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N3UCKBAHUA HA H30K NMPU U3OABAHE HA MPOTOKONN 3A MPOBEXOAHE HA NOOABPXALLO NEYEHUE NMPU
MALMEHTU C HANIMYUE HA TPAHCTINTAHTUPAHU TbKAHU U OPTAHU B U3BBHBONMHUYHATA NOMOLY,

MpoTOKOMBLT Ce W3AaBa OT CrneuManusupaHa Komucusi B reyeGHM 3aBeAeHMs 3a GONMHMYHA NMOMOLY, CKITIOYMM
noroeop ¢ H3OK. CneuvanusupaHute KOMUCUM Ce Cb3aaBaT CbC 3anoBes Ha AvpekTopa Ha neveGHOTO 3aBejeHve 3a
BonHudHa nomoLy B cneguuTe N13: YMBAN ,Anekcanaposcka” — rp. Codust, Y6 Noserel — rp. Cocmua, MBEANICM ,H.W.Muporos” —
p. Cochusi, BMA — rp. Cocpusi, YHCBAI ,Cseta Ekatepuna” — rp. Cocous, HCBANX3 — rp. Cocpus, CBAJIAOX3 — rp. Codus,
CBANIE — rp. Cocus, YMBAI ,CseTu Meopru” — rp. Mnosaus, YMBA ,[-p Meopru Ctpancku” — rp. MneseH, YMBAJT ,CseTa
MapuHa” — rp. Bapha.

1. PEQ, 3A 3ABEPABAHE HA MPOTOKOJUTE

npOTOKOJ’IVI 3a 3ano4yBaHe Ha nevyeHwve
MpoTOKONM 32 NPOALIIKaBaHe Ha FIeYEHNETO C APYr/APYrM NekapcTBeHU NPOAYKTH UNW NoBULIABaHe Ha Ao3aTa

= [lonbnHEHO W noanucaHo  npurnoxenMe 1 — nUCT 3a onpegensHe Ha

KpUTEPUUTE C BCUUKM HEOBX0aMMM U3CneaBaHus

= EKCREepPTHO CTaHOBMILE C siCHA MeAULMHCKa MOTMBaLMA (3aAbIDKMTENHO ce
CNELMANU3NPAHA | otBensssa nunca Ha M3KMIOUBALLN KPUTEPUM (MOOMUCAHO OM ECUYKU YieHOose Ha
KoMucusa "| eneuuanusupaHama komucus)

= Enukpusa/ETanHa enukpusa, BKNIOYBallA AaHHW OT aHamHesaTta, cratyca u

npeaxoxaallo neveHue

= ‘TipoTokon 3a npeanuceaHe Ha nekapcTaa, 3annawanm ot H3OK/P30OK” — o6p.

/ M3-H30K (nodnucaH om ecuyku YneHoee Ha creyuanusupasama KoMucus)

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

MpoTokonu 3a NMpoALIkaBaHe Ha neveHueto Ges NMpoMsHa Ha NekapcTBEeHWs MPOAYKT w/vnu Aosara wmnu
HamarsisaHe [403aTta Ha NekapcTBeHUs NPOAYKT

= “[lpoToKON 3a NpeAnucBaHe Ha nekapcTea,
CNELMATIU3UPAHA sannatwanu ot H30K/P3OK” — 06p. M3-H30K 3aBepka Ha npoTokona B
KOMUCUA > (nodnucaw om  ecuuku  uneHose  Ha P30K

creyuanuaupaHama Komucusi)

1. OBLLW NONOXEHMUA

1. 3011 nopaBa noAroTBeHUTe AokymeHTH B P30K, Ha TepuTopuMsiTa Ha KOSITO e Hanpaeuno u3gop Ha OMNJ. lokymeHTUTe
BKIIOYBAT:

1.1 3asBnenue ao [Oupektopa Ha P3OK.

1.2 MonbHeHo 1 noanucaHo npunoxenue 1. MNonbnea ce No cbOTBETHATa TOYKa M Ce npunara oTpaseHata B LnchpoB MHAEKC
MeAULIMHCKa AOKYMEHTaLmsl, ya0CToBepsBalLa BCEKU EAMH OT Kputepuure.

1.3 MbnHnaT Habop uacneaBaHus (PNM3UKaNITHU, UHCTPYMEHTANHA U naBopaTopHu), OTpa3seH B NpuUnoxeHue 2.

1.4 “MpoTokon 3a npeanMcBaHe Ha riekapcTea, 3annalwaHu ot H3O0K/P30K” — 06p. M3-H3OK, nsgageH ot cneunanuampaHa
komucus. Mpunara ce opvrHan Ha NPoToKoNa, a Npy kaHAMAATCTBaHe 3a NPOABMKAaBaHE Ha TepanuaTa ce NPeACTaBs opuriHan
Ha NPeAxXoAHUsl NPOTOKOM C OTPa3EHN BCUUKU HAa3HaYeHus No Hero.

1.5 [leknapaums 3a uHopMUpaHo cbriacue no obpasel (npunoxexue 3)

2. P30OK npuema gokyMeHTUTe no T. 1 cneg cnpaska OTHOCHO 3APaBHOOCUIYPUTENHUA CTaTyC Ha 301.

3. MLpBUAT U BCekM crieaBall NPOTOKON Ce W3AaBaT 3a nepuoa Ao 6 meceua.

3UCKBAHMS HA H30K 3A MPOBEXIAHE HA MOAABPXALLO NEYEHME MPU MAUMEHTU C HATIMUYME HA TPAHCTINAHTUPAHN TbKAHU 1 OPTAHU 2
B U3BBHBEONHUYHATA MOMOLY - B cuna ot 1 Mait 2014 roauHa
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W3UCKBAHUSA HA H30K NMPU U3OABAHE HA MPOTOKOJU 3A MPOBEXOAHE HA NOOABPXALLO NEYEHUE NPU
MNALUMEHTU C HATTMYUE HA TPAHCTIITAHTUPAHU THKAHU U OPTAHU B U3BBHBEOTHUYHATA MOMOLL

[ Ume:

[ErH] [ [ [ T T T T

3abenexka: meduyuHckama GokyMeHmayus, ydocmosepsisalja éceku Om Kpumepuume e rnocoyeHa ¢ yugpa 6 uHOeKC u 3adbImKumesHo
npudpyxaea HacMosU40Mo MPUSIOKEHUE.

A. KPUTEPWUU 3A 3ANOYBAHE HA NIEYEHUE (SAOBINKUTENHU CA BCUYKU KPUTEPUW)

MKB Z94.0, Z94.1, Z94.2, 794.3, Z94.4,Z94.8

1

TpaHCnnaHTMpaH opraH Unu TbkaH

2

Macne.qsauma, CbrnacHo npoTokona 313 naﬁopaTopeH MOHUTOPUHI Ha CbOTBETHWUSA TpaHCNMaHTauuoHeH
LieHTBbp, YTBbpAeH oT [iupekTopa Ha J13

3

2
Jlunca Ha usknioysaLLyn kputepum no 1. B

1

HeobxoAUMUTE M3CreABaHWUA Ca OTpPaseHu B Tabnuua 2 Ha NpunoxeHue 2 - 3aAbMKUTENHO Ce NPEeACTaBAT Ha OpuriHanHa 6naHka oT
nabopatopus WnK 3aBEpeHO U NOANUCAHO Konue, NpW HanW4ue Ha xocnutanusauua ce npunara enukpusa C HOmep W13 ¢ pasHocT Ao 1 mecey
npeau KaHAWAATCTBAHETO

yAOCTOBEpsABa ce C NoAnucuTe Ha YneHoseTe Ha KOMMCUATa B NpunoxeHue 1 Ha HacTOSIUTE M3UCKBAHUA

B. KPUTEPUU 3A MPOOABIMKABAHE HA NNEYEHUETO (SAABI/DKUTENHU CA BCUYKUA KPUTEPUN)

MKB Z94.0, Z94.1, 794.2, 794.3,794.4,794.8

1

WNacnegpaHusi, CbrNacHo NpoToKona 3a nabopaTopeH MOHUTOPUHT Ha CbOTBETHUSI TpaHCraHTauuoHeH
LeHTBP, YTBbpAEH OT upekTopa Ha 13

2

Jlunca Ha u3knoYBawWy Kputepum no 7. B 2

1
opurvHaneH ULl Unu NoANUCaHo 1 3aBePEHo Konue

yAocToBepsBa ce C noAnucuTe Ha YieHoBeTe Ha KoMucusTa B npunoxexHuwe 1 Ha HACTOAWMUTE M3UCKBAHUA

B. U3KIMIOYBALLU KPUTEPUN

1. CBpbX4yBCTBMTEMHOCT KbM aKTUBHOTO UMM HSIKOE OT NMOMOLLHUTE BellecTsa
2. BxniouBaHe Ha 60MHMS B KIMHUYHO NpoyBaHe *

* KoMMCHATa, KOATO @ HazHauuna rieseHneTo u Habnogasa 30J1 e AnbxHa He3a6aBHO Aa yBefioMu KoMucusita 3a ekcnepTuamn no un. 78
1.2 ot 330 B LIY Ha H3OK. Teau 60onHu ce 3anucBaT B OTAENEH PerncTLP M He ryGAT NpaBoTo cH 3a NpoAbikaBaHe Ha neveHneTo cnen
NpUKMIOYBaHe Ha KIIMHMYHOTO Npoy4BaHe.

OTroBapsA Ha KpUTepuUTe 3a JieueHue c

B AHEeBHa Oo3a

; }VlSVICKBAHVIﬂ HA H30K 3A NMPOBEXOAHE HA NMOAABPXKALLO NEYEHWUE NPU NALUMEHTU C HANNMYME HA TPAHCNNIAHTUPAHU TBKAHU N OPTAHU

B U3BbHBONMHUYHATA NMOMOLL - B cuna ot 1 mav 2014 roauHa

3



[image: image4.jpg]OPUNOXEHUE 2

1. NEYEBHO-AUATHOCTUYEH ANTTOPUTBM

1. NNEKAPCTBEHW MPOOYKTH, skniouenn B lNpunoxeHue 1 Ha 03vTMBHUS nekapcTBeH cnuckk, kouto H3OK sannawa B
CbOTBETCTBUE C HOPMATUBHUTE AOKYMEHTW 3a ycnoBusATa.

Tabnuua 1
INN MKB OrPAHUYEHUA

= CBpPbLX4yBCTBMTENHOCT KbM LMKIIOCMOPUH MMM ApYrM CbCTaBku Ha

CICLOSPORIN 794.0,294.1,794.2, npoaykra
794.3,294.4,794.8 =  EAHOBPEMEHHO NEYeHWEe CbC ChAbpXally TAKpONMMYC NeKapCTBEHU

npoAyKTH
TACROLIMUS 794.0,794.1,294.2, = CBPbXYyBCTBUTETHOCT KbM TakpONMMYC UNM ApYrn Makponmau wumu

Z94.3,294.4,294.8 HSIKOS OT MOMOLLHUTE CbCTaBKW

MYCOPHENOLIC ACID gg‘;g égjl %g:g = CBPBbX4YYBCTBUTEIHOCT KbM MUKOGEHONOBA KUCENUHa

= Topa 18 ropuiuHa BbL3pacT
SIROLIMUS 294.0 =  CBpPbX4yBCTBUTENHOCT KbM aKTMBHOTO BELUECTBO WNU HAKOS OT
NOMOLLIHUTE CbCTaBKU

= [loga 18 roauiuHa Bb3pacTt
EVEROLIMUS Z94.0,794.1, Z94.4 »  CBPbXYyBCTBUTENHOCT KbM EBEPOMMMYC WIU HSAKOS OT MOMOLUHUTE
CbCTaBKK

= HeyTpodunu noa 500 kneTku/Mm3; TpombouuTty nog 25 000 mL; Huso

794.0,794.1, 794 .2, Ha xemorno6uxa nog 8 g/dL*

VALGANCICLOVIR 794.3,794.4, 794.8 " [pu NauMeHTn G KpeaTUHWHOB KNUMpBLHC < 10 mL/min

= CBPbXYYBCTBUTEMHOCT KbM  BanraHUMKNOBMP WM HsKOA  OT
MOMOLLHUTE BeLlecTsa

*He BaX1 3@ KOCTHO-MO3bYHa TpaHcnnaHTauus

.
4 24UM3VCKBAHMS HA H3OK 3A MPOBEX/AHE HA NOAMLPXKALLO NEYEHVE MPY MAUMEHTY C HANWYWE HA TPAHCIIAHTUPAHM THKAHW U OPTAHU 4
b B M3BLHBONHUYHATA MOMOLL - 8 cvna ot 1 Mait 2014 roguHa
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Tabnuua 2

NPUNOXEHUE 2

WacnepBanus*

MepuoanyHocT*

HM3XOOHU

Ha 6-Tu Mecel|

Ha Bceku 6 Meceua

PbcT 1 Terno

MKK

OKK

KpbBHa 3axap

06w 6enTbk

Ypes

KpeaTuHuH

Cr KNMpBHC

K,Na, Cl, Ca, P

ASAT

ALAT

A

Amunasza

ngx

LNK/MB

06w 6GunupybuH

XonecTtepon

Tpurnuuepuamn

MNukoyHa kucenuHa

Ypuha obuwo

Ceaument

Ypokyntypa

24h-3a npoTenHypus

EfHOKpaTHO 33 nepuoga — NapaTxopMoH, oxnsupad Ca, Mg

VIMyHornobynuxu

CRP

[MpoKanuUTOHUH

KomnnemeHt C3 C4

NakTtat

Pro BNP

KneTbyeH uMmyHuteT

XyMopaneH UMyHUTET

Bupyconorusi: CMV, EBV, VZV, HSV Tutbp Ha AT

Bupyconorus: PCR npu aktueHa CMV uHdekLms

W3cneasaHe 3a napasvTu

MuKpoBMonorMyHu n3cneasaHns Ha xpayka

MuKpOBMONOrMyHU U3cnenBaHnsa Ha ypuHa

MwukpoBronormyHu uscneaBaHusa Ha rbpreH cekper

XOpMOHUW Ha LWMToBMAHATA XIesa

M3cnegBaHe 3a KOCTHa MIbTHOCT

M3mepBaHe Ha apTepuUanHo HansraHe

EKI

ExoKI” Ha cbpaeyeH anorpadt

Xontep EKI

Buoncus Ha anorpadt

Hueo Ha CsA

HuBo Ha Takponmmyc

Hueo Ha M-TOR uHxnbuTop

Hueo Ha MukdeHonat

* Mpu KNMHWYHA NOKA3aHMA W CIMACHO MPOTOKONA 3a NaGOPaTOPEH MOHUTOPUHT HA CLOTBETHWA TPAHCNIIAHTALMOHEH LEHTBP, YTBLPAEH OT
[QvpekTopa Ha J13 (MoXe Aa Ce MpUnara OpUriHan N 3aBEPEHO KONUE Ha YTBLPAEH NPOTOKON 33 NaBopPaToPeH MOHUTOPMHI)

LN
" ,(QVISMCKBAHVIH HA H30K 3A MPOBEXOAHE HA NOAMBPXALLO NEYEHWE MPU NALUMEHTW C HAIMYUE HA TPAHCTIIAHTUPAHN THKAHWU U OPTAHW 5

B U3BbHBONHUYHATA MOMOLL, - B cuna ot 1 mai 2014 roguHa
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il. OBLUN N3NCKBAHUA

1. Bb3pactoBaTa rpaHuLa ce U34UCHsBa B HABbLPLUEHM FOMHM - T.€. BKMIOYMTENHO KbM AaTtata Ha usjasaHe Ha npotokona ot
cneunanuavpaHaTa KOMUCUS.

2. MNpu HasHa4YaBaHe Ha Teparnus Mo MPOTOKON 3a4bIDKMTENHO ce CbobpassaBaT Bb3PACTOBUTE OFPaHWYEHMs!, CbINacHo KpaTkaTa
XapakTepucTuka Ha CbOTBETHUSI ekapCTBEH NPOAYKT, yTebpAeHa no peaa Ha 3JIMXM.

3. H3OK He 3annalya neyeHve W3BbH yKasaHaTa Bb3pacToBa rpaHuLa B KpaTkaTa XxapakTepucTuka Ha npoaykTa.

4. H30K He 3annalya neyeHve ¢ 03K Haj MaKCUMariHoO paspeLleHnuTe No KpaTka XxapakTepucTika Ha NnpoaykTa. .

5. B cnyuai Ha HacTbnuna Nofo3vpaHa Hexernaxa nekapcTBeHa peakuus, nekapst yseaomsisa MAJ no peaga Ha un. 183 ot
3MMXM. Konune oT cbobLieHneTo ce npunara kbM MeguuuHckaTa gokymeHtaums Ha 30J1 npu kaHaaaTcTBaHe 3a neveHue.

6. KOMUCUATA, uspana npotokona Ha 30J1, cbxpaHsiBa BTOpM €K3EMMNJISip Ha NPOTOKONAa M BCUYKM HeobGxoaumu
AOKYMEHTH 3a M3gasaHeTo My.

Hacmoswume u3uckeaHusi ca paspabomeHu Ha oOcHosaHue 4. 56 om HauuoHaneH pamkos 002080p 3a MeOUUUHCKUME
detinocmu 3a 2014 200uHa (06H., [B, 6p. 3 om 10.01.2014 2.) u enuzam e cuna om 1 mai 2014 2., cbenacHo un. 10 Ha
Hapedba Ne 10 om 24 mapm 2009 . 3a ycnosusima u peda 3a 3anjauaHe Ha nekapcmeHu npodykmu o 4. 262, an. 6, m. 1 om
Bakowa 3a niekapcmeeHume npodykmu e XxymaHHama meOuyuHa, Ha MeOUUUHCKU u3denus u OuemuyHu XpaHu 3a creuuasnHu
MeduyuHcku uenu (06H., 4B, 6p. 31 om 2007 2.).

‘l [AM3UCKBAHUS HA H30OK 3A NMPOBEXOAHE HA NMOALBPXALLO NEYEHWUE NPU MALUMEHTU C HAIMYUE HA TPAHCMIIAHTUPAHU TBKAHW U OPTAHN 6
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LOEKNAPALUA 3A UHOOPMUPAHO CbIMACUE C UBUCKBAHUATA 3A 3ANOYBAHE/ MPOABINKABAHE HA
JNIEYEHUETO C NIEKAPCTBEHWUA NPOAYKT

cneg Kato Cce 3ano3Hax ¢ uanara Mu npegocrtaBeHa VIHQ)OpMaLlMFI W uenta Ha ne4YeHNeTo C neKapCcTBeHus
L] 6071 L LTITITTTPPPPRRIS W cnej Kato nonyymx usdepnaTterniHu OTroBOpwu Ha
nocTaBeHUTe OT MeH BbMpOoCH, AeKknapupam 4ve:

1. Lue cnassam npenopbyaHaTa M1 CXxema Ha neveHue v NepuoguyHoOCT Ha KOHTPOMHUTE npernean.

2. PSAOEHQ e ce fABsIBAM Ha KOHTPONMHW npernegu v Hsama Aa NPOMEHsAM CaMOBOSIHO WU Noj ApYyro BHylUeHwe
HasHa4yeHaTa My Tepanus.

3. [pu npeycTaHoBsiBaHE Ha NEYEHUETO NO NPUYMHM, HENPOU3TUYALLM OT pelueHneTo Ha KomucusTa 3a excneptusu B P3OK
wvnn KomucusaTa no un. 78, 7.2 ot 330, we yBegoms HesabaBHO nuyHus cu nekap m P3OK n we sbpHa B P3OK
nocnegHus NpoTokKon, No KOWTO CbM nonyuaaan/a nNeKapCTBEeHUS NPOAYKT.

4. I'Ipu HecnasBaHe Ha NOCOYEeHUTE YCroBUSA NEYEeHUeTo MU C YNOMEHAaTUs NeKkapcTBeH NpPOAYKT e G'b,ﬂe npekpaTeHo n

HsAMa ga umam npeteHuun kbm H30K.

LN
' WM3UCKBAHWA HA H30K 3A MPOBEXIAHE HA MOAOLPXALLO NEYEHWUE MPWU NALMEHTU C HANIMYUE HA TPAHCMNAHTUPAHWN THKAHW U OPTAHU 7
b B U3BBHEONHNUYHATA NOMOLL - 8 cuna oT 1 maii 2014 rognHa




