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U3UCKBAHUA HA H3OK
NPU NEYEHUE HA CEPONO3UTUBEH PEBMATOULEH APTPUT,
IOBEHWUIIEH APTPUT, NICOPUATUYEH APTPUT U AHKUITO3UPALL
CNOHAUNUT C BUONNOT'NMYHU AHTUPEBMATUYHU NNIEKAPCTBEHM
NPOOYKTU NPU BONMHU HAQ 18 TOAULLHA Bb3PACT

B U3SBBbHBONTHUYHATA NMOMOLL
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MPY U3OABAHE HA MPOTOKO/N 3A NPOBEXAAHE HA NIEYHEHUE HA CEPONO3UTUBEH
PEBMATOWAEH APTPUT, OBEHUNEH APTPUT, NCOPUATUYEH APTPUT U AHKUITO3UPALLL CNOHAUNUT
C BUONOMMYHU NIEKAPCTBEHU NMPOAYKTU HAL 18 FOAULLHA BB3PACT
(Adalimumab, Etanercept, Certolizumab, Golimumab, Tocilizumab, Rituximab)

[MpPOTOKOMBT Ce M3AaBa OT CMeLUanucTi C KOAOBE Ha cneunanHocT 20 — peBMaTonorusi, paéoTewu no 4orosop ¢
H3O0K, eKcnepTHOTO CTaHOBMLE Ce M3AaBa OT CreuuanuaupaHa komucus B nevebHu 3aBefeHusi 3a GonHUYHA nomouy,
cknounnu aorosop ¢ H30K. Cneunanmanpannte KOMUCUM Ce Cb3jasat Cbe 3anoses Ha avpekTopa Ha 13: YMBAJ "Cs. Usan
Puncku" EALL rp. Cocpua, YMBATN "Cs. l'eopru" EALL rp. Mnosave, YMBAJ ,Cs. Mapuna” EAL] rp. Bapha.

I PE[] 3A 3ABEPSIBAHE HA MPOTOKONUTE

[poTokonu 3a 3ano4YBaHe Ha TepanuaTa

cneuuanucT, CKoyun » = [lonbiHEHO W NOANUCAHO NpunoXeHue 1 — NUCT 3a onpeaensHe Ha kpuTepunTe
norosop ¢ H30K (no T.A) ¢ BCUYku Heobxoanmu nacneasaHus

= AmGynaTtopeH nucTt/ eTanHa enuKpu3a oT NoCNeaHus npernes C nNpunoXxeHu
BCUYKM HEOBXOAUMM NOKa3aTeNn 1 N3CneaBaHus No NpUNoxexue 2

= ‘“lpoTokon 3a npeanucsBaHe Ha nekapcTea, sannawanm ot H3OK/P3OK” — obp.
M3-H30K

cneuuanuanpaxa
KomMucHs — | = EKCnepTHO CTAHOBMLLE C iCHA MEAVNLIMHCKA MOTUBALIMS (3aABbIMKUTENHO ce

otbens3Ba nMnca Ha U3kNiYBaLLn KpuTepum)
= “[MpoTokon 3a npeanuceaHe Ha nekapcrtea, 3annawaxn ot H3OK/P30OK” — 06p.M3 —
H3O0K (noanucaH oT YneHoBeTe Ha KOMUCUATA)

MpoTokonu 3a NpoAbIKaBaHe Ha TepanuaTa

CNeumanucT, ckioumn » = AmGynaTtopeH nucT/ eTanHa enukpu3a oT NocneaHus npernes ¢ NpUNoXeHu

norosop ¢ H30K BCUYKM HEODXOAMMM N3CNeaBaHUA No NpUnoxexHue 2
= [lonbMHEeHO U NOANUCAHO NpPUMNOXeHUe 1 — NUCT 3a onpeaensiHe Ha KpUTepunTe
(no 1.6)
= “lpoTokon 3a npeanuceaHe Ha nekapcTea, 3annawaxu ot H3OK/P3OK” — o6p.
M3-H30K

cneuuanuanpaxa

Komucus —> = EKCNepTHO CTAaHOBMLIE C SiCHA MEJULIMHCKA MOTUBALMA (3aABIKUTENHO ce
otbens3ea NUNca Ha CTPaHUYHU peakuun 1 ce Npaeu oLeHKa Ha edpekTUBHOCTTa Ha
TepanusTa)
= “lMpoTokon 3a NpeanucBaHe Ha nekapcTsa, 3annawanun ot H30K/P30K” — o6p. M3
— H30K (noanucaH oT YneHoBeTe Ha komucusTa)

Il. OBLUW NONOXEHUA
1. 330/1 nopgasa noaroTeeHuTe AokymeHTH B P30K, Ha TepuTopusTa Ha KOSITO e Hanpasuno us6op Ha OMJ1. JokymeHTute
BKIIOYBAT:

1.1 3asBnenue fo [upektopa Ha P3OK.

1.2 MonbnHeHo W nognucaHo npunoxexue 1. Monbnea ce No CbLOTBETHATa Touka W ce npunara oTpaseHaTa B uudpos

MHAEKC MeAULIMHCKA JOKyMEHTaLus), yA0CTOBEpsiBaLLa BCEKM eANH OT KputepuuTte.

1.3 MbnHuAT Habop uacneaBaHus (PU3NKANHW, UHCTPYMEHTANHN u nabopaTopHy), OTPa3eH B NPUNoXeHue 2.

1.4 “MpoTokon 3a npeanucBaHe Ha nekapcTea, 3annawanu ot H3OK/P3OK™ — obp. M3-H3O0K, n3paneH ot nekaps
cneuuanuct, paboteuy no aorosop ¢ H3OK. Mpunara ce opuruHan Ha NpoTokona, a Npu kaHanAaTCcTBaHe 3a NpoAblkasaHe Ha
TepanusTa ce NpeAcTass OPUrMHaN Ha NPeAXoAHUs NPOTOKON C OTPA3EHN BCUUKM HA3HAYEHUSI N0 Hero.

1.5 [leknapaums 3a UHchopMupaHo cbriacue no obpasey (npunoxexue 3)

2. P30K npuema AOKyMeHTUTE No T. 1 crepa cnpaBka OTHOCHO 3APaBHOOCUIYpUTeNnHuA ctatyc Ha 330/1.
3. MbLPBUAT U BCEKM CrieABall NPOTOKON ce u3aasat 3a nepuoa Ao 6 meceua.

2
W3UCKBAHUSA HA H30K 3A NPOBEX/AHE HA NIEYEHWUE HA CEPONO3UTUBEH PEBMATOWAEH APTPUT, IOBEHWUNEH APTPUT, NCOPUATUYEH

-}
APTPUT W AHKUNIO3UPALL CNOHAUNWUT C BMONOMMYHU AHTUPEBMATUYHW NEKAPCTBEHU NPOAYKTU

4
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TIUCT 3A KPUTEPUM NPU 3AMNOYBAHE HA NEYEHWE HA CEPOMO3UTUBEH PEBMATOUAEH APTPUT,
IOBEHUIEH APTPUT, MCOPUATUYEH APTPUT U AHKUNO3WUPALL CMOHAUIUT C AHTULIMTOKUHOBU NIEKAPCTBEHU

NPOAYKTH

Wme:

[Ern] |

0 N O P

3abenexka: MeduyuHckama OOKyMeHmauus, yoocmosepsisausa 6CeKu om Kpumepuume e nocoveHa ¢ yucppa 6 UHOEKC U 3adbiKumesHo

npudpy)kaea Hacmosuw,omo npusioxeHue.

AHTULUTOKUHOBUTE fEeKapCcTBEHU NPoAyKTU ce npunarat kato BTOpa NIMHUA Ha reveHue, KoraTto nbpBaTa NMHUA € buna

HeycneLHa Ui nauveHTbT He A NoHacs.

A. KpuTepuu 3a 3ano4BaHe Ha nb

BU Kypc (JGA'bn)KMTenHM Ca BCUYKU KpUTE|

um)

MKB M05, M08

MKB M45

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

CurypHa auarHosa — Hanudue Ha 4
1 NoBeYe KpUTEPUM OT cneaxuTe 7,
CbrnacHo AMepUKaHcKnsa Konex no
pesmartonorus (ACR) 1987r.

. CyTpellHa CKOBaHOCT,
npoabnxasalya noseye ot 30
MUHYTN

apTpuT Ha 3 1 noBeye CTaBHU 30HU
apTpuT Ha CTasu Ha pbueTe;
CUMETPUYEH apTpuT
pPeBMaTonAHN BBb3NU

Hanuuue Ha peBmatoujeH dakrop
PEHTreHOBU AaHHW 3a
peBmaTouaeH apTput

CurypHa gmarHosa — Hanuuue Ha

PEHTIEHONOMMYHUTE KPUTEPUN U NOHE

e[VH OT KNMHUYHWTE (CbINacHo

moauduumpanute New York Criteria,

1984 ):

KnuHunynu kputepum

. 6oska B rbpba: HanuyHa oT noseye ot
3 Mec., KosiTo ce noaoBpssa oT yeunus,
HO He ce obnek4asa npu Nokoi

. orpaHuyeHn ABWKeHUs Ha rpbbHaka B
carutanHarta v (poHTanHaTa pasHuHa

L orpaHuyeHmne B NOABWKHOCTTa Ha
TPBAHNA KO B CpaBHeHune ¢
Hopmanuure CTOWHOCTW 3a nona u
Bb3pacTTa

PeHTreHonornyHm kputepnm

. KapTuHa Ha cakpouneut — cT. > 2
6GunatepanHo unu 3-4 yHunarepanHo A

CurypHa AuarHo3sa — Hanuyue Ha

3 unu noseye TOYKN CbIMacHo

CASPAR kpuTepuuTe:

= AMarHocTMUWpaH psoriasis,
NUYHA UNK haMunHa aHamHesa
3a psoriasis (2 Touku)

. TUNUYHU HOKBTHU Neaum (1
TouKa)

= HeraTueeH RF, ¢ usknioyenve Ha
narekc npo6a (1 Touka)

=  PentreHosu Genesu 3a
ncopuatnueH apTput (1 Touka) '

Disease Activity Score (DAS28)

MoTBbPXKAABaHE Ha MNOCTOsHHA
akTuBHa Gonect upes:

MoTBbpAEHa AnarHosa ot
KNUHUYEH npernej ot

>512 = Bath Ankylosing Spondylitis Disease
i Activity Index (BASDAI) - none 4 [AEepMaTonor Unu KoxHa Guoncus *
eANHIUMn

HenoBnusiBaHe OT CUHTETUYHU HenosnusiBaHe noHe oT Ase HenoBnusiBaHe OT CUHTETUYHM
BMAPIJ1 (meToTpekcar, nocnegosarento npunaradu HCMNBC B BEMAPIJ1 (MeToTpekcar,
nednyHomuz, cyndacanasut u ap. NPOABIKEHNE Ha-Manko Ha 6 meceua nednyHomua, cyndgacanasut u
KaTo MOHOTepanus unn 3a ueHTpanHa copma. Ap. kKaTo MOHOTEpanus unn
komBuHupaHa Tepanus ¢ K) B HenoenusiBaHe 0T KOMGUHUPAHOTO KoMbuHupaHa Tepanus ¢ MK) B

3 | ONTMMAnNHY KypCOBE 1 03U 3a NOHE neyenue ¢ HCMNBC u cyncbacanasuH 3a ONTUMATHM KypcoBe U /1031 3a
6 meceyeH nepuog. TepanusTa nepucepHu hopmu roxe 3a 6 noHe 6 MmeceyeH nepuopa.
cneasa Aa e buna HeycnewHa ot meceueH nepuoa * TepanusaTa cneapga aa e 6una
noHe ABe OT THX, KaTo eAHOTO HeycneluHa OT NnoHe /Be OT TsX,
3a4bIKUTENHO € MeTOTpekcaT npu KaTo €AHOTO 3a4bMKUTENHO e
ceamuuHa fosa 20 mg ® METOTpeKcaT Npu ceaMuyHa aosa

20mg*®
n Jlunca Ha n3knoYBalm KpuTepum Jlunca Ha U3KNYBaLWmn KpUTepum no Jlunca Ha u3knioyBawm

not.B*

8!

Kputepumno 1. B *

' npunarar ce 3aALIKUTENHO Ha OpPUrMHanHa 6naxka ot nabopaTopHO U3CNeABaHe Ui 3aBePeHO Konue, Npu Hanuyue Ha XoCcnuTanu3auus c
AaBHOCT A0 1 Mec. Npeau KaHAWAATCTBAHETO, Ce npunara envkpusa W3 ¢ Ne. pu_ncopwatnyeH apTpuT 3aAbIDKUTENHO Ce NpeacTaBs

ambynaTopeH N1CT OT Npernea npu AepMaTonor unu KoxHa QHQHCHH Ha

opurnHanHa GnaHka unu NoANUCaHO 1 3aBEPeHO Konue

npunara ce oueHka no ckana ceoTeeTHo DAS28, BASDAI, HeobXoANUMO e ABYKPaTHO NOTBbPXAaBaHe W Ha nokasaTenure 3a noxe 12 ceamuyeH
nepvoja Ges npomsiHa B nevyeHuneTo, npunarat ce u gsarta d)VILLIa yAocTosepsBsalwn npoBexaaHe Ha oueHkata
J aMGynaTopuu NINCTOBE WK eTanHa enukpusa oT nperneau npu cneuunanucr, YAOCTOBEpsABalUWM Ha3Ha4yaBaHe Ha NpPeAxoAHa Tepanus C
OTpa3eHy CPOKOBE Ha NPUNOXKEHWUE U PA3BUTI HEXENaHW NekapCTBEeH peakuum®, 3anoyHara Tepanus ¢ BMAC, cpokoBe, ehekTuBHOCT
‘ynocmaepnaa ce c noAnuc Ha cneuuanucTa B npunoxeHue 1 Ha HACTOSALMUTE UINCKBAHUA

*3a6enexka: PasBUTMETO HA HEXEeNaHU NekapcTBeHW peakuuu CNpsamMo npoBeaeHaTa b6asnucHa Tepanus ce NoTBLPXAABA Ype3 NPeACcTaBsHe Ha
amBynaTopeH NUCT OT CbOTBETHMSA NPerneA W/unu Konue oT yBeAOMNEHUETO KbM WAIN no peaa Ha un. 183 ot 3/MXM.

Orroaapﬂ Ha KpuTepuuTe 3a 3anoysaHe
nevyexHuwe c

’@,

B AHEBHa fj03a

3
W3UCKBAHUA HA H30K 3A MPOBEX/IAHE HA IEYEHWUE HA CEPONO3UTUBEH PEBMATOMAEH APTPUT, lOBEHWUNEH APTPUT, MCOPUATUYEH
APTPUT 1 AHKUITO3UPALL CMIOHAWNT C BUONOTMYHN AHTUPEBMATUYHU NEKAPCTBEHW NPOAYKTN
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TINCT 3A KPUTEPUU NPU NPOABIMKABAHE HA NEYEHUETO CEPOMO3UTUBEH PEBMATOUAEH APTPUT,
JOBEHWUIMEH APTPUT, NCOPUATUYEH APTPUT U AHKUITO3UPALL CMIOHAUNUT C AHTULIMTOKMHOBW NNEKAPCTBEHU

NPOAYKTU

rMMe:

[ ErH |

[ T T [ [ [ I 1

|

3abenexka:
HacmosUomo npuoxKeHue.

3ab6enexka: bonxute cneasa Aa 6baaT MOHUTOPUPAHK Ha 12-Ta cegMmua OT HavanoTo Ha nNevyeHneTo.

MeduyuHckama OoKymeHmauus, yoocmosepsealya 6ceKu OMm Kpumepuume € nocodera ¢ yugpa 6 UHOEKC U 3adbIUKUMENHO npuopyxaea

»  NpW KAaHAWAATCTBAHE 3a NPOABIKABAHE HA NEYEHWETO Crej 3aBbPLIEH MbPBY WECTMECeYeH KypC ce oCbliecTsasa HoBa
OLEHKa 1 3aABIKUTENHO Ce NPEACTaBs MEAULMHCKATa AOKyMEHTaLWs OT nperneaa Ha 12-a ceamuua

= NpW NAUMEHTH, NPU KOWTO AKTWBHOCTTA Ha 3aGONSBAHETO He Nokassa 3HAUMTENHo NoaoGpeHve (MpomsHa ¢ < 20% Ha
M3CneABaHUTE KNMHWYHI M NaBoPaTOPHN NoKasaTenk 3a BCAKO 3aGoNABaHe, CNPSMO 3XOAHUTE CTOWHOCTM) B pamkuTe Ha 3 — 6
MeceLa, MoXe Aa Ce NPeMUHe KbM ApYr aHTMUMTOKMHOB NEKapCTBEH NPOAYKT.

B. KpuTepuu 3a Nnpoab/ikaBaHe Ha Nle4eHNeTo (3aAbIDKUTENHN Ca BCUYKN Kputepum)

MKB M05, M08

MKB M45

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

MoBnusiBaHe Ha nokasaTenure:

= OTOYHOCT Ha CTaBUTe (CUHOBMANEH
W3NUB W/MN MEKOTBKaHEH OTOK) 1
CyTpelHa CKOBaHOCT — HamansBaxe ¢
noHe 50% ¥ 3apbpXaHe BbB BPEMETO

= Gpoit Ha GonesHeHuTe U OTOYHN CTaBn
— HamansiBaHe c noHe 50% u 3agbpxave
BbB BPEMETO

= CYE —nog 40 mm unu CRP -
oTpuLATEneH 1 3agbpxkaqe

BbB BPEMETO |

MoenusiBaHe Ha nokasarenuTe:
= Bonka B rbpba
= orpaHudeHUe B NOABIKHOCTT '

MoBnusBaHe Ha nokasarenure:

* OTOYHOCT Ha CTaBuTe (CMHOBMAnNeH
M3N1B W/UNN MEKOTBLKAHEH OTOK) U
CyTpeLHa CKOBaHOCT — HamansiBaHe
noHe ¢ 50% v 3aabpxaHe BbB BpeMeTo
= 6poit Ha BONesHeHUTe U OTOYHMN CTaBM
— HamansBaHe ¢ noHe 50% u
3a/’bp)XXaHe Ha Te3n CTOWHOCTM BbB
BpemeTo

= CYE - noa 40 mm wnu CRP —
oTpuLaTeneH 1 3ajibpxaHe BbB
BpemeTo

CyMmapHa oLieHka Ha nokasarenure -
2 | noHnxeHue Ha DAS28 ¢ noseye oT
1.2 ¥ 3agbpXKaHe BLB BpeMeTo *

= PenaTusHo noHwkeHue Ha BASDAI ¢
50% unn abcontoTHa NpomsiHa oT 2
nyHkTa ot BAC (no ckanata ot 0 go 10
€M) OT U3XOAHOTO HUBO N 3aAbpxaHe
BbB BPEMETO;

= ASDAS >1,3?

3 | Nunca Ha HexenaHa nekapcTeeHa
peakums U U3KIIoUBALLYN KpUTEpPUM
not.B®

Nunca Ha HexenaHa riekapcTeeHa
peakums 1 U3KNIYBaLM KPUTEPUH MO
T.B°

Tunca Ha HexenaHa nekapcTBeHa
peakuus 1 M3KNYBawm
Kputepum no 1. B *

TamMGynaTopen nUCT/ eTanHa enukpu3a C OTpa3eHa CTENeH Ha NOBNUABAHE Ha NOKA3ATeNvTe; OPUrMHANIHM GNaHKM UNi 3aBepeHu Konus OT akTyank naBopaTtopHu
MacneaBaHns (C NOCOYEHM PehepeHTHI CTOMHOCTU 3a CbOTBETHaTa NaGopPaTopWs), NPV HaNMYME Ha XOCMTANU3aLWA ¢ AABHOCT A0 1 MEC. NPEAM KAHAUAATCTBAHETO,

ce npunara enukpusa U3 ¢ Ne

npunara ce oLeHka no ckana cboTseTHo DAS28, BASDAI, ASDAS, BAC (BAC HacTosLya i NpeAXoaHa, KaTo NPeAXOAHa Ce npunara camo npu Nbpso NPOABINKEHUE)
®ypocToBepsiBa Ce C NOANMC Ha CIeLMAniCTa B NPUNOXeHNE 1 Ha HACTOAWMTE U3UCKBAHUA U Ce noNbLNBa Ta6n.1

Tabn. 1 HexenaHu nekapcTBeHU peakummn

rapeHe, rnaBobonue, CBETOBBLPTEX

aneprua

nosuLLIaBaHe Ha apTepuanHoTo HansraHe

Texka MHdekuma

hapMakonornyHoTo A0CUE Ha NPOAYKTa

Xematonoruitn (xemornobut noa 80g/l, neskouuTi no 3500, TPOMBOUUTY NoA 90000) u/unn GUOXUMUYHI OTKNOHEHNS CbOBpPasHo

B. U3KMIOYBALLW KPUTEPUM (npy 3anoyBaHe 1 Npyu NpoabIiikaBaHe Ha rieveHneTo)

BpeMeHHOCT v nakTauus

HeonnacTtuuxu 3abonasaHus

2O 0NOORGN R

AKTUBHa N NaTeHTHa TyBepkynoaa ( TyGepkynuHosa npota)
OCTBP UMK XPOHUUEH BUPYCEH XENaTUT ( XenaTuTHW Mapkepw)

3acToiHa cbpaeyHa HepoctatbuHocT IV knac NYHA
ANnacTuyHa aHemusi, U3pasena rpaHynouuTonexus, muenodubposa (MKK ¢ AKK, npu HeoGXoAMMOCT koHCynTauus ot Xemaronor), numgom
MHOXecTBeHa Cknepoaa v apyri 60nectv ¢ gemnennHnsayns

Nunca Ha TepanesTUdeH eekT Ha 12-Ta CEAMMLA CrieA 3aMoUBaHe Ha NeYeHNeTo (HeNoBNUSBAHE NMPOABIKMTENHOCTTA Ha CYTPELHaTa CKOBAHOCT,
nepcucTUpaHe Ha CTaBHUA OTOK; HenoBnMsBaHe Gpos Ha 60Me3HeHUTe W/WnM OTOYHUTE CTaeu; Henosnussaxe Ha CYE n CRP)

. TpekbCBaHe Ha TepanusiTa no BUHa Ha GONHWA 3a NEPUOA NoBeYe OT 2 Meceua
0. BkniousaHe Ha 330]1 B KNUHUYHO NpOyyBaHe™

* Komucusima, Kosimo e Ha3rayuna nedeHuemo u Habmodaea 330/1, € OnbxHa He3abasHoO da yeedomu Komucusima 3a ekcnepmu3u no 4s1. 78 & LIy Ha H3OK. Tesu
6orHU ce 3anuceam & omOeneH PeauCbp U He 2yGAM Npagomo Cu 3a NPOObIXasaHe Ha IeYeHuemo cried NPUKNIYEaHe Ha KNUHUYHOMO poy4eare cried akmyanta

oueHka om cneyuanuiupaHama KoMucus

OTroBaps Ha KputepuuTe 3a
npoAbMKaBaHe Ha NeYeHneTo ¢

@

B AHEBHa Oo3a

4
WN3UCKBAHUS HA H30K 3A MPOBEXIAHE HA IEYEHWE HA CEPOMO3NTUBEH PEBMATOMAEH APTPUT, OBEHWNIEH APTPUT, NCOPUATUYEH
APTPUT U AHKUAO3WPALL CNOHAWAWNT C BUONOMMYHA AHTUPEBMATWYHU NEKAPCTBEHU NPOAYKTW
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JTINCT HA KPUTEPUU MPU 3ANOYBAHE HA JIEYEHUE HA CEPONMO3UTUBEH PEBMATOUOEH APTPUT U
FOBEHUNEH APTPUT C TOCILIZUMAB

[Wme: [er] [ T T T T T [ T 1

3abenexka: MeduyuHckama OKyMeHmauusi, yoocmoeepsiealya CeKu Om Kpumepuume e nocodeHa ¢ yugppa 6 UHOEKC U 3adbIKUmMesnHo
npudpyxaea HaCMOAWOMO MPUSIOKEHUe.

AHTULUTOKUHOBUTE NEKapCTBEHU NpoaykTu ce rnpunaraTt KaTto BTOpa JIMHUA HA rievyeHue, Korato nbpeaTa fIMHUA € 6una
HeycnelHa Ui nauveHTbT He A noHacs.

A. Kputepuu 3a 3anoyBaHe Ha MbpPBY KypPC (3aAbIKUTENTHN Ca BCUYKW KpUTEpUK)

MKB M05, M08

1 | CurypHa amarHosa — Hanuume Ha 4 1 NoBeye KpUTEpPUN OT CReAHTE 7, CbINAacHO AMEpPUKaHCKUS KONeX No peBmaTonorms
(ACR) 1987r.

= cyTpeluHa CKOBAHOCT, NPOABMXKaBALYA NoBeye OT 30 MUHYTH

apTpuT Ha 3 ¥ noBeYe CTaBHU 30HM

apTPWT Ha CTaBu Ha pbueTe

cuMeTpUYeH apTpuT

peBMaTouaHN Bb3NN

Hanuuue Ha peBmaTonaeH paktop

PEHTFEHOBM AaHHY 33 PEBMATOUAEH apTpyT '

2 | Disease Activity Score (DAS28) > 5,12

HenoBnusiBaHe OT cuHTeTMuHn BMAPJ1 (meToTpekcat, nednyHomua, cyndacanasuH v Ap. kato MoHoTepanus unu
3 | komBuHupaHa Tepanus ¢ [K) B onTumanHn kypcoBe W AO03W 3a roHe 6 MecedyeH nepuoj Wi KbM aHTaroHUCTU Ha Tymop-
HekpoTuaupalyms daktop (TNF) *

4

INunca Ha W3KNYBalwm kputepumn no 7. B *

' npunarar ce 3aALINKUTENIHO Ha OPUrMHanHa 6naHka OT NaGopaTOPHO U3CNEeABAHE UK 3aBEPEHO KOMUE, NPY HANMYMe Ha XoCnMTanu3aums ¢
naBHOCT A0 1 Mec. Npean KaHAWAaTCTBaHeTo, ce npunara enukpusa U3 ¢ Ne

2npunara ce oueHka no ckana cboTeeTHo DAS28 - Heo6X0AMMO € ABYKPaTHO NOTBBLPXKAABAHE Ha nokasarenuTe 3a noHe 12 ceamuyen nepuog 6e3
npomsHa B NEYEHWETO, Npunarar ce v ABaTa (ua yA0CTOBEPSBALLY NPOBEXAAHE Ha OueHKaTa

> aMBynaTopHM NUCTOBE MMM eTanHa enukpu3a OT Mperniean Npu CNeuuaniueT, YAOCTOBEPABALLYM HAa3HaYaBaHe Ha NpeAxoAHa Tepanus C
0Tpa3eHu CPOKOBE Ha MPUMOXEeHWe M PasBUTK HEeXenaHu nekapcTeeHn peakuuu*, 3anouHata Tepanus ¢ BIAPJI, cpokose, edeKkTUBHOCT.
3aaLMKUTENHO Aa Ce NOoCoYBa akTyarHo TenecHo Terno!

¢ yAocToBepsiBa ce C NoAnuc Ha cneunanucra B npunoxexuve 1 Ha HacTOSIWMUTE U3UCKBAHUSA

*3a6enexka: Pa3BUTUETO HA HEXenaHu NekapcTBEHN peakummn CnpsiMo ApyruTe 60necTonpOMEHsILM aHTUPEBMATUYHI NekapCTBEHU NPOAYKTY Ce
NOTBBLPXAABA YPe3 NPEACTaBSHE Ha aMBynaTopeH NUCT OT CbOTBETHUA NPErnea W/wunu Konue oT yBeAOMIIEHUETO KbM WA no peaa Ha un. 183 ot
3NNXM.

Orroaapﬁ Ha KpuTepuuTe 3a 3anoysaHe

B AHEeBHa
ne4yexHwue c Al A038

5
% VU3UCKBAHWS HA H30K 3A NMPOBEXXOAHE HA NEYEHUE HA CEPOMO3WUTUBEH PEBMATOUAEH APTPUT, lOBEHUNEH APTPUT, NCOPUATUYEH
n@ APTPUT 1 AHKMNO3WPALL CMIOHANANT C BUOSIOMMYHU AHTUPEBMATUYHW NEKAPCTBEHW NPOAYKTA
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3abenexka: meduyuHckama AoKymeHmayus, ydocmoeepsisawa 6ceku om Kpumepuume e fnoco4eHa ¢ yuchpa 8 uHOEKC U 3a0BIMKUMENHO
npuépymaaa Hacmosuw,omo npunoxeHue.

3abenexka: BonHute cneasa Aa 6bAaT MOHUTOPUPAHN Ha 12-Ta ceaMMUA OT HA4anoTo Ha NevyeHneTo.

*  npW KaHAWAATCTBaHe 3a NPOABIDKABAHE HAa NEYEHMETO CneA 3aBbPLEH MbPBU LWECTMECeYeH KypC ce oCbliecTsssa Hosa
OLIEHKA 1 3aABIKUTENHO Ce NPEACTaBA MEAULMHCKATa AOKYMEHTaLMs OT nperneaa Ha 12-ta ceamuua

*  NpW NAUMEHTM, NPU KOWTO aKTMBHOCTTA Ha 3aGONABAHETO He Nokassa 3HauMTEnHO noaobpenwe (npomsHa c < 20% Ha
M3CNeABaHUTE KNMHWYHM W NaBOpPaTOPHU NOKa3aTenu 3a BCAKO 3abonsBaHe, CNPsiMO U3XOAHUTE CTOMHOCTW) B pamkuTe Ha 3-6

Mecela, MOXe Aa ce NpeMnHe KbM ApPYr aHTULUTOKMHOB NeKkapCcTeeH NPOAYKT.

B. KpuTepuu 3a NpoAbIKaBaHe Ha NEYEHNETO (3aAbIKUTENHN Ca BCUUKN KpuTepum)

MKB M05, M08

MoBnusiBaHe Ha nokasarenure:

. OTOYHOCT Ha CTaBuTe (CUHOBMANEH W3NUB U/UNK MEKOTbKAHEH OTOK) W CYTPELLIHa CKOBAHOCT — HamanseaHe noxe ¢ 50%
1| = ©poit Ha GonesHeHnTe U OTOUHN CTaBN — HAMANABaHe NOHe C 50%

«  CYE - noa 40 mm unu CRP — oTpuuateneH unu noa 8 g/l d

2 | NonwxkeHue Ha DAS28 MuHMMyM C 1.2 1 3aABPXaHe BLB BPEMeTO *

3 | Nunca Ha HexenaHa NekapcTBeHa peakuusi U U3KNYBaLM KpUTepum no T. B?

! amBynaTopeH NUCT/ eTanHa enukpua C OTpaseHa CTeNeH Ha NoBnUsiBaHe Ha nokasaTenuTe; 3aALIKUTENHO Aa Ce NOCOYBa aKTyanHo
TenecHo Terno!

2 npunara ce oueHka no ckana DAS28

2 yAocToBepsiBa ce C NoANUC Ha cneunanucra B npunoxeHue 1 Ha HaCTOAWMWTE U3UCKBAHUA U Ce nonbnsa Tabn.1

Tabn. 1 HexenaHu nNekapcTBeHu peakuuu
ragexe, rnasobonue, CBETOBBLPTEX
aneprus
noBuMLIABAHE Ha apTepPUasnHoTo HansraHe
TexKa uHdekuma

xemaTonoraHi (xemornobux noa 80g/l, neskouutn noa 3500, TpomBouutn noa 90000) w/unu GUOXUMUYHW OTKNOHEHUS
cbobpa3sHo hapmMakonorMiHoTO A0CKHE HA NPOAYKTA

B. U3KIMIOYBALLMN KPUTEPUM (npu 3anousaHe 1 Npu NPOALIDKaBaHe Ha fleveHneTo)

1. BpemeHHOCT 1 nakTauus.

2. AKTMBHM TEXKN UHEKLMM.

3. HeonnacTtuyhn 3abonssaHus.

4. ABconioTeH 6poit Ha HeyTpodunute (ANC) noa 2 x 10%/.

5. Jlunca Ha TepanesTUYeH edekT Ha 12-Ta ceAMMUa Criej 3anoyBaHe Ha neyeHueTo  (HenosnusiBaHe
NPOABLIKUTENHOCTTA Ha CyTPelHaTa CKOBAHOCT, MEPCUCTUPaHe Ha CTaBHWA OTOK, HenosnusisaHe 6posi Ha
60ne3HeHNTE U/ OTOYHUTE CTaBu; HenoenussaHe Ha CYE n CRP)

6. lpekbcBaHe Ha TepanusiTa no BUHa Ha 6OMHUA 3a Nepuoz noseye oT 2 meceua

7. BknwousaHe Ha 330J1 B KNMHUYHO NpoyyBaHe*

* Komucusima, Kosimo e HasHayuna neveHuemo u Habnodasa 330/1, e dnbxHa HesabasHo da ysedomu Komucusma 3a exkcnepmusu o 4n. 788
LY Ha H30K. Tesu 60nHu ce 3anuceam € 0moeneH pesucmop u He 2y6am npaeomo cu 3a npodbIixasaHe Ha 1e4eHuUemo cned NpukmysaHe Ha
KIUHUYHOMO NMpOyYeaHe cred akmyasHa oueHKa om cneyuarnuaupaHama Komucus

OTroBaps Ha KpuTepuuTe 3a
npoAbMKaBaHe Ha NeYeHneTo ¢ B AiHeBHa fo3a

noanuc Ha cneyuanucra:..
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5 VIBUCKBAHWA HA H3OK 3A NPOBEXOAHE HA NEYEHWE HA CEPOMO3UTUBEH PEBMATOUAEH APTPUT, lOBEHWNIEH APTPUT, MCOPUATUYEH
@ APTPUT U AHKUNO3UPALL CTIOHAUAWUT C BUONOMNYHN AHTUPEBMATUYHN NNEKAPCTBEHW NPOAYKTN
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NINCT HA KPUTEPUW NPU 3ANOYBAHE HA NNEYEHUE HA CEPONO3UTUBEH PEBMATOUEH APTPUT C
RITUXIMAB
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3a6enexka: MeduyuHckama GoKyMeHmayusi, ydocmoeepsiealya 6ceKu Om Kpumepuume e nocoYeHa ¢ yugppa 6 UHOEKC U 3a0bKUMEnHo
npudpyxaea HaCMOAW0MO NPUNIOKeHUe.

Rituximab B KOMBMHALMA C METOTPEKCAT € NoKasaH 3a fIeYeHUE Ha Bb3PACTHU NaUMEHTM C TEXbK aKTUBEH PEBMATONAEH apTpuT,
KOUTO HE Ce MOBMUSIBAT AOCTAaTbYHO UM MMAT HEeMOHOCUMOCT KbM Apyru GonecT-moanuduumpaly aHTUpeBMaTUYHN fekapcTea
(BMAPT), BKMIOYUTENHO €AVH UMW NOBEYe BUAOBE Tepanus ¢ MHXMBUTOP Ha TYMOP-HEKPOTU3NpaLLMA cakTop (TNF).

A. KpuTepumm 3a 3anoysaHe Ha MbPBY Kypce (3aAbIKNTeNTHU Ca BCUYKM KpUTepui)

MKB M05

CurypHa AnarHoaa — Hanu4ue Ha 4 1 noBeye KpUTepum oT CNeaHUTe 7, ChITAacHO AMEPUKAHCKUS KONEX No peBMaTonorus
(ACR) 1987r.

*  CyTpeliHa CKOBaHOCT, NpOoAbIbKaBalla noseye ot 30 MUHYTH

apTpuUT Ha 3 U NoBeYe CTaBHN 30HN

apTPUT Ha CTaBu Ha pbueTe

CUMETpUYEH apTpuT

PEeBMaToNAHM BbL3INU

Hanuuve Ha peBmartonaeH haktop

PEHTIEHOBU A@HHN 338 PEeBMaTOWAEH apTpuT y

2 | Disease Activity Score (DAS28) > 5,17

HenoBnusiBaHe oT apyru GonecT-moauduumpaly aHTupesmaTuyHu nekapcrea (BMAPJI), BknioUMTENHO eanH unu noseye
BUAOBE Tepanus ¢ UHXUBMTOP Ha Tymop-HekpoTuaupalums daktop (TNF) nnm HenoHocUmocT kbM Apyru Guonornuin EMAPI *

4 | Bonnu, NpoBexaalLm neyenve ¢ Metotrexate 20 mg ceAMUYHO NoHe 6 MeceLia 1 HenoBNUsHM OT TepanusTa *

5 | Nlunca Ha u3knoYBawWwm kputepum no 7. B *

! npunarart ce 3aAbIDKUTENTHO Ha OpuruHanHa ©BnaHka ot naﬁopaTOpNO unscneaBaHe unu 3aBepeHo Konue, Npu Hanuyue Ha xocnuranuiaums c
AaBHOCT A0 1 MeC. NPeAn KaHAWAATCTBAHETO, ce npunara enukpusa U3 ¢ Ne

2 npunara ce oueHka no ckana cboteeTHo DAS28 - HeoGX0AUMO € ABYKPaTHO NOTBbLPXAABaHE Ha NokasaTenuTe 3a noHe 12 ceamuuen nepuos 6e3
npoMsHa B NEYEHUeTo, Npunarar ce u ABaTta huwia yaAoCToBepABaLYM NPOBEXAAHE Ha OueHkaTa

* am6ynaTopHu NMCTOBE UMK eTanHa enuKpM3a oT Npernean Npu CneumManucT U Konue oT peuenTypHa kHkka Ha 330J1, yaoctosepsealm
HasHayaBaHe Ha MPeAxoAHa Tepanus C OTPA3eHW CPOKOBE Ha NPUNOXEHWe W PasBUTU CTpaHWUYHU peakuuu, 3anoyHata Tepanua ¢ BEMAPI,
cpokoBe, eheKTUBHOCT.

‘oncvoaepaBa ce C NOAMMUC Ha CreuuanncTa B NpunoxeHne 1 Ha HacToAWMUTE N3NCKBaHUA
3abenexka: Pa3sBUTUETO Ha HEXEenaHW NekapcTBeHn peakuun cnpsimo apyrure 6onecTonpoMeHsLLN aHTUpeBMaTUYHN CPEeACTBa

ce noTBbpXaaBa Ypea NpeAcTaBsHe Ha ambynaTopeH NUCT OT CLOTBETHUS NPernea W/unu Konue ot yseaomneHneTo kbem VAJ no
peaa Ha un. 183 ot 3MIMXM.

OTroBaps Ha KpUTEpUMUTE 3a 3anoyBaHe
neuvexue ¢ ; B AHeBHa 032

L
: WN3NCKBAHUA HA H30K 3A NPOBEX/JAHE HA NEYEHWE HA CEPOMO3UTUBEH PEBMATOWAEH APTPUT, IOBEHW/IEH APTPUT, NCOPUATUYEH
'@ APTPUT U AHKUJTIO3UPALL CNOHAUNUT C BUONOTMYHU AHTUPEBMATUYHW NIEKAPCTBEHW NPOAYKTU
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3abenexka: MeduyuHckama OoKymeHmauus, ydocmosepsieauja 8CeKu oOm Kpumepuume e nocoyeHa ¢ yugpa 6 UHOeKC U 3adb/KUMenHo
npudpyxaea HaCMOAWOMO NMPUITOXKEHUE.

Heo6X0AUMOCTTa OT AONbIHUTENHN KypcoBe TpsibBa Aa ce OLeHsBa 24 ceAMULM Criej NPUKNIoYBaHe Ha NpeALIecTBalums Kypc.

B. KpuTepum 3a NpoabiKaBaHe Ha NeYEHNETO (3aAbIKUTENHN Ca BCUYKM KpUTepui)

MKB M05

1 | Peunaue Ha 6onectra:

*  OTOYHOCT Ha CTaBuTe (CMHOBMANEH U3NUB W/UNK MEKOTLKAHEH OTOK) U CyTpEeLIHa CKOBAHOCT — HapacTeaHenoHe ¢ 50%
*  Bpoit Ha GoNe3HeHUTe U OTOYHM CTaBn — HapacTeaHe noxe ¢ 50%

»  CYE - Hag40mmunu CRP- Hag pedepeHTHaTa 3a nabopeTopusTa CTOAHOCT g

2 | DAS28>3,27

3 [ Nlunca Ha maknousawm kputepum no 7. B *

" amBynaTtopeH NUCT/ eTanHa envkpu3a ¢ OTpaseHa CTENEH Ha NoBMUABAHe Ha nokasarenure
2 npunara ce oueHka no ckana DAS28

’ynoctosupnsa Ccée C noanuc Ha cneyuanucTa B npunoxeHue 1 Ha HaCTOsIMUTE M3UCKBAHUA U ce nNonbnea Tabn.1

Tabn. 1 HexenaHu nekapcTBeHn peakumu
rageHe, raso6onue, CBETOBLPTEX
aneprisi, pebpUNUTET, CTYAEHU TPBNKK, aCTEHNA
HamansBaHe Ha apTepuanHoTo HansraHe
ApasHeHe B rbpnoto, 6onku B kopema v repba

XEeMaTonorMuHU (NEeBKONEHWs, TPOMBOLMTONEHNS) WWNM BUOXUMUUYHW OTKNOHEHWS CLOBPa3HO (hapMakonorUYHOTO AOCHE Ha
npoaykta

B.U3KNIOYBALLU KPUTEPUMN

1. BpemMeHHOCT n naktauus.

2. AKTUBHW, TEXKN UHDEKLMN

3. TMauueHTn B TEXKO UMYHOKOMNPOMETUPAHO CbCTOSIHNE.

4. Texka cbpaedHa HepocTaTbuHoCT (knac IV NYHA)

5. Paseutne Ha 6enean Ha nporpecuBHa MynTucokanHa neskoeHuedganonatua

6. BonHu ¢ 6poit Ha HeyTpodunHuTe rpaHynoumnTh < 1,5 x 10%/1 wmvnu Bpoin Ha TpombouuTuTe < 75 X 10,

7. Iwuua nop 18 roguiiHa Bb3pacT.

8. Jlunca Ha TepaneBTU4EH edekT Ha 12-Ta ceaMULA CrieA 3anoyBaHe Ha NeYeHNeTo (HenoBnUABaHe NPOALIMKUTENHOCTTA Ha

cyTpelHaTa CKOBAHOCT; NEpCUCTUpaHe Ha CTaBHWS OTOK; HenoBnussaHe Gposi Ha GonesHeHuTe W/WNKM OTOYHWUTE CTaBW;
HenoenusisaHe Ha CYE n CRP)
9. Bkniousare Ha 330J1 B KNUHUYHO NpoyyBaHe™

* Komucusima, kosmo e HasHayuna nevyeHuemo u Habniodaea 330/1, e dnbxHa HesabaeHo da yeedomu Komucusima 3a excnepmusu no yn. 78 e
LY Ha H30K. Tesu 6onHu ce 3anuceam 6 omdesneH peaucmsp u He 2ybsim npasomo cu 3a npodbixasaHe Ha neyeHuemo cned npukoYeaHe Ha
KITUHUYHOMO npoy4eaHe cried akmyanHa oueHKka om creyuanusupaHama KOMUCUs

OTroBaps Ha KpuTepuuTe 3a
nNpoAbMKaBaHe Ha NEYEHNeTo ¢ B AHeBHa no3a

8
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NPUNOXEHUE 2

1. NEKAPCTBEHM MPOAOYKTW, Bkniouenn B lpunoxenue 1 Ha MIIC, kouto H3OK 3annawa B cboTBeTCTBME C
AelcTBalWMTE HOPMATUBHU [OKYMEHTH.

MKK ¢ [IKK, ASAT, ALAT

INN MKB [03A
MO05, M08, M45, =
ETANERCEPT MO7.1, M07.2, M07.3 50 mg eanH NbT CEAMUYHO
MO05, M08, M45, = Bb3pacTHU nauueHTn ¢ 40 mg npes ceamuua, B eaHOKpaTHa 4o3a,
ADALISERIES M07.1, M07.2, M07.3 WHXEKTUPaHA NOAKOXHO
= Npu 3anouBaHe Ha neyeHne — Nbpeu mecel| 1200 mg (Ha 0, 2 n 4 ceamuum — 2
CERTOLIZUMAB MO05 NbTU AHEBHO no 200 mg)
* noaAbPXalwa 4osa — 200 Mg Ha BCeku 2 ceamuLm
GOLIMUMAB M(:jo;»ll ;5M,g$é1 = 50 mg eanH NbT MecevHo
TOCILIZUMAB MO5, M08 = 8 mg/kg i.v. eauH NbT MeceyHo (makcumym 800 mg)
RITUXIMAB MO5 = TepaneBTU4BUST KypC C& CbCTOM OT 2 BnuBaHus no1000 mg i.v.npes 14 g
2. NPOCNEAABAHE:
INN NPEAWU 3ANOYBAHE* KOHTPOI Ha 6 mec.**
peHTreH Ha 6an Apob, penTreH Ha ctasm, RF (sa M05),
ETANERCEPT TyGepkynuHosa npoba, xenaTutHu Mapkepm, MKK c AKK, CYE, CRP, ASAT, ALAT
MNKK ¢ [IKK, CYE, CRP, ASAT, ALAT
peHTreH Ha 6sn Apob, peHTreH Ha ctasu, RF (3a M05),
ADALIMUMAB Ty6epkynuHoBa npoba, xenaTuTHM Mapkepw, MKK ¢ KK, CYE, CRP, ASAT, ALAT
MKK ¢ [IKK, CYE, CRP, ASAT, ALAT
PEHTreH Ha 6an Apob, peHTrex Ha cTasu, RF,
CERTOLIZUMAB | Ty6epkynuHoBa npoba, xenatutHu Mapkepu, MKK c AKK, CYE, CRP, ASAT, ALAT
MNKK ¢ [IKK, CYE, CRP, ASAT, ALAT
peHTreH Ha 6an Apob, peHTreH Ha ctaeu, RF (3a M05),
GOLIMUMAB Ty6epkynuHoBa npoba, xenaTuTHM MapKkepu, MKK c KK, CYE, CRP, ASAT, ALAT
MNKK c [IKK, CYE, CRP, ASAT, ALAT
peHTreH Ha 6an Apob, RF (3a M05),
TOCILIZUMAB TyB6epkynuHosa npoba, xenatutiu mapkepu, MKK ¢ KK, | MKK ¢ KK, CYE, CRP, ASAT, ALAT
CYE, CRP, ASAT, ALAT, xonectepon, Tpurnuuepuau,
peHTreH Ha 6sin apob, RF,
RITUXIMAB Ty6epkynuHoBa npoba, xenaTuTHu mapkepu, MKK ¢ OKK, CYE, CRP, ASAT, ALAT

* npunarat ce 3aBepeHn KONus OT OpuruHanHute BnaHku (Npy Hanuuue Ha xocnuTanu3auusa ¢ AaBHOCT A0 1 mec. npeau KaHAWAATCTBaHeTo ce

npunara 3aBepeHo Konue oT enukpuaa ¢ Homep Ha U3)

** 10 6 — TUA MeC. Ce KOHTPONUpaT eAWH NbT MECEeYHOo, cnea 6 — TMa mec. — nNpu KaHAWAATCTBaHE 3a NpoAbikaBaHe Ha neyeHueTo (HoB

npotokon)

APTPUT WU AHKWUNTIO3UPALL CNOHAUNUT C BUONOTMYHU AHTUPEBMATUYHW IEKAPCTBEHW NPOAYKTU

9
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[image: image10.jpg]3a6enexka: H30K 3annawa AOMaWHO nevyeHue C OGMONOrMYHU aHTUPEBMATUYHW JeKapCTBEHW NPOAYKTM Ao
TpaHaKNUHUYHA peMucusa Ha GonecTra.

Onpedenexue 3a mpaiHa KITUHUYHA PeMUCUS, Cb2/1aCHO npenopbKume Ha EULAR om 2010 200. '%°*

PeBMAaTONAEH apTPUT: CyTpelHa CKOBAHOCT NOA 15 MUHYTW; nunca Ha ymopa; nunca Ha ctaBHa Gonka; nunca Ha Gonka npu
ABWKEHWE; NUNCA HA OTOK — CTAaBEH, MEKOTLKAHEH, OKONOCTaBeH WNu Ha cyxoxwnuute snaranuua; CYE u CRP B pedepeHTHU
rpaHuum 3a cvoTBeTHaTa nabopatopus; DAS28<2,6;
< awkunoaupaly cnoHaunut: BASDAI<4; ASDAS<1,3;

ncopuaTueH apTpUT: CyTPelUHa CKOBAHOCT NOA 15 MMHYTW; nunca Ha ymopa, nunca Ha ctasHa Gonka; nunca Ha Gonka npu
ABWKEHHUE; NNNCA HA OTOK — CTABEH, MEKOTLKAHEH, OKOMOCTABEH UNW Ha CYXOXUNHUTE Bnaranviya; Nunca Ha cKOBaHOCT Ha rpbOHaka
B cnyyauTe Ha cnoHaunuT); CYE u CRP B peiepeHTHU rpaHnuy 3a choTBeTHaTa naboparopus.

|OBEHWNEH apTPUT: NUNCa Ha aKkTMBEH apTpWT; NUNca Ha noBuweHa Temnepatypa, OOpWB, CEpPO3UT, CnNeHoMranus wunu
reHepanuavpaHa numdaaeHonaTms; nunca Ha aktueeH yseut; CYE u CRP B pedepeHTHU rpaHuLM 3a cboTBeTHaTa nabopatopus

3abenexka: MeauuuHckata AOKyMeHTauMs (amMBynaTopeH nucT/eTanHa enukpu3a/eKCnepTHO CTaHOBULLE), KOﬂT01 ?'g%a:maa CbCTORHWA Ha HenbnHa
KNUHWYHA pemucusi Ha GONecTTa Aa BKIIOYBA ONUCAHNATA, CHINACHO U3NOXKEHUTE NO-fOpe ONPeAeneHns no UHAeKCH s

3abenexka: Yuyacmuemo Ha 330J1 @ KNIUHUYHU npoyYeéaHusi He MPOMeHsi Heobxodumocmma om cna3eaHe Ha
usuckeanusima Ha H30K npu npoeexdaHe Ha nedyeHue ¢ 6UOI02UYHU aHMUpPeEeMamu4yHU feKkapcmeeHu npodykmu &
u3ebH60MIHUYHaMa noMouy.

Il. OBLLUWN NBUCKBAHUA

1. Bb3pacToBaTta rpaHuLa ce U34YUCsiIBA B HABBLPLUEHN rOAVHN - T.€. BKITIOYNTENIHO KbM Jjatara Ha u3jjaBaHe Ha npoTokona ot
cneyvanuaupaHaTa KoMUCHS.

2. Mpy HasHavaBaHe Ha Tepanusi o NPOTOKON 3aAbMKUTENHO Ce Cbobpa3sfBaT BL3PACTOBUTE OrPaHNUYEHNs], CbIMacHo kpaTkara
XapaKTepuCTUKa Ha CbOTBETHUS NEKapCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3JIMXM.

3. H30K He 3annalua neyeHune U3BbLH ykasaHata Bb3pacToBa rpaHuLa B kpaTkaTa xapakTepucTvka Ha npoaykra.

4. H30K He 3annaiia neyeHune ¢ A03u Haj MakCUManHo paspeLueHuTe Nno kpaTka xapakTepucTika Ha npoaykTa.

5. B cnyuail Ha HacTbnuna noao3vpaHa Hexenawa fnekapcTeeHa peakuws, nekapst ysefomsisa WAJ no peaa wa un. 183 ot
3/INXM. Konue oT cbobLUeHneTo ce npunara kbM MeauLMHcKkaTa AokymeHTauus Ha 330J1 npu kaHaaaTcTBaHe 3a neyeHve.

6. MPU CMEUMAIIUCTA, cbrn. un. 152 B, 1. 1 ot HP/l 3a meanuuHckute aeHocTn 2012 r. (o6H. [IB 6p. 3 ot 10.01.2012 1),
Ha 330J1, Ha KOWUTO Ca M3[aBaHW NPOTOKONM MO peAa Ha HacTosIWUTe U3UCKBAHWS, CrieaBa Aa ce npunarar BCUYKM
HeoBXOAMMM AOKYMEHTHU KaTo: amGynaTopHUTE NUCTOBE OT W3BbPLUEHUTE Nperneau, BTOPUAT eK3eMNsp OT u3paseHuTe
NPOTOKONM, KOMWS OT eNWUKPU3M, EKCTIEPTHN CTAHOBMLIA M APYr AOKYMEHTM, KOUTO Ca OCHOBAHWE 3a M3jasaHe Ha npoTokor,
BCUUKM M3WUCKBALLM Ce W3CreaBaHusi, KONWe OT npurnoxeHue 1 Ha HACTOAWMTE W3MCKBAHMUS MOMbLIIHEHO MO ChLOTBETHaTa
TOuYKa, NOANUCAHO OT creuuanucTa, usaan npoTokona.

Hacmosiwume u3uckeaHus ca paspabomeHu Ha ocHogaHue yn. 55 om HP/] 3a meduyuHckume deliHocmu 2012 2oduna (06H. 4B
6p. 3/10.01.2012 2.). u enusam & cuna om 15 mapm 2013 2., cbenacHo un. 10 Ha Haped6a Ne 10 om 24 mapm 2009 2. 3a
ycnosusima u peda 3a 3annawatre Ha siekapcmeeHu npodykmu no un. 262, an. 5, m. 1 om 3akoHa 3a nekapcmeeHume npodyKmu
8 XymMaHHama mMeduyuHa, Ha MeOUUUHCKU u30enus U Ha GuemuyHU XpaHu 3a crneyuanHu meOuyuHeKu uenu (obH. [1B, 6p. 31 om
2007 2.).

10
3 VBUCKBAHWS HA H3OK 3A NPOBEX/AHE HA NEYEHWE HA CEPOMO3UTUBEH PEBMATOWAEH APTPUT, KOBEHUNEH APTPUT, MCOPUATUYEH
‘ 7% APTPUT U AHKUNO3WPALL CMIOHAWNUT C BUONOTMYHN AHTUPEBMATUYHW NIEKAPCTBEHW NPOAYKTU
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LEKNAPALMSA 3A UHOOPMUPAHO CbIMMACUE C UBUCKBAHUATA 3A 3AMNOYBAHE/ NPOABIDKABAHE HA
NEYEHUETO C NEKAPCTBEHWUA NPOAYKT

A3 gonynoanucaHuaT/aTa ...

cnes Kkato Ce 3ano3Hax C usnata MM NpefocTaBeHa WMHGOpMaUMs M LenTa Ha feyeHneTo C  nekapcTeeHus
NpoAyKT.
NOCTaBEHUTE OT MEH BBMPOCH, AeKknapupam Ye:

W cnepj Kato nony4ux usdepnaTtenHu OTroBOpwu Ha

1. WHdopmupaH CbM 3a 0TKa3 OT MaitdMHCTBO / GalMHCTBO MO BPEME Ha MPoBex/JaHe Ha nedeHne C ropenocoqenns
eKapcTBeH NpoayKT.

OA HE

LLle cna3sam npenopbYaHaTa Miu CXema Ha fieqeHie U NEpPUOANIHOCT Ha KOHTPONHUTE Nperneau.
PefoBHO Lie Ce SiBABaM Ha KOHTPONHW NpErneAn v Hama Aa MPOMEHAM CaMOBOSHO WAW NOA APYro BHylieHue
HasHayeHaTa Mu Tepanus.

4. Tpu NpeycTaHoBsIBaHE Ha NEYEHNETO NO MPUYMHI, HENPON3TUALLN OT PELLEHNETO Ha Komucusta 3a ekcneptuan 8 P3OK
wiunn KomucumsaTa no un. 78, 7.2 ot 330, we yBeaoms He3abaBHO NUYHUS CU nekap u P30OK u we BbpHa B P3OK
NocneaHUs NPOTOKON, MO KOWTO CbM Monyyasan/a nekapcTeeHns NPoAyKT.

5. Tlpu HecnasBaHe Ha NOCOYEHUTE YCTIOBMA NEYEHNETO MU C YMOMEHaTUs NekapcTBeH NPOAYKT Lie 6bae npekpaTeHo n
HsiMa 1@ umam npeteHun kbm H30K.

6. Mputexasam/ He npuTexasam aktyanHo TEJIK peleHne BbB Bpb3ka CbC 3abonspaHeTo.

JIOKRBPATOP ... o suserasshisesosse

(ume, npesume n hamnnus)
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W3UCKBAHUA HA H30K 3A NPOBEXXJAHE HA NNEYEHWE HA CEPOMO3UTUBEH PEBMATOWAEH APTPUT, lOBEHUNEH APTPUT, NCOPUATUYEH
'@ APTPUT U AHKUIO3UPALL, CMOHANAUT C BUONOrMYHA AHTUPEBMATUYHN NEKAPCTBEHW NPOAYKTU




