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NW3NCKBAHUA HA H30K
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NPU N3OABAHE HA NMPOTOKOJU 3A NMPOBEXOAHE HA NIEYEHUE HA IOBEHWUITEH APTPUT, C
BMONOIrMYHU NEKAPCTBEHU NMPOAYKTU NOJ 18 TOAULLHA Bb3PACT

(Adalimumab, Etanercept, Tocilizumab)

MpoTOKONBT Ce U3AaBa OT CNELMANUCTU C KOA Ha crneuuanHocT 39 — AeTcka peBMaTonorus, paboTelum no AOrosop ¢
H3O0K, ekcnepTHOTO cTaHOBMLIE Ce M3[aBa OT creuManuaupaHa KoMucusi B neyebHu 3aBeaeHus 3a GOMHMYHA nMomoul,
cknouunu pgoroeop ¢ H30OK. CneuuanuampaHuTe KOMUCHUM Ce Cb3fasaTt CbC 3anoBes Ha avpekTopa Ha J13: CBANAE rp.

Codpus

PE[] 3A 3ABEPAIBAHE HA NPOTOKONUTE

MpoTokonu 3a 3ano4BaHe Ha TepanusATa

CrneynanueT, ckroumn
noroeop ¢ H30K

= [lonbrnHeHo v noanucaHo npunoxeHue 1 — NUCT 3a onpefensHe Ha KpUTepUUTE
(no T.A) € BCUYKM HEOBXOAMMM n3CneaBaHNs

= AmOGynaTopeH nucT/ eTanHa enukpusa OT MOCMeAHWUs Npernea C NPUoXKeHU
BCUYKM HEOBXOAMMM NoKasaTenu U U3CneaBaHus no npuroxeHue 2

= ‘l[lpoTokon 3a npeanucsaHe Ha nekapcTsa, sannawadu ot H3OK/P3OK” — obp.
M3-H30K

cneuvanusumpaHa
KoMucus

/
/

= EKCNepTHO CTaHOBMILE C SiCHA MeAWUUMHCKAa MOTMBaUMS (3abIDKUTENHO ce
oTbensA3Ba nunca Ha U3KNiYBaLLn KpUTepum)

= “lpoTokon 3a nNpeanucBaHe Ha nekapcTea, 3annawanm ot H30OK/P30OK” — 06p.M3 —
H3OK (noanucaH oT YneHoBeTe Ha KOMUCKSATA)

Komucus no un. 78, 1. 201 330 B

LlY Ha H30K

3aBepka Ha

’ npotokona B P30K

MpoTokonu 3a NpoAbMkaBaHe Ha TepanusiTa

cneunanucTt, CKn4un
norosop ¢ H30K

= AmGynatopeH nucT/ eTanHa enukpm3aa OT NOCMEeAHNS NPernes, C NPUNoXeHu
BCUYKN HEOBX0AMMM N3crieBaHNsA Mo NPUIIoXeHue 2

= [lonbnHEHO 1 NoOANMCaHO NpunoXeHue 1 — NUCT 3a onpe/ernsHe Ha KpuTepunTe
(no 1.6)

= ‘[poTokKon 3a NpeanucBaHe Ha nekapcTea, 3annawaxm ot H3OK/P3OK” — obp.
M3-H30K

cneuvanusvpaHa
KoMucus

/
/

= EKCNepTHO CTaHOBMLUE C iCHa MeANLIMHCKa MOTUBaLWSA (3aAbMKUTENTHO ce
oT16ens3Ba nunca Ha CTPaHUYHN peakLnn 1 ce NMPaBu OLieHKa Ha edheKTUBHOCTTa Ha
TepanusaTa)

= “TpoTokon 3a npeanucBaHe Ha nekapcTsa, 3annatadu ot H3OK/P3OK” — o6p. M3
—H3O0K (nognucaH oT uneHoseTe Ha KOMUCUATA)

Komucusi no un. 78, 1. 201 330 B

LY Ha H30K

3aBepka Ha

npoTtokona B P30K

Il. OBLLU NONOXEHUA
1. 30J1 nopaea noaroTBeHUTe AoKyMeHTH B P30OK, Ha TepuTopusiTa Ha KOSITO € HanpaBurno n36op Ha OMJ1. [lokymeHTute
BKIIOYBAT:

1.1 3asBnenue o [Jupekropa Ha P3OK.

1.2 MonbrnHeHo u nognucaHo npunoxernue 1. MonbriBa ce N0 CbLOTBETHATa TOYKA M Ce Mpunara oTpaseHarta B UUdpos

VHAEKC MeAuLMHCKa JOKYMeHTaLmsl, yA0CToBepsiBalla BCek eJuH OT KpuTepunTe.

1.3 MbNHUAT Habop uacneaBaHus (OU3VMKaNHWU, UHCTPYMEHTANHU U NabopaTopHU), OTPa3eH B NPUNoXeHue 2.

1.4 ‘TpoTokon 3a npeanucBaHe Ha nekapcTea, 3annawanu ot H3OK/P3OK” — o6p. M3-H3OK, usgapeH oT nekaps
cneuuanuct, pabotewy no gorosop ¢ H3OK. lMNpunara ce opuriMHan Ha NpoTOKONa, a Npy KaHAMAATCTBaHe 3a NpoAbrkasaHe Ha
TepanusiTa ce NpeACcTaBs OpUrMHan Ha NPEeAXOAHWUS MPOTOKON C OTPa3eH! BCUYKM Ha3HaYeHMs Mo Hero.

1.5 Jeknapauus 3a uHdopmmMpaHo cbrnacue no obpasew (npunoxexue 3)

2. P30K npuema AOKyMeHTUTe no T. 1 crieq cnpaBka OTHOCHO 34PaBHOOCUIypUTenHus ctatyc Ha 30/,
3. n'prMﬁT W BCEKM crieaBaly NpoTOKON ce usagasart 3a nepuoa Ao 6 Meceua.

w

2
W3NCKBAHWA HA H30K NPW NEYEHWE HA IOBEHWNEH APTPUT C BUONOIMMYHN AHTUPEBMATUYHI NEKAPCTBEHU NMPOAYKTW NPU BONHU
nopa 18 rOAULIHA Bb3PACT B U3BbHBEONHUYHATA NMOMOLLL - 8 cuna ot 1 mapT 2014 roguHa
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JIUCT HA KPUTEPWUM MPU 3AMOYBAHE HA NIEYEHME HA IOBEHUMNEH APTPUT C BUONOrn4YHU
AHTUPEBMATUYHW NEKAPCTBEHW MPOAYKTW NMOJ 18 FOOULLHA Bb3PACT

Llllme:

[erv] T ]

N I I

3abenexka: MeduyuHckama GoKyMeHmauyusi, ydocmosepsisalya 6ceku om Kpumepuume e focoyeHa ¢ yugpa € uHOEKC u 3adwbaKUMEsNTHO
npudpyxasa HaCMOSIULOMO NPUOXKEHUE.

AHTMuMTOKMHOBMYe neKapcTBeHU npoAaykTu ce npunarat Kato BTOpa NIMHUA Ha rievyeHue, koraTto nbpBara nuHus e 6una
HeyCnellHa unu nauneHTbT He A noHacs.

A. Kputepum 3a sanoysaHe Ha MbpBM Kype (3aAbMKUTENTHU ca BCUYKIA KpUTEpUM)

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

1 | CurypHa guarHosa CurypHa guarHosa CurypHa guarHosa CwurypHa anarHosa (ILAR
(ILAR 1997): (ILAR 1997): (ILAR 1997): 1997):
=  apTpuT B eaHa unu " apTpwuT, 3acsraLy RF HezamueeH = apTpuUT U eHTEe3UT

noBeye CTaBu

= CbMbLTCTBALA UIN
npeaxoxaaila
eXeAHeBHa

Temnepartypa B

npoAbLIMKEHUe Ha 2

ceamMuuM

*=  33ae4HO C eauH unu
noBeye OT CrieaHuTe

KpuTepUm:

& npexoaeH
(HedbukcHpaH)
eputemeH
06pwus;

- XenaTtomeranus

¥ cnneHomeranusa

- apeHonaTtus

- cepoaut '

efHa ao 4 ctasu
npes nbpsuTe 6
meceLa Ha
3abonssaHeTo

*  nepcucTupaLy —
3acsira He noBeye ot
4 crasu

= paswwpeH — 3acsra
noseye oT 4 cTasun
cnej nbpeute 6
mMeceua Ha
3abonssaHeTo '

= aptput B 5 unmn
noseye CTaBy npes
nbpeuTe 6 Meceua
Ha 3abonsiBaHeTo

* Tect3aRF -
HeraTuseH

RF nosumueer

= apTput B 5 unmn
noeeye CTaBu npes
nbpBUTE 6 Meceua
Ha 3abonsBaHeTo

" MO3UTUBHM 2 Unn
noseve TecTa 3a RF
B UHTepBan ot 3
MeceLa npes
nbpBUTE 6 Mecewa '

vnm
*  apTPWUT UMK EHTE3NT C

Haii-marnko 2 ot

crefHuTe KpUTepuu:

- Gonkas
cakpounuayHa
cTaBa w/unu
nymbocakpanHa
Gornka

- Hanuune Ha HLA
B27 anturex

- Hayano Ha apTpuT
npu MomyeTa Haz 6
rofuilHa Bb3pact

- OCTbp NMpejeH yBeut

- aHamHesa 3a
crnoHaunoapTpona-
™S npy
POACTBEHULM OT
nbpBa reHepaiys '

Disease Activity Score -

Disease Activity Score -

Disease Activity Score -

Disease Activity Score -

2 | JIA (JADAS 27) JIA (JADAS 27) JIA (JADAS 27) JIA (JADAS 27)
>38° >382 >382 >38°
Henosnuseaxe ot HenosnusisaHe ot MTX HenosnusisaHe ot MTX Henosnusisane ot MTX
HCNBC u w/unu CyncacanasvH B n/vwnu CyncacanasuH B w/unu Cyncbacanasux B

3 TNIOKOKOPTUKOCTEPOUAN B onTUMarnHu Kypcoee u ONTUManHu Kypcoee n onTuMarHu Kypcose u EOEM
ONTUMArHN KypcoBe 1 [1031 32 6 MeceueH 71031 3a 6 MeceyeH 3a 6 meceyeH nepuop
£o3n 3a 36 meceyeH nepuoz nepuvon ®
nepvon

4 JNunca Ha usknoysawm Jlunca Ha uskno4Bawm Ilunca Ha usknoYBawm Junca Ha usknoyBawm

KpuTepum no 1. B *

Kputepum no 7. B *

Kputepumno T. B*

Kputepum no 1. B 4

" npunarar ce 3apLKUTENHO Ha opwruHarnHa énanka ot nabopaTopHo U3CneaBaHe Unu 3aBEPEHO KOMKUE, NpW Hanu4ue Ha XOCNUTaNM3aums ¢
AABHOCT A0 1 Mec. NpeAy kaHaMAATCTBaHETO, Ce npunara envkpuaa U3 ¢ Ne

npunara ce oueHka no ckana cboTBeTHO JADAS 27 - HeoGX0AMMO & ABYKPATHO NOTBbPXAABAHE W Ha NoKasaTenuTe 3a MoHe 12 CEAMMYEH nepuoa Ges
NpoMsiHa B NeYeHNeTo, npunarar ce 1 Asarta uiia YAOCTOBEpPABALUM NPOBEXAAHE Ha OLeHKaTa
* amBynaTophu nucToBe MNM eTanHa enuKpu3a OT Mperneau Npu CreunanucT, YAoCToBepABallM HadHayaBaHe Ha NpeaxodHa Tepanus
OTPa3eHN CPOKOBE Ha MPUNOXEHWE W Pa3BUTU HEXenaHu NekapcTBeHW peakuuu®, 3anoyHara Tepanus ¢ BMAC, cpokose, edeKTUBHOCT
3afLKUTENHO Aa Ce NOCOYBa aKTyarHo TenecHo Terno!

yAoOCTOBepsiBa ce ¢ NoANUC Ha cneyuanucra B npunoxexune 1 Ha HacTosIWUTEe U3UCKBaAHUA

OTroBaps Ha KpUTEpUUTE 3a 3anoYBaHe

neyeHue ¢

B AiHeBHAa fo3a

3
' g VIBNCKBAHWS HA H3OK MNPWU NEYEHWUE HA FOBEHWNEH APTPUT C BUONOMMYHN AHTUPEBMATUYHW NEKAPCTBEHW MPOAYKTU MPU BONHU
MNOJ 18 FOAULWHA Bb3PACT B U3BBHBEONHUYHATA MOMOLL| - B cuna ot 1 MapT 2014 roguta
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TIUCT HA KPUTEPUW MPU NPOABITKABAHE HA NEYEHUETO HA FOBEHUIIEH APTPUT C BMONTIOrUYHU
AHTUPEBMATWUYHWU NEKAPCTBEHU NPOJYKTYU MOA 18 FOAULLHA Bb3PACT

Uwme: ' ErH | | l I | l I l | | —|

3abenexka: MeouyuHckama OOKyMeHMayus, yGOCMOSEpsealua 6CEKU Om KPUMEPUUME € NMoCoYeHa C UPa & UHOGKC U 3aGmmmumento npudpyxaea
HacmosAWomo npunoxexue.

3aBenexka: GonHuTe cneasa Aa GLAAT MOHUTOPUPAHY Ha 12-Ta CEAMMLA OT HAYAMNOTO HA NEYEHUETO:
" pY KBHAUAATCTBAHE 33 NPOABIKABAHE HA NEYEHNETO CNeA 3aBbPLIEH NbPBY LECTMECEUEH KYPC C& OCBLUECTBSBA HOBA OLIEHKA M 333 LMXUTENHO
Ce NPe/ACTaBs MeANLIMHCKATa AOKYMEHTALMsA OT Nperneaa Ha 12-Ta ceammua
" 7PV NauveHTH, Npu KOMTO aKTUBHOCTTA Ha 3aBONABAHETO He NOKA3Ba 3HAYMTENHO NOAOBPEHME (MPOMSHA C < 20% Ha W3CTIEABAHUTE KIMHUYHYA U
N1aBopaTopHy nokasaTenu 3a BCAKO 3aGonsABaHe, CPSIMO M3XOAHUTE CTOMHOCTM) B pamKuTe Ha 3 — 6 Meceua, MoXe 4a ce npemuHe KbM Apyr
AHTMLMTOKUHOB NEKAPCTBEH NPOAYKT.

B. Kputepuy 3a npoagbrikaBaHe Ha NeYeHUETO (3aQbIMKUTENHU Ca BCUYKM KpuTtepum)

MKB M08.2 MKB M08.4 MKB M08.3 MKB M08.1
1 MoenusBeaxe Ha MosnusisaHe Ha Moenusisaxe Ha MoenusBaHe Ha
nokasarenure: nokasarenure: nokasarenure: nokasarenure:
*  HopManuaupaHe Ha "  OTOYHOCT Ha CTaBuTe ®  OTOYHOCT Ha CTaBuTe *  OYHOCT Ha CTaBuTe
Temneparypara (cuHoBManeH uanue (cvHoBManeH nanus (cuHoBManeH nanus
"  JMnca Ha cTasHo- W/ MEKOTBKaHEH OTOK) W/\n MEKOTBKaHEH OTOK) W/Mnu MeKoTbkaHeH
MyckynHa 6osnka u — HamansisaHe C noxe — HamansaBaHe C NoHe 0TOK) — HamansiBaHe ¢
CKOBaHOCT 50% 50% noxe 50%
= CYE-nog 40 mm =  Bpoii Ha GonesHeHuTe u . 6poit Ha GonesHeHuTe u = ©poit Ha GonesHeHuTe 1
wnu CRP B OTOYHM CTaBU — OTOYHY CTaBU — OTOYHM CTaBU —
pedepeHTHU HamansBsaHe ¢ noHe 50% HamansBeaHe ¢ noxe 50% HamansBsaHe ¢ noHe 50%
rpanuuy ' = CYE-nog 40 mm unu *  CYE-nog 40 mm unu . CYE - nog 40mMm nnn
CRP B pechepeHTHM CRP B pecepeHTHu CRP B pedepeHTHM
rpaHuuy ' rpatuum * rpaHuLm
=  BonkaBropba '
Disease Activity Score - Disease Activity Score - Disease Activity Score - ?l':ﬁ:%ﬁ?l;t)y Score -
2 | JIA (JADAS 27) JIA (JADAS 27) JIA (JADAS 27) Eas?
<382 <38° <38° i
3 Tlvnca Ha uskno4Bawm Junca Ha usknousawm Jlunca Ha u3knoYBawm Tunca Ha usknouBawm
kputepum no 7. B ° Kputepum no 7. B * Kputepum no 7. B ° Kputepuu no 7. B *

T aMGyﬂBTOpEH nuet/ eTanHa enuKpu3a c oTpaseHa CTeneH Ha NOBNUsBaHe Ha nokasarenure; OpuruHanHu Gnanku unn 3aBepeHu Konusa OT akTyanHu HESOPETODHM
wnacnejsaHusa (C NOCOYEeHn ped]EpeHTHVI CTOMHOCTH 3a CbOTBETHATA naﬁoparopnn). Npu Hanuuue Ha xocnuTanua3auws ¢ AasHocT Ao 1 Mec. npeau KaHanaaTcTeaHeTo,
ce npunara enukpusa U3 ¢ Ne. 3aALIMKUTENHO Aa Ce MOCOYBaA aKTyanHo TenecHo Ternol
2 npunara ce oueHka no ckana cvoteetHo JADAS 27
:,YAOC'[DEEpHEa Ce C noAnUC Ha cneuvanucTa B NpUnoXeHne 1 Ha HaCTOSILLUTE U3UCKBAHUA U Ce NONbLIBA Tabn.1
Tab6n. 1 HexenaHu nekapcTBeHn peakumm
rageHe, rnaBobonue, CBETOBbPTEX
aneprus
NoBULLABaHE Ha apTEPUanHOTO Hansraxe
TenKa nHpekuus
XemaronoruiHu (xemornobun nos 80g/l, neskouuTu noa 3500, TpomGouwtu nog 90000) WMAM GUOXMMUYHW OTKNOHEHWS
cb0o6pasHo hapmMakoNOrMYHOTO AOCHE Ha NPOoAYKTA

B. U3KITIOYBALLM KPUTEPUM (nipyu 3ano4saHe 1 Npu NpoabIkaBaHe Ha NeyeHneTo)

1. BpemeHHOCT U nakTauns

AKTVBHa UNK NaTeHTHa Tybepkynosa ( TyGepkynuHosa npoba)

OCTbp MNM XPOHUYEH BUPYCEH XENnaTuT ( XenaTuTHN MapKepH)

Heonnactuynu 3abonseaxus

3acToiiHa CbpAeYHa HEJ0CTaTBYHOCT

AnnactuyHa aHemus, UspaseHa rpaHynouuTonenus, muenodubposa (MKK ¢ KK, npn HeoBXOAMMOCT KOHCYNTaUuUs OT Xemartonor),
numdom

MHosxecTseHa cknepo3a i Apyrvt 6onecTy ¢ zeMuenHu3aLms

Jlunca Ha TepanesTuuen edekT Ha 12-Ta CepmMMUA CrieA 3anOYBaHE HA NEYEHWETO (HenosnusiBaHe NPOABIKUTENHOCTTA Ha
CyTpeluHata CKOBaHOCT, NepCUCTUpaHe Ha CTaBHUS OTOK;, HenosnusBaHe 6posi Ha 6GonesHeHWTe W/WNKU OTOUHWTE CTaBM:
HenoenussaHe Ha CYE n CRP)

9. TpekbcsaHe Ha Tepanusita nNo BuHa Ha GOMHUS 3a NEpPUOZ NoBEYe OT 2 MeceLa

10. BkniousaHe Ha 330]1 B KIMHUYHO NpoyYBaHe™

ON ovhrLN

* Komucusima, kosmo e Haswaquna nedeHuemo u Ha6modasa 30/1, e dbxHa HeaabasHo Oa ysedomu Komucusima 3a ekcriepmu3u 1o ys. 78, m. 2 om 330 g LIY Ha
H3OK. Tesu GonHu ce 3anuceam ¢ omoenex peaucmsp U He 2y6sim npasomo cu 3a NPOJBLIKAGaHE Ha NeyeHuemo cred MPUKIIIOY8aHe Ha KNUHUYHOMO Npoy4eaHe
cned akmyanHa oyeHka om creyuanu3upaHama KoMUcus.

OTroBaps Ha KpUTEPUMUTE 3a NpoabIHkaBaHe

B AHeBHa fo3a
nevyeHue c £ A

noa 18 rOAVLLHA Bb3PACT B U3BBHBONHUYHATA MOMOLL - B cuna ot 1 mapT 2014 roauHa
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‘ V3UCKBAHWSA HA H3OK NMPU NIEYEHWE HA KOBEHWIIEH APTPUT C BMONIOMMYHI AHTUPEBMATUYHU NNEKAPCTBEHN MPOAYKTWU NPU BONHN




[image: image5.jpg]NPUNOXEHUE 2
I. NEYEBHO-OWATHOCTUYEH ANFTOPUTBM

1. NEKAPCTBEHWU MPOAYKTW, BknioueHn B [lMpunoxenue 1 Ha MNC, kouto H3OK 3annawa B chLOTBETCTBME C
AencTBaLMTE HOPMATMBHU OOKYMEHTH.

INN MKB OO3A
2-18 roguHu:
M08.1 = 0,4 mr/kr (a0 mMakcumym 25 Mr Ha f03a), roToB pasTeop (25 Mr 8 1 mn),
ETANERCEPT MO08.3 npunara ce Aga NbTU CEAMUYHO MOAKOXHO C WHTEpBan oT 3 - 4 gHu
MO08.4 Mexay aosuTe
M08.1 = TPV IOBEHUIEH UAMONATUYEH apTpuT (Bb3pacT Ha v Haj 13 roguHu) — 40
ADALIMUMAB MO08.3 Mr, npunara ce NoAKOXHO Mpes ceaAMuLIa KaTo eIMHNYHa A03a
M08.4
2-18 roguHu:
TOCILIZUMAB = 12 mr/kr BEAHBX Ha 2 ceaMuLm npu Aeua c Terno nog 30 kr BbB BEHO3HA
MO08.2 nHy3unsa ¢ HaTpues xnopug (0,9%) ao 50 mn
= 8 Mr/kr BEAHbX Ha ABe ceamuLy npu geua ¢ Terno Hag 30 kr BbB BEHO3Ha
MHy3mns ¢ HaTpues xnopuz (0,9%) Ao 100 mn
M08.3 = 10 mr/kr BeAHbX Ha BCeku 4 ceamMuum npu geua ¢ Terno nog 30 kr BbB
MO08.4 BEHO3Ha MHy3mnsa ¢ HaTpues xnopug, (0,9%) Ao 50 mn
= 8 Mr/Kr BeAHbX Ha BCceku 4 cegmuuym npw geua c Terno Hag 30 kr BbB
BEHO3Ha MHy3us ¢ HaTpues xnopuz (0,9%) fo 100 mn

2. NPOCNEAABAHE:

INN Bb3pacTtoBu orpaHuyeHus NPEOW 3AMO4YBAHE * KOHTPOIJ Ha 6 mec *
= peHTreHorpacus Ha 6an = [IKKc KK
apo6 . CYE
= Ty6epkynuHoBa npoba = ACAT, AlTAT
ETANERCEPT = [Aeua Hap 2 roavHn = XenaTWTHU MapKepu = CRP
= TKKcOKK
= ACAT, ANAT
= CVYE,CRP
=  peHTreHorpadus Ha 6an = [KKcOKK
Apob = CVYE
= TyBepkynuHoBa npoba = ACAT, AIAT
ADALIMUMAB = feua Hag 13 roguHu = XenaTUTHU MapKepu = CRP
= [IKK c KK
= ACAT, ANAT
= CYE,CRP
=  peHTreHorpacus Ha 6sn = [IKK c OKK
Apob6 = CVYE
= TyBepkynuHoBa npoda = ACAT, ANAT
TOCILIZUMAB = [eua Haj 2 roanHu = XenaTuTHU Mapkepu = CRP
= [KKc OKK
= ACAT, ANIAT
= SCYE, CRR

* npunarat ce 3aBepeHu KONUA OT OpurMHanHMTe GnaHku (NpU HanuyMe Ha XOCTUTanU3auvs C AaBHOCT 40 1 MEC. NPeav KaHAMAATCTBAHETO Ce npunara 3asepeHo
KONWe OT enukpuaa ¢ Homep Ha U3)

3abenexka: H30K 3annawa AOMaWHO feyeHMe ¢ GMONOrMYHM aHTUPEBMAaTUYHM NEeKapcTBeHW NPOAYKTU A0 TpaiHa
KIMHMYHA peMucus Ha GonecTra.

Onpedenenue 3a mpaliHa KIIUHUYHA PeMUCUSs], Cba/lacHo npenopbkume Ha EULAR om 2010 200 3a ro€eHusieH apmpum: nunca Ha
aKTUBEH apTpuT; NUNCa Ha NOBULWEHa TemnepaTtypa, o6puB, CEPO3NT, CTINIEHOMranus UNK reHepanuanpaHa numMdbageHonaTus; nunca Ha akTuBeH
yseuT; CYE 1 CRP B pehepeHTHY rpaHuLy 3a cLOTBETHaTa nabopaTopus.

3abenexka: MEAML[VIHCK&TE AOKyMeHTauus (aMGynaTopeH nucr/etanHa enwnpma/excnep‘mc c’rauoawu.le), KOSITO 0Tpa3siBa CbCTOSHUE Ha HENbIIHa KNMMHWYHA pemMucusa
Ha GonecTTa Aa BKNIOYBA ONUCAHKe, CLINACHO U3NOXEHOTO onpeaenexue.

3abenexka: Yvyacmuemo Ha 30J1 e KIUHUYHU npoyYeaHus He NPOMeHss HeobxodumMocmma om chaseaHe Ha
usuckeaHusima Ha H30K npu npoeexdaHe Ha neyeHue ¢ 6UONIO2UYHU aHMUPEEMamu4yHU feKapcmeeHu npodykmu e
u3ebH60IHUYHamMa nomouw,.

5
W3NCKBAHWA HA H30K NMPWN NNEYEHWE HA FOBEHWNEH APTPUT C BUONOrMYHN AHTUPEBMATUYHI TIEKAPCTBEHMW MPOAYKTW MPU BONHU
: 2 NOA 18 FOJIMWHA Bb3PACT B U3BbHBONMHUYHATA MOMOLL, - 8 cuna ot 1 MapT 2014 roguHa
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1. Bb3pactosara rpaHuua ce WIUNCNSBA B HABLPLIEHW FOAUHM - T.6. BKIIOMUTENHO KbM Aatata Ha u3gaBaHe Ha npoTtokona ot
creynanuaupasara Komucus.

2. Mpu HasHayaBaHe Ha Tepanysi Mo NPOTOKON IAABIKUTENHO Ce CLOBPA3IABAT BLIPACTOBUTE OFPAHUYEHNS, CBINACHO KpaTkaTa xapaKTepucTuka
Ha CbOTBETHUA NlekapCTBeH NPOAYKT, yTBbPAEHa no peaa Ha 3JIMXM.

3. H30K He 3annauwia neveHne n3BbH ykasaHaTa Bb3pAcToBa rpaHuLa B KpaTkaTa XapakTepucTuka Ha NPOAYKTa.

4. H30K He 3annalua neveHie c 403U Haji MaKCHMAITHO Pa3PELLEHUTE MO KPATKa XapaKTepUCTIKA Ha NPOAYKTA.

5. B cnyvait Ha HacTbNMNa nogosupaHa HexenaHa nekapcTBeHa peakLus, nekapst ysegomsasa WAJT no peaa Ha un. 183 ot 3JINXM. Konue ot
CbOGLUEHMETO Ce npunara KbM MeAMUMHCKATa JoKyMeHTaums Ha 30J1 Npu KaHAUAATCTBAHE 3a NedeHue.

6. MPU CNELMATUCTA, cbrn. un. 158 B, 1. 1 ot HP[ 3a MeauumHckuTe AenHocTu 2014 r. (o6H. 1B 6p. 3 ot 10.01.2014 r.), Ha 30/, Ha
KOUTO Ca M3AaBaHU MPOTOKONM MO PeAA Ha HACTOSIMTE M3MCKBaHWS, CIeABa Aa Ce MpUnaraT BCUYKN HEOBXOAMMM AOKYMEHTM KaTo:
amGynaTopHTE NNCTOBE OT W3BLPLIEHNTE Nperneam, BTOPUST eK3EMMIAP OT U3AAAEHNTE MPOTOKONMN, KOMUsSi OT €MUKPU3M, eKCNEepTHYN CTaHOoBMLYA
W Apyrit AOKYMEHTM, KOWTO Ca OCHOBaHWE 3a W3AABaHe Ha MPOTOKON, BCUYKM WUUCKBALLM CE W3CNIEABaHWUS, KOMWE OT npuriokeHue 1 Ha
HacCTOALMUTE UIUCKBAHNA NONLITHEHO MO CLOTBETHATa TOYKA, NOANUCAHO OT CeLuanicTa, u3aan NpoTokona.

Hacmosuwume u3uckeaHusi ca paspabomeHu Ha ocHoeaHue 4il. 56 om HayuoraneH pamkoe dozoeop 3a MeduyuHckume deliHocmu 3a 2014
200uHa (06H., [AB, 6p. 3 om 10.01.2014 2.) u enusam & cuna om 1 mapm 2014 2., chamacHo 4. 10 Ha Hapedba Ne 10 om 24 mapm 2009 2. 3a
yenosusima u peoa 3a sannaujaHe Ha nexkapcmenu npodykmu 1o un. 262, an..6, m. 1 om 3aKoHa 3a niekapcmeeHume npodykmu & XymaHHama
MeduyuHa, Ha MeOUUUHCKUY u3denusi U OUeMUYHU XpaHU 3a CIeyuasHu MeduyuHCKU uenu (0bH., [B, 6p. 31 om 2007 2.).
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LEKNAPALMSA 3A UHOOPMUPAHO CbITIACHUE C V3NCKBAHUATA 3A 3AMNOYBAHE/ NPOOBI/TKABAHE HA
TNEYEHMWETO C NEKAPCTBEHUS! NMPOLYKT

Cnea kato ce 3anosHax € usnata mu npepoctaBeHa uHopmauus W uenta Ha neyeHueTo c nekapcreeHusy

NPOAYKT.

W Crnej KaTto nonyyux usdvepnaresiHu OTroBOpu Ha

NOCTaBeHUTe OT MEH BLMPOCH, Aeknapuvpam ye:

1.

Rk

WHopMrpaH cbM 3a 0Tkas OT MaMUMHCTBO / BALMHCTEO Mo BPEME Ha MpoBexaaHe Ha neyeHne C ropernocoyeHms
TIeKapCTBEH MPOAYKT.

AA HE

U.le cnassam npenopbYyaHaTa Mu cxema Ha ne4yeHue n NepuoanYHOCT Ha KOHTpOnHuTe npernegun.

PenosHo we ce sBsiBam Ha KoHTPOMHM MPErnean u Hama Aa MPOMEHSM CaMOBOMHO UMW MOA Apyro BHyLLEHVE
HasHauyeHaTta M1 Tepanusi.

Mpy npeycraHossiBaHe Ha NeYeHNETO MO NPUIKHM, HenponsTU4aLLy OT pelleHneTo Ha Kommucusita sa ekcrieptuan 8 P30OK
winn Komucnsta no un. 78, 1.2 ot 330, e ysepoms He3abasHO nuuHUs cu nekap 1 P3OK u we BbpHa B P30K
NOCNEAHMA MPOTOKON, MO KOWTO CbM NoMy4aBan/a nekapcTBeHus NPOAYKT.

lpu HecnaseaHe Ha nocoyeHUTe ycroBMs neyeHMeTo MU ¢ YNOMEHaTVA nekapcTBeH NPoAykT Lie Gbae npekpaTeHo
HAMa Aa umam npeteHuun kbm H30K.

(ume, npesuve u amunms)

Moanuc:
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