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1. HWME HA JIJEKAPCTBEHNA NPOAYKT
JHAJII'HH 500 mg nipax 3a nepopaieH pa3sTsop
DIALGIN 500 mg powder for oral solution

2. KAYECTBEH H KONTHYECTBEH CBLCTAB

Besko cauie JITHAJITHH 500 mg nipax 3a nepopaneH pa3reop CHOBPKa KATO AKTHBHO BEIIECTBO
500 mg meTamuzon HaTpuit (metamizole sodium).

IlomolnnK BemecTea ¢ U3IBECTHO AeHCTRHE: ChARpKA MAHHTON (3,775 g B elHO calle).

3a nBAHEL CNUCHK Ha NOMOLHKTE BENIECTBA, BXK. Touka 6.1.

3. JEKAPCTBEHA ®OPMA

Ilpax 3a nepopaneH pasTrop

Ban go nourth 641 npax ¢ MUPHC Ha Aroaa.

4, KJIHHHYHH JAHHA

4.1. TepanepTRYNN NOKA3AHHS

. 3a cHMIOTOMATHHHO NledeHne Ha §ofKka OT Pa3HYeH NPOM3XOA H ¢ Pa3IM4Ha HHTEHIHBHOCT:
rnaeobonue, Murpesa, 2600071, CTABHM M MyCKYIIHH G0JKH; MOCTTPaBMATHYAA |

nocroneparnsHa 6oika, Gonka npu 6wOpevHa B HUTHYHA QUCKUHEHA, GONKH NpH
ajoxayecTeenH 3albon9panns.

L 3a NoHIKABAHE HA HHUBOTO3ACTPAILABAINA BHCOKA TEJICCHA TEMIICpATYpa, KOraTre Apyru
cpeacTBa ca Hee(bnxacm& HITH NPOTHRONIOKA3aHH.

4.2, Mo3upoBKa H HAYNH HA NPHIOKEHNE

Ho3ara ce ofipesiens OT HHTEH3WTETA Ha GonKarta WK NMoBUINIEHATA TEMIEPATYPa K OT
HHAuBHIYyannara yypcTeHTenHocT KeMm JHUAJITHH. Baxkno e na ce nabepe Haii-Huckara 103a, nipu
KOATO ce OBafsBar 60/KkaTa H HOBHIIEHATA TEMITEPATYPA.

Buh3pacThi 1 FOHOIIH Ha 15 ¥ noeede roguuy (> 53 kg) Morar na npeMar g0 1 000 mg metammson
KaTO eMHH'YHA 1033, KOATO MOXKE Aa Ce npHeMa 1o 4 LTH JHEBHO Mpes UHTepRad o1 6—-8 4aca,
KOETO CHOTBETCTBA HA MAKCHMMAanHa nHeeHa n03a 4 000 mg.

Scno napases edrekT Moxe Aa ce odaxsa 30 o 60 MUHYTH Cie TIEPOPATHO NPHIIOKEHHE,

B crnempawiaTa TabMKia ca TTOKa3aHH NPENOPBYHTSTHNTS COIUHWUYHA NO3H U MaKCHMA/THHTC THEBHH

JI034 B 3aBUCUMOCT OT TErNIOTO WK BE3PACTTA: =
QUM 0 4 -
Tenecno Terno Eaunnuna posa Maxcumanna J
kg BBLIPACT CaINeTa mg_ camera
> 53 > 15 roguen 1-2 500 - 1 000 8




Heduampuuna nonyrayua

AHUAJTITHH He ce npenopbysa NpH fieLa Ha BL3pAcT noA 15 rogHHN NopaaH PHUKCHPAHOTO
xoJ4ecTBO OT 500 mg MeTaMM301, CHABPAKALIO ce B €4HO calle. [Tpeanarar ce Apyry neKapcTBeHH
GOpMH/KOJHYECTBE HA AKTHBHOTO BEWIECTBO B JO30BA 8HHHIA, KOHTC MOTAT JIa O1IaT NoAXoAsmo
JO3UPaHH NPH 0-MAaJIKK Jeua.

Cneyuannu nonyrayuy

ITonynayus 6 cmapuecka 6b3pacm, USMOWERY NAYUEHMU U RAYUEHMY C HAMAREH KPEAMUHUNOE
KAUPBHC

Ho3sara Tpa6Ba fa Ce HAMAJIH NPH I8UHEHTH B CTApYecKa BE3PAcT, NPH H3TOMEHH NALMEHTH K NIPpH
NalMERTH ¢ HAMaJleH KPeaTHHHHOB ITHPBHCE, THil KaTo eIMMUHUPAHETO Ha MeTalOWTHHTE TIPOAYKTH
Ha METAMH3ON MO3Ke Ja C€ YIBIDKH.

Heproopobro unu Gebpewro yepescoarne

TBH karo ckopocTTa Ha eNHMHHUPAHE ¢ HaManeHa, korato OpOpevHaTa WK YepHOApoOHATa QYHKIMA
¢ HapylleHa, MHOIOKDATHY BHCOKY J103H TpAGBa 1a ce n3bsarear. He ce Hamara HaManssaHe Ha J03aTa,
KOraTo ce NpHJlara caMo 3a KPaTko BpeMe. KEM JHewm a aTa HaMa Z0CTAThYHO OITHT ¢
ABArocpovHata ynorpeGa Ha METaAMHZ0J TIPH NALKHEHTH ¢ TEKKO YepHOApobHO u 6B6peqno
VBPEKAAHE.

4.3. IlporusBonoxasanHs

CBPBEXYYCTBHUTETHOCT KbM METaMM30JI WY KbM HAKOE OT IIOMOILHUTE BEIECTRA
CBpPEBXHYCTBHTENHOCT KBM APYTH NNPA30I0HOBH HPOH3IBOHM

CBPBXUYBCTBHTEHOCT KbM JEKAPCTREHH MPOAYKTH, CHABPIKALIN ALCTHNCATHIIIORA KHCENMHA
W/ IpyTH TPOTHBORBIMATHTENHH ICKaPCTBA, PHHUTH, YPTHKapHA, acTMa

KpeeHa quckpasus

Jlenpecus Ha KOCTHHA MO3BK

Octpa yepHoapoGHA nophUpHs

T'enetH4en aeHUNT Ha NTIOK030-6-(ocgat aexuaporeHasa

Tpern TpuMecThp Ha OPEMEHHOCTTA

4.4. CoenuanHn npegynpe:xaedHs W NpeANAasHA MepKu Npyu ynorpeba

Azpanynoyumosa

IIpy nosBa Ha npu3HauM Ha arpaHyJIOLMTO3a, HHAYLMPaHa OT MeTaMH30J1, ynoTpeGaTa Ha MeTaMU3011
Tpa6Ba ja ce npeKpaTy He3abaBHO W 1a ¢ HanpaBH H3C/EOBaHE Ha KPBBHATA KapTHHA {BK.
Audepenuuanto 6poene). JledenneTo Tpabea Ja ce MpeyCTaHOBH NPeNH Ja ce nOIy4aT pesylITaTUTe
oT nabopaTopHUTE TECTOBR,

Hanyumonenun
I'lpu nosiBa Ha NPH3HAILIA HA DAHLUMTONCHUA, TEYSHHETO ¢ MeTaMu30/ TpabBa Jla ce cnpe He3aGaBHO 1
I8 e C/IeAH MMLIHATA KPLBHA KapTHHA 10 Bb3CTAHOBABAHETO HA HOPMAIHHTE CTOHHOCTH.

Anaurakmunny / anadunaxmoudnu peaxyuu
Ilpu uzbopa Ha HAYMH Ha NMPIJIOKEHHE, TPACRA A C& HMA LIPSABHUIL, Y€ TAPEHTEPANHOTO,
€ CBBP3aHO ¢ TI0-BHCOK PHCK OT aHAQUNAKTHYHH H aHa(QHIAKTOHIHH peaKilHH.

PHCKBT OT BL2HHKBaHE Ha TEXKH aHAQHIAKTHYHH Peakui KbM METAMM3OJ € 3HAY
NpH NAIHEHTH ¢ aHATTETHYHA aCTMA WIH QHATTETHYHA HENOHOCHMOCT, MALIMEHTH ¢
aCTMa, 0COGeHO CHITLTCTRAINA ITONTHIIO3EH PHHUT, NAlMEeHTH ¢ XPOHHYHA YPTHKAapHA,



CBP'BX'{YBCTBHTCJIHOCT KBM &NKOX0oNn (HaHHeHTH, KOHTO pearupar Ha MallKo KOJIYIeCTBO ANKOXCITHHA
HAMMTKH Ch¢ CHMITTOMH KaTO KHUXaHe, Chl3eHe MIH CIIHO 334epPRABAHE HAa JIMLIETO) MK KbM Oarpuna
(Hanp. TapTpa3HH) WIH KoHCepBaHTH (Hanp. Gen3oary).

AH&([JHJI&KTH‘ICH HIOK MQKE & BBE3HHKHE MTPH CEPLXYYBCTBHTEIHH NALMEHTH, NOBHIICHO BHHMAHHE €
HBOﬁXOI{HMO IIPH NALMEHTH ¢ acTMa HITH aTONHA.

Texcku KoxcHu peakiuu

Texkn koxeuu Hexenanu peakuut (SCARs), pntountenno chuapom Ha Stevens-Johnson (SJS),
TOKCH4Ha enuaepmaida HekporHia (TEN) H TexaperBeHa peakuus ¢ e03MHOGHIUA U CHCTeMHH
cumirrome (DRESS), kouro Morar ga 65RaT sxHBOTO3aCTpAIIABAILM HIH JICTAIHH, €A ChOOIaBaHN
MIPH NeYeHHe C MeTaMH30J1.

TMaumenture Tpada Aa ObAaT HHQOPMHPaHH 33 MPH3HAMTE H CHMHTOMHTE K Aa ObJaT HabmonagaHH
€ IOBHIIICHO BHHMaHUe 3a KOKHH peaKklyH.

AKO ce MoABAT MPH3HALIH M CHMITTOMH, KOBTO MPEeAIIoNaraT Te3H peakiMh, MeTaMHI30a Tpa6Ba Na
Obae cripaH He3a0aRHO M HUKOTA He TpsOBa fa 6b/e npunarad oTHOBRO (BXK. TouKa 4.3).

H3onupanu xunomensueHu peakyuu

MeTtaMH30n MoXe Ja NPHIHHH H30THPaHH XHOOTEH3HBRH peakuut. Te3H peakumy Ca A0303aBHCHMH
M € NIO-BEPOATHO N1a €& MPOABAT Clie]l NAPEHTEPATHO MPHIIOKEHHe, OTKOMKOTO NNPH NEPOPAICH NPHEM.
PHCKET OT XHIOTEH3IUBHA PeaKLHA € MOBHIICH (IPH NMAUHEHTH ¢ XUIIOTOHHA, 00eMeH AeHuuT HIIH
Aexunpatauusd, HecTaGuwIHO KpEBoOGpallieHVe WIH HauaneH HUPKYNaTOPEH KOJAIC, KAKTO H TpH
NAUMEHTH ¢ XHIepnHpeKcH, [1pH MaLUHEHTH, OPH KOHTO € aBCOoMIoTHO HeoGXOoquMO 1a ce H3biarsa
TIOHKKaBaHe HAa KPBBHOTO HAIATAHE, T.€. MAIMEHTH C TEXKKA KOpoHapHa GoJiecT Ha ChpLETO HITH
CTeHO03a Ha KPbBOHOCHHTE CBJOBE, METAMH30/ TPAGBa J1a ce NPHIIAra caMo IPH BHHMATEHO
MOHHTOPHpaHe Ha XeMOJHHAMHYHHTE TTapaMeTpH. '

Jlexapcmeeno undyuupano wepnodpobuoe yspexcoane

Cpo0llieHn ca CIyYaH Ha OCTHP XEIATHT, IPEAUMHO OT XeMaTouenyiapeH THII, MPH NauueHTH,
NEKYBaHH ¢ METAMH30JI, C HAYasI0 OT HAKOAKO JTHH IO HAKOJKO MECENa clefl 3aro4YBaHe Ha NIE4eHUETO,
[Tpu3HaUMTE M CHMITTOMUTE BKIIOYBAT MTOBHLIEHH 4ePHOIPOOHH €H3HMHU B CepyMa ChC Hila Ges
KBITEHHIIA, 9€CTO B KOHTEKCTa Ha APYTH PEaKkiMH Ha CEBPBXYYBCTBHTEIHOCT KBM JISKApCTBOTO (Hanp.
KOXKeH 00pUB, KPBBHH THCKPA3HH, [TOBHILIEHA TEMITEpaTypa H e03HHOGHIHA) WIH MPHAPYHKEHH OT
XapaKTEpPUCTHKH Ha aBTOMMYHEH XeNaTHT, [1oBeueTo NalMeHTH ¢a ¢e Bh3CTaHOBIIH npH
NpeKpaTABaHe Ha JIEUCHHETO ¢ METAMH3ION; BLIPEKH TORA B OTIC/THH CIYYaH HMa ChoOLICHRA 3a
NPOrpecHa 10 0CTPa YepHOAPOoOHa HEIOCTATBYHOCT, HAJlarala YepHOAPOoGHA TpaHCIUIAHTALMA.
MexaHu3MBT Ha HHAYLMPAHOTO OT METAMH30JI YePHOAPOGHO YBPEXKAAHE HE € H3ACHEH HAITBIIHO, HO
JAHHUTE MOKA3BaT MMYHO-AIEPTHYECH MeXaHW3BM.

[TaunenrHTe TPA6Ea Na 6BIAT HHCTPYKTHPAHH Jid C€ CBEPIKAT CBC CBOA eKap B CTy4all Ha MoABa Ha
CHMIITOMH, TIPEAMONATamy yepHoApodHo yBpexaane. [Ipu takuea nanuenTn ynorpeGara Ha
MeTaMu3071 TpAGBa Aa ce NPEYCTAHOBH M JIA C& OLCHH YepHOAPOGHATA GYHKLHA.

MeTtamuson He Tpadba 1a Ce FbBEXKIA NOBTOPHO [IPH NALMEHTH ¢ SMM30A Ha YePHOAPOGHO YBpekKIaHe
NO BpeMe Ha JIeYeHHe ¢ METAMHU30J, P KOMTO HE € YCTAHOBEHA APYTa MPHYHHA 38 YepHOapoOHOTO
yBpexXaaHe.

To3n nexkapcTBeH NMpPOAyKT chaAbLPKa 49,8 mg natpsyil Ha go3a (1 cawe), KOMTO Ca eKBHBANIEHTHH Ha
2,5 % or npenopbYHTENHI MAKCHMANEH JHEBEH NPUeM OT 2 g HaTpHif 3a BB3pacTeH.

4.5. BsanmopeiicTBHS C APYTH NeKapcTReHH NPOAYKTH HIH Zpyrd GopMH HA B3IaHMOACHCTBAA
JHUAJITHH;

. HAUAJITHH Moxe Xa HaManM aHTUXHNIEPTEH3UBHUTE X HATPUAYPCTHYHU ede
HHXHOMTODH;




. JHAJITHH Mosxe na NOBMILH JIHTHEBUTE NNa3MeHH KOHLEHTPAIMH H 1a NPEIH3BHKA THTHEBA
TOKCHYHOCT;
HepponenTHuy, TPaHKBHIM3HPALH OPOAYKTH YCH/IBAT aHANTSTHYHAA edeKT;
AHTHIENpecaHTH, TICPOPAIHH KOHTPALCIITUEY, AIONYPHHO — 3a6aBAT MeTa00oIH3Ma 1 MOraT
Ja NOBHIIAT HEroBaTa TOKCHYHOCT,

. KomOunauusaTa ¢ X10pIpoMa3HH MOXe Ja IOBEJE IO PHCK OT TeKKA XHIIOTEPMHS;
EnHoBpeMeHHOTO NPHIIOKEHHE ¢ KYMApHHOBH aHTHKOATy/IaHTH HAMaJIiBa TAXHATA
e eKTHBHOCT;

. CaILeCTRBYBA PHCK OT YBpeXkAaHe Ha OGeua KppBeH pell MpH eJHOBPEMEHHOTO NPHEMaHe Ha

MPOAYKTA ¢ JIEKapCTBa, MOTHCKALL KOCTHO-MOZBYHATA (PYHKUHA, KATO NPOAYKTH, ChIBPKaly
3NIATO U NPOTHBOPaKOBH NPOAYKTH;

. MeTtamu3on Moxe 1a NOHIDKH edexTa OT NpreMa Ha HUCKA J03a alleTHICATHLMNOEA KMCeIHHA
BBPXY TpOMOOUMTHATA arperalys npy efHoBpeMeHHa ynoTpeda. CleoBaTenHo, TasH
koMOnHanus TpAGBa 2 e NpIara BHUMATETHO NPH IallMEeHTH, TPHeMallld HHCKA 1038
aUueTHACATHIH/IOBa KMCEJIHHA 34 Kﬂp,E[HOHpOTeKLIHﬂ;

. QapMaKOKHHETHYHO B3aHMORCHCTBHE — HHAYLIHPaHe Ha JNeKapCTBO-MeTabonu3npaily eH3UMH:
MeTtaMmH301 MOKE 1a HHAYLHPA JieKapcTBo-MeTabommmupainy enzumH, pmountenHo CYP2B6
H CYP3A4. EnqoBpeMEHHOTO NPUIOKEHHe Ha METAaMK301 ¢ OYTIPOIIHOH, edaBrpeHLl,
METaJOH, BANMNPOAT, UHKIIOCNOPHH, TAKPOIUMYC HITH CEPTPaNHH MOJKE na JOBeae 00
HaMaJIFBaHE Ha Ia3MEHHTE KOHLICHTPALMM Ha Te3H JIEKapCTBa ¢ NMOTEHIMANHO HaMaJigBaHe Ha
KIHHWYHaTa eukacHoCT. [Topajsu ToBa ce npenopr4Ba MOBHILEHO BHUMAHHE TIPH
€/THOBPEMEHHO MPUIIOKEHHE Ha METAMH30), KIHHHIHHAT OTTOBOP H/HIM HUBATA Ha
JICKapCcTRaTa Tpnﬁsa Aa ce npociaeABar 1o moaxoadn Ha4HH.

4.6. PeprunuTer, GpeMEeHHOCT H KEpMEHe

bpemenHoct
HamuqHy ca caMo orpaHHYeHH JaHHU 3a ynoTpefata Ha MeTaMH30J1 ApH GpeMeHHH KEeHH,

Bx3 ocHoBa Ha myGnuKyBaHHTe JAHHH OT GPEMEHHH 5KEHH C eKCTIO3HLHA HA METAMH30J TIPe3 TEPRUA
TpEMeCTBP (n = 568), He ca ycTaHOBEHH TEPAaTOreHHH HIIH eMOPHOTOKCHYEH edekTH. B oTnemau
¢liyqau, KOTaTo He ChILECTBYBAT JIPYTH Bb3MOKHOCTH 34 JISYEHHE, TPHIAraHeTO Ha EIHHUYHME JA03H
METaMH30J1 MOJKE Ja ce JOITyCHE Ipe3 NBPBHA H BTOpHA TPUMeCTHP. [0 MPHHLIKN He Ce Ipenops4Ba
MIPUNAraHeTo Ha METaMK30J Ipes ITBPBHA M BTOPHA TPHMECTHP. YIiloTpebaTa 1o BpeMe Ha TpeTHs
TPHMECTBP € CRBp3aHa ¢ PeToTokcHYHOCT (OROpevHO yRpexKIaHe H KOHCTPHKLIMA Ha OYKTYC
apTepro3yc) H CHeNORaTENHO yrnoTpeara Ha METAMMION € IPOTHEONOKA3aHA 110 BPEME HA TPETHA
TpUMecTEp Ha GpeMeHHOCTTa (BK. Touka 4.3). [Tpu cryualino npunaraHe Ha METAMIH3ION 1O BPEMe Ha
TPETHS TPHMECTEP AMHHOTHYHATA TEYHOCT H AYKTYC apTepHo3yc TpAGBa 1a ce KOHTPOIMPAT Ype3
YJITpasByK H €XOKapauorpadus.

MeTamuzon npeMHHaga npe3 IaLeHTapHaTa 6apuepa.

HpH ’KHBOTHH METAMH30JI HHAYLHPA PEPOAYKTHBHA TOKCHYHOCT, HO HE H TEPATOTCHHOCT (B)K. TOUKA
5.3).

Kppmene
ITponykTuTe OT pasrpaxAaHeTo Ha METaMH30/T IPEMHHABAT B KbPMaTa B 3HAUHTE/IHH KONHYECTBA U

He MOXKe J1a ce H3KJIIOUH PHUCK 3a KbpMadeTo. Tlopany ToBa, MHOTOKpaTHaTa ynoTpeda Ha METaMH30J
N0 BpeMe Ha KbpMeHe TpaGBa fa ce u3bsrsa. B cayyali Ha eAHOKPATHO NPHAOKEHUE HE M

Jo3ara.

4.7. EdekTn BBpXy cnocoGHOCTTA 3a modHpaHe H patoTa ¢ MANIHHM




[TpHUIOKEHHETO Ha ASKAPCTBEHMA NPOAYKT B TEPANEBTHYHH AO3H HE NOBJTHABA CIIOCOGHOCTTA 34
wodupaHe 1 paboTa ¢ MalIHHMY.

4.8 Hexenanu JfeKAPCTBEHH PEAKIHH

B Ta3u Touka € H3NO/I3BaKa ClleJIHATA KOHBEHIUA 33 KIacH(UIpaHe Ha HEKETaHHTE JIEKAPCTBEHH
peaxLHu B 3aBHCHMOCT OT YeCTOTATa:

. Yecru: 21/100 go <1/10,

. Hevwecrn: >1/1 000 go <1/100,

. Penxu: >1/10 000 no <1/1 000 u

. Muoro peaxn: <1/10 000

. C HeM3BECTHA 4€CTOTA: OT HAIMYHHTE JaHHH He MO 1a OhJe OnpeaeneHa YecToTaTa.

Bb3MoxHu ca cieTHUTE HEXKETaHH JIEKaPCTBEHH peakiiyu;

Hapymenns Ha KpsBTA H AHMpHEATA CHCTEMA

Peaku JlepkonieHus
Mroro penxu ArpaHyIoLHTO3a, TPOMGOLMTONEHHA
C HeH3BecTHA YECTOTA AnnacTHuna aHeMHA, TAHIMTONEHHA

OG6HKHOBEHO ce Kacae 38 HMYHOIOTHYHO 00YC/IOBEHH peakiHi.
Te Morar Aa ce pasBMAT M NpH MALMEHTH, IPH KOUTO HE ca
HabmonasanHK MOA0GHH YC/I0KHEHUA NPH MPEIHIIHO H3NOJ3BaHe
Ha MeTaMH300. PUCKET HapacTBa B OCTASNTHM CITYYaH TIPpH IIPHEM Ha
METaMH3071 HaJl CENIeM JTHH.

HesabarHoTO npexpaTaBaHe MpHeMa Ha IEKapCTBOTO €
3a[B/DKHTE/IHO H HE clieABa a Oble OT/IaraHo 0 MoNyvaeaHe Ha
peayaTaTute 0T 1abopaTopHNTE H3CIeIBaHHA OT IIeIHa TOYKa
n30arsade Ha HEQUAKBAHO BIOUIABAHE HA OOIIOTO CHCTOAHME,

Hapyuiennsa Ha KO3XaTa H DOJKOXHATE TEKAH

Peaxn . Obpus

C Hen3BecTHA YeCTOTA (DUKCHpaH neKapeTBeH obpuB, CHHAPOM Ha CTHBBHC-[KOHCEH,
cuHApoM Ha Jlaies, nekapeTBeHa peakiya ¢ €03HHOGHIHA W
cucremun cunvrrromy (DRESS).

HapyuienHsi Ha HMYBHATA CHCTEMA
Penxu AHadmnakTHYeH MOK* WK aHADUIAKTOMAHH PEaKLHH, KOUTO
NOHAKOra MOraT aa 6b4aT JKHBOTO3aCTpallIaBalIH.

*PHCKET OT Te3H PEAKIMH € N0-BHCOK NPH NAPSHTEPATHO
nputoxeHue, [lo-nexkure anapunakTHIHH / aHAPUIAKTOUIHU
peaxLiH ce NpoABABAT Mpe3 CHMITOMM HA KOXATA H IMFABHIMTE
{xaTo cupbex, mapede, 3auepBABAHE, YPTHKAPHA, IOAYBaHE),
JMCIIHEA W MO-PAAKO CTOMAIIHO-4peBHH r1pobnemu. [o-nexure
peaKuy MOTAT Ja C& pa3BUAT B TexKH GOPMH ¢ reHepanHzupaHa
YPTHKapHs, TEKLK aHTHOEEM, TEXEK OpOHX0CNa3nM, ChpAeuHa
APHTMHA, NOHHXKEHO KPBRHO HATATAHE (IOHAKOra IPe/IIIECTBAHO
OT MOBKIIABAHE Ha KPBbBHOTO HaJlAraHe) H MPKYNAaTOpeH LIOK.,
TTps manMeHTH © aHANTETHYHA ACTMa, HETTOHOCHMOCTTA
00HMKHOBEHO C€ NIPOsBABA KATO ACTMATHYEH IPHCTBHIL
C HeM3BeCTHA 4eCTOTa Cungpom Ha Kynne (¢npaeuso 3abongsade Ha a.rlepmqﬂq §

CoHa0BH HAPYmIEHNS




C HeM3BecTHA YeCTOTA rﬁsonnpaun XHMIIOTCHIHBHH PeaKHu

XenaToORMHApHA HapyMeHAs

C HensBecTHa YecToTa JlekapcTBeHO HHOYUHPAHO HepHOAPOGHO YBpexKIaHe,
BKJIIOYHTETHO OCTBP XEMATHT, KBITEHULA, TIOBHIIEHH
yepHOAPOOHU eH3UMH (B3K. Touka 4.4)

Hapywmenus na 6n0peadTe n THKOYHATE NLTHHIA
MHoro penxu Briomasase Ha 650peyna HeAOCTATHIHOCT

C Hen3BeCTHa 4yecTOTA HnTepcTHiMATIeH HeppuT

TeKKH KOXKHE HEKENnaHH PeaxiiiH, BKIIOYHTEIHO CHHAPOM Ha Stevens-Johnson (SJS), TokcHYHa
enuaepManda Hekponusa (TEN) ¢ tekapcTBeHa peakiia ¢ €03HHOMHIMA M CHCTEMHH CHMITTOMH
(DRESS) ca ¢po0maBasy BEB BPB3Ka ¢ NEUEHHETO C METaMM30J1 (BXK. Touka 4.4),

Crofwasane Ha IQAO3MPaHK HEKETaHW PeaKIIiK
CrobmasaneTo Ha NOAO3HPAHH HEXeJIaHH peakIlnu ciiefl paspelliaBaHe 3a ynoTpeda Ha JIeKApCTBeHUA

NPOIYKT € BaKHO. ToBa ro3posARa Ja NpoAb/DKH HaGIIOAEHHUETO HA CHOTHONIEHUETO [10/138/PHCK 32
JEKAPCTBEHHA NpoAyYKT. OT MEAMLMHCKHTE CIIELMATUCTH C¢ M3UCKBA Aa cHOOLLIABAT BCAKA
NOJO3HPAHA HEKEJAHA PeakLuy Ipes:

H3nEmHMTENHA areHnMA 110 IeKapCeTRaTA

ya. ,,Jaman I'pyes® Ne8

1303 Codua

Ten.: +35 928903417

yebcaiiT: www.bda.bg

4.9. Ilpenosmpane

CHMITTOMH

OcTpoTo npenosvpaHe ce NpoABiBA ¢ FACTPO-HHTECTHHANHH CHMITTOMM - TaJIeHe, IOBPBILAHE,
enMracTpaiHa U KopeMHa Ooska, HapylueHHs Ha Oubpeqnara QyHkims ao octpa GuOpeqna
He/IOCTATBYHOCT, Mposasn oT cTpaHa Ba LIHC (cBeToBBpTeX, CEHIMBOCT, Ie30pHEHTALINA, I'bPUOBE
WIH KOMR), XHIIOTOHHA 10 UHPKYJATOPEH IOK, TAXUKAPINA.

TepaneBTHIHM Mepku
He e m3pecten cnelydueH anTunoT, [Ipusarar ce CHMITOMATHYHM CPEACTRA, KAKTO M TAKHBA

LieNAlM HaMansdBaHe Ha pezopbuuaTa (NpHeM Ha MeTMIHHCKM BLIJIEH) H YCKOpABaHe Ha
ENUMUHHPAHETO Ha METAMHU30/T OT OPTaHM3Ma (XeMOaHANTH3a, Xemonepdy3us, XeMopHITpaLus).
5.  @®APMAKOJOTAYHH CBOHCTBA

5.1, PdapmakoIMHaMHYHH CBOicTBA

apmakoTepaneBTHYHA IPyna: AHANMeTHIH-AHTHITUPETHIIM, TIHPA3OIOHK
ATC kon: NO2BB02

MeTamH3071 € NMPAZ0TOHOBO MPOH3BOIHO ChC CHUIIHO U3PA3EHH AaHAIreTHYHH, AHTHITUDETH LR
OTHOHIHHTE aHAITETHLIH, METAMH30JT HE TIOTHCKA PECITHPATOPHHUSA LEHTHP, AOPH MPH
J1034, HE MOBJTHABA NEPHCTATITUKATA H HE MpeJN3RHKES o6cTHIIAUKA. KbM MeTamEs0N
3aBHCHMOCT. MeXaHH3MBT Ha JeHCTBHE € CBhP3aH ¢ HHxMOHpaHe ofpasysaHeTo Ha
CyOCTaHIMH, CTHMYIMpaHe Ha HEOITHATHATA HOLMIENTHEHA CHUCTeMa H HHXHOHMpane



npocTariasiHegH. AKTHBHHAT MeTabonMHT Ha MeTaMu3071 - 4-MAA (4- MeTHIIaMHHOAHTHITHPHH) &
0KOJIO 40 THTH 110-aKTHBEH HHXHOHTOP Ha IIMKNOOKCHTEHA3aTa OT MAYHHOTO CheAMHEHNUE.

5.2. DapMakoxkMHETEYHH CBOicTBA

Bwp3o 1 HammbHO ce abcopbupa B croMamHo-4peBHud Tpakt. MeraGomisupa ce B uepHus aApob no
aKTHBHM (4-MeTHTaMHHOAHTHIIHPHH W 4-aMHHOAHTHIHPHH) H HEaKTHBHH MeTabomuTH. CaMo 3% ot
TIpHeTaTa J103a Ce eKCKPeTHpa KATo HeNpOMEHEHO fiekapcTeo npes 6s6peumTe,

Meramuzon e npeuiexkapeTso. XuapodH3Hupa ce B YpeBHHA TPAKT A0 4- METHIIAMHHOAHTHITHPHH (4-
MAA) (axTiBeH MeTabonuT) NpenH 1a ce abcopGupa. Bpemero Ha nomykuBoT Ha 4-MAA e 2,7 vaca.
4-MAA ce MeTabo/1M3Hpa B 4ePHHA APOO 0 BTOPH aKTHBEH MeTaboNUT 4- AMHHOAHTHITMPHH (4-AA)
¢ NO-TBIBT NONYKHBOT — 4 — 5 yaca.

CpbpapaHeTO ¢ MasMeHuTe NpoTenHH e 48—-58%. O0eMbT Ha pastpeneneHue Vd e 40 L.
MerabGonuTHTe Ha METaMK301 ce OTKPHRAT B LiepeOpOCTHHATHATA TEHHOCT.

5.3. HpeakiuHHYHA AaHHH 32 Ge30NacHOCT

MeTaMH30I € CpaBHHTEITHO HHCKO TOKCHYEH CBC CTOHHOCTH Ha nepopamHoto LDse ¢hoTBETHO

3 127 mg/kg 3a wrexoee, 4 800 mg/kg 3a mmuxy u 1 000 mg/kg 3a Mopcku caunueTa. [pu BcHUKH
EKCHepHMEHTAIHH XUBOTHH NIpH no3u ot 1 000 1o 4 000 mg/kg ce nabmoaasat LTHC edexth -

ceflalua ¥ KoHBYJICHH. He e MyTareHeH MpH y3cieBate BbpXy KHTalCKH XaMCTEPHH KIeTKH V79 ¢
w4 6e3 MeTabomuTHA aKTHBAalIHA, MeTaMH30J1 He € TEeHOTOKCHYEH.

6. PAPMAIEBTAYHNA JAHHH

6.1. CHRCLK HA NOMOIIHHTE BEIlECTBA
Mauwuron

Hatpues uurnaMar

CHnMLMeB JHOKCH, KOJIOHAEH De3BOISH
ApoMar sroga

6.2. HecbBMecTHMOCTH

He ca u3pecTHH.

6.3. Cpox Ha rogHOCT

3 roguun

6.4. Coenuannd yCJIOBHA Ha CbXpaHeHHe
Ha ce cexpaussa noa 25 °C, B opHrHHATHATA OMAKOBKA.

6.5. Bwuam chanpkande HA ONAKOBKATA

ITepBHuHa OMakoBKa: calleTa oT TPUILUIACTOBO ATYMHHKEBO (HOHO,
BropruHa onakoBka: KapToHeHa KyTud ro 6 unn 20 6pog camwera.

6.6. CnenmanHu NpeanazHM MePKH IPH U3XBLPAAHE U paloTa

C'bm;p)lcaﬂuero Ha €HO callle ce pa3TBapsd B Yalua ¢ BOJAa H C¢ U3IIHBA.




7. TNPHTEXATEJI HA PASPEIIEHNETO 3A YIIOTPEBA

XUMAKC ®APMA EOOLQ

yn. Topuua 8A

1618 Codmn, Brarapua

Ten: 02 955 6298

Daxc: 02 955 4278

Email: info@chemaxpharma.com

8. HOMEP HA PA3SPENNIEHUETO 3A YIIOTPEBA

Per. Ne 20060159

9. JATA HA IBPBO PAIPEIIABAHEMOAHOBABAHE HA PA3PEINEHUETO 3A
YIIOTPEBA HA JEKAPCTBEHHA ITPOAYKT

Jata Ha npBO paspewarane: 11.04.2006

Jara Ha nocneauo nogHOBABaHe: 12.05.2011

10. [TATA HA AKTYAJIM3UPAHE HA TEKCTA

Qeppyapu 2022 1.




