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N3NCKBAHUA HA H30K
NP U3AABAHE HA NMPOTOKOJU 3A NPOBEXAOAHE HA NNIEYEHUE HA NALUMEHTU C YMEPEH U TEXBK
FHOEH XUWAPAAEHUT C BUONTOrUYHN NEKAPCTBEHU NPOAYKTU

MpoTtokonbT 1 PelueHneto ce naaaeart oT cneuuanusupaHa komucus B nevebHu 3aBefeHust 3a 6ONHUYHA NOMOLL, CKNIOYUMK
Aorosop ¢ H3OK 3a nsnbnHeHne Ha AMbBynaTtopHa npoueaypa Ne 38. CneuvanuavpaHuTe KOMUCHUM Ce Cb3aaBaT Cbe 3anoses
Ha aupekTopa Ha J13: YMBAI “MNpod. O-p CtosH KupkoBuy” - rp. Ctapa 3aropa, YMBAJ1 “AnekcaHaposcka” - rp.Codusi,
Anxubanem Cutn Knunuk YMBAT Tokyaa — rp. Cocbusi, YMBAN ,[-p Meopru CtpaHcku” EAL] — rp. MneseH, BMA — rp. Cocusi.

I. PEQ 3A YTBBPXOABAHE U 3ABEPABAHE HA MPOTOKOJNUTE

lMpoTokonu 3a 3anoYBaHe Ha neveHue

* PeleHune Ha cneunanusnpaHa KOMMUCMS C iCHa MEAULMHCKA MOTUBaLMS 33
nposexaaHe Ha Tepanuata

CNELMAIIU3NPAHA *  MeAMUMHCKa AOKYMEHTALUMUS C NPUIIOKEHN BCUUKM HEOBXOAUMM nokasaTenu u

KoMuUcuA u3cneagaHus No NpUNoxexue 2

* ‘TpoTokon 3a npeanucBaHe Ha nekapcTea, 3annawaiu ot H3OK/P30OK” — o6p.

/ M3-H30K

Komucus no un.78, 1.2 3aBepka Ha NpoToKona B
ot 330 B LJY Ha H30K » P30K

MpoTtokonu 3a npoabMKaBaHe Ha neYeHUe U NPU NPOMAHA Ha TepaneBTUYHATa CXeMa MM CMAHA Ha
TepanuaTa (CMaHa Ha nekapcTeeH npoAykT ¢ apyr INN)
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* “Mporokon 3a npenhué’ééué‘ Ha
ﬁg:ﬂgﬁgmmpAHA t > nekapcrea, 3annawanu ot H3OK/P30OK” > 3aBepka Ha nporokona B
—06p. M3-H3OK.~* < [ Efgaioga s o F P3OK

II. OBLUY NONOXEHUS

1. -E-npoTokon ce u3naBa OT cneHwanuupaHn KOMUCHU B neveGHu 3aBefieHMs, okasBawu GonHMyHa MeaMuUUHCKa nomouy (N36MM)
Ha ocHoBaHue ,Pelwenne Ha cneunanusupana komucua“ no Alp Ne 38 ,OnpelierisHe Ha NnaH Ha neyeHne u npocneassaHe Ha TepaneBTUYHUA
OTrOBOp NPy NauWEHTH, Nonyvasailyu CKLNOCTPYBALYW NEKApCTBEHW NPOAYKTW NO peaa Ha un. 78, T. 2 330" (3a GuonoruuHa Tepanus) B
cboTeeTCTBMe C HacTosAwmTe Usncksanusa Ha H30K, kaTo NbpBUST NPOTOKON NpU 3anouyBaHe Ha fleYeHUE ce u3nasa 3a nepuop Ao 180 AHu, a
BCeku cnepBaly NPOTOKON MOXe Aa Ce u3aasa 3a Cpok A0 365 AHu.

2. 301 ynocToBepsaBa ¢ noAnuca cu B PelueHne Ha cneunannanpaia KoMucus® no Alp Ne 38: cneaxoTo: Kenas aa mu 6bae 0p00peHo
neyeHue C nekapcTeeHnA NMpOAYKT, KaTo AeKknapupam, Ye CbM YBEAOMEH 3a AeACTBMETO Ha Ha3HayeHaTa NekapcTBeHa Tepanus W AaBaMm
WHhOpMUPaHO Cbrnacue cblyata ga Mu 6bae npunarana“; ,Cernacen/a CbM 3a U3NON3BaHE HA NUYHUTE MU AaHHK 33 UenuTe Ha ekcnepTu3ara’;
~Kenas pa 6baa yBegomen/a 3a pesyntata or ekcneptusata ot P3OK no eauH OT CREeAHUTE HaumHu: no e-mail, TenecoH unn Ha macTo B
P30K"; ,PaspewiaBam AOCTEN 40 €NEKTPOHHOTO MU 34PaBHO AOCHE".

3. Mlo nonyyaBaHe Ha WHGOPMaAUWA 33 3anouBaHe WNM NPOALKABAHE HA 3asBEHOTO neveHwe, 3011 npoAbmkasa TepanusTa C
nekapcTBeH/n NpoAyKT/W, C KOUTO € NPOBEXAAN NEYEHNETO A0 MOMEHTA.

4. MNpeau cTapTupaHe Ha npoueca No 3aaBsaHe Ha E-npoTokon M cnepa NONyYeHo paspelueHue 3a 4ocTbn oT 30/ AO €NeKTPOHHOTO My
3APaBHO AoCwe, cneunanusupaHata KoOMWCHA NpaBi CNpaBka Mo eNeKTPOHeH NBLT 3a u3gaseHu Ha 30J1 NpeaXoAHM NPOTOKONM, MO ChbLUMA
npocun Ha 3abonssane. MpoueckT no magasaHe Ha E-npoTokon ce peanuaupa B MeAULIMHCKA codTyep. B HacToswuTe uancksaHuna ca
noco4eHu Heo6xoaMMMUTEe AOKYMEHTH 3a u3paBaHe Ha E-npoTokon Ha 30J1.

5. Kem Bceku E-npotokon, ¢ KOATO e Ha3HaueHa nekapcTeeHa Tepanus, ce npunarat HeobxoauMuTe AOKyMeHTH (ambynaTopHuTe nucrose,
€nUKpU3N, U3CNEABaHMA U Ap.), CNeA KOETO AOKYMEHTUTE Ce M3npaliaT Nno eneKkTPOHeH MbT KbM WH(OPMAUMOHHATa cuctema Ha H3OK.
HOokymenTute, kouto cuuiecrsysar 8 H3UC/MHdbopmaumorHaTa cuctema Ha H30K, ce Aeknapupar B E-npoTokona ¢ TexHuTe yHukanHm Homepa
(HPH). UndopmaumaTa, oTHocUMa kbM U3gasaHe Ha E-npotokona, kosiTo € B AOKYMEHT, KOWTO HAMa eneKTPOHeH (hOPMAT, ce nonbnea B
PelueHuneTo Ha cneunanuanpaHa KOMUCHS - OCHOBaHWe 3a U3gaBaHe Ha E-npoTtokona, unu AOKYMEHTa ce npunara kato CKaHUpaHo Konue.

6. MNpu uspasane Ha E-npoTokon no pepa Ha excneptusata no un.78, T.2 or 330, oTnaga HeobxoAMMOCTTa Aa Ce NpeaocTaBAT U
CbxpaHsaBart npunoxexne Ne 1 u npunoxenne Ne 3 ot HacToAwmTe M3ncksaHusita Ha H3OK, npu cnegHute yCrnoBus:

- 3a npunoxeHue Ne 1, nognucaHo OT cneuvanucT/cneynanmanpaHaTa KOMUCHS, NPU HANNYUETO Ha TEKCT B ambynaTopHMA NUCT Unn oTpaseHo
B CbOTBETHUA uekbokc B ,PelleHne Ha cneuuanuampaHa Komucus“ no Alp Ne 38 ,Jluncear u3kniousawn kputepun 3a
3anoysaHe/npoabikaBaHe Ha neyexue c NN

- 3a npunoxenune Ne 3, nognucano ot 30J1, Npu HaNUUMETO Ha TeKCT B aMBynaTOPHUA NUCT unu ,PeleHne Ha cneunanusupaHa KoMucus“ no
Alp Ne 38: JKenas aa mu 6bae oaobpeHo nevenue c NlekapCTBeHNsi NpPOAYKT, KaTO Aeknapupam, Ye CbM YBEAOMEH 3a AEWCTBUETO Ha
HasHaueHaTa nekapcrTeseHa Tepanus U Aasam WHCOPMUPaHO Cbrnacue cblyarta aa Mu 6bae npunaraHa®,
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NPUNOXEHUE 1A

JNINCT 3A KPUTEPUUTE 3A 3ANOYBAHE HA NNIEYMEHUE HA YMEPEH U TEXXbK THOEH XUAPALEHUT
C BUONOIrM4YHU NEKAPCTBEHU NPOAYKTU

3aabnmkutenHn cTbnku B Tepanusita (cnopesg KOHCEHCYC 3A [OUMAMTHOCTUKA W NIEYEHWME HA THOEH
XWOPALEHUT/AKHE UHBEP3A Ha BunrapckoTo [lepmatonoruyHo [pyxectso, ny6n. B cn. [1B , 6p.1, 2017 ); Esponeiickn S1
koHceHcyc 3a neveHue Ha Hidradenitis suppurativa / acne inversa, 2015; NICE KoHceHcyc Ha aHrMUIACKOTO AepMaTomnornyHo
apyxectso, 2018 u ,Hidradenitis suppurativa / acne inversa: npakTuuecka pamka 3a ONTUMU3aLMA Ha NEYEHUETO - CUCTEMATUUEH
npernea v npenopbku ot pabotHarta rpyna HS ALLIANCE*, 2019

1.JlokanHn cpepcTsa: aHTMCENTUUM, aHTUGMOTULM, 15% pE3OPUMHONOB KPEM, WHTPANEsvoHanHM KOpTUKOCTEpPOWAM,
aHTMbakTepmanHu NpeBpb3KU

2.CuctemHu cpeacTea:

®* CMCTEMHN aHTUGMOTULIM: MOHO U/UNKn KOMBUHUPaHa Tepanus BKNIOYBALLA AOKCULIMKIIMH, MOKCU(NOKCALMH, KNMHAAMULIWH,
pudaMnuLvH, METPOHUAA30M, epTaneHeM 1 ap.,

= KONXWULWH, LMHK, KOHTpaLEeNnTUBU/aHTUAHAPOreHy, AancoH, auanremuu auvn‘pewm n ap.

= BUONOrUYHN NEeKapCTBEHN NPOAYKTH

3.XvpypruuHo neveHue: numuTUpaHa ekcuuausi, De-Roofing, umpoxa‘ ‘@KCLM3NA C BTOPUYHO 3a3gpaBsiBaHe W
enuTenuanpaLiy NpeBpb3ku Gt

4.KomBuHMpaHa MeguKkaMeHTO3Ha U XMpypruyHa Tepanusi

A. Kputepum 3a 3anoyBaHe Ha fie4eHUe (3aABLIMKUTENHN Ca BCUYKN KPUTEPUHK)

MKB L73.2

1 | OvarHosa rHoex xuapanenuT (MX) 2 6 meceya * 2

i

TexecT Ha 6onecTra oueHeHa ypes: "2 - T
1. ctagupaHe no Hurley — ymepeH go Texwk MX ( Hurley |l Ha#=mManko B8 2 oTAENHW aHATOMUYHU
2 o6nacm C noBeYe OT 5 aKTUBHU UH(DNaMaTopHKU Hoaynu u/unu abcuecu: vn/nnu Hurley 11I) n

. IHS4 Score — ymepeH fo Texwk aktueeH X (IHS4 2 4, cnopeg 6poi Hoaynu, abcuecu u
ApeHupatym douctynu/CuHycu) R

Niunca Ha edbexT A0 12 cegmMUM OT KOHBEHLUWOHANHa CUCTEMHa Tepanus (MpenopbyaHa no
KOHCEHCYCH) WU KOHTPauHAUKaLMK MW HENOHOCUMOCT C NPOsiBa Ha CTpaHW4Hu edekTy 32

4 | KnMHUYHa OLEHKa Ha aKTyanHOTO cbeTosHue 2

5 | Nunca Ha uakniouBawm kpuTepuu no Touka B 2

! ,Pelwwenue Ha cneumanuaupaHa komucus no AMp Ne 38
2 MeaMUMHCKa JOKYMEHTaUus!, NOTBLPXKAABaLLa prrepuwre no npnno:xenne 1 " eemm ueoﬁxonmu uscneasaHus, cbobpasHo
NpUnNoxXeHue 2, BKNIOYBALLMN 3aAbIHKUTENHO:
- by cbe ckana 3a oueHkKa Ha TexecTTa no Hurley ' s 5
- ¢ ¢ oueHka no IHS4 (Intemational Hidradenitis Suppuratlva Seventy Score System)
Heobxoaumo e ABykpaTHO NOTBLPXAABaHe Ha NokasaTenuTe 3a MUHMManeH 12 ceaMWuYeH nepuos, npunarar ce cduwose Ha

oueHkaTa Cc JaTa Ha nposexAaaHe, NoANUC Ha cneuvanucTa, uaabpwvm ouel-ma'ra W nevyat Ha nekaps/ne4yebHOTO 3aBeaeHue,
cwrnacHo Mpunoxexue 1B

3
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NPUNOXEHME 16

JINCT 3A KPUTEPUMTE 3A NPOABINKABAHE HA JIEMEHUE HA YMEPEH U TEXXbK THOEH XUAPALOEHUT C
BMONOIrMYHU NEKAPCTBEHU NPOAYKTU

BonHute cneasa aa 6baaT MOHMTOPUPaAHU Ha 12-Ta ceaMMULIA OT HAYANOTO Ha NIEYEHNETO U Ha BCekn 6 MeceLia.

B. Kputepuu 3a npoabmkaBaHe Ha NeYEHNETO (3aABLIDKUTENTHU Ca BCHYKM KPUTEPHH)

MKB L73.2

HamansBaHe Ha knuHMYHaTa cumnTomaTuka (aGcuecu, ApeHupawm uctynu, MHbNAMaToOpHN
HOAyNU, epuTeM, ekcyaaums u 6onka)

OueHKa Ha Noka3aTenure Ypes:

2 = cragupare no Hurley
= |HS4 Score
s HiSCR

3 | Nunca Ha HexcenaHa nekapcTBeHa peakuus ¥ W3KNIOYBaLLM KPUTEPUM MO Touka B

Tabuua 1 HexenaHu nekapcTeeHn peakumm (Cbo6pasHo hapMakornorMYHOTO AOCKE Ha NPoAYKTa)

rageHe, rnasotonue, CBETOBBPTEX

aneprus

noBsuvLlaBaHe Ha apTepuanHo HansraHe

MHGEKLMU HA pecnupaTopeH TpakT

XeMaTonoruyHu . (xemornobus nog 80 g/l, neskouut noa 3500, Tp0M60uwm noa 90000) nvnn
GUOXMMUYHM OTKIOHEHUA CbO6pPa3HO cbapmakonorquOTo Jocue Ha npoaykra

B. UskniouBaiim kputepum

. BpemeHHoOCT ¥ nakrauus

. AKTBHa 1 naTteHTHa Ty6epkynosa, CEencuc Unu apyru TeXKu MHqJeKuvm

. HIV nHdekuusn , , :

. OCTbp UnK XpPOHUYEH BUPYCEH XenaTuT

. HeonnactuyHu 3abonssaxus

. 3acToiiHa cbpaeyHa HegoctaTbuHocT IV knac no NYHA

. Annactu4Ha aHemus, uspaseHa rpaHynouuToneHus, Muenocpubposa, nuMCbOM
. MHOXecTBeHa ckneposa v Apyrv GONeCcTn ¢ AeMUenuHN3aLUs :

. ABTOUMYHHO 3abonsieaHe

. CbnbTCTBaLLO NevYeHmne ¢ Apyr GuonoruyeH npoaykT .
0. MNpekbcBaHe Ha TepanusiTa NO BUHA Ha 6ONHKA 3a NoBeye OT 2 Mecella

HON-

2 O©O0O~NO ;O

4
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NMPUNOXEHUE 1B
OunarHocTuuHm KpuTepum

KnuHuM4YHKU npu3Haum:
Tpu kpuTepus Tpsbsa aa ca Hanuue Npu NocTaBsAHe Ha AvarHo3aTa.
1. TunuyHK nesum:
= _HOAYNMW: MHMNaMaTopHu (HanperHatm epuTEMHW, Bb3MOXHO TWM THOWHW rPaHynoMU C roneMmuHa
noeeye ot 1 cM B AMaMETLP) UNKU HEUHGNAMaTOPHU (NABTHU, C roNeMUHa noseye oT 1 CM B AUamMeTbp
HebonesHeHn Bb3Nu 6e3 eputem)
= CUHycOBM XxoAoBe/(bMCTYynM (ApeHupalyy TYHENU C BMAMM OTBOP HA KOXHaTa MNOBBPXHOCT C
U3TUYaHEe Ha rHOM Unu NuMdaTyeH nyna unu HeapeHupalm TyHenu 6e3 oTBOp Ha NOBBLPXHOCTTA)
= abcuecu (Bb3naneHu, cnykTyupawm cbvc unu 6e3 ApeHupaHe, HanperHatu wunu GonesHeHu
popmauuu)
= uMKaTpukcu (aTpoduyHm, KpMBpUOopMEHU, XMNepTPOUYHN UK NPOABNroBaTH ¢ popMa Ha MOCT).
= Apyru: nanynu, nycrtynu, KOMeaoHu
2. TUNWYHK NoKanusauum
lonemMu reHKU (akCunK, UHrBUHANHU MbHKK)
leHUTO-bemopanHaTa obnacr,
MNepuHeym, rnyTteanHaTa obnact .
Cy6- n nHTepmamapHara obnacr .
= [lpyru: okOCMEHa YacT Ha rnasara, nuue
3. XpoHuuHO-peuuauBupall xon
HacTtbneawyo no-4ecro ot 2 unu 3 NbTH Ha 6 meceua

Craaupade no Hurley

CrapupadeTo no Hurley e HaW-CTapusT M3non3BaH B KNMHMYHATA NPaKTUKa METOA 33 OLEHKAa Ha TEXeCTTa . Tow ce
NpenopbyBa Npu HayanHa OUeHKa Ha TeXecTTa, 0COGEHO OTHOCHO HanWUuMeTo Ha abCuecyu, CUHYCOBM XOf0BE M
uukaTpukcu. Tbii KaTo He € ANHAMUYEH UHCTPYMEHT, KOWTO Aa OLeHU TEpPaneBTUYHUA anropuTbM, HE MOXe Aa ce
NPUNOXK Npu BCUYKN (heHoTUnoBe Ha X, TOM ce M3NON3BA Aa OLIEHN TexecTTa B oTAenHuTe 3acerHary oGnacm B
HayanoTo Ha TepanusTa.

Crapumn : : iy TexecT B 3acerHaTtus permoH OnucaHue Ha KNUHU4YHUTe Bene3u

|
ke, N3onupaHu nHpnamatopHu

Jlek ; Hoaynwu/abcuecu Ge3 oGpasysaHe Ha
i ’ ‘ ctucoau X0A0Be ¥ LMKaTpukci

. Peunavsupaiuu nHcnamartopHm

| Hoaynu u abcuecy, oTaeneHn ot
| HopmanHa koxa ¢ o6pa3syBaHe Ha
‘CUHycoBu xoaoBse/ducTynu un
LiUKaTpUKCH

YMepeHo Texbk

]
MHoXecTBeHM ne3nn KoHNyupaLm

CbC cuHycoBsu xoaose/ HUCTYNMN BLB
nHcpnamaTopHu nnaku obxeaLlalm
No-rofIfimMa YacT OT 3acerHaTuTe 30HU

Texbk

Hara Ha npoBexaaHe.................. Moanuc Ha cneuManmueTa:..........................

/nevyat Ha nekaps/neyebHoTO 3aBeaeHue/
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Ckana 3a oueHka Ha TexecTTa no International Hidradenitis Suppurativa Severity Score System (IHS4)

Hoe BanuavpaH metoa, onpeaensiy AuHaMuUKkaTa Ha Bb3nanuTenHuTe npoMeHu. MNpunara 3a oLeHKa Ha TeXecTTa
edekTa oT nevyeHneto. Kankynupa ce cymara ot 6posi Ha akTUBHUTE HoAynu, abcuecn n apeHvpalun pUCTynmn Cbe
CbOTBETHUTE UHAEKCHU Ha TEXECT

IHS4 (Toukwu) = (6p. Ha HogynuTe x 1 + 6p. Ha abcuecuTe x 2 + Gp. Ha ApeHUpaLYUTe TyHenu (pucTynu/cunycu) x 4

Nek IN'X; < 3 Toukn
YMepeHo Texbk MX: 4-10 Touku
Texbk MX: > 11 TOYKM

Oarta Ha npoBexgakxe.................. Moanuc Ha CNeUManmeTa:..........................

/nevat Ha nekaps/ne4yebHoTo 3aBeaeHue/

Ouenka Ha TepanesTnuyeH otroBop no HiSCR (Hidradenitis Suppurativa Clinical Response) - onpegens
KIWHUYEH OTrOBOP NPV neyveHne Ha rHoeH xuapageHuT 2 50% peaykuws Ha akTuBHUTE nesum (cGop ot abcuecu u
Bb3narneHu Bb3nu), U nunca Ha yeenuyasaHe Ha 6pos Ha abcuecuTe M ApeHvpalyuTe UCTYNM NPU NaLMUEHTU C
THOEH XWAPaAeHNT B CPaBHEHNE C U3XOAHATa CTONHOCT OT NPeAu NeYeHNeTo.

Moauduuupan HiSCR lNpn opobpsBaHe Ha NeYEHWETO Ha yMepeHOo Texbk U Texbk HS ¢ Adalimumab, NICE (the
National Institute for Health and Care Excellence - Hauwonanhus WHCTUTYT 33 BWUCOKM NOCTUXEHUA B
3ApaBEONa3BaHEToO U couuanHute rpwxu) B AHFIUSA usnonssa moaucuumpan HiSCR, npu KouTto ce npenopbysa
NPOABIIKEHNE Ha neveHneTo npu > 25 % peaykumus Ha BbananeHuTe Hoaynu u abeuecu 6e3 yBenuyasaHe Ha 6post
Ha abcuecute u apeHupawyuTe UCTynu. b :

Ta6nuua 3a oueHKa Ha TexecTTa N0 NoKanu3auus u 6pon Ha usueueuqﬁi'a &

- WUndnamarophu Heuucbnauatou Abciioc OpeHunpaim HeppeHupawm
TNokanusauus Hoaynu U HOaoy U : o ‘ ductynuicunycu | ducrynu/cunycu
Akcuna- AsicHa . 7

Akcuna- naBa

IeHuTocbeMopanHa
rbHKa — AsCHa
F'eHuTOoheMopanHa
rbHKa-nsBea
FnyteanHa — gAcHa
(ekn. nepuwaHanHa u
nepuHeanHa)
nyteanHa —nsaBa
(BKkN. NnepuwaHanHa u
nepuHeanHa)
My6ucHa obnact

CybmamapHa obnact —
AACHa (keHwn)
CybmamapHa obnact —
nsasa (xeHu)

pbaHa obnacr

Masa

/nevat Ha nekaps/neye6GHOTO 3aBeaeHue/

= 6
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NPUNOXEHUE 2

I. NTEYEBHO-AUWATHOCTUYEH ANTTOPUTBM

1. NEKAPCTBEHU MPOAYKTU, Bknioyenun B Mpunoxenue 1 Ha MNC, kouto H3OK 3annawa B cboTBeTCTBME C
AeACTBalUTEe HOPMATUBHU AOKYMEHTM.

Tabnuua 1
INN MKB

NO3A U HAYUH HA NPUNOXEHUE
3a 30J1 ot 12 no 17 roguHM 3a 30/ Hap 18 roguHn

e 230 kg - nbpBoHauanHa posa or 80 mg, nocneasaHa
oT 40 mg npes ceamuua, eaHa ceamuua cnej
nbpBOHa4anHara posa .

Npy 3anoyBaHe Ha neveHue:
ceamuua 0 - 160 mg, ceamuua 2 - 80 mg
noaAbpXaua Ao3a - oT 4-Ta ceamuya:

40 mg Bcsika ceamuLa unu 80 mg npes ceamuua

ADALIMUMAB L73.2
* Mpu nauveHTM B IOHOWECKA Bb3PaCT C HeaaekBaTeH | o
oTrosop kbM Adalimumab 40 mg npes ceamuua Moxe Aa
ce obmucnu ysenuueHune Ha posara Ao 40 mg Bcska
cegmuua unu 80 mg npes cegmuua.

o npu 3anouysaHe Ha neyexune: 300 mgHa 0, 1,2, 3 n 4
ceamuua

SECUKINUMAB |L73.2 X e  noaabpxaa Ao3a: 300 Mg eXeMeceyHo

* MNMopavpxawara fo3a moxe Aa ce nosuwm Ao 300 mg Ha
BCEKU 2 CeAMMLIN Bb3 OCHOBA Ha KNMHWUYHUS OTrOBOp.

. npu 3anousaHe Ha neyenune: 320 mg Ha 0,2,4,6,8,10 n

12 ceamuua
. noaabpxawa Ao3a — 320 mg exemMecevHo

BIMEKIZUMAB L73.2 X

2. NPOCNEOAABAHE:

Tabnuua 2
. : KoHTpon Ha 12-Ta KoHTpon Ha Bceku 6

U3cneasanus MNpeau 3ano4BaHe ceaMuua meceua
Terno v v v
CrapgupaHe no Hurley n 1HS4 n tabnuua c v W v
6pont Hopgynu, abcuecu W ApeHupalim
ducrtynm -
MKK ¢ OKK v v v
CYE, CRP ¥ Ve B w v
ASAT, ALAT v v v
CepyMeH kpeaTuHUH v v v
Mukpobuonorua Ha ekcyaat OT JesuoHHa AL \é v
KoXa -
XenatutHu mapkepu — HbsAg, Anti HCV v
HIV, TPHA, VDRL v
KBaHTepoHoB TecT v
PeHTtreH Ha 6an apob v
LinToHamaska (3a xeHun) v

Il. OBLLWU U3NCKBAHUA

1. Bb3pacToBaTa rpaHMua Ce W3UUCNABA B HaBbLPLUEHW FOAWHM - T.e. BKNIOYATENHO KbM fAaTaTa Ha u3gaeaHe Ha nportokona ot
cneuvanusmpaHaTa KOMUCHA. -
2. pu Ha3HauaBaHe Ha Tepanusa NO NPOTOKON 3aALIMKUTENHO Ce COBpPa3ABaT Bb3PACTOBUTE OTPaHUMEHWS, CBINACHO KpaTkaTta xapakTepucTuka
Ha CbOTBETHUS NEKapCTBEH NPOAYKT, yTBbpAEHA No peaa Ha 3/MXM. :

3. H3OK He 3annawja neyeHue n3BbLH ykasaHaTa Bb3pacTosa rpaHuLa B kKpaTkaTa XapakTepucTuka Ha npoAykTa.

4. H30K He 3annawya neyexue c 403U Haj MaKCUMANHO Pa3peLLEHUTE NO KPaTKa XapaKkTepucTuKa Ha NPoAYKTa.

5. B cnyuai Ha HacTbnuna NoAO3NpaHa HeXenaHa nekapcTBeHa peakuws, nekapsT yseaomaea WA no peaa Ha 4n. 184 or 3/INXM. Konue ot
cvobLyeHueTo ce npunara/onucea KbM/B MEAULIMHCKATa AokyMeHTauua Ha 30J1 npu KaHAUAATCTBAHE 3a NeyeHe.

6. Bceku E-npoTokon ce M3anaBa Bb3 OCHOBA Ha PelueHue Ha cneuuanuanpana komucus B N3EM Ha ocHosaHue Alp Ne 38 ,OnpeaensHe Ha
NNaH Ha neyeHne n NpocneAssaHe Ha TepanesTU4HNA OTFOBOP NPW NALWEHTH, NOAyYaBal CKLNOCTPYBALUW NEKapCTBEHN NPOAYKTH NO peaa Ha
un. 78, 1. 2 330",

Eksemnnsp Ha xapTueH Hocuten ot Pewenuneto no Alp Ne 38 ,OnpeaensiHe Ha nnaH Ha neyexne u npocneAsBaHe Ha TepaneBTUYHWUS OTrOBOP
NPV NauneHTy, nony4asaluy CKbNOCTPYBaLLK NekapcTBEHU NPOAYKTU N0 peAa Ha un. 78, T. 2 330", KOWTO e OCHOBaHMWe 3a U34aBaHe Ha NPOTOKON,
NOANUCaH OT cneunanuanpaxara komucus u 30J1 (poanTen, HacToWHUK/NPUEMEH POAUTEN), Ce BOAU NO pea, OnpeaeneH oT neueGHOTO 3aBeaeHue
U Ce CbXpaHsBa B kabuHeTa Ha nekaps/KoMucusTa.

7. MNpw n3pasane Ha E-npoTokon no peaa Ha ekcnepTusara no un.78, T.2 ot 330, oTnaga HEOBX0AMMOCTTA Aa ce NpPepoCTaBAT U CbXpaHABaT
npunoxexue Ne1 n npunoxenue Ne3 ot HacToswmTe ,M3ucksanua Ha H3OK .

8. UsnaBaHeTo Ha E-npoToKON Ce OCHILECTBABA B CLOTBETCTBME CbC CLBMECTHU ,YKa3aHus 3a paboTa ¢ nogageH no €NeKTPOHEH NbT NPOTOKON
IA/IB/IC (E-npoTokon)“, Mexay HauuoHanHata 3apaBHOOCUrypUTENHA Kaca u Bbnarapcku nekapcku cblo3 3a npunarate Ha HauvoHanHus pamkos
AOroBOp 32 MEAULIMHCKUTE AEWHOCTH.

Hacmosiwume usuckeaHusi ca ymewbpOeHu om ynpaseumens Ha H30K cned PeweHue Ne PL-HC-04-00-38 om 29.04.2026 2. Ha Had3opHus cbeem
Ha H3OK u npedeapumenro cnenacysaHe ¢ BJIC, Ha ocHosaHue un.51, an.10 ebe epbska ¢ an.8 om lNpasunHuka 3a ycmpolicmeomo u
OeliHocmma Ha HayuoHanHama 30paeHoocuaypumenna Kaca. M3uckeaHusma enusam e cuna om damama Ha obHapodearHemo um e ,[JbpxaeeH
8eCMHUK" “ u ommeHsim delicmeawjume u3uckeaHusi, 8 cunia om 06.06.2025 2. Ha ocHosaHue peweHue Ne PL-HC-04-38/22.05.2025 z.
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NPUNOXEHUE 3

AEKNAPAUUA 3A UHOOPMUPAHO CBITIACUE C USBUCKBAHUATA 3A 3ANMOYBAHE/ NPOABINKABAHE HA

NEYEHUETO C NEKAPCTBEHUA NPOAYKT

cnej Karto ce 3ano3Hax C usanara Myu npefnocrtaBeHa Mchopmauwﬂ h Henta Ha NeYeHUeTo C neKkapCcTtBeHus nNpoaykKr

............................................. ereeeeeneesree .. A CIIEA KATO MONYYUX U3YEpnaTenHun OTrOBOPU Ha

nocraBeHUTe OT MEeH BbNPOCH, AeKrnapupam Ye:

1.

= N
Eeﬂ MCKBAHWUA HA H3OK NMPU NEYEHUE HA YMEPEH U TEXXbK THOEH XWOPAOEHUT C BUOJIOMMYHN NEKAPCTBEHW MPOAYKTU

WHdopMupar/a CbM 3a OTKas OT MaiYMHCTBO/GALUMHCTBO NO BPEME Ha MNPOBEXAaHE Ha neyeHue ¢

FOpenocoueHis NexkapcTBeH NPOAYKTH (CbOBPa3HO KPaTKUTe XapaKTepuCTUkV Ha ONpeseneHyn nekapcTaeHi
npoayKTh). ' ik :

AOA HE

LLle cnassam npenopb4aHaTa M1 Cxema Ha nevyeHue U NEPUOANYHOCT Ha KOHTPONHUTE Nperneau.

PefoBHO Lle ce sBsiBaM Ha KOHTPOIHM Nperneau U HAMa fa NPOMEHAM CamMOBOMHO UMK NOA APYrO BHYLLEHNE
Ha3HayeHaTa Mu Tepanus. » ,

MNpu npeyctaHoBABaHe Ha-NEYEHMETO NO NPUYMHM, HENPOU3TUYALUM OT peleHneTo Ha Komucusta 3a
ekcneptuau B P3OK u/unv Komucusara no un. 78, 1.2 ot 330, we yBemMﬂ He3abaBHO NUYHUA CK Nekap.

Mpu HecnasBaHe Ha NOCOYEHWTE YCNOBUS NEYEHUETO MW C YNOMEHATMA NEKapCTBEH NpoaykT we 6bae
npeKkpaTeHo 1 HAama aa umam npeteHuumn kbm H30K. - .
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