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U3UCKBAHUSA HA H3OK NPU U3LABAHE HA NMPOTOKONNU 3A MPOBEXAAHE HA NEYEHUE HA BbBPEYHO
TPAHCMNAHTUPAHU MALIMEHTW

MpoTokON®LT Ce M3AaBa OT cheuuanuaupaHa KoMucus B nedebHW 3aBeaeHusi 3a GOMHMYHA MOMOL, CKIHOYUM
nporosop ¢ H30K. CneuuanuaupaHute KOMUCUM Ce Cb3aasaT CbC 3anosBea Ha AMPEKTOpPa 3a HePPONOrUYHUTE KIIMHUKU B
cneguute N13: YMBAJ ,AnekcaHaposcka” — rp. Cocusi, Y6 JloseHey — rp. Cocus, MBAJICM ,H.U.Muporos” — rp. Cocous,
CBANMB — rp. Codoms, YMBAJ ,Ceetn Meopru” — rp. Mnosave, YMBAN ,[-p Meopru CtpaHcku” — rp. MNneseH, YMBAJ ,Cseta
MapuHa” — rp. Bapha.

I. PEQl 3A 3ABEPSABAHE HA MPOTOKOIMUTE

[MpoTokonu 3a 3ano4ysBaHe Ha TepanusTa
MpoTokonu 3a npoAbIkaBaHe Ha TepanusaTa ¢ .qpyr/npyru neKkapcTBeHM NPOAYKTU UM CMsiHA Ha fo3arta

. MonbnHeHo W noanucaHo npunoxexnuwe 1 A— nUCT 3a onpeaensHe Ha
KkputepunTe (No T.A) C BCUYKN HEOBX0AUMM N3CNeaBaHUs.
= Enukpusa/ETanHa enukpu3a, BKNYBalla AaHHU OT aHamHesarta, crartyca u

CNELMANU3UPAHA MPEAXOKAALLO IEHCHNE
L] Excnep‘ruo CTaHOBMLIE C siCHA MeauuuHCKa mMoTuBauuns (3aAbH>KMTeﬂHO ce

A 4

KOMUCUA
oT6ens3Ba NUNca Ha M3KNIYBaLWM KpUTEpUU (ModnucaHo om 8CUYKU Y/IeHOee Ha
cneyuanuaupaHama Komucusi)
= “lpoTokon 3a NpeanucsaHe Ha nekapcrtea, 3annawanm ot H30K/P30K™ — obp.
M3-H3OK (nodnucaH om ecuyku YneHosee Ha creyuanusupasama KoMucus)
Komucus no un. 78, 1. 2 ot 3aBepka Ha npoTokKona B

A

330 B LY Ha H30K P30K

MpoTokonu 3a NPoALIkaBaHe Ha TepanusiTa (6€3 NpoMsHa Ha NekapcTBEHNs NPOAYKT u/unu nosara)

. ‘MpoTokon 3a npeanuceaHe Ha
nekapcrea, 3annawanu ot H3OK/P30K”
CMNEUUNATTU3UPAHA » — o6p. M3-H3OK (nodnucan om ecusku > g;ze:xa Ha npoTtokona B
komucua 4neHoee Ha cneyuanuaupadama
Komucus)
1l. OBLUM MOJTOXEHUA

1. 330J1 nopasa noaroTeeHute AokymeHTn B P30OK, Ha TepuTOpUsiTa Ha KOATO @ Hanpasuno n3bop Ha OMNJL. [lokymeHTUTe
BKIOYBAT:

1.1. 3asBnenue ao [upektopa Ha P3OK.

1.2. MonmbnHeHo ¥ noanucaHo npunoxenue 1. Monbnea ce NO CboTBETHATa TOYKA M Ce npunara oTpaseHara B uudcpos
VHAEKC MeANLMHCKA A0KyMEHTaLMs, YAOCTOBEPsBaLLa BCEKU €ANH OT Kputepuure.

1.3. NbnHusT Habop uscneasaHus (PUMKaNHN, NHCTPYMEHTaNHN n nabopaTtopHu), OTPa3eH B NpUNoxexue 2.

1.4. “NpoTokon 3a NpeAnUcBaHe Ha nekapcTea, 3annawaxu ot H30K/P30K” — 06p. M3-H3OK. lNpunara ce opuriuHan Ha
npoTokona.

1.5. Mpn kaHauAaTCcTBaHe 3a NPOAbIXKaBaHe Ha Tepanusita Npu NpPoMAHa Ha nekapCTBEHWA NPOAYKT wvwnn posara, ce
NpeAcTaBs OPUrNHan Ha NPeAXOAHUS NPOTOKON C OTPA3EHN Ha3HAYEHWA MO Hero.

1.6. Neknapaums 3a uHopMupaHo cbrniacue no obpased (npunoxexue 3)
2. P30K npuema foKyMeHTUTE No T. 1 crea cnpaBka OTHOCHO 3APaBHOOCUIYPUTESTHUSA CTaTyC Ha 3300.
3. MbLPBUAT M BCEKU CrieABaly NPOTOKON ce U3aasaT 3a nepuoa Ao 6 meceua.
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" ,’l» VU3UCKBAHMUS HA H30K 3A MPOBEXAAHE HA MOAABPXKALLO NEYEHUE NPU BLEPEYHO TPAHCMNAHTUPAHU NALUMEHTU
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NPUNOXEHWE 1
JIUCT 3A ONPEQENAHE HA KPUTEPUUTE NPU NPOBEXAAHE HA JIEYEHUE HA TPAHCIMITAHTUPAHU NALUMEHTU

[Wwe: . 1 O O 50 0 ) I G 57 i B

3abenexka: meduyuHckama OOKy yus, ydocmosep {a 8ceKu om Kp puume e rnocoveHa c yugpa e UHOEKC U 3a0bIKUMEenHo
Py

PUOpy w P

A. KPUTEPUU 3A 3ANOYBAHE HA NIEYEHUE (SAOB/MKUTENHU CA BCUYKU KPUTEPUW)
MKB Z94

TpaHcnnaHTupaH opraH 2

M3cneasaHusi, CbracHo NPoTokona 3a nabopaTopeH MOHUTOPUHT 1

TNunca Ha M3knoYBaLWM KpuTepum no 7. B °

1
6xoaumMuTe 1. ca OTpa3eHM B Tabn 2 Ha NPUNOXEeHWe 2 - 3aABIMKUTENHO Ce NPEeACTaBAT Ha opuriHanHa GnaHka ot
nabopaToPUA UMM 3aBEPEHO U MOANMCAHO KONWE, NP HanW4Me Ha XOCMUTANM3auus ce npunara enukpusa ¢ Homep U3 ¢ aasHocT Ao 1 mec. npean
KaHANAATCTBAHETO
YAOCTOBEPABA Ce C MOANUCUTE Ha YNIEHOBETE Ha KOMMCHUATA B NPUIOXeHUe 1 Ha HACTOALUTE U3NCKBAHUA

B. KPUTEPUU 3A NMPOABLMKABAHE HA NEYEHUETO (SAOBIDKUTENHU CA 1 U 3 KPUTEPUN)
MKB Z94
WacneasaHusi, CbrnacHo NpoTokona 3a nabopaTopeH MOHUTOPUHT !

2
XucronormyeH pesynrtar ot Guoncua

3
Iunca Ha u3knoYBawm Kputepum no 7. B

! opuruHaneH s UM NOANNUCAHO M 3aBEPEHO KONUe
2 opuruHanta GnaHka oT XMCTONOMMYHO M3CeaBaHe
YAOCTOBEPABA Ce C MOANMUCHUTE Ha YNeHOBETE Ha KOMMCHATA B Npunoxenue 1 Ha m

B. U3KITIOYBALLWU KPUTEPUMN

1. XBH c guanusa
2. BkniouBaHe Ha 60nHUA B KIIMHAYHO NpoyyBaHe *

K,

* KoMuUCHMsATa, KOSITO @ Ha3Hauuna neyeHneTo u Habnwgasa 330J1 e AnbxHa He3abaBHO Aa y Ta 3a PTU3M NO un.
78 1.2 B LY Ha H30K. Tean 6onHu ce 3anMcBaT B OTAENEH PerucTbp M He rybsiT NPaBoTO CU 33 NPOALI/IKABAHE HA NeYeHueTo crea
NPUKNIOYBaHe Ha KIMHWUYHOTO NpoyyBaHe.

OTroBapsi Ha KpUTepuuTe 3a neveHune c

3

B35, VISUCKBAHIS HA H3OK 3A IPOBEXIAHE HA MORTBPKALLO NEUEHVIE PV BBEPEUHO TPAHCTIAHTUPAHM MALVEHTY
@S* B U3BBLHBONHUYHATA NOMOLL|



1. NEYEBHO-AWATHOCTUYEH ANTTOPUTBM

NPUNOXEHWUE 2

1. NEKAPCTBEHW MPOAYKTW, skniouenn B [Npunoxenne 1 Ha Mo3utuBHmua nekapctseH cnucek, kouto H3OK sannawa B
CbLOTBETCTBME C HOPMATUBHUTE AOKYMEHTU 3a YCNoBuUATA.

Ta6n. 1

OrpaHuyenus

NPU 3ANOYBAHE HA
NEYEHMUETO *

KOHTPOJ CNOPEA
NPOTOKONA 3A

MOHUTOPWUPAHE *

CICLOSPORIN

CBpPBbX4YBCTBUTENHOCT KbM LIMKNOCMOPUH
WNW ApYr1 CbCTaBKW Ha NPoAyKTa
EAHOBPEMEHHO NneyeHne CbC ChabpXKallm
TaKpONUMyC nekapcTBeHn NPoayKTv

[leua c aTonuyeH aepmatut

[eua nog 3 roavwHa Bb3pacT

TACROLIMUS

CBPbXYYBCTBUTENHOCT KbM TaKponumyc
WnmM 4pyru Makposiuau Unin HsKos ot
MOMOLLHUTE CbCTaBKM

MYCOPHENOLIC
ACID

[la He ce npunara eaAHOBPEMEHHO C
a3aTMonpuH
CBpbX4yBCTBUTENHOCT KbM
MukpodeHonosa KucenumHa

SIROLIMUS

Mopa 18 roanwHa Bb3pact
CBpPBbX4YBCTBUTENHOCT KbM aKTUBHOTO
BELLECTBO UMK HAKOSI OT NOMOLLHUTE
CbCTaBKM

MOHMTOpUpaHe 3a
nnuaemMus

EVEROLIMUS

CBpPbX4yBCTBUTENHOCT KbM €BEPONUMYC
WU HAKOSI OT NOMOLLIHUTE CbCTaBKN
Moa 18 roguwiHa Bb3pacT

MOHUTOpUpaHe 3a
nvnuaemusi

VALGANCICLOVIR

HeyTpocunu noa 500 kneTku/mm3;
TpomBoumTyn noa 25 000 mL; HMBO Ha
xemornobuxa nop 8 g/dL

NPV NAUUEHTY C KPEaTUHNHOB KNUPBHC < 10
mL/min

CBpbX4yBCTBUTENHOCT KbM
BanraHUWUKNOBUP UMW HAKOS OT NOMOLLHUTE
BellecTsa

AZATHIOPRINE

CBpbX4YBCTBUTENHOCT KbM a3aTuonpuH

MNKK c 6poit Ha
TpomBoumuTuTe

* [pUAPYXaBaT BCEKU NPOTOKOM, OMMCBAT Ce B eTanHara envkpusa Ha 3301 u ce npunaraT 3aBepeHu Konws OT opuruHanHute Gnawku (npu

Hanuuue Ha XOCNUTanu3auusa ¢ AaBHOCT A0 1 MEC. A0 U3AaBaHe Ha NpoTokona ce np

a PEHO Konue oT er

P

c Homep M3)
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NPUNOXEHUE 2

2. NIPOCNEAABAHE

Tabn. 2

W3acnepsanus Mepunopn Ha neyeHune
2m. 3 m. 4 m. 5m. 6 M. 7 M. 8 M. 9 m. 12 m.

MKK *

KpbeHa 3axap *

06wy 6enTbk *

Ypes *

KpeaTtunuH *

Cr knupbHC *

K,Na, ClCa, P *

Hueo Ha CsA *
Takponumyc *

m-TOR uHxuéuTop *

ASAT *

ALAT *

Ad *

06w 6unupybux *
Xonectepon *
Tpurnuuepuamn *

MukouHa kucenuxa *
Ypura obuwo *

CeanmenT *

Ypokyntypa *

24h-3a npotenHypus *
CMV —pennukaums *
EnHokpaTHO 3a nepuoaa —
napaTxopMoH, oHuaupaHx Ca, Mg *
W3mepBaHe Ha apTepuanHo
HansraHe, pbCT 1 Terno *
Buoncusi Ha 6L6peyHus anorpadt *

* NPpY KNUHUYHU NOKa3aHWA U cbrnacHo Mpunoxenue 4 Kbm 4n.13, an. 6 B Hapen6a Ne 29 ot 27 toHm 2007 r. Ha M3 (06H. B [IB. 6p. 65 oT
10 aBrycT 2007r. )

1l. OBLUWN U3UCKBAHUA

1. Bb3pacToBaTa rpaHuLa Ce U3YUCNSBA B HABBLPLUEHN FOAVHN - T.e. BKIIYUTENTHO KbM JataTta Ha usaasaHe Ha npoTokona ot
cneyvanuanpaHara KOMUCUs.

2. Mpw HasHayaBaHe Ha Tepanusi No NPOTOKON 3a4bIDKUTENHO ce CbobpasaBaT Bb3PacTOBUTE OTPaHUYEHUsi ChITIAacHO KpaTkaTa
XapaKTepucTMKa Ha CbOTBETHUS NTEKapCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3J1MXM.

3. H30K He 3annauwa neyeHve U3BbH ykasaHata Bb3pacToBa rpaHuLla B kpatkara xapaktepucTuka Ha npoaykra.

4. H30K He 3annauia neyenve ¢ 1031 HaJ MaKCUMarnHo paspeLueHnTe no KpaTka xapakTepucTuka Ha npoaykTa.

5. KOMUCUATA, uspana npotokona Ha 330J1, cbxpaHsiBa BTOPU €K3eMNNsip Ha NPOTOKONa U BCUYKM Heobxoaumu
AOKYMEHTH 32 U3aBaHeTo Mmy.

Hacmoswume u3uckeaHusi ca paspabomeHu Ha ocHogsaHue yn. 55 om HP/ 3a meduyuHckume OeliHocmu 2012 2o0uHa (O6H. &
/1B 6p. 3/10.01.2012 2.). u enuzam & cuna om 01.07.2012 e., cbenacHo un. 10 Ha Hapedba Ne 10 om 24 mapm 2009 . 3a
ycnosusima u peda 3a sannawjaHe Ha niekapcmeeHu npodykmu no 4n. 262, an. 5, m. 1 om 3akoHa 3a nekapcmeeHume nPooykmu
8 XxyMaHHama MeduyuHa, Ha MeOUUUHCKU U30enusi U Ha QUeMUYHU XpaHu 3a crneyuanHiu meouyuHcku yenu (06H. B, 6p. 31 om
2007 2.).
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", - MU3NCKBAHUA HA H30K 3A NPOBEXXAAHE HA NOAABPXALLIO NEYEHUE NPU BbBEPEYHO TPAHCMNTAHTUPAHW NALIMEHTW
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NPUNOXEHWE 3

NEKNAPALIMA 3A UHOOPMUPAHO CbIMIACUE C UBUCKBAHUATA 3A 3ANOYBAHE/ MPOABIDKABAHE HA
NEYEHMETO C NEKAPCTBEHUA NMPOOYKT

crnep Kato ce 3ano3Hax C  uanarta Mu  npeaoctaseHa nHdopmaums U uenta Ha neYeHneTo C neKapcTBeHus
oL 1 P PP PPR ST PSP EISEEL L W cnea Kato nony4vmx usdepnartenHu OTroBopu Ha
nocTaBeHUTe OT MEH BLMNPOCK, AeKknapupam Ye:

1. Llle cnaseam npenopbyaHaTa M1 Cxema Ha fieqeHue 1 NePUOANYHOCT Ha KOHTPONHNTE nperneau.

2. PefoBHO Lue ce ABABaM Ha KOHTPOSHW Npernean n HMa Aa NPOMEHsIM CaMOBOSTHO WIW MOA APYrO BHYLLUEHWe
HasHayeHaTa Mu Tepanus.

3. lpu npeycTaHOBSBaHe Ha IEYEHWETO NO MPUYMHY, HENpoM3TMHYaLM OT pelueHneto Ha Komucusita 3a
ekcneptuan B P3OK u/imnu Kommucusita no un. 78, 1.2 ot 330, we yBefoMs He3abaBHO NUYHUS CU nekap
P30K u wie ebpHa B8 P3OK nocneaHus npoTokor, No KOTo CbM Nosyyasar/a nekapcTseHus NpoaykT.

4. [pw HecnassaHe Ha MOCOYEHUTE YCIIOBUS NEYEHMETO MW C YNOMEHaTUs NekapcTBeH NpoaykT we Gwvae
npekpaTeHo 1 HAMa Aa uMam npTeHuMn kem H3OK.
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B3t V/CKBAHWS HA H3OK 3A TIPOBEXGIAHE HA NOLITPKAILIO NEWEHME NPV BLEPEUHO TPAHCTINAHTUPAHI MALVEHTH
w B W3BBHBOHUYHATA MOMOLL



