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MPUNOKEHVE 2
|. NEYEBHO-AWATHOCTUYEH AITOPUTBM

1. NEKAPCTBEHW MPOQOYKTU, skniouenn B Mpunoxenue 1 Ha MNC, kouto H3OK 3annawa B CbLOTBETCTBUE C
neﬁc'raamwre HOPMaTUBHU OOKYMEHTHU.

INN MKB OO3A
2-18 roavHu:
M08.1
ETANERCEPT M08.3 = 0,4 Mr/kr (@0 Makcumym 25 Mr Ha A03a), roToB pasTeop (25 Mr B 1 mn),
MO08.4 npunara ce fABa MbTU CEAMUYHO MOAKOXHO C MHTEpBan ot 3 -4 aHm

Mexay Aosute

2-18 rogvHu:
ADALIMUMAB
= OT 2 A0 4 rogvkun - 24 Mr/M2 TernecHa MOBBLPXHOCT 4O MakcumanHa
MO08.1 eavHnyHa fo3a 20 Mr, npuriara ce NofKoXHO npes ceamuua
M08.3 = oT 4 po 12 roguun - 24 Mr/M° TenecHa MOBBPXHOCT [0 MakcumarnHa
MO08.4 eavHNYHa fo3a 40 Mr, mpurara ce NoAKoXHO Npes ceammua
= Hag 13 roauHu - 40 Mr KaTo eAMHMYHa 033, npunara ce NoAKOXHO npes
cepmnua
2-18 roanHn:
TOCILIZUMAB
M08.2 = 12 Mr/kr BeAHbBX Ha 2 ceamuLym npu Aeua ¢ Terno noa 30 kr BbB BEHO3HA

nHdysus ¢ Hatpues xnopug (0,9%) Ao 50 mn
= 8 MI/KT BEAHBX Ha IBE CEAMMLM Npy Aeua ¢ Terno Hag, 30 kr BbB BeHO3Ha
VHY3Us C HaTPUEB XIIOPUA (0,9%) #o 100 mn

MO08.3 = 10 Mr/kr BeAHbX Ha BCEKU 4 ceamuum Npu aeua ¢ Terno noa 30 Kkr BbB

M08.4 BeHO3Ha WHdby3us ¢ HaTpues xnopua (0,9%) Ao 50 mn

= 8 MI/Kr BEAHDBX Ha BCekn 4 ceamuuy npu geua c Terno Haa 30 kr BbB
BeHO3Ha UHAyaus ¢ HaTpues xnopua (0,.9%) Ao 100 mn

2. NPOCNEAABAHE:

INN Bb3pacToBU OrpaHuieHusi MPEAW 3AMOYBAHE * KOHTPOI Ha 6 mec *
= peHTreHorpacus Ha 65n = [IKK ¢ OKK
npo6 = CVYE
= TyBepkynuHosa npoba =  ACAT, ANAT
ETANERCEPT = [eua Haj 2 roavHu = XenaTUTHU Mapkepu = CRP
= [IKKc KK
= ACAT, ANIAT
= CVYE,CRP
= peHTreHorpadus Ha 6sn = TIKK c AKK
Apo6 = CVYE
= Ty6epkynuHosa npoba = ACAT, ANAT
ADALIMUMAB = feua Hap 2 rogvHun = XenaTUTHU Mapkepu = CRP
= [IKK c OKK
= ACAT, ANIAT
= CYE,CRP
= peHTreHorpacms Ha 65n = [IKK ¢ OKK
Apob = CVYE
= TyBepkynuHosa npoba = ACAT, ANIAT
TOCILIZUMAB = Jeua Hap 2 roauHu = XenaTUTHU Mapkepu = CRP
= [KKc OKK
= ACAT, ANIAT
= CYE, CRP

*TipWNarar ce 3aBEpEHy KONWA OT OpUTVHANHMTE GNiaHki (NPv HanWyue Ha XoCnUTanu3auua ¢ AaBHOCT A 1 Mecel| Npean KaHAWAATCTBaHETO Ce npunara 3asepeHo
Konue OT enukpu3a ¢ Homep Ha U3)

3a6enexka: H30K 3annawa [OMAWHO NeyeHue C GMONOrMYHU AHTMPEBMATUYHU NeKapecTBEeHW MPOAYKTU A0 TpaiiHa
KMWUHMYHA peMucus Ha GonecTTa.

OnpedeneHue 3a mpalHa KIUHUYHA PeMUCUS], Cb2/1acHO npenopbkume Ha EULAR om 2010 200 3a KOBEHUJSIEH apmpum. nunca Ha
aKTWBEH apTpWT; MUNCA Ha NOBULLEHA TemMnepaTypa, 06puB, CEpO3NT, CNEHOMranus uni reHepanuavpaHa NuMQaaeHoNaTus; unca Ha akTueeH
yseuT; CYE n CRP B pedhepeHTH! rpaHnuy 3a CbOTBETHATA naBoparopus.

3aBenexkka: MeauLMHCKaTa A0KyMEHTaLMS (aMBynaTopeH nvcT/eTanHa enukpusa/excnepTHo CTaHOBULLE), KOATO OTPa3ABa CCTOAHUE HA HEMbIHA KNUHUIHA PEMUCHS
Ha 6onecTTa Aa BKNKOYBA OnuUcaHue, CbINACHO U3MOXEHOTO ONpPeAeneHue.
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r 5. VIBUCKBAHWA HA H3OK NPU NEYEHVE HA IOBEHWUNEH APTPUT C BUONOTNYHN AHTUPEBMATWUYHW NEKAPCTBEHW NPOAYKTW NPU BONHA
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1I. OBLUW U3NCKBAHUA

1. Bb3pacToBaTa rpaHMua Ce W3YUCTABA B HABBLPLIEHA TOAMHN - T.e. BKMIOYATENHO KbM AaTaTa Ha W3jasaHe Ha npotokona ot
cneynanuampaHsara KoMucus.

2. [py HasHauaBaHe Ha Tepanus Mo NPOTOKON 3aALMKUTEIHO Ce cb06pasABaT BL3IPACTOBUTE OTPAHUYEHNS, CBINACHO KpaTkaTa xapaKkTepucTuka
Ha CbOTBETHUS NEKapCTBEH NPOAYKT, YTBBPAEHA N0 PEAA HA 3NMXM.

3. H30K He 3annalua NeveHie U3BLH yKasaHaTa Bb3pacToBa rpaHnua B kparkara XapaKTepucTuka Ha NpoAyKTa.

4. H30K He 3annaya neyeHne ¢ 031 Haj Makcumanto paspeLLeHuTe No KpaTka XxapakTepucTuka Ha npoaykTa.

5. B cnyuail Ha HaCTbNMNa NOA03NPaHa HexenaHa nekapcTBeHa peakuus, nekapsT yseaoMasa WAJ no peaa Ha un. 183 ot 3MNXM. Konve ot
CHOBLUEHUETO Ce Npunara KbM MEANLMHCKATa AOKYMEHTALUA Ha 30]1 npu KaHANAATCTBAHE 3a fNeYeHNe.

6. MPW CMELIMATIUCTA, cbrn. un. 158 B, 1. 1 o7 HP[l 3a MeAVUMHCKUTE AeHHOCTH 2015 r. (06H. 4B 6p. 6 oT 23.01.2015 r.), Ha 30/, Ha
KOWTO Ca W3AABaHW MPOTOKOMM NO Peaa Ha HacTOAWMTE M3UCKBaHWA, criensa £ia ce npuniarat BCUYKN HEOGX0AMMM AOKYMEHTH KaTo:
amBynaTopHUTE NUCTOBE OT M3BLPLLEHUTE Nperneam, BTOpusT eK3EeMNASp OT U3AAAEHUTE NPOTOKOMN, KOMUS OT eNMKPU3M, EKCnepTHi cTaHoBUWA
W ApYrM HOKYMEHTA, KOWTO Ca OCHOBaHUe 3a M3pasae Ha NPOTOKON, BCWMKA W3WCKBALLM C& W3CTIEABAHUSA, konue ot npunoxenve 1 Ha
HACTOALMTE M3UCKBAHMA NONLIHEHO MO CLOTBETHATA TOUKA, NOANMCAHO OT cneuvanucTa, u3jan npotokona.

KOMUCUATA, uspana nportokona Ha 30J1, cuLxpaHsBa BTOpM ek3emnnsp Ha NPOTOKONA W BCUYKK HeoGXoAUMM AOKYMEHTU 3a
W3AaBaHeTo My.

Hacmosiuume usuckeaHusi ca paspabomeHu Ha OCHO8aHUe UIl. 56 om HauuoHaneH pamkoe 0ozoeop 3a MeOuyuHCKUme
dediHocmu 3a 2015 zoduna (06H., [IB, 6p. 6 om 23.01.2015 2.) u enusam 6 cuna om 15 dekemepu 2015 2., cbenacro 4. 10 Ha
Haped6a Ne 10 om 24 mapm 2009 2. 3a ycriosusma u peda 3a 3annawaHe Ha 1ekapcmeHu npodykmu o yn. 262, an. 6, m. 1.om
3akona 3a flekapcmeeHume npodyKmu e XxymaHHama MeduyuHa, Ha MedUYUHCKU u30enus U OuemuUYHU XpaHu 3a creyuantu
meduyuHeku yenu (o6H., [B, 6p. 31 om 2007 2.).

. WU3UCKBAHWA HA H30K MPU NEYEHWUE HA FOBEHWUNEH APTPUT C BMONOrMYHN AHTUPEBMATUYHW NEKAPCTBEHW NPOAYKTYU NPU EOJ’!HI/I6
% MofA 18 FOAULLIHA Bb3PACT B WN3BBHBEONHWYHATA MOMOLL, — B cuna ot 15 Aexkemspu 2015 roauHa





image7.jpeg
NPUNOXEHWE 3

NEKNAPALIMA 3A UHOOPMUPAHO CbIMACWE C U3BUCKBAHUATA 3A 3ANO4YBAHE/ MPOOBLIMKABAHE HA
NEYEHUETO C NEKAPCTBEHWA NPOAYKT

crnea kaTo Ce samosHax C lLsnata M NpejocTaBena vHpopmauns U Lenta Ha neuyeHMeTo C NeKkapcTBeHus
NPOAYKT
NOCTaBEHUTE OT MEH BBNPOCH, AeKapupam Ye:

. U Crnea KaTto Mosyyux usdepnarenHu OTroBOpu Ha

1. WHdopmupaH CbM 3a OTKas oT MaituMHCTBO / GALMHCTBO MO BPEME Ha MpoBeXAaHe Ha nedyexue c ropenoco4eHust
NeKapcTBEH NPOAYKT.

OA HE

llle criaseam npenopbYaHaTa M1 CXeMa Ha feqeHne 1 NepUoANHHOCT Ha KOHTPOSTHUTE Nperneau.
PefoBHO ILE Ce SBSBaM Ha KOHTPONHW Mpernean v Hama Aa MPOMEHAM CaMOBOMHO WrM MOA APYro BHyLIeHue
HasHayeHaTa Mn Tepanusi.

4. Tpu NpeycTaHoBsIBaHe Ha NEYEHNETO MO NPUMMHM, HeMpOUSTUHALLA OT peLLeHNETo Ha Komucusita 3a ekcneptusu B P30K
winnn Komucusita o un. 78, T.2 ot 330, we yseaoms He3abaBHO NUYHWS Cu nekap 1 P30K u we sbpHa B P30OK
noCreaHUs MPOTOKON, NO KOWTO CbM Mofly4aBar/a nekapcTBenusi NpoAyKT-

5. [lpu HecnasBaHe Ha MOCOYEHUTE YCOBUS NIEYEHNETO MU C yrOMeHaTUst NIeKapCTBEH MPOAYKT Lie GbAe npekpaTeHo u

HsIMa i@ uMam npeTteHLmum kbM H3OK.

(ume, npesume 1 hamunisi)

Mopnwuc:.
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N3UCKBAHUSA HA H30K
MPU U3OABAHE HA NPOTOKONN 3A NPOBEXOAHE HA NEYEHUE HA FOBEHUIIEH APTPUT, C
EWONOrMYHU NEKAPCTBEHMW NMPOAYKTU MOA 18 rOAVLLHA Bb3PACT
(Adalimumab, Etanercept, Tocilizumab)

[MPOTOKONBT Ce U3AaBa OT CREeLNanucTy ¢ koA Ha cneumanHocT 39 — AeTcka peBmaronorus, paéotewm no Aorosop ¢
H30K, ekcnepTHOTO CTaHOBMULEe ce u3faasa oT cneumManu3vpaHa KoMucus B rieveGHU 3aBefeHus 3a 6OnHUYHa nomoll,
ckmiouunu goroeop ¢ H30OK. CneuvanuavpaHuTe KOMUCUU Ce Cb3Aasat cbe 3anoses Ha avpektopa Ha N3: CBAIAB rp.
Codousa

I PE[], 3A 3ABEPSIBAHE HA NPOTOKOJUTE

HpOTOKOJ'IVI 3a 3anoy4BaHe Ha TepanusaTa

«  [OMbAHEHO 1 MOANMCAHO MpUIioXeHne 1 — NUCT 3a ONpeAensaHe Ha kputepuute
(no T.A) € BCUUKI HEOBXOANMM n3cneaBaHvs

= AmGynaTtopeH nucTt/ eTanHa enukpusa ot nocneaHvsi npernea C NpUNoXexn
BCUYKN HeOﬁXO,CIMMVI nokasaTenu u uscneapaHus no npvmomerme 2

crneuuanucT, CKnoyun
notosop ¢ H30K

= “[poToKOn 3a NpeAnuceaHe Ha nekapcrea, sannawatn ot H30OK/P30K” — obp.
M3-H30K
cneuvanuaupaHa «  EKCMEpPTHO CTaHOBMILE C ACHA MEAULMHCKA MOTMBALWA (3apbmKUTEnHoO ce
Komucust oT6ens3Ba NUNCca Ha M3KMoUBaLy KpuTepum)

= “[poTOKOMN 3a NPeAnUcBaHe Ha nekapcrea, sannawatn ot H3OK/P3OK” — 06p.M3 —
H3OK (noanucaH oT YneHoBeTe Ha KomucusTa)

4
4

Komucusi no 4n. 78, T. 2
o1 330 B LY Ha H30K

| 3aBepka Ha npotokona
”| B P30K

MpoTokony 3a NpoALINkaBaHe Ha TepanuaTa

cneuuanucT, CKnio4un

= [oNbAHEHO M NOAMUCAHO NpuMoxeHue 1 — NUCT 3a onpedensHe Ha kpuTepunTe
(no 1.6)

noroeop ¢ H30OK = Am6ynaTtopeH NMCT/ eTanHa enukpu3a OT MNocneanus npernea ¢ NPUNOXEHN
BCUYKN HeOGXOIlVIMV! wnscneapaHusa no npunomeuue 2

“[lpoToKoN 3a MpeanucBaHe Ha nekapcTsa, 3annalladu ot H30K/P30K” — 0obp.

cneuvanusvpasa
Komucus

= EKCMEpTHO CTaHOBMILE C SCHA MEANUMHCKA MOTUBaLNA (3apbIKUTENHO Cce
otbens3sa nunca Ha CTPaHW4HW peakuuy v ce npasu oueHka Ha edeKTMBHOCTTa Ha
TepanusTa)

= “IlpoTokon 3a NpeAnMcBaHe Ha nekapcTea, 3annatiaqu ot H30K/P30K" — 06p. M3
— H3OK (nopnwucaH OT 4neHoBeTe Ha KomucusiTa)

/ M3-H30K

Komucus no un. 78, 1. 2 3aBepka Ha npoTokona

ot 330 B LY Ha H30K "] s P30K
1. OBLLM MOJNOXEHNA
1. 30J1 nogaBa NOAroTBEHUTE AOKYMEHTU B P30K, Ha TepuTOpUsiTa Ha KOSITO € Hanpasuno u36op Ha OMJ1. JokymeHTUTe
BKNOYBaT:

1.1 3asBnenue o Jupektopa Ha P3OK.

1.2 MoMbIHEHO W MoANUCaHo mpunoxeHue 1. Monbnea ce Mo CLOTBETHATA TOWKA 1 ce mpunara otpaseHaTa B LM(POB

WHAEKC MeAuUnHCKa AOKYyMeHTauus, y,qocmaepnsama BCEKW €UH OT KpuTepuuTe.

1.3 MbnHusT Habop nscneasaHus (PuanKanHu, UHCTPYMEHTaNHN U naBopaTtopHu), OTPaseH B NpunoxeHue 2.

1.4 “TpoTokon 3a NpeAnMcBaHe Ha riekapcTea, 3annawaxu or H30K/P30K” — 06p. M3-H3OK, usgaaeH oT nekaps
cneuvanucT, paGoTely no aorosop ¢ H3OK. Mpunara ce opurnHan Ha nporokona, a npu KaHAMAATCTBaHE 3a NPOAbIKaBaHe Ha
TepanusiTa ce NPeACTaBsi OPUTMHAN Ha NPEAXOAHMA NPOTOKON C OTPAsEHM BCUHKMN Ha3HaYeHWs No Hero.

1.5 [leknapauus 3a MHcopMmpaHo crnacue rno obpasel (npunoxexue 3)

2. P30K npuema aokymeHTUTe Mo T. 1 crnepj cnpaska OTHOCHO 34PaBHOOCUTYPUTENHUS CTaTyC Ha 30n.
3. MbpBUAT M BCEKM CrieABaly NPOTOKON Ce U3AaBaT 3a nepuoa no 180 anwn.

2
q W3UCKBAHUSA HA H30K NPU IEYEHUE HA IOBEHWUIIEH APTPUT C BMONOMUYHN AHTUPEBMATUYHW NEKAPCTBEHN MPOAYKTW NPY BONHA
Q‘ nof 18 FOAULLHA BL3PACT B N3BBHEONIHUYHATA MOMOLL - B cuna oT 15 Aekemspu 2015 ropuHa
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NPUNOXEHUE 1A

FIUCT HA KPUTEPUW MPU 3AMIOYBAHE HA JIEYEHUE HA IOBEHUNEH APTPUT C BUONOrNYHU
AHTUPEBMATWYHW NEKAPCTBEHW MPOAYKTW MOA 18 FOANLIHA BB3PACT

Ume:

[eH] [ |

I I I

3abenexka: MeduyuHckama GOKyMeHmauusi, ydocmosepsieaya eceku om Kpumepuume e rocoyeHa ¢ yugpa € UHOEKC U 3a0BbsmKum

npudpyxaea HacMOSLOMO NPUNOKEHUE.

AHTULUTOKMHOBUTE NEKapCTBEHU MpoA,

HeycnelHa unu NauneHTLT He A MoHacs.

A. KpuTtepuy 3a 3anoysaHe Ha MbPBY KYPC (33ALIMKUTENTHN C3 BCUHKU Kputepuu)

YKTU ce npunarat kaTto BTOpa NIMHUA Ha neyeHue, Korato nbpearta NuHUA € 6una

MKB M08.1 1MKB M08.2 MKB M08.3 MKB M08.4
1 | CurypHa guarHosa CurypHa guarHosa CurypHa gvarHosa CurypHa avartosa (ILAR
(ILAR 1997): (ILAR 1997): (ILAR 1997): 1997):
= apTPUT U EHTe3UT = apTpWT B eaHa un RF HezamueeH = apTpwT, 3acsrawy egHa
wm noseye CTasu = apTput B 5 ummn A0 4 cTaBu npe3

*  apTPWT UIN EHTEe3UT
C Hali-marnko 2 ot
CcrneaHuTe KpuTepuu:
- bornkaB

cakpounuayHa
cTaBa w/vnm
nymbocakpanHa
Bonka

= cbnbTCTBALA UMK
npeaxoxaaiia
exeaHeBHa
Temneparypa B
NpoAbINKEHNE Ha 2
ceamuun

= 33e[HO C eAuH unm
noBeye OT CneaHuTe

roeeye CTaBu npes

nbpeuTe 6 Meceua
Ha 3abonsBaHeTo

= Tecr3aRF -
HeraTuBeH

RF nosumueeH

= apTpuT B 5 nnu
noBeye cTaBu npes

- Hanuuue Ha HLA KpUTEPUM: nbpeuTe 6 Meceua
B27 aHTureH - npexoaeH Ha 3abonsiBaHeTo
- Havano Ha (HeduKerpaH) = O3UTWBHYW 2 UK
apTpuT npun epuTemeH noseue Tecta 3a RF
momyeTa Hag 6 obpwus; B WHTEpBan ot 3
roaviiHa - xenaTtomeranus meceLa npes
Bb3pact [ cnneHomeranusa nbpBuUTe 6 meceua 1l
- OCTbp NpeaeH - apeHonaTus
yBeuT - cepo3uT
- aHavHesa 3a
CMoHAUNoapTpo
na-
IS Npy
POACTBEHULM OT
nbpBa
reHepauvs

nbpBUTE 6 Mecela Ha
3abonaeaHeTo

= nepcucTupaly — 3acsira
He rnoBeye OT 4 cTasun

= pa3wWwupeH — 3acsra
rnoseye OT 4 cTaBu cnej
nbpBUTe 6 Mecela Ha
3abonseaHeTo

Disease Activity Score -

Disease Activity Score -

Disease Activity Score

Disease Activity Score -

2 | JIA (JADAS 27) JIA (JADAS 27) JIA (JADAS 27) JIA (JADAS 27)
>38° =382 >38° >38°
Henoenusizare ot MTX Henosnussaxe ot HenoenusisaHe ot MTX HenosnusisaHe ot MTX
n/unu CyndacanasuH B HCMBC u w/unu CyndpacanasvH B n/unu CyndacanasvH B

4 | onmumantu KypcoBe n MIOKOKOPTUKOCTEPOUAM B OnNTUMArHW KypcoBe v ONTUMAnHM KypcoBe W A0
A03K 3a 6 meceyeH ONTUMArHW KypcoBe 1 [o3u 3a 6 meceueH 3a 6 meceveH nepuoa
nepvop ® [03u 3a 6 MeceqeH nepvon

nepvoz
4 Jlunca Ha uskno4Balm Junca Ha U3KNoYBaWm JNunca Ha u3knioYBallmn Iunca Ha u3kn4BallLu

Kputepuu no 1. B

Kkputepuu no 7. B

KpuTepuu no 1. B

KpuTepuu no 7. B

1
npunarart ce 3aQBLIMKUTENHO Ha OpUrMHanHa 6naHkKa ot I

[[aBHOCT A0 1 Mec. NPeAN KaHAWAATCTBaHeTo, ce npunara enukpu3a N3 c Ne

npunara ce oueHka no ckana CbOTBETHO JADAS 27 - HeoBxopuMo € ABYKPaTHO NOTBBPXAABAH

NPOMSIHA B NIEYEHUMETO, NPUNarar ce 1 ABaTa (yLa yAOCTOBEPSBALUM NPOBEXAAHE HA oueHkata

3
aM6ynaTopHu FINCTOBE MMM eTanHa enukpu3a oT nperneav npu cneuuanucr, Y,
oTpaseHu cpokose Ha NpUnoXeHue W passuTh HEXenaHn nekapcTeeHn peaKL\MM*,

i}amamxmenuo Aa ce NocoYBa aKTyariHo TenecHo Terno!
yaocToBepsBa ce ¢ noAanuc Ha cneyuManucTa B npunoxexHuve 1 Ha HacToAWMTE U3NCKBAHUA

OTroBaps Ha KpUTepuuUTe 3a 3anoyBaHe
neveHue ¢

aBOpaTOpHO N3CNeABaHe UM 3aBEPEHO KOMke, MPU Hanuymue Ha XxocnuTanusaums c
€ W Ha nokasaTenuTe 3a noHe 12 CeAMMYEH nepuos Ges

[OCTOBEPSABALLM Ha3HauaBaHe Ha MPEeAXOAHa Tepanus C
3anoynata Tepanus ¢ BMAC, cpokose, eeKTUBHOCT.

B AHEeBHa fo3a

noanuc Ha cneuuanucTa:

3
W3VUCKBAHMWA HA H30OK NPU IEYEHUE HA FOBEHUNEH APTPUT C BUONIOTNYHI AHTUPEBMATUYHW NIEKAPCTBEHW NPOAYKTU MPU BONHN
oA 18 FOANLIHA Bb3PACT B U3BBHBOIHUYHATA MOMOLL, — & cuna ot 15 Aekemspu 2015 roguHa

€J/THO





image4.jpeg
NPUNOXEHUE 1B

TIUCT HA KPUTEPUW NPU NPOABIMKABAHE HA JIEYHEHUETO HA IOBEHW/IEH APTPUT C BUOJSIOTNYHN
AHTUPEBMATWUYHU NEKAPCTBEHW MPOAYKTW MOA 18 FOAULLIHA BB3PACT

[Mwe: leew] [ [ [ 1 [ [ [ [ [ |

SabenexKka: MeOuLUHCKama OOKyMeHmayusi, yoocmosepAeauja 6Cexu Om kpumepuume € nocodena ¢ quhpa 6 UHOEKC U 3a0bJKUMeENHO Npudpyxaea
HacmOoAWOomo NPUNoXeHue.

3abenexka: bonHuTe cneasa Aa 6baaT MOHUTOPUPaHK Ha 12-Ta cegMMLa OT HAYarnoTo Ha NeYeHNeTo:
*  npu KaHAWAATCTEAHE 32 NPOABLMKABAHE HA NEUEHNETO CNEA 3aBBPLICH NbPBY LIECTMECEUEH KypC C& OCBLYECTBABA HOBA OLEHKA ¥ 33ABIKUTENHO

Cce NpeAcTaBs MeAuLMHCKaTa A0KYMEHTaLUms OT nperneaa Ha 12-Ta ceamuua

®  NpU NAUVMEHTW, NP KOWTO aKTUBHOCTTA Ha 3aB0NABAHETO HE NOKa3sa 3HaUMTENHO MoAO
NaGOPATOPHY NOKA3ATENM 3a BCSKO 3a00NSBaHE, CMPSIMO USXORHUTE CTOWHOCTH) B Pam

AHTULIMTOKWHOB NekapCTBEH NPOAYKT.

B. Kputepum 3a npoaL/mkasaHe Ha neyeHueTo (3aALIDKUTENHN Ca BCUYKM KPUTEPUM)

6peHue (NpoMsiHa ¢ < 20% Ha W3CMEABAHUTE KNUHWYHA 1
KuTe Ha 3 — 6 MeceLa, MOXe Aa Ce MPeMUHe KbM Apyr

MKB M08.1 MKB M08.2 MKB M08.3 MKB M08.4
1 MoenusaBaHe Ha MoenuasaHe Ha MoenusaBaHe Ha MoBnusiaHe Ha
nokasarenure: nokasarenure: nokasarenure: nokazarenure:
= QYHOCT Ha CTaBuTe = HopManuaupaHe Ha = OTOYHOCT Ha CTaBuTe = OTOYHOCT Ha CTaBuTe
(cvHOBMAneH nanus TemnepaTypara (cvHOBMANEH Wanue (cuHOBWaneH nanve

WWnu MeKoTBKaHeH
OTOK) — HamanssaHe
¢ note 50%

= Bpou Ha
GonesHeHuTe u
OTO4HY CTaByN —
HamansBsaHe C noHe
50%

- CVYE - nog 40mm unun

*  nunca Ha CTaBHO-
MyckynHa Gonka u
CKOBaHOCT

. CYE - nog 40 mm unu
CRP B pecepeHTHU
rpaHuum

W/ MEKOTBKaHEH OTOK)
— HamansBaHe ¢ noxe
50%

Bpoit Ha GonesHeHuTe u
OTOMHY CTaBN —
HamansisaHe ¢ noHe 50%
CYE - noa 40 Mm nnun
CRP B pedepeHTH!
rpaHuLn

nunu MekoTbKaHeH
0TOK) — HamarnsBaHe ¢
noxe 50%

Bpoit Ha GonesHeHuTe
OTOMHY CTaByN —
HamansiBaHe ¢ noxe 50%
CYE - noa 40 mm nnu
CRP B pechepeHTH!
rpaHuuy '

CRP B pechepeHTHU
rpaHuuu
= Gonka B ropba’

Disease Activity Score -
JIA (JADAS 27)
<38°

Disease Activity Score -
2 | JIA (JADAS 27)
<38°

Disease Activity Score -
JIA (JADAS 27)
<387

Disease Activity Score -
JIA (JADAS 27)
<387

3 Tlunca Ha u3knoYBalu Tunca Ha U3KnoYBawWwm Jlunca Ha u3knYBawWwmn Jlunca Ha u3KnoYBallu
KpuTepuu no 1. B KpuTepuu no 7. B Kputepuu no 1. B Kputepun no 1. B

TaMGynaTopeH NWCT/ eTanHa enuKpu3a C OTPadeHa CTENeEH Ha NOBNMABaHE Ha NoKasaTenuTe; OpuruHanim GnanKkw Unn 3aBEPEHV KOMWs OT aKTyanHu nabopaTopHin
MACNEABAHNS (C NOCOYEHY PEEPEHTHI CTORHOCTY 3a CBOTBETHATA NabOpPaTopWs), NP HANM4YE Ha XOCTUTANMIANA C [1@BHOCT 40 1 Mec. Npeay kaHAWAaTCTBaHeTo,
ce npunara enykpuaa U3 c Ne. 3aALIDKMTENHO Aa Ce NOCOYBa aKTyariHo TenecHo Terno!

2 npunara ce o&enxa no ckana cLoTBeTHo JADAS 27

®ynocToBepsiBa Ce C NOANMC Ha CMeLManicTa B MPUNoXeHve 1 Ha HACTOAWMTE UIUCKBAHUA U ce nonbnea Taénuua 1

T1a6n. 1 Hexxenaxu nekapcTBeHU peakuumn
rageHe, rnaso6onue, CBETOBLPTEX
aneprua
noBuLUaBaHe Ha apTEPUANIHOTO HansraHe
Te)Ka MHDEKUMS

XxemaTtonorniHu (xemornobux noa 80g/l, neskouuTi NoA 3500, TpomBouutu nog 90000) w/mnun BUOXUMUYHN OTKNOHEHUS
cb0obpa3Ho (hapmMakoNorMyHOTO AOCKE Ha NPOAYKTA

B. U3KJTIOYBALLWN KPUTEPUM (npu 3ano4BaHe 1 Npy NpoAbLmkaBaHe Ha neveHueTo)

BpeMeHHOCT W nakrauus

AKTUBHa N naTeHTHa TyGepkynosa ( Ty6epkynuHosa npo6a)

OCTbp UM XPOHNYEH BUPYCEH XENATUT ( XenaTuTHI Mapkepu)

HeonnacTuuHu 3abonsisaHns

3acToiiHa CbpAeyHa HeA0CTaTbYHOCT

AnnactuuHa aHemusi, U3paseHa rpaHynoLuToneHns, muenodubposa (MKK ¢ [IKK, npu HeoBXoAMMOCT KOHCYnTaums ot xemarornor),
numdom

MHOXeCTBEHa cknepoaa v Apyru 6onectu ¢ AemuenuHusauus

flunca Ha TepanesTMueH edekT Ha 12-Ta CeaMuLa Cniea 3anousaHe Ha neveHneTo (HenoBnMABaHe MPOABLIKATENHOCTTA Ha
CyTpelUHaTa CKOBAHOCT; NEPCUACTMPaHe Ha CTaBHUA OTOK HenoenuAsae Gpos Ha GOnesHeHUTe W/Mnu OTOUHMTE CTaBM;
Henosnussaxe Ha CYE n CRP)

9. TpeksCBaHe Ha TepanwuATa Mo BuHa Ha GOSTHUA 33 NEPUOA NOBEYe OT 2 Meceua

10. BkniousaHe Ha 330J1 B KIMHUYHO NpoyyBaHe™

00N IO e O I X

* KoMucusima, KOSmo e Ha3Ha4una neyeHuemo u Habnodasa 3071, e dnbxHa HesabaeHo 0a ysedomu Komucusma 3a excnepmusu no yn. 78, m. 2 om 330 e LIY Ha
H3OK. Teau GonHu Ce 3anuceam & OmoerneH Peeucmbp U HE 2yGAm Mpasomo cu 3a NpoObIKasaHe Ha feyeHuemo C1ed NpuKmKYeaHe Ha KNUHUYHOMO NpoyyeaHe
cred akmyanHa OueHKa om CneyuanusupaHama KoMucus.

OTroBapsi Ha KpUTEPUUTE 3a NPOALIKaBaHe

BHa a
nevyeHue c B ARel fos

noanuc Ha cneyuanucra:.

4
WN3UCKBAHWSA HA H30K MPU NEYEHUE HA FOBEHWIIEH APTPUT C BUONOrMYHN AHTUPEBMATUYHU NIEKAPCTBEHU NPOAYKTYU NPU BONHA
nof 18 FOAULLHA BL3PACT B U3BBHBONHUYHATA NOMOLL, — 8 cuna ot 15 gekemspu 2015 roanHa





