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MpoTokONbT ce u3gaBa OT cneunanu3MpaHa KOMUCUA B feyvebHu 3aBefeHun 3a 6oMHUYHA MOMoOLL, CKAIOYUNU
Aorosop ¢ H3OK. CneunanusnpaHute KOoMMCHM ce Cb3aaBaT CbC 3anoses Ha aupekTopa 3a racTPOEHTEePOSIOrnYHNTE
knunuku B cneauure J13: BMA — rp. Codbus, Y6 ,Jlosenel” — rp. Cocbusi, YMBAN ,AnekcanapoBcka” — rp. Cocoua, CBANAB — rp.
Codpus.

L PE[] 3A 3ABEPABAHE HA NPOTOKOMUTE

npOTOKOﬂM 3a 3anoyBaHe Ha TepanusitTa

= lonbnHeHo u nognucano npunoxenue 1 A— nucT 3a onpeaensHe Ha KpuTepuuTe
(no 7.A) ¢ BcuukM HeoBxoaummn nscnessaHus.
* Enukpusa/EranHa ennkpumaa, BKIIOYBALWA 4AHHN OT aHamHesaTa, cTaTtyca u

»! Mpeaxoxaauio nevyenne
CFIELIMAHM3V!PAHA . EKCHepTHO CTaHOBMULUE C ACHA MeanLNHCKA MOTUBaLusA (3a£1bﬂ)KMTeJ'IHO ce

Komucus 0T6efA3Ba NUNCa Ha N3KNIOYBALWM KPUTEPUN (MOANUCAHO OM BCUYKU 4Yr1eHoe8e Ha
crieyuanusupasama Komucusi)
* “lMpoTokon 3a npegnuceaxe Ha nekapcTea, sannawandu ot H3OK/P30OK” — o6p. M3-
/ H3OK (nodnucan om scuyku yneHose Ha creyuanuaupaHama KoMucusi)
Komucust no un. 78, 1. 2 ot 3aBepka Ha
330 B LIY Ha H30K » npotokona B P30K

lMpoTokony 3a NpoabMkaBaHe Ha TepanusiTa

* TonmbnHero n nognucano npunoxerue 1 6- nuct 3a onpeaensiHe Ha KputepunTe

.| (noT1.B)
CNELUMANTU3UPAHA * EranHa enukpusa, Bkniousala BCUUKM U3cneaBaHns no Tabnuuara 3a
KOMUCKA npocneissaHe Ha npunoxexwne 2 (npunazam ce U Ha opusuHanHa 6naHKa Uiy

3886DEHO KOMue), aMByNaTopeH NUCT OT NOCNEAHUS NPerfes NPy CneuManicT
= EkcnepTtHo ctaHoBMwe C sicHa MeanLMHCKa MOTUBaLMS (3apbnxkuTeEnHO ce
oTbens3sa nunca Ha U3KMOYBALLN KDUTEPUN (TOOMLICAHO OM 6CUYKL YneHoge Ha

crneyuanusupanama KomMucusi)
* “MpoTokon 3a npeanucease Ha nekapcrsa, sannawann ot H3OK/P30K” — o6p. M3-
H3O0K (nodnucan om scuuku 4nexose Ha cneyuanusupanama KoMucusi)

Komucwusi no uni. 78, 1. 2 o1 3aBepka Ha
330 B LY Ha H30K » npotokona B P30K

. OB NONOXEHUSA

1. 33011 nogaea nogrorsexuTe AokyMeHTU B P30K, Ha TepuTopusaTa Ha KosiTo € Hanpasuno n3Gop Ha OMJ1. JokymeHTtuTte
BKMIOYBaT:

1.1 3asenexue fo upektopa Ha P3OK.

1.2 MonbnHeHo W nognucaHo npunoxeHue 1. MonbnBa ce N0 cLoTBETHATa TOYKA U ce npunara oTpaseHarta B uucpos
WHAGKC MeaULMHCKa LoKYMeHTaLms, YAOCTOBEPABALLA BCEKW EAMH OT KpuTepuute.

1.3 MunHuaT Habop uscnepsanns (bvankantn, UHCTPYMeHTaMHN n nabopaTopHu), oTpaseH B npunoxexue 2.

1.4 ‘“Mpotokon 3a npeanuceaHe Ha nekapcTteBa, 3annawaHn or H3OK/P30OK" - ofp. M3-H30K, wuanapeH or
cneunanusnpasa komucus. Mpunara ce opurnHan Ha npoTokona, a MpU kaHAUAATCTBaHe 33 NMPOAbLMXKABAHE Ha TepanusTa ce
NPEACTaBA OpUrMHan Ha NpesxoAHNs! NPOTOKOM C OTPA3EHN BCUUKM HA3ZHAYEHUS MO HEro.

1.5 Neknapaumn 3a nHcopMUupaHo crinacue no obpaseL (npunoxeHue 3)

2. P30K npnema gokymeHTUTE NO T. 1 Cnep cnpaska OTHOCHO 34PaBHOOCUIYPUTENHUS cTaTtyc Ha 330/1.
3. MbpBuAT M Bcekn cnegsaw npotokon ce 13naea 3a nepuopg oo 6 Meceya.

k’ 5} N3NCKBAHWA HA H3OK NPU N3AABAHE HA MPOTOKONM 3A NMPOBEXOAHE HA MOAABLPXALLO NEYEHUE NPY
“;(i YEPHOOPOBHO TPAHCIIAHTUPAHU NALMEHTH CIEQ AEXOCMUTANN3ALMA
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NUCT 3A ONPEOENAHE HA KPUTEPUUTE NPU NPOBEXOAHE HA NEYEHUE HA TPAHCMNAHTUPAHU AALMEHTHU

mee: I ErH J ‘ l l l l I ’ I 'j

3abenexka: meduyuHckama OokymeHmauusi, ydocmoeepssaiya cexu om Kpumepuume e rocoveHa ¢ yugpa 8 uHOEKC U 3a0BIKUMENHO
npudpyxasa HacCMoAWOMO NPUNOXeHue.

A. KPUTEPUU 3A 3ANOYBAHE HA NIEYEHUE (SAABIMKUTENHU CA BCUYKKU KPUTEPUM)
MKB Z94 4

TpaHcnnaHtupaH opras |

Wscnepsauus, cbrnacHo npotokona 3a naGopatopeH MOHNTOPUHT '

2
Nunca Ha usknoyBawwm kputepun no 1. B
T
HeobxoauMuTe uacnemaBaHus ca OTpaseHn B Tabn 2 Ha Npunoxenne 2 - 3aLIKUTENHO Ce NPeACTaBAT Ha OpwuruHanHa 6naHka oT
nabopaTopusi unK 3aBepPEeHo M NOANUCAHO KonMe, fpY Hanu4ue Ha xocnuTanu3aums ce npunara enukpuaa c Homep U3 ¢ gasHoct Ao 1 mec. npegu
gaﬂ,au.u,arcrsanero
yAocToBepABa ce C NOANUCUTE Ha “ITeHOBETE Ha KOMUCMATA B Npunoxenmne 1 na HacCTOSAILMTE UBUCKBAHUA

b. KPUTEPUU 3A NPOABIMKABAHE HA NIEYEHUETO (SAOBIMKUTENHU CA 1 M 3 KPUTEPUWN)
MKB Z94.4
WscnensaHus, cbrnacHo npotokona 3a naGopatope MOHUTOPUHT '

XUCTONOTMYEH pesynTaT oT Guoncus

Jlunca Ha uskiouBawm kputepum no 7. B °

1
opurmHaneH duw unu NOANNCaHO K 3aBepeHo Konue
opuruHansa 61aHKa OT XUCTONOMMYHO nacneaBaHe
yRocToBepsBa ce ¢ NoANUCUTEe Ha YfleHOBeTe Ha KOMUCHUATA B NpunoxeHue 1 Ha HacTosAUWMTEe UINCKBAHKA

* 3abenexka: MNpu Hanuune Ha npuapyxaeawm 3abonssanus, kouto ca KOHTpauHaukaums 3a yepHoapobHa Guoncus ce U3BLPLLBA OLEHKa puck/
cTaHoBULYE.

B. U3KITIOYBALLU KPUTEPUU
1. BkniouBaHe Ha GOMHUSA B KMHWYHO npoy4saxe*
*Komucusra, koATo e HazHaywMa NeveHneTo U Habnionasa 330J1, e anbxHa He3a6aBHO Aa ysenomu KommucusTa 3a ekcnepriau no un. 78

T.2 B LIY Ha H3OK. Tean Gonuu ce sanucear 8 OTAeNeH perucTLp u He ryGAT NpPaBoOTO CHU 3a npoAbL/mKaBaHe Ha NevyeHueTo cneg,
NPUKNioYBaHe Ha KNUHUYHOTO NPOyYBaHe.

OrroBaps Ha kpuTepuuTe 3a B AHeBHa no3a
nedewmec A Acsa

' =3 N3NCKBAHWA HA H3OK MPU M3OABAHE HA MPOTOKONM 3A NMPOBEXAAHE HA MOAABLPXALIO NEYEHWE NPU
‘\é t  UEPHOOPOEHO TPAHCIMNAHTUPAHU NALMEHTU CNEL AEXOCANTANN3ALMA





[image: image4.png]I. NEMEBHO-QUAMTHOCTUYEH ANMFOPUTBM

NPUNOXEHWUE 2

1. NTEKAPCTBEHW NPOAYKTM, BknioueHn B Mpunoxexne 1 Ha Mo3uTMBHUS NekapcTeeH cnunckbK, kouto H30K
3annawa s CboTBECTBUEC HOPMATMBHINTE JOKYMEHTM 3a YCNOBMATA.

Tabn. 1

INN

OrPAHUYEHUA

MPU 3AMNOYBAHE HA
NEYEHUETO

KOHTPOJi CMOPEQ
MPOTOKONA 3A
MOHUTOPUPAHE

1

CICLOSPORIN

CBpPBbXYYBCTBUTENHOCT KbM
LIMKNOCNOPWH Unu gpyru
CbCTaBKW Ha NpoayKTa
EaHoBpemeHHO nevenve cbe
CbhAbPXaLLW TaKpONUMyc
nekapcTBeHn NpoaykTu

DHeua c atonnuen gepmatur
Jeua noa 3 roguwHa Bb3pact

MKK

TACROLIMUS

CBpBbXUYYBCTBUTENHOCT KbM
Takponumyc unu apyru
Makponuam unu HAKos oT
NOMOUHUTE CbCTaBKM

MNKK

MYCOPHENOLIC
ACID

fa He ce npunara egHoBpeMeHHO
C asaTmonpuH
CBpPBbXUYBCTBUTENHOCT KbM
MUKPOCHEHONOBA KUCENMHA

MKK, kpbeHa saxap, amunasa,
XONnecTepon, cepymeH
KpeaTuHuH, ypes

SIROLIMUS

loa 18 roguwHa sw3pact
CBPBXUYBCTBUTENHOCT KbM
AKTUBHOTO BEL|EeCTBO NN HAKOS
OT NOMOLLHMTE CbCTaBKK

MOHUTOPUpPaHe 3a nunuagemus

EVEROLIMUS

CBpBbXYYBCTBUTENHOCT KbM
€BEPONUMYC UMK HAKOS OT
NOMOLUHUTE CbCTaBKU

MNoa 18 roaviuna BbapacT

MOHUTOpPMpPaHe 3a nunuaemus

VALGANCICLOVIR

HeyTpodunu nog 500
KneTkn/mm3; TpomGounTu nog,
25 000 mL; HuBo Ha
xemornobuna nog 8 g/dL

NPy NAUNEHTN C KPEATUHNHOB
KrupbHC < 10 mL/min
CBpBbX1YBCTBMTENHOCT KbM
BanraHUWKNOBUP UNu HSIKON OT
NOMOLLIHWTE BellecTBa

MNKK

AZATHIOPRINE

CBpbX4YBCTBUTENHOCT KbM
asaTvonpuH

KK ¢ 6poit Ha TpomBounTuTe

*NpuapyXaBaT BCEKA NPOTOKON, ONMMCEAaT ce B ambynaTo
OpurnHanHuTe GnaHkn (Npu HanMyMe Ha XOCMUTanM3auws ¢

enukpusa ¢ Homep U3)

-, } U3NCKBAHNA HA H3OK NPW U3AABAHE HA MPOTOKO
HEPHOAPOBHO TPAHCIIIAHTUPAHW NALMEHTY CI1

'@

E[ AEXOCMUTANU3ALNA

PHUA nUCT/ eTanwata enukpusa Ha 330J1 u ce npunaraT 3aBepeHn konus oT
A8BHOCT 40 1 MeC. A0 u3haBaHe Ha NPOTOKONa ce npunara 3aBepeHo Konue oT

JIA 3A NMPOBEXIAHE HA NOOOLPXALWO NEYEHUE NPU
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2. NPOCAERABAHE

Tabn. 2

WacneasaHun Mepuoa Ha neveHune

2m. KY'R 4 m. 5Mm. 6 M. 7M. 8 m. 9 M. 12 m*

MKK*

KpbBha 3axap*
O6buwy 6entbk*
Ypes*
KpeaTtuHuH*

Cr KnupbHC*

K, Na, Cl Ca, P8
Huso Ha CsA *
Takponumyc*
m-TOR uHxubutop*
ASAT*

ALAT*

AP~

06w, Gunupybun *
ypuHa obuio*
CeaumeHt*
Ypokyntypa*
24h-3a
npoTenHypus™*
CMV —pennukauns*
EAHOKpaTHO 3a
nepvoga —
napaTXopMOH,NOHN3
upas Ca,Mg *

* usMepBaHe Ha
apTepuanHo
HansraHe, puCT U
TErNo

Buoncus Ha
YyepHoApOGHUA
anorpadpr®

*NPM KITMHUYHY MOKA3aHUA U CHIMACcHO Mpunoxenue 4 kM un. 13, an. 6 B Hapea6a Ne 29 ot 27 1oHun 2007 r. Ha M3 (06H. B [IB.
6p. 65 ot 10 aBrycr 2007 r.)

Il. OBLLUW N3UCKBAHUA

1. Bb3pacToBara rpaHuUa Ce W3YMCNABA B HABbLPLUEHU FOAWHMW - T.e. BKMOYMTENHO KbM JaTata Ha w3gaeaHe Ha
MpoTOKONa OT cneuuanusnpaHaTa KOMUCHS.

2. MNpwn HasHavaBaHe Ha Tepanus no NPOTOKON 3aAbMKUTENHO Ce CboBPassABaT BL3PACTOBUTE OrPAHUYEHMSI CbINACHO
KpaTkaTta XxapakTepucTuka Ha CbOTBETHUSA NEKapCTBEH NPoaykKT, yTBbpAeHa no peaa Ha 3NMXM.

3. H30K He 3annalua nevexue C A03M Haj, MAKCMMArIHO Pa3peLeHUTe No KpaTka XapakTepucTuKa Ha npoaykTa.

4. H30K He 3annauja neyenne n3BbH ykasaHaTa BL3PacTOBa fPpaHNLIA B KpaTKaTa XapaKkTepucTvka Ha NpoayKTa.

5. KOMUCHUATA, uspana npotokona Ha 330J1, cbxpaHsBa BTOPM eK3eMNMsip Ha NPOTOKONa M BCUYKK
HeobXoQMMMN OKYMEHTH 33 U3AABAHETO MY.

Wrdiy3um npu ambynaTopHO neveHne ce OCLILECTBABAT B KNMUHUKA NO FacTPOEHTEPONOrUA Ha NneYebHM 3aBeaeHNs 3a GOMHNYHA nomouy,
ckniounno porosop ¢ H30K 3a BucokocneumanuaupaHa AeiHoCT, chrnacHo §5 B Mpunoxenne 4 Ha Hapen6a 40 ( o6u. 1B, 6p.
101/28.12.2010r.)

Hacmosuwume usuckearnusi ca paspabomenu Ha ocHosaxue yi. 54 u yn. 55, m. 2 om HP/] 3a meduyuHckume dedHocmu 2011
200uHa (06H. 8 [B 6p. 3/11.01.2011 2.). u enusam & cuna om 15 Hoemspu 2011 2., ckanacHo un. 10 Ha Hapedba Ne 10 om 24
mapm 2009 e. 3a ycnosusma u peda 3a 3aniauiaHe Ha nexapcmeeHu npodykmu no um. 262, an. 4, m. 1 om 3akowa 3a
flekapcmeeHume nNpoOyKkmu e XxymanHama meduuuHa, Ha MeOUUUHCKU u3denus u Ha OUeMUYHY XPaxu 3a crequantu MEOUUUHCKU
uenu (06x. [B, 6p. 24 om 2009 2.).

r 5' WN3NCKBAHWA HA H3OK MPW N3OABAHE HA MPOTOKONU 3A NPOBEXAAHE HA NOAABPXALLO NEYEHUE NMPU
“;(‘ HEPHOAPOBHO TPAHCNNAHTUPAHU MALMEHTU CNEL AEXOCMUTANMU3ALUMNA
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AEKNAPALIMA 3A UHOOPMUPAHO CBIMACUE C USBUCKBAHUATA 3A 3ANMOYBAHE/ NPOABITKABAHE HA
FIEHEHMETO C NEKAPCTBEHUA NPOQYKT

crej Kkato ce 3anosHax C Usnata My nNpeaocTaBeHa  MHdopMauus M uUenTa Ha NEYEHNMETO C NeKapCTBeHWs
TIPO Y KT ottt ittt ettt e h et e a e n et et bt e ae e e et e e W cnes KaTo NonyyMx nWadepnartenHu OTroBOpW Ha
nocTaBeHUTe OT MEeH BBIPOCY, AeKNapupaMm Ye:

1. lile cnassam npenopbyaHaTa Mi CXEMa Ha NeYEHUE 1 NEPUOANHHOCT Ha KOHTPOMHNTE Nperneau.

2. PenoBHO Lie Ce sIBABAM HA KOHTPOSIHW Mperneau U HaMa Aa NPOMEHSIM CaMOBOSHO WNW MOA APYrO BHYLLEHWE
Ha3HaueHaTa MU Tepanua. '

3. Tpw npeyctaHoBsiBaHE HA NEYEHUETO MO NPUUMHW, HENPOW3TUYALLM OT PEIEHMETO Ha KoMUcUsITa 33 eKcnepTuau B
P30K n/unu Komucusata no un. 78, 1.2 ot 330, we yseaoms HeszabasHO nuuHus cv nekap  P30OK v we BbpHa B P3OK
nocnegHus NPoOTOKON, MO KOWTO CbM NoslyyaBan/a nekapCcTBeHUA NPoaYyKT.

4. [lpu HecnassaHe Ha NOCOYEHUTE YCNOBMA NEUYEHNETO MU C YNOMEHATUS NeKapcTBEH NPOAYKT e Bbae npekpaTeHo u

HsiMa Aa umam nNpTeHumn kbm H30K.

" ,l WU3UCKBAHWNA HA H3OK NPU U3NABAHE HA MPOTOKONMK 3A MPOBEXAAHE HA NOOABLPXAWO NEYEHWE MPY
‘\g(ﬁ HYEPHOAPOBHO TPAHCINAHTUPAHW MALIMEHTU CNEQ OEXOCNUTANU3ALMA




