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M3NCKBAHUA HA H30K
3A NMPOBEXOAHE HA NOAABPXALLO NEYEHUE NPU NAUUEHTU
. C HATIMMUE HA TPAHCMNNAHTUPAHU TbKAHU N OPIAHU

~ B U3BBHEONHUYHATA NOMOLL,



U3UCKBAHUA HA H3OK NPU U3OABAHE HA NPOTOKONU 3A NPOBEXAAHE HA NOAABLPXALLO NEYEHUE MPU
NALUMEHTH C HANNYUE HA TPAHCNNAHTUPAHU TbKAHWU U OPFAHU B U3BBHBEONMHUYHATA MOMOLL

MpoTokonbT ce M3gaBa OT cneuuanusvMpaHa KOMUCHUs B nevebGHWU 3aBefeHusi 3a 6OMHMYHA MOMOL, CKNIOYUNK
poroeop ¢ H3OK. CneunanusupaHute KOMUCUM Ce Cb3paBaT CbC 3anoBed Ha AvpekTopa Ha nevyebHOTO 3aBefeHue 3a
6onHudHa nomouy B cneaxute N13: YMBAS ,Anekcangposcka” — rp. Cocus, Yb Jloszexey — rp. Cocous, MBANICM ,H.WN.Mvporos” —
rp. Codbusi, BMA — rp. Codousi, YHCBAN ,CseTa Exareputa’ — rp. Codms, HCBANIX3 — rp. Codusi, YMBAN ,Llapuua MoanHa”
UCYN — Codus, CBANOE — rp. Cochus, YMBATN ,Ceetn Meopru” — rp. Mnoeaue, YMBAN ,O-p Meopru Ctpaxcku” — rp. MneseH,
YMBAJ1 ,Ceera MapuHa” — rp. BapHa.

I. PEQ} 3A 3ABEPSIBAHE HA POTOKOIUTE

MpoTokonu 3a 3ano4BaHe Ha neueHne
MpoTokonu 3a npoabkaBaHe Ha NIeYEHUETO C APYr/APYrM NeKapcTBEHU NPOAYKTH MK NoBUILIaBaHe Ha Ao3aTa

* [lonbnHEeHO W noanucaHo npunoxeHne 1 — nuCT 3a onpepensHe Ha
Kputepunte C BCUYKU HeobxoanMMKU nscneasaHns
» PeweHve Ha cneuuanuaupaHa KOMMCUA C fiCHA MeAuLMHCKA MOTuBauuA

CMNELUMANU3NPAHA (3a0bmKUMenHo ce ombesna3ea NUNca Ha UKITYeaWU Kpumepuu)
KOMUCUS P * MeauuMHCKa AOKYMEHTaUMsi, BKNIOYBALLA AaHHW OT aHamHesaTa, ctaTyca v
NPeAXOXAALLO NeyeHne

* “IpoToKon 3a NpeAnucBaHe Ha nekapcTea, 3annawaxu ot H30K/P30K” — o6p.

/ M3-H30K

Komucus no un. 78, 1. 2 ot 3aBepka Ha npoTokona B
330 B LY Ha H30K P30K

A 4

MpoTokonu 3a npoAbKaBaHe Ha nevyeHueTo Ge3a MpoMsHa Ha NeKapcTBEHUA NPOAYKT wwnu posata wwvnm
HamansiBaHe f03aTa Ha feKkapCTBEeHWUst NPOAYKT

1 = “TlpoTokon 3a npeanucBaHe Ha NekapcTea,
CNEUYUANTUSUPAHA . : 3aBepka Ha npoTokona B
KOMII-/IICVIH | sannawanu ot H3OK/P3OK” — 0bp. M3-H30K [~ p3i¥ P
Il. OBLLIU NONOXEHNA

1. 3011 noaaBa noaroTeeHnTe AokymeHT! B P30K, Ha TepuTopuaTa Ha KOSTO e Hanpasuno ni6op Ha ONI. flokymeHTuTe
BK/IOYBAT:

1.1 3assnenue o [upektopa Ha P30K ) : :

1.2 MonbnHeHo 1 noanucaHo npunoxexue 1. ﬂom:nsa ce no cboTBETHATa TOUKa M Ce npunara oTpaseHata B UNGpoB UHAEKC
MeaVLMHCKA AOKYMEHTaUMS, yAOCTOBEpABALLA BCEKW auH OT KputepuuTe

1.3 MbAnuAT Habop M3cneaBaHUsA (Pr3nKanHu, UHCTPYMeHTanHN u nabopaTopHu), OTpaseH B Npunoxexue 2

1.4 “NpoTokon 3a npeAnucBaHe Ha nekapcTea, 3annawanu ot H30K/P30K” — 06p. M3-H30K, usnaaeH ot cneuvanusupaxa
komucus. MNpunara ce opurHan Ha NPOTOKOMNa, a NpW kKaHAvAATCTBaHE 3a NPOAbIKaBaHe Ha TepanusaTa ce NpeacTaBs opurHan
Ha NpeaXoaHUA NPOTOKON C OTPA3EeHN BCUMKU Ha3HAYEHUS NO Hero.

1.5. PeleHne Ha cneuuanuaupaHa KoMucus oT redebGHO 3aBedeHue — u3nbrHuTen Ha AmbBynatopHa npoueaypa Ne 38
,2onpeaensiHe Ha NNaH Ha JeyeHWe M nNpocneAsBaHe Ha TepaneBTUYHUA OTroBOp NpPU NaUUEHTH, nonyvasawm
CKBbNOCTPYBalyU NeKapCTBeHU NPOAYKTH No peaa Ha un. 78, an. 2 330 - 6n. M3-H30K Ne 13

1.6 leknapauusna 3a uHcopMmupaHo cbrrnacue no obpaseu (npunoxexue 3)

2. P3OK npuema AoKyMeHTUTe No TouYka 1 crieq cnpaBka OTHOCHO 3ipaBHOOCUrypuTenHus cratyc Ha 3001

3. MpBUAT K Bceku cneasall NPOTOKON MoraTt Aa ce u3gasar 3a nepuopn Ao 365 axHun
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NPUNOXEHME 1

W3UCKBAHUA HA H30K NMPU U3AABAHE HA NMPOTOKONW 3A MPOBEXAAHE HA NOAABPXALLIO NEYEHUE NPU
NALUVWEHTU C HANTUYUE HA TPAHCNNAHTUPAHU TbKAHWU U OPIFAHU B U3BBHHEONTHUYHATA NOMOLL

[ Ume: (e [ T T T [ [ [ [ 1 |

3abenexka: MeduuuHckama dokyMeHmayus, ydocmosepsiealia 6CeKU om Kpumepuume € focodeHa ¢ uugpa 6 uHOeKC U 3adbmKumesnHo
npudpyxaea HaCMoAUW,0MO NPUIIOKeHUe.

A KPWI'__EPMM':}A 3AMOYBAHE HA NNEYEHUE (SAQBITIKUTENHUA CA BCUYKW KPUTEPUHN)

MKB Z94.0, Z94.1, 294.2, 794.3, 294.4, Z94.8

1 Tpaucnnal-lmpan opraH unu TokaH

2 Wscneasanns, CbriacHO npoTokona 3a nabopaTopeH MOHWUTOPUHI Ha CLOTBETHNS TpaHCNNAHTaLWOHEH
LeHTBD, yrabpneu ot [upekTopa Ha n3'

3 Nnnca Ha W3KNIOYBALLW KPUTEPUN NO . B

1
HeobXoAUMHTe M3CNeABaHUs Ca OTPaleHn B raﬁmma 2 Ha NpUnOXeHne 2 - 3aKbIKATENHO Ce NPEACTaBAT Ha opuruHanHa Gnakka ot

nabopaTopus WM 3aBEPEHO U MOANMCAHO Konwe, Npu HanuuMe Ha XOCTUTANN3aLuWA ce Nnpunara enukpusa c Homep M3 ¢ aasHocT Ao 1 mMecey
npean KaHAMAATCTBAHETO

yAocToBepABa ce ¢ NoAnNUCcUTe Ha YnNeHoBeTe Ha KOMUCUSATA B npunoxeHue 1 Ha HACTOSWMUTE U3UCKBAHUA

B. KPUTEPUM 3A NPOOBMKABAHE HA NEYEHUETO (SABMKUTENHU CA BCUYKK KPUTEPUWN)

MKB Z94.0, Z94.1, Z94.2, Z94.3, Z94.4, 794.8

1 M3cnensaﬂuﬁ CbIfflaCHO nNpoToKoNna 31a na6opaTopeH MOHUTOPUHI Ha CbLOTBETHUA TpaHCNNaHTauWoHEH
LIEHTBP, YTBLPAEH OT .D,upex'ropa Ha 13

2 Nunca Ha usxmo'-laaum KPUTEPUM NO T. B’

! opurunanen by UNM NOZMMCAHO U 3aBEPEHO Konne
yAocToBepsaBa ce C noAnm:uTe Ha “ﬂeﬂ@m Hﬂ KOMHCMﬂTa B NpunoxeHue 1 Ha HaCTOAWNUTE U3UCKBAHUA

B. U3KMIOYBALLM KPUTEPUM

1. CBPbXUYBCTBUTENHOCT KbM KTUBHOTO WNK HAKOE OT NOMOLLHUTE BelecTsa

OTroBaps Ha KpUTEpMHUTe 3a NTEYeHHEe C ..., B AHeBHa po3a  ...............

noanUCHU HaA YNEHOBETE HA KOMUCURATAL................oiiiiiiinie

WU3UCKBAHUA HA H3O0K 3A NPOBEXOAHE HA MOAABLPXALLO NEYEHUE MPU NAUMEHTU C HAUYME HA TPAHCMNNAHTUPAHU TbKAHU U 3
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1. NEYMEBHO-AWATHOCTUYEH ANTOPUTHEM

OPUNOXEHWE 2

1. NEKAPCTBEHU NPOAYKTW, sknioyenn B Mpunoxenne 1 Ha Mo3uTuBHUS nekapcTBeH cnucbk, kouto H3OK sannawa 8

CbOTBETCTBUE C HOPMATUBHUTE AOKYMEHTU 3a ycnosusaTa.

Taénuua 1
INN MKB OrPAHUYEHUS
Lo , CBPBLXUYBCTBUTENHOCT KbM LMKNOCNOPUH WNW ApYr CbCTaBKu Ha
CICLOSPORIN 794.0,Z94.1,Z94.2, npoaykta
Z94.3,794.4,794.8 €4HOBPEMEHHO NeyeHne CbC CbAbPXAlM TakpoNUMyC NnekapcTeeHn
npoaykT
TACROLIMUS Z94.0,794.1, 794 .3, CBPbXUYYBCTBUTENHOCT KbM TakpOnMMYC WnW Apyrv Makponuan vnu
294.4 HSKOS! OT NOMOLLIHUTE. CHCTaBKM
MYCOPHENOLIC ACID %g:g 294.1,794.3, CBPBbXUYYBCTBUTENMHOCT KbM MUKOEHOMOBA KUCenuHa
i ; noa 18 roguiiHa Bb3pact
SIROLIMUS 2940 CBPbXYyBCTBUTENHOCT KbM aKTUBHOTO BEWECTBO WNWU HAKOS OT
NOMOLLHUTE CBbCTaBKMN
; noa 18 roanwHa Bb3pacT
EVEROLIMUS Z294.0,294.1,72944 CBPBbXUYBCTBUTENHOCT KbM €BEPOMIMMYC WM HAKOS OT MOMOLLHUTE
' CbCTaBku
. S HeyTpodunu nog 500 kneTku/Mm3; TpomGountn nog 25 000 mL; HuBO
i 294.0,294.1,294.2, - | ‘Ha xemornobuna noa 8 g/dL*
VALGANCICLOVIR 294.3.7944,7948 | * NPy NAUMEHTU C KDEATVHWHOB KITUPBHC < 10 mU/min
: 'CBPBXUYYBCTBMTENHOCT = KbM  BanraHUMKNOBMP WNW  HAKOos  OT
NOMOLLIHUTE BELLiecTRa

*He BaXM 3a KOCTHO-MO3bYHA TPaHCNNAHTauus

W3UCKBAHUA HA H3O0K 3A MPOBEXOAHE HA MOAALPXALWO NEYEHUE MPU MAUMEHTU C HANUYUE HA TPAHCMNNAHTUPAHU TbKAHU U 4
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OPUNOXEHWUE 2
2. MPOCNEAABAHE

Tabnuua 2

Nepuoauyxoct*

na&mﬁeceu Ha Bceku 6 meceua

Pvcrt u Terno

MKK

AKK G
KpbBHa 3axap
Obuw bentek
Ypes
KpeaTuHud -
Craowpeie
K, Na, Cl, Ca, P
ASAT

ALAT

A
Amunasa

ngx. -

LlI'IKIMB

06wy 6m1upy6ua
Xonecrepon
Tpurnuuepuau
MukoYHa KucenuHa
YpuHa o060
CeavmeHTt
Ypokyntypa

24h-3a npoteuHypust
EQHOKpATHO 38 epnosa — NapaTXopPMOH, HOHN3UPaH Ca, Mg
WmyHornobynuHu

CRP

MpoKanuUTOHWH
KomnnemeHT C3 C4
Naktatr

Pro BNP

KneTbueH uMmyHuteT
XymopaneH UMyHUTET
Bupyconorus: CMV, EBV, VZV, HSV tutbp Ha AT
Bupyconorus: PCR npu aktusHa CMV nHbeKums
MscneasaHe 3a napasumy o
MUKDOBUONOTUYHY N3CTIEABAHMSA HA xpaqna
MukpoGuonoruyHm uscneBaHus Ha ypuHa
Mukpo6MONoriHU M3CNeaBaHNs Ha rbpnéH cexp_e_r
XOPMOHU Ha WMTOBUAHATA Xnesa

WscrneaBaHe 3a KOCTHa NLTHOCT

N3mepBaHe Ha apTepuanHo HansraHe

EKI '

ExoKI" Ha cbpaeueH anorpadt

Xontep EKI’

Buoncusa Ha anorpadT

Huso Ha CsA

Huso Ha Takponumyc

Hueo Ha m-TOR nHxubutop

Huso Ha MukdeHonat

* TIpW KNMHUYHW NOKA3aHUA W CLIMAcHO NpoTOKona 3a NabopaTtopeH MOHUTOPUHT HAa CbLOTBETHUS TPAHCNNAHTALMOHEH LEHTHP, YTBBPAEH OT
DvpekTopa Ha J13 (Moxe Aa ce npunara OpuriHan Uan 3asepeHo Konue Ha yTBLPAGH NPOTOKON 3a nabopaTopeH MOHUTOPUHT)
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Il. OBLLU UBUCKBAHUA

1. Bb3pacToBaTa rpaHMua ce U34YMCNsBa B HaBbPLIEHN FOAUHU - T.€. BKIIIOYNTENHO KbM AaTtata Ha usfjaBaHe Ha npoTtokona ot
crneumanuampaHara KOMUCUS.

2. Mpu HasHayaBaHe Ha Tepanus NO NPOTOKON 3a4bIMKUTENHO Ce CbobpasaBaT Bb3PACTOBUTE OrpaHUYEHUs, CbrnacHo Kpatkarta
XapaKTepuCcTuka Ha CbOTBETHUS NTeKapCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3JMXM.

3. H3OK He 3annaua neyeHne U3BbLH ykazaHaTa Bb3pacToBa rpaHULa B KpaTkaTa xapakTepuctuka Ha npoayKkTa.

4. H30K t-i@ji.;a'nnauxa neveHue € 403N HaA MaKCUManHO paspeLleHnTe No KpaTka xapakTepucTuka Ha npoaykTa.

5. B cnyyai Ha HacTbNUNa NOAO3NpaHa HeXenaHa nekapcTBeHa peakuws, nekapsT yseaomssa WA no pesa Ha un. 184 ot
3MNXM. Konue oT cbobLleHneTo ce npunara kbM meauumuHckarta gokyMmeHTauus Ha 30J1 npu kaHaupaTcTBaHe 3a neyeHue.

7. CI'IELMAJ!VBMPAHATA KOMUCUA usnasa Pewenne cnes nposeaexa ‘Ambynartopha npoueaypa Ne 38 ,OnpenensHe Ha nnaH
Ha neveHne 1 npocrieassaHe Ha TepaneBTUUHUA OTFOBOP NPU NaUMeHTH, NoyYaBalyn CKbNOCTPYBaLlUM NeKapcTBEHN NPOAYKTH no
pepa Ha un. 78, T. 2 330" Ha ocHoBaHWe un. 53 1 un. 309 oT HaunoHaneH PamMKoB AOTOBOP 3a MEAVLMHCKUTE AENHOCTM Mexay
Haunonanuata sapasHoocuryputenHa kaca v Bbnrapcku nekapcku cbios 3a 2020-2022r. (o6H., [1B, 6p. 7 ot 24.01.2020 r.) un
npenoctasena or 30J1 meauumHcka AokymeHTauus. CneunanusupaHata KOMUCUS CbXpaHsBa efuH eksemnnsp oT PeweHueto,
CbXpaHsiBa BTOPU €K3eMNNAp Ha NpOTOKONa/M, BCUUKKN HeOBXOAMMM [LOKYMEHTU 38 M3AABAHETO MY U Konue OT npunoxenve 1 Ha
HaCTOALLMTE U3NCKBAHMS, NOMBIIHEHO NO CLOTBETHATA TOYKA U NOANMCAHO OT UNEHOBETE Ha creuuanuspaHara KoMUcHs.

Hacmoswume usuckeanus ca paspabomeHu Ha OcHoeéaHue 4ni. 58 om HayuonaneH pamkoe 002060p 3a MeOUYUHCKUMe
deliHocmu mOy HauUOHanHama 3dpaeHoocuaypumenHa Kaca u bvnzapcku nekapcku cbto3 3a 2020-2022r. (06H., 1B, 6p. 7 ot
24.01.2020 r.), enusam e cuna om 15 anpun 2020z. Ha ocHoeaHue peweHue Ne PL-HC-04-36/06.04.20202. u ommeHsm
delicmeauiume u3uckeaHus, e cuna om 01.05.2014e..
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NPUNOXEHWE 3

OEKNAPALIMA 3A UHOOPMUPAHO CBIMACHUE C UBUCKBAHUATA 3A 3ANOYBAHE/ MPOABINKABAHE HA
NEYEHUWETO C NEKAPCTBEHUA NPOAYKT

A3 FIOMYAORMMACEHMT/ATA ..o sevevesssese s

................... L N T LT T TR R TLRR LTI

cnea  Karto. ce 3anosHax C usnata mu npegoctaBeHa wuHQoOpmaumMs U LENTa Ha NEYEHWeTO C  NieKkapcTBeHWus
nponyKT.f ........................................................................................................... . W Cnep Kkato Mony4ux n3vepnartenHu OTroBopu Ha
noc7aBeMm;§. 0T MEH.BbNpOCH, AAeKnapupam ye:

1. u.tg‘.cnaa,aam npenppbyYaHaTa M1 CXeMa Ha neyeHne n NepMoAUYHOCT Ha KOHTPONHUTE nperneau.

2. 'Pé;i;béuo we ce sBSIBaM Ha KOHTPOMHW hperhenu N HAMA Ja NPOMEHAM CaMOBOMHO MMM Noj ApYro BHyweHwe
Haﬁﬁéﬁénaré MU Tepanus.

3. Flp’ia npeycTaHoBABaHE Ha NEYEHUETO MO NPUUMHIA, HENPOM3TUUALLYM OT pellieHneTo Ha KomucusTa 3a ekcnepTusn B P30K
wiinu Kommucmsita no un. 78, 1.2 ot 330, we yBeaoms HesabaBHO nuuyHus cu nekap u P30K v we sbpHa B P3OK
.ﬁoc;\e.qnma NPOTOKOS, NO KOWTO CbM NoNyYaBar/a nekapcTeeHnus npogyx'r.

4. I'lpﬁ HeCnassaHe Ha MNOCOYEHUTE YCOBUS NIEYEHUETO MU C ynomeuéma neKkapcTBeH NpOAYKT e 6bae NpekpaTeHo u

HAMa 12 MaM npeTeHLmMn KbM H3OK.
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