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MpoTokonbT ce wW3gaBa OT cneuuanuivpaHa KOMUCUA B nevyeGHW 3aBeaeHUs 3a GonHWYHA NMOMOLY, CKMIOYWNU
norosop ¢ H30K. CneunanuanpaHnTe KOMMCUMK Ce Cb3JaBaT CkC 3anosea Ha aupekTopa B cneanute N13:
KapguonoruuHa knunuka B YHCEBAS ,Ceeta Exatepuna” — rp. Cocpus

I. PEQ 3A 3ABEPABAHE HA MNPOTOKONUTE

HDOTOKOHM 3a 3anoysaHe Ha TepanuAaTa

» [lonbnHeHO 1 nognucaHo npunoxeHune 1 A— NUCT 3a onpegensHe Ha
KpuTepuuTe (No T.A) C BCUYKN HeOBX0aUMKN U3CreaBaHuA.
= Enukpusa/EtanHa enukpusa, BKIOYBALLA AaHHW OT aHamHesara, crartyca u

CNELUWANU3NPAHA p{ MPEAXOXAALLO NEqEHne
KOMUCHS s EKCﬂepTHO CTaHOBULUE C ACHA MeauUUHCKa MoTuBauus (3aﬂ,bl'l)KVITeJ'lH0 ce
otbensssa nunca Ha N3KnYBawn KputTepun (I'IO@HUCHHO Om 8CUYKU Yj1eHoee Ha

cneyuanusupaHama KoMucus)
= ‘TIpoToKON 3a NpegnuceaHe Ha nekapcrea, sannawaxu ot H30K/P30K” — o6p.
M3-H3O0K (nodnucan om scuyku 4yneHoee Ha crieyuasuupaHama KoMUcUust)

A 4

Komucusi noun. 78, 1. 2 or 3aBepka Ha
330 B LY Ha H30K npotokona B P30K

MpoTokonu 3a NPOABLIMKABAHE Ha TepanusaTa

= [lonbnHeHo n nognucaHo npunoxexHune 1 B— NUCT 3a onpegensHe Ha
kpuTepuuTe (no 1.6)

CMNEUKAITU3UPAHA = ETanHa enyKpu3a, BKMO4BaLLla BCUYKMA n3cneasaHus no tabnuuara 3a
KOMUCUA npocneasiBaHe Ha NpUNoXeHue 2 (nNpunazam ce u Ha opueuHanHa bnaxka unu
3aeepeHo Konue), ambynaTopeH NUCT OT NOCNeaHus npernea npu cneunanuct

« EKCNepTHO CTaHOBMULLE C siCHa MeAMLUMHCKa MOTUBaLMA (3aAbIKUTENHO ce
oTbensiasa NUNCa Ha M3KMIYBALLM KPUTEPUK (10ONUCaHO OM 8CUYKU 4/IEHO8E Ha
creyuanusupaHama KOMUCUS)

= “lMpoTokon 3a npeanucsaHe Ha nekapcTea, 3annawann ot H30K/P30K” — obp.
M3-H3OK (nodnucan om ecuyku yneHoge Ha creyuanuaupaHama KOMUCUS1)

A 4

A4

Komucus no un. 78, 1.2 oT 3aBepka Ha
330 B LlY Ha H30K npoTtokona B P30K

Il. OBLLIKN NONOXEHUA

1. 330J1 nopaBa noaroreeHute AokymeHTH B P30K, Ha TepuTtopusTa Ha KOATO e HanpaBuno usbop Ha OMM. flokymeHTuTe
BKMIOYBAT:

1.1. 3asBneHue 1o Oupektopa Ha P30K.

1.2. MonbnHeHo U nognucado npunoxexue 1. MNMonbnBa ce N0 CbOTBETHATA TOUKA W Ce Mpunara oTpaseHarta 8 uudpos
WHAEKC MEANLMHCKA AOKYMEHTaLUWA, yA0CTOBEPABALLA BCEKU eanH OT KpUTepuuTe.

1.3. MbnHuAT Habop n3cnegBaHunA (U3UKaNHW, UHCTPYMEHTaNMHW U nabopaTopHW), OTPaseH B NPUOXKeHUe 2.

1.4.“[lpoTokon 3a npeanucBaHe Ha nekapcTBa, 3annawaHu oT H3OK/P30OK' - o6p. M3-H30K, uspnageH ot
cneunanuavpada komucusa. lNpunara ce opurMHan Ha nNpoTokona, a Npw KaHauaaTCTBaHe 3a npoAabibkaBaHe Ha TepanuaTa ce
npeacTaBs OPUIMHaN Ha NPEAXOAHUS MPOTOKON C OTPA3EHN BCUYKM HA3Ha4YEHUsI N0 Hero.

1.5. lexnapaumsa 3a nHopMMpaHo cbrnacue no obpasey (npunoxenne 3)
2. P30K npvema gokyMeHTUTe NoO T. 1 cnea cnpaBka OTHOCHO 3A4paBHOOCUIypuTenHus cratyc ka 30/1.
3. lMupBUAT K BCekun cnieaBally NPOTOKON ce M3hasar 3a nepuog Ao 6 meceua.

'?‘ il N3NCKBAHUA HA H3OK NMPU U3JABAHE HA MPOTOKONN 3A NPOBEXAAHE HA NOAABPXALLO AEYEHUE NPU CHLPAEYHO
‘\t* TPAHCNNAHTUPAHU NALIMEHTIW, CNE[Q AEXOCNUTANNU3ALINA
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NINCT 3A ONPEAENAHE HA KPUTEPUUTE NPU NPOBEXOAHE HA NEYEHUE HA TPAHCNNAHTUPAHU NALUWMEHTU
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3abenexka: meduyuHckama OokymeHmauyus, ydocmosepsisalia 6cexku om Kpumepuume € nocodeHa ¢ yugpa 8 uHOekc u 3adbraKumernHo
npudpy¥aea HaCMoAWOMO NPUITOKEHUe.

A. KPUTEPUW 3A 3ANOYBAHE HA NEYEHUE (SAOBMKUTENHUA CA BCUYKWU KPUTEPUM)
3
MKB Z94.

1
TpaHcnnaHTupax oprax

1
Ws3cneasaHusa, CbrinacHo NpoTokona 3a naﬁopaTopeH MOHWUTOPWUHT

2
Nunca Ha u3knioYBawWwm kputepum no 7. B

! HeOBXOAUMUTE M3CNeABaHUA Ca OTpaseHM B Tabn 2 Ha NpuNoxeHue 2 - 3ajbMKUTENHO Ce NPEACTaBAT Ha opwruHanHa Gnanka ot
NaGopaTopuA UNN 3aBEPEHO W NOANMCAHO KONWe, NIPY HANUYME Ha XOCTUTaNN3aUmMs ce npunara enukpusa ¢ Homep U3 ¢ aasHoCT A0 1 Mec. npeau
KaHANGATCTBAHETO

YAOCTOBEpPABa Ce C NOANUCUTE Ha YNEHOBETE Ha KOMUCHUATA B NPUIOXeHHe 1 Ha HaCTOSAWUTE U3NCKBAHNA

5. KPUTEPWUM 3A NPOOBMKABAHE HA NEYEHUETO (3ANBLIMKUTENHU CA BCUYKN KPUTEPUW)
MKB Z94.!

1
N3cneapanua, cbrnacHo NpoTokona 3a nabopaTtopeH MOHUTOPUHT

2
Nunca Ha u3knoYBaWm KpuTepun no T. B

1
opurnHaneH u unn NOAMUCaHo N 3aBEPEHO Konue
yaocToBepsBa ce ¢ NoANUCUTE HA YNEHOBETE Ha KOMUCUATaA B NpUNoxeHue 1 Ha HacToRWNTE M3IUCKBAHUA

B. U3KNIOYBALLU KPUTEPUN
1. BkmiousaHe Ha GOMHUA B KIUHUYHO Npoy4BaHe™

* Kommucusita, KOSATO e HasHauuna nevyexunero » Habnogasa 33001 e gnbxHa Hesab6aBHO Aa yBeaomu KomucuaTa 3a eKcnepTyusun no un.
78 1.2 B Iy Ha H30K. Te3sn 6onHM ce 3anucBaT B OTAENEH PerucTbp U He ryGAT NpaBoTO CU 3a NPOAbLMXaBaHe Ha ne4YeHneTo cnep
NPUKNIOYBaHe Ha KNMMHUYHOTO NPoyYBaHe.

OT1roBaps Ha KPUTEPUUTE 3a MIEYEHUe C ..., B AHeBHa Ao3a  ....................

’f ilx M3NUCKBAHWA HA H30K NMPU U3JABAHE HA MPOTOKOJIN 3A NPOBEXOAHE HA NOAABPXALLO NEYEHWE NPU CHPAEYHO
‘\«'(i TPAHCMNAHTUPAHU MAUMEHTW, CNEQ AEXOCNUTANU3AUNA
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1. NEKAPCTBEHW MPOAYKTW, skmioueHn B Mpunoxenne 1 Ha MosntuBHMA nekapcTBeH cnucbk, kouto H3OK sannawa B
CbOTBETCTBME C HOPMATUBHUTE AOKYMEHTU 3a YCNOBUATA.

NPUNOXEHWE 2

Ta6n. 1
Pw CnoPEn
INN OrpaHuyeHusi 3AMNOYBAHE NPOTOKONA 3A
HA NEYEHUETO
MOHUTOPUPAHE
CBpbX4yBCTBMTEINHOCT KbM LMKNOCMOPUH UINKU ApYru
CbCTaBKW Ha npoaykTa
CICLOSPORIN EOHoBpeMeHHO neveHne CbC CbAbPXaLUn X
TAKPONUMYC NeKapCTBEHU NPOAYKTH
Heua c atonuyeH gepmaruT
Heua nog 3 roguwHa Bb3pacT
TACROLIMUS CBpbX4yBCTBUTENHOCT KbM TAKPONUMYC UMW APYrK «
MaKpONWAK Uy HAKOSA OT NMOMOLLHUTE CbCTaBKU
MYCOPHENOLIC [la He ce npunara eqHOBPEMEHHO C a3aTUONPUH
ACID CBpbXUyBCTBUTENHOCT KbM MUKPOHEHOOBA X
KUCenuHa
Mop 18 rognwHa Bb3pacT
SIROLIMUS CBpbX4yBCTBUTENHOCT KbM aKTUBHOTO BELLIECTBO WIH ﬁg::TthﬂTA‘;aHe % X
HSIKOSA OT NMOMOLLHUTE CbCTaBKK A
CBpbX4yBCTBUTENHOCT KbM EBEPONMUMYC UNU HAKOS
EVEROLIMUS OT NOMOLLHNTE CHCTaBKn MoHUTOpUPaHe 3a X
nunupemus
Noa 18 roguwHa Bb3pacT
HeyTpodunmn nog 500 kneTku/mMm3; TpoMBoLMTM nog,
25 000 mL; Hueo Ha xemornobuHa nog 8 g/dL
VALGANCICLOVIR npy NaUMeHTN C KpeaTUHUHOB KNpPBbHC < 10 mL/min X
CBpPBbX4YBCTBMTENHOCT KbM BanraHUMKIOBUP N
HAIKOA OT NOMOLUHUTE BeLiecTBa
MKK ¢ 6powt Ha
AZATHIOPRINE CBpbXUyBCTBUTENHOCT KbM a3aTMONPUH ToOMBOLMTUTE X

* NpuapyxaBaT BCEKN NPOTOKON, ONKCBAT ce B amGynaTopHWS NUCT/ eTanHaTa enukpuza Ha 33001 u ce npunarat 3aBepeHu Konus OT
opurMHanHuTe 6naku (MPU Hanuuue Ha XOCMMTANN3auWA C AaBHOCT 4O 1 MeC. A0 M3AaBaHe Ha NPOTOKONa Ce NMpUnara 3aBepeHo Konue oT

enukpusa c Homep U3)

F 51  VIBVCKBAHISA HA H3OK NPV M3IABAHE HA TPOTOKOJIN 3A POBEXIAHE HA MOATBPXKALLO NEYEHWE MPU CHPAEYHO
‘\;@ TPAHCMNAHTUPARM MAUMEHTU, CNEJ AEXOCTIMTANU3ALNA
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MPUIOXEHWUE 2

Tabn. 2
MacnepBaHus Mepuop Ha neyeHne
2m. | 3M [4m | Em 6M. | 7M. 8 m. 9m 12m*
MNKK *
OKK *
WmyHornoBynukm *
CRP*

MpoKanuUTOHWH *

KomnnemexT C3 C4 *

Nakrat *

Pro BNP *

KneTbyeH umyHuret *

XymopaneH UmyHuTeT*

Bupyconorus: CMV, EBV, VZV, HSV tuTbp Ha AT *

Bupycornorus: PCR npw aktusHa CMV nhdbekuus ™

Wacneasate 3a napasutu *

MuKpOBUONOTUYHIA N3CNEABAHUSA HA Xpayka *

MukpoBronornuHu uacnegsaHus Ha ypusa *

MuKpOBHOIOrNiHN U3CNEABAHNS HA TbprieH cekpeT *

XOpMOHH Ha wuroBuaHarta xnesa *

M3cnenBaHe 3a KOCTHa NIMbTHOCT *

Amunasa *

JlnnuaeH npocdoun *

KpbBHa 3axap *

06w 6enTbk *

Ypes *

KpeaTuHuH *

K,Na, Cl,Ca,P*

HuBo Ha CsA *

Takponumyc *

m-TOR nHxubutop *

HuBo Ha MukdeHonart *

ASAT *

ALAT *

Ygtp *

Ao *

ngx*

LNK/MB *

06w Bunupyoun *

YpuHa oo *

CegumenT *

24h-3a npoTtenHypua *

EgHOKpaTHO 3a nepuoaa —ioHmanpan Ca,Mg ™

YsmepBaHe Ha apTepuanHo Hansraie, pbert v terno ™

ExoKl" Ha cbpaeyHuns anorpadT *

EKI*

Xontep EKI *

* NPY KIIMHNYHY NOKA3aHUA U CbrnacHo Mpunoxexue 4 kM 4n.13, an.6 B Hapea6a Ne 29 ot 27 toHn 2007 r. Ha M3 (06H. B IB. 6p. 65 ot

10 asrycT 2007 r.)

" i,'\ N3NCKBAHWSA HA H30OK MNPU U3JABAHE HA MPOTOKONN 3A MPOBEXIAHE HA NOAABPXALLO NEYEHWE NPU CHPOEYHO
“;t‘ TPAHCTAAHTUPAHW NALUWMEHTW, CNEQ DEXOCTUTANN3ALUA
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Il. OB W3UCKBAHUA

1. BbapacToBarta rpaHuLa ce U34HUCIIABA B HABbPLIEHU FOANHN - T.€. BKMIOYUTENHO KbM AaTtaTa Ha u3jasaHe Ha npotokona ot
cneuvanuanpaHaTta KoM1cus.

2. [ipu HasHayasaHe Ha Tepanus No NPOTOKON 3aALIMKUTENHO Ce cboBpasfBaT Bb3pacTOBUTE OrPaHUYEHNA CHIMACHO KpaTkaTa
XapaKkTepuCTUKa Ha CbOTBETHUA NEKapCTBEH NPOAYKT, yTebpAeHa no peaa Ha 3MMXM.

3. H30K He 3annaLa neyexne ¢ 4031 HaA MakCUMarHo paspeluennTe no KpaTka XapakTepucTUhKa Ha NpoayKTa.

4. H30K He 3anfalla neveHne U3BbH yKasaHaTa Bb3pacToBa rpaHnya B kpatkata XapaKkTepucTiKa Ha npoaykTa.

5. KOMUCUSITA, napana npotokona Ha 330J1, cbxpaHaBa BTOPU €K3eMnnAap Ha NpoTokofna U BCU4KK HeoBGxoaANMM
OOKYMEHTH 3a U3AaBaHETO MY.

WHdy3um npu aMGynaTopHO neyeHue ce OCHLLLECTBABAT B KNWHMKA NO Kapavonorus B nevebHo 3aBeaeHue 3a 6onHu4Ha
nomouy, cknounno gorosop ¢ H30K 3a BucokocneuwanuvpaHa penHocT, cbrnacko §5 B Npunoxenue 4 Ha Hapen6a 40 (
o6H. B, 6p. 101/28.12.2010r.)

Hacmosujume u3uckeaHusi ca paspabomeHu Ha OCHO8aHue Yii. 54 u yn. 55, m. 2 om HP[ 3a meduyuHckume detinocmu 2011
200uHa (obH. ¢ [B 6p. 3/11.01.2011 . ). u enuszam e cuna om 15 Hoemspu 2011 2., cbanacko 4. 10 Ha Haped6a Ne 10 om 24
mapm 2009 e. 3a ycnosusma Uu peda 3a 3anpaujaHe Ha Jj1ekapcmeeHu npodykmu no un. 262, an. 4, m. 1 om 3akoHa 3a
flekapcmeeHume npolyKmu e XxymanHama meduuuHa, Ha MeduLUHCKU u30enus u Ha OUeMUYHU XpaHu 3a crneyuandu MEBUUUHCKU
yenu (06w, 4B, 6p. 24 om 2009 2.).

i'; W3NCKBAHWA HA H30OK MNPV N3NABAHE HA MPOTOKONN 3A MPOBEXOAHE HA NOAABPXALLO NEYEHVE NPA CbPOEYHO
‘\j@‘ TPAHCTNAHTUPAHW NAUVMEHTM, CIEA AEXOCNUTANIU3ALNA
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AEKNAPALINA 3A MHOOPMUPAHO CBIMIACUE C U3NCKBAHUSATA 3A 3AMNOYBAHE/ NPOABINKABAHE HA
NEYEHUETO C NEKAPCTBEHUS NPOAYKT

cneg kato ce 3ano3Hax ¢ udanata mu npegocraseHa VIHCbOpMaLlMH M uenta Ha nedeHuWeTo cC nekapcraseHus
TIPOAYKT .o M cnep kato nonyymx un3yepnarenHu oTroBopu Ha
NocTaseHnTe OT MEH BLNPOCH, Aeknapupam 4e:

1. We cnassam npenopbyaHaTta My cxema Ha neyeHue u NepPUOANYHOCT Ha KOHTPONHUTE nperneau.

2. PepnoBHo We ce ABSIBaM Ha KOHTPONHU Nperfean 1 Hama £2@ NPOMEHAM CaMOBOSIHO UMK NOJA APYro BHyLIEHUE
HasHayeHaTa Mu Tepanus.

3. Mpu npeycraHoBsiBaHe Ha neueHUETo no MPUYMHK, HenpousTUYallKM OT peleHneTo Ha Komucusta 3a
excnepTusu B P3OK wvnmn Komucusta no un. 78, 1.2 ot 330, we yBedoms He3abaBHO NUYHUS Cu nekap u
P30K v we sbpHa B P30OK nocneanus NPOTOKOI, N0 KOWTO CbM Nony4asan/a fexapcTeeHus NPOAYKT.

4. llpn HecnaspaHe Ha MOCOMEHUTE YCMOBUS NEYEHUETO MU C yOMeHaTWsl NneKkapCcTBeH NpoaykT e 6bae
npeKkpaTeHo u HAMa Aa numam nNpTeHLmu kbm H30K,

’ x4 WBUCKBAHWA HA H30OK NPY M3NABAHE HA MPOTOKON 3A NPOBEXIAHE HA NOAOBLPXALLO NEYEHVE NPU CLPAEYHO
‘\;{‘ TPAHCMAAHTUPARWN NALMEHTW, CREL AEXOCMNUTANNIALINA
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