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N3NCKBAHUA HA H3OK NMPU N3OABAHE HA NMPOTOKOJIU 3A NPOBEXAOAHE HA NNEMEHME HA BbBEPEYHO
TPAHCNNAHTUPAHU NALUMEHTU

MpoTokonbT ce M3gaBa OT cneunanuavMpaHa KOMUCUA B rie4yebHM 3aBedeHUsi 3a GONHMYHA MOMOLL, CKIHOYUIMU
porosop ¢ H30K. CneunanusnpaHute KOMMCUM Ce Cb3daBaTt CbC 3anoBed Ha AMPeKTopa 32 HePONOTUYHUTE KITMHUKK B
cnegnute J13: YMBAJ ,Anekcangposcka” — rp. Codmsa, Yb JloseHey — rp. Codwmss, MBAJICM ,H.U.Muporos” — rp. Codus,
CBANOB - rp. Codumsa, YMBAJT ,Ceetn Meoprn” — rp. Mnoegus, YMBAIN ,[-p Meoprn CtpaHckn” — rp. MNMneeeH, YMBAJT ,CeeTa
MapwuHa” — rp. BapHa

I. PEQ 3A 3ABEPABAHE HA NMPOTOKOJINTE

npOTOKOJ'IM 3a 3anoy4yBaHe Ha nevyeHue

MonbnHeHo 1 nognncaHo npunoxeHue 1 A— NUCT 3a onpeaensiHe Ha KpuTepunTe (No
T.A) C BCUYKM HEOBXOOUMU N3CneaBaHus.
Enukpusa/ETanHa enukpu3sa, BKNOYBALLA JAaHHM OT aHaMHe3aTa, ctaTyca u

npeaxo allo neyvyeHue

CMNELMAIU3UPAHA peaxoknally

KOoMUCUS EKCHepTHO CTaHoBMULUEe C ACHa MeaMUMHCKa MOTUBaUuna (3a£l'bJ'I)KVITeJ'IHO ce oTbenassa
ninnca Ha U3Kn4ealln Kputepun (l'lOOI'IUC&HO Om 8CUY4YKU 4YieHoee Ha

crieyuanusupaHama KOMUCUS)
/ “MpoTokon 3a npeanvcBaHe Ha nekapcTtsa, 3annawaHn ot H30OK/P30OK” — o6p. M3-

H3OK (nodnucaH om ecuyku 4neHoee Ha crieyuanusupaHama KOMUCUS)

Komucusa no un. 78, 1. 2 ot 3aBepka Ha
330 B LY Ha H30K —» npotokona B P30K

[1poTokonu 3a npoabiKaBaHe Ha fevyeHue

MonbnHeHo 1 nognucaHo npunoxeHue 1 B— nuct 3a onpegensaHe Ha kputepumTe (MO

T.B)
CMEUMANU3UPAHA ETanHa enukpu3a, BKMioYBallla BCUYKM U3CneBaHns no Tabnuuara sa npocrneassaHe
KOMUCUSA ——Jp| Ha npunoxeHue 2 (mpunazam ce U Ha opuauHaHa bnaHka unu 3aeepeHo Konue),

ambynaTopeH NMCT OT NnocneaHus nperneg npu cneymanuet

ExkcnepTHO cTaHOBMLE C SCHa MeauLMHCKa MOTMBaLMSA (3aabmxuTenHo ce otbensassa
nunca Ha nsKNYBaLLmn Kputepumn (nodnucaHo om 8CUYKU YIieHo8e Ha
crieyuanusupaHama KOMUCUS)

“NMpoTtokon 3a npegnuceaHe Ha nekapcTtea, 3annawaxdu ot H30OK/P30OK” — o6p. M3-
H3OK (nodnucaH om ecuyku 4eHoee Ha crieyuanuupaHama KoMucusi)

Komucusinoun.78,1.2otr —Jp» 3aBepka Ha
330 B LY Ha H30K npoTtokona B P30K

Il. OBLLUU NMOJNTIOXXEHUA

1. 330J1 nopgaBa nogrorBeHuTe AokymMeHTM B P3OK, Ha Teputopusita Ha KOATO € HanpaBuio u3bop Ha OMJI. lokymeHTUTe
BKNIOYBaT:

1.1. 3aaBneHue go OQupektopa Ha P30K.

1.2. MonbnHeHo 1 nognucaHo npunoxeHue 1. MonbnBa ce N0 CbLOTBETHATa TOYKa M Ce Npunara oTpa3eHaTta B LMdgpoB
WHAEKC MeMUMHCKa LOKYMEHTaLUUs, yOOCTOBEpsIBaLLA BCEKM eVH OT KpUTepunTe.

1.3. MbAHUST Habop nscneaBaHusa (HU3MKaNHW, MHCTPYMEHTaNHW 1 NabopaTopHu), OTPaseH B NPUNoXeHue 2.

1.4. “NpoTokon 3a npeagnuceBaHe Ha nekapcTsa, 3annawann ot H30OK/P30OK” — 06p. M3-H3OK. lMpunara ce opurvHan Ha
npoToKona, a Npu KaHauaaTcTBaHe 3a NPOoAbIKaBaHe Ha TepanusTa ce NpeacTaBsa OpUrMHan Ha NpeaxonHWs MPOTOKON C
OTpa3eHn BCUYKM HA3HAYEHUS MO Hero.

1.5. Oeknapauus 3a HopMMpaHo cbrinacue no obpasel, (npunoxexHue 3)

2. P30OK npuema gokymeHTuTe no T. 1 cnep cnpaBka OTHOCHO 3A4paBHOOCUrypuTenHua crtatyc Ha 330J1.
3. MbpBUAT 1 BCceku cneaBaly NPOTOKON Ce M3[aBar 3a nepuop Ao 6 meceua.
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OPUNOXEHWE 1

JINCT 3A ONPEOENAHE HA KPUTEPUUTE NMPU NPOBEXOAHE HA NEYEHUE HA TPAHCNNAHTUPAHU NALUUEHTU

[ Ume: [erH] [ [ [ [ [T T T [ 1]

3abenexka: meduyuHckama OOKymeHmauu;v, yaocmoeepﬂeau.(a 8CeKU om Kpumepuume e rocoyeHa ¢ yugppa e UHOEKC U 3a0bI/mKUMmMesnHo
npudpy)«aea Hacmossw,omo rnpursioxxeHue.

A. KPUTEPUU 3A 3ANMOYBAHE HA NEYEHUE (SAOBIDKUTENHU CA BCUYKU KPUTEPUN)
MKB Z94.0

TpaHcnnaHTUpaH opraH !

M3cnenBaHus, cbrnacHo NpoTokona 3a na60paTopeH MOHVITOpl/IHI'1

Nunca Ha n3knoYBawWm KpuTepum no 1. B 2
1

HeobxoaumuTe u3cnedBaHusi ca OTpa3eHun B Tabn 2 Ha npunoxexHue 2 - 33ObIDKUTENHO Cce npencrtaBAT Ha OpUTrMHanHa 6naHka oT
na60paTopMﬂ nnn 3aBepeHo 1 noanncaHo Konue, Nnpu Hann4yne Ha xocnutanusaumna ce npunara enmkpusa ¢ Homep M3 c paBHocT go 1 mec. npegn
KaHOMOaTCTBAHETO_

2 yAocToBepsiBa ce C nognucuTe Ha YfieHoBeTe Ha KOMUCUATA B NpUnoXxeHue 1 Ha HacToALMUTE U3UCKBAHUA

5. KPUTEPUU 3A NPOOBLIMKABAHE HA NIEYEHUETO (SAABLJIDKUTEIIHU CA 1 U 3 KPUTEPUN)

MKB Z94.0

M3cnenBaHus, cbrinacHo NpoTokona 3a na60paTopeH MOHVITOF)I/IHI'1

XUCTONOrMYyeH pesyntat oT Buoncus 2

Nunca Ha nsknoyBawm kputepum no 1. B 2

1 opyrHaneH ul UnM NOAMMCAHO 1 3aBEPEHO Konue
2 opurvHanHa GnaHka oT XMCTOMOrNYHO M3cneaBaHe
3 yAaocToBepsiBa ce C nognMCcUTe Ha YneHoBeTe Ha KOMUCUATA B NpUnoxeHuwe 1 Ha HacTosAWwWUTe USNCKBaAHUA

B. U3KITIOYBALLU KPUTEPUMN

1. XBH c gnanusa
2. BknouyBaHe Ha 60MHUA B KIMMHUYHO NpoyYBaHe *

* KomucunATa, KOSITO € Ha3HauMna nevyeHneTo U Haénopasa 330J1 e AnbxHA He3a6aBHO Aa yBeaomu Komucusarta 3a ekcneptusm no un.
78 1.2 B LIY Ha H3OK. Te3n 6onHu ce 3anucBaT B OTAENEH PerucTbp U He rybsaT nMpaBoOTO CU 3a NpoAbInKaBaHe Ha feYeHUeTo crnep
NPUKITIOYBaHe Ha KIIMHUYHOTO NPOYyYBaHe.

OTFOBapﬂ Ha KPUTEPUNUTE 3a JIEYEHUE C ... it B AHEBHa go3a  ...............
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OPUNOXEHUE 2
I. NEMEBHO-ONATHOCTUYEH ANNTOPUTBM

1. NEKAPCTBEHU NMPOOYKTW, BknioueHn B MNpunoxernne 1 Ha Mo3nTMBHMA nekapcTBeH cnucbk, kouto H3OK sannawa B
CbOTBETCTBME C HOPMATUBHUTE LOKYMEHTU 3a yCroBusiTa.

Ta6n. 1

nePu
3AMNOYBAHE KOHTPOJ1 CNOPEQ

INN OrpaHuyeHus HA MNPOTOKONA 3A
NEYEHUETO * MOHUTOPUPAHE *

= CBpPbX4yBCTBUTENHOCT KbM
LMKITOCMOPWH UK APYrM CbCTaBKU Ha
npoaykta

=  EQHOBPEMEHHO NeYeHne CbC
CbAbPXKALLM TaAKPONMMYC NEKapCTBEHM
NPOAYKTU

= [leua c aTonuyeH gepmatut

= [eua nog 3 roguviiHa Bb3pact

CYCLOSPORIN

= CBpPbX4yBCTBMTENHOCT KbM
TACROLIMUS TaKpOnMMyC 1N Apyru Makponuam unm X
HSIKOS1 OT NMOMOLLIHUTE CbCTaBKMU

- [a He ce npunara eqHOBPEMEHHO C

MYCOPHENOLIC asaTuonpuH .
ACID = CBpPbXYyBCTBUTEMHOCT KbM
MUKpodeHOoNoBa KucenvHa
= [log 18 rognwHa Bb3pacT
= CBpPbX4YyBCTBUTENHOCT KbM aKTUBHOTO MOHUTOPUpPaHe
SIROLIMUS PBXHY i X
BELLECTBO UINN HAKOS OT MOMOLLHUTE 3a nunuaemns
CbCTaBKU
=  CBpPbX4yBCTBUTEMHOCT KbM
€BEpPONIMMYC MINK HAKOS OT MOMOLLUHWUTE | MOHUTOpPUpPaHe
EVEROLIMUS ponMy . pvp X
CbCTaBKu 3a nunuaemus
= [log 18 roguwHa Bb3pacT
= CBpPbX4YYBCTBMTENHOCT KbM
AZATHIOPRINE Xty x

a3aTvonpwH

= HeyTpocunu nog 500 knetkn/mm3;
Tpombouutn nog 25 000 mL; HMBO Ha

GANCICLOVIR xemorno6uHa nog 8 g/dL X

= CBpPBbX4YyBCTBMTENHOCT FaHUUKIOBUP
WU HAKOS OT MOMOLLHMTE BELLIECTBA

=  Heytpodmnu nog 500 kneTkm/Mm3;
TpombGouutn nog 25 000 mL; HMBO Ha
xemorno6uHa nog 8 g/dL

= [PV NAUMEHTU C KpEATUHUHOB KIMPBHC
<10 mL/min

= CBpPbXYyBCTBMTENHOCT KbM
BanraHUMKNOBMP UK HSKOS OT
NMOMOLLHNTE BeLLecTBa

VALGANCICLOVIR

* MpuapyxaBaT BCEKV MPOTOKOM, ONUCBAT ce B aMBynaTopHUs nucTt/eTanHaTta envkpusa Ha 33001 1 ce npunaraT 3aBepeHn Konust oT
opurmHanHuTe GnaHku (Npu HanuuMe Ha xocnUTanusaumsa ¢ A4aBHOCT A0 1 Mec. 0 M3fjaBaHe Ha NPOTOKONa Ce npurara 3aBepeHo Konve ot
enukpusa ¢ Homep U3)
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2. NPOCNEOABAHE

Tabn. 2

N3cnepBaHusa Mepuopn Ha nevyeHue
2 M. 3m. 4 m. 5m. 6 M. 7 m. 8 m. 9 m. 12 m.**

MKK *

KpbBHa 3axap *

o6y 6enTbk *

Ypes *

KpeaTuHuH *

Cr KnupbHC *
K,Na,ClCa,P*

Hueo Ha CsA *
Takponumyc *

m-TOR uHxu6uTop *

ASAT *

ALAT *

Ad *

06w Gunupy6uH *
Xonectepon *
Tpurnuuepnan *

MNukoYHa KnucenuHa *
YpuHa obuio *

CegumeHTt *

Ypokyntypa *

24h-3a npoTeunHypus *
CMV —pennukaums *
EnHokpaTHo 3a nepuoga —
napaTxopMoH, oHu3upaH Ca, Mg *
WNamepBaHe Ha apTepuanHo
HansraHe, pbCcT U Terno *
Buvoncusa Ha 6L6peyHns anorpadT *

** NpW KNWHNYHM NoKa3aHMA 1 cbrnacHo MpunoxeHune 4 kLM un.13, an. 6 B Hapea6a Ne 29 ot 27 toHu 2007 r. Ha M3 (06H. B [1B. 6p. 65 oT

10 aBryct 2007r. )

Il. OB NBUCKBAHUA

1. Bb3pacToBarta rpaHMua ce 134ncrsBa B HaBbPLUEHWU rOAMHM - T.€. BKIMIOYUTENHO KbM JaTaTa Ha u3gaBaHe Ha npoTokorna oT
cneuunanusmpaHaTa KOMUCKS.

2. Mpwv HazHavaBaHe Ha Tepanusi Mo NPOTOKON 3aAbMKUTENHO ce Cbobpa3siBaT Bb3pacTOBUTE OrpaHUYEHNs CbIMacHo KpaTtkaTta
XapaKTepucTuka Ha CbOTBETHUS NIEKapCTBEH NPOAYKT, YTBbpAEHa no peaa Ha 3JTMXM.

3. H3OK He 3annalua neyeHve ¢ 403M Haf MakCUMariHO pa3peLLEHNUTE MO KpaTka XapaKTepucTika Ha NpoaykTa.

4. H30OK He 3annalua rneyeHue U3BLH ykasaHaTa Bb3pacToBa rpaHuLa B KpaTkaTa XapaKTepUCTMKa Ha NpoaykTa.

5. KOMUCUATA, nsgana npotokona Ha 330J1, cbxpaHsBa BTOPU eK3eMNnsAp Ha NPOTOKOMa U BCMYKN Heobxoanmm
AOKYMEHTU 3a u3gaBaHeTo My.

UHdy3mm npu ambynaTopHO neuyeHne ce ocbLECTBABAT B KNMHMKA no Hedponorua Ha J13, cknrouuno gorosop ¢ H30K 3a
BUCOKOCNeuunanu3npaHa genHocT, cbrnacHo §5 B MNpunoxeHune 4 Ha Hapen6a 40 ( o6H. B, 6p. 101/28.12.2010 r.)

Hacmoswume u3uckeaHusi ca paspabomeHu Ha ocHogaHue 4n. 54 u 4n. 55, m. 2 om HP/ 3a meduyuHckume deliHocmu 2011 2o0uHa (06H. 8 [IB
6p. 3/11.01.2011 2.). u 8nusam & cuna om 1 mapm 2011 e., cbenacHo 4. 10 Ha Hapedba Ne 10 om 24 mapm 2009 2. 3a ycrosusima u peda 3a
3annawjaHe Ha rekapcmeeHu npodykmu no un. 262, an. 4, m. 1 om 3akoHa 3a nekapcmeeHume npPodykmu 8 XymMaHHama meOluyuHa, Ha
MeOuyYUHCKU u30ernusi U Ha QuemuYHU XpaHu 3a crieyuanHu MeoduyuHeKu yenu (06H. B, 6p. 24 om 2009 e.).

”‘” =k WNBNCKBAHUA HA H3OK NPY N3OABAHE HA MPOTOKON 3A NPOBEXKOAHE HA NNEYEHWE HA BbBEPEYHO
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OPUNOXEHUE 3

OEKNAPALNA 3A UH®OPMUPAHO CBHITIACUE C USUCKBAHUATA 3A 3ANMOYBAHE/ MPOOBITKABAHE HA
NEYEHUETO C NNEKAPCTBEHUA NPOOYKT

cnen Kato ce 3ano3Hax C  udanata MU npeaoctaBeHa I/IH(bOpMaLI,VIﬂ n uenta Ha nedYeHUeTo C JekapCcTBeHuaA
L]0 10 T N | N cnen Kato nonyyvymnx wmn3dvepnartesniHnm OoTroBopu Ha
nocTtaBeHUTE OT MEeH BbIMNPOCKU, aeKnapupam 4ve:

1. Lle cnassam npenopbyaHata MM CXeMa Ha evyeHne 1 NePUOANYHOCT Ha KOHTPOMHWUTE nperneau.

2. PepoBHO Le ce SBIBaM Ha KOHTPONHW nperneam 1 HaMa aa NpoMeHsaM CaMOBOSHO MW NoA APYro BHyLLEHUe
HasHayeHaTa My Tepanusi.

3. [lpn npeycraHoBsBaHe Ha MEYEHWETO MO MPWUYMHKW, HEeNpouMsTMYaWM OT pelleHneTo Ha Komwucusita 3a
ekcneptusm B P3OK n/vnu Komuncuata no un. 78, 1.2 ot 330, wWe yBeaomsa He3abaBHO NUYHMSA CU Nnekap 1
P30K u we BbpHa B P3OK nocnegHusi npoTokos, Mo KOWTO CbM Monyyasarn/a nekapCcTBEHNS NPOAYKT.

4. Tlpu HecnasBaHe Ha MOCOYEHUTE YCMOBUS JIEYEHWETO MU C YNOMeHaTUs fleKkapcTBeH NpoAykT e 6bae
npekpaTeHo u HAMa Aa nMam npteHuum kbm H3O0K.
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