HALlVlOHAﬂI;IA 311PABHOOCMI'YPMTEHHA KACA

men: men: +359 2 9659301

BAPHO:
nMPEkTeP AVPEKUS

4PAG: /é/y/

PAMH@ g;opaAHOBA

,,,,, M3M6KBAHMH HA"H‘30I‘(
I'IPM J'IEHEHVIE HA YMEPEH OO TEXDBK
AKTUBEH GEPOTIO3VITVIBEH PEBMATOUAEH APTPUT,
AK’fH‘BEH IOBEHWUNEH APTPUT,

AI(T MBEH " nPOI'PECMPAI.I.I. I'ICOPMATW-IEH APTPUT U

TE)K'bK AKTVIBEH AHI(M.HOBVIPALM cnoHaunuTt

C AHTMPEBMATW-IHVI HEKAPCTBEHVI NPOAYKTU

HAL 18 FOOMLLIHA Bb3PACT
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U3NCKBAHUA HA H30K
NPU U3OABAHE HA NPOTOKONU 3A NPOBEXOAHE HA NEYEHUE HA YMEPEH O TEXXbK AKTUBEH
CEPONO3UTUBEH PEBMATOUAEH APTPUT, AKTUBEH IOBEHUNEH APTPUT, AKTUBEH U NMPOrPECUPALL
NMCOPUATUYEH APTPUT U TEXXBK AKTUBEH AHKUNO3WUPALL CNOHBUNUT C AHTUPEBMATUYHU
NEKAPCTBEHU NPOAYKTU HA BONMHU HALQ 18 TOOULWLHA Bb3PACT
(Adalimumab, Etanercept, Certolizumab, Golimumab, Infliximab, Tocilizumab, Ustekinumab, Secukinumab,
Ixekizumab, Tofacitinib, Baricitinib, Rituximab)

MpoTokonsbT ce u3gasa OT cneuuanuavMpaHa KoMucusi B ne4vebHu 3aBedeHus 3a GonHUuHA nomoul, CKAOYUNU
poroBop ¢ H30OK 3a manbnHeHne Ha AmGynatopHa npoueaypa Ne 38. CneuuanusupaHute KOMUCHUM, BKMIOYBALLM
cneuManucTu ¢ Ko Ha cneuuanHocT 20 — peBMaToNorus, ce Cb3gaBaT CbC 3anoBes Ha avpekTopa Ha cnepnute J13: YMBAI
,CB. UBan Punckun" - rp. Cocous, YMBAN ,Kacnena" - rp. Nnosaus, YMBATN ,Cs. MapuHa® - rp. BapHa, YMBAJ1 ,Ceetu l'eopru® —
rp. Mnosaus, YMBAI ,eoprn CtpaHcku” — rp Mneeed, YMBAN ,Codusmen” — rp. Codms.

I. PEQ 3A YTBbLPXAABAHE U 3ABEPABAHE HA NPOTOKONUTE

MpoToxonu 3a 3anoysaHe Ha neveHue
MpoTokonu 3a NbLPBO NPOABLIDKEHUE HA TepanusTa
MpoToKonu Npu NPoMsiHa (NOBULLIABAHE) B [I030BUS DEXWM UMK CMAHA Ha TepanusTa

= [lonbNHEeHO 1 NOANUCAHO NpUnoXxeHue 1 - niuCT 3a onpepensaHe Ha KputTepuuTe

= MeguumHcka AOKYMEHTaUMA C NPUNOXEHW BCUYKK HeoOxoauMK nokasaTtenu u
cneuwanusupaHa n3cneaBaHusa No nNpunoxeHue 2

KoMucusa * PeweHue Ha cneunanusMpaHa KOMUCUAl C ACHa MeauUMHCKA MoTuBauua 3a
3anoysaHe Ha TepanusaTa (nOﬁﬂUC&HO Oom B8CUYKU 4/leHoee Ha creyuanuaupaHama

Komucusl)
= “MlpoTokon 3a NpeanucBaHe Ha nekapcTea, 3annatuaiu ot H3OK/P30K” — o6p. M3

-H30K
Komucus no un. 78, 7. 2 3aBepka Ha nporokona
ot 330 B LY Ha H30K 8 P30K

MpoTokonu 3a npoAbIMKaBaHe Ha nevYeHue

» [onbnHEHO 1 NOANUCAHO NpUroXeHue 1 — NUCT 3a onpeaensHe Ha KpuTepuuTe

= MeaMUMHCKa AOKYMEHTauMs C NPUMOXEHW BCUYKM Heobxoaumu nokasaTtenu u
n3cneasaHus No NpUNoxexue 2

cneuvanuaupana * PeweHne Ha cneuuanuauMpaHa KOMUCMSA C SiCHA MeAVLMHCKA MOTuBauma 3a
Komucus 3anouBaHe Ha TepanusaTa (ToAMUCaHO OM BCUYKU YNIEHO8Ee Ha crieyuanusupaHama
Komucus)

* “[poTokon 3a NpeanMceaHe Ha nekapcTea, 3annatanu ot H30K/P30K™ — o6p. M3
-H30K

3aBepka Ha npoTokona
8 P30K

) 4

Il. OBLLUKX NONOXEHUA

1. 3011 nopaBsa noaroTBeHuTe AOKyMeHTH B P30K, Ha TepuTOpUsTa Ha KOATO e Hanpasuno u3bop Ha OMJ1. [lokymeHTuTe
BKNIOYBAT:

1.1 3asiBnexue o [dupekrtopa Ha P30OK

1.2 MonbnHeHo 1 nognucaHo npunoxexue 1. MNonbnea ce NO CboTBETHATa TOYKA U Ce Npunara oTpaseHarta B uncpos

MHAEKC MeauLMHCKa JOKYMEHTaLUSA, yA0CTOBEPABALLA BCEKU eAVH OT KpuTepuure.

1.3 MbnHUAT Habop nacneaBaHUs (PU3NKANHW, MHCTPYMEHTaNHM U nabopaTopHu), OTPaseH B NpunoxeHue 2.

1.4 ‘Mporokon 3a npeanuMcBaHe Ha neKapcTBa, 3annawjaHu or H3OK/P30OK" — o6p. MB3-H3OK, uspapeH ot
cneumanuavpasa komucus B nevebHu 3aBefeHns 3a GonkuuHa nomouy, paborel no Aorosop ¢ H3OK. MNpunara ce opuriHan Ha
npoTokona, a Npv KaHAMAATCTBaHE 3a MPOAbLIKABAHE Ha TepanuaTa ce MPeAcTaBs OpurMHan Ha npeaxoAHus npotokon C
OTpa3eHN BCUYKM HAa3HAYEHUS NO HEro.

1.5. PelueHne Ha cneuuanuaupaHa KOMUCHUR OT nedyebHO 3aBefeHue — u3nbnHUTen Ha AmbynatopHa npoueaypa Ne 38
,OnpeaensHe Ha NNaH Ha neveHWe W NPocneasBaHe Ha TepaneBTUYHWA OTFOBOP MNpU MaUUeHTH, nonyyasaly CKbNOCTpyBaLLu
nekapcTBEHU NPOAYKTY Mo peaa Ha un. 78, an. 2 330" - 6n. M3-H30K Ne 13.

1.6 [leknapauus 3a uHdopmupaHo cbrnacue no obpaseu (npunoxexue 3)

2. P30K npuema AoKyMeHTUTe No T. 1 cnea cnpaska OTHOCHO 3ApaBHOOCUTypuTenHua cratyc Ha 3001

3. MbpBUAT 1 BTOPUAT NPOTOKON NPU 3anoyBaHe Ha fevyeHue v Npu CMsHa C ApYr nekapcTBeH NPoAyKT ce usnasar 3a
nepuoa no 180 AHK, a BCeku cneasall NPOTOKON MOXe Aa ce u3nasa 3a cpok Ao 365 auu.

4. ONUCaHUAT MbNeH KOMNNEKT AOKYMEHTH Ce U3UCKBA B criyyauTe, NPU KOMTO € yKa3aHa Heo6XoaUMOCT OT pelleHue Ha
KomucusTta no un. 78, 1. 2 ot 330 B LIY Ha H3OK.

U3UCKBAHMA HA H3OK NPU NIEYEHWE HA YMEPEH 0O TEXbLbK AKTUBEH CEPOMO3WTUBEH PEBMATOWAEH APTPWUT, AKTUBEH IOBEHUNEH 2
APTPUT, AKTUBEH W NPOrPECUPALY MCOPWUATUYEH APTPUT U TEXXBK AKTUBEH AHKUNO3WPALL CMNOHOWMUT C AHTUPEBMATUYHU
NEKAPCTBEHW NPOAYKTU HAL 18 TOQULLHA BBL3PACT - B cuna ot 15 anpun 2020 roanHa
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NINCT 3A ONPERENAHE HA KPUTEPUUTE NPU 3ANOYBAHE U NPOAB/MKABAHE HA NEYEHWUE HA YMEPEH 10
TEXBK CEPONO3UTUBEH PEBMATOULEH APTPUT C AHTUPEBMATUYHU NNEKAPCTBEHU NPOAYKTU
(Adalimumab, Etanercept, Certolizumab, Golimumab, Infliximab, Tocilizumab, Tofacitinib, Baricitinib)

Ume: ErMH

3abenexka: meduyurckama OokymeHmauyusi, ydocmoeepsisawja 8CeKU Om kpumepuume € focoyeHa C uugpa e uHdexc u 3adbsKumenHo npudpyxaea
HacmoAwo0mo npunoxexue.

BuonoruyHMTe NexapCcTBeHN NPOAYKTHU Ce NPUNaraT kaTo BTOpa SIMHWA Ha NleYeHne, Korato NbpeaTa NuHNS e Guna HeyCnewHa uu NaUMeHTLT He 8 NOHACH.
H30K 3annawa neyeHue ¢ 6GuonornyHn nekapcreeHu npoaykTu Ha 30/, npoBexaawm AMCNaHcepHO HabnioaeHue.

A. KPUTEPUU 3A 3ANOYBAHE HA NEYEHUETO (SAOBMKUTENHU CA BCUYKU KPUTEPUW)

MKB M05.0, M05.1, M05.3, M05.8

1A | CurypHa guarHosa — Hanuuue Ha 4 1 NOBEYE KPUTEPUN OT CneaHUTe 7, CbINacHo AMEPUKAHCKUA konex no peemartonorus (ACR)
1987r.

s CyTpewHa CKOBaHOCT, NpoAbiKasala noseye ot 60 MUHYTU

apTpuT Ha 3 1 noBeye CTaBHU 30HU

apTPUT Ha CTaBU Ha pbLeTe;

CUMETPUYEH apTpuT

PEBMATONAHMN Bb3NU

" Hanuuue Ha peBmaTouieH hakTop

*  DEHTreHOBMW aHHV 33 peBMaTouaeH apTpuT '

1B | PenTreHosu aaHHu 3a 2 Il peHTreHONOrMYEH CTaani Ha PEeBMaToOWAEH apTpuT |
2 | Ouenka no ckana Disease Activity Score (DAS28) > 5,1 °

3 | Henoenusasaxe oT npeaxoxaawa 6asucHa Tepanus ¢ ABa cuHTeTuuHu BMAPJT (MeToTpekcaT, nednyHomua, cyndacanasut - 3
g/AHEBHO 1 Ap. KAaTO MOHOTEPaNUA UM kKoMBuHUpaHa Tepanus ¢ IK) B onTUManHu Kypcose 1 A03u 3a NoHe 6 MeceueH nepuopa 3a
cuHTeTnyeH 6onect-moaudumumpau JiM. 3agenxutenHo e eAHOTo cuHTeTYHO BMAPJ oT npoBeaeHaTa 6asucHa Tepanus 4a e
6uno MertoTpekcart npu ceamuyHa fosa 20 mg 3a noHe 6 MeceuyeH nepuos. B cnyyaute Ha NpOTUBOMOKA3aHMA (MNW paHHa
HenoHocuMocT) 3a nevenne ¢ MTX, kaTo YacT OT NbpBa NUHUA HA TepaneBTWYHATa CTpaTerus ce NpueMa nposejeHa Tepanus ¢
JledpnyHomug unu Cyndpacanasud B onTUManHu Kypcose U 4034 32 NoHe 6 MeceveH nepuoa.

4 | Nunca na nakniousawm kputepum no 1. I *
npunarar ce:
- Jluet 3a aucnaHcepHo Habmoaerure" (6n. M3-H3O0K Ne 9) ¢ notebpaeHa auarHo3a; nonbnHeHa Tabnvuya 2 OT NPUNOXeHVe 2 ¥ OPUrMHaNHNU GnaHku unn 3asepeHn Konua oT nabopaTopHn
n3cneaBaHWs, NOTBLPXKAABALLM aKTUBHOCTTA Ha 3abonssareTo. MscneaBsaHusTa cneaea Aa 6vaat nposeaenu B naboparopus, cknoumna gorosop ¢ H3OK/P3OK. 3a aasHocT Ha uscneasanusTa
Ce npuema CpoK OT He noseye oT 1 Mecey Npeau NOAABAHETO HA AOKYMeHTUTe B cboTBeTHaTa P3OK.
° PEHTreHOBHU CHUMKW UNKU AUCK V1 OPUTMHANHN cbmuoae C NUCMeHa nHTepnpeTayms Ha PeHTreHONOrMYHUTE U3MEHeHUR OT cneynanucT no oépaaua AvarHoctuka. WacnepsanusaTta cneaea ga

6vaar ocbuectaenmn B naGoparopus 3a oGpasHa AnarHocTuKa, ckntouuna aoroeop ¢ H3OK/P3OK. 3a aaBHOCT Ha W3cneaBaHeTo ce npuema CPoK OT He noseve OT 6 Meceya Npeav NoAaBaHeTo Ha
[OKyMeHTuTe B cvoTeeTHaTa P3OK.

npunarat ce oueHkn no ckana DAS28: Heo6GxoAUMO e ABYKPaTHO NOTBBLPXKAABaAHE Ha NokasatenuTe 3a noHe 12 ceamuueH nepuop 6e3 NPoMsiHa B NIEYEHMETO; npunarat ce u asarta duwa,
AOCTOBEPSABALLW NPOBEXAAHE Ha OLEHKUTE, C NOCOYEHa AaTa Ha NPoBEXAAHe, NOANUC Ha CMeLManucTa, U3BbLPLUMN OLIEHKaTa 1 NeYaT Ha nekaps/neyebHOTO 3aBeaeHue.
npunara ce 3apaBHO AOCME Ha XPOHMUHO GoneH ¢ npocneasBaHe Ha 3abONABAHETO OT AWArHOCTUUMPAHETO A0 MOMEHTa: amMGynaTopHW NUCTOBe OT nperneav Npu cneunanuct

peBMaTonor, yA0CTOBEPABALLM Ha3HaYaBAHEe 1 NPOBEXAaHe Ha NPeAXoXaalLa 6asncHa Tepanus ¢ OTPa3eHN 403N, CPOKOBE Ha NPUNOXEHUE N @DEKTUBHOCT.
3apLNXUTENHO Aa Ce NOCOMBA AKTYanHoO TErnecHo Terno.

yAocToBepsBa ce ¢ Ha TaBs

1 Ha HaCTORAWMTE N3UCKBAHUA

B. KPUTEPUUN 3A MPOABINKABAHE HA NEYEHUETO (SAABINDKUTENHU CA BCUYKU KPUTEPUN):

3abenexka: BonHute cneasa pa GbAaT MOHUTOPUPaHU Ha 12-Ta ceAMMUA OT Hayanoto Ha nedenveto. Mpu kaHAuAaTCTBaHE 3a NPOAbLMKaBaHe Ha
NEYEHUEeTO Cnep 3aBbPLUEH NbPBM LIECTMECEYEH KYPC Ce OCLLUECTBABA HOBA OLIEHKA U 3aAb/DKUTENHO Ce NPeAacTass MeauUMHCKaTa AOKYMEHTauus OT nperneaa Ha
12-Ta cegmuua.
MKB M05.0, M05.1, M05.3, M05.8

1 | NoBnusBaHe Ha nokasarenure:

= OTOMHOCT Ha CTaBUTE U CyTPeLUHa CKOBAHOCT — HaMmansiBaHe ¢ noHe 50% u 3aabpXKaHe BLB BPeMeTo

= Gpoit Ha GonesHeHUTE U OTOYHU CTaBM — HamansBaHe ¢ noHe 50% u 3agbpxaHe BLB BpeMeTo

* CYE - nop 40 mm unu C-peakTUBEH NPOTEWH — OTPULIATENEH U 3aAbpXaHe BLB BpemeTo '

2 | Cymapna oueHKa Ha nokasaTenuTe - noHwkeHue Ha DAS28 ¢ noseye oT 1.2 U 3aAbPXaHe BLB BPEMeTo -
3 | Nunca Ha Hexenanu NeKkapcTBEHW peaKuun W U3KIIoYBalM KpuTepum no T.BuT. I°

npunarar ce: ,JIucT 3a gucnaxcepHo Habnogerme” (6n. M3-H3OK Ne 9) ¢ oTpaseHa cTeneH Ha NOBAUsIBaHE Ha MOKa3aTenuTe; nonmbnHeHa Tabnuua 2 ot NpUnoxexue 2 1 OPUIMHaNHK Gnaxkn
nnu 3aBepeHn Konus oT NabopaTopHW U3CNeABaHMS, OCbLieCTBEHM B nabopatopusi, ckntounna porosop ¢ H3OK/P3OK. 3a aaBHOCT Ha nscreasaHnsTa ce npuema Cpok OT He noeede OT 1 mecey
NPeAn NOAABAHETO Ha AOKYMEHTUTE B cboTBeTHaTa P3OK.

Mpu KaHAMAATCTBaHE CNea NbPBY WeCTMECeYeH Kype Ce Npunara oueHka Ha 12-Ta ceammua.
Mpy KaHANAATCTBaHE 3@ NOPeAEH WeCTMeceYeH Kype Ce npunara akTyanHa OLeHKa C NOCOYeHa Aara Ha nNposexaaHe, MOANUC Ha CNeUnanicTa, U3BbLPLUNA OLEHKaTa U nevaT Ha nekaps/ne4ebHoTo

3aBeaeHve.
gam,nxurenuo Aa Ce NOCOYBA aKTYanHo TeNecHo Terno.
ynocrosepsBa ce ¢ Ha Ta B np 1 Ha HACTOAWUTE UNCKBAHUA

B. HEXXENAHW NEKAPCTBEHWU PEAKLIUWN - Passivieto Ha HexenaHu nekapcTBeHn peakuvy CripamMo 60NecTnpoMEHsLY aHTUPEBMATUYEeH NekapcTBeH NPOAYKT ce
NOTBLPX/AABA YPE3 NPEACTaBAHE Ha aMBynaTopeH NUCT OT CLOTBETHWUSA Npernea Unu konve oT yseaomnerme kM UAT no peaa Ha un.184 ot 3NMNXM
rajeHe, rnasobonue, CBETOBLPTEX aneprus
noBuvWaBaHe Ha apTepuanHoTo Hansaraxe TexXKa uHpekuus
xemartonorudytu (xemornobux nog 80g/l, neBkoyuTu noa 3500, TpomGounTn noa 90000) w/unu GUOXUMUYHM OTKNOHEHUS CLOGPa3HO HapMaKkoNoruyHOTO
AOoCHe Ha NpoaykTa

. U3KNKYBALLU KPUTEPUU (npu 3anouBaHe U Npu NpoabinkaBaHe Ha NeYeHneTo)
1. AKTUBHa Unu naTeHTHa Ty6epkynosa
2. AKTUBHN MHMEKLUUM, BKITIOYUTENHO NOKaNU3npaHn uHoekumm
3. OCTbp 1NM XPOHUEH BUPYCEH xenaTuT, (npu tofacitinib — 1 Texko yepHoapo6Ho yBpexaaxe (Child-Pugh C)
4. HeonnacTuyHm 3abonsBaHus, (C U3KMIOYEHWe Ha YCNewwHO NeKyBaH HEMENaHOMEH pak Ha koxara 3a Tofacitinib)
5. 3acroitHa cupaeyHa HegoctarbuHocT il v IV dyHkuymoHaneH knac no NYHA (He Baxu 3a Tofacitinib 1 Baricitinib)
6. AnnacTuyHa aHemMus, U3paseHa rpaHynouuToneHus, mmenocdubposa
7. MHoXecTBeHa cknepo3a v Apyrv 6onectu ¢ AeMuenuHusaums (He Baxu 3a Ttofacitinib u Baricitinib)
8. TekyLy NpueM Ha MOLLIHM UMYHOCYNPECaHTU (a3aTUONPUH, UWKNOCMOPHH, TakponuMyc)
9. XemaTtonorvuuyHu oTknoHeHus: abcontoTeH Gpoi Ha numdouuTute <750 kn./Mm®; abcontoTen Gpont Ha HeyTpodunuTe <1000 kn./mm®, Hb < 80
10. Jlunca Ha TepaneBTu4eH edbekT Ha 12-Ta cegmuua Cnej 3anoyBaHe Ha NeYeHNeTo
11. BpeMeHHOCT 1 NaKTaLMA (C USKMIOYEHUE Ha CNyYauTe, NOCOYEHWN B KPATKUTE XapaKTepucTUKW Ha onpeAeneHn NeKapcTBeHn NPoAyKTH)
12. MNpexbcaBaHe Ha TepanuaTa No BuHa Ha 60NHWUA 3a NnepuoA noeeye ot 2 Meceua

OTroBaps Ha KPUTEPUUTE 32 NMEUYEHUE C ...........vvevvveeirnneairnannnnnn, BAOHeBHa OoO3a ...................

cneuvanu3npaHa KOMUCHUA ..................

APTPUT, AKTUBEH W TMPOMPECWUPALL NCOPWATUYEH APTPUT WU TEXbK AKTUBEH AHKWNO3WPALL CAOHAMAWUT C AHTUPEBMATWUYHWU
JNIEKAPCTBEHW NPOAYKTW HAZl 18 TOAULLIHA Bb3PACT - B cuna ot 15 anpun 2020 roguHa

. g VIBUCKBAHUA HA H3OK NPU NIEYEHWE HA YMEPEH [0 TEXbK AKTUBEH CEPOMO3WTWBEH PEBMATOWAEH APTPUT, AKTUBEH IOBEHUNEH 3
@‘o



NPUNOXEHUE 16

JIUCT 3A ONPEAENAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA NNEMEHUE HA AKTUBEH IOBEHUNEH
APTPUT HAQ 18 FrOOAULLHA BB3PACT C AHTUPEBMATUYHU NEKAPCTBEHU NPOAYKTU
(Adalimumab, Etanercept, Tocilizumab)

Mme: e [ [ [ [ | | [ [ | |
3abenexka: mMeduyuHckama AoKymeHmayus, ydocmosepssauja eceku Oom Kpumepuume e nocoveHa C yugpa 6 uHOekc u 3adusmkumenHo npudpyxaea
HacmoAW0Mo npunoxexue.

BUONOruYHNTE NleKapCTBeHU NPOAYKTU Ce NpuUnarart kaTo BTOpa NUHUA Ha neveHue, KOraTo NbpeaTa NuHus € Guna HeycnewHa UNy NALUMEHTHLT He A NoHacs.
H30K 3annawa neyeHne ¢ 6ONOrMYHK nileKapcTBeHn npoAykTu Ha 3071, npoBexaalum AucnaHcepHo HabnioaeHne.

A. KPUTEPUUN 3A SANOYBAHE HA NEYEHUETO (3agbmkutenHun ca BCU4KKU KpuTepum)
3a NOTBLPXAEHUE Ha 3aAbIKUTENTHUTe KpuTepuu 3a CUrypHa AuvarHosa no T.1 1 3a npoBeaeHa 6a3sucHa Tepanua no 1.3,
3aA4BIMKUTENHO ce npeAcTaBs MeaULUHCKA AOKYMEHTauua 3a nocraBeHa AuvarHosa v nposeaneHo reveHue Ha 301 noa 18 roauwHa

Bb3pacT OT cneyrManucT No AeTcka peBMaToNnorus.

OT CNEAHUTE KpUTEepUu:

- Gonka B cakpounuayHa
craBa w/vnu
nymbocakpanHa 6onka,;

- Hanuyue Ha HLA B27
aHTUreH;

- Ha4ano Ha apTpuT npu
MomueTa Haj 6 roguwHa
Bb3pacT,;

- OCTbp NPEAEH yBewuT,

- aHamHesa 3a
cnoHaunoapTponaTus

npu POACTBEHUUY OT
nbpBa reHepaums '

noseye Crasu

*  CcbNbTCTBAWA MK
npeaxoxaaiia
exeAHeBHa TemnepaTypa
B NPOABbIMKEHNE Ha 2
ceaMunum

" 33eAHO C eAuH unu
noseye OT CneaHuTe
KpUTEPUU:

- npexoaeH (Hedukcupan)
eputemeH obpus;

- xenatomeranus;

- cnneHomeranus,

- ajeHonarus;

- ceposuT

chakmop

s apTpuT Ha 5 unu noseve
CTaBu npes nbpeuTte 6
meceua Ha
3abonaBaHeTo

= TtecT 3a RF — HeraTuBeH

Mo3umueeH peeMamoudeH

chakmop

*  apTpuT Ha 5 unu noseve
cTaBu npes nupeuTe 6
Meceua Ha
3abonssaHeTo

*  MO3UTMBHMW 2 UNu noseye
Tecta 3a RF B uHtepsan
oT 3 meceua npes
nbpeuTe 6 Meceua '

MKB M08.1 MKB M08.2 MKB M08.3 MKB M08.4
1 | CurypHa auarHo3a nocraBeHa | CurypHa guarHosa CurypHa agnarHosa CurypHa auarHo3a nocraBeHa
noA 18r. c Hanuuue Ha: noctaseHa nop 18r. ¢ nocraseHa nog 18r. c nop 18r. ¢ Hannuue Ha:
= apTPWUT W EHTe3UT nin Hanuuue Ha: Hanuuue Ha: ®  apTpuT, 3acArau eaHa Ao 4
" apTPUT UNU eHTe3nT c 2 2 = apTpUT B eaHa unu HezamueeH peemamoudeH cTaBw npes3 nbpsuTe 6

meceua Ha 3abonasaHeTo;
*  nepcucTupaly — 3acara He
noseue OT 4 cTasu,
"  paswwupeH — 3acsara noseve
OT 4 cTaBu cnej nupeute 6
meceua Ha 3a6onssaneTo '

OueHka no ckana Bath

OueHka no ckana Disease

Ouenka no ckana Disease

Ouenka no ckana Disease

2 | Ankylosing Spondylitis Disease | Activity Score (DAS28)>5,1% | Activity Score (DAS28) > 5,1 | Activity Score (DAS28) > 5,1 z
Activity Index (BASDAI) 2 4>
- HenosnusBsaHxe ot - HenosnusasaHe ot HCMBC u | -HenosnussaHe oT - HenosnussaHxe ot
MeToTpeKkcaT uvunu 'K B onTumanHu Kypcose v MeToTpekcar u/unu MeToTpekcaT u/unu
cynchacanasuH B ONTUManHu D03 3a NoHe 6 meceyeH cyndacanasuH B ONTUManHu cyndacanasuH B ONTUMAnHN
KypcoBse W 403K 3a NoHe 6 nepuoa - nposexaaHa KypcoBe U 4034 3a noHe 6 KypcoBe U A03u 3a noHe 6
MeceueH Nepuoa - NpoBexaaHa | Tepanus noa 18 roauwHa MeceuyeH nepuoj - MeceueH Nepuoa - NpoBexaaHa
Tepanua noa 18 roguwiHa Bb3pact.® nposexaana Tepanus noa 18 | Tepanus nop 18 roauwHa
Bb3pacr.’ roauwHa BbL3pact. Bb3pacr.’

3
- HenosnusaBaxe ot - Henosnusisaxe ot HCMBC - HenosnusBsaxe oT - Henosnussaxe ot
meToTpekcar u/ unu n 'K B onTumanHu kypcose n meToTpekcar w/ unun MeToTpeKkcar w/unu
cyndacanasvt B ONTUManNHu £,031 32 noHe 6 meceyeH cyndacanasuH B ONTUManHU cyndacanasui 8 ONTUManHN
KypcoBe U 4031 3a noHe 6 nepuoa - nposexaaHa KypCOBe U 4034 3a NoHe 6 KypcoBe ¥ 4034 3a noHe 6
MeceyeH Nepuoa - NposexaaHa | Tepanus Haa 18 roguwHa MeceueH Nnepuoga - MeCceyeH Nnepuoj - nposexaaHa
Tepanua Haa 18 roguiiHa Bb3pacT. nposexaana Tepanus Haa 18 | Tepanus Han 18 roawwHa
Bb3pacT. roaMiuHa Bb3pacT. ° Bb3pacT.

4 Jlunca Ha usknioysawm JNnnca Ha usknio4yBalm JNunca Ha uaknoysaim Junca Ha n3knioYsailm
Kputepum no 1. I * kputepum no 1. [ * Kpurepum no 1. I * kputepuwu no 1. I *

npunarar ce:

- Jluct 3a aucnaxcepHo Habntoaenue” (6n. M3-H30K Ne 9)

- NONbNHEHa Tabnuua 2 OT NPUNOXEHME 2 OPUTMHANIHK GNaHKW WNU 3aBepeHn konus OT nabopaTopHU U3CneABaHWs, NOTBbPXAABALW aKTMBHOCTTA Ha
3abonssaHeTo. MacneaBanusTa crieasa Aa GbAaT ocbllecTBeHn B nabopatopus, CknlouMna 4orosop ¢ H30K/P30K. 3a 4aBHOCT Ha u3cneaBaHusTa ce npuema
CPOK OT He noBeye OT 1 Mecew Npeavu NOAABAHETO Ha A0KYMEHTUTe B cboTeeTHaTa P3OK;
- 3aQBIKUTENHO Ce NPUNAraT PEHTTEHOBH CHWUMKM WM AUCK C OPUIMHAanHW (IMIOBE C NUCMEHA WHTEPNPETAUMA HA PEHTTEHONOTUUHWTE USMEHEeHUs OT
cneuvanuct no ofpasHa auarHocTvka. WacnepsawusTa cnepsa Aa GbAaT ocbliecTseHu B naGopatopust 3a o0pa3Ha AMArHOCTUKa, Ckmtouuna ROrosop ¢
H30K/P30K. 3a AaBHOCT Ha M3CNIEABAHETO CE NpUema CpoK OT He NoBeye OT 6 Meceua Npeay NoAaBaHEeTo Ha AOKYMEHTUTE B CbOTBETHaTA P30K;
z npunarar ce oueHku no ckana DAS28 / ckana BASDAI 3a 30J1 ¢ auarHosa ¢ MKB kop MO08.1/, npoBeaeHn npe3 nocneaHute 6 meceua: HeoGxoanMo e
ABYKPATHO NOTBLPXAABaHe Ha nokasarenure 3a NOHe 12-CeamuueH nepuoa Ge3 NpoMAHA B NEYEHUETO, npunarat ce W Agara ¢uwa, yaocToBepsBalLn
npoBeXAaHe Ha OLEHKUTE, C NOCOYEHA AaTa Ha NPOBEXAAHE, NOANNC HA CMeLManiCTa, M3BbLPLINA OUEHKaTa U nevar Ha nexaps/nevyebHOTO 3aBeAEHHE.

npunara ce 3apasHo AOCHE Ha XPOHU4HO BOneH ¢ NpocneasBaqe Ha 3aGONSBAHETO OT AMArHOCTULIMPAHETO A0 MOMEHTA: amMBGynaTopHu nNUCTOBE OT npernean
NPy CneuManucT no AeTCKa PeBMaToNorus, yaoCToBepsBalyu NpeaxoaHa GasncHa Tepanus, NposeAeHa noa 18 roavwHa BbL3PacT; amGynaTopHu nNucTose oT
nperneau Npy CneuVanucT No PesMaTosnorus, YA0CTOBEpAIBalLM Ha3HauaBaHe U NPOBEXAaHe Ha NpeaxoaHa 6a3ncHa Tepanus B ONTUManKN Kypcose W 403U 3a
NOHe 6-MeceyeH Nepuoa, C OTPA3EHMU 403N, CPOKOBE Ha NPNAIOXEHNE U eDEKTUBHOCT.
3aabLMKMTENHO Ra Ce NOCOYBA aKTyanHo TefleCHO Terno.

YAOCTOBEpsBa Ce C MOANUC Ha CNEeLaNUCTa B NpUNoXeHne 1 Ha HaCTOALWMTE NINCKBAHUA

OTroBapsi Ha KPUTEPUUTE 32 FIEUEHUE C .ooooeeiieieiieieieieieeeeeeeee BAOHEBHA A033 ...................

cneuunanuanpaHa Komucus

. VBUCKBAHMSA HA H3OK NMPU NEYEHWE HA YMEPEH [O TEXbK AKTUBEH CEPOMO3WTUBEH PEBMATOUAEH APTPUT, AKTUBEH IOBEHWIIEH 4
"g‘y“. APTPUT, AKTUBEH W NPOrPECUPALL MCOPUATUYEH APTPUT W TEXbK AKTUBEH AHKUNO3WPALL CMOHAWAWUT C AHTUPEBMATWYHW
d NEKAPCTBEHW NPOOYKTU HAJ 18 TOAULLHA BBL3PACT - B cuna ot 15 anpun 2020 roausa



' ) NPUNOXEHUE 16

NUCT 3A ONPEAENAHE KPUTEPUUTE NPU NPOABIMKABAHE HA NEYEHUE HA AKTUBEH IOBEHUNEH
APTPUT HAQR 18 FOANLLHA BB3PACT C AHTUPEBMATUYHU NNEKAPCTBEHW NPOAYKTU

(Adalimumab, Etanercept, Tocilizumab)
Hwe: e [ [ [ [ [ [ [ [ ]]

3abenexka: mMeduyuHckama OOKyMeHmayus, ydocmoeepsisauja eceku Om Kpumepuume e nocoyeHa C yughpa 6 uHOeKC u 3adbskumenHo npudpyxaea
Hacmosuiomo npusnoxexue.

B. KPUTEPUU 3A NPOABINKABAHE HA NNEYEHUETO (3apbmkuTenHu ca BCULHKK KpuTepun):
3abenexka: bonHuTe cneaBa Aa 6baaT MOHUTOPUPAHK Ha 12-Ta ceamMMUa OT HaYanoToO Ha NIeYEeHWeTo. l‘lpw KaHAnAAaTCTBaHE 3a NpoAbIKABaHE Ha NevyeHneTo
cnep 3aBbpLUEH NbPBY LWECTMECEYEH KypC Ce OCbLIEeCTBSABA HOBA OLUEHKA K 3aAbMKUTENHO Ce NPEACTaBA MeAULMHCKaTa AOKYMeHTauua OT nperneaa Ha 12-Ta
ceamumua.

MKB M08.1, M08.2, M08.3, M08.4

1 | NoBnusaBaHe Ha nNoka3aTenuTe U 3agbpXxaHe BbB BPEMETO:
6poit Ha Gone3HeHN 1 OTOMHU Ha CTaBM - HamansBaHe ¢ noHe 50%;
CyTpeLuHa CKOBaHOCT - HamansiBaHe ¢ noHe 50%;
- CYE <40 mm unu C-peaktuseH NpoTeuH - otpuuarenex
2 | CymapHa oueHKa Ha nokasatenuTe - noHwkeHue Ha DAS28 ¢ noseye oT 1.2 u 3aabpXaHe BbLB BpeMeTo “unm
CymapHa oueHKa Ha nokasaTenure - noHwkeHue Ha BASDAI ¢ 50% cnpsimo U3xoaHus U 3aabpxaHe BbB
Bpemeto 3a 30J1 ¢ anarHo3za M08.1°2
3 | Jlunca Ha HexenaHu NeKapcTBEHN peakuumn n u3knovsawm kpurtepumno 7. Bu . I 3

npunarar ce:
- JJuct 3a aucnarcepHo HabnioaeHue” (6n. M3-H3OK Ne 9) c otpaseHa cTeneH Ha NoBnUsABaHe Ha nokasartenure,
- nonbnHeHa Tabnuua 2 OT NPUNOXEHUe 2 W OPUrMHaNHK GnaHku UK 3aBepeHn konus OT NabopaTopHU M3CNeABaHUA, OCLLUECTBEHU B
nabopatopus, ckniouuna gorosop ¢ H3OK/P30OK. 3a AaBHOCT Ha W3CneABaHWATa ce npuema CpoK OT He nosede oT 1 mecel, npeau
noAaBaHeTo Ha AoKyMeHTUTe B cboTBeTHaTa P3OK.
2 npunarar ce oueHku no ckana DAS28 (oueHka no ckana BASDAI sa 30J1 ¢ awarHosa M08.1). Mpu kaHAnaaTcTeaHe cnea Mbpsy
LeCTMEeCeYeH KypeC Ce NpunaraT: oueHka Ha 12-Ta CeAMULA N OLEeHKa Ha 6-T Mecel| OT HauanoTo Ha NeveHneTo.
Mpu kaHauAaTCTBaHE 32 NOPEAEH LLIECTMECEYEH KyYpC Ce aKTyanHa C NOCOYeHa AaTa Ha NpoBexXAaHe, MOANUC Ha creuuanucTa, u3sbpLumMn
oLeHKaTa u neyar Ha nekaps/neye6HoTo 3aseaeHue.
3aabnKUTeNHO Aa ce nocousa AKTyanHo TefniecHo Terno.
*ynocToBepsBa ce C NOANMC Ha CNEUNannCTa B NpUNoxeHne 1 Ha HaCTOAWMTE M3UCKBaHNA

1

B. HEXXENAHU NEKAPCTBEHU PEAKLWWM - PassuTueto Ha HexenaHu NnekapcTeeHn peakuun cnpsamo GonectonpomeHaly
aHTUpEBMaTUUEH NekapcTBeH NPOAYKT Ce NOTBbPXKAABa Ype3 NpeAcTaBsiHe Ha aMBynaTopeH NUCT OT CbOTBETHUA NPErneA unu konue oT
ysegomnenue kbm WMAJ no peaa Ha un. 184 ot 3/INXM

rapeHe, rnaso6onue, CBETOBLPTEX aneprusa

NoBULUABAHE HA apTEPUANHOTO HanaraHe TexXKa uHdexums
XemaTonoruuHy (xemornobun noa 80g/l, neskouuTu noa, 3500, TpoMBoLMTY NoA 90000) W/unu GUOXUMUYHI OTKIOHEHUS cv06pasHo hapmMakonoruuHoTO
AOCWe Ha NpoayKTa

. U3KMIOYBALLU KPUTEPUMN (npu 3anouBaHe U NPU NPOABLIDKABaHE Ha NEYEHUeTO)
1.AKTUBHA UNK NaTeHTHa Tybepkynosa
2.0CTbp WNK XPOHUYEH BUPYCEH xenaTut
3.HeonnacTtuyHu 3abonseaxns
4.3acToitHa cbpaeyHa HegocTaTbuHoCT Il u IV dyHkumMoHaneH knac no NYHA
5.ANNacTUyHa aHEMUS, 3paseHa rpaHynouuToneHus, mnenoguoposa
6.MHOXecTBeHa cknepo3sa u Apyru 6onecTi ¢ AeMnenuHu3aLus
7.7lunca Ha TepanesTuyeH edekT Ha 12-Ta ceamuLa Cnej 3anoysaHe Ha neyeHneTo
8.5pEeMEHHOCT 1 NakTaums (C U3KIIOYEHNE Ha CNyyauTe, NOCOYEHM B KPaTKuTe XapakTepncTUky Ha ONPeaeneHu nekapcTaeHi NpoAYKTYH)
9.MpekbCBaHe Ha TepanusTa no BuHa Ha GonHWA 3a nepuoa noseve oT 2 Meceua

OTroBapsi Ha KPUTEPUNTE 32 NTIEHEHUE C ... BAHEBHA A03A ...................
cneuyuanusnpaHa Komucus

2 N3NCKBAHUS HA H30K MPWU NEYEHUE HA YMEPEH O TEXXbK AKTUBEH CEPOMO3WUTWUBEH PEBMATOWMAEH APTPUT, AKTUBEH IOBEHWNEH 5
”i,Q APTPUT, AKTUBEH W MNPOIPECUPALY TMCOPWATUYEH APTPUT U TEXbK AKTUBEH AHKUNO3WPALLl CMOHAUNUT C AHTUPEBMATUYHW
Q NEKAPCTBEHW NPOAYKTU HAL, 18 FOAULLHA BB3PACT - 8 cuna ot 15 anpun 2020 roanHa




JIUCT 3A ONPEQENAHE HA KPUTEPUU NPU 3ANOYBAHE U NPOABIMKABAHE HA NEYEHWE HA AKTUBEH U
NPOrPECUPALL, NCOPUATUYEH APTPUT C AHTUPEBMATUYHU NEKAPCTBEHU NMPOAYKTU
(Adalimumab, Etanercept, Certolizumab, Golimumab, Infliximab, Ustekinumab, Secukinumab, Ixekizumab, Tofacitinib)

WUme: | ErH | ] ] ] ]

3abenexka: MeduyuHckama 00Ky yus, ydocmosepasaiya 6CeKU 0m Kp D € NocoYeHa C Yughpa 6 UHOEKC U 3a0bIIKUMenHo npuopy P
BuronoruyHMTe NeKapcTBeHN NPOAYKTYU Ce Npunarar kKato BTOPA NUHUA Ha NeYeHne, KOraTo NbpeaTa NuHUR @ 6una HeyCnewHa MM NALUNEHTHLT He A NOHACH.
H3O0K 3annawa neuyenue ¢ GuonorMuHmM nexapcTaexn npoaykTy Ha 30/, nposexaaum aucnancepHo Habntoaexne.

A. KPUTEPUU 3A 3ANOYBAHE HA NEYEHUETO (SAABINKUTENHU CA BCUYKU KPUTEPUM)

MKB M07.1, M07.2, M07.3

1 | CurypHa auarHo3a — Hanuuve Ha 4 unu noseve Toukn cernacHo CASPAR kputepuure:

*  AWMarHOCTMUMpaH psoriasis, NuuHa unu damunHa aHamHesa 3a psoriasis (2 Touku)

= TUNWUYHW HOKBLTHU Nne3uu (1 Touka)

=  HeraTuseH RF, ¢ usknioueHue Ha natekc npoba (1 Touka)

*  PeHtreHoBu Genesu 3a ncopnatuueH apTpuT (1 Touka)

«  paktunut (1 Touka) '

2 | OueHKa 3a aKTUBHOCT Ha 3aGONABaHETO( B 3aBUCUMOCT OT KNNHWYHaTa hopma) ~

- oueHka no ckana Disease Activity Score DAS28 > 5,1 3a nepuchepHa hopma nnu

- __oueHka no ckana Bath Ankylosing Spondylitis Disease Activity Index BASDAI > 4 3a ueHTpanHa ¢opma

3 | HenoenusBaHe oT npeaxoxaauwa 6a3ucHa Tepanusa:

- npn nepudepHa opma - NpoBeeHa Tepanus ¢ ABa CUHTETU4YHN BMAP] (MeToTpekcar, nednyHomua, cyndacanasuH - 3
g/AHEBHO U Ap. KaTO MOHOTEpanus unu koMGuHupana Tepanus ¢ I'K) B onTUManHu kypcose u 4031 3a noHe 6 MeceyeH nepuoa
3a cUHTeTHUYeH GonecT-Moauncduumpaw JMN. 3agbnxuTenHo e eaHoTo cuHTeTMyHo BEMAPII ot npoBeaerata 6a3sncHa Tepanvs
na e 6uno MeroTpekcar npu ceamuyHa ao3a 20 mg 3a NoHe 6 MeceyeH nepuoa.

B cnyyauTe Ha NPOTWBOMOKA3aHWA (UMW paHHA HENOHOCWUMOCT) 3a neyeHwe ¢ MTX, kaTto 4YacT OT NbpBa NUHUA Ha
TepaneBTUYHaTa CTpaTerus ce npuema nposeaeHa Tepanus ¢ JlecnyHomua unu CyndacanasuH B ONTUMaNHW kypcose v A03u
3a noHe 6 MeceyeH nepuoa.

- Np¥ yeHTpanHa (hopma — NPOBEAEHA TepanuA C Hak-Manko ABe nocneaosatenHo npunoxexun HCMBC B onTumanHu kypcose
¥ A034 NPe3 NPEAXOAHUS 6 MECeYeH NepuoAa. s

4 | Nwnca Ha uskniousawm kpurepum no 1. I *

' .

npunarar ce:
- Jluct 3a avcnaHcepHo Habnoaerwe” (6n. M3-H3O0K Ne 9)

- ambynaTtopeH nucT or T no ] ¥ 6¢ C noTBbLpAEHa AvarHosara puasnc; opmr 6 VNN 33aBepeHO konue OT NpoBeaeHo
XUCTOBMONCUYHO M3cCneasaHe, NOTBbLP wo auarHosara Mcopuasuc;

- nonbAHeHa Tabnuua 2 OT NPUNOXEHWE 2 OpMIMHanHK 6naKkK UNn 3aBepeHn konus ot NabopaTopHU U3CNeABaHNs, nposeaeHy 8 naboparopus, ckntouuna gorosop ¢ H3OK/P3OK. 3a
RaBHOCT Ha 3CNEABAHWMSTA CE NMPUeMa CPOK OT He Noseve OT 1 Mecew| Npeau NoAaBaHeTo Ha AOKYMeHTUTe B croTeeTHaTa P3OK.
- PEHTTEHOBK CHUMKW MUNKM ANCK C OPUFMHANHN (DUWOBE C NUCMEHA UHTEPMPETALMA Ha PEHTIEHONOMUUHUTE U3MEHeHWS OT CneunanucT no obpasHa anarHoctuka. Macneasanusta cneasa
aa 6ubaar nposeaeHn B naGopaTopus 3a obpasHa AMarHOCTUKa, ckniownna gorosop ¢ H3OK/P3OK. 3a AaBHOCT Ha M3CneaBaHeTo Ce npuema Cpok OT He noseue ot 6 Mmeceua npeaun
noaaBaHeTo Ha AoKyMeHTUTe B cboTeeTHata P3OK, kato npu nepucepHa hopma ce npunarat UCNeABaHMA Ha 3acerHarute CTasu, a Nnpu UeHTpanHa cpopma ce npunarar M3CneAsaHNA Ha
CaKPOUNWUSHHW CTABU NNK rPbOHaK.
npunarar ce oueHkv no ckana DAS28 unv BASDAI: Heobxoanmo e ABYKpaTHO NOTBLPXAABAHE Ha nokasaTenuTe 3a noHe 12 ceamuueH nepuog 6e3 NPoMsHa B NEYEHNETo; npunarar ce u
nBaTa uLa, YAOCTOBEPSBALLM NPOBEXAAHE HA OLIGHKUTE, C NOCOYEHa AaTa Ha NPOBEXAAHE, MOANUC Ha CMeLManncTa, UBbPLUIMA OLeHKaTa i neyar Ha nekaps/ne4e6bHOTO 3aBeaeHue,
npunara ce 34pasHO AOCME HA XPOHWYHO BoneH ¢ npocnepssaHe Ha 3aGONABAHETO OT AUArHOCTULMPAHETO A0 MOMEHTa: ambynaTopHu NMCTOBE OT Nperneav Npu cneuuankct no
peBMaTonomvs, YAOCTOBEPSBALM Ha3HauYaBaHe 1 NPOBEXAaHe Ha npeaxoaHa BasucHa Tepanus B ONTVMANHM KyPCOBE W AO3W 3a noHe 6 MeceuyeH Nepuoa, C OTpa3eHn A03W, CPOKOBE Ha

NpynoXeHue n eeKTUBHOCT;
3afLIKUTENHO a Ce NOCOYBA aKTYanHo TenecHo Terso.

yaocToBepssa ce ¢ Ha B np 1 Ha HaCTORWMUTE U3NCKBAHUSA
B. KPUTEPUM 3A NPOABIMKABAHE HA NNEMEHUETO (SAABINKUTENHU CA BCUYKU KPUTEPUMN):
3a6enexka: BonHuTe cneAsa Aa GbAaT MOHMTOPUPAHK Ha 12-Ta CEAMMLIA OT HaYanoTo Ha neueHneto. Mpu kaHAWAATCTBaHE 3a NPOAbNXaBsaHe Ha
NEYEHNETO Cnejj 3aBbPLUEH MbPBI LIECTMECEYEH KYPC Ce OCHLLECTBSBA HOBA OLEHKA W 33Ab/KUTENHO Ce NPeaCTass MeauumrHckaTa AOKYMEHTauus oT nperneaa
Ha 12-Ta ceamumua.
MKB M07.1, M07.2, M07.3
1 MoBnuaBaHe Ha nokasarenuTe u 3agbpXxaHe BbB BPEeMEeTO:
6poit Ha GonesHeHU U OTOYHN CTaBu - HamansBaHe C noHe 50%"

- CyTpeLluHa CKOBaHOCT - HamansBaHe C NnoHe 50%'
- aKTyanHu nokasaTenu 3a aktusHocT (CYE u C-peakTueeH npoTeuH) !
2 CymapHa oueHKa Ha nokasarenure: B
- noHwxeHne Ha DAS28 ¢ noseue OT 1.2 1 3aabpKaHe BbB BpeMeTo 3a nepudepHa popma unv
- noHwkeHne Ha BASDAI ¢ 50% v 3aabpkaHe BbB BPEMETO 3a LeHTpanHa ¢popma

3 Jlunca Ha HeXenaHu NeKapCcTBeHU peakumm U U3KniouBallm Kputepuu no T. Bur.l °
npunarar ce JiucT 3a AvcnarcepHo Habniogerve” (6n. M3-H3OK Ne 9) ¢ otpaseHa creneH Ha no 1€ Ha noka nuUTE; NonbnHeHa Tabnuua 2 OT NPUNOXeHne 2 1 OPUrMHaNHK
6NaHKKU UNK 3aBEPEHM KONMA OT NaBOPATOPHU U3CNEABAHUS, NPOBEAEHN B naBopaTopus, CKNK4MNa A0roBop ¢ H30K/P30K. 3a gaBHOCT Ha u3cneaBaHMaTa Ce NpuemMa Cpok OT He noseye
oT 1 MeceL Npean NoAaBsaHeTo Ha AOKYMEHTUTe B CboTeeTHata P3OK.

2 npunarar ce ouenku no ckana DAS28 unu BASDAI. MNpy kaHauaaTCTeaHe cnea NbPBU WECTMeCe4eH Kype Ce npunarar. oueHka Ha 12-Ta ceamuLa 1 OueHKa Ha B-Tus Mecey OT Ha4YanoTo
Ha neueHveTo. Mpw KAHAAATCTBAHE 33 NOPEAEH WECTMECe eH KypC Ce NpUnara akTyanHa oyeHka ¢ NoCOYeHa AaTa Ha NPOoBexAaHs, MOANMC Ha CNeUVancTa, M3BLPLLMA OLeHKaTa u neuar
Ha nekaps/ne4ebHOTO 3aBeaeHVe.
gam.nxurenuo na ce NOCOYBa aKTyanHo TeNecHo Terno.

cec Ha cneuManucTa B NpunoxeHne 1 Ha HaCTOAWMNTE NIUCKBAHNA

YA P

B. HEXXENAHU NEKAPCTBEHWU PEAKLIUMW - Passutueto Ha HexenaHy nexkapcTeeni peakim CipamMo GONecTonpoMeHsiLLY aHTUPEBMaTIYeH nekapeTaeH NpoayKT
Ce noTBbPXAAaBa uYpe3 NPeAcTaBAHe Ha ambynaTopeH UCT OT CLOTBETHWUSA Npernea Uk konue oT yBeaoMNeHNe KbM WAT no peaa Ha un 184 ot 3NINXM
rapeHe, rnasobonue, CBETOBLPTEX aneprus
noBulWaBaHe Ha apTepuanHoOTO HansraHe TeXKa UHdeKuus
XemaTonorudnn  (xemornobus noa  80g/l, neskouuT noa 3500, TpomGouutn noa  90000) Wunum GMOXMMWYHW  OTKNOHEHUR CbOOPa3Ho
(hapMakoNorHyHOTO A0CUE Ha NpoaykTa

. U3KNIOYBALLY KPUTEPUW (npu 3anouBaHe 1 Npu NPoALIIKaBaHe Ha NeYeHNeTo)
1. AKTUBHa Unu nateHTHa Ty6epkynosa
2. OCTbP UNN XPOHU4EH BUPYCEH XenaTuTt
3. Heonnactuunu 3abonssanns
4. 3acToitHa cbpaeyHa HepocTaTbuHOCT Il u IV dyHkumoHaneH knac no NYHA
5. AnnacTuyHa aHeMus, uspaseHa rpaHynoLmMToneHnsa, mmenopubposa
6. MHOXecTBeHa cknepo3aa v apyrv 6onectu ¢ gemvenuHu3aums
7. Ivnca Ha TepanesTuyeH edekT Ha 12-Ta ceaMuUa Cnea 3anousaHe Ha neveHneTo
8. BPEMEHHOCT 1 NaKTaUuA (C U3KMIOUYEHNE Ha CriydauTe, NOCOYeHW B KpaTKUTe XapaKTepuCTUkiA Ha ONpeaeneHn nekapcTeeHn npoaykTy)
9. MpexbcsaHe Ha TepanusTa no BuHa Ha GONHUA 3a NEpPUOA noseve OT 2 Meceya

OTrosapst Ha KPUTEPUUTE 3A NEUEHN@ C ..............ooeitiiiiiieiniies BAHEBHA A03A ..ot
cneuyuanm3mpaHa KoMucusa

APTPUT, AKTMBEH WU NPOrPECUPALL NMCOPWATUYEH APTPUT N TEXXKbK AKTUBEH AHKWUIO3WUPALL CMOHAUAUT C AHTUPEBMATWUYHW

1 W3UCKBAHUA HA H3OK NPW NEYEHWUE HA YMEPEH O TEXXbK AKTUBEH CEPOMNO3WUTUBEH PEBMATOWAEH APTPUT, AKTUBEH IOBEHUNEH g
e
@ NEKAPCTBEHW NPOAYKTW HAL 18 FOAULLHA BL3PACT - 8 cuna ot 15 anpun 2020 roguHa



NPUNOXEHUE 1I
NUCT 3A ONPERENAHE HA KPUTEPUUTE MPU 3AMOYBAHE U NPOABIMKABAHE HA NNIEYEHUE HA TEXBK
AKTUBEH AHKMNNIO3UPALL CNOHAUNKUT C AHTUPEBMATUYHWU NEKAPCTBEHW NPOAYKTU

(Adalimumab, Etanercept, Certolizumab, Golimumab, Infliximab, Secukinumab)
| Uwe: leri] [ [ [ [ [ [ [ [ [ ]

3a6enexka: MeduyuHckama GOKyMeHmauyus, ydocmoeepsiealya 6ceku Om Kpumepuume e nocodeHa ¢ yugpa 6 UHOEKC U 3adb/KUMeNHo npuopy*aea
HacmosuoMo npunoxexue.

BuornornyxuTe nexkapcTBeHW NPOAYKTM Ce NpunaraT kKaTo BTOpa NUHUA Ha NeveHue, Korato Nbpeata NIMHUA e Guna HeycneLuHa unm
NaUMEHTBT He A NOHACA.
H3OK 3annawa neuexue c 6uonornyHn nekapcreeHn npoayktu Ha 3011, npoBexAawy AUCNaHCepPHO HabnoaeHue.

A. KPUTEPUU 3A 3ANOYBAHE HA NNEYEHUETO (SAOBIMKUTESTHU CA BCUYKU KPUTEPUM)
MKB M45.0, M45.1, M45.2, M45.3, M45.4, M45.5, M45.6, M45.7, M45.8

CurypHa anarHo3sa — Hanuume Ha PeHTTEHONOMMYHUTE KPUTEPUM W NOHE AMH OT KNUHUYHUTE (CbrMAaCcHO MoaguduLUpaHuTe
New York Criteria, 1984 ): '

KnuHuuHu kputepum

= 6onka B rspba: HanuuHa OT noseye oT 3 meceua, KoaTo ce nogobpsaBa OT ycunus, Ho He ce obnek4asa NpuU NOKOW

= OrpaHuYeHu ABWXKEHWUS Ha rpbbHaka B carutanHaTta u hpoHTanHaTa paBHuHa

*  OorpaHWvYeHne B NOABWKHOCTTA HA MPBAHUS KOLI B CPAaBHEHUE C HOPManHUTE CTOMHOCTYM 3a nona u Bb3pacTTa
PeHTreHonornyHu kputepuu

KapTtuHa Ha cakpouneuT — cTaguit 2 2 GunatepanHo wnu 3-4 yHunartepanHo

2 | OueHku no ckanu:’

*  Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) 2 4 unu

- Ankylosing Spondylitis Disease Activity Score (ASDAS) >2,1

3 HenoenusiBaHe OT npeaxoxaawia NPOTMBOBL3NAaNWUTENHa Tepanusa, nposBedeHa B nocneaHute 6 meceua npeau
KaHAMAATCTBaHE 3a GMONOrMYEH NeKapcTBeH NPOAYKT: >

- Npu ueHTpanHa copMa — npoeBeseHa OasucHa Tepanus C Haii-manko Ase nocregosaTenHo npunoxexdu HCMBC B
ONTUMANHN KypCcoBe W 403U Npe3 NPEAXOAHUA 6 MeceyeH nepuoa

- npu nepudepHu opmu - NnpoBeseHo komBuHupaHoTo neuyenne ¢ HCMBC v cyndacanasuH B onTUManHu Kypcose U A03n
npe3 NpeaxoAHUs 6 MeceyeH nepuog,

4 Junca Ha 3KnIoYBalUyM KpUTepun no T. I *

npunarar ce:
- JCT 3a aucnaHcepHo Habnogerue” (6n. M3-H3O0K Ne 9) ¢ notewbpaeHa anarHo3a;
- nonbnHeHa Tabnuua 2 ot Npuno; 2 v opwmr 6. 1nW 3aBepeHn Konus oT naBopaTopHu uscneasaHus. WscneasanusTa cneaea aa 6baat nposeaeHn B naboparopus,

ckmounna gorosop ¢ H3OK/P3OK. 3a 4aBHOCT Ha nacneasaHuUsiTa ce NpueMa CpoK OT He noseve oT 1 MeceL| NPeAu NOAABaHETO Ha AOKYMEeHTUTe B CboTBeTHaTa P3OK.
- PEHTTEHOBN CHUMKM UMM AMCK U OPUIMHANHK (UIIOBE C NMCMEHa UHTEPNPETaLMA Ha PEHTTEHONOMMYHITE M3MEHEHUA OT cneuvanucT no obpasHa avarHocTuka. Wscnepsanusta
cnepsa fa 6vaar nposeaeHn B nabopaTopus 3a obpasHa AuarHocTuka, ckntouuna porosop ¢ H3OK/P3OK. 3a gaBHOCT Ha n3cneasaHeTo ce nprema CpPok OT He noede oT 6 mecela
. npeaun NoAaBaHeTo Ha AOKyMeHTUTe B cboTeeTHaTa P3OK, CbOTBETHO Ha CaKPOUNMAUHM CTaBU N rpLOHaK.
npunarar ce oueHkn no ckana BASDAI wnu ASDAS cnopes copmara Ha 3aBonsiBaHeTo: HeoGX0AMMO e ABYKPaTHO MOTBLPX/AABAHE Ha rokasatenvTe 3a noHe 12 ceamuueH nepuoa Ges
NPOMSIHA B NEYEHUETO; Npunarar ce 1 Asata GuiLa, yAOCTOBEPABALLYM NPOBEXAAHE HA OLGHKUTE, C NOCOYeHa AaTa Ha NPoBExXaaHe, NOANUC Ha CneuwaniucTa, U3BbpLKS OUeHKaTa 1 nevar Ha
nekaps/ne4eGHOTO 3aBeaeHue.
npunara ce 33paBHO 4OCME Ha XPOHUUHO BONeH C NPoCneasBaHe Ha 3a6oNABaHETO OT AMArHOCTULUMPAHETO A0 MOMeHTa: amBynaTopHW NUCTOBE OT NPerneav Npy CneLuanqcT PesMaTonor,
YAOCTOBEpsBaLYM HA3Ha4aBaHe 1 NPOBEXAAHE Ha NPEAXOXAALLA NPOTUBOBb3NANUTENHA TEPanuA 3a NOHe 6 MeceyeH NEPUOA, C OTPa3eHN 03N, CPOKOBE Ha NPUNOXEHME 1 ePEKTUBHOCT,
iiaabnxmenno Aa ce NOCOYBA aKTyasntHo TeNECHO Terno.
ynoc p cec Ha a B Np 1 Ha HaCTOAWMTE U3NCKBAHUA

B. KPUTEPUU 3A NPOOABIMKABAHE HA NNEYEHUETO (SAABITKUTENHU CA BCUYKU KPUTEPUMN):

3a6enexka: BonHuTe cneasa aa 6baaT MOHUTOPUPaHM Ha 12-Ta ceAMULIA OT HAYaNoTo Ha neveHreTo. Mpu KaHAMAATCTBaHE 3a NPOAbIKABaHE Ha NEYEHNETO Cnej 3aBbpLLeH NbpBK
LIECTMECeUEH KyPC Ce OCHLUECTBABA HOBA OLIGHKA U 3aAbMKUTENHO Ce NPEACTABS MeAULMHCKaTa AOKYMEHTaLMs OT npernesa Ha 12-Ta ceamuua

MKB M45.0, M45.1, M45.2, M45.3, M45.4, M45.5, M45.6, M45.7, M45.8

1 MoBnusiBaHe Ha NokasaTenuTe U 3ajbpXaHe BLB BPEMETO: !
60onKa 1 orpaHUYEHN ABWKEHUSA B rpbOHaYHUA CTLNO/IPBAEH KoL
- aKTyanHu nokasatenu 3a aktmeHocT (CYE u C-peakTuseH npoTeuH)
2 CymapHa oueHka Ha nokasarenure: 2
- MoHwxeHne Ha BASDAI ¢ 50% OT U3XOAHOTO HUBO U 33 bpXXaHE BbB BPEMETO Unun
- MoHuxeHnne Ha ASDAS c noseue oT 1,3 1 3agbpXaHe BbB BPEMETO
3 | Nlunca Ha HexenaHn NexapCTBEeHH PeaKkuMH 1 U3KIIoYBaLM kputepum no T. Bu .

npunarar ce ,JlucT 3a aucnaHcepHo Habnopenune” (6n. M3-H3OK Ne 9) ¢ otpasera cTeneH Ha no i€ Ha N IUTE; NONbIHEHA Tabnuua 2 OT NPUNOXeHUEe 2 1 OPUIMHANHU
6NnaHKN YN 3aBepeHu konus OT NabopaTopHW MacneaBanus, NpoeeaeHn B nabopatopus, ckntouuna gorosop ¢ H3OK/P3OK. 3a aaBHOCT Ha u3crneasaHvsTa ce npUema Cpok OT He roseue
oT 1 Mecel Npean NOAABAHETO Ha AOKYMeHTUTe B CboTeeTHaTa P3OK.

npunarar ce oueHku no ckana BASDAI unu ASDAS. Mpu kaHanaaTcTBaHe Cel MbpBu WeCTMeCeUeH Kype Ce Npunarat: oueHka Ha 12-Ta ceaMuua 1 oueHka Ha 6-Tus Mecel) OT HavanoTo
Ha NeYEHMeTo; NPV KaHAVAATCTBAHE 33 NOPEAEH LIECTMECEYEH KyPC Ce Npunara akTyanHa oLeHka C NocoyeHa AaTa Ha NpoBexAaHe, NOANUC Ha CneuynanicTa, M3BLPLIMN OUEHKaTa 1 nevar Ha

nekaps/ne4e6HOTO 3aBeaeHue.
gammxurenno pacer aKTyasnHo T Terno.

yaocrosep ce ¢ nopy Ha Ta B npl 1 Ha wure

B. HEXENAHU NEKAPCTBEHWU PEAKLIUMW - Passutnero Ha HexenaHn nekapcTeeHy peakLun Ce NOTBLPXAaBa Ypes NpeacTassHe Ha
ambBynaTopeH NUCT OT CLOTBETHNA Npernes Wnm konue ot yseaomnenne kb WAN no peaa Ha un. 184 ot 3NINXM
rageHe, rnasobonue, CBETOBLPTEX aneprus
NOBMLUABaHE HA apTEPUanHOTO HanaraHe TEXKa UHeKuus
XEMaTonornyny (xemornobuH noa 80g/l, nekounTi Noa 3500, TpomGoLMTH NoA 90000) U/MNKU GUOXUMMYKM OTKNOHEHUS CbOBPasHO
(hapMaKkonoruyHOTO AO0CUE Ha NPOAYKTa

. UBKNIOYBALLM KPUTEPUU (npu 3anousaHe U Npu NpoAbLKaBaHe Ha NEYEHUETO)
1. AKTUBHa Unu nateHTHa TyGepkynosa
2. OCTbp 1NN XPOHUYEH BMPYCEH XenaTut
3. Heonnactuunu 3abonsiBanns
4. 3actonHa cbpaedHa HegocTaTbuHocT Il v IV dyHkumroHaneH knac no NYHA
5. AnnactyHa aHemus, uapaseHa rpaHynouuToneHus, Muenodubposa
6. MHoxecTBeHa ckneposa v apyrv 6onecTu ¢ aemnenvHusauma
7.1vnca Ha TepaneBTMYEH ecdhekT Ha 12-Ta ceaMMLia Cneja 3anoyBaHe Ha NeveHneTo
8. BPeMEHHOCT U NaKTaums (C U3KMNIOYEHUE Ha CNy4auTe, NOCOYEHU B KpaTKUTe XapaKTEpUCTUKA Ha ONPEAeNeHN NeKapCTBeHN NPOAYKTH)
9. MpekbcBaHe Ha TepanusTa No BuUHa Ha 60MHUA 3a nepyopa noseye OT 2 meceua

OTroBapsi Ha KPUTEPUUTE 32 NMEHEHMUE C .....oooennnniniiainainieinein, BAOHeBHa po3a ...................
cneuyuanu3anpalHa KOMUCUA ...

APTPUT, AKTUBEH W NPOIrPECWUPALL MCOPUATUYEH APTPUT U TEXbK AKTUBEH AHKUNO3WPALL CMOHAUAUT C AHTUPEBMATUYHWU

i .y M3NCKBAHWA HA H3OK MPWU NEYEHUE HA YMEPEH OO TEXXbK AKTWBEH CEPOMO3WTUBEH PEBMATOUOEH APTPWUT, AKTUBEH IOBEHUNEH 7
@ NEKAPCTBEHW NPOAYKTU HAA 18 TOAULLHA Bb3PACT - B cuna ot 15 anpun 2020 roguHa
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NPUNOXEHWUE 1
NUCT 3A ONPEAENAHE HA KPUTEPUUTE NPU 3ANOYBAHE U NPOABIMKABAHE HA NIEYEHUE HA TEXBK
AKTUBEH CEPONO3UTUBEH PEBMATOUAEH APTPUT C RITUXIMAB

[ vme: leew] [ [ [ [ | [T ]]

3abenexka: MeduyuHckama dokymenmayus, yoocmoeepagalua 6CeKu om Kpumepuume e NocoyeHa ¢ yugpa 8 UHOeKC u 3adbKumenHo npudpyxaea
Hacmosuiomo npusoxeue.

Rituximab e nokasaH 3a neyeHve Ha Bb3PACTHU NALMEHTU C TEXDBK aKTUBEH PEBMaTOUAEH apTPUT, KOWTO HE Ce NOBANABAT AOCTaTLYHO UNW
MMaT HeNnoOHOCUMOCT KbM ApyrM GonecT-moanduumpawm aHTupesmartuyHu nekapcrsa (BMAPJ), BknounTenHo Tepanua C eauH unu noseve
BUAOBE MHXNBUTOPYU Ha TyMOp-HekpoTuaupalumsa dakrop (TNF) w/unu uHTepneskuHOBM MHXUGUTOPY.

H30K 3annaiya 3anouBaHe Ha neyYeHue ¢ GUONOrMYHM NeKkapcTBeHu nNpoaykTv Ha 30/, nposexaalum aucnaHcepHo Habnoaexue.

A. KPUTEPUU 3A 3ANOYBAHE HA MbPBU KYPC (SAABMKUTENHU CA BCUYKU KPUTEPUN)
MKB M05.1, M05.2, M05.3, M05.8

1 Curypliaa [NarHo3a — Hanuune Ha 4 1 NoOBEYe KPUTEPUM OT CReaHUTE 7, CbrnacHo AMepuKkaHckusa konex no pesmatonorus (ACR)
1987r.

= cyTpellHa CKOBAaHOCT, NPOAbKaBatLla noseye ot 60 MuHyTH

= apTpuT Ha 3 1 NoBEYE CTaBHU 30HU

s apTpWT Ha CTaBW Ha pbLeTe;

CUMETPUYEH apTpuT

peBmaTouAHU Bb3nn

Hanuuue Ha pesmatounjeH dakTop

PEHTIEHOBU AaHHN 33 PEBMaTOMAEH apTpuT '

2 | PeHTreHONOrM4YHM V3MEHEHNA, NOTBBLPXKAAaBalM TEXECTTa Ha naTtonoruyHus npouec 2 ll-py peHTreHonoruueH crapvi Ha
pesmatouaeH aptput '

3 | Ouenka no ckana Disease Activity Score (DAS28) > 5,1 °

4 | HenoBnusiBaHe oT apyrn GonecT-moaucuuupalyyu aHTupesmatudnu nekapctea (BMAPJI), BKNIOUMTENHO €AWH unu noseuve
GUONOTMYHU NeKapcTBeHU NPOAYKTU (Tymop-HekpoTuaupawms daktop (TNF) wunu WHTEpPNeBKUHOBW WHXMGUTOPW) nAK
HENOHOCUMOCT KbM Apyrv Guonoruusn BMAPA

5 | Jiunca Ha u3kniousawm kputepum no 7. I *

npunarar ce:

- Jvcr 3a gucnaHcepHo HaBntogeHue” (6n. M3-H30K Ne 9);

- nonuvaHeHa Ta6nv||.|a 2 or npunoxexve 2wu opuruHaniu 6nanku unu 3aBepeHn korms Ot naGopaTopuu uscnegsaHUA, NOTBbPXKAABALLW aKTUBHOCTTA HA 3abonssaHeTo.
WscrensanusTa cneaea aa 6baar npoBedeHn B nabopatopus, ckmtouvna gorosop ¢ H30OK/P3OK. 3a paBHOCT Ha w3cnieasaHuaTa ce npuema Cpok OT He noseue oT 1 mecey
npeay NOAABaHeTo Ha AOKYMEeHTUTE B CboTBeTHaTa P3OK.

- PEHTTeHOBU CHUMKW UMM AUCK W OPUrUHanNHuU Q)MII.IOBG C MNUCMeHa WHTEepnpeTaumMa Ha PEeHTreHONOrMYHUTE W3MEHEeHUA OT cneuvanuct no oGpaaHa AnarHoCcTuka.

WscneasanvsTa cneasa Aa 6uAaT nposeaeHn B nabopaTopus 3a 06pasHa AvarHocTuka, cknounna aorosop ¢ H3OK/P3OK. 3a AaBHOCT Ha U3CNEABAHETO Ce Npyema CPoK OT He
noseye oT 6 MeceLa Npean NOAaBaHETO Ha AOKYMEHTUTE B cboTBeTHaTa P3OK.

2 npumnarar ce oLeHku no ckana DAS28: HeoGX0AMMO e ABYKPaTHO NOTBLPXAABAHE Ha nokasaTenvTe 3a noHe 12 CeaMUIeH neproa 6e3 NpomsaHa B NeYeHWeTo; npunarar ce u asara duwa,
AOCTOBEPSBALLM NPOBEXAAHE Ha OLIEHKUTE, C NOCOYeHa AaTa Ha NPOBEXAaHE, MOANUC Ha CTIELMANNCTA, U3BLPLLIMN OLIEHKATa 1 Nevar Ha nexaps/ne4eGHOTO 3aseaeHue.
npunara ce 3ApaBHO AOCHE Ha XPOHWYHO BONEH C NPOCneasiBaHe Ha 3aGONSBaHETO OT AMArHOCTULMPEHETO A0 MOMEHTA: aMGynaTopHu NUCTOBE OT Nperneaw npu cneuuanuct
gesuaronor, YAOCTOBEPSBALLM HA3HAUABAHE U NPOBEXAAHE HA NPEAXOXAALLA TEPanus C OTPaseHN AO3M, CPOKOBE Ha NPUMOKEHNE 1 eeKTUBHOCT.
yAoc ¥ cec Ha Ta B Np 1 Ha HaCcTOAWMUTE NINCKBAHUA

B. KPUTEPUU 3A NPOOABINKABAHE HA JIEYEHUETO (BAABMKUTENHU CA BCUYKU KPUTEPUN)

HeoBX0ANMOCTTa OT AONLNHUTENHM KypcoBe TpaBBa Aa ce OLeHsiBa 24 ceAMULIN CNej NPYKNIOYBaHE Ha NPeALIeCTBaLMS KypC.
MKB M05.1, M05.2, M05.3, M05.8

1 | Peunpus Ha 6onectTa: '

" OTOYHOCT Ha CTaBuTe (CMHOBMAMNEH W3NMB U/UNKU MEKOTbKAHEH OTOK) U CYTpeluHa CKOBaHOCT — HapacTBaHe
noHe ¢ 50%

»  Bpoit Ha BoneaHeHNUTe U OTOYHU CTaBU — HapacTeaHe noHe ¢ 50%

= CYE >40 mm vnu CRP - Hap pedepeHTHaTa 3a naboparopusita CTONHOCT

2 | Ouenka no ckana Disease Activity Score (DAS28) > 3,2°
3 | Nunca Ha HeXenaHn NeKapCTBeHN peakumu U M3KNIoYBalUM Kputepun no 1. Bu . I ¢

npunarar ce: ,Jiuct 3a aucnarcepHo HaGmoaeHye” (6n. M3-H30K Ne 9) ¢ oTpaseHa CTeneH Ha MnoBnMABaHe Ha NokasarenuTe; nonbnHeHa Tabnuya 2 oT NpunoxeHue 2 1 OPUIMHANHN
6NaHKN UNK 3aBepeHn Konus OT NabopaTopHM M3CNeABaHNs, OCbLIeCTBeHn B nabopaTopus, Cknuuna Aorosop ¢ H30K/P30K. 3a pasHOCT Ha uacneasaHusTa ce npuema Cpok OT He
noBeye OT 1 Mecel| Npeam NOAABAHETO Ha AOKYMEHTUTe B CboTBeTHaTa P3OK.

npunarar ce oueHkv no ckana DAS28: oT nocneaHuTe 28 aHv 1 OT 24-Ta CeAMULA OT Ha4anoTo Ha NEeYeHNeTo, Npunarar ce 1 asata uwa, yRoCTOBEPABALLW NPOBEXAAHE HA OLeHKuTe, C
NOCoYeHa AaTa Ha NPOBEXAAaHe, NOANUC Ha CNEUManuCcTa, M3BBPLLNA OLIEHKATa M NeyaT Ha nekaps/ne4eBGHOTO 3aBeaeHue.
sy‘.wb p cec Ha aBnAp 1 Ha HacToAWMNTE UIUCKBAHUA

B. HEXXENNAHU NEKAPCTBEHU PEAKLIUMW - Passuvieto Ha HexenaHn nekapcTaeHi peakLmy Cipsmo GOIecTONpOMEHSILY aHTUPEBMATUHEH NEKapCTBeH NPORYKT
Ce NOTBBLPXAABA Ypes NPeAcTaBsHe Ha aMBynaTopeH SMCT OT CbOTBETHUA NPernea NNy KONMe OT YBEAOMAEHNE KbM VAN no peaa na un. 184 ot 3NINXM
rafaeHe, rnasobonve, CBETOBbPTEX aneprusa
noBULIABaHE Ha apTepuanHoTo HansraHe TexXKa uHdexkums
XEMaTonorvuHY (xemMornoGuH noa 80g/l, neskouuTy noa 3500, TpomGouuTH Noa 90000) M/MnK BMOXUMUYHN OTKNOHEHUSI CbOGPa3HO (hapmakonornyHoTo
flocue Ha npoaykTa

. U3KNIOYBALLK KPUTEPUKN
1. AKTUBHM, TEXKN UHDEeKLun

2. MayuneHT B TEXKO MIMyHOKOMNPOMETNPAHO CbCTORHNE.

3. Texka cbpaeuHa HegocTaTb4HOCT (knac IV NYHA)

4 Paseutue Ha 6eneav Ha NPorpecuBHa MyNTUoKkanHa neskoeHuedanonarms

5 Bonnu ¢ 6pont Ha HeyTpodunHuTe rpaHynouuTy < 1,5 x 10%/1 winnmn Gpont Ha TpomBouuTuTe < 75 X 10°

6. fvua noa 18 roavwHa BbL3pacT.

7 Iunca Ha TepaneBTUuEH edeKT (HENOBNUABAHE NPOABIKUTENHOCTTA Ha CYTPELLHATA CKOBAHOCT; NEPCUCTUPAHE Ha CTABHUA OTOK, HenoBMMABaHe 6pos Ha GonesHenuTe
nivnu oTouHWUTE CTaBk; HenoenuasaHe Ha CYE n CRP)

BpemeHHOCT v nakrauus

©

OTroBaps Ha KPUTEPUUTE 32 NIEUEHUC C ... B AHEBHA 1033 ...................
CNEUMann3UPaHa KOMUCHR ...........ccevvmmneeernnnnniieniacnnens

W3UCKBAHUA HA H3OK NPW NEMEHWE HA YMEPEH 0O TEXbK AKTUBEH CEPOMO3WUTUBEH PEBMATOWAEH APTPUT, AKTUBEH IOBEHUNEH g
APTPUT, AKTUBEH W NPOrPECUPALL MNCOPUATUYMEH APTPUT U TEXXbK AKTMBEH AHKWNO3SUPALL CMOHAWNUT C AHTUPEBMATUYHWU
NEKAPCTBEHW NPOAYKTU HAZ 18 TOAULLHA BBL3PACT - B cuna ot 15 anpun 2020 roauHa



I. NEMEBHO-AWArHOCTUYEH ANTOPUTBHM

1. NEKAPCTBEHW NMPOAYKTWU, Bkniovewn B MMpunoxenue 1 Ha MNC, kouto H3OK 3annawa B CLOTBETCTBME C AeWCTBaWyUTe
HOpPMaTUBHU AOKYMEHTU — Tabnuua 1

NPUNOXEHUE 2

INN MKB AO03A
M05.0, M05.1, M05.3, M05.8;
M07.1, M07.2, MO7.3; * 40 mg npes ceAmuua
ADALIMUMAB MO8.1. M08 3’ M08 41 * uHTeH3udukauus B fo3a 40 mg Bcaka ceamuua unu 80 mg npes
M45.0 M 45‘1’ M 45'2' M 45'3’ M45.4 ceaMMua 3a CpPoKk OT 12 ceamuuu, B CLOTBETCTBUE C KpaTkuTe
M45 5 M :15.6 M ‘;.5_7 M"ts‘a o XapaKTepuCTUKK Ha NekapcTBeHuTe NPoaykTu 3a M05
M05.0, M05.1, M05.3, M05.8;
MO07.1, M07.2, M07.3; . 50
ETANERCEPT MO8.1, M08.3, M08.4; Mg EAUH BT CEAMUIHO
M45.0, M45.1, M45.2, M45.3, M45 .4,
M45.5, M45.6, M45.7, M45.8
M05.0, M05.1, M05.3, M05.8; = NpU 3ano4BaHe Ha neveHue — nbpeu mecey 1200 mg (Ha 0,21 4
MO07.1, M07.2, M07.3; ceamMuum — 2 nbTu AHeBHO No 200 mg)
CERTOLIZUMAB M45.0, M45.1, M45.2, M45.3, M45.4, * nopAbLPXawa Ao3a — 200 mg Ha BCceku 2 ceamuumn
M45.5, M45.6, M45.7, M45.8 WnK anTepHaTUBHA NoAAbPXKailua Ao3a oT 400 mg Ha Bceku 4 ceaMULN
= 50 mg eAuH NBT MECeYHO
MO5I'V(I)(’);’| ? sw:o;wg 5,;’0;” 39 5.8 Mpu nauneHTn ¢ TenecHo Terno Haa 100 kg, npu kouto cnea 3 40 4 03U OT
GOLIMUMAB M45.0. M45 '1 'M 45 '2 ! M45 .3'M 45.4 50 mg eAWH NBbT MECeYHO HEe Ce NOCTUrHe 3aA0BONMTENEH KIUHUYEH
M"‘s 5 M "‘5 6 M 45 7 M45 8 "7 | otrosop, moxe aa ce o6cban nosuwasaHe Ha fosata A0 100 mg BeAHBLX
- o o ’ meceuHo. Mpu nunca Ha TepanesTU4eH OTroBOp cnej 3 A0 4 AONBAHUTENHU
AO3U NEYEHNETO Ce NpeoLeHnBa.
* Npy 3anoyBaHe Ha neveHue:
— 3 mg/kg uHTpaBeHo3Ha UHGy3ua Ha 0, 2 n 6 ceamuun 3a M05
— 5 mg/kg uHTpaBeHo3Ha uHey3ua Ha 0, 2 n 6 ceamuum 3a MO7
— 5 mg/kg nHTpaBeHo3Ha uHay3us Ha 0, 2 n 6 ceamuum 3a M45
M05.0, M05.1, M05.3, M05.8; * nopAbpXaua no3a:
MO07.1, M07.2, M07.3; — 3 mg/kg MHTpaBeHO3Ha UHYy3nsa Ha BCeku 8 ceammuum 3a MO5S
INFLIXIMAB M45.0, M45.1, M45.2, M45.3, M45.4, — 5 mg/kg nHTpaBeHo3Ha HY3NA Ha Bcekn 8 ceamuum 3a MO7
M45.5, M45.6, M45.7, M45.8 — 5 mg/kg nHTpaBeHo3Ha HAY3NA Ha Bceku 6-8 ceamuum 3a M45
*  WHTEH3uMKauma - Npu HEAROCTaTbYEH OTroBOp Ce Aonycka
nosuwasaHe Ha fo3ata ¢ 1,5 mg/kg Ao MakcumanHa posa 7,5 mg/kg Ha
BCEKW 8 ceamuum unu npunoxeHue B Ao3a 3 mg/kg Ha BCeku 4 ceamnum
3a Cpok OT 12 ceagmuuM, B CbOTBETCTBUE C KPATKUTE XapaKTepUCTUKN Ha
nekapcrseHuTe NpoAykTu 3a M05
TOCILIZUMAB M05.0, M05.1, M05.3, M05.8,; * 8 mg/kg WHTPaBEHO3HA MHAY3UA EAUH NBT Ha 4 ceamuum (a0 800 mg)
MO08.2, M08.3, M08.4 * 162 mg NOAKOXHO €AUH NBT CeAMUYHO
= Npu 3anoyBaHe Ha NeveHue — Nbpsu Mecel 45 mg Ha 0 u 4 ceamnum
* noaAbpXKawa Ao3a — 45 mg Ha Bceku 12 ceamuum
USTEKINUMAB M07.1, M07.2, M07.3 AnTepHaTUBHO, NpuU nauueHTu c TenecHo Terno > 100 kg, moxe pa ce
u3nonasat 90 mg.
. * npu 3ano4yBaHe Ha neyenune - 150 mg Ha 0, 1, 2, 3 n 4 ceamumua
s M NTZ NS o | mommupaia s 1501 ewsce
M215 5 M45 6 M45 7 M45 8 o Bb3 0CHOBA Ha KITMHUYHWA OTroBOp A03aTa MOXe Aa ce nosuwm Ao 300 mg.
- - o . Bcska go3a oT 300 mg ce npunara kaTto ABe NOAKOXHMN WHXeKuun ot 150 mg.
Mpu nauynent ¢ MO7.1, M07.2, MO7.3 ¥ CbNLTCTBALY YMEPEHO TEXbK A0
SECUKINUMAB TEXbK NaKkaTeH NCOPUa3uc*, NN KOUTO He ca ce NOBANANYM A0CTaTbYHO OT
nposeaeHata aHTu-TNFa Tepanus:
M07.1, M07.2, M07.3 * Npu 3ano4yBaHe Ha neyeHue - 300 mg Ha 0, 1, 2, 3 n 4 ceamuua
* noaAbLPXKaua Ao3a - 300 mg exemeceyHo
Bcsika ao3a oT 300 mg ce npunara kaTto ABe NOAKOXKHYU UHXeKuum ot 150 mg.
* Npu 3anousBaHe Ha NnevyeHue — npenopbuuTenHa po3a 160 mg Ha
ceamuua 0
* nopAabpxala go3a - 80 mg Ha scaka 4-Ta ceamuua
IXEKIZUMAB MO7.2. MO7.3 Bcska go3a oT 160 mg ce npunara kaTo ABe NOAKOXHM WHXeKuumn oT 80 mg.
o : 3a nauueHTuTe c MCA U CbNbTCTBAL YMEPEHO TeXBLK A0 TEXbK NNakaTeH
ncopmasuc* npenopbuMTENHaTa CXeMa Npu 3anoysaHe Ha neyeHwe e
cbljata, KakTo npu nnakateH ncopuasuc - 160 mg Ha ceamuua O,
nocneasaHa ot 80 mg Ha ceamuua 2,4, 6, 8, 10 n 12.
TOFACITINIB Mo%?by? 5,\;0;\"3 5,\20;\/' 3(,) 58, . 5 mg, npunaraHa Asa nbTU AHEBHO
BARICITINIB MO05.0, M05.1, M05.3, M05.8 * 4 mg, eAnH NbT AHEBHO
* TepaneBTUUHUAT KypC CE€ CbCTON OT 2 WHTPABEHO3HW WHGY3UM no
RITUXIMAB M05.1, M05.2, M05.3, M05.8 1000 mg npes 14 anu.

*[lnarHo3ara ce NOTBLPXKAABA C MEAULMUHCKA AOKYMEHTauus, B CbOTBETCTBUE C KpuTepumuTe, NnocoveHu B Maucksanusta Ha H3O0K 3a
neyeHue Ha TeXbK Ncopuasmc.
_a W3UCKBAHWA HA H3OK NPU NEYEHWE HA YMEPEH OO0 TEXXbK AKTUBEH CEPOMNO3UTWUBEH PEBMATOWAEH APTPUT, AKTUBEH IOBEHWIEH g
‘otz APTPUT, AKTUBEH W NPOrPECWUPALL MCOPWATUMEH APTPUT U TEXBK AKTUBEH AHKWUNO3WPAL, CNOHAUAUT C AHTUPEBMATUYHW
b NEKAPCTBEHU NPOAYKTU HAJ 18 TOAUWHA BBb3PACT - B cuna ot 15 anpun 2020 roguHa
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Mpu 3anoyBaHe Ha Tepanua Ha HOBU GonHM (6e3 nNpeawecTBallo feyeHne ¢ nocoyeHute B Tabnuua 1 INN) ce HasHa4yaBa
NeKapcTBEeHUst NPOAYKT/TepaneBTUYHUA KYPC C Han-ronsiMa pasxoaHa eeKTMBHOCT (Han-4OOpPOTO CHLOTHOWEHUE MeXAY
nocTUraHe Ha TepaneBTUMYEH pe3ynTaT OT NpuraraHe Ha NeKapcTBeH NPoAyKT/nekapcTBeHa Tepanus v pa3xoaBaHe Ha
cpeacrtBa ot 6ioaxeTa Ha H30K 3a cbuwms npoaykT/Tepanus, Npyu CbNOCTaBAHETO MY C APYr/1 nekapcTBeH/n npoayKT/u unu
nekapcTBeHU Tepanuu, NpeAcTaBnsiBaly TepaneBTMYHU anTepHaTMBY U 3annaljaHy HanbIHO Unu YactuuHo ot H30K), Ha
OCHOBaHwue un. 23a, an.1 or Hapen6a Ne4 ot 2009r.

2. NPOCNEAABAHE:

| MME: e [ [ [ [ [ [ [ [ [ ||
Tabnuua 2
U3CNEABAHUA U3XO04HU HA BCEKU 6 MECELIA
Terno 4 v
Disease Activity Score (DAS28) (M05.0, M05.1, M05.3, v v
M05.8, M08.2, M08.3, M08.4, M07.1, M07.2, M07.3)
Bath Ankylosing Spondylitis Disease Activity Index (BASDALI) v v
(M08.1, M07.1, M07.2, M07.3, M45.0, M45.1, M45.2, M45.3,
M45.4, M45.5, M45.6, M45.7, M45.8)
Ankylosing Spondylitis Disease Activity Score (ASDAS) v v
(M45.0, M45.1, M45.2, M45.3, M45.4, M45.5, M45.6, M45.7,
M45.8)
CRP (C - peakTBEeH NpoOTENH) v v
CYE v v
NKK/OKK v v
ACAT v v
ANAT v v
Xonecrtepon (M05.0, M05.1, M05.3, M05.8, M08.1, M08.2, v -
M08.3, M08.4)
Tpurnuuepuau (M05.0, M05.1, M05.3, M05.8, M08.1, M08.2, v -
M08.3, M08.4)
Ypes (M07.1, M07.2, M07.3 3a Ustekinumab) v -
Kpeatunud (M07.1, M07.2, M07.3 3a Ustekinumab) v -
Waaler Rose/RF (M05.0, M05.1, M05.3, M05.8) v -
Ty6epkynuHosa npoba v -
XenaTtuTHu mMapkepm v -
PexTreHorpacus Ha sacerHati obnacru/ctasu v -
PeHTreHorpadusi Ha rpbAeH kol n 6sn apob v -
KoxHa 6uoncua (M07.1, M07.2, M07.3) v -

* Npunarat ce OpUrMHanHU GraHKW WnM 3aBepeHn Konus OT NaGopaTopHU U3CneABaHUA, NOTBBLPKAABALUM AKTUBHOCTTA Ha 3abonsBaHeTo.
WN3cnepsanusTa cneasa aa 6uaaT ocbliectseHn B nabGopartopus, ckniouuna gorosop ¢ H3OK/P3OK. 3a aasHOCT Ha uscneABaHusTa ce npuema
CPOK OT He noseye OT 1 Mecel Npeau NOAABAHETO Ha AOKyMeHTUTEe B choTeeTHaTa P30OK.

** 33 bIKMTENHO Ce NpunaraT CHUMKN UMW AUCK OT PeHTreHorpadusa Ha 3acerHatu obnacTu/crasu n opuruHanHm uwoBe OT pa3ynTaHETo
Ha o6pasHuTe n3cneasaHus. WacneasannsaTa cnepsa Aa GbaaT ocbllecTBeHn B nabopatopus 3a ofpasHa AvarHoCTuka, ckniouuna Aorosop C
H3OK/P30K. 3a aaBHOCT Ha U3CneABaHETO Ce NpueMa CPoK OT He noseye OT 6 Meceua nNpeau NOAaBaHETO HAa AOKYMEHTUTE B CbOTBETHaTa
P30K. He e Heo6x0a1Mo Aa ce npunara CHUMKa UM AUCK OT PeHTreH Ha 6sn apo6!

** npunara ce opurMHanHa 6naHka ¢ pesynrar or nposegeHa Ty6epkynuHosa npoba.

Il. OB UBNCKBAHUA

1. Bb3apacToBaTa rpaHuUa Ce U341CrABaA B HABLPLUEHN FOAMHN - T.€. BKIIOUNTENHO KbM AataTa Ha u3jasaHe Ha npoTokona ot
cneuuanusmpaHara KoMUcus.

2. Mpv Ha3Ha4YaBaHe Ha Tepanus Mo NPOTOKON 3aZbIMKUTENHO Ce CbobpassBaT Bb3PaCTOBUTE OTPAHUYEHUS, CbIMNACHO KpaTkaTa
XapaKTepUCTUKa Ha CLbOTBETHWS NeKkapcTBeH NPOAYKT, yTBbpAeHa no peaa Ha 3JIMXM.

3. H30K He 3annaua neyeHne U3BbLH ykadaHaTa Bb3pacToBa rpaHuLa B KpatkaTa Xxapakrepuctuka Ha npoaykra.

4, H30K He 3annatla neyeHune ¢ A03u Ha4 MaKCUManHoO paspelieHuTe No KpaTka xapakTepucTuka Ha NnpoaykTa.

5. B cnyuait Ha HacTbNUNa NOAO3UPaHa HeXenaHa nekapcTBeHa peakuusi, nekapst yseaomssa WAN no peaa Ha un. 184 ot
3MINXM. Konue oT cbobLueHneTo ce npunara KbM MeauumHckaTa aokymeHTaumst Ha 3011 npu kaHanpaTtcTeaHe 3a nevexue.

6. CMEUMANUIUPAHATA KOMUCUA nsnasa Pewenne cnea nposeaeHa AMGynaTtopHa npoueaypa Ne 38 ,OnpeaensHe Ha nnaH
Ha neuyeHvie U NPocneasBaHe Ha TEPaNeBTUMHWUSA OTrOBOP NPU NAUMEHTK, NONyYasBaliM CKbNOCTPYBaLLM NEKapCTBEHN NPOAYKTU NO
pena Ha un. 78, T. 2 330" Ha ocHoBaHue un. 53 1 un. 309 ot HauWoHaneH paMKoB AOroBOP 3@ MEAULIMHCKUTE AENHOCTM Mexay
HauvonanHata 3apaBHoocuryputerniHa kaca n Bbnrapcku nekapcku cbio3 3a 2020-2022r. (o6H., [1B, 6p. 7 ot 24.01.2020 r.) un
npepoctaseHa ot 30J1 MeamuMHcka AOKyMeHTaums. CneuuanusupaHaTa KOMUCUSt CbxpaHsiBa eiuH ex3emMnnsap oT PeluenueTo,
CbXpaHsiBa BTOPU EK3EMMNMSP Ha NPOTOKONa/M, BCUMKM HEoOXOAUMM JOKYMEHTU 32 W3AaBaHETO My W Konue OT npunoxedue 1 Ha
HacTOSILLMTE N3UCKBAHUSA, NOMbIIHEHO NO CLOTBETHATA TOYKA U NOANWCAHO OT YIIEHOBETE Ha cneuuanaMpaHata KoMUcUst.

Hacmosiwume u3uckeaHusi ca pa3pabomeHu Ha OCHogaHue 4. 58 om HauyuoHnaneH pamkos 002080p 3a MeGUUUHCKUME
deliHocmu mexdy HayuoHanHama 30pasHoocugypumernHa kaca u Bbnieapcku nekapcku cbio3 3a 2020-2022r. (obH., B, 6p. 7 ot
24.01.2020 r.), enusam e cuna om 15 anpun 20202. Ha ocHogaHue peweHue Ne P[]-HC-04-36/06.04.20202. u ommeHsm
delicmeawume u3uckeaHus, 8 cuna om 15 mali 20192. Ha ocHoeaHue peweHue Ne P-HC-04-38/08.05.2019e.

W3NCKBAHUA HA H3OK NPWU NEYEHWE HA YMEPEH O TEXXbK AKTUBEH CEPOMNO3WTUBEH PEBMATOWAEH APTPWT, AKTUBEH IOBEHWNEH 10
APTPUT, AKTUBEH W TMPOMPECUPALL NCOPUATUYEH APTPUT N TEXBK AKTUBEH AHKUNO3WPALL CNOHOUAUT C AHTUPEBMATUYHU
NEKAPCTBEHW NPOAYKTU HAQ 18 TOAULLHA BL3PACT - B cuna ot 15 anpun 2020 roguHa



NPUNOXEHUE 3

AEKNAPALUA 3A UHOOPMUPAHO CHIMACUE C UBUCKBAHUATA 3A 3ANOYBAHE/ NPOABMKABAHE HA
NEYEHUETO C NEKAPCTBEHUA NPOAYKT

aesaes ssussesassensnnn ssscscsssncssennnns sssssscsscscecsssascncsssessisnsssrsssnnnan

cnes Kato ce 3ano3Hax C uanata MU npeaoctaBeHa  MHgopmauus M uenta Ha nevYeHMeTo C neKapCTBeHws
TIPOAYKT. ...ttt ettereeete et e s te e et ente e e seessen s e et anssassaestaseesbessseseebeesbeeanenseeasenneerees ¥ cnep Kato nonyuux uayepnaTtesniHu OTroBOpY Ha
rnocTaBeHUTe OT MEH BbNPOCK, AeKnapupam ye:
1. WHdopmupaH cbm 3a 0TKas OT Mal4MHCTBO / BaLMHCTBO NO BpemMe Ha NPOBEXAaHe Ha NeYeHWe C rOpPenoCcoYeHUst
nekapcTeBeH NpoAyKT (NOCOYEHU B KpATKUTE XapakTEPUCTUKW HA ONpeaeneHn NeKapcTBEHU NPOAYKTH).

OA HE

LLle cnassam npenopbyaHaTa MU CXema Ha fiedeHne U NEPUOANYHOCT Ha KOHTPONHUTE Nperneau.

3. PepoBHO We ce sABABaM Ha KOHTPONMHW Nperneay v HaAMa Aa NPOMEHAM CaMOBOMHO WM MOA APYro BHyLIEHWUE
Ha3HaueHaTa Mu Tepanvs.

4. [pwn npeycraHoBsiBaHE Ha NEYEHUETO MO NPUYUHU, HENPOU3TUYALLM OT pewleHneTo Ha KomucuaTa 3a ekcneptuam 8 P30K
n/vnu Komucusita no un. 78, 1.2 ot 330, we yseaoms HeszabaBHO nuuHua cu nekap n P30OK u we sbpHa B P30OK
nocneaHusi NPOTOKON, MO KOWTO CbM NoNy4Yasas/a NekapcTBEHUst NPOAYKT.

5. [llpu Hecna3BaHe Ha NOCOYEHUTE YCFOBUSI NEYEHMETO MU C YNOMEHATWUsi NeKapcTBeH NPOAYKT Lie 6bae npekpaTeHo u
HsMa aa umam npeteHumnm koM H3O0K.

U3NCKBAHWA HA H3OK NP NEYEHWE HA YMEPEH [0 TEXXbK AKTUBEH CEPOMO3WTUBEH PEBMATOWAEH APTPUT, AKTMBEH IOBEHWUNEH 11

: NEKAPCTBEHW NPOAYKTWU HAZ 18 TOAWULLUHA Bb3PACT - 8 cuna oT 15 anpun 2020 roguHa

@APTPMT. AKTUBEH W NPOIPECUPALL NCOPUATUYEH APTPUT WU TEXBbK AKTMBEH AHKWNO3WPALY CMNOHOWAUT C AHTUPEBMATWUHMW



