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NPU NEYEHUE HA CEPOMO3UTUBEH PEBMATOUAEH APTPUT,

NM3NCKBAHMA HA H3O0K

IOBEHWUIIEH APTPUT, MCOPUATUYEH APTPUT U AHKUITO3UPALL
CnoHAUNUT ¢ BUONOrM4YHU AHTUPEBMATUYHU NEKAPCTBEHU
NPOOYKTU NPU BONHU HAQ 18 TOAULLUHA B3PACT

B USBBbHBOJIHUYHATA NMOMOLL,
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MPU U3OABAHE HA MPOTOKONN 3A NPOBEXXOAHE HA NNEYEHUE HA CEPOIMO3UTUBEH
PEBMATOUOEH APTPUT, OBEHUINEH APTPUT, NTCOPUATUYEH APTPUT U AHKUNO3UPALL CNOHOUNUT
C BUOJIOrMYHU NEKAPCTBEHM NPOOYKTU HAL 18 TOAULLHA Bb3PACT
(Adalimumab, Etanercept, Certolizumab, Golimumab, Infliximab, Tocilizumab, Ustekinumab, Rituximab)

MpoTokonbT ce u3gaBa OT CMEeLUanucTi ¢ KoAoBe Ha cneuuanHocT 20 — peBMaTonorusi, pa6oreiyu no Joroeop ¢
H3OK, ekcnepTHOTO cTaHOBMILE Ce M3[aBa OT CreuuanusvMpaHa KoMucusi B neyebHu saBeaeHusi 3a 6onHu4Ha nomoty,
cknouunu gorosop ¢ H30K. CneunanusmpaHuTe KOMUCUM Ce Cb3asaT cbC 3anoses Ha aupekTopa Ha J13: YMBAT "Cs. UeaH
Puncku" EAL rp. Cochus, YMBAIT "Ce. l'eopru" EALL rp. MNnoeaue, YMBAJ ,Cs. MapuHa” EALL rp. BapHa.

I PE[] 3A 3ABEPABAHE HA NMPOTOKOJMUTE

npOTOKDJ'IVI 3a 3anoy4yBaHe Ha TepanuaTa

CneumanucT, CKIoYmn = [lonbAHEHO ¥ NoOANMCaHO npunoxeHue 1 — NUCT 3a onpejensiHe Ha KpuTepuuTe
norosop ¢ H30K (no T.A) C BCUYKM HEOBXOAUMM U3CreaBaHuUs

= AmbGynaTopeH NUCT/ eTanHa enMKpU3a OT NOCNEAHNSA Npernes ¢ NpUNoXeHu
BCUYKM HEOOXOZUMM NoKasaTenu U U3crieABaHu1s no NpunoxeHue 2

= “lMpoTokon 3a npeanuceaHe Ha nekapcraa, 3annawany ot H30OK/P3OK” — obp.
M3-H30K

cneyuanuaupana
Komucusa

v

= EKCNepTHO CTAaHOBMUILE C SICHA MeAULMHCKa MOTUBALMS (3a4bMKUTENHO ce
ot6ens3Ba nunca Ha W3KMiYBaLLM KpUTEpUM)
= “lpoTokon 3a NpeanucBaHe Ha nekapcTea, 3annawanu ot H3OK/P30OK” — 06p.M3 —

/ H3OK (noanucaH oT uneHoBeTe Ha koMUcKUsTa)

Komucusi no un. 78, 1. 2 ot — 3aBepka Ha

330 B LY Ha H30K npotokona B P3OK

MpoTokonu 3a NnpoAbkaBaHe Ha TepanuaTa

cneunanucT, CKoYun » = AmOGynatopeH nucTt/ eTanHa enukpu3a OT NOCNeAHUs Npernes ¢ NpUNoXeHn

norosop ¢ H30K BCUYKM HEoBX0AMMU U3CreiBaHns Nno Npunoxexue 2
L MonbnHeHo n noAnucaHo npunoXxeHuwe 1 - nucr 3a onpeaensiHe Ha KputepuuTe
(no 1.B)
= ‘lpoTokon 3a NpeAnucBaHe Ha nekapcTea, 3annawanu or H30OK/P30K” — o6p.
M3-H30K

cneuuanusvpaHa

KOMUCHS — | = EKCNepTHO CTaHOBMLUE C iCHA MEAULIMHCKA MOTVUBALMS (3aABIKUTENHO ce

oTGensA3ea NuUnca Ha CTPaHUYHU peakuuy 1 ce NpaBu oLieHKa Ha edhekTMBHOCTTa Ha
TepanusaTa)

= “lMpoTokon 3a NpeAnUcBaHe Ha nekapcTea, 3annatain ot H3OK/P30K” — o6p. M3
— H3OK (noanucaH oT uneHoBeTe Ha KOMUCUSITA)

Komucus no un. 78, 1. 2 ot
330 B LY Ha H30K

3aBepka Ha

npotokona B P30K

1l. OBLLW NONMOXEHUA
1. 3011 nogasa nogroTeeHuTe AoKyMeHTU B P30K, Ha TepuTOopUATa Ha KOSITO € Hanpasuno usdop Ha OMJ. [okymeHTute
BKIMIOYBAT:

1.1 3asBnenue 1o [upektopa Ha P30K.

1.2 MonbnHeHo W noanucaHo npunoxenue 1. Monbnea ce N0 CbLOTBETHATA TOUKA U Ce npunara oTpaseHata B LUMpPoB

VHAEKC MeAULIMHCKA JOKYMEHTaLmsl, YA0CTOBEepsiBalla BCEKM e4NH OT KputepuuTe.

1.3 MbnHusT Habop uscneaBaHus (OU3MKANHWU, UHCTPYMEHTaNHU U nabopaTopHu), OTPa3eH B NMPUIOXeHHue 2.

1.4 ‘MpoTokon 3a nNpeanucBaHe Ha riekapcTea, 3annawanu ot H3OK/P3OK” — obp. M3-H3O0K, uspageH ot nekaps
cneuvanucT, pabotely no gorosop ¢ H3OK. Mpunara ce opurMHan Ha NpoToKona, a Npu KaHAUAATCTBAHE 3a NpoAblixaBaHe Ha
TepanusiTa ce NpeACcTaBs OpUrMHan Ha NPeAXoHUS NPOTOKON C OTPa3EeHN BCUYKN HAa3Ha4YeHWs Mo Hero.

1.5 Oeknapauus 3a unpopmmupaHo cbrracue no obpased (npunoxexue 3)

2. P30K npuema AOKYMEHTUTE Mo T. 1 crieq cnpaBka OTHOCHO 3ApaBHOOCUIYpUTenHua ctatyc Ha 30J1.
3. n'hpBMﬂT U BCEKM criegBaly npoToKosi ce usgaear 3a nepuoa Ao 6 mMeceua.

" s VBUCKBAHMA HA H30K 3A MPOBEXOAHE HA NEYEHWE HA CEPOMO3WTWBEH PEBMATOWAEH APTPUT, IOBEHWIEH APTPUT,
,‘(( MNCOPUATUYEH APTPUT WU AHKUNO3WUPALL CMOHAUNUT C BUONOrNYHU AHTUPEBMATUYHW NEKAPCTBEHW MNPOAYKTU - B cuna ot 1
mapt 2014 roguHa
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JINCT 3A KPUTEPUM MPU 3AMOYBAHE HA NNIEYEHUE HA CEPOMO3UTUBEH PEBMATOUAEH APTPUT,
IOBEHWUIEH APTPUT, NCOPUATUYEH APTPUT U AHKUINO3UPALL, CMIOHOUITUT C BUONOrMYHU NEKAPCTBEHU
NPOAYKTU (Adalimumab, Etanercept, Certolizumab, Golimumab, Infliximab, Tocilizumab, Ustekinumab)
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3abenexka: MeouyuHCKama OOKyMeHmayusi, yooCmosepAeaula 6CeKU Om KPUMepUUMme e nocodeHa C GUPa 6 UHOBKC U 3adbKumenHo npudpyxaea

Hacmoswomo npusnoxexue.

AHTUUUTOKMHOBUTE TleKapcTBEeHU NMPOAYKTU Ce npunaraT KaTo BTOpa FNIMHUA Ha feveHue, Korato nbpsaTa NuHus e buna HeycnewHa unu

NauyneHTsT He A NnoHacs.

A. Kputepuu 3a 3anouBaHe Ha nb

BU KYPC (3aABIKUTENHU Ca BCUYKU KPUTE

uu)

MKB M05.0, M05.1, M05.3, M05.8;
MO08.1, M08.3, M08.4

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

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

CurypHa auarHo3a — Hanuuve Ha 4
Vi NOBeYe KpuTepumn oT cnegHuTe 7,
CbrNacHo AMEPUKaHCKWS KOMEeX Mo
pesma-ronorma (ACR) 1987r.
CyTpeLLHa CKOBaHOCT,
nNpoAbMKkasalla noseye ot 30
MUHYTH

apTpuT Ha 3 U noBeye CTaBHYU 30HM
apTPUT Ha CTaBy Ha pbLETE;
CUMETPUYEH apTpuT

PeBMaToMAHN BBL3NN

Hanu4ue Ha pesmatonaeH aktop
PEHTIEHOBM AaHHU 3a
pesmatonaet aptput '

CurypHa guarHo3a — Hanuuue Ha

PEHTFEHONOTNYHUTE KPUTEPUN U NIOHE

€[1MH OT KNMUHNYHNTE (CbrnacHo

moanduumpanute New York Criteria,

1984 ):

Knunudnm kputepum

= 6oska B rbpba: HanuyHa oT noseye oT
3 Mec., KosiTo ce nNoAobpsiBa OT yeunus,
HO He ce obrekyasa npy noKoi

= OrpaHuyeHy ABUXEHUA Ha rpbEHaka B
caruTanHara u (opoHTanHara pasHuHa

*  orpaHuyeHue B MOABWKHOCTTA Ha
rPBAHNS KOLL B CPABHEHME C
HOpMarHUTE CTOMHOCTY 3a nona n
Bb3pacTTa

PenTrenonornynm kputepum

. KapTuHa Ha cakpouneut —ct. > 2
6GunarepanHo unu 3-4 yHunarepanHo

CurypHa auarHosa — Hanuuve Ha

3 1nn noBeYye TOYKU CBINIACHO

CASPAR KpuTEpUUTE:
AWarHoCTULMpaH psoriasis,
NMYHa UK hamunHa aHamHesa
3a psoriasis (2 To4ku)

®  TUNWYHW HOKLTHU neann (1
ToukKa)

= HeratueeH RF, c uskniouenue Ha
natekc npo6a (1 Touka)

=  PeHTreHosu beneau 3a
ncopuatuyeH aptpur (1 Touka) '

Disease Activity Score (DAS28)
>51°%

MoTeBbpXAaBaHe Ha NOCTOsIHHA

akTuBHa GonecT upes:

=  Bath Ankylosing Spondylitis Disease
Activity Index (BASDAI) - noxe 4
eanHuLYM 2

MoTBbpAeHa AuarHosa ot
KIVHUYEH npernez ot
ZepMaTonor unm koxHa 6uoncus |

HenoenusBaHe oT CUHTETUYHM
BEMAPIJI (meToTpekcar,
necnyHomuz, cyndacanasuH u ap.
KaTo MOHOTEpanus Unu
KoMbuHupaHa Tepanus ¢ [K) B
3 | ONTUMAMHY KyPCOBE U 031 33 NOHe
6 MeceyeH nepuoa. Tepanusita
cnenga Aa e 6una HeycnewHa oT
NoHe /ABE OT TsX, KaTo ejHOTO
3abIDKMTENHO € METOTPEKCAT Npu
ceAMuyHa fosa 20 mg *

HenosnussaHe noHe ot ase
nocneaosarenHo npunaradu HCMBC B
npoAbLKeHMe Hai-manko Ha 6 meceLa
3a UeHTpanHa gopma.

HenosnusiBaHe ot koM6UHUpaHOTO
neyenue ¢ HCTBC u cyncacanasuH 3a
nepudepHu copmu roxe 3a 6
MeceueH nepuopa ®

HenoenusisaHe OT CUHTETUYHN
BMAPIJ1 (meToTpekcar,
nednyHomua, cyndacanasvH u
AP. KaTo MOHOTepanus unu
KoM6uHMpaHa Tepanus ¢ [K) B
ONTUMArHKU KypcoBe U 403K 33
roHe 6 MeceyeH nepuoa.
Tepanusata cneasa aa e 6una
HeyCreluHa oT NoHe ABE OT TSX,
KaTo eAHOTO 334 bIKUTENHO €
MeToTpeKcaT Npy ceaMuYHa Jo3a
20mg*®

Jlunca Ha usknoYBalK KpUTEPUN
not.B*

Jlunca Ha usknioYBawWwm KpUTEpUM No
B!

Nunca Ha U3Knw4yBawm
Kputepum no 1. B ¢

! npunarar ce 3aAbiMKUTENIHO Ha OpuUrMHanHa 6raHka ot J'IasﬂpaTOpHO unscneasaHe uiv 3aBepeHo Konue, Npu Hanuyue Ha xocnuranusauus c

AaBHocT Ao 1 mec. npeau KaHauaaTcTBaHeTo, ce npunara enukpusa M3 c Ne. nQM ncopuaTuyeH apTpuT 3aAbIKWTENHO Ce NpeacTaBs
ambynartopeH nucT ot npernej npu Aepmartonor Wnu KoxHa 6uoncus Ha opuruHanHa BnaHka nnu NOANNCaHO 1 3aBepeHo Konue

npunara ce oueHka no ckana ckotsetHo DAS28, BASDAI, Heo6x0AUMO € ABYKPaTHO NOTBBPXAABAHe U Ha NOKA3aTenuTe 3a noHe 12 ceamuyeH
nepMoA 6es npomsHa B NeYeHMeTo, npunarar ce 1 ABara (huLa yA0CTOBEPSBALYM NPOBEXAaHe Ha oueHKaTa
¥ aMBynaTopHu NMCTOBE MMM eTanHa enuKpU3a oT MPernieAn NPU CMIeLManiCT, YAOCTOBEPABALLM HA3HAYaBaHe Ha NPeAXoaHa Tepanus ¢
0TPa3eHu CPOKOBE Ha NPUMOXEHWE U PA3BUTY HEXENaHN NekapCTBEHN peakLumn®, 3ano4Hara Tepanus ¢ BMAC, cpokose, edekTUBHOCT
3aALMKUTENHO Aa ce NocoYBa aKTyanHo TenecHo Terno npu neyenue ¢ Infliximab u Tocilizumab!
YAOCTOBEpsiBa Ce € NOANUC Ha creunaniucTa B NPUNoXeHne 1 Ha HaCTOSLUUTE N3UCKBAHNA

OTroBapsi Ha KpUTEPUUTE 3a 3anoYBaHe
nevenue ¢

@

mapt 2014 roguHa

noanuc Ha cneuuanucera:

B AHeBHa fno3a

VBNCKBAHUA HA H30K 3A MPOBEXOAHE HA JIEYEHWE HA CEPOMO3WTWBEH PEBMATOW[EH APTPUT, IOBEHUNEH APTPWUT,
NCOPUATUYEH APTPUT U AHKWUITO3WPALL CMOHAMANT C BUONOTNYHN AHTUPEBMATUYHW NIEKAPCTBEHW MPOAYKTY -

B cuna ot 1
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3abenexka: MeduUUHCKama OOKyMEHMayusi, yOOCmOsepAsauia eceku Om Kpumepuume € MocoYeHa C Uupa 6 UHOEKC U 3adbJIKUMeENHo npudpyxaea
HacCMOoAW0MO NPUOXeHUe
3a6enexka: BonHuTe creBa 4a GbAAT MOHUTOPUPaHY Ha 12-Ta CeAMMLA OT HAYaMoTO Ha NIEYEHUETO
®  Npy KaHAMAATCTBaHE 32 NPOABLIKABAHE HA NEYEHUETO Cej 3aBbPLIEH MbPBM WECTMECEHEH KYPC Ce OCBLUECTBABA HOBA OLIGHKa U 3aABLMKUTENHO
Cce NPeCTaBs MeAULIMHCKATa JOKyMEHTaLMs OT Nperneaa Ha 12-Ta ceAmuua
= (Ip¥ NAUMEHTM, NPU KOUTO aKTUBHOCTTA Ha 3aBONSBAHETO He NOKka3Ba 3HAUUTENHO NOAOGPEHNE (TPOMSIHA C < 20% Ha U3CMEABAHUTE KIUHUYHI 1
NaBopaTopHU NoKasaTenu 3a BCSIKO 3aGOMsiBaHe, CMpSIMO U3XOAHUTE CTOMHOCTH) B PaMKUTE Ha 3 — 6 Mecewa, MoXe Aa Ce NMPEMUHE KbM Apyr
aHTULIMTOKMHOB NEKapCTBEH NPOAYKT.

B. Kputepum 3a npoabmkaBaHe Ha JIeYEHMETO (3aA4LIDKUTEINTHUA Ca BCUYKU KpUTEpUn)

MKB M05.0, M05.1, M05.3, M05.8; MKB M45.0, M45.1, M45.2, M45.3, MKBE MO7.1, M07.2, M07.3
M08.1, M08.3, M08.4 M45.4, M45.5, M45.6, M45.7, M45.8
MoenusBaHe Ha nokasaTenure: MoenusBaHe Ha nokasaTenure: MoenusBaHe Ha nokasatenute:
= OTOYHOCT Ha CTaBuUTe (CMHOBUANEH = Gornka B repba = OTOYHOCT Ha CTaBuUTe (CUHOBMANEH
U3NUB /MK MEKOTBKAHEH OTOK) 1 * OrpaHMveHue B NoABIKHOCTTA ' M3NUB W/IUNN MEKOTBKAHEH OTOK) 1
CyTpeLUHa CKOBAHOCT — HamanseaHe ¢ CyTpeLUHa CKOBaHOCT — HamanssaHe
noHe 50% U 3agbpXKaHe BbB BPEMETO noxe ¢ 50% u 3agbpxaHe BbB BPEMETO
1 = Bpoit Ha GONE3HEHUTE U OTOMHU CTaBN = Bpoit Ha BONE3HEHUTE N OTOUHY CTaBn
— HamansBeaHe ¢ noHe 50% u 3apbpXaHe — HamansBeaHe ¢ noHe 50% u
BbB BPEMETO 3abpXKaHe Ha Te3un CTOHOCTY BbB
= CYE —nog 40 mm unu CRP — BpPEMETo
Oprua'reneH‘w 3aAbpxaHe = CYE - noa 40 mm unu CRP —
BbB BpEMETO OTPULATENEH U 334 bPXaHe BbB
Bpemeto '
= PenatuBHO noHwxeHne Ha BASDAI ¢
9,
CyMmapHa oLieHka Ha nokasartenure - 50%giai ag':%nloma npomArS gT 2 10
2 | noHwkeHue Ha DAS28 ¢ noseye oT nyrigeT (o canara GEEER
1.2 M 33LpPKAHE BLE BpeMeTo * cm) oT Msxo,qf-io‘ro HMBO 1 3aAbpXaHe
BbB BPEMETO;
= ASDAS >1,32
3 | Jlunca Ha HeXxenaHa nekapcTBeHa Jlunca Ha HexenaHa nekapcTeeHa Jlunca Ha HexxenaHa nekapcTeeHa
peakums 1 U3KMYBalM KpuTepumn peakums U U3KNIYBalmM KpUTepum no peakuus u uskniYsawm
not.B® 1.B? Kputepumno 7. B *

T amBynaTopeH NUCT/ eTanHa enuKpM3a C OTPa3eHa CTeMeH Ha NOBNUABAHE HA NOKA3ATENMUTE; OPUTUHANHU GNAaHKN UM 33BEPEHN KOMWUS OT aKTyanHu 1aGopaTopHM
nacneABaHus (C NOCOYeHU pedepeHTHU CTOMHOCTM 33 CLOTBETHATA NabopaTopus), NPU HaNMUME Ha XOCMUTaNNU3auns C AaBHOCT A0 1 MEC. Npen KaHANAATCTBAHETO,
ce npunara enukpuaa 13 c Ne

npunara ce oLeHKa no ckana ceoteeTHo DAS28, BASDAI, ASDAS, BAC (BAC HacTosLLa ¥ NPeaXoAHa, kaTo NpeaxoAHa ce npunara camo npyu Nbpeo NpoAbMKeHUe)
®ynocToBepsiBa Ce C MOANNC Ha CMIELMANUCTa B NPUTIOKEHNUE 1 Ha HACTORLIMTE U3NCKBAHWA U Ce NonLnBa Ta6n.1

Tabn. 1 HexxenaHu nekapcTBeHu peakuum

rageHe, rnasobonve, CBETOBBPTEX

aneprus

noBULWABAaHE HA apTepuanHoTo HansraHe

TexXKa UHdekuua

XemaTonoruyHu (xemorno6un noa 80g/l, neskountu nog 3500, TpomGouuTi No4 90000) u/unu BUOXMMUYHY OTKNOHEHMS CbOBPasHo
¢hapMaKonornyHoTo A0CHe Ha NpoAyKTa

. U3KMIOYBALLU KPUTEPUM (npu 3anoyBaHe M Npu NPoALIMKaBaHe Ha fieYeHUeTo)
BpeMeHHOCT 1 nakTaLms
AKTUBHa unu natexTHa Ty6epkynosa ( TybepkynuHosa npoba)
OCTbP UNK XPOHWYEH BUPYCEH XENATUT ( XENaTUTHI Mapkepy)
Heonnactninu 3abonssanus
3acroitHa cbpaeyHa HegocTatbyHocT IV knac NYHA
AnnacTuyHa aHemus, u3paseHa rpaHynouuTonetus, muenoducposa (MKK ¢ AKK, npu HEOGXOAUMOCT KOHCYNTaLMA OT XemMaTonor), nuMdom
MHoxecTBeHa ckneposa u 4pyru Gonectu ¢ gemuenuHusauns
Nunca Ha TepanesTyeH edekT Ha 12-Ta CeAMMLA Criej 3anoyBaHe Ha SIeYEHMETO (HEMNOBNMABaHE NPOABIKUTENHOCTTA Ha CyTPEellHaTa CKOBAHOCT;
NepcuCTUpaHe Ha CTaBHUS OTOK; HenosnusiBaHe 6post Ha BonesHeHUTe W/WnKM OTOYHUTE CTaBU, HENOBNNSBAHE Ha CYE n CRP)
9. MpekuceaHe Ha TepanuATa NO BUHA Ha BONHMA 3a NEPUOA MOBEYE OT 2 Mecela
10. Brniousare Ha 30J1 B KIMHUYHO NPOyuBaHE™
* Komucusima, kosimo e HasHayuna nedeHuemo u Habmodasa 3071, e dnbxHa He3abaeHo da ysedomu Komucuama 3a excrnepmusu no 4n. 78 e LY Ha H3OK. Tesu
6onHu ce 3anuceam & omAeneH pezucmbp U He 2yBsiMm MPasomo Cu 3a MPodbIKasaHe Ha eYeHUemo Ced NPUKIoYEaHe Ha KITUHUYHOMO NPOYY6aHe cned akmyanHa
oueHKa om creyuanuauparama Komucus

ONOOAON=D

OTroBaps Ha KpuTepuuTte 3a
NPOABLMKABAHE HA NIeYEHUeTO C B [IHEeBHa [103a

noanuc Ha cneuuanucTa:

W3UCKBAHUA HA H30K 3A MPOBEXOAHE HA NEYEHWE HA CEPOMO3WTMBEH PEBMATOWAEH APTPUT, IOBEHWNEH APTPUT,
NCOPUATUYEH APTPUT U AHKUIIO3UPALL CMTIOHAUAUT C BUONOrMYHN AHTUPEBMATUYHWU NEKAPCTBEHU NPOAYKTU - B cuna ot 1
mapt 2014 ropguHa
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JNINCT HA KPUTEPUU NMPU 3ANOYBAHE HA NEYEHWUE HA CEPOMO3UTUBEH PEBMATOUAEH APTPUT C
RITUXIMAB

Ume: | ErH | l | | | I | [ | | —|

3abenexka: meduyuHcKama OOKyMeHmayusi, ydocmoeepsieawa 6ceku om KpUMepuume € rocoYeHa ¢ Yupa & UHIEKC U 3a0BbIKUMEnHo
npudpyxasa HaCMoSIULOMO MPUSIOKEHUE.

Rituximab B kom6uHaLus ¢ MeToTpekcaT e nokasaH 3a fieYeHre Ha Bb3PACTHU NALMEHTU C TEXbK aKTUBEH peBMaTonaeH apTpur,

KOWUTO He Ce MOBNUSBAT AOCTaTbYyHO UMM UMAT HEMOHOCUMOCT KbM Aapyrun 60ﬂeCT-MO£lVI(¥)VILMan.WI aHTUpEeBMaTUYHN nekapcTea
(BMAPJI), BKIIOYMTENHO €AMH UM NOBEYE BULOBE Tepanusi C MHXMBMTOP Ha TyMOP-HEKPOTU3NPALLS chaktop (TNF).

A. Kputepuu 3a 3anoyBaHe Ha MbpBU KYpPC (3aAbLIKUTENHN Ca BCUYKU KpUtepuu)

MKB M05.1, M05.2, M05.3, M05.8

CurypHa anarto3a — Hanuune Ha 4 1 NoBeye KPUTEPUN OT CrIEAHNTE 7, CBIMACHO AMEPUKAHCKUS KONEX MO pesmaronorus
(ACR) 1987r.

"  CyTpelHa CKOBaHOCT, NPOABLIKABALYE NOBEYE OT 30 MUHYTY

*  apTpuT Ha 3 ¥ NoBeYe CTaBHMU 30HU

1 | ®  apTpuT Ha cTaBu Ha pbueTe

*  CMMETpUuEH apTput

*  peBMaToMAHM Bb3NN

" Hanuuue Ha peBMaTouaeH hakTop

®*  PEHTIEHOBM AaHHY 3a peBMaToNAEH apTpuT '

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

HenoBsnusiBaHe ot Apyru GonecT-MoanMULMPaLLN aHTMPEBMAaTUIHI NekapcTea (BMAPJ), BKITIOUNTENHO eavH Wi noBede
BU/IOBE Tepanus ¢ MHXMBUTOP Ha TyMop-HekpoTuanpalLums haktop (TNF) Ui HeMOHOCUMOCT KbM apyru 6uonornuin EMAP] 2

4 | BonHu, nposexaalum neyeHne ¢ Metotrexate 20 mg ceamMU4HO NoHe 6 MeceLa U HEMOBIMSIHU OT TepanusTa ®

5 | Jlunca Ha u3knoyBawm Kputepun no 7. B *

" npunarat ce 3aABLIKUTENIHO HA OPUTMHAMNHA BraHKa OT NaBOPaTOPHO U3CNEABaHE MK 3aBEPEHO KOnue, Npu Hanuyne Ha XoCnUTanM3aums ¢
AABHOCT A0 1 MecC. NPeAn KaHAWAaTCTBAHETO, ce npunara ennkpusa U3 ¢ Ne

% npunara ce oueHka no ckana ckotseTHo DAS28 - HEODX0AMMO € ABYKPATHO NOTBbPXKAABaHe Ha Noka3aTenuTe 3a noHe 12 ceamuueH nepuoa Ges
NPOMSHa B IEYEHNETO, NpuUnarar ce 1 AsaTa chulua y40CTOBEPSIBALLM POBEXAAHE Ha OLleHKaTa

® aMBynaTopHu NIUCTOBE MNK eTanHa €NWKpM3a OT Nperniean Npy CrneuuanucT 1 Konue oT peuenTypHa KHkka Ha 330J1, yjocTosepsisalLm
HasHayaBaHe Ha MpejxojHa Tepanus C OTPa3eHn CpPOKOBE Ha MPUMOXEeHWEe W PasBUTU CTPaHW4HW peakuuu, 3anoyHaTta Tepanus C BMAP,
cpokoBe, eheKTUBHOCT.

‘yp,oc‘roaepnaa Ce C NoAnuc Ha cneuuanucTa B NpunoxeHue 1 Ha HacCTOALWUTE U3UCKBaHUS

OTroBapsi Ha KpUTEPUUTE 3a 3anoUBaHe
neueHue ¢ B AIHEBHa f03a

NCOPUATUYEH APTPUT U AHKUNIO3WPALL, CNOHAWIUT C BUONOMMYHU AHTUPEBMATUYHN NIEKAPCTBEHU NPOAYKTU - B cuna ot 1
MapT 2014 roauHa

‘ V3UCKBAHWA HA H30K 3A MPOBEXIAHE HA JIEYEHWE HA CEPOMO3WTWBEH PEBMATOMAEH APTPUT, IOBEHWIEH APTPUT,
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JIUCT HA KPUTEPUU NMPU NMPOABMKABAHE HA MEYEHUETO HA CEPOMO3UTUBEH PEBMATOUAEH APTPUT C
RITUXIMAB

Wme: [l T T T T T T T 1 17

3abenexka: MeduuuHckama dokymeHmayusi, ydocmoeepsieaa eceku om Kpumepuume e rocoveHa ¢ yugppa e UHOEKC U 3adbIKUMENTHO
npudpyxaea HACMOSIWOMO NPUIIOKEHUE.

HeobxoaumocTTa ot AonbnHuTenHN Kypcose TpsiGBa Aa ce oueHsiBa 24 CeAMULM CrieAl NPUKMIoYBaHE Ha NPe/LIECTBALUMS KypC.

B. Kputepun 3a npoatmkaBaHe Ha NEYEHUETO (3aALIKUTENHN Ca BCHYKM KpUtepum)

MKB MO05.1, M05.2, M05.3, M05.8

1 | Peuuaus Ha Gonectra:

L OTOYHOCT Ha CTaBuTe (CUHOBUANEH U3NNB W/UNU MEKOTbKaHeH OTOK) ¥ CyTPeLUHa CKOBaHOCT — HapacTBaHenoHe ¢ 50%
. 6poii Ha GoNesHEHNTe M OTOYHM CTaBN — HapacTtsaHe noxe ¢ 50%

* __ CYE - Hag40mmunu CRP- Hag pedepeHTHaTa 3a 1aGopeTopusTa CTOMHOCT '

2 | DAS28>3,2

3 | llunca Ha msknousawm Kputepum no 1. B *

‘aMGyﬂaTOpEH nuct/ etanHa €nukpu3a c oTpaseHa CTeneH Ha NoBnusABaHe Ha nokasarenute
*npunara ce oueHKka no ckana DAS28

“y.qocmaepﬂaa Ce ¢ noAnuc Ha cneuuanucTa B npunoxexue 1 Ha HaCcTosAIUTE UIUCKBAHUS U Ce nonbrsa Tabn.1

Tabn. 1 Hexenanu nekapcteeHn peakumm
ragexe, 1'11850501'“'16, CBETOBBLPTEX
aneprus, (PebpUNTET, CTYAEHM TPBKN, aCTEHUSA
HamansBaHe Ha apTepuanHoTo HansraHe
ApasHeHe B repnoTo, 6onikn B kopema 1 rbpba

XeMaToNOrM4HN (NeBKONEeHNs!, TPOMGOLMTONEHNSA) W/MNN GUOXAMAYHU OTKNOHEHNS CcbobpasHo hapmMakonorMyHoTo Aocue Ha
npoaykra

B.M3KIIOYBALLW KPUTEPUKU

BpemeHHoCT 1 nakTauus.

AKTUBHU, TEXKN UHDEKLMN

MauneHT B TeXKO MMYHOKOMNPOMETMPAHO CLCTOSIHME.

Texka cbpAeyHa HelocTaTbyHOCT (krac IV NYHA)

Pa3suTue Ha Genesn Ha nporpecusHa MynTudokanHa neskoeHuedanonatms

BonHu ¢ 6poit Ha HeyTpodunHuTe rpaHynouut < 1,5 x 10%/1 w/mnn 6pon Ha TpomBoumTuTe < 75 X 10°/1,

Jluua nog 18 roguiuHa Bb3pact.

Junca Ha TepanesTudeH edhekT Ha 12-Ta ceamuLa Cried 3anoyBaHe Ha NEYEHUETO (HEMoBMUsIBaHe npoAbMKUTENHOCTTA
Ha CyTpellHaTa CKOBaHOCT; NEPCUCTUPaHe Ha CTaBHUS OTOK; HernoBnusBaHe 6posi Ha GONEsHeHNTe MMMK OTOYHUTE CTaBu;
HenoenuseaHe Ha CYE n CRP)

9. BrkmiousaHe Ha 30J1 B KMMHUYHO Npoy4BaHe*

DN PO BN

* Komucusma, kosimo e Hasna4una nedyeHuemo u Habmodasa 30J], e OnbxHa HezabasHo 0a yeedomu Komucusima 3a excriepmusu o un. 78 6 L|Y
Ha H3OK. Tesu 6onHu ce 3anuceam e omdenieH pesucnep U He 2y6sm npasomo Ccu 3a podbrixasaHe Ha iedeHUemo cried NPUKIYeaHe Ha
KITUHUYHOMO rpoyyeane c/ied akmyarnHa oueHka om crieyuanuaupaHama KoMucus

Otrosaps Ha KpUTepuuTe 3a
npoAbkaBaHe Ha NEeYEeHNeTo ¢ B AIHEBHa A03a

NCOPWATUYEH APTPUT 1 AHKUIOSUPALLL CMIOHAVANT C BUONOTUYHU AHTUPEBMATUYHU NEKAPCTBEHU MPOAYKTW - B cuna ot 1

WBNUCKBAHWUA HA H30K 3A MPOBEX/JAHE HA NEYEHWE HA CEPOMO3WTUBEH PEBMATOWIEH APTPUT, IOBEHWJIEH APTPWUT,
u mapt 2014 roguHa



[image: image7.jpg]1. NEYEBHO-AWATHOCTUYEH ANFOPUTBM

1. NEKAPCTBEHW MNPOOYKTW, BKnioyeHu
AeNCTBaLMTE HOPMATUBHU JOKYMEHTH.

NPUNOXEHUE 2

B Mpunoxexne 1 Ha MNIIC, kouto H30K 3annawa B choTBeTcTBME C

INN MKB LO03A
MO05.0, M05.1, M05.3,
MO05.8;
M07.1, M07.2, M07.3;
ADALIMUMAB mggé mgg? mggg = 40 mg npes cegmuua
M45.3, M45.4, M45.5,
M45.6, M45.7, M45.8
MO05.0, M05.1, M05.3,
MO05.8;
M07.1, M07.2, M07.3;
ETANERCEPT MO08.1, M08.3, M08.4; * 50 mg eavH MbT ceaAMUIHO
M45.0, M45.1, M45.2,
M45.3, M45.4, M45.5,
M45.6, M45.7, M45.8
M05.0, M05.1, M05.3, " NpU 3anouBsake Ha neverne — nbpen mecey 1200 mg (Ha 0, 2 n 4 ceamuLmn — 2
CERTOLIZUMAB MO05.8 MbTU AHEBHO no 200 mg)
* nopawbpxalya 4osa — 200 mg Ha Bcekn 2 ceamuLmM
MO05.0, M05.1, M05.3,
MO05.8;
M07.1, M07.2, M07.3;
GOLIMUMAB M45.0, M45.1, M45.2, = 50 mg eauH NbT MeceyHo
M45.3, M45.4, M45.5,
M45.6, M45.7, M45.8
® Npu 3anoyBaHe Ha nevyeHue:
~ 3 mg/kg wHTpaBeHo3Ha nHdbyams Ha 0, 2 n 6 ceamuLm 3a MO5
M05.0, '\Mﬂgg; M05.3, -5 mg/kg wHTpaseHosHa Hobyams Ha 0, 2 1 6 cegmuum 3a MO7
MO7.1 M07' 2‘ M07.3: — 5 mg/kg unTpaseHosHa uHaysus Ha 0, 2 U 6 ceamuLm 3a M45
INFLIXIMAB m:gg m:gl m:gg e oA i nosa:
= & o — 3 mg/kg uHTpaBeHo3Ha uHdyans Ha BCeku 8 ceamuum 3a MO5
M45.6, M45.7, M45.8 — 5 mg/kg wHTpaBeHo3Ha WHy3us Ha BCekn 8 ceamuLm 3a MO7
-5 mg/kg unTpaBeHosHa uncyaus Ha Boeku 6-8 ceamuum 3a M45
TOCILIZUMAB M05.0, mgg; Mbos = 8 mg/kg HTpaBeHo3Ha UHDY3NA €ANH MbT MECEYHO (makcumym 800 mg)
M08.2, M08.3, M08.4
* Npy 3anoysaHe Ha nevyenne — nbpeu mecey 45 mg Ha 0 1 4 ceamuum
USTEKINUMAB MO07.1, M07.2, M07.3 * noaALpXaLa 4033 — 45 Mg Ha BCeKkY 12 CemuLy
= TepanesTUYBMAT KyPC Ce CbCTOM OT 2 UHTpaBEeHO3HM uHcyauu no1000 mg
RITUXIMAB M05.1, Moo:2 MO3:3, | rpes 14 grm

WUBUCKBAHUA HA H3OK 3A MPOBEXOAHE

@

mapt 2014 roauHa

HA NEYEHWE HA CEPOMO3WTWBEH PEBMATOWAEH APTPUT, OBEHWIIEH APTPUT,

NCOPUATUYEH APTPUT W AHKWIIO3UPALL CMIOHANAWNT C BUONOMYHN AHTUPEBMATUYHI NEKAPCTBEHI NPOAYKTU - B cuna ot 1
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INN NPEOW 3ANOYBAHE* KOHTPOI Ha Bcekun 6 Meceua*

peHTreH Ha 6sin apob, peHTreH Ha cTasu, RF (3a M05),
ADALIMUMAB TybBepkynuHoBa npoba, xenaTuTHU Mapkepy, MKK ¢ IKK, CYE, CRP, ASAT, ALAT
MKK ¢ KK, CYE, CRP, ASAT, ALAT

peHTreH Ha 6sin Apob, peHTreH Ha cTasu, RF (3a M05),
ETANERCEPT Tyb6epkynuHoBa npoba, xenaTUTHU Mapkepy, MKK ¢ KK, CYE, CRP, ASAT, ALAT
MKK ¢ KK, CYE, CRP, ASAT, ALAT

peHTreH Ha 6sin Apob, peHTreH Ha cTasu, RF,
CERTOLIZUMAB | Ty6epkynuHoBa npoba, XenaTuTHn MapKkepu, MKK ¢ KK, CYE, CRP, ASAT, ALAT
KK ¢ [IKK, CYE, CRP, ASAT, ALAT

peHTreH Ha 6sin Apob, peHTreH Ha ctasu, RF (3a M05),
GOLIMUMAB Ty6epkynuHoBa npoba, xenaTuTHU MapKkepw, MKK ¢ [IKK, CYE, CRP, ASAT, ALAT
KK ¢ [IKK, CYE, CRP, ASAT, ALAT

peHTreH Ha 6sn apob, peHTreH Ha ctasu, RF (3a M05),
INFLIXIMAB Ty6epkynuHoBa npoba, xenaTuTHW Mapkepy, MKK ¢ [IKK, CYE, CRP, ASAT, ALAT
MKK ¢ KK, CYE, CRP, ASAT, ALAT

peHTreH Ha 6sn apob, peHTreH Ha ctasu, RF (3a M05),
TOCILIZUMAB TybBepkynuHoBa npoba, xenatutHu mapkepy, MKK ¢ AKK, | MKK ¢ KK, CYE, CRP, ASAT, ALAT
CYE, CRP, ASAT, ALAT, xonecTtepon, TpUrnuuepuau,

peHTreH Ha 6sin apob, TybepkynuHoBa npoba,
USTEKINUMAB xenatutHu mapkepu, MKK ¢ OKK, CYE, CRP, ASAT, MKK c [IKK, CYE, CRP, ASAT, ALAT
ALAT, ypesi, KpeaTuHUH

PEHTreH Ha 6sn Apob, peHTreH Ha cTaem, RF,
RITUXIMAB TyBepkynuHoBa npoba, xenaTuTHU Mapkepu, MKK ¢ KK, CYE, CRP, ASAT, ALAT
MKK c OKK, ASAT, ALAT

* npunarar ce 3aBEpeHy KOMWUA OT opuriHanHuTe GnaHkv (MpU HanMuuMe Ha XOCTUTanM3auvs C AaBHOCT A0 1 MEC. NPeAu KaHANAATCTBAHETO Ce
npunara 3aBepeHo KOnue OT enukpusa ¢ Homep Ha U3)

3abenexka: H30K 3annawa pAomMawHO rnevyeHMe ¢ GUOMOTMYHM aHTUPEBMATUYHM TEKapCTBEHW MpPOAYKTU [0
TpalHaKNUMHU4YHA peMucus Ha Gonectra.
OnpedeneHue 3a mpaiiHa KITUHUYHA PEMUCUS, Cb2NacHo npenopnkume Ha EULAR om 2010 209. ' 2%*
PEBMATOWAEH ApTPUT: CYTPELHa CKOBAHOCT NoA 15 MUHYTW; nunca Ha ymopa; nunca Ha cTasHa Gonka; nunca Ha Gonka npu
ABIWKEHWE; NUNCA Ha OTOK — CTaBEH, MEKOTbKaHeH, OKONMOCTaBeH WNM Ha CyxoxunHute Bnaranuwa; CYE n CRP B pedepeHTHu
rpaHuLy 3a cboTBETHaTa naboparopusi; DAS28<2,6;
aHkunoaupaly cnoHaunut: BASDAI<4; ASDAS<1,3;
NCOpUATUYEH apTPUT: CYTPeLUHa CKOBAHOCT nog 15 MUHYTM; nunca Ha ymopa; nunca Ha ctaeHa Gonka; nunca Ha Gomka npu
ABWKEHNE; JINNCA Ha OTOK — CTAaBEH, MEKOTBLKAHEH, OKONIOCTABEH UM Ha CYXOXWIHUTE BIiaranuila; nunca Ha CkoBaHoCT Ha rpbGHaka
Se cny4aute Ha cnoHaunut); CYE n CRP B pedepeHTHM rpaHnLm 3a CboTBETHaTa laboparopus.
IOBEHWNEH apTPUT: NUNCa Ha aKTUBEH apTpuT; NUNCa Ha NOBWLIEHA Temneparypa, OOpWB, CEpo3uT, ChMeHOMranus unu
reHepanuaupaHa nuMmdaaeHonaTis; nunca Ha aktueeH yseut; CYE u CRP B pecbepeHTHU rpaHuum 3a cboTBeTHaTa nabopatopus.

3abenexka: MeauurHckaTa AOKyMeHTauus (ambBynaTopeH nucT/eTanHa enuKpu3a/eKCnepTHO CTaHOBULLE), KDﬁTQ1 gg:;aansa CBLCTOAHUA Ha HenbnHa
KNMHWYHA PEMUCUS Ha GONECTTa Aa BKIKYBA ONUCAHMSTE, CLITIACHO U3NIOKEHNUTE MO-TOPe ONPEeAENEeHNs! Mo NHABKCH "

3abenexka: Yuyacmuemo Ha 30J1 e KAUHUYHU npPOy4YeaHusi He MPOMEeHs HeobxodumMocmma om cnaseaHe Ha
usuckeaHusima Ha H30K npu npoeexdaHe Ha JieyeHUe ¢ 6UONI02UYHU aHMUPe8MamuyYHU JIeKapcCmeeHu npodykmu e
u3ebH60MHUYHamMa nomMouw.

W3NCKBAHUA HA H3OK 3A MPOBEXOAHE HA JIEYEHWME HA CEPOMO3WTUBEH PEBMATOWOEH APTPUT, KOBEHWJEH APTPUT,
NCOPUATUYEH APTPUT WU AHKWUNO3WUPALL CNOHAUNUT C BUONOTNYHU AHTUPEBMATUYHU NEKAPCTBEHW MNPOAYKTU - B cuna ot 1
mapt 2014 rogura




[image: image9.jpg]Il. OBLLUW U3UCKBAHUS

1. Bb3apacToBara rpaHuua ce uauncnsea B HABBLPLUEHN TOANHN - T.€. BKIIOYUTENHO KbM aTaTa Ha u3aasaHe Ha npoTtokona ot
cneuwanuampaHaTa KOMUCHs.

2. Mpyu HasHauaBaHe Ha Tepanus No MPOTOKon 3aAbIMKUTENHO Ce CbOBPa3ABaT BL3PACTOBUTE OrPAHUYEHMS, CBITIACHO KpaTkata
XapaKTepuCT1Ka Ha CbOTBETHUSI NIekapCTBEH NPOAYKT, YTBLPAEHA M0 peaa Ha 3JMXM.

3. H30K He sannauia neyexue nasbH yKasaHara Bb3pacToBa rpaHnLa B KpaTkaTa xapakTepucTuka Ha npogykra.

4. H30OK He 3annalya neuenue ¢ foam Haj MakcumanHo paspelueHnTe Mo kpaTka XapaKkTepucTuka Ha npoaykTa.

5. B cnyyait Ha HacTbnuna NOAO3NpaHa HexenaHa nekapcTseHa peakuusi, nekapsT yBegomsisa MAJ no peaa Ha un. 183 ot
3JINXM. Konve ot cbobLueHreTo ce npunara kKbm MeauumHckaTa fokymeHTauus Ha 30J1 npu kaHaWaaTCTBaHe 3a neveHue.

6. MPU CMELUUATIUCTA, cbrn. un. 158 B, 7. 1 ot HP[] 3a MeguumHckuTe aenHocTn 2014 r. (0o6H. [1B 6p. 3 or 10.01.2014 r.),
Ha 30“, Ha KOUTO ca usgaBaHu MPOTOKONU no peAa Ha HacTosiwuTe U3UCKBaHUSA, crnepsa ga ce npunarat BCUYKKU
HEeOGXOAMMM AOKYMEHTU KaTo: ambynaTopHuTe AWCTOBE OT V3BBPLUEHUTE Mperneaun, BTOPUAT eK3eMNIsp OT M3fazeHuTe
NPOTOKOIK, KOMWsi OT enuKPU3N, EKCNEPTHI CTAHOBUILA U APYTA AOKYMEHTM, KOWTO Ca OCHOBaHWe 3a v3aaBaHe Ha NpoToKon,
BCMYKM M3NCKBALLM Ce W3CMIeABaHWS, KOMWE OT MPUMOXeHWe 1 Ha HACTOSILMTE W3UCKBAHWS MOMbITHEHO NO CbOTBeTHaTa
TOYKa, MOANMUCAHO OT CrieumManucTa, U3gan npoTokona.

Hacmosiwume usuckearusi ca paspabomeHu Ha ocrosaHue un. 56 om HayuoHaneH pamkos 002060p 3a MeOUUUHCKUMe
OeliHocmu 3a 2014 zoduwa (06H., [B, 6p. 3 om 10.01.2014 2.) u enuzam e cuna om 1 mapm 2014 2., cbenacHo un. 10 Ha
Hapedba Ne 10 om 24 mapm 2009 z. 3a ycriosusima u peda 3a 3annaujane Ha nekapcmeru npodykmu o yn. 262, an. 6, m. 1 om
3aKoHa 3a NlekapcmeeHume IPodykmu 6 XyMaHHama MeoduyuHa, Ha MeduyuHcKku usdenusi U OUEMUYHU XpaHU 3a crieyuanHu
MeOuyuHeKu yenu (o6H., [1B, 6p. 31 om 2007 2.).

WUBUCKBAHUA HA H30K 3A MPOBEXOAHE HA NEYEHWE HA CEPOMO3WUTUBEH PEBMATOWLEH APTPUT, IOBEHWNEH APTPUT,
NCOPUATUYEH APTPUT U AHKWIIO3MPALL CMIOHAWAWT C BUONOMMYHU AHTUPEBMATUYHW NEKAPCTBEHMW NPOAYKTU - 8 cuna ot 1
mapT 2014 roguna
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AEKNAPALMSA 3A UHOOPMUPAHO CBITIACUE C V3UCKBAHUATA 3A 3AMOYBAHE/ MPOOBMKABAHE HA
NEYEHMETO C NEKAPCTBEHUA NMPOOYKT

crnej kato ce 3ano3Hax C usanata mu npegocraseHa VlHqJOpMaLlMR MW uUenTa Ha neyeHueTo c nekapcreeHus
NPOAYKT.
NOCTaBEHUTE OT MEH BbMpocwK, Aeknapupam ye:

n cnep Kato nomyyunx un3depnarenyu OTroBOpu Ha

1. WHdopmupaH cbMm 3a 0Tkas oT MailunHCTBO / 6almHCTBO Mo BpeMe Ha MpoBexXaaHe Ha neveHue G ropenocoyeHus
TEKapCTBEH MPOAYKT.

OA HE

Llle cnassam npenopbyaHata M1 cxema Ha nedeHne n NEPUOANYHOCT Ha KOHTPONHWUTE Nperneau.
PenoBHO e ce sBsiBaM Ha KOMTPONHW Mpernean M Hsma £ia TpOMEHsIM CaMOBOIHO MMM MOA APYro BHylueHue
HasHauyeHaTta M1 Tepanus.

4. Tlpu npeycTaHoBsiIBaHe Ha NEYEHUETO Mo NpU4nHU, HeNnpoU3TU4aLLM OT peLLeHneTo Ha Komucusita 3a ekcnepTtnan B PSOK
wnn Kommucusta no un. 78, T.2 ot 330, we YBEAOMS HesabaBHO NUYHMA cu nekap u P3OK u we sbpHa B P3OK
nocneaHus NpoToKor, No KOMTo CbM Monyyasar/a NekapcTBEHMs NPOAYKT.

5. Tlpu HecnaseaHe Ha NOCOYEHMUTE YCIIOBUS NEYEHUETO MU G ynomeHaTusi nekapcTBeH NpoaykT e 6bae npekpaTteHo u

HAIMa Aa umam npeteHuun kbm H30K.

(Mme, npesnme u hamunng)

W3UCKBAHWMSA HA H3OK 3A MPOBEXXOAHE HA NEYEHWE HA CEPOMO3NTUBEH PEBMATOWAEH APTPWUT, KOBEHWUNEH APTPUT,
MNCOPUATUYEH APTPUT 1 AHKUNOBMPALL CMIOHAUIUT C BUONOMMYHN AHTUPEBMATUYHMI JIEKAPCTBEHW MPOAYKTY - 8 cuna ot 1
mapt 2014 ropuHa





