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MPU U3AABAHE HA NPOTOKOINU 3A NMPOBEXAAHE HA NNEYEHUE HA FOBEHUIIEH APTPUT, C
BUONOrMYHU NEKAPCTBEHU NPOAYKTU NOA 18 TOAULLHA Bb3PACT

(Adalimumab, Etanercept, Tocilizumab)

MpoToKON®LT Ce W3jaBa OT CMEUMAnuUCTM C KoJoBe Ha cneuuanHocT 39 — aeTtcka pesmatonorus, paborteww no
poroeop ¢ H30K, ekcnepTHOTO CTaHOBMLE Ce u3fasa OT creunanusnpaHa Komucus B nevebHu 3aBeaeHus 3a 6onHUYHa
nomouy, ckniounnu aorosop ¢ H30K. CneunanuaupaHnTe KOMUCUM Ce Cb3aasaT cbe 3anoses Ha Avpektopa Ha J13: CBANABE

rp. Cochus

b PE/[l 3A 3ABEPABAHE HA NPOTOKOJTUTE

lMpoTokonu 3a 3ano4saHe Ha TepanusTa

cneunanuct, CKno4un
norosop ¢ H30K

cneuuwanuivpada
KomMucus

>
>

= [lonbAHEeHo U NOANUCaHO MpunoXeHue 1 — NUCT 3a onpeaensHe Ha KpuTepuuTe
(no T.A) ¢ BCUYKK Heobxoaumu nscneasaHus

= AmGynaTopeH nucT/ eTanHa enukpusa oT NoCneaHNsa npernes ¢ NpUNoXeHn
BCUYKKN HeOﬁXOAMMM nokasarenu n uscneasaHus No NpUNoXxeHue 2

= “[poTokon 3a npeanuceaHe Ha nekapcrsa, 3annawanu ot H30OK/P3OK” — obp.
M3-H30K

= EKCnepTHO CTaHOBMLLE C iCHA MEANLIMHCKA MOTUBALIMS (3aABIMKUTENHO ce
oTbensssa nunca Ha U3KNYBaLM KpuTepum)

= “[NpoTokon 3a npeanuceaHe Ha nekapcTaa, 3annawaxm ot H3OK/P30OK" — 06p.M3 —
H3OK (noagnucax ot uneHoseTe Ha komucusaTa)

MpoTokonu 3a npoAbIkKaBaHe Ha TepanusTa

cneunanucT, Cknioumn
norosop ¢ H30K

A

cneuunanusvpaHa
KomMucus

Il. OBLUW NOJNOXEHUA

= AmbynatopeH nucT/ eTanHa enukpu3a oT NocneaHus Npernes ¢ npunoxeHn
BCUYKN HEOGXOAMMM unacneagaHus no NpunoXxexHuwe 2

» MonbnHeHo n noagnucaHo npuroxeHuwe 1 - nuct 3a onpeaensiHe Ha Kkputepuurte
(no 1.6)

= ‘lpoTokon 3a npeanuceaHe Ha nekapcrtea, 3annawanv ot H3OK/P30K” — o6p.
M3-H30K

= EKCNepTHO CTaHOBMLYE C SICHA MEANLIMHCKA MOTUBALWA (3a4bIKUTENHO ce
ot6ens3ea nunca Ha CTPaHUYHN peakumumn 1 ce Npaeu oLeHKa Ha eheKTUBHOCTTa Ha
TepanusTa)

= “lpoTokon 3a npeanucBaHe Ha nekapcrtea, 3annawann ot H30OK/P30K” — o6p. M3
— H3O0K (noanucaH ot YneHoBeTe Ha KOMUCKATA)

1. 330J1 nopasa noaroTeeHuTe AokymeHTH B P3OK, Ha TepuTopuUsiTa Ha KOSITO e Hanpasuno usbop Ha OMNJI. [lokymeHTute

BKM4BaT:

1.1 3asiBnexue ao [upektopa Ha P3OK.

1.2 MNonbnHeHo u noanucaHo npunoxenue 1. MonbnBa ce No ckoTBETHATa ToYka W Ce Npunara oTpaseHata B LUMGPOB

WHAEKC MeAnUMHCKa AoKYMeHTaums, yaocTosepsiBallia BCeKU eAuH OT Kputepuute.

1.3 MbnHUAT Habop uscneaBaHus (PuU3nkanHn, UHCTPyMEHTanNHN n nabopaTopHu), 0OTpaseH B NpUnoxexue 2.

1.4 “lMpoTokon 3a npeanucBaHe Ha nekapcTsa, 3annawanu ot H30K/P3OK” — o6p. M3-H3O0K, nsnaneH ot nekaps
cneuuwanucr, pa601'eu.| no Aorosop c H3O0K. I'Ipvmara Ce opurmHan Ha npoTokona, a Npwu KaHauaaTCcTBaHe 3a npoabimkaBaHe Ha
TepanusaTa ce npeacTasBa OpUriHan Ha npeaxoAHUsA NPoTOKON C OTpa3eHn BCUYKN Ha3Ha4eHus no Hero.

1.5 [leknapauus 3a MH(OPMUpaHO cbriacue no obpasey (npunoxexue 3)

2. P30K npuema nokymeHTUTE No T. 1 cnea cnpaBka OTHOCHO 3ApaBHOOCUIypUTenHus ctatyc Ha 330/1.
3. MbpBUST M BCeKkM crneaBaly NPOTOKON ce u3gasar 3a nepuoa Ao 6 meceua.

2
= W3NCKBAHUA HA H30K NMPW IEYEHUE HA IOBEHWNEH APTPUT C BUONOIrMYHN AHTUPEBMATUYHN NEKAPCTBEHW NPOAYKTW MPU BONHU
% noAa 18 rOAVWHA Bb3PACT B U3BBbHBEOIHUYHATA NMOMOLY
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JINCT HA KPUTEPUM NPU 3ANOYBAHE HA NEYEHUE HA IOBEHWUINEH APTPUT C BMONOIMYHN
AHTUPEBMATUYHWN NEKAPCTBEHW NPOAYKTU NOA 18 TOAULLIHA Bb3PACT

[me: ] Gepst 11 Ff g ]

3abenexka: meduyuHckama OoKymeHmauusi, ydocmosepsisawja 6ceku om Kpumepuume e rocoyeHa ¢ uugppa 6 UHOEKC U 3a0BIDKUMESTHO
npudpyxaea HaCMOSI,OMO NPUSTOKEHUE.

AHTUUMTOKMHOBUTE rnekapcTBeHW NPOAYKTU Ce npunarat KaTto BTOpa NUHUS Ha neveHue, Korato nbpearta nuHus e 6una
HeycnelwHa unu NauneHTbLT He A NoHacs.

A. KpuTepuu 3a 3anoyBaHe Ha MbpBY KypC (3aALMKMTENTHN Ca BCUYKU KpUTEpuK)

MKB M08.2 MKB M08.4 MKB M08.3 MKB M08.1
1 | CurypHa guarHosa CurypHa guarHosa CurypHa auarHosa CurypHa guarHo3sa (ILAR
(ILAR 1997): (ILAR 1997): (ILAR 1997): 1997):
*  apTpuUT B e4Ha unu =  apTpwuT, 3acsarauy RF HezamueeH *  apTpWT U EHTe3uT
roBeve cTaem efHa 710 4 cTasu * apTpuT B 5 unu unu
=  CcbAbTCTBALlA UMK npes nopeute 6 noseye cTasu npes =  apTpuUT UK EHTe3nT C
npeaxoxaaiia meceua Ha nbpsUTe 6 Meceua Han-marnko 2 ot
exeaHeBHa 3abonsBaHeTo Ha 3abonsBaHeTo CneaHnuTe KpuTepuu:
Temneparypa 8 *  nepcucTupauy — = Tecr3aRF - - OGonkas
npoAbIkeHne Ha 2 3acsira He noeeye ot HeraTuBeH cakpounuayHa
ceamuum 4 ctasun RF nozumueex craBa w/wnun
= 33e/HO C eauH Unu = paswwupeH — 3acsra = apTpuT B 5 unu nym6ocakpanHa
noeeye OT cregxuTe noseve oT 4 cTasu noseye crasu npes Gonka
KpuTepuu: cnep nbpeute 6 nbpsuTe 6 Meceua - Hanuuue Ha HLA
- npexoaeH meceua Ha Ha 3abonseaHeTo B27 aHTuren
(HedhukcupaH) 3a6onsBaeTo ' *  NO3UTUBHU 2 UK - Hayano Ha apTput
epuTemeH noseye Tecta 3a RF npu Mmomyeta Hap 6
obpus; B WHTepBan ot 3 roauiuHa Bb3pacT
- xenatomeranus MmeceLa npes - OCTbp NpejeH yBeut
- cnneHomeranus nbpsuTe 6 Meceua ' - aHamHesa 3a
- apeHonatus cnoHavnoapTpona-
- ceposuT TMA Npu

POACTBEHMLM OT
nbpBa reHepauns '

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° >38° >38° S582
HenosnusBsaHe ot Henosnusasaxe ot MTX Henosnussaxe ot MTX Henosnusisane ot MTX
HCMNBC n w/vnu CyndacanasvH B w/unu CyndacanasuH B wunn Cyndacanasvt B
3 | rIoKoKopTMKOCTEpOUAY B OnNTUMAnHN Kypcose n ONTUMAnHN KypcoBe U ONTUMANHM kypcose u 403
ONTUMAanHn Kypcose 1 A03u 3a 6 meceyeH A03K 3a 6 meceyeH 3a 6 meceyeH nepvoj
1031 3a 6 MeceyeH nepvoa ° nepvog *
nepuoa
4 Nunca Ha usknoYBawm Nunca Ha u3knoYBawWwm JNunca Ha uaknoYBawm JNunca Ha uaknoysawm
kputepum no 1. B * kputepumno 1. B * kputepum no 1. B * Kkputepumno 1. B *

! npunarat ce 3afLMKUTENHO HA OPUrMHAMNHA 6raHKa OT NaGOPATOPHO U3CNEABAHE UMK 3aBEPEHO KONUE, MPH HANMYMe HA XOCIMTANM3AUMS C
[AaBHOCT A0 1 Mec. Npean KaHAMAATCTBAHETO, ce npunara enukpusa U3 c Ne

npunara ce oueHka no ckana cboTBeTHO JADAS 27 - HeoGXoAMMO € ABYKPAaTHO NOTBLPXKAABAHE M Ha nokasaTenuTe 3a noHe 12 ceamuuen nepuon 6ea
NpOMsiHa B NEYEHNETO, Npunarar ce U AsaTta huwa yaocToBepsBaLLM NPOBEXAAHe Ha OLueHkaTa
4 amMBynaTopHu NUCTOBE UMW eTanHa enukpusa OT Nperfieau Npu Cneuuanuct, yAoCToBepsBallM HasHayasaHe Ha NpeAxoaHa Tepanus C
OTpaseHN CPOKOBE Ha MPUNOXEHUE W Pa3BUTU HeXenaWu nekapcTBeHW peakuuu*, sanouHata Tepanua ¢ BEMAC, cpokose, edekTuBHOCT.
3aabnKUTENHO aa ce nocoysa aKTyanHo TenecHo Terno!
4 yAoOCTOBEpsiBa ce C NOANUC Ha crneunanucTa B Npunoxexue 1 Ha HaCTOSAWMUTE U3UCKBAHUSA

*3abenexka: PasBUTUETO Ha HEXENaHU NekapCTBEHN Peakuun cnpamo Apyrite 6ONecTONPOMEHALMN aHTMPEBMAaTUYHN NEKapCTBEHN NPOAYKTH ce
noTBBLPXKAABA YPe3 NpeAcTaBsiHe Ha amMbynaTopeH NUCT OT CLOTBETHUA Npernea W/unu konue ot ysegomrnenneTo kbm UAJ no peaa Ha un.
183 ot 3MMNXM.

OTroBaps Ha KpUTEpUMTE 3a 3anoysaHe

B AHeBHa Ao3a
neyeHuwe c A A

3
L W3NCKBAHUSA HA H30K NPU NEYEHWE HA IOBEHWNEH APTPUT C BUONOTNYHU AHTUPEBMATUYHWU NEKAPCTBEHWU NPOAYKTW MPW BONHA
@ nopa 18 rOAULIHA Bb3PACT B U3BBHBEONTHUYHATA NMOMOLL
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NIUCT HA KPUTEPUW NPU NPOABIMKABAHE HA NEYEHUETO HA IOBEHWITEH APTPUT C BUONOMMYHU
AHTUPEBMATUYHU NEKAPCTBEHW NMPOAYKTW NOA 18 FOAWULLHA Bb3PACT

Ume:
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[
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3abenexka: MeouyuHckama OOKyMeHmauyusi, yoocmoeepsisawa 6ceku om Kpumepuume e nocoyena ¢ yugppa € uHOEKC U 3a0bIDKUMENHO npudpyxasa

HacmosuoMo NpUsIOXKeHue.

3abenexka: bonHuTe cneasa Aa GbAAT MOHUTOPUPAHM HA 12-Ta CeAMMLA OT HAYanoTo Ha NeYeHneTo!

. NPy KaHAMAATCTBAHE 33 NPOABLIKABAHE Ha NEYEHVETO CNeA 3aBbPLUEH NbPBI WECTMECeUeH KYPC Ce OCHLIECTBABA HOBA OLIEHKA U 3aABIKUTENHO

Ce NpeACTaBs MeAULMHCKATa JOKyMeHTauws OT nperneja Ha 12-ta ceamuua
L NPV NALMEHTV, NPY KOUTO AKTWBHOCTTA Ha 3aGONABaHETO HE NOKA3Ba 3HAUYNTENHO NOAOGPEHME (POMAHA C < 20% Ha UICNIEABAHUTE KNMHUYHN U

nabopaTopHu NoKA3aTeny 3a BCAKO 3aBonABaHe, CMIPSIMO M3XOAHUTE CTOWHOCTH) B pamkuTe Ha 3 — 6 Meceua, Moxe Aa Ce NpeMuHe KbM Apyr

AHTULIMTOKMHOB NEKapCTBEH NPOAYKT.

B. Kputepuu 3a npoabikaBaHe Ha NeYeHNeTO (3aAbINKUTENHU Ca BCUYKN Kputepum)

MKB M08.2 MKB M08.4 MKB M08.3 MKB M08.1
1 MosnuasaHe Ha MosnusBaHe Ha MoenusiBaHe Ha MoenusBaHe Ha
nokasarenure: nokasarenure: nokasarenure: nokasarenure:
*  HOpmanuaupaHe Ha *  OTOYHOCT Ha CTaBuTe *  OTOMHOCT Ha cTaBuTe *  OYHOCT Ha CTaBuTe
Temnepartypata (CcuHOBWanNeH nanue (cuHoBUWaneH nsnue (cuHoBManeH n3nue

. nunca Ha CTaBHO-
myckynHa Bonka n

CKoBaHOCT
= CYE-noa 40 mm .
unu CRP B
pedepeHTHN
rpaHmuum ' .

W/WAN MEKOTBKAHEH OTOK)
— HamansiBaHe C noHe
50%

6pont Ha GonesHeHuTe 1
OTOMYHW CTaBU —
HamanssaHe ¢ noHe 50%
CYE - nog 40 mm unn
CRP B pecepeHTHU!
rpauum '

W/ MEKOTBKAHEH OTOK)
— HamanseaHe C noxe
50%

6poit Ha GoneaHeHuTe n
OTOYHM CTaBM —
HamanseaHe ¢ noHe 50%
CYE - noa 40 mm vnn
CRP B pechepeHTHI
rpaHuLy '

W/nnu MekoTbKaHeH
0TOK) — HamansaBaHe ¢
noHe 50%

6poit Ha GonesHenuTe n
OTOYHM CTaBM —
HamansBaHe ¢ noHe 50%
CYE - noa 40mm nnn
CRP B pecdepeHTH!
rpaHuLm

6onka 8 rep6a '

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

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

Disease Activity Score -
JIA (JADAS 27)
S 3i8°

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

JNunca Ha n3knio4Bawm

3 Kputepuu no 7. B

Jlunca Ha u3KnYBawWm
Kkputepuu no 7. B *

Jlunca Ha u3knovBam
Kputepuu no 1. B 5

INunca Ha usknoyBawm
kpuTepuu no . B °

TamBynatopen NUCT/ eTanHa envkpu3a C OTpaseHa CTeneH Ha NOBNWABAHE Ha NOKa3aTenuTe; OPUrMHANHM GNaHKN Ui 33BEPEHU KONWS OT aKTyanHy nabopaTopH
W3CNeABaHMA (C NOCOYEHU PedepeHTHY CTOMHOCTY 3a CbOTBETHATA N1aGOPaTOPUs), NPU HANMYME Ha XOCNMTANU3AUMA C AABHOCT AC 1 MEC. NPeAV KaHAMAATCTBaHeTo,
ce npunara envkpuaa U3 ¢ Ne. 3aLIKMTENHO Aa Ce NoCoYBa aKTyarnHo TenecHo Terno!
2 npunara ce oLeHka o ckana cboTseTHo JADAS 27
“ynocToBepsiBa ce C NOANMC Ha CMeLManucTa B NPUIIOXEHMe 1 Ha HACTORLMTE M3UCKBAHWA U Ce nonbnBa Ta6n.1

Tabn. 1 HexxenaHu nekapcTBeHu peakuumn

rageHe, rnaso6onue, CBETOBbPTEX

aneprus

noBuvLIaBaHe Ha apTepuanHoTo HansraHe

Texka uHgekumns

XxemaronorniHin (xemornobun nog 80g/l, neskouutu nog 3500, TpombouuTu noa 90000) w/mMnn BUOXUMUYHW OTKIOHEHUA
C1L06pasHo (hapMaKoNOruuHOTO A0CHE Ha NPOAYKTa

B. U3KIMIOYBALLY KPUTEPUM (npy 3anoysaHe 1 Npu NpoabIikaBaHe Ha feveHneTo)

BpemeHHOCT 1 nakrauus

Heonnactuynu 3abonsasanns

numcgom

OO ~pUHOD O B G}t

cyTpellHaTa CKoBaHOCT;
HenosnussaHe Ha CYE u CRP)

AKTUBHa U NaTeHTHa TyGepkynosa ( Ty6epkynuHosa npoba)
OCTLP UNKM XPOHUUEH BUPYCEH XENaTUT ( XenaTuTHW Mapkepw)

3acToiiHa CbpAeyHa HeAOCTaTBHHOCT
ANnacTuyHa aHemus, u3paseHa rpaHynouutonequsi, muenocdudposa (MKK ¢ AKK, npu HeoBX0AUMOCT KOHCYNTauusi OT xematosnor),

MHOXeCTBeHa cknepo3aa 1 Apyrv 6oNnecTi ¢ AemmennHu3aumns
Jlunca Ha TepanesTUYEH ecbem Ha 12-Ta cepmuuUa cnej 3anoysaHe Ha fle4yeHneTo (HenoanquaHe NPOABLIMKUTENHOCTTA Ha

nepcucTupaHe Ha CTaBHUS OTOK; HenoenuABaHe 6pos Ha GonesHeHute w/wmnu OTOUHWTE CTaBw;

9. TpekbcBaHe Ha TepanusiTa nNo BUHa Ha GONHUS 3a NepUoA noseve oT 2 Mecela
10. BkniousaHe Ha 330J1 B KNUHUYHO NpoyyBaHe*

* Komucusima, Kosimo e HasHa4una neveHuemo u Habmodasa 330/], e dnbxHa HesabaeHo 0a yeedomu Komucusima 3a ekcnepmusu no 4. 78 e LIY Ha H30K. Tesu
6onHU ce 3anuceam & omAeneH peaucmbp U He 2y6sm npasomo Cu 3a NpoOb/KasaHe Ha 1e4eHUemo cned NpUKKYeae Ha KIUHUYHOMO NpoyyeaHe cred akmyanta

oueHka om cneyuanuaupaHama KoMUCUs.

OTroBaps Ha KpUTEpUUTE 3a NPOALITKaBaHe

neyeHwue c

&

B AHeBHa Aoza

noanuc Ha cneyunanucra:

4
W3UCKBAHWUA HA H3OK MPW NEYEHUE HA IOBEHWNEH APTPUT C BUONOrMUYHN AHTUPEBMATUYH NIEKAPCTBEHW NPOAYKTW NPW BONHW
0/ 18 FOANILIHA Bb3PACT B U3BBHEONHUYHATA MOMOLL
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I. NTEYEBHO-ANATHOCTUYEH ANTTOPUTHBM

1. NNIEKAPCTBEHMW MPOAYKTW, sknioyewn B Mpunoxenne 1 na MJIC, kouto H3OK 3annawa B chboTBETCTBME C
neﬁcraamme HOpMaTUBHU AOKYMEHTHU.

INN MKB [O3A
2-18 roavHu:
MO08.3 = 0,4 mr/kr (B0 Makcumym 25 mr Ha fosa), rotoe pastsop (25 mr 8 1 mn),
ETANERCEPT MO08.4 npunara ce ABa NbTW CEAMUYHO MOAKOXHO C WHTepsan oT 3 - 4 AHW
MO08.1 Mexay aosute
M08.3 = 1pu I0BEHUNEH nAMoNaTUYeH apTpuT (Bb3pacTt Ha u Hag 13 roauuu) — 40
ADALIMUMAB MO08.4 Mr, npunara ce noAKoXHO Npes ceaMuLa KaTo eAnHnYHa 403a
M08.1
2-18 roanHu:
TOCILIZUMAB = 12 Mr/kr BEAHBX Ha 2 ceamuum npu geua c Terno nog 30 kr BbB BEHO3HA
M08.2 nHGy3uns ¢ HaTpues xnopua (0,9%) no 50 mn
= 8 MI/Kr BEAHBbX Ha [iBe ceamuum npu aeua c Terno Hag 30 Kr BbB BEHO3Ha
MHy3us ¢ HaTpues xnopua (0,9%) ao 100 mn
M08.3 = 10 mr/kr BeaHbX Ha Bcekn 4 ceamuum npu aeua c Tterno nog 30 kr BbB
MO08.4 BeHo3Ha nHdyaus ¢ HaTpues xnopua (0,9%) ao 50 mn
= 8 mr/kr BeAHBX Ha BCeku 4 ceamuum npu aeua c Terno Hag 30 kr BbB
BEHO3Ha UHdy3uns ¢ HaTpues xnopua (0,9%) ao 100 mn

2. NPOCJIEAABAHE:

INN Bb3pacTtoBu orpaHuyeHus NPEAW 3AMNMOYBAHE * KOHTPOI Ha 6 mec **
= peHTreHorpacus Ha 6sn = [IKK c IKK
Apob w = CYE
= TyBepkynuHosa npoba = ACAT, AJNIAT
ETANERCEPT = Jeua Haj 2 roavHn = XenaTuTHW Mapkepu = CRP
= [KKc KK
= ACAT, ANAT
= CYE,CRP
= peHTreHorpacus Ha 6sn = [IKK c KK
Apo6 RF=CYE
=  TyBepkynuHosa npoba = ACAT, ANAT
ADALIMUMAB = neua Haa 13 roanHm = XenaTuTHW Mapkepu = CRP
= [KKc OKK
= ACAT, ANIAT
= CYE,CRP
= peHTreHorpadms Ha Ban = [KK c OKK
Apob = CYE
=  TyBepkynuHosa npoba = ACAT, ANAT
TOCILIZUMAB =  [Jeua Haj 2 roauHun ®  XenaTUTHW Mapkepu = CRP
= [KKc KK
= ACAT, ANIAT
= CYE.CRP

*Npunarar ce 3aBepeHu KONWs OT OPUTMHANHUTE GRaHKW (NPU HaNuyMe Ha XOCNUTaNU3aums C AaBHOCT AO 1 MecC. NPeAN KaHAWAATCTBAHETO Ce npunara 3asepeHo
KOnue OT enukpuaa c Homep Ha U3)

** [0 6-TUS MECeL| Ce KOHTPONMPAT eAMH NbT MECeYHo, Crep 6-Tusi Mecel — No NPeueHKka Ha Nekaps U NPU KaHAWAATCTBAHE 3a NPOAbMKABaHe Ha NeYeHneTo (HoB
npoTokon)

3a6enexka: H30K 3annawa AOMaWHO nevyeHne ¢ GUONOTMYHU aHTUPEBMATUYHMU FIEKAPCTBEHU NPOAYKTU A0 TpauHa
KIMWHUYHA peMucun Ha GonecTTa.

OnpedeneHue 3a mpalHa KIUHUYHA PeMUcusi, CbasiacHo npenopbkume Ha EULAR om 2010 200 3a roeeHunex apmpum: nunca Ha
aKTUBEH apTPUT; NUNCa Ha NOBULLEHA TemnepaTypa, 06puUB, CEPO3NT, CNNEHOMranus U reHepanuanpaHa numdageHonaThs; NUNca Ha akTuBeH
yseuT; CYE u CRP B pechepeHTHM rpaHuLym 3a CboTBeTHaTa naboparopus.

3abenexka: MeguumHckaTta 4oKyMeHTauus (amGynaTopeH nucT/eTanHa enukpn3a/ekcnepTHO CTaHOBMLLE), KOSTO OTPas3sBa CbCTOAHUE Ha HeNbIIHA KNMHWYHA pemucus
Ha GonecTTa Aa BKNKOYBA ONUCAHNE, CLIMACHO U3NOXEHOTO onpeaeneHue

3abenexka: Yyacmuemo Ha 330J1 e KIUHUYHU Npoy4YyeaHusi He MPoMeHsi Heobxodumocmma om crna3eaHe Ha
u3uckeaHusima Ha H30K npu npoeexdaHe Ha neveHue ¢ 6UOI02UYHU aHMupeeMamuy4HU flekapcmeeHu nNpodykmu e
u3ebH60IHUYHaAmMa nomMouy.

5
L WN3NUCKBAHUA HA H30K NPU NEYEHUE HA IOBEHWNEH APTPUT C BUONOrNYHU AHTUPEBMATUYHWU NEKAPCTBEHU NPOAYKTW MPU BONTHA
% noJ 18 FOAULLIHA Bb3PACT B U3BBHBEOJIHUYHATA MOMOLLY
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1. Bb3pacrToBaTa rpaHMua Ce W3uACNsBA B HABLPIEHW TOAUHM - T.e. BKMIOYMTENHO KbM AaTaTa Ha W3AaBaHe Ha npoTokona or
cneuuanuaupaHaTa KOMUCHs.

2. Mpy Ha3HauaBaHe Ha Tepanus no NPOTOKON 3aALIKUTENHO Ce CboGpassBaT Bb3PAcTOBUTE OTPaHUYEHUA, CbINAacHO KpaTkaTa xapaktepucTuka
Ha CbOTBETHUA NEKapCTBEH NPOAYKT, yTBbPAEHA No peaa Ha 3JIMNXM.

3. H30K He 3annalua neueHue U3sbH ykazaHaTa Bb3pacToBa rpaHuLa B kpaTkaTa xapakTepucTuka Ha npoAykTa.

4. H30K He 3annaiya neyeHue ¢ 4031 Haj MakCUManHo paspeLueHuTe no KpaTka xapakTepucTuka Ha npoAykTa.

5. B cnyyait Ha HacTbNUna NoAO3MpPaHa HexenaHa nekapcTeeHa peakuusi, nNekapaT yseaomssa WAN no peaa Ha un. 183 ot 3/INXM. Konue ot
CbOBLLEHNETO Ce npunara KbM MeauLMHCKaTa AokymeHTauus Ha 330J1 npu kaHAnAaTCTBaHE 3a nevexue.

6. MPU CMELUMATIUCTA, cwrn. un. 152 B, 7. 1 ot HP[l 3a MeauuuHckuTe aAeiHocTn 2012 r. (06H. [IB 6p. 3 ot 10.01.2012 r.), Ha 33011, Ha
KOUTO Ca M3[aBaHW MPOTOKONM NO pPeAa Ha HACTOAWMWTE U3MCKBaHMS, CreaBa Aia ce Npunarat BCUYKW HEOBXOAUMM LOKYMEHTH KaTo:
amBynaTOpHUTE NUCTOBE OT U3BBPLUEHUTE NPErNeAm, BTOPUAT EKIEMNNAP OT U3AAAEHNTE NPOTOKONM, KONWS OT ENUKPU3N, EKCNEePTHN CTaHoBUWA
W APYM AOKYMEHTW, KOWTO Ca OCHOBaHWe 3a W3AaBaHe Ha NPOTOKON, BCUMKA M3NCKBALM CE W3CNEABAHUA, Konue OT npunoxexue 1 Ha
HaCTOSIUUTE UUCKBAHNA NOMBITHEHO MO CLOTBETHATa TOYKA, NOANUCAHO OT CneunanucTa, U3aan npoTokona.

Hacmosuyume u3uckeaHus ca paspabomeHu Ha ocHosaHue 4n. 55 om HP/ 3a meduyuHckume OelHocmu 2012 zoduHa (06H. [B 6p. 3/10.01.2012
2.). u enusam e cuna om 1 agzycm 2013 2., cbanacko 4n. 10 Ha Haped6a Ne 10 om 24 mapm 2009 2. 3a ycriosusima u peda 3a 3annawjaHe Ha
nekapcmeeHu npodykmu o 4n. 262, an. 5, m. 1 om 3akoHa 3a nekapcmeeHume npodykmu 8 XxymaHHama mMeouyuHa, Ha MeOuUUHCKU u3denus u
Ha QuemUYHU XpaHu 3a crieyuanHu MeduuuHcKu uenu (o6H. B, 6p. 31 om 2007 2.).

W3UCKBAHUSA HA H30K MPU NEYEHUE HA IOBEHUIIEH APTPUT C BUONOIMMYHU AHTUPEBMATUYHWU NEKAPCTBEHW NPOAYKTU NPU EC)J'IHI/I6
NO/ 18 TOUWHA BL3PACT B M3BBHBEONIHUYHATA NOMOLL,
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NPUNOXEHUE 3

NEKNAPALUS 3A UHOOPMUPAHO CBITIACUE C U3UCKBAHUATA 3A 3ANOYBAHE/ NMPOABIMKABAHE HA

JNIEYEHUETO C NIEKAPCTBEHUA MPOAYKT

cnea Kato ce 3anosHax C usnata Mui  npeaoctaseHa nHopmaums W uenta Ha nevYeHneTo C nekapcTBeHusi

NPOAYKT.

.............................................................................................................. U cnepj Karto nony4vux uddepnartenHu oTroBopu Ha

noctaBeHUTe OT MEH BbNPOCK, AeKnapupam 4e:

1.

'

VHOpMMpaH CbM 3a OTKa3 OT MaluMHCTBO / GALMHCTBO NO BPEME Ha MPOBEXAAHE Ha NeveHue C ropenocoveHus

neKkapcTBeH NpoaykKT.

OA HE

LLle cnaseam npenopbyaHaTa My CXema Ha neveHue U NepuoANYHOCT Ha KOHTPOIHUTE Nperneau.

PeoBHO Ule ce ABSIBAM Ha KOHTPOMHU Mpernean U Hsma Aa MpPOMEeHsIM CamOBOMHO MNW MOA APYro BHyLUEHWe
HasHaueHaTa Mu Tepanus.

Mpu npeycTaHoBsiBaHe Ha NEYEHNETO NO NPUUMHI, HeNPOU3TUYALLM OT peLleHneTo Ha KomucusiTa 3a ekcneptuau 8 P3OK
winu KomucuaTta no un. 78, 1.2 ot 330, we yBeaomsi HesabaBHO nuuHus cu nekap u P3OK u we sbpHa B P30OK
nocneAHUsi NPOTOKOS, MO KOMUTO CbM Nonyyasan/a nekapcTBeHUs NpoAyKT.

Mpyn HecnassaHe Ha MOCOYEHUTE YCIOBUSI NEYEHUETO MU C YNOMEHaTUsi nekapcTBeH NpoAykT e Gbae npekpateHo n
HAMa Aa umam npeteHuumn kem H3O0K.

Mputexasam/ He npuTexasam aktyanHo TEJIK pewexne BbB Bpb3ka CbC 3ab0nsBaHeTo.

(ume, npeaume n hamunus)

7
U3UCKBAHUSA HA H30K NPU NEYEHWUE HA IOBEHUNEH APTPUT C BUONOMMYHU AHTUPEBMATUYHW IEKAPCTBEHU NPOAYKTW NPW BONHA
NOA 18 TOAUWHA Bb3PACT B U3BBHBEONIHUYHATA NOMOLL,




