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N3NCKBAHUA HA H3OK
3A NMPOBEXOAHE HA NEYEHWUE C METHOTREXATE
B U3BBbHBOMHUYHATA NMOMOLL

MpoTokonbT ce W3daBa OT CeUManucTi C KoAd Ha cneunanHocT: 04 — KoXHW W BeHepudecku Gonectw, 20 -
peBmaronorus, 39-aeTcku pesMatonor, paborewwn no gorosop ¢ H30K.

|. PEQ, 3A 3ABEPABAHE HA NTPOTOKONUTE

npOTOKOJ'lM 3a zanovBaHe Ha nevyeHue

CNEUUATINCT, CKITIOUUNN = “MlpoTokon 3a npeanuceaHe Ha 3aBepka Ha npoTtokona

JOroBOP C H30K nekapcTea, 3annaiwiaHu oT B P30K
H30OK/P30K” — 06p. M3-H30OK

np0TOKOJ'M 3a npoagtbimkasaHe Ha neveHue

CNELWMANKUCT, CKNOYUN = ‘TlpoToKOn 3a npeanwuceaHe Ha 3aBepka Ha npoTokona
AOroBOP C H30K »| nekapcrtea, 3annawjaHu oT 7l B P30OK
H30OK/P30K” — 06p. M3-H30K

Il. OBLLK NONOXEHUA

1. 30N nopmasa noproteenute nokymeHtn B P30K, Ha TepuTopusiTa Ha KOATO € Hanpasuno usGop Ha OIJl
HdokymeHTuTe BRNtOYBaAT:
1.1. ‘Tlpotokon 3a npeanuceBaHe Ha nekapcTea, 3annawaHn ot H3OK/P30OK' — o6p. M3-H3O0K, uspagen ot
cneyuanucr.
2. P30OK npuema [OKyMeHTUTe MO Touka 1 cnes cnpaBka OTHOCHO 3ApaBHOOCUIypUTenHus ctatyc Ha 30/1.
3. MupBMAT ¥ BCEKM CneaBaly NPOTOKON ce u3gasaT 3a nepwoa Ao 180 axw. Mpu 3aBepka B P30OK ce npeactass
NpoToKona W MpeaxoXxaau, NPoTOKOM, OT KOWTO Ja € BUAHO MPOBEXJAHOTO nevyeHne v ambynaTOpHMs nUCT OF
nocrieAHMs npernea npu cneynanucT. CneuvanucTbT, KOWTO e HasHauun TepanusTa CbxpaHsisa npunoxexve 1 n bnaqku
OT NPOBEAEHU U3CNEABaHMS, CbIMAacHO T.3 Ha npunoxexune 2.

@ M3NCKBAHWA HA H3OK MNPW JIEYEHUE C METOTPEKCAT B W3BBLHBOIHUYHATA NMOMOLL - B cuna ot 1 dhespyapu 2016 roguHa
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NPUNOXEHWE 1

MACT 3A U3BOP HA KPUTEPUUTE NPU NPOBEXAAHE HA NEYEHWE C METOTPEKCAT

[we: [erv] [ [ [ [ [ [ [ [ [ |
3abenexka: MeduyuHCKama doKyMeHmauus, ydocmosepsieawia 8CeKu om Kpumepuume e nocodeHa ¢ yugppa e UHOEKC U 3a0B/IKUMENHO
npudpywaea HacmMosUOMOo NPUTOKeHue.

A. KpuTepun 3a 3anouysaHe Ha MbPBM KYPC (3aAbIDKMTENIHM Ca BCUYKN KpUTepUun)
MKB M05.0, M05.3, M05.8, M08.0, M08.1, M08.2, M08.3, M08.4, M08.8, L40.0, L40.1

1 | CurypHa auarHosa

TexecT/akTMBHOCT Ha 6onecTTa
- M05.0, M05.3 u M05.8 - oueHka no ckana DAS28
2 | - M08.0, M08.1, M08.2, M08.3, M08.4 n M08.8 - oueHka no ckana DAS28/BASDAI iunn JADAS27 noa 18

roauliHa Bb3pact/
- L40.0, L40.1 - oueHka no ckana PASI

3 | Nunca Ha M3knN4BaWM kpuTepun no 1. B 8
yaocToBepsaBa ce ¢ noanuc Ha cneyunanucra s rIpMnO)KeHMe 1 Ha HACTOALYNTE U3UCKBAHUA

B. Kputepuu 3a npoabnikasaHe Ha NIEYEHUETO (3a4bIKUTENEHU Ca BCUUKM KpUTepuu):
MKB M05.0, M05.3, M05.8, M08.0, M08.1, M08.2, M08.3, M08.4, M08.8, L40.0, L40.1

1 | NpeawecTBauwo neyeHune c MeroTpekcar

MNoBnuaBaHe Ha TexecTTa/aKTUBHOCTTa Ha GonecTtTa

- M05.0, M05.3 n M05.8 — oueHka no ckana DAS28

2 | - M08.0, M08.1, M08.2, M08.3, M08.4 u M08.8 - oueHka no ckana DAS28/BASDAI /unn JADAS27 nopa 18
roaviuHa sbapact/

- L40.0,L40.1 - oueHka no ckana PASI

3 | Nunca Ha HeXenaHa nekapcTBeHa peakuua M M3KNYBalm Kputepuu no T.Bu . I s

® yAOCTOBEPABA Ce C NOANKUC Ha CNELManicTa B NpunoXeHue 1 Ha HACTOALLMTE U3NCKBAHNA

B. Hexxenanu nekapcTtseHun peakumm
racTPOUHTECTUHANHU (IMNCA Ha aneTuT, rajeHe, NoBpLLUAHe, Anapua)
XenatobunuapHu HapyileHus (NoBULIaBaHE HA YEPHOAPOBHUTE eH3UMK, YepHoapobHa nbposa/unposa)
XEMaToNOoTNYHMN (NEBKOLIMTONEHUS, TPOMBOLMTONEHNA, aHEMUA)
aneprus
TeXKa uHpekuma

r. U3KNIOYBALLW KPUTEPUN

1. Bwubapact nog 3 rognHu
2. CBpbXuyBCTBUTENHOCT KbM METOTPEKCaT unu HAKOe OT NOMOLLHUTE BeLecTBa
3. YepHoapobHa HepocTaTLUHOCT (cepymed Gunupybur Hag 5 mg/dl unu 85.5 umol/l)
4. Texka 6ubpevHa HEAOCTAaTBYHOCT (KPEATUHMHOB KNUPBHC NoA 20 mi/min unu cepymeH kpeaTuHuH Hag 2 mg/dl)
5.  XemaTonoruuxu w/unu GUOXMMUUHN OTKIIOHEHUS, CbOGPa3Ho hapmMakoNorMyHOTO AOCHE Ha NIEKAPCTBEHUS NPOAYKT
6. KpbBHM AMCKPA3UK, BKITIOYBALLM XUTIONNA3WUA HA KOCTHUS MO3bK, NEBKONEHUN, TPOMOOLMTONEHNA, aHemus
7.  VmyHeH geduuut
8.  Texxu oCTpU U XpoHUUHY uHekumum (TyGepkynoaa, XVB)
9.  f3BM B raCTPOUHTECTUHANHNA TPaKT
10. BpeMeHHOCT U KbpMmeHe
11. Ankoxonuasbm
OTroBaps Ha KpUTEPUUTE 3a JIeYeHue C B AHEBHA 032 .....................
NoANUC Ha CNELMANUCTA . .......oooovnieiiiii e
@ M3NCKBAHWNA HA H3OK NPU IEYEHWE C METOTPEKCAT B M3BbHBOSTHUYHATA MOMOLL - B cuna oT 1 chespyapn 2016 roguHa
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NPUNOXEHWE 2

I. NEMEBHO-AUATHOCTUYEH AINMTOPUTBM

1. NEKAPCTBEHW NPOOYKTH, BkniouyeHu B flpunoxeHne 1 Ha MNJIC, kouto H3OK 3annawa B cHLOTBETCTBUE C
OeNCTBalMTEe HOPMATUBHU LOKYMEHTH

Bb3pacToBU
INN orpaHndeHus MKB AO3A X HAYUH HA NPUINOXEHUE
M08.0,
MO08.1, - Npu 3ano4saHe-10-15 mg/ml* TenecHa NOBLPXHOCT /C€AMUYHO
Han 3 M08.2 UHTPaMYCKYITHO UMW NOAKOXHO
roauilHa M08.3,
Bb3pacTt M08.4, |- Makcumanka aosa Ao 20 mg/mi2 TenecHa NOBBPXHOCT/CEAMMYHO
M08.8 WHTPaMyCKYNHO Unv NOAKOXHO
MO05.0,
M05.3,
M05.8, - HavanHa ao3a 7,5 mg BeaHbK ceAMUMYHO MOAKOXHO,
METHOTREXATE M08.0, WHTPaMYCKYNHO UM BEHO3HO
M08.1, - MakcumarnHa gosa Ao 25 mg BegHbX CeaAMMYHO NOAKOXHO,
Hap 18 M08.2, WHTPaMyCKyNHO UM BEHO3HO
rogvwHa M08.3,
Bb3pacTt Mo08.4,
M08.8
- HaYanHa aosa 7,5 mg BeAHBLX CeAMUUYHO NOJKOXHO,
L40.0, MHTPAaMYCKYNHO UNU BEHO3HO
L40.1 - MaKcumarka o3a 40 25 mg BeAHLX CEAMNYHO NOAKOXHO,
WHTPaMYCKYNHO Ui BEHO3HO
2. NPOCNEQABAHE:
INN NPEOU SANOYBAHE NPOCNEQOABAHE
MKK ¢ JKK, CYE, CRP MKK ¢ OKK, CYE, CRP
ASAT, ALAT, 6unupybuH ASAT, ALAT
KpeaTuHWUH KpeaTUHWH
METHOTREXATE peHTreHorpacus Ha 6sn pob
xenaTuTHu Mapkepwm (3a xenatut A, B, C)
Ty6epkynuHosa npoba
peBmaTonaeH cakrop (3a M05)

Il. ObWK KIUCKBAHUA

1.

2.

3.

Bu3pacToBaTta rpaHMua Ce U3YMCMNABA B HABBPLUEHW FOAVHU - T.€. BKITIOYNTENHO KbM AaTaTta Ha u3gasaHe
Ha NMPOTOKOMa OT cneunanuaupaHaTa KOMUCHS.

Mpu HasHauagaHe Ha Tepanus No NPOTOKON 3aAbMMKUTENHO ce CbobpasnBaT BL3PACTOBNTE OrpaHN4EHUS,
CBIMAcHO KpaTKaTa XxapakTepuCTuka Ha CbOTBETHUS NEeKapCTBEH NpOAYKT, yTBbpaeHa no peaa Ha 3/TMXM.
H30K He 3anfauja neueHue M3BbH yKkaszaHata Bb3pacToBa rpaHuUa B KpatkaTa XapakTepucTuka Ha
npoaykra.

H30K He sannawa nevyeHne C 403 HaA MaKCUMAnHO paspelleHUTe No KpaTka xapakTepucTuka Ha
npoaykra.

B cnyuaii Ha HacTeNUna NOA03UPaHa HeXenaHa nekapcTBeHa peakums, nekapaTt yseaomssa NAJ no peaa
Ha un. 184 ot 3/MXM. Konune oT chobLieHneTo ce npunara kbM MeguunHckaTa gokymentaums Ha 30J1 npu
KaHanaaTCTBaHe 3a NeveHue.

NPU CNEUWAIIUCTA, cbrn. un. 158 B, 1. 1 ot HP[ 3a meanuuHckute aerdHocTn 2015 r. (o6H. [1B 6p.
6 o1 23.01.2015 r.), Ha 30/1, Ha KOUTO Ca U3gaBaHW NPOTOKONW NO peaa Ha HacTOAWMNTE N3INCKBaHUS,
Ce CbXpaHABaT BCUYKM HEOBXOAUMM QOKYMEHTU: aMOynaTopHU NUCTOBE OT U3BLPLIEHWUTE nperneaw,
BTOPUST eK3emnnsap OT W3AaAEHUTE NPOTOKONW, KOMUS OT EenUKPW3W, eKCNepTHU CTaHoBMWAa W Apyru
JOKYMEHTH, KOUTO Ca OCHOBaHWe 3a M3aaBaHe Ha NPOTOKOM, BCUYKKU M3UCKBALLM Ce U3cneaBaHus, konue ot
npunoxeHne 1 Ha HaCTOSIUWTE W3WCKBAHUS NONBMHEHO MO CbOTBETHaTa TOYKa, NOAMUMCaHO OT
crneumanucra, u3aan npoTokona.

Hacmosujume usuckeaHusi ca pa3pabomeHu Ha OCHogaHue un. 56 om HauuoHaneH pamkos 002080p 3a MeOUUUHCKUMe
deliHocmu 3a 2015 200uHa (06H., B, 6p. 6 om 23.01.2015 2.) u enuzam & cuna om 1 ¢peepyapu 2016 2., ceenacHo un. 10
Ha Hapedba Ne 10 om 24 mapm 2009 2. 3a ycnosusma u peda 3a 3annawiaHe Ha nekapcmeHu npodykmu no yn. 262, an. 6,
m. 1 om 3akoHa 3a nekapcmeeHume nPoOOyKMU 6 XyMaHHama MeouUuHa, Ha MeOUUUHCKU u3denust u OuemuyHU XpaHu 3a
cneyuanHu meduyuHcku uenu (0bx., B, 6p. 31 om 2007 2.).
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NPUNOXEHWE 3

OEKNAPALIMA 3A UHOOPMUPAHO CBIMACUE C UBUCKBAHUATA 3A 3ANOYBAHE/ NPOABMKABAHE HA
NIEYEHMETO C NEKAPCTBEHUA NPOAYKT

cnea kaTo ce 3anosHax € usnata MW npeaocTtaBeHa WHMOpMauUss W LlenTa Ha nevYeHueTo ¢ neKapCTBeHUA
L1910 75 PSP n cnej Kato nonyvux usdepnatenHu oTroBopu

Ha NoCTaBeHWUTe OT MeH BbNpocu, AeKknapupam 4e:

1. WudopmupaH CbM 3a 0TKa3 0T MaWYMHCTBO / HaLMHCTBO NO BpeMe Ha nposexaaHe Ha nevyeHue ¢ J1M /

nA HE

2. lle cnaseam npenopbyaHaTa My CXEMA HA NEYeHUe U NepUOANYHOCT Ha KOHTPOMHUTE nperneaw.

PefloBHO LLle Ce ABSIBAM Ha KOHTPONHW nperneaM U HAMa aa NPOMEHAM CamOBOMIHO WAW NoA APYro BHYLUEHUE
HasHayeHaTa M1 Tepanus.

4. [lpu npeycTaHOBSiBaHe HA NEYEHNETO NO NPUYMHK, HENPOU3TUYALLM OT peLleHneTo Ha Komucusta 3a ekcnepTusu B
P30OK u/unn Komucusata no un. 78, 1.2 ot 330, we yBeaoms HedabasBHo nuyHua cu nekap n P30K v we BbpHa 8
P30OK nocneaHvs npoToKkosi, N0 KOUTO CbM Nony4vasas/a NekapcTBeEHUA NPOAYKT.

5. [lpu HecnasBaHe Ha NOCOUYEHUTE YCMOBUS NEYEHNETO MU C YNIOMEHATWUSA NEKapCTBEH NPoAYKT We 6bAe npekpaTeHo u

HsAMa aa umam npeteHuun kbm H30K.

Adatai.....e e
JEKNMAPATOP: ..o
(nme, npesume u pamunus)
MoAMNC: ..o
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