT

OuyHa TOKCUYHOCT

3abaesiHe B pactexa

KocTHu yspeiaanus

XunoToHust

Wudbekums ¢ Yersinia enterocolitica

Anepriynun peakuum

r.l VI3KJ]I0'-IBALL|,VI KPUTEPUU (MPU NMPOABINKABAHE HA JIEYEHUETO)
TexKkn anepruiHn u/mnu Apyrv HexenaHu NekapcTBeHN peakumm
BpemeHHocT

DebpunHn CLCTOSTHUS A0 USICHSIBaHE Ha MpuYuHaTa
[LokymeHTupaHa uHdbekuus ¢ Yersinia enterocolitica

BxniousaHe Ha GOnHWS B KNUHUYHO Npoy4YBaHe*

ol

*KomucusiTa, KOSITO € HasHauuna neYenueTo u HaGnioaasa 3001, e AnbiHa He3abaBHO Aa yBepomn KomMucusTa 3a eKCnepThau
no un. 78 1. 2 ot 330 B LY Ha H3OK. Teau GonHu ce 3anucBaT B OTAENEH PErUCTBLP U He ryGAT NPaBOTO CM 3a NPoAbITKaBaHe
Ha NeYeHUeTO cries NPUKIoYBaHe Ha KITMHUYHOTO NpoyYBaHe.

OTroBaps Ha KpuTepUMUTE 3a NpoAbLIMKaBaHe B ceIMM4Ha o3a
Haneyewuetoc L A,

r )
@«‘ M3NCKBAHUA HA H30K 3A MPOBEXXIAHE HA XENATUPALLA TEPAMWS MPW MALMEHTU C BETA TANACEMUS, HACNEACTBEHA
XEMO/MTUYHA AHEMWS, KOHCTUTYLMOHANHA AMNACTUYHA AHEMUSA, HACNEACTBEHA CUAEPOBNACTHA AHEMUS W

KOHIEHWUTANHA AU3EPUTPOMOETUYHA AHEMUSA B U3BBLHBEONHNUYHATA NMOMOLL - B cuna ot 1 Aekemspy 2014 roauHa
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JINCT 3A ONPEQENAHE HA KPUTEPUUTE MNPU 3AMOYBAHE U MPOOABIMKABAHE HA
NEYEHUETO C XENATUPALLWN AFEHTU NMPU NMAUMEHTU C BETA-TANTACEMUS

Nme: EMH

3abenexka: mMeduyuHckama AdoKyMeHmayus, ydocmosepsisala €CeKU Om Kpumepuume € [ocoyeHa C yugpa & UHOeKC U
3a0bIIKUMENHO NPUdpyXaea HaACMOSIULOMO NPUMOXEHUE.

A. Il. KPUTEPUU 3A 3AMNOYBAHE U MNPOABLIMKABAHE HA JEYEHUMETO C DEFERIPRONE
(BAOBIPKUTENHU CA BCUYKU KPUTEPUMW)
Mokasanus 3a nevexue c Deferiprone:
*  XPOHMYHO XErs3HO CBPbXHATPyNBaHe Npu NauueHTn ¢ Tanacemus Maiop, korato Tepanusita ¢ Deferoxamine
€ NpoTuBonoKasaHa unu HenoaxoasLua.

MKB D56.1

1 Bb3pact 2 6 roauHun

- Py T
TexXKu anepruyHmn U Apyru CTpaHU4HK peakuumn kem Deferoxamine wivnu Deferasirox
2 (camo 3a nayueHmu, koumo ca nposexadanu u/unu nposexoam xenamupawo nevyeHue ¢ Deferoxamine unu
Deferasirox u umam pezucmpupaHu peakyuu)

HesagoBonutenex unu noiu TepaneBTUYEH eIEKT OT HACTOALWOTO APYro XenaTupailo neveHme s
(onpedeneH Ha 6azama Ha cmolHocmU Ha cepymeH ¢hepumuH, cbpdedeH u yepHoOpobeH MRI T2* u
3 hpakyus Ha usmrnackeaHe Ha risiea kamepa)

(3a nayuenmu, nposexdawu neyeHue ¢ Deferoxamine wnu Deferasirox u umam He3adosonumeneH unu
now meparnesmuyeH KOHMPOJT 8bPXY XeNe3HUs cepbXmosap)

[o6bp unn MHOro A06LP TepaneBTUYeH eheKT OT HACTOALIOTO XenaTupallo neyekue ¢ Deferiprone '
4 | (onpedeneH Ha 6asama Ha cMOUHOCMU Ha CEPyMEH (hepumuH, cbpleyeH U YepHoOpobeH MRI T2* u
cbpakyusi Ha usmnackeaHe Ha risiea kKamepa)

(3a mayueHmu, nposexdauju neyeHue c Deferiprone)

TaGopaTopHU KpUTEPMM -
e Ab6conioTeH HeyTpoduneH Gpoit (AHB) 21.5 x 10%
5 e  TpomGoLuti 2100 X 10%/1
e CepymHa ypesi U KpEaTUHUH B peepeHTHU CTONHOCTH
e ALAT un ASAT <4 nbTu OT ropHa pedpepeHTHa CTOMHOCT

MRI T2* kpuTepum °
(3a nayueHmu Had 10-200. 8b3pacm)
e CubppaeveH T2* 10-14 ms u YepHoapobeH T2* 1.4- 2.7 ms

g e CoupaeyeH T2* 10-14 ms u YepHoapoGeH T2* > 2.7 ms

e CobpgeyeH T2* 14-20 ms 1 YepHoapobeH T2* > 2.7 ms

e CwupaeyeH T2* > 20 ms 1 YepHoapobeH T2* > 2.7 ms
7 KnuHuyeH cratyc, uscneaBaHusl U nperneau ot Apyru cneumuanucTi z
8

Nunca Ha u3knouBawm Kputepum no 7. B.ll- >

T otpaseHo B eTanHaTa envkpusa
HeobxoauMUTE U3CneABaHWs U NPErneay OT CNeUManucT ca OTpa3eHu B Tabr. 2 Ha NPUIOXKEHMUe 2 - 33 bIKUTESHO Ce NPeACTaBaT
Ha opuruHanHu GnaHku (Mnu 3aBepeHy U NOANUCAHU KOMUS) UMW OTPa3eHW B eTanHa enukpuaa, noanucaHa oT fekap CbC CreuManHocT
KNUHWYHA XemaTonorus/ AeTCka XeMmaTonorWs M OHKOMOTMA C AaBHOCT A0 1 Mec. Mpeau KaHAWAATCTBAHETO; MpU Hanuyue Ha
XOCNUTanu3auus ce npunara envkpusa / eTanHa envkpusa ¢ Homep Ha M3 ¢ JaBHOCT A0 1 Mec. Npejy KaHAMAATCTBAHETO, NOANUCAHA OT
nekap CbC CneunanHocT KIMHUYHA XeMaTonorus/ AeTCKa KIMHNYHa XEMaTOSOMUs Ui AETCKa KIMHUYHA XEMATONOTS M OHKOMOTUSL.
YAOCTOBepsiBa ce C NOANMCUTE Ha YTIeHOBETe Ha KOMUCHSITA B MPUIIOXeHNe 1 Ha HACTOSILUTE M3NCKBaHMS U Ce NOMLNBa Tabn. 1

MpunoxeHneto Ha cuponHata rnekapcTBeHa c¢opma Deferiprone ce yTBbpXAaBa criel npefocTaBsiHe Ha
aprymeHTUpaHoO MeAULIMHCKO CTaHOBULIe oT PaboTHa rpyna no tanacemusi kbM BMCX.

Tabnuua 1 HexxenaHu nekapcTBeHU peakummn

HeyTtponenus (AHB < 1.5 x 10°/1)

l'afeHe, NOBPbLUAHE, Anapus, kopemHa 6omku

ApTpanrusi/aptponaTtus

MoBuwaBaHe Ha HUBaTa Ha CEPYMHUTE TpaHCaMUHA3M

) 5
L‘ U3UCKBAHUA HA H3OK 3A MPOBEXXOAHE HA XENATUPALLA TEPAMNUA NMPU MALUWEHTU C BETA TANACEMUSA, HACNEACTBEHA
XEMOJNIUTUYHA AHEMWUS, KOHCTUTYUMOHANHA AMNACTUYHA AHEMUSA, HACNEACTBEHA CUOEPOBNIACTHA AHEMWUA U
KOHIFEHUTANHA IU3EPUTPOMOETUYHA AHEMUS! B U3BBHBEONHUYHATA MOMOLL — & cuna ot 1 aekemspu 2014 roguHa




[image: image6.jpg]B. Il M3KJ1IO'~IBALLM KPUTEPUU (MPU 3AMNOYBAHE U NMPOABI/MKABAHE HA NEYEHUETO)

TexKn anepruyHn Wunm Apyru HeXxenaxu nekapcTBeHu peakumm

XPOHUYEH XenaTuT, pesynTar oT xenatuT C, C JaHHN 3a TexKa YepHOAPOGHa AUCHYHKLNS.

Linposa Ha yepHus 4pob ¢ Agpyra eTvonorus

BpemeHHOCT 1 nakrauus

Mpeaxoxpawa HeyTponeHusi (C WSKMIOYEHWe Ha TakaBa, CBbp3aHa C XWUNEPCMNEeHU3bM, BUPYCHa
VHdeKumns nekapcraea)

Jeyenue c Interferon

BxriouBaHe Ha 6ONHUSA B KIIMHUYHO NpoyyBaHe™

BRI

No

*KoMMcusiTa, KOATO e Ha3Hauuna neueHueTo W Habniogasa 30JI, e ANLKHA HesabaBHO Aa ysedomn Komucusita 3a
eKcnepTu3u no un. 78 1. 2 ot 330 B LIY Ha H3OK. Te3n GonHu ce 3anucBaT B OTAENEH PErucTbp U He ry6sT NpaBoTo CU 3a
NPoALKABAHE Ha FIeYeHMETO cref NPUKIIoYBaHe Ha KIIMHMYHOTO NpoyYBaHe.

TroB:
OTrosapsi Ha KpUTEPUUTE 3a 3anouBaHe/ O —
npoAbL/MKaBaHe Ha NMeYeHNeTo ¢

noAnuCHU Ha YNeHOBEeTe Ha KoMUcuUsATa:

kB

@ V3NCKBAHUSA HA H30K 3A MPOBEXIAHE HA XENATUPALLA TEPAMS MPU MALMEHTM C BETA TANTACEMUSA, HACTEACTBEHA
XEMONUTUYHA AHEMWSI, KOHCTUTYLIMOHANHA AMJIACTUYHA AHEMUS, HACTNE[CTBEHA CUOEPOBNACTHA AHEMUS W
KOHTEHUTANHA IU3EPUTPOMOETUYHA AHEMUSI B U3BHEONHUYHATA MOMOLL| — & cuna ot 1 aekemspu 2014 roguHa
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JINCT 3A ONPEAENAHE HA KPUTEPUUTE NMPU 3ANMOYBAHE U MPOOABINKABAHE HA
JIEYEHMETO C XENIATUPALLIN ATEHTU MPU NMALMEHTU C BETA-TANTACEMMWSA, HACTNEACTBEHA
XEMOJIUTUYHA AHEMUA, KOHCTUTYLUMOHANHA ANNTACTUYHA AHEMUWSA, HACNEACTBEHA
CUAEPOBJIACTHA AHEMUA U KOHFTEHUTANHA OAU3EPUTPOMOETUYHA AHEMUA

Nme: ErH

3abenexka: meduyuHckama OOKymeHmauyusi, ydocmosepsisausa 6CEKU OM Kpumepuume e nocoyeHa C yugpa 8 UHOBKC U
3a0L/KUMenHo Npudpyxasa HaCMOAULOMO MPUIIONKEHUE.

A. lll. KPUTEPUU 3A 3AMOYBAHE W TMNPOABLIMKABAHE HA JEYEHUETO C DEFERASIROX
(BAABIDKUTENHU CA BCUYKU KPUTEPUWN)
MokasaHus 3a neuenue c Deferasirox:
=  XPOHUYHO Xensa3Ho cepbxHaTpynsaHe (XKCH) npu nauneHTV Ha Bb3pacT = 6 roguHu
= XxpoHu4HO XXCH, koraTo neuenuero ¢ Deferoxamine e NpoTUBOMOKA3aHO WK C HEAOCTATLYEH ehEKT 1 KOUTO
NpOBEXAAT He3aJ0BONUTENeH TpaHCPYSMOHEH pexum (no-manko ot 7 mi/kg epuTpounTeH KOHUEHTpaT
MECEYHO).

MKB D56.1, D58.9, D61.0, D64.0, D64.4

Bb3pact 2 6 roavHM uMnu geua nop 6-roaviuHa Bb3pacT, KoraTo neuyeHueTo ¢ Deferoxamine e
NPOTUBOMOKA3aHO U1 ¢ HeagocTaTbLYeH ed)eKT

TeXKu anepruyHu U Apyru CTpaHUYHU peakuum kem Deferoxamine uivnu Deferiprone y
2 (camo 3a nayueHmu ¢ MKE D56.1, koumo ca npoeexdanu u/unu npogexdam xenamupawo feyeHue ¢
Deferoxamine unu Deferiprone u umam peaucmpupaHu peakyuu)

TeXKu anepruyHmn 1 Apyru CTpaHUYHM peakuumn kbMm Deferoxamine n cbpaedeH T2* > 14 ms 3
3 (camo 3a nauueHmu, Koumo ca nposexadanu u/unu nposexadam xegamupaujo neveHue ¢ Deferoxamine u
umMam peaucmpupaHu peakyuu)

4 HuBo Ha cepymeH deputun Hag 1000 ng/ml 4
(npu cmapmupaxe Ha Xxenamupauo fieyeHue)

Heaanosonmeneu Wnu nouw TepaneBTU4YeH EQ)QKT OT HaCcTOALWOTO APYro Xenartupauo nevyeHue !
(onpedeneH Ha 6aszama Ha cmolHOCMU Ha cepymeH ¢hepumuH, cbpdeyeH u yepHoOpoben MRI T2* u
5 | ppakyusi Ha uamnackeaHe Ha nsiea kamepa)

(camo 3a nayuenmu c¢ MKBE D56.1, npoeexdawu neyeHue c¢ Deferoxamine wiwnu Deferiprone
He3a0080/1UMesIeH UslU J10W mepanesmuyeH KOHMPOI 8bPXY KENe3HUs cepbxmosap)

3l

Do6Bp unu MHOro A06LP TepaneBTUUEeH ehekT OT HAaCTOSLOTO XeNaTUpaLLo fieyeHue ¢ Deferasirox '
6 (onpedener Ha 6aszama Ha CMOLHOCMU Ha CepyMeH ¢hepumuH, cbpdeyeH U yepHodpobeH MRI T2* u
cbpakyus Ha usmmnackeaHe Ha Jisiea kKamepa)

(3a nayuexmu, nposexdauju neyeHue ¢ Deferasirox)

INaGopaTopHu Kputepum !
o  CepymeH KpeaTuHUH
7 - HOpMarmHu CTOWHOCTW (3a nayueHmu, 3anoyeauju neyeHue)
- HOpMarHu Unu 3aBuLieHn J0 33% OT CTOMHOCTTa MpU 3ano4BaHe Ha NeYeHUEeTo, NoBMsBaLLn
ce OT pefyLuMpaHe Ha JosaTa (3a nayueHmu, npoodbimkasaliu eyeHue)
e  ALAT n ASAT < 5 nbTu OT HOpMarnHa ropHa pedepeHTHa CTONHOCT

MRI T2* kputepun z
(3a nayueHmu Had 10-200. eb3pacm)

e CupaeyeHn T2* 14-20 ms 1 YepHoapobeH T2* < 1.4 ms
CbppaeyeH T2* 14-20 ms u YepHoapobeH T2* 1.4- 2.7 ms
CobppeyeH T2* 14-20 ms v YyepHoapobeH T2* > 2.7 ms
CobppaeyeH T2* > 20 ms 1 yepHoapobeH T2* < 2.7 ms
CobpaeyeH T2* > 20 ms 1 YepHoapobeH T2* > 2.7 ms

2
9 Knunuyen CcTaTyc, uscnenBaHusa U nperneau ot Apyru cneyuanucTu

10 | Nunca Ha uakniousawm kputepum no 7. B. Il >

T
0Tpa3eHo B eTanHaTa enukpusa

HeoBXoAMMUTE U3CNEeABaHWA W Nperniean OT CMeuuanucT ca oTpaseHu B Tabnuua 2 Ha NpUNoXeHWe 2 - 3afbIKUTENHO ce
NPEACTaBAT Ha OPUIMHANHM BnaHkM (Unn 3aBEPEHW U MOANUCAHW KOMUS) UMM OTPA3EHM B eTanHa enukpu3a, NoAnMcaHa OT fnekap CbC
CNeunanHoCT KNMHUYHA XeMaTonors/ AeTCka XeMaTomorMs U OHKOMOTMA C 4aBHOCT 40 1 Mecel| NpeAu KaHAWAATCTBAHETO; NpW Hanuuue
Ha XOCMUTanu3aums ce npunara enukpusa / etanHa enukpusa ¢ Homep Ha U3 ¢ 4aBHOCT 40 1 Mecell Npean KaHAMAATCTBAHETO, NOANUCaHA
OT fleKap CbC CNeunanHocT KNMHUYHA XeMaTonorus/ AeTcka KNMHUYHA XeMaTomNoris UNi AETCKa KUHUYHA XEMaTONOrMs U OHKOMOTUS.

yAOCTOBEpsiBa Ce C NOANMCUTE Ha YNeHOBeTe Ha KOMUCMATA B NpUNoxeHue 1 Ha HACTOAWMTE U3UCKBAHMA U C€ NONbLBa
Tabnuua 1

kit 7
@ WN3NCKBAHUA HA H3OK 3A MPOBEXXOAHE HA XENATUPALLA TEPANUA NMPU NALMEHTU C BETA TANACEMUSA, HACNEACTBEHA
XEMOJNIMTUYHA AHEMWUSA, KOHCTUTYUMOHANHA AMIACTUYHA AHEMUA, HACNEACTBEHA CUAEPOBIIACTHA AHEMUA U

KOHFEHWUTANIHA AN3EPUTPOMOETUYHA AHEMWS B U3BBHBONIHUYHATA MOMOLL — B cuna ot 1 fekemspu 2014 roguHa



[image: image8.jpg]Tabnuua 1 HexenaHu nekapcTeeHn peakuuu

lafeHe, noBpbliaHe, Auapusi, KOpeMHa BOmKn

KoxxeH 06pus

MoBuLIABaHE CTONHOCTUTE Ha CEPYMEH KpeaTuHUH

MpoTenHypus

HKnbyHu kaMbHW UNK ApYTv BUNMApPHKU HapyLUEeHUs!

MosuiwaBaHe Ha HMBATa Ha CEPYMHUTE TpaHCaMUHA3N

B. lll. U3KMIOYBALL KPUTEPUU (MPU 3ANOYBAHE U NPOABLIMKABAHE HA NNEYEHUETO)
1. Texkn anepruyHu u/mnu Apyru HeXxenaHu NeKapcTBeHN peakumm
2. BpeMeHHOCT 1 naktauus
3. KpeatuHuHoB knupbHC < 60 mi/min.
4. BxniouBaHe Ha 6OMHNSA B KNUHUYHO NpoyyBaHe™

*KoMucusiTa, KOSITO € Ha3Hauura NeyeHneTo U Habnioaasa 3311, e ANLXHA He3a6aBHO Aa yBeaommu KomucusiTa 3a ekcnepTuam
no un. 78 7. 2 ot 330 B LY Ha H30K. Te3u GonHu ce 3anucBaT B OTAENEH PEFUCTBLP U He ryBAT NPaBoOTO CU 3a NPoALMKaBaHe
Ha fle4eHUeTO Ccriea NPUKMoYBaHe Ha KMMHUYHOTO Npoy4BaHe.

OTroBaps Ha KpuTepumTe 3a

3anquaHe/npo.q'bn)KaBaHe Ha rie4yeHuneTo ¢ B cenMiitia nosa

MOAMUCU HA YINIEHOBETE HA KOMUCURATA: ........cooviniiiiiiiiiiiiiiineneeens

) 8
&«" WU3NUCKBAHWNA HA H30K 3A MPOBEXXOAHE HA XENATUPALLA TEPAMUA NPU MALUVEHTU C BETA TANJACEMUS, HACNECTBEHA
XEMONIMTUYHA AHEMUA, KOHCTUTYLMOHANHA AMNACTUYHA AHEMUSA, HACNEACTBEHA CWOEPOBNACTHA AHEMUA W
KOHFEHWUTANHA AU3EPUTPOMOETUYHA AHEMUSA B U3BBHBEONHUYHATA MOMOLLL - B cvna ot 1 gekemspu 2014 roguHa
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JINCT 3A ONPEAENAHE HA KPUTEPUUTE NPU 3AMOYBAHE U MPOOABINKABAHE HA
NEYEHUETO C XENATUPALLU ArEHTU NPU MALUMEHTU C BETA-TANTACEMUA

Uwme: ErH

3abenexka: meduyuHckama OOKyMeHmauus, ydocmoeepsiealya eceKku Om Kpumepuume e rocoyeHa C yugpa & UHOeKc u

3adbmKumenHo npudpymasa Hacmosw,omo npurioxeHue.

A. IV. KPUTEPUU 3A 3AMOYBAHE U NPOOBLINKABAHE HA KOMBUHUPAHA TEPAMWUA C DEFEROXAMINE

W DEFERIPRONE (3AOBIDKUTEINHU CA BCUYKU KPUTEPUM)

MKB D56.1

1 Bb3pact 2 6 roanHm

HesagoBonuTeneH unu fow TepaneBTUYeH eheKT OT HaCTOSALWOTO APYro XenaTupawlo feyeHue T
(onpedenen Ha Gasama Ha cMOUHOCMU Ha CepyMeH chepumuH, cbpdeyeH u yepHodpoben MRI T2* u
2 ppakyusi Ha usmnackeaHe Ha sisiea Kamepa)

(3a mayueHmu, nposexdauwju MoHomepanus ¢  Deferoxamine, Deferiprone unu Deferasirox ¢
He3adosonumeneH unu now mepaneemuyeH KOHMPOIT 8bPXY XeNe3HUs CepbXmosap)

[l06Bp Unn MHOro A06LP TepaneBTMYEH e(EKT OT HAaCTOALOTO KOMBUHMPaHO XxenaTupaLyo fevyeHue
¢ Deferoxamine Deferiprone1

3 | (onpedenex Wa 6azama Ha cmoOUHOCMU Ha CepymeH ¢hepumuH, cbpdedeH u 4YepHoopoben MRI T2* u
(bpakyus Ha usmmnackeaHe Ha risiea Kamepa)

(3a nayueHmu, nposexdauju KoMGUHUpaHo neveHue ¢ Deferoxamine w Deferiprone)

Na6opaTopHu KpuTepun:
o ABconioTeH HeyTpochuneH 6poit (AHB) 21.5 x 1071
4 o Tpom6Gouutn 2100 x 1071
o CepyMHa ypes 1 KpeaTuHUH B pedpepeHTHN CTONHOCTN
o ALAT 1 ASAT < 4 nbTu OT ropHa pecepeHTHa CTOMHOCT

MRI T2* kpuTepum -
e CobpaeyeH T2* <10 ms
e CuppaeyeH T2* 10-14 ms 1 YepHoapobeH T2* < 2.7 ms
e CuppaeueH T2* 14-20 ms u YepHoapobeH T2* < 2.7 ms
o CwubppaeveH T2* > 20 ms u YepHoapobeH T2* < 2.7 ms

2
6 | KnunuueH cTatyc, M3cneABaHWs U Nperfieamn ot Apyry cneumanucTv

7 | Nunca Ha u3kMO4BawyM Kputepuu no 7. 6. IV :

0Tpa3eHo B eTanHaTa enukpusa

HEDGXOAMMMTE u3criegBaHus ¥ Nperneau oT cneuvanucT ca oTpaseHu B Tabn. 2 Ha npunoxexHue 2 - 3aABMKUTENHO Ce
NPEeACTaBAT HAa OpPUruHanHU BnaHku (MJ'IM 3aBEpEeHu U noanucaHn KOI’WI5|) WnNU OTpaseHUu B eTanHa enukpusa, nognucaHa ot nekap CbC
cneunanHocT KNuHU4Ha xemaronorus/ AETCKa XemMaTosnorua u oHkonorusa ¢ AasHOCT 40 1 mec. npean KaHanAaTCTBaHETO; Npu Hanu4ne
Ha XOCNUTanu3aLus ce Npunara envkpuaa / eTanHa envkpuaa ¢ Homep Ha U3 ¢ 4aBHOCT A0 1 Mec. NpeAn KaHAWAaTCTBAHETO, NOANUCaHa

OT nekap CbC cneunanHocT KMMHUYHA xemaronorusi/ AeTcka KnMHuYHa XeMaTonorus unm AeTcka KImHUYHa XemMaTonors 1 OHKOnNorus.

yaocToBepsiBa ce C NOANUCUTE Ha YIEHOBETE Ha KOMUCMATA B NPUIioXeHne 1 Ha HacTosALMTE U3UCKBAHWA U Ce nonbnea

Tabnuua 1

Tabnuua 1 HexxenaHu nekapcTBeHU peakuuu

Heytponenus (AHE < 1.5 x 10%/1)

[apeHe, noBpblUaHe, Anapus, KopemHa 6onku

ApTpanrusi/apTponaTua

MoBsuLlaBaHe Ha HUBATa Ha CEPYMHUTE TpaHcamuHasu

JlokanHm KoxXHu peakunn

OTOTOKCUYHOCT

OyHa TOKCUYHOCT

3abaBsiHe B pacTexa

KocTHu yBpexaaHus

X1noToHms

Wndpekuus ¢ Yersinia enterocolitica

AnepruyHu peakuumn

n

ﬁ WU3UCKBAHUSA HA H30OK 3A MPOBEXIAHE HA XENATUPALLA TEPAMUA NPU MNAUMEHTU C BETA TATACEMUSA, HACNEACTBEHA
XEMOSIMTUYHA AHEMUS, KOHCTUTYLMOHASNHA AMNACTUYHA AHEMWA, HACNEACTBEHA CUAEPOBNACTHA AHEMUSI U
KOHFEHWUTANIHA IM3EPUTPOMOETUYHA AHEMUSA B U3BBHBEONHUYHATA MOMOLL - B cuna oT 1 Aekemspu 2014 roguna

9




[image: image10.jpg]B. IV. MSKHIOHBAU.WI KPUTEPUU (MPU 3ANOYBAHE U NMPOABLIIKABAHE HA NNIEYEHUETO)

TexKkn aneprudHn u/munu Apyru HexenaHu nNekapcTBeHn peakummn

XpOHU4EH XenaTuT, pesynTat oT xenatut C, C JaHHM 3a TexKa 4epHOAPOGHa ANCHYHKLINS
Linposa Ha yepHhus apo6 c Apyra eTvonorus

BEpemeHHocT 1 nakTauus

Mpeaxoxpala HeyTponewust (C M3KMIOYEHWe Ha Takasa, CBbp3aHa C XUNEpChieHM3bM, BUpyCHa
VHDeKLMa 1 nekapcTea)

INeuenue c Interferon

®ebpunHu CbCTOSHUSA A0 U3SICHSIBAHE HA NpUYMHaTa

[HokymeHTupaHa uHcekums c Yersinia enterocolitica

BknioysaHe Ha 60MHUS B KNUHUYHO Npoy4YBaHe™

ohwON=

©eN®

*KoMmucusiTa, KOSITO e HasHauuna neyeHMeTo M Habrioaasa 30/, e anuxHa HesaGaBHO Aa yBeaomu Komucusta 3a
€KCMIePTH3M MO url. 78 1. 2 o1 330 B LY Ha H3OK. Tean GonHu ce 3an1cBaT B OTAENEH PErucTLP M He ry6AT NpaBoTo cu 3a
NPOALMKABaHE Ha NeYEHUETO Crea NPUKMIOYBaHe Ha KITMHUYHOTO NPOYYBaHe.

Otrosaps Ha KpuTepuuTe 3a

B YHa go3a
3anoysBaHe/NpoAbLTKaBaHE Ha NIEYEeHUETO C ceamu A

Kt 10
@ W3NCKBAHUA HA H30K 3A NPOBEXXIAHE HA XENATUPALLA TEPAMUA MPU NALUMEHTU C BETA TANTACEMUSA, HACNECTBEHA
XEMOJIUTUYHA AHEMUSA, KOHCTUTYLMOHANHA AMNACTUYHA AHEMUA, HACNEACTBEHA CWUIEPOBNACTHA AHEMUS U

KOHFEHUTAJNIHA AUSEPUTPOMOETUYHA AHEMUA B U3BBLHBEONHUYHATA NMOMOLL - B cuna ot 1 Aekemspu 2014 roauHa



[image: image11.jpg]NPUNOXEHUE 2
I. NEYEEHO-AWATHOCTUYEH ANITOPUTBM

1. NEKAPCTBEHU MPOAYKTU, exmiouenn B Mpunoxenue 1 Ha MIIC, kouto H30K 3annawa B
CbhOTBETCTBUE C nev‘lcmamme HOPMaTUBHU AOKYMEHTHU.

INN MKB OO3A

e 20 —40 mg/kg.T.M. Npu Aeua (A0 cnupaHe Ha
pacrexa)
e  35-60 mg/kg.T.M. Npu Bb3pacTHU

DEFEROXAMINE D56.1

DEFERIPRONE D56.1 e 75-100 mg/kg.T.M.

DEFERASIROX | D56.1, D58.9, D61.0, D64.0, D64.4 e 10-40mglkg.TM.

2. MPOCIEQABAHE:

Mokasatenu WU3xoAHU CTOMHOCTH

npu 3anoysaHe Ha +3M* | +6m* | +12mF | +24 m*

AbPBOTO XenaTupawo
neyeHue

KpbBHa kapTuha + AHB

DeputuH

KpeaTutuH (camo 3a nauveHTu Ha Deferasirox)
ALAT, ASAT, GGTP
Bunupy6uH, LDH

XXX [X > >
X [ [ [> [x >

MpoTennypus

Abp. exorpacus
AyavomeTpus (> 10 r. camo 3a NauMeHTn Ha
Deferoxamine)

X[ %[> [ [ [> [x
XXX X [ XX |X
XX %[> [x|x [x|x

3penue (> 10 r camo 3a nauneHTn Ha
Deferoxamine). )

x
x
x

Ca, P,PTH(>12r1)

FT4, TSH (> 121)

MNy6epT. p-e (> 12 1., A0 3aBbpLIBAHE HA
nyGepreta)

x
x
x

x
x
x

x
x
x

HCV, HBsAg, HIV
EKI, ExoKT + ®W (> 10r.)
MPT Ha cbpue

x

MPT Ha YepeH apob

Kp. rniokosa

n. Ton. Tect (> 101.)

KocTHa Bb3p.: kutka (<12 1.);

DEXA scan (> 18r1.)

Terno (geua, noapacTs.)

x

PbeT (aeua, nogpacrs.)

X[ [ 3¢ [ [ x| [ X [>
|| 3¢ 3¢ [ [ [ | | [x

X > % [ [ [ [x

KoHcynTu (kapavoror, eHA0KPUHOIIOF,
racTpoeHTeposior)

+ 3 M.* - U3BLPILBAT Ce Ha BCeku 3 Meceua; + 6 M.* - U3BLPLIBAT Ce Ha BCEKN 6 mMeceua; + 12 M.* - U3BBPLWBAT Ce Ha Beeku 12
Meceua; + 24 M.* - U3BBLPLUBAT Ce Ha BCeku 24 meceua.
Mo KNWMHWYHK NOKa3aHWUA WHTepBanuTe MeXay U3crieABaHuATa MoraT Aa 6bAaT CKbCeHU.

W3cneABaHWsTa U NperneauTe OT CMeLManucT Ce NPeACTaBsT Ha opuruHanHu GnaHkv (Mnu saBepeHyn v noanvcaHun
KOMWsi) UMK OTpa3eHn B eTanHa enukpu3a, MoAnMcaHa OT riekap CbC CrieUnanHocT KMHUYHa xemartonorvs/ aeTcka
XeMaTonorvs UNK AETCKa KIWHUYHA XeMaTorlorUsi U OHKOMOTUSi C AaBHOCT A0 1 Mecel Mpeav kaHAuAATCTBaHeTo; npu
HanMuMe Ha XOCMWUTaNW3auusi Ce npunara eTanHa envkpusa C Homep Ha W3 ¢ pasHocT Ao 1 mecely npeau
KaHAMAATCTBAHETO, NOANMUCAHA OT Niekap CbC CMELMAHOCT KIMHMYHA XeMaTonorns/AeTcka KIMHNYHA XeMaTonorus unu
[eTcKa KIMHUYHA XEMaTomnorns 1 OHKOMOTMA.

“WI3KNI0YEHIS U3BBH KPaTKaTa XapaKTepUCTUKa/pa3peLLeHue 3a ynoTpea Ha NIekapCcTBeH NPOAYKT Ce AONYCKAT EAUHCTBEHO B Criyyaii Ha
nUNCa Ha edeKT OT NPUNAraHOTO XenaTMpaLLo NeYeHie, NOAKPENEHO CbC CbOTBETHUTE M3CNIEABAHNSA W CbLUECTBYBALL PUCK OT paHHU
MYNTUOPraHHN YCROXHEHUA, CNej NpeAocTaBsiHe Ha apryMEeHTMPaHo CTaHOBULLE Ha Pa6oTHa rpyna no Tanacemus keM BMCX.

' ¢ 11
ﬁ W3UCKBAHMS HA H30K 3A MPOBEXIAHE HA XENATUPALLA TEPAMWA MPU MALUMEHTMW C BETA TANACEMUA, HACNEACTBEHA
XEMOMMUTUYHA AHEMUS, KOHCTUTYLIMOHANHA ATMNACTUYHA AHEMMSA, HACNEACTBEHA CUAEPOBNIACTHA AHEMUA W

KOHFEHWUTANHA AU3EPUTPOMOETUYHA AHEMUA B U3BBHBONHUYHATA MOMOLL, - B cuna ot 1 gexkemspy 2014 rognHa



[image: image12.jpg]Il. OBLLN UBUCKBAHUSA

1. BBJPECTOEaTa rpaHuua ce u3vucnsiBa B HaBbPLUEHU TOAUHU - T.€. BKMOYUTEITHO KbM AaTtarta Ha u3gaBaHe Ha
NpOTOKONa OT CreumManuanpaHaTa KOMUCHS.

2. Mpu HasHayaBaHe Ha Tepanus No MPOTOKOMN 3aALIMKUTENHO Ce cbobpassiBaT Bb3PaCTOBUTE OrPaHUYEHNs], CbIMAcHO
KpaTtkarta XxapaKkTepucTuka Ha CbOTBETHUS NEKapCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3JTMXM.

3. H3OK He sannalya neyeHne n3ebH ykasaHara Bb3pacToBa rpaHuLa B KpaTkaTa XxapakTepucTvka Ha NpoayKTa.

4. H30K He sannawa nevenne ¢ 1031 Hajl MakCUMaIHO PaspeLLEHUTE Mo KpaTka XapakTepucTika Ha npoaykra.

5. B cnyuait Ha HacTbNUNa Nof03MpaHa HexenaHa NekapcTBeHa peakLwsi, nekapsT ysegomssa MAJ no peaa Ha un. 183
ot 3JIMXM. Konue oT cboblueHneTo ce npunara KbM MeAWLMHCKaTa AoKyMeHTaumst Ha 30J1 npu kaHauaatcTeaHe 3a
ne4yeHue.

6. KOMUCUATA, usnana nportokona Ha 30J1, cbXxpaHsiBa BTOPU €K3EMMIISIP Ha MPOTOKOMNa U BCUYKM Heo6Xxoanmmn
AOKYMEHTU 3a U3faBaHeTo my.

Hacmoswume usuckearus ca paspabomeHu Ha ocHosaHue yi1. 56 om HayuoxaneH pamkos 902080p 3a MeAUUUHCKUME
deliHocmu 3a 2014 200uka (06H., [IB, 6p. 3 om 10.01.2014 2.) u enu3am € cuna om 1 dekemepu 2014 2., Cb2IacHo .
10 Ha Hapedba Ne 10 om 24 mapm 2009 2. 3a ycriosusima u peda 3a 3annawjaHe Ha iekapcmeHu nPodyKmu o 4i. 262,
an. 6, m. 1 om 3akoHa 3a nekapcmeeHuUmMe NPOdyKMu & XymaHHama MeduyuHa, Ha MedUUUHCKU u3denusi u OuemuyHuU
XpaHu 3a crneyuanHu MmeduyuHeku yenu (o6H., B, 6p. 31 om 2007 2.).

'. " 12
v V3NCKBAHMSA HA H30K 3A MPOBEXXIAHE HA XENATUPALLA TEPAMIS MPU MALMEHTM C BETA TANACEMUSA, HACNE[JICTBEHA
XEMOMUTUYHA AHEMUS, KOHCTUTYLIMOHANHA AMNIACTUYHA AHEMMSA, HACNEACTBEHA CWAEPOBJIACTHA AHEMUA U

KOHFEHUTANHA AU3EPUTPOMOETUYHA AHEMUA B U3BBHBEONHUYHATA MOMOLL - B cuna ot 1 aekemspu 2014 roauHa
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AEKNAPALIUSA 3A UHOOPMUPAHO CBITIACUE C UBUCKBAHUATA 3A 3AMOYBAHE/ MPOABMKABAHE HA
JNIEYEHUETO C JIEKAPCTBEHUA NPOAYKT

cnea Kato ce 3anosHax C usanata MU npeaocraBeHa MHdJOpMaL(VIﬂ W uenta Ha Jrie4YeHneTo C nekapcTBEHUs
NPOAYKT.
OTroBOpU Ha NOCTABEHUTE OT MEeH BbMNPOCHK, Aeknapupam Ye:

N cnej kato nonyyux  usyepnatenHu

1. Llle cnassam npenopbyaHaTa Mu CXxeMa Ha NieYeHNe U NEPUOANYHOCT Ha KOHTPOMHUTE Nperneau.

2. PepoBHO e ce ABABaM Ha KOHTPOSTHM MPErneam W HsMa Aa MPOMEHSIM CaMOBOSHO UMM MO APYro BHyLLEHNE
HasHayeHata mu Tepanus.

3. Tpu npeyctaHoBsiBaHe Ha MEYEHUETO MO MPUYMHW, HENPOU3TMYALLM OT pelleHneTo Ha Komucusita 3a
ekeneptvan B P3OK n/unu Komucnsata no un. 78, 1.2 ot 330, Le yBegoms He3abaBHO Nu4HUA cu nekap u P3OK
v we sbpHa B P3OK nocneaxus npoToKos, Mo KOWTo CbM nony4asasn/a fnekapCTBeHUst MPOAYKT.

4. Tlpn HecnassaHe Ha MOCOYEHUTE YCIOBMUS TIEYEHUETO MU C YNOMEHATUsi feKkapcTBeH MpoAykT wWe Obae
NpeKkpaTeHo 1 HAMa Aa umam npeteHumn kbm H30K.

Kt 13

b«‘ W3NCKBAHWNA HA H3OK 3A NMPOBEXIAHE HA XENATUPALLA TEPAMWA MPU NALMEHTWU C BETA TANTACEMUS, HACNECTBEHA
XEMONMTUYHA AHEMUA, KOHCTUTYLIMOHANHA AMNACTUYHA AHEMUSA, HACNEACTBEHA CWUOEPOBNACTHA AHEMWUA Y
KOHFEHUTANHA OU3EPUTPONOETUYHA AHEMUA B U3BBHBEOJIHUYHATA MOMOLL, - B cuna ot 1 aekemepu 2014 roguHa




