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M3NCKBAHUA HA H3OK
nPu ]'IE‘-!EFME HA AKTUBEH IOBEHUNEH APTPUT
C EMO.I'IOFW-IHM l‘-\“HTMPEBMATW-IHM NEKAPCTBEHU NPOAOYKTU
nopa 18 roaulLHA Bb3PACT

. B ABBBHBONTHUYHATA NMOMOLL



U3NCKBAHUA HA H30K
nMPU USOABAHE HA NPOTOKONU 3A NPOBEXAAHE HA NEYEHUE HA IOBEHUIEH APTPUT
C BUONOIMNMYHU NEKAPCTBEHU NPOAYKTU NOA 18 TOAULLHA BB3PACT
(Adalimumab, Etanercept, Tocilizumab)

MpoTokoNbT ce u3gaBa OT cneuuanuaupaHa KOMMUCUA B neye6GHu 3aBeaeHUs 3a GOMHUYHA NOMOL, CKIIOYUIK
poroBop ¢ H30K 3a usnbnHeHne Ha AmbGynatopHa npoueaypa Ne 38. CneumanuavpaHuTe KOMMUCHM, BKMOYBaLLM
cneuuanucTy ¢ Koa Ha cneuuanHocT 39 — AeTcka peBMaToNorus, ce Cb3gaeart cbC 3anoses Ha aupektopa Ha J13: CBANAB rp.
Codcpus.

l. PEn 3A YTBLPXOABAHE U 3ABEPABAHE HA NPOTOKONUTE

MpoTokonu 3a 3anoyBaHe Ha neveHne
MpoTokonu 3a NbPBO NPOABLIDKEHUE Ha TepanusaTa
MPOTOKONKU NPY NPOMSAHA B NO30BUS PEXMM UMM CMsHA Ha TepanuaTa

* [NonbnHEHO 1 NOANUCaHO NpunoxeHue 1 — NUCT 3a onpeaensiHe Ha KputepunuTe

= MeauuuHCKa AOKYMEHTauus C NPUMOXEHW BCUYKK HeobxoaumMKn rnokasarenu

cneuunanusnpaHa nscneasaHna No NpunoxeHune 2

KoMucusa * PeweHuMe Ha cneuynanuavpaHa KOMUCUA C ACHaA MeauUMHCKa MOTMBauus 3a
7 3anoysaHe Ha TepanusaTa (nodnucaHo om ecu4Ku YneHoee Ha creyuanuaupaHama

‘ Komucus)
= “lIpoTokon 3a NpeanuceaHe Ha nekapcrtea, 3annawanu oT H30OK/P3OK” — 0bp. M3

-H30K
Komucus no 4n. 78, 7. 2 .| 3aBepka Ha npoTokona
ot 330 B LIY Ha H30K B8 P30K

MpoTokonu 3a NpoALMKaBaHe Ha neveHne

* [MonbNHEHO ¥ NOANUCAHO NpUNoXeHue 1 — NUCT 3a onpeaensHe Ha KpuTepuuTe
= MeauuMHCKa AOKYMEHTALUMS C MPUMOXEHN BCWYKKM Heobxoaumu nokasatenu u
uscneaBaHus No Npunoxexune 2
cneyvanusupaHa _| = Pewenne Ha cneuuanuaupaHa KOMMUCUS C fiCHA MeAWUMHCKA MOTUBaUMS 3a
Komucus ”| sanousaHe Ha TepanuaTa (ModnucaHoO OM 6CUYKU YNEHO8e Ha cneyuanu3upaHama
Komucus)
* “lpoTokon 3a NpeAnucBaHe Ha nekapcTsea, 3annawau ot H3OK/P30K” - 06p. M3
-H30K
v
3aBepka Ha npoTokona
B P30K
Il. OBLWMH nOﬂO)KEHMSI

1. 301N nopasa nonrcmseume onyuem B PSGK Ha TEPUTOPUATA Ha KOATO @ Hanpasuno u3Gop Ha OMJI. flokymeHTuTe
BKNIOYBAT:

1.1 3asBnenue ao [upekropa Ha P3OK :

1.2 MonbnHeHo ¥ NOANUCAHO NPUNOXeHue 1. l'lonbnsa oe no chBe'maTa 'rouxa M ce npunara oTpaseHata B uudpos

VHAEKC MEAULIMHCKA AOKYMEHTALMA, YAOCTOBEPABALLA BCEKN eauH OT KputepuuTe.

1.3 MbnHuaT Habop uacneaBaHuA (husnkanHy, uncrpymemnﬂu 1 naGopatopHu), oTpaseH B NPUNoXeHue 2.

1.4 ‘NpoTokon 3a npeanucBaHe Ha nekapcTBa, 3annaigadn ot H3OK/P3OK™ - o6p. M3-H3OK, usgapgeH or
cneuvanuampaHa komucua B neuebhn 3aBeaeHus 3a GonvuyHa nomoul, pabotewy no porosop ¢ H3OK. Mpunara ce opuruHan Ha
npoToKona, a Npu KaHguAaTCTBaHE 3a MpoAblKaBaHe Ha TepanuaTa ce NPeAcTaBs OpuriHan Ha npeaxo4HWs NPoToKon C
OTpaseHU BCUUKU HA3HAYEHUS NO HEero.

1.5. PeweHne Ha cneunanusupaHa KOMUCURA OT neyebHO 3aBeaeHve — m3nbnHutTen Ha AmbBynatopHa npoueaypa Ne 38
,OnpegensHe Ha NnaH Ha nevyeHve W npocneasBaHe Ha TePaneBTUYHUS OTFOBOP NPU NauueHTn, nonyyasalin CKbNocTpysaly
nekapcTBeHW NPoAyKTu No peaa Ha un. 78, an. 2 330" - 6n. M3-H3O0K Ne 13.

1.6 leknapauma 3a UHopMUpaHo cbrinacue no obpasel (npunoxexnue 3)

2. P30K npuema oKyMeHTUTE MO To4Ka 1 cried cnpaBka OTHOCHO 34paBHoocuryputentus cratyc Ha 30/J1.

3. MbPBUAT ¥ BTOPUAT NPOTOKOS NPU 3anouyBaHe Ha NeYeHue U Npu CMsHa C APYFr NeKapcTBeH NPOAyKT ce u3nasat 3a
nepuopa Ao 180 oHK, a BCeKku cneaBail NPOTOKOMN MOXe Aa ce usaasa 3a cpok Ao 365 axu.

4. ONUCaHUAT NbNEH KOMNNEKT [OKYMEHTU Ce U3UCKBA B CllyyauTe, NPU KOUTO € yKa3daHa Heo6XoAuMOCT OT peleHne Ha
Komucusita no un. 78, 1. 2 ot 330 B LY Ha H30K.

2
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NPUNOXEHWE 1A

NACT HA KPUTEPUU NPU 3ANOYBAHE HA NEYEHWUE HA IOBEHUNEH APTPUT C BUONTOrM4YHU
AHTUPEBMATUYHU NEKAPCTBEHW NPOAYKTU NOA 18 TOAULUHA BHL3PACT

Ume:

[erv] [ |

3abenexka: MeduyuHckama GokymeHmauus, ydocmosepsieaula 6Ceku om Kpumepuume € rocodyeHa ¢ yugpa e uHOeKc u 3adbaxumenHo

npudpywaea HaCMOSIWOMO NPUITOXKEHUE.

BMONoryiHUTe NeKapcTBEeHW NpPOAYKTW Ce NpunaraT kato BTOPAa NMHWSA Ha neveHwe, Kkorato nbpsata nuHus e Guna
HeyCneLHa NNk NaLMeHTLT He s MoHacs.

A. Kputepum 3a 3anoyBaHe Ha NMbpBU KYPC (3aABLIKUTENHMU Ca BCUYKKM KpUTepum)

MKB M08.1 1MKB M08.2 MKB M08.3 MKB M08.4
1 | CurypHa gnarHosa CurypHa guarHosa CurypHa anarHosa CurypHa auarHo3sa (ILAR
(ILAR 1997): - : (ILAR 1997): (LAR 1997): 1997):
*  apTPUT U eHTe3uT *  apTpuT B €4Ha unu RF HezamuéeH *  apTpuT, 3acsraiy eaHa
wnun noseye CTasu *  apTput B 5 nnn B0 4 ctasu npes
* _apTPWT UK eHTe3nT *  CbNbTCTBALA UNK noseyde CTasu npes nbpeuTe 6 Meceua Ha
¢ Ha®-Manko 2 oT npeaxoxaaiia nbpsute 6'Meceua 3abonsiBaHeTo
_CNeAHUTE KpUTEpuun: exeaHeBHa Ha 3abonsBaHeTo *  nepcucTMpall — 3acsra
= -BonkaBs _ Temneparypa 8 » Tecrt3aRF- He noseve OT 4 cTasu
" .cakpounuayHa npoabmKeHne Ha 2 HeraTueeH *  pas3wwupeH — 3acsra
. crasa u/unu ceamuum. RF no3umueeH noseye OT 4 cTasu crnej
‘nymGocakpanHa *  33ae[HO C eAuH unu = apTpuT B 5unu nbpeuTe 6 Meceua Ha
.~ bornka noeeye OT creagHuTe noeeve crasu npes 3abonsBsaHeTo '
- Hanuuue Ha HLA KpuUTEpUU: nbpeuTte 6 meceua
. B27 aHTureH - npexoaeH Ha 3abonsisaHeTo
- Havano Ha (HedpukcupaH) *  NO3UTUBHWU 2 urm
apTpuT npu epuTemeH noeeve Tecra 3a RF
MomueTa Hap 6 o6pus; B UHTEpBan or 3
roauiLHa - xenaTomeranus meceuya npes
gb3pact - cnneHomeramus nbpeuTe 6 Meceua '
- OCTbp NpeaeH - apeHonatus
yBeut - ceposut’
- aHamHesa'3a
croHaunoap
na- >
THA NpK
POACTBEHULIN OT
nbpsa
reHepauns G .
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)
>382 e | >38°2 : >38° >38°2
Henoenusieaue oT MTX HenosnusBsauxe ot Henosnussaxe ot MTX Henoenusasaxe ot MTX
uvnun CyncacanasuH B HCMNBC v n/unn CyndacanasuH 8 w/vnn CyncbacanasuH B
3 | onTMmanHu Kypcose u FrIIOKOKOPTUKOCTEPOMAN B ONTUManNHU Kypcose u- onTUManHu Kypcoee v Eosw
803K 3a 6 MeceueH ONTMMAnHy Kypcose u £[03K 32 6 meceueH 3a 6 meceueH nepuoj
nepuoa AO3Y 33 6 MECEYeH nepuop,
nepvoga , e : :
4 | Twnca Ha nskniousawm funca Ha U3KNIOUBaLLK INunca Ha u3KnouBaIWm Nunca Ha nakniousawm
KpUTepum no Touka B * KpUTEpHM no Touka B * KpuTepuM no Touka B * KpUTepum no Touka B *

T TucT 3a avcnaHcepHo HabnioaeHne” (6n. M3-H30K Ne 9) ¢ noTBbpAeHa ANArHo3a; nonbaHeHa Tabnuua 2 OT NPUNOXeHWe 2 W OpurMHanHK GnaHku unu 3asepeHn
Konus oT NaBopaTopHU W3CNEABaHMA, NOTBLPXKAABALLM aKTUBHOCTTA Ha 3abonsisaneto. MscnepsanusTa cneasa Aa 6baat nposepeHu B nabopatopusi, CKouUna
aorosop ¢ H30OK/P3OK. 3a AaBHOCT Ha M3CNeaBaHMATa ce NpUEMa CPOK OT HE noBede OT 1 Mecey NPeAM NOAaBaHeTO Ha ACKyMeHTUTe B cboTBeTHata P3OK. Mpn
HanuuMe Ha XOCNUTaNMU3aumusa ¢ AABHOCT A0 1 Mecey Npeau KaHAMAATCTBAHETO, ce npunara enukpusa U3 ¢ Ne
2 npunara ce oLieHKa No ckana cboTBeTHO JADAS 27 - HeOBXOAMMO € ABYKPAaTHO NOTBBLPXAABAHE W HA NoKa3aTenuTe 3a NOHe 12 ceaMuyeH nepuoa 6e3 npomsHa B
neyeHneTo, Npunarar ce v ABaTa puwa yA0CTOBEPSBaLLN NPOBEXAAHE Ha OoueHKaTa

npunara ce 3apaBHO AOCME HA XPOHNYHO GOneH C NpocneasBaHe Ha 3a60NABAHETO OT ANArHOCTULMPAHETO A0 MOMEHTa: aMGynaTopHy ICTOBE OT Npernean npu
cneunanucT AeTCKN PeBMAaTonor, ya0CTOBEPABALLM Ha3HauYaBaHe W NPOBEXAAHe Ha npeaxoxaawa 6asncHa Tepanua C OTPa3eHW A03KM, CPOKOBE HA NPUNOXEHWe W
edeKTUBHOCT.
3aabNXKUTENHO Aa ce NOCOYBA aKTYasniHO TenecHo Terno!

yAOCTOBEpABa Ce C NOANUCYU Ha CelMan3upaHaTa KOMUCHUA B NPUNOXEeHUe 1 Ha HACTOAWMNTE NIUCKBAHNA

OTroBaps Ha KPUTEPUMNTE 32 NTEUEHUC C ... BAHEBHA A03A ...................
cneunanuanpaHa KOMUCHUR

3
ﬁ,i W3NCKBAHUA HA H30K NPU NEYEHWUE HA IOBEHWNEH APTPUT C BUONOMMYHU AHTUPEBMATUYHIN NEKAPCTBEHW NPOAYKTW NPU BONHU
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NPUNOXEHUE 16

NICT HA KPUTEPUUM NPU NPOABIMKABAHE HA NEYEHMUETO HA IOBEHWUINEH APTPUT C BUONOMUYHU

AHTUPEBMATUYHU NEKAPCTBEHW NPOAYKTU NOA 18 MO,

AUWLHA BBL3PACT

Ume:

| ETH | |

3abenexka: meduyuHckama OOKyMeHmauyusi, ydocmoeepsealya 6Cexu Om Kpumepuume e nocoYeHa C uugpa € UHOeKC u 3adbiKumenHo npudpywaea

Hacmoaw,omo npusnoxeHue.

3abenexka: BonHute cnepsa aa 6baat MOHUTOPUPaHK Ha 12-Ta ceaMULIA OT HAYanoTo Ha NEYEHUETOo:

. npy KaHAKAATCTBAHE 3a NPOAbMKABAHE HA NIEYEHUETO Cnej 3aBbpLlleH NbPBU WeEeCTMEeCEeYEH KypC Ce OCbLUeCTBABa HOBA OUEHKa U 3aAbNXUTeNHO

ce NpeacTaBs MeAUUMHCKaTa AOKYMeHTauus oT nperneaa Ha 12-ta ceamuua

5. Kputepum 3a npoabmkaBaHe Ha NEYEHNETO (3aAbIIKMTENIHN Ca BCUYKU KpUTEpUm)

MKB M08.1 MKB M08.2 MKB M08.3 MKB M08.4
1 | NoenwsBate Ha MoBnusBaHe Ha NMoenunsane Ha NoBnusBaHe Ha
nokasatesiure: nokasarenure: nokasarenure: nokasarenure:
*  OTOMHOCT Ha cTaBuTe = HOpManuaupaHe Ha "  OTOMHOCT Ha cTaBuTe *  OTOYHOCT Ha cTaBuTe
'(Waneu uanus Temnepartyparta (cuHoBNangH: nanus (cuHoBUManeH u3nus
, *  1Mnca Ha CTaBHO- ~WWUNK MEKOTBKaHeH OTOK) w/nnn mMekoTbKaHeH
OTOK) — HamansBsaxe MyckynHa 6oska u — HamanfABaHe ¢ NoHe 0TOK) — HamansiBaHe ¢
¢ noke 50% cKkoBaHoCT 50% noHe 50%
. = CYE - nog 40 mm unu s Gpoii Ha BonesHeHute n =  Opoit Ha 6onesHeHuTe un
. 1 CRP B pecbepeHTHU OTOMHU CTaByu — OTOYHMW CTaBwN —
OTOMHM CTaBH — rpaHnuy ' HamansBsaHe ¢ noxe 50% HamansBsaHe ¢ noxe 50%
Hamanasase ¢ noHe . CYE - nog 40 mm unu *  CYE-nop 40 mm unu
: CRP B pedepeHTHu CRP B pedepeHTHN
. = nog, 40Mm unu rpaHuum ' rpaHuum '
‘CRP B pedhepeHTHM
rpanuun
» 6onkag rupba '
Disease Activity Score - Disease Activity Score - Disease Activity Score - 3':731%;?';;? Score -
2 | JIA (JADAS 27) JIA (JADAS 27) JIA (JADAS 27) <382
<3,82 <38? <3,82
3 INunca Ha u3kno4Bawm Nunca Ha n3kNYBamn Jlunca Ha uakmouBaum TNunca Ha u3knouBaWwm
KpUTepMK 110 Touka B ° KpUTEepHUM 1o Touka B ° KpuUTepum no Touka B * KpUTepuu no Touka B °

T npunarar ce: ;JIMCT 3a aucnaHcepro Habniogetne” (6n. M3-H3OK Ne 9) ¢ oTpa3eHa cTeneH Ha NOBNMABaHe Ha nokasatenute; NonNbiHeHa Tabnnua 2 oT npunoxenue
2 1 opurMHanKu GRaHKK UNK 3aBepeHn Konus OT NabopaTopHu M3cneaBaHuUs, OCbliecTBeHU B naGoparopus, ckniouuna gorosop ¢ H3OK/P3OK. 3a pasHocT Ha
W3CNenBaHNATa Ce NPUeMa CPOK OT He NoBeve OT 1 Mecel, Npeay NOAABaHETO Ha AOKYMeHTUTe B cboteeTHata P3OK. Mpu Hannune Ha xocnuTanuaaums ¢ AaBHOCT A0
1 MeC. NPeAn KaHAMAATCTBAHETO, Ce npunara envkpusa U3 ¢ Ne. 3aabLNXKUTENHO Aa Ce NOCOYBa aKTyasnHo TenecHo Terno!

npunara ce OLeHKa no ckana croteeTHo JADAS 27 Mpw kaHauaaTCTBaHe cnej Nbpey WECTMECeUEH Kype Ce npunara oueHka Ha 12-ta ceamuua.
Mpu kaHauAaTCTBaHEe 3a NOPeAeH mecmeceum KYpC Ce npunara akTyanHa oueHka C NocoyeHa Aata Ha nposexaaHe, NOANNC Ha CreunanicTa, M3BbpWUI OueHkaTa u
neyar Ha nexapsi/rie4eBHOTO 3aBeneHme.

YROCTOBEpPABA CE C NOANMCH Ha CNeLManU3UpaHaTa KOMUCHUA B NPUIOXKEHNE 1 Ha HACTOALNTE M3UCKBAHUS U Ce NonbnBsa Tabnuua 1

Ta6nuua 1 Hexenauu nekapcTeeHu peaxquu
raneHe, rnasobonve, CBETOBBLPTEX

aneprua

NOBULWABAHE HA aprepuanuo‘ro Wansrane

TeXKa MHEKUNs :

XEMaTOoNornyHN (xeuomoGuH noa aﬁgﬂ NeBKOUMTU NOA 3500 TpomGouutu noz :90000) wunu 6uoxmmuu OTKNOHEHUA
Ccb06pasHO thapMakoNOrMiHOTO AOCHE Ha NPOAYKTa -

B. M3KJ1IOHBAI.I4M KPUTEPUU (npn unoueaae " npu npom.mraaane Ha neuenuero)

BpeMeHHOCT u rakTauus: -+

AKTWBHA MW NaTeHTHa Tyﬁmynoaa (w&epxynmuosa%poﬁa)

OCTbp UNU XPOHUYEH BUPYCEH XENaTuT ( XenaTnTHn uapxepn)

Heonnactuuxu 3abonssaxus

3acToiiHa cbpaeyvHa Hea0CTaTbYHOCT

AnnacTuyHa aHemusi, u3paseHa rpaHynoLUTONeHUs, muénodmﬁposa (MKK ¢ AKK, npu Heo6x0aMMOCT KOHCYNTaLuMa OT XemaTonor),
numoom

MHoxxecTBeHa ckneposa u Apyru Gonectu ¢ geMmenuHusaums

Jiunca Ha TepanesTudeH edekT Ha 12-Ta ceamuua cnej 3anoysaHe Ha NEYEHWETO (HenoenusBaHe NPOABIMKUTENHOCTTA Ha
CyTpelHaTa CKOBaHOCT; NEpPCUCTMPaHe Ha CTaBHUS OTOK; HenoBnusBaHe 6poa Ha GonesHeHuTe n/unn OTOUHUTE CTasu; HenoBnNUsSBaHe
Ha CYE n CRP)

9. [pekbcBaHe Ha TepanusiTa NO BUHA Ha GONHUA 3a Nnepnog noseve oT 2 Meceua

PN OABWNA

OTroBaps Ha KPUTEPUUTE 32 NMEYEHUC C .......oovvvenneraneaiiieriineiiin, BAHeEBHa Qo3a ...................
cneunanusupaHa koMucus

4
. W3UCKBAHWUA HA H3OK MPU NEYEHWE HA OBEHUNEH APTPUT C BUONOMNMYHU AHTUPEBMATUYHWU NEKAPCTBEHW NPOAYKTU NPU BEONHU
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NPUNOXEHUE 2

I. NEMEBHO-AUATHOCTUYEH ANNTOPUTDBM
1. NEKAPCTBEHW NMPOOYKTWU, BknioueHn B MMpunoxenue 1 Ha MIIC, kouto H3OK 3annawa B cboTBETCTBME C

AeACTBalmnTe HOPMATUBHU [JJOKYMEHTHU.

INN MKB OO3A
2-18 roauHu:
MO08.1 « 0,4 mr/kr (ao makcumym 25 Mr Ha nosa), rotoB pasteop (25 mr B 1 mn),
ETANERCEPT MO08.3 npunara ce ABa NbTU CEAMWUYHO MOAKOXHO C MHTepBan oT 3 - 4 AHK
MO08.4 Mexay posute
- 2-18 roavhu:
. MO08.1 = 10 «kr go < 30 kr - 20 Mr, npunara ce NOAKOXHO Npe3 ceaMuua
ADALIMUMAB MO08.3 = 230 kr - 40 mr, npunara ce NOAKOXHO Npes ceamuua
MO08.4
2-18 roavHu:
TOCILIZUMAB M08.2 * 12 Mmr/kr BeAHbX Ha 2 ceaMnUM Npu nauveHTw c Terno noa 30 kr BLB
= BEHO3Ha MH(DY3Ns C HaTpues xnopua, (0,9%) ao 50 mn
= 8 Mr/Kr BeAHbX Ha ABe ceaMuuM Npy aeua ¢ Terno Hag 30 kr BbB BEHO3HA
nHysus ¢ HaTpues xnopug (0,9%) ao 100 mn
MO08.3 = 10 MI/Kr BeAHBX Ha BCEKU 4 ceaMMLM Npu nauveHTy ¢ Terno nog, 30 kr 8bB
MO08.4 .BEHO3Ha UHGy3usa ¢ HaTpues xsopua (0,9%) Ao 50 mn

= 8 mMr/kr BEAHDBX Ha BCEKM 4 ceamuum npy naumeHTyn ¢ Terno Haga 30 Kr BbB
BEHO3Ha MHGy3us ¢ HaTpues xnopua (0,9%) ao 100 mn

1-18 ropuxu (M08.2)
* 162 Mr NOAKOXHO BEAHBLX CeAMMUHO NpU NauneHTn ¢ TErno no-ronsMo
- unu pasHo Ha 30 kr
= 162 Mr NOAKOXHO BeAHBLK Ha BCEKM 2 ceaMuLy Npu NaLMeHTn ¢ Terno noa
30kr
(Mpunara ce NPy NALMEHTH C MUHUMANHO TenecHo Tersno 10 kr.)

2-18 roauxn (M08.3, M08.4)
= 162 Mr NOAKOXHO BEAHBX HA BCEKU 2 ceaMuuM Npy NauueHTn ¢ Terno no-
ronsAMo Unu paBHo Ha 30kr
= 162 Mr NOAKOXHO BEAHBLXK HA BCEKWU 3 CeaMULM Npu NaumeHTy ¢ Terno noa
30 kr

2. NPOCNEQABAHE:

| nmE:

e T T[T T T T 1 []

Tabnuua 2

uscnenBAHu'ﬂ*

n3xoaHu : HA BCEKU 6 MECEUA

Terno

Juvenile Arthritis D;sease Actmty Score (JADAS 27)

CRP (C - peakTuseH npoTenH)

CYE

NKK/AOKK

ACAT

ANAT

ANRNANANENANAN

Ty6epkynuHosa npoba

Jedek

XenatutHu mapkepu

PeHTreHorpagus Ha rpbaeH kow u 6an apo6™*

NENENECENENENENENAN

* npunaraT ce OPMUrMHaNHKM GnaHKW Unu 3aBepeHu Konus OT NabopaTopHW W3CNEABaHWA, NOTBBLPXAABAWM aKTUBHOCTTa Ha 3abonssaHeTo.
WacneaBaHuaTa cneasa Aa 6baaT ocbliectsern B naboparopus, ckniouuna gorosop ¢ H3OK/P3OK. 3a aaBHOCT Ha uscneasaHuaTa ce npuema
CpPOK OT He noseue OT 1 MeceL NpeAu NojaBaHETO Ha AOKyMEHTUTe B cboTBeTHaTa P3OK.

** 334 LIKUTENHO ce npunara 6naHka oT pas3yuTaHe Ha 06pasHoOTO uscneasaHe. He e Heo6xoAMMO Aa ce npunara CHUMKa UNKU AUCK OT PeHTreH

Ha 6an apo6!

*** npunara ce opurMHanHa 6naHka ¢ pesynrar oT nposeaeHa Ty6epkynuHoBa npo6a.
3abenexka: H30K 3annawa AOMaILHO neyYeHne ¢ GUONOrMYHM aHTUPEBMaTUYHU NeKapcTBeHU NPOAYKTH A0 TpalHa KNMHUYHA pemMucus

Ha 6onecTTa.

OnpedeneHue 3a mpaliHa KIUHUYHa peMucUsi, cba/1acHo npenopbkume Ha EULAR 3a r0eeHuneH apmpum: nunca Ha akTUBeH apTpuT,
nMnca Ha noBuLLEHa Temnepatypa, o6puB, CEPO3UT, CNNEHOMIranus Unu reHepanuaupaHa numdageHonaTus; nunca Ha aktuseH yeseut; CYE u CRP
B pedbepeHTHU rpaHnuy 3a CboTBETHATA flabopaTopus.

5
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Il. OBLLU N3UCKBAHUA

1. Bn3pacroBaTa rpaHuua ce U34uCnsiBa B HAaBbPLUEHU FOAVHU - T.€. BKMIIOYUTENHO KbM AataTta Ha usaasaHe Ha npoTtokona ot
cneuyvanusmpaHaTa KoMUCus.

2. MNpu HasHayaBaHe Ha Tepanus No NPOTOKON 3a4bINKUTENHO ce CbobpasaBaT Bb3PACTOBUTE OrPaHNYEHUs, CbINacHo kpaTtkata
XapaKTepucTHKa Ha CbOTBETHWUS NEKapCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3MMXM.

3. H30K He 3annalua neyeHue M3BbLH ykasaHaTa Bb3pacToBa rpaHuLia B KpatKkaTta xapakTepucTuka Ha npoaykra.

4. H30K He 3annalla nevyeHve ¢ 4031 Hag MakCUManHo pa3pelleHuTe no KpaTka xapakTepucTuka Ha npoaykra.

5. B cnyyai Ha HacTbnMna NoAO3WMpaHa HexXenaHa nekapcTBeHa peakuus, nekapst yseaomssa WAJ no peaa Ha un. 184 ot
3NINXM. Konue oT cbobLieHreTo ce npusara KbM MeauUmuHckaTa aokymeHTauus Ha 30J1 npu kaHawaaTcTeaHe 3a neveHue.

6. CNEUMAITM3UPAHATA KOMUCUA usnasa PeweHve cnea npoeeaeHa AmbynatopHa npoueaypa Ne 38 ,OnpeaensHe Ha nnaH
Ha neyeHne 1 NpocneasiBaHe Ha TepaneBTUYHUA OTTOBOP NPU NAaLMEHTH, NOMyYaBaly CKbNOCTPYBaLM nekapcTBeHU NPoAyKTH no
penda Ha un. 78, T. 2 330" Ha ocHosaHue un. 53 1 un. 309 oT HaumoHaneH pamMKoB AOrOBOP 3a MEAULIMHCKUTE NIEUHOCTU Mexay
HauvoHanHaTta 3gpasHooCUrypuTenHa kaca n bbnrapcku nekapcku Cbtos 3a 2020-2022r. (06H., OB, 6p. 7 oT 24.01.2020 r.) u
npepoctasena ot 30J1 meauumHcka AoKyMeHTaums. CnieumnanusupaHata KOMUCHS CbXpaHsBa €avH eksemnnap oT PeweHnuero,
CbXpaHsiBa BTOPW €K3eMNAsp Ha NpoToKona/v, BCUYKM HEOBXOAMMU [IOKYMEHTU 33 M3AABAHETO My U konue OT npunoxexne 1 Ha
HaCTOSAILLUTE U3NCKBAHUSA, NOMbNHEHO NO CbOTBETHATA TOYKA W NOANMCAHO OT UNEHOBeTe Ha crneunanu3npaHara Komucmns.

Hacmositume u3uckeaHusi ca paspabomeHu Ha OcHogaHue 4. 58 om HayuowaneH pamkoe 002060p 3a MeOUUUHCKUME
deiiHocmu Mexdy HayuoranHama 30paeHoocuzypumenHa kaca u bbnzapcku nexapcku cbio3 3a 2020-2022r. (o6H., OB, 6p. 7 ot
24.01.2020 r.), enuzam e cuna om 15 anpun 20202. Ha ocHoeaHue peweHue Ne P[-HC-04-36/06.04.20202. u ommeHsm
delicmeauume u3uckeaHus, & cunia om 15 tonu 20192. Ha ocHosaHue pewerue Ne PL-HC-04-59/05.07.2019z.
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NPUNOXEHWUE 3

AEKNAPALUUA 3A UHOOPMUPAHO CBITIACUE C UBUCKBAHUATA 3A 3ANOYBAHE/ MPOABIINKABAHE HA
NEYEHUETO C NEKAPCTBEHWA NPOAYKT

..........................................................................................................................................................................

CneA Kato Ce. 3anosHax C Usnata MW npeocTaBeHa WHGOPMauMs . M LeNTa Ha NEYeHWeTo C  MeKapCTBeHus
MPOAYKT .coccrrsviviscens OO S pevessines et aenns l . ¥ CrieA KaTo MoNyuMx M3uepnaTenHin OTroBOpU Ha
NOCTABEHUTE OT MEH BLMPOCH, 1eKNapnpam ye:
1. VHOpMMpaH CbM 3a OTKA3 OT MailuMHCTBO / GalLMHCTBO NO BPEME HA NMPOBEXAAHE Ha NeueHne C ropenocoveHus
nemp&meu npoAyKT. '

OA HE

tile énassam npenopbyaHaTa MM CXeMa Ha NeueHne u nepuo.quqnodr Ha KOHTPONHWUTE Nperneau.
PEefOBHO Ui Ce ABABAM Ha KOHTPOMHW MpErnefn W HaMa Aa NPOMEHSM CaMOBOMHO UMM NOA ApPYro BHylieHue
HasHayeHarTa My Tepanus. ‘ (

4. Tpu npeycTaHoBsiBaHe Ha neyeHneTo no NPUYMHKM, HENPON3TUYALLYW OT pelLeHneTo Ha Komucusta 3a ekcneptusn 8 P30OK
uivnu Komucusta no un. 78, 1.2 ot 330, we yseaoms HesabasHo nuuHus cu nekap u P3OK u we sbpHa 8 P30K
nocneaHWst NPOTOKON, NO KOWTO CbM Nofyyasan/a nekapcTBeHUs NPOAYKT.

5. [lpn HecnassaHe Ha NMOCOYEHUTE YCIMOBUS NEYEHNETO MM C YNOMEHATUA NeKapcTBeH NPoAyKT LWe 6bae npekpaTeHo u
HsMa aa umam npeteHumn kbm H30K.
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