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MPUNOXEHMUE 2
I. NEYEBHO-AWATHOCTUYEH ANTOPUTBM

1. NEKAPCTBEHW NMPOAYKTWU, Bkntouenun B Mpunoxenue 1 Ha MNIC, kouto H30K 3annawa B cbOTBETCTBUE C
AeACTBaLMTE HOPMATUBHU AOKYMEHTH.

Ta6nuua 1

INN MKE OrPAHUYEHUA

EVEROLIMUS Q85.1 = [losvpaHe criopef TenecHa nrowy B M>*

* Tenecra nnow (Body Surface Area, BSA) ce nsuncnsisa no copmyna Ha Dubois, kbaeTo TenecHoTo Terno (weight, W) B kg
sucounHara (height, H) e B cm: BSA = (W0.425 x H0.725) x 0.007184.

lMpenopbunTenHa HavanHa fo3a Ha Votubia 3a nevenue Ha nauneHTn cbe SEGA e 4.5 mg/m2.

CepymHa KOHUeHTpauums Ha Everolimus ce uscnesga cnep Hai-manko 1 ceamuua cnep neyeHneTo n 6u Tpsiéeano aa ca mexay
5 1 15 ng/ml, kato ce oueHsiBa MHAMBUAYanHaTa ehMKAaCHOCT U MOHOCUMOCT. MHavBMaYyanHaTa foua ce TTpupa ¢ 2.5 mg
A0 ioCTUraHe Ha HeobXo0AMMaTa KOHLIEHTPALMS U ONTUMANEH KIUHUYEH OTrOBOP.

2. NPOCIEASABAHE

Bl [EH] [ T TTTTTT]

Tabnuua 2
Ha 3-us mecel oT Ha BCeKu

WU3CNEABAHUSA u KOHCYNTALUU* WU3XOAHM | 3anoyBaHe Ha neveHueto | 6 meceua
Pucr v v
TenecHo Terno v v v
MNKK ¢ AKK v 4 v
ASAT v v v
ALAT v v v
CRP B uncpoBo uspaxexne v v v
Ypes v v v
KpeaTtuHun v v v
KpbBHa 3axap v v v
Xonectepon v v v
Tpurnuuepuau v v v
YpuHa - 6enTbK ¥ CEAUMEHT v v v
Konuuectso Bentuk B 24 yacoBa ypuHa npu GuBpeuHU aHruonenomuomy, v v v
acouuupanu ¢ KTC*™
CepymHa koHUEHTpauus Ha Everolimus v v v
EET nscneasane v v
MarHuTHo-pe3oHakcHaTa Tomorpacusi /MPT/ Ha rnaseH Mo3bk v v v
MarxuTHo-pesoHakHcHaTa Tomorpacus /MPT/ Ha KOpemMHI OpraHi 4
KAT kopemHu opraHi ( B Ha4anoto, Ha 6-T Mecel, Crie KOeTo Ha 1 roauHa v v
npv 6b6peyry aHrnoneiomuomm, acouuupatu ¢ KTC)
KoHcynTauvs cneunanuct o4xu Gonectu 8
KoHcynTauus cneunanuct kapauosnor v
KoHcynTauus cneuuanuct Hecponor v
KoHcynTauus cneyuanuct gepMaronor v
KoHcynTauus cneuuanuct nynmonor v
ViamepsaHe Ha apTepuanHo HansraHe (npu GLOPEYHU aHrMonenomuomM, v ' v
cBbp3aHu ¢ KTC)
OnpepensiHe CkOpOCTTa Ha rnomepynHata (UATpauMs (MpU OLOPEYHM v v
aHruoneitomuomu, cebp3aatu ¢ KTC)

" 33ALMKUTENHO Ce NpeACTaBs MOMbIIHEHa C Pe3ynTaTuTe OT U3CNeABaHUATa TaGNULA 2 Ha NPUNOKEHWE 2, BKNIOYBALLA 1 NPEAXOAHNTE
V3CNEABAHNs W CE Npunarat OPUIMHanNHW GNaHKK WM 3aBepeHu Konua OT NabopaTopHW M3CNEABaHWS (MPU HANUYME Ha XOCMUTANU3aUUs C
AaBHOCT A0 1 Mecell A0 M3AaBaHe Ha NPOTOKONA Ce Npunara 3aBEPEHO KOMUe OT eNuKkpU3a ¢ Homep U3).

** NPy KOHCTaTMpaHe Ha NPoTenHypusi Haa 3,5 g/24 yaca ¢ pa3BuTHE Ha HepoTUieH CMHAPOM (NepuchepHu oToum, obuy 6enTik < 50 g/l
cepymeH anbymeH < 25g/l ce Hanara HamansiBaHe Ha [03aTa WNK CNUpPaHe Ha ne4YeHWeTo 3a 1 — 3 Meceua crnepn KOHcynrauus ¢
Hedporor).
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Il. OBLUM UBUCKBAHUA

1. Bb3pacToBaTa rpaHuua ce U3UUCMSIBA B HABBLPLUEHM FOAMHY - T.€. BKIIOYUTENHO KbM AaTaTa Ha v3aasaHe Ha npoTokona ot
cneuuanuanpaHaTa KOMUCHS.

2. lMpu Ha3HayaBaHe Ha Tepanusi Mo NPOTOKON 3aAbIKUTENHO Ce CbobpassiBaT BL3PACTOBMUTE OTPAHUYEHUS CHINACHO KpaTkata
XapakTepucTuka Ha CbOTBETHWSI NTeKapCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3JIMXM.

3. H30K He 3annalya neyenve 3BbH ykasaHaTa Bb3pacToBa rpaHuLa B KpaTkaTa xapakTepucTuka Ha npoaykTa.

4. H30K He 3annalua neveHme ¢ 4031 Haa MaKCUMANHO Pa3peLLeHnTe no KpaTka xapakTepucTuka Ha NpoAayKTa.

5. B cnyyaii Ha HacTbnNMNa nojo3upaHa Hexenawa nekapcTeeHa peakuusi, nekapat ysegomssa WAJT no pega Ha un. 184 ot
3MMXM. Konme oT cbobLyeHneTo ce npunara KbM MeaULMHCKATa AokymeHTaums Ha 30J1 npu kaHAMAATCTBaHe 3a NeyeHue.

6. CNELIMATNIU3UPAHATA KOMUCUA uspnasa Pewehue cnep nposeaeHa AM6ynartopHa npoueaypa Ne 38 ,OnpeaensHe Ha
NNaH Ha ne4eHne u npocneassaHe Ha TepanesTU4HWUSI OTTOBOP NPW MAUMEHTW, MOMy4aBalyy CKLMOCTPYBALM NEKAPCTBEHN
NPOAYKTW N0 peaa Ha un. 78, 1. 2 330 Ha ocHoBakue un. 53 u un. 303 oT HauuoHaneH pamKkos [10r0BOp 3a MeAULMHCKUTE
AeiHocTM Mexay HaunowanHata 3gpaBHoocuryputenHa kaca u Bbnrapcku nekapcku cbiod 3a 2018r. (06H., [IB, 6p. 28 ot
29.03.2018 r.) u npepoctaseHa oT 30J1 meauuMHCKa AoKyMeHTauus. CreunanuavmpaHata KOMUCHUSI CbXpaHsBa eauH
eksemnnAp or Pewenveto. Mpu uanasaHe Ha npotokon Ha 30J1, cbxpaHsisa BTOPU €K3eMNNsp Ha MPOTOKONA, BCUYKM
HeobXoMMM AOKYMEHTV 3a M3OaBAaHETO My M KOMMe OT MpurioXeHue 1 Ha HacToswuTe WU3UCKBaHUSI, MOMBIIHEHO MO
CBOTBETHaTa TO4Ka U NOANUCAHO OT YNeHOBETe Ha CneLuanuanpaHaTa KOMUCHS.

Hacmosuume usuckeaHus ca paspa6omeru Ha ocHosawue 4i. 58 om Hauyuowanew pamkoe 002060p 3a MeOuYUHCKume
OeliHocmu mexdy Hauuoxan+iama 30pasHoocuzypumenHa kaca u bbnzapeku nekapeku cwio3 3a 20182, (06H., [B, 6p. 28 om
29.03.2018 2.).
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NPUNOXEHMUE 3

AEKNAPALNA 3A UHOOPMUPAHO CBHIMACUE C USUCKBAHUATA 3A 3AMOYBAHE/
NMPOABINKABAHE HA NEYEHUETO C NEKAPCTBEHUA NPOAYKT

Cnej kato ce 3anosHax C Uganata mMu npegoctaBeHa MHMOPMaUMs U LEenTa Ha NEeYEeHUeTO C nekapCTBeHUs
TGTily - USSR, W cnea KaTto Nonyyux Wu34epnatenHu
OTrOBOPU Ha NOCTaBEeHNTE OT MEH BBNPOCK, AeKnapupam ye:
1. Le cnassam npenopbyaHaTta M1 CXeMa Ha NTeYeHNE U NEPUOANYHOCT Ha KOHTPOMIHUTE Npernieau.
2. PepoBHo e Ce ABABaM Ha KOHTPOITHU NPErNEaN U HAMa a NPOMEHSIM CaMOBOSTHO UMW MOA APYO BHyLLEHUE
HasHaueHaTa Mu Tepanus.
3. [pu npeyctaHoBsSBaHE Ha NEYEHUETO MO MPUYMHM, HENPOM3TUYALM OT pelueHueTo Ha KomucusaTa 3a
ekcneptusn B P3OK w/unn KomucusaTa no un. 78, 1.2 ot 330, we yBeaoMs He3abaBHO NMUYHWS CW nekap v
P30K # we BbpHa B P3OK nocneaHust NPOTOKON, MO KOWTO CbM Nony4aBan/a nekapcTBeHUs NpoayKT.
4. Tpu HecnaseaHe Ha NOCOYEHWUTE YCIIOBUSI NEYEHUETO MU C YNOMEHATUs NekapcTBEH MPOAYKT we Gbae
fpEeKpaTeHo u Hama aa umam npeteHummn kem H30K.

-
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M3NCKBAHUA HA H30K NMPU U3JABAHE HA NPOTOKONM 3A NEYEHUE HA MALUMEHTH
C KOMMNEKC TYBEPO3HA CKNEPO3A

lMpoTokonbT ce M3nasa OT cneuvanuavpaHa KOMUCUS B neyeGHU 3aBefeHMs 3a GOMHUYHA nomou, CKNYunm
norosop ¢ H30K. CneunanusupaHuTte KOMUCUM Ce Cb3aBaT ChC 3anoses Ha AVPEKTOPa Ha CNeHUTE YHUBEPCUTETCKM
neyebhm 3aseaeHns: MBAITHI “Cs. Haym” - rp. Cochusi — C BKIIOYEHN CMELManicTyi Che CneunanHocT AeTcka HeBponorus
(kon 54) u Hepshu Gonectn (koa 10), YMBA “AnekcaHaposcka’ - rp. Cousi - C BKIIOYEHU CMEUMANNUCTU CbC
cneynanHocT Hedponorus (koa 11).

. PEQl 3A 3ABEPABAHE HA NMPOTOKOJIUTE

MpoTokonu 3a 3ano4BaHe Ha neveHne

CNELIMATTU3UPAHA
KOMUCUA

v

MonbnHeHo W noanucaHo npunoxewne 1 — nuCT 3a onpegensHe Ha
KpuTepuuTe (No Touka A) C BCUYKM HEOOX0ANMU n3creaBaHus

MeauuuHcka AoKyMeHTauus, BkioyBalla AaHHW OT aHamHesaTa, ctatyca u
Npeaxoxaallo neyeHve

Pewenue Ha cneunanuaupaHa KOMUCHS C SICHA MeaWNLMHCKAa MOTUBALMS 3a
3anoyBaHe Ha Tepanuata  (MOOMUCAHO  OM  6CUYKU  YfieHose  Ha
creyuanu3aupaxHama KoMucusi)

“MpoTokon 3a npeanucsaHe Ha nekapcrsa, 3annawaxu ot H30K/P3OK” — obp.
M3-H30K

Komucusi no un. 78, 1.2
ot 330 B LIY Ha H30K

3aBepka Ha npoTokona

B8 P30K

MpoTokonu 3a npoabKaBaHe H

a neyeHue

CNEUNATNTU3UPAHA

KoMucua

v

MonbnHeHo u noanucaHo npunoxenue 1 — nUCT 3a onpegensHe Ha
KpuTepuuTe (No Touka b) c Bcuuku Heobxoaumu nscneasaHus

MeauumHcka AOKYMeHTaUus!, BKNIOYBALA [aHHU OT aHamHesarta, cratyca n
eheKT OT NPOBEXAAHOTO NeveHne

Pelenue Ha cneuuanuavpaHa KOMUCHUSI C SiCHA MEAULIMHCKA MOTUBaUWS 3a
npoAbnxaBaHe Ha TepanusiTa (3aAbiKUTENHO Cce oOTOens3sa nunca Ha
M3KNIOYBaLLM  KpUTEpuM  (moOnucaHO  OmM  8CUYKU  4YlleHoee  Ha
creyuanu3upaHama KoMucus)

“MpoTokon 3a npeanucBaHe Ha NekapcTsa, 3annaanu ot H30K/P3OK” — obp.
M3-H30K

Komucusi no un. 78, 1.
2071330 B LY Ha

3aBepka Ha npoTokona

B P30K

I. OBLLM NONOXEHWUSA

1. 30N nopasa noarotseHute pokymeHt B P30K, Ha TepuTopusita Ha KOSTO € Hanpasuno u3Gop Ha OfJl.

[okymeHTUTe BKMNIOYBAT:

1.1. 3assnenue o upekTopa Ha P3OK.
1.2. MonbnHeHo 1 noanucaso npunoxexue 1. MonbnBa ce N0 CbOTBETHATA TOYKA U Ce npunara oTpaseHara B UUGPOB

VHAEKC MeanLMHCKa [JOKYMEHTaUMs, YA0CToBepsBaLlia BCEKU €AMH OT KpUTEPUMTE.
1.3. MbnHuaT Habop uscneasaHus (PUMKANHK, MHCTPYMEHTANHM U NaBOPaTOPHM), OTPA3EH B MPUMOXKeHUE 2.

1.4. ‘Mpotokon 3a npeanucBaHe Ha nekapcTsa, 3annawawu ot H3OK/P30K' -
cneuvanuaupaxa komucus. Mpunara ce opurHan Ha NpoToKona, a Npu KaHAMAATCTBaHE 3a NPOAbMXaBaHe Ha TepanusTa

Ce NPeACTaBs OpuUrMHan Ha NPeAxXoAHUsi MPOTOKON C OTPa3eHN BCUYKN HA3HAYEHUS MO Hero.

1.5. PeweHue Ha cneumanuampaHa KOMUCUSI OT NeyebHO 3aBefieHNe — UBNbAHUTEN Ha AmbynatopHa npoueaypa Ne 38
.OnpeflensiHe Ha nnaH Ha neueHMe M npocrieAsBaHe Ha TepaneBTUYHWS OTFOBOP NPU NaLMEHTH, nonyyasatuu

CKbNOCTPyBaLUM NEeKapCTBEHM NPOAYKTY MO peaa Ha yn. 78, an. 2 330" - 6n. M3-H30K Ne 13

1.6. lleknapauus 3a uHgopmupaHo cbrnacue no obpasel (npunoxexue 3)

2. P30K npuema aokymeHTUTE No Touka 1 cnea cnpaBka OTHOCHO 3ApaBHOOCUrypuUTenHus ctatyc Ha 30/1.
3. MbpBUAT 1 Bceku cneaBaly NpoTOKON ce U3Aasar 3a nepuoa Ao 180 AHu.

P A B il AR i
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NPUNOXEHMUE 1A

JIUCT 3A ONPEAENAHE HA KPUTEPUMUTE 3A 3AMOYBAHE HA NIEYEHVUE NPU MALMEHTU C KOMMNIEKC TYBEPO3HA
CKNEPO3A (KTC), MPU HANUYUE HA CYBENEHAUMHU MMrAHTOKNETbYHU ACTPOLIUTOMU (CErA)

Hve: [eri[ [ [ [ [ T T [ T ]

3abenexka: meduyurckama OOKymeHmayusi, ydocmoeepsieaLya 6CEKU Om KPUMEpUUMe € ocoyena ¢ yughpa & UHOEKC U 3a0BIKUMENHO
npudpyxaea HaCMOSIULOMO NPUNOKEHUE.

A. I. KPUTEPUU 3A 3ANOYBAHE HA NEYEHME (3ADBMKUTENHU CA BCUYKM KPUTEPUM)
MKB Q85.1

1 | CurypHa knuHu4Ha anarHosaTa - HanuuMe Ha 2 rnaBHM benera unu 1 rnaseH u 2 BTOpoCTeneHu Genera.
Kom6unauusTa camo Ha 2 rnaBtu Genera (AM/1 1 JIAM) He ce npuema 6e3 Hanuuue u Ha apyru Geneau. '

A | KnuHuyHu kpumepuu c vanuineTo Ha 11 2naeHu u 6 emopocmeneHHu 6eneza:

Cnaenu 6enesu (11):

1. XunonurmeHTHM neTHa (23, noHe ¢ 5 MM AnameTsbp);

2. Axrnocubpomu (23) unu pubpo3nm nnakv B obnacTTa Ha rnasara;

3. YHreanuu cubpomu (23);

4. WarpeHosy neTHa;

5. MHOXECTBEHU PETUHANHN XaMapToMu;

6. Koptukanim aucnnasum (Tybepyu u pagnantin MArpaLmMoHHI NIMHUM B BSNOTO MOSBYHO BellecTso) (23);

7. CyBeneHaumuu Hogynu (CEH) (22);

8. CyBeneHavMHu ruraHTokneTbyHn actpountomu (CEMA);

9. CbpaeyHu pabgommomu;

10. Jiumdparrronetommomarosa (JIAM);

11. AHruomuonunomm (AMJ1) (22 BbB Beekn GbGpek).

BmopocmenerHue 6enesu (6):

1.KoxHu nesum kato koHdeT;

2 [lechekT B 366HUS emaiin (23);

3. Wntpaopanuu ¢pubpomu (22);

4. PeTuHanHu axpomHu netHa;

5. MHoxecTBeHn 6bOpeyHM kucTv;

6. He6b6peyHn xamapromu.

B | renemuyen duazHocmuvyen Kpumepul - AOKa3BaHETO Ha NaTOreHHN MyTaLMW C MHAKTUBUPaHE Ha hyHKUMNTE Ha
TSC1 npoteuHa hamartin unu Ha TSC2 npoTeuHa tuberin npasu curypHa auarHosata TSC, Ho npu 10-25% ot
NauUMeHTUTU He Ce YCTaHOBSBaT MyTaLuu.

2 MoTebpaeHa AnarHosa enunencus ypes EEM 2

3 | MPT Ha rnaseH MO3bk — Hanmyme Ha CEMA vag 10 mm *

4 | Nwnca Ha u3kno4Balm KpuTepum no 1. I
MeANUMHCKa AOKYMEHTaLUs B NOAKPENa Ha CUrypHa AuarHosa
23 envkpuaa/m ¢ N3 Ne u/unu opuruHaniu ULLIOBE C NMCMeHa MHTEPNPETaLMs OT CNELMANUCT No obpasna guarHoctuka. UacnepsaHusta cneasa
Aa 6baat ocbluecTseHn B NabopaTtopus 3a 06pasHa AvarHocTuka, ckniouuna gorosop ¢ H30K/P3OK. 3a aasHocT Ha W3CneABaHeTo ce npuema
CpOK OT He noBeye OT 6 Meceua npeAn NoAABAHETO Ha AOKYMEHTUTE B choTeTHata P3OK. MonwbnHexa Tabnuua 2 ot npunoxeHxue 2
“ynocToBepsiBa Ce C MOANMC Ha YTIEHOBETE Ha KOMUCHATA

OTroBaps Ha KpuTepumuTe 3a NeyeHue ¢ ...B iHeBHa Ao3a ...

crneunanuampada KOMUCUS ...,

= !
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NPUNOXEHUE 1A

NUCT 3A ONPEAENAHE HA KPUTEPUMUTE 3A 3AMOYBAHE HA JIEYEHUE MPU NALUMEHTU C BBEPEYHU
AHTMONEVOMUOMMU, ACOLIMMPAHU C KOMIMJIEKC TYBEEPO3HA CKITEPO3A (KTC)

Ume:

[erh] [ [ T [ [ T T I

[ ]

3abenexka: meduyuHckama OoKyMeHmauyus, ydocmosepsiealya 6CeKu om Kpumepuume e focoveHa ¢ uughpa 8 UHOEKC U 3adbIKUMENTHO
npudpyxasa HaCMOoAW0MO NPUSIOKEHUE.

A. Il. KPUTEPWU 3A 3ANMOYBAHE HA NEYEHUE (SAOBIIKUTENHU CA BCUYKU KPUTEPUMN)

MKB Q85.1

CurypHa knuHW4YHa OnarHosarta - HanMuue Ha 2 rnasHu Genera unu 1 rnaseH u 22 BTOpocTeneHu Genera.
KomGuHauusTa camo Ha 2 rnaeu 6enera (AMJ1 u JIAM) e ce npuema 6e3 Hanmume 1 Ha apyru Genesu. '

KnunuyHu kpumepuu c HanuaveTo Ha 11 2naeHu u 6 emopocmeneHHu 6eneza:
naenu Genesu (11):

1. X¥nonurMeHTHW neTHa (23, noHe ¢ 5 MM AnameTbp);

2. Anrnochubpomu (23) unu cnbposHn nnaku B obnacTTa Ha rnasara;

3. Yureantu cubpomu (23);

4. larpeHoBu neTHa;

5. MHOXECTBEHI PeTUHANHN XamapTomu;

6. Koptukanhu aucnnasum (TyGepu n paauaniin MUrpaLMoHHN NMHUM B BSNOTO MO3bYHO BELLECTBO) (23);
7. Cy6enenaumuu Hogynu (CEH) (22);

8. CyBeneHavmMHN ruraHTokneTsyHn actpouutomu (CEFA);

9. Cupaeynu pabgomvomu;

10. NlumcbaHruonerommomarosa (JTAM);

11. AHrnomunonunomu (AMJ1) (22 BbB BCekn GbOpek).

BmopocmenerHue 6enesu (6):

1.KoxHu nesuu kato KoHeTH;

2 [lepektt B 3b6HUSI emaiin (23);

3. UnTpaopantu ¢ubpomm (22);

4. PeTuHanHu axpoMHu neTHa;

5. MHoXecTBeHn 6bOpeyHu kucTy;

6. He6b6peyHn xamapTomu.

eHemuyeH QuazHOCMUYeH Kpumepul - AOKa3BAHETO HA NaTOreHHU MyTaLUWN C UHAKTUBUPAHE Ha yHKUMUTE Ha
TSC1 npoteuHa hamartin unu Ha TSC2 npoteuHa tuberin npaeu curypHa guarHosata TSC, Ho npu 10-25% ot
NaUMEHTUTYN He Ce YCTaHOBSABAT MyTaLuu.

MoTBLpAEHa AMarHo3a GLEPEUHI aHTMOMMONTUNOMM 1 6LEPEYHM KUCTH 2

MPT Ha KOPeMHM OpraHu — HanuuKe Ha aHrIMOMMONUNOMM U 6L6peyHn kucTu Hag 20 mm °

SN

OnpepensiHe CKOPOCTTa Ha FoMepynHata duntpauus (GFR)®

5

TNunca Ha u3kniouBawwm kputepum no 1. I °

MeAMUMHCKa AOKYMEHTaUWUA B NOAKPENa Ha CUrypHa AnarHosa
3 enukpusa/u ¢ U3 Ne u/unu opuruHantn (bULIOBE C NUCMEHa MHTEPNPETauus OT cneuwanuct no obpasHa guarHocTuka. MacneasanusTa cnepsa
Aa 6baaT ocuuiecTseHy B nabopaTopus 3a obpasHa AnarHocTuka, ckniouuna gorosop ¢ H3OK/P3OK. 3a aaBHOCT Ha u3cneasaHeTo ce npuema
CPOK OT He noseve OT 6 Mecewa npeayn NoAaBaHEeTo Ha AOKyMeHTUTe. MonbnHeHa Tabnuua 2 oT NpUoXeHue 2.
‘ynocToBepsiBa ce C NOANMC Ha YTIEHOBETE Ha KOMUCHSITA
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NUCT 3A ONPELENAHE HA KPUTEPUUTE 3A MPOABIMKABAHE HA NIEYEHUETO MPU NALMEHTU C KOMMEKC
TYBEPO3HA CKNEPO3A (KTC), NPU HATIMYME HA CYBENEHAUMHMW MM AHTOKIETBYHU ACTPOLIUTOMM (CETA) U
NPU NAUMEHTU C BbBPEYHN AHTMONEWOMUOMM, ACOLIMMPAHMN C KOMMNIMEKC TYBEPO3HA CKNEPO3A (KTC)

[ve: [ [ [ [ [ T T [ [ T

3abenexka: meouyuHckama OOKyMeHmauusi, yoocmoeepsiealya 6cexu Om KpUMepuUme € MocoYeHa C Lugpa 8 UHOEKC U 3a0bIKUMesNHO
npudpyxaea HaCMOSUOMO NPUOKEHUE.

B. KPUTEPUU 3A MPOABLINKABAHE HA NIEYEHUETO (SAABLIMKUTENHU CA BCUYKU KPUTEPUN):

3abenexka: BonHute cneasa Aa GbAaT MOHUTOPUPAHM Ha 12-Ta CeAMMUA OT HAYanoTo Ha NEYEHUETO. Mpu kaHawpaTcTBaHe 3a MPOAbLNXaBaHe Ha
TIE4EHUETO CMeA 3aBbPUWEH MbPBY WECTMECEYEH KYPC Ce OCLIUECTBABA HOBA OLEHKA U 3aABLMXMTESNHO Ce NPEACTABS MEANLMHCKATa AOKyMEHTauus OT nperneaa Ha
12-ta ceamuua.

MKB Q85.1

1 | MoBnusiBaHe Ha nokasaTenute

Hamanssaxe Ha pasmepuTe Ha aHrMomuonunomute B 6u6peunTe, acouumpanm ¢ KTC n HamaneHue Ha oLe eauH ot
rnasHuTe Geneau.

2 | MPT Ha rnaBeH Mo3bk/KAT Ha KOPeMHM opraHu °

3 | CepymHa koHueHTpauusi Ha Everolimus *

4 | Jlunca Ha HexenaHn NekapcTBEHU Peakumn N U3KNIYBaLM KpuTepuu no T. Bu . M*

pelieHue Ha cneynanuaupana komucus, ambynatopHa npoueaypa Ne 41, AmGynaTopHO fEYeHIe 1 KOHTPON npy TyGeposHa ckneposa” U Apyra
MEAMUMHCKE AOKYMEHTALMA (NPU Hanuumue) C MHTepnpeTauus 3a ePeKTUBHOCT Ha NPOBEXAAHOTO NeveHne

2 nonbnHeHa Tabnuua 2 ot npunoxeHne 2 1 OPUrMHaNHN 6NaHKu UNK 3aBEPEeHM KONus OT NabopaTopHu u3cneaBanus. MacneasanusTa cneasa aa
6baar nposeaeHu 8 nabopatopus, ckniounna aorosop ¢ H3OK/P3OK. 3a aaBHOCT Ha U3cneABaHusTa Ce NpUeMa Cpok OT He noseye oT 1 Mecel
npean kaHAWAATCTBaHE 3a NPOBLIDKABAHE Ha NEYEHNETO.

3 NPeACTaBs Ce OpuruHaneH huw unu NOANMCaHO 1 3aBEPEHO KOMUe C AaBHOCT A0 6 Meceua

“ ynocTosepsiBa ce C NOANMC Ha UNeHOBETE Ha KOMUCHSATA

B. HEXXENAHU JIEKAPCTBEHWU PEAKLUUKN
HeuHbekumo3eH NHEBMOHUT
Cromatut
MeTabonuTHI HapyleHNs (Xunepravkemms, AUCINIUAEMUS, XUNepXxonecTeponemus)
TpomGouuToneHus (3-4 crenen <50x10°/l)
HeyTponeus (3-4 crenex <0,5x10%/)
PebpunHa HeyTponeHus (3-4 ctenex 21 ,25%10°%/ 1)
Axemust
JleBkonenus u nuMdoneHus
MpoTeunypus
YecTu nHdekumum
MoBpbLyaHe, kawnuua,rnasobonue
Mupekcus,ymopa

. U3KMNIOYBALLWU KPUTEPUU (npm 3anousaHe v Npu NpoabImHkaBaHe Ha NeYyeHmeTo)
1. TMaumeHTn Ha Bb3pacT noA 3 roavHn
2. MauwmeHTn Ha BB3pacT noz, 18 rogukn — 3a nauneHTy ¢ 6bOPeYHN aHrnonenoMmuomu,cebp3anm ¢ KTC
3. TauMeHTn Ha Bb3pacT 2 18 roavHM 1 CLMBLTCTBALLA TEXKA CTENeH Ha YepHoApobHO yBpexaaHe (knac C no Child-
Pugh)
MaumeHTn Ha Bb3pacT < 18 roauHn cue CEMA v cbnbTCTBaLLO YepHOAPOBHO yBpexaaHe (knac A, B unn C no
Child-Pugh)
OcTpa xuapouedanus nopagu CEIA
EIHOBPEMEHHO NPUMNOXEHUE Ha XUBU BAKCUHN
EnHOBpeMeHHO NpUNoXeHue ¢ MHXMBUTOPYU Ha AaHTMOTEH3UH-KOHBEPTUpPALMS eHaum (ACE)
CBpbX4yBCTBUTENHOCT KbM OCHOBHOTO UIU KbM HSIKOE OT MOMOLLHUTE BellecTsa
BpemeHHOCT 1 nakTauvs
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