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KPATKA XAPAKTEPHCTHKA HA HPOM ]
W 6/ r7A7 /7 /o~ J’Y.?zr\:
1. VIME HA JEKAPCTBEHHUS ITPOJIYKT . 17 -03- 002

AUAJITHH 1000 mg npax 3a nepopaneH pazteop
DIALGIN 1000 mg powder for oral sclution

2. KAYECTBEH 1 KOJIHYECTBEH CbCTAB

Besaxo camwe JIMAJITHH 1000 mg npax 3a nepoparneH pasTsop ChABPIKA KATO AKTHBHO BEIHECTBO
1000 mg mMeTamu3son HaTpuit (metamizole sodium).

[TomomHy peIIeCTBA ¢ M3BECTHO AEHCTBHE: ChABPXka MaHuTON (3,27 £ B eHO cawe),
3a MBTHUA CIHCHK HA NMOMOLUIHATE BENIECTRA, BXK. ToYka 6.1,

3. JIEKAPCTBEHA ®OPMA

IIpax 3a nepopanen pasTeop
B 10 mo9TH Gs pax ¢ MEPHC HA Ao,

4. KJIHMHAYHH JAHHH
4.1, TepaneBTHYHH DOKA3AHHUIA

* 3a CHMITTOMATHYHO JIeYeHHe Ha 60/Ka OT PasiHIEH IPOH3XO H ¢ PA3THYHA HHTEH3HBHOCT:
rnasobonue, MHUrpeHa, 3660601, CTaRHH M MycKyIHE OONKH; NOCTTPABMATHYHA 1
nocronepatHBHa Bonka, Gonka npu 6s0peyHa M XKIThYHA AUCKHHE3HS, BONKH npu
3/10Ka4YeCTBEHH 3a60nIBaHHA.

. 3a noHwkaBaHe Ha JKMBOTO3ACTPAILIABALIA BHCOKA TelNeCHa TEMIEpaTypa, KOraTo Apyru
CPe/CTBA ca HeShUKACHH HITH IPOTHBONOKAZAHH.

4.2. Mo3apoBKa H HaYHH HA NPHJIOKEHHE

Ho3ata ce onpenens ot nHTeH3HTETa Ha Donkara WiH NOBHIIGHATA TEMNIEPATYpa H OT
YHIWBKAYanHaTa JyecTeUTeNHOCT KoM JIHAJITHH. BaxHo e na ce n3lepe Haif-HHCKaTa 103a, pu
KOATO ce OBJIafgBaT OONKATa H NOBHLIEHATA TeMIIEpaTypa.

Be3pacTau u roHOWM Ha 15 1 noseve roavuu (> 53 kg) morat ga npuemar 1o 1 000 mg Meramuzon
KaTO €JHHHYHA 0034, KOATO MOKe Jia ¢¢ IpHeMa 1o 4 bTH RHERHO 1pe3 HHTEepBamM ot 6—38 uaca,
KOETO CHOTBETCTBA HA MAaKCHManHa JHesHa nosa 4 000 mg.

Seno uspasen edeKT Moxke na ce o9akpa 30 no 60 MHHYTH cned NepopanHo NPUIKEHHUE.

B cneapamara Tabnnua ca MoKasaHM NPeOpEYUTENHATE SAHHHTHH J03H H MAKCHMAIHUTE JHEBHH
A03M B 3aBUCHMOCT OT TErNOTO HITH Bh3pacTTa;

TenecHo Terno EauHudHa no3a MaxcHMaHa I
kg BB3PACT caulera mg caileTa
> 53 > 15 ropunu 1 1 000 4




Heduampuuna nonynayus

HUAJITHH ne ce npenoppyea IpH felia Ha Bu3pact 0o 15 roausu nopaay GUKCHpaHoTo
KOTHYeCTBO OT 1000 mg MeTamuzon, cuapprxanio ce B efHO came. [Ipenaarar ce ApyTw NeKapcTBEHH
$OpMH/KONHYECTBA Ha SKTHBHOTO BEMIECTRO B Z030B2 EMHHNA, KOHTO MOraT Ja GhAaT NOAXOMAILD
JO3MPaHH P MO-MANKY flela.

Crneyugani nonyaquuy

[Tonyaayus 6 cmapuecka 6w3pacit, UIMOUERY NAYUEHMU U RAYUERNTY © HAMATEH KPEAMmUNUNOS
KAUPBHC

Hozata TpaGea fa ce HAManu NpH NAlMEHTH B CTAPYECKa BB3PACT, [PH H3TOLICH MALMENTH H [IpH
NAUHEHTH C HAMAJICH KPEATHHMHOB KIMPBHC, Thil KATO eMMMMHHPAHETO Ha MeTaSoNUTHHTE MPOAYKTH
Ha METAMH30I MOXKe J1a ¢ YAB/DKM.

Heprodpobno unu 6v6peyuno yapexcoane

Tv# kaTO CKOpOCTTA HA eNMMMHHHpPaHEe € HaMaleHa, Korato Ge0pevHaTa wid yepHoApobHaTa PyHKIH
€ HapylueHa, MHOTOKPATHH BHCOKH J03H TpAOBa na ce n3GAreat, He ce Hanara HaMagpaHe Ha 103aTa,
KOTaTo ¢ NPHIara camo 3a KpaTko Bpeme. K'bM He1Ha AaTa HAMa JOCTATEYHO OIHT ©
ABIIrocpotHaTe ynorpeta Ha METAMHM30)1 NIPH TIALMEHTH © TeXKKO depHoapoGHO 1 616peuto
YBpEKIAHE,

4.3, TpormBonokazanms

CBpLXHYCTBHTENMHOCT KBM METAMH30J HTH KBM HIKOE OT IOMOIHHTE BELIECTRA
CBPLXYYCTBHTEIHOCT KEM APYTH TMPa3dIOHOBH NIPOH3IBOAHH

CBpPBLXTyBCTBATENHOCT KBM JIEKAPCTBEHH NPOAYKTH, CHABPIKALIM ALCTHICATHUIOBA KVCETHHA
WY NPYTH NPOTHBOBB3NAAMTEHH JIEKAPCTBA, PUHUTH, YPTUKAPHI, aCTMa

KpreHa auckpasua

Hemnpecus Ha KOCTHHA MO3BK

Octpa uepHoApoOHa nopdupHs

I'enerwyen geduimT Ha TMOK030-6-dochaT AexugporeHasa

Tpetd TpuMecTBp Ha GpeMEHHOCTTA

4.4. Cpennainu npefynpexxeHus U upeInasHu MEPKH OpH yooTpeba

Azpanynoyumosn

Hpu nonBa Ha Npu3HaUM Ha arpaHyJoLMTO3a, MHIYLMPaHA OT METaMU30M, YIOTPpeOaTa Ha METAMH30J1
TpAGBa 1a ce MpekpaTy He3abaBHO H 4a Ce HATIPABH H3C/NEABAHE HA KPHBHATA KAPTHHA (BKIL
autepenunanto Spoene). Jleuenrero TpaGRa Ja ce NpeyCTAHOBY NMPENH Aa O MOy4aT PE3y/ITATHTE
ot nabopaTopHiTe TECTORE.

Hanyumonenus
[Ip# nosBa Ha NpU3HAaLK Ha NAHUHTONCHUA, JIeTeHHETO ¢ METAMM30N TpIOBa 1a ce crpe He3aGaBHo U
Ja Ce CJIC/H MBIHATA KPEBHA KAPTHHA 10 BR3CTAHOBABAHETO HA HOPMATHUTE CTOMHOCTH.

Araunaxmuunu / anadunakmoudnu peaxyuu
Ipy n36opa na HaYHH Ha MPUIOKeHNe, TPAGBA 1a ce UMa NpPe/IBU/, US NAPEHTEPATHOTO IT
€ CBBP3aHO C N0-BHCOK PUCK OT aHa(HIAKTHYHY B ARadHNaKTOMIHN PeakLMu.

PUCKBT OT Bb3HHKBAHE HA TEXKH anacbmaxmquu PCAKIIHY KBM METAMHK30/ € 3HAY
TIPH NalMeHTH © aHalTeTHYHA ACTMa HJTH aHAITCTHYHA HeNOHOCHMOCT, TALHEHTH
acTMa, 0c00eHO CHITPTCTRAINA TONMIIO3EH PHHHT, NAOHCHTH ¢ XPOHHYHA YPTHKAD:




CBPBXUYBCTBHTENHOCT KEM AJTKOXON {NIAIMEHTH, KOUTO PEarupar Ha MAIKO KOMMYeCTRO alfKOXOIHU
HAMUTKH CBE CHMITTOMH KAaTO KHXaHe, ChA3CHE WIH CHIHO 3a4epBiBaHe HA JIMIIETO) HiIH KbM GarpHna
(nanp. TapTpasKH) WK KOHCEPBAHTH (Hanp. GEH30aTH).

AHa(l)HJ!aKTH'-IeH INOK MOXKE A8 BE3HHKHE NNPH CBPBXYYBCTBHTEIHH NMAalHEHTH, TTIOBHIISHO BHUMAHYE €
HeOOX0aMMO NpH NALHEHTH ¢ aCTMAa HITH aTONNA.

Texcxu KOJCHU Pearyitn

Texkn Koxnn nexenanu peakuny (SCARs), Bmounrento curapoM na Stevens-Johnson (SJS),
TOKCHMHA ermaepMarHa Hekponusa (TEN) # nexapcTBeHa peakuHs ¢ e03HHOGRING H CHCTEMHH
cumnromu (DRESS), kouto Morar Ja 6BAaT JKHBOTOZACTPAIARALIY HITH NETATHH, €2 CHOOUIABAHM
NPH EHEHNUE ¢ METAMH3O.

[anmenTute TpaGea na 6aaT HHGOPMHpPAHH 3a NPAZHALIMTE M CHMITTOMHTE K Aa H50aT HabmioaRaHH
C MOBHIIEHO BHHMAHHE 38 KO/KHH PeaKI{HH.

AKO ce HOABAT PUIHALM H CHMITTOMH, KOHTO NPe/IoNaraT Te3H PEAKLHH, METaMU30/ TpA0Ba fa
Obne cripaH He3abarHO H HUKOTA He TPAGBA Ha 6BbAe npunarad oTHORO (BXK. Touka 4.3).

H3onupanu xunomen3uenu peakyuu

MeTtamu3on MoKe Ja NPHYHHE M30/JMPAHH XUITOTEH3HBHU peakui. Te3n peakuuy ca J0303aBUCHMH
H € IO-BEPOATHO 1A C& MPOSBAT CIEN MAPSHTEPATHO MPUIOKEHHE, OTKOIKOTO NP MTEPOPATICH NpHEM.
PuckbT 0T XMNOTEH3MBHA peaKxilkA  TOBHINEH NPH NAIHEHTH ¢ XMIIOTOHKA, obeMeH AebULMT Wik
Aexnnparanui, HecTalunHO KpeBoOGpailieHre WK HayaieH LMPKYIATOPEH KOJANC, KAKTO K NpH
IIaUMeHTH ¢ XHnepnupexcys. Ipy manpenTy, Npx KOHTO € aGCoMOTHO HeoOXOAMMO 1a ce H30SrBa
TOHIDKABaHe Ha KPHBHOTO HAJIATaHe, T.e. IALMEHTH ¢ TeXKa KOpoHapHa §osecT Ha ChPIETO HIH
CTEHO3a Ha KPBBOHOCHHUTE CHAOBE, METaMH301 TPpsOBa 12 ce prAara caMo OpH BHHMATENHO
MOHHTOPHPaHE HA XeMONXHHAMHYHHTE NAPAMETPH,

Jexapcmeerna undyuuparno seprodpobno yepexcoane

CpoBuienn ca ciryHaH HA OCTBP XEMATUT, NPEAHMHO OT XENATOLETYNapeHt THIL, TIPH NaLMEHTH,
NCKYB2HH ¢ METAMH30/1, ¢ HAYAJIO OT HAKOIKO JHK [0 HAKONKO MECeUa ciief] 3aroYBane Ha JeYeHHETO.
[Tpu3HauKTe U CHMITOMMTE BIJIIOYBAT NOBHILICHH 4ePHOAPOGHY eH3UMH B cepyMa ChC HH Ges
XKBITEHHNA, YECTO B KOHTEKCTA Ha JPYTH PEakUMH Ha CBPBXYYBCTRHTENIHOCT KBM JICKapCTBOTO (HAMp.
KOxeH 0OpHB, KPbBHU IMCKPA3HH, NOBAILICHA TEMITEPATYPa M €OIUHOQIIHA) HITH NPHAPYKEHH OT
XapaKTepHCTHKH Ha aBTOMMYHEH XenaTdT. [ToseueTo maumeHTy ca ce Bp3CTaHOBHIM NPH
NIPEKPATABAHE HA JICUCHUETO ¢ METaMM30J; BBIIPEKH TOBA B OTAENIHM CIYYaH UMa choOIIEeHNs 3a
TIPOTrPEcHs 10 OCTPa YePHOAPOOHA HENOCTATEYHOCT, HaJlaraia YepHOAPOGHA TPaHCIUTAHTALAA,
Mexanu3MeT Ha MHAYIMPAHOTO OT METAMHU30]1 YEPHOAPOGHO yBPEXIAHE He € H3ACHEH HAITKLIHO, HO
IaHHUTE [MOKA3BaT UMYHO-ANCPTHYEH MEXAHUIBM.

IManuenTure Tpatea Aa ObOAT HHCTPYKTHPAHK 2 e CEBPYKAT ChC CROA JIEKap B Ciyvall Ha MOABa HA
CHMITOMH, NpeAnoNarallin uepHoapobHo yspexnase. [Tpy takusa naunenTy ynotpe6ata Ha
MeTamu3on TpsS6ea 1a ce NpeyCcTAHOBM M 13 CE OLUEHH YepHoApoGHaTa hyHKIMA.

Metamuson He TpabBa Aa ¢ BBBEXK 1A TOBTOPHO NPH MAUMEHTH ¢ €NH301 HA YepPHOAPOGHO yBpeKaane
110 BpEMeE Ha IeYeHHE ¢ METaMM30J1, IPH KOMTO He € YCTaHOBEHA APYyTa NPUYHHA 38 4epHOAPOGHOTO
yBpeKIaHE.

To3sm nekapcTpen mpoaykT ceaspsia 3,6 mmol (82,7 mg) Harpuii Ha go3a (1 caie), xouto ca
CKBUBAJICHTHH Ha 4,14 % OT NpenopeunTeHHA MAKCHMATICH JHEBEH IIpHEM OT 2 g HaTphil 32

BL3PACTEH,

4.5. BaanmopeiicToHN ¢ APYTH NeKaPCTBEHN MPOLYKTH WK Apyru ¢opMu HA B3aHMaxeHCTBHN

. IInasmMeBwTe HHBA Ha LMKIOCIOPHH €A HAMAJISHH [IPY € THOBPEMEHHO TIPIUL
JAHANTHH;
. HUAJITHH moxe Ja Hamany aHTHXUNIGPTEH3UBHHTE U HATPUMYpETHIHA
" MHXHOWTOpH;



. JAAJITHH moxe Aa NOBHIUM JTHTHEBHTE IU1a3MEHA KOHICHTPAIMH U 3 NPEIHIBUKA ANTHEBA
TOKCHYHOCT;

¢ Heeponenmuuy, TPaHKBIWIM3HpPAILH NPOKYKTH YCHIBAT aHAITETHIHMS edeKT;
AHTHIENPECAHTH, TIEPOPAITHA KOHTPALICIITHBY, ATIONYPHHON ~ 336a8AT MeTaboIH3Ma ¥ MOraT
Ja IOBHMIIAT HETOBaTa TOKCHYHOCT,

Kombrnaupsata ¢ XJI0pIpoMasHH Moike fia HOBEe 10 PUCK OT TeXKa XUIIOTEPMHUS;
EnHOBpeMEHHOTO NpH/IOAKEHHE ¢ KYMapHHOBY AHTHKOATY/IAHTH HAMAJIABA TAXHATA
e(exTHBHOCT;

. CrlilecTByBa pHCK OT yBpexKnaHe Ha Ociis KpbBeH pell PH EAHOBPEMEHHOTO NpHEMaKe Ha
NPOAYKTA ¢ IEKAPCTRA, MOTHCKAILH KOCTHO-MO3BHHATE (BYHKUHA, KATO IIPORYKTH, ChIbPHKAIIH
31470 H NPOTHBOPAKOBH NMPOAYKTH;

. MetamMu30n MOXKeE A2 NOHHXKH edeKTa OT IPHeMa Ha HUCKA A03a aLSTIICATHIWIORA KHCeNNHa
BBPXY TpOMDOLIMTHATA arperallis IpH eqHOBPeMeHHa viiorpe6a, CleloraTenHo, Tazx
KoMOHHamua TpA6Ba Aa ¢e Npuiara BHUMATENHO NPH NALKEHTH, NPHEMally HHCKA J03a
AlSTHICATIMLMIIOBA KHCEIMHA 32 KApAHOTPOTEKIIHA;

. DapMakOKHHETHYHO B2aUMOZIEHCTBHE — MHAYLMpPaHe Ha AeKapcTBO-MeTaboNu3UpalH CHIHMH:
Metamuson moxe Oa HHAYLHPa JIEKapeTBO-MeTabONH3HpaIy en3uMH, BEmognTento CYP2B6
1 CYP3A4. EnnoBpeMEHHOTO NpUIOKEHHE Ha MeTaMu30 ¢ GynponHod, edasupen,
METaI0H, BATNPOAT, WHKIOCTOPHH, TAKPOIHMYC HIIH CEPTPAJIMH MOXE 3 JoBe/le Ao
HaMalABaHEe HA TUIa3MEHHTE KOHLSHTPALMY Ha Te3H JIeKApPCTRA ¢ NOTeHUHATHO HAMAJINBAHE HA
XnuHA4HaTa edukacHOCT. [lopags TOBA ce HpenopbYBa HOBHIIEHO BHHMAHNAE NPH
eQHOBPEMEHHO MPHIOKEHHE Ha METAMH3O0M; KIHHHYHHAT OTFOBOP K/H/IM HHBATA Ha
JiexapcTeara TpAGBa Ja ce npocseIBAT NO NOOXOMAII HAYHH,

4.6. <PepruaHTeT, (peMEHHOCT H KbPMeHe

Bpemennocr
Hanpranu ca camo orpaHiYenn AaHHH 3a ynoTpeGaTa Ha METAMH3ON TIpH OpemMeHHH KeHH.

B%3 ocHoBa Ha myGNMKyBaHUTe AaHHH OT GPeMEHHH JKEHH ¢ eKCIIO3MLMS Ha METAMHU30I [Ipe3 ThpBHA
TpEMECTBP (N = 568), He ca ycTaHOBSHH TepaToreHHH Wik eMBPHOTOKCHIHH edekTr. B oTaenHu
CHIyHaH, KOraTQ He CHINSeCTBYBAT APYTH BE3IMOKHOCTH 32 JieYeHHe, NPIIAraHeTO HA eHHYYEH 103K
METaMH30)1 MOxe Jia e OMyCHe Npe3 HbPBHA M BTOpHA TpuMecThp. Ilo NpHHImMN He ce Npenoprusa
NPUAraHeTo Ha METAMH30M HPes MLPRHS U BTOPHA TPUMECTLP. YnoTpebara N0 BpeMe Ha TPeTHs
TPHMECTED € CBLp3aHa ¢ heroTokeHyHocT ((rOpeHO yBpexAaHe H KOHCTPHKIHA Ha AYKTYC
apTepHo3yC) ¥ CIEAOBATENHO YNoTpebaTa Ha METAMH30J € POTHBONOKA3aHA 110 BpeMe Ha TPETHH
TPUMECTBD Ha OpeMeHHOCTTa (B. Touka 4.3). TIpu ciTyvaiiHO Npuiarase Ha METaMU3ON 10 BpeMe Ha
TPETHA TPHMECTHP AMHKOTHYHATA TEYHOCT M AYKTYC ApTEpHO3yc TpAOBa 1a ce KOHTPOIHpAT Ypes
YNTpa3Byk v exokapauorpadus.

Meramuzon npeMHHaBa Mpe3 wIaueHTapHaTa SapHepa.

Ipy xuBOTHY METAMU30A HHYUHPa PePOAYKTHBHA TOKCHYHOCT, HO HE M TEPATOTEHHOCT (BXK. TOYKA
5.3).

Knpmene
[poaykTuTe OT pasrpaxJaHeTo HA METAMH3O0M IIPEMHHABAT B KbPMaTa B 3HAYHMTEIHH KOJIMYECTBA U

He MOXe 1a C€ H3KIIIOYK PHCK 3a Kepmaueto. [Topamu Tora, MHOrOkpatHata ynotpe6a Ha MeTaMH30N
110 BpeMe Ha KbpMeHe TpaGBa ia ce Halarea. B cinyyali Ha efHOKPATHO MPHIOKEHHE HA MET.

ao3ara.

4.7. EdexTn BbPXYy ¢N0oco0HOCTTS 33 IopUpane H paGoTa ¢ MAIIBRE



[TpunoKeHHeTo Ha MEKAPCTBEHHS NPOIYKT B TePANEBTHYHH 034 He NOBHABA CIIOCOBHOCTTa 33
wohupane H paGoTa ¢ MAIHHHL

4.8 Hexenauu JeKapcTBeHn PeaKIAM

B Ta3u TOuKa € U3MON38aHA CISAHATA KOHBEHIMA 34 KIaCHHLIHPAHE HA HEKERANHTE NeKapCTBEHH
PeaKkliy B 3aBHCHMOCT OT M€CTOTATA!

Yectu:; >1/100 oo <1/19,

Heuwecrn: >1/1 000 no <1/1046,

Penxm: >1/10 000 mo <1/1 660 u

Mmuoro penku: <1/10 000

C Heu3BECTHA YECTOTA: OT HATHYHHTE JaHHH He MOXKe Aa Gbae onpexesieHa YecToTaTa,

BraMOoKHM ¢4 clIeJHUTE HeXeTaHH JIeKapCTBCHH peaKuiyH.

Hapyuiennsa Ha KpbLBTA B JAMQHATE CHCTemMa

Penxu

JlesKoneHMsa

Muoro peuku

ArpaHynoumnTosa, TpoMOOLHMTONEeHH

C Heu3BeCTHA Y€CTOTA

ATIacTUYHA aHEMEY, TAHUHTOMEHHA

OOHKHOBEHO ce Kacae 38 HMyHOIOTHYHO 00YC/I0BEHH PeaKIHH.
Te MoraT Aa ce pasBHAT H NPH MAUUSHTH, ITPH KOHTO HE ca
HabmonaBaHH IOAOCHH YCIOKHEHHA IPH TPEAHLINO H3NOA3BaHEe
HA MeTAaMMU30/1. PHCKBT HAPacTBa B OTACIHH CIy4au IPH HPHEM Ha
METaMH30JT HaJ CEeM KHH.

Hesa6aBroTo nmpekpardsaHe IpueMa Ha 1€KapCTBOTO €
3aIBJDKUTE/THO i He cieiBa Aa 654¢ oTiIaraHo o nojlly4aBaHe Ha
pe3yATaTHTe OT TAGOPATOPHUTE H3C/ACABAHHA OT IVIeAHA TOYKA
H30ATBaHEe HA HEOYAKRAHO RAOUIABAHE HA 0OLIOTO CHCTOTHMUE.

Hapyiuesns HA KOXKATA H NOJKOKHATA ThKAH

Penku

Obpus

C HeHzBECTHA YECTOTA

QuKCHpaH JIeKapcTeeH 00puB, cuuapoM Ha CTHBBHC-PKOHCBH,
CHHIPOM Ha Jlalien, TekapcTBeHA peaklyts ¢ €03UHODWINA K
cHcTeMHR cumnromu (DRESS).

Hapymenna Ha AMYHHATA CHCTEMA

Penxu

AnradunakTiyen mok* win anadUNakTOMIHE PEaKiHH, KOUTO
MOHAKOra Morat Jia bAaT XUBOTO3acTpaabaly.

*PUCKBT OT Te3U peakllHK € TIO-BHCOK NPH MaPeHTEPATHO
npunoxenue, [To-nexnre anadunakriunn / anadUIaAKTORIHA
PEaKLIAH C€ IIPOABABAT YpPe3 CHMIITOMM Ha KOXKaTa M JHIABHLIHTS
(xato cupOesk, napeHe, 3auepesABaHe, yPTUKAPHS, NOAYBaHeE),
AVCIIHEA Y NO-PAIKO CTOMALIHO-UPeBHK npobnemu. ITo-nexure
PeaKiMH MOFaT Jia Ce PasBUAT B TexKH GOPMH ¢ TeHEpaNTH3HPaHa
YPTHKADHSA, TEXDBK aHTMOEAEM, TEABK GPOHXOCHA3EM, ChPIEYHA
APHTMUA, NOHUAKEHO KPbBHO HanAraHe (IOHAKOra NMPeIIIECTEAHO
OT NOBUIIABAHE HA KPLEHOTO HANATaHe)} H LMPKYIATOPEH WIOK.

OOGHKHOBEHO C€ NPOARIBA KATO ACTMATHYEH HPHCTHI,

(C HeM3BECTHA YeCTOTa

Cunapom Ha KyHuc (cepreuno 3afonisade Ha arepry

" H

Craosn aapymepns

C HeH3BECTHA YecTOTA

| Maonmpanu XpnoTeRsuBHE peakimn

IMpu nauMeHTH ¢ AHANTETHYHA ACTMA, HEIIOHOCHMOCTTA —




XenaToOuIHAPHE HAPYIMCHHS

C HEeH3BECTHA YeCTOTa JlexapcTBeHO HHAYLHMPAHO YEPHOMPOSHO YBpEeKRaHe,
BKIIOYHTESHO OCTRP XEINaTHT, JKBIATCHHLA, TIOBUILIEHH
YEpHOAPOGHH eH3uMH (B3k. Touka 4.4)

Hapyuenus iia Go0pelaTe H THKOMHATE ILTHIHA
MHoro penxu Bnoiasane Ha 6b0peyuHa HEAOCTATHYHOCT

C nemssecTHa yecTOTA Hurtepernunanes Hedpur

TexkH kOXKHH HEXKeNnaHK peaKLMH, BKIFOUHTETHO CHHAPOM Ha Stevens-Johnson (SJS), ToxcH4Ha
enuaepManua Hekponusa (TEN) 1 exapcTBeHa peakUMa ¢ €03HHOMMINA H CHCTEMHH CHMITTOMH
(DRESS) ca crobiiaaty BbB Bpb3Ka C JICHEHHETO C METAMH30 (BX. TouKa 4.4).

CrofiapaHe Ha nOJIO3MPAHH HEKEAHH PEAKIIHK
CrobmapaneTo Ha TOAO3HPAHK HEXENAHH PeaKLMH CIIe]] paspelaBaHe 3a ynoTpe6a Ha JeKapeTBEHH

IPOAYKT € BaxkHO. TOBA NI03BOJIABA J1a NPOABIKH HaOMIOEHHeTO Ha CHOTHOUIEHHETO TIOI34/PHCK 38
neKapeTBeHuA NpoaykT. OT MEAMLIMHCKHTE CIICMANMCTH C¢ M3UCKBA Aa Cho0ILaBaT Beska
TOAO3UPAHA HEXKEIAHA PEaKLHA Ypes:

H3menHUTEHE areHUHA 0 ASKAPCTBATA

yn. ,Jaman I'pyes* Ne8

1303 Codus

Ten.: +35 928903417

yebcalit: www.bda bg

4.9. Ilpeno3mpane

CuMoToMu

OctpoTo npeAo3upaHe ce NPOABABA C FACTPO-HHTECTHHAIHYE CHMITTOMH - TaJeHe, OBPBILAHE,
ennracTpaiya u Kopemua 6oJka, HapylieHus Ha ObpGpeynata ¢yHKUMA 10 octpa Gr6peuHa
HEROCTATEYHOCT, MPOABH OT ¢TpaHa Ha LIHC (cBeToBBpTeXk, CHHINBOCT, A30PHEHTALINA, IbPYOBE
W/ KOMa), XHTIOTOHHA JI0 LUPKYIATOPeH OK, TAXHKAPAHS,

TepaneBTHYHH MEPKH
He e uisecten cnelpdutien anTuaoT, [IpunaraT ce cUMOTOMAaTHYHY CPEACTBA, KAKTO H TAKKMBA

UeNALH HaManaBane Ha pesopbumaTa (mpreM Ha MeIVIMHCKH BBITIEH) H YCKOPABAHE Ha
eJTMMUHHPAHETO Ha METAMH30J1 OT OpraHu3Ma (xeMoauanusa, xemonepdysus, xeMoQHITPaLHs).

5. ©®APMAKOJOTAYHU CBOMCTBA
5.1, PapmakogAHAMHYHH CBOlcTBa

PapMakoTepaneBTHYHA Pyria; AHANTETHLIA-AHTHITHPETHLH, THPA3ONIOHM
ATC xom: NO2BB02

MeTaMu301 € IMpPasoNoHOBO NIPOU3BOIHO CBC CHITHO H3PA3eHH aHANTSTHYHH, aHTHIINPETAYHH H
CHa3MONTHTHYHH CROMCTBA. AHTHQIOTHCTHYHHTE MY eiekTH ca no-cnabo uipazeHH. B cpasHenue ¢
OTTHOHIHHTE aHAITETHLIM, METAMH30J1 HE NMOTHCKA PECIMPATOPHUA LIEHTBD, A0pPH npﬂ
J103H, HE TIOBIHABA MEPUCTAITHKATA H He Nipedi3sHKBa obctunanma, KeM MeTaMA3g A@i A3E
3aBHCHMOCT. MexaHn3MBT Ha NeiicTBHE € CRBp3aH ¢ MHxHOHpaHe obpazyBanero / :

CYBCTaHLHK, CTUMYJHpate Ha HEOIHATHATA HOUMLENTHBHA CHCTEMA ¥ HHXHOHpa

SOCHI



IpocTarnaHANHHE. AKTHBHHAT MeTAOOJIHT Ha MeTaMu30 - 4-MAA (4- MeTHIaMHHOAMTHITHPHH) €
oko010 40 NBTH NO-aKTHBEH MHXUOHTOP HA LIMKIOOKCHI€HA38Ta OT MANYHHOTO ChEAKHEHHE.

5.2, PapMakoxHuMeTHYIHH CBONCTBA

Bup30 1 HammBaHO ce abcopbupa B croMamRo-upesHuA TpakT. MeraGonusupa ce B uepHusa apoG 1o
AKTHBHH (4-METHIAMMHOAHTUITUPHE ¥ 4-aMUHOAHTHNKPHH) M HeakTHBHE MeTabomuti. Camo 3% or
TIpHETATA 1033 C& eKCKPeTHPa KaTo HEMPOMEHEeHO NeKapcTBo Npe3 GrGpenmTe.

Meramuson e npeanexapeTso. XHUAPOIHIAPa C& B YPEBHUS TPAKT A0 4- METWIAMHHOAHTHIHPHH (4-
MAA) (axtiBen MeTaGoauT) npeaw aa ce aGeopGupa. Bpemero Ha nomyxusot ua 4-MAA e 2,7 yaca.
4-MAA ce meraGonuanpa B uepHua fpo6 A0 BTOPH aKTHBEH MeTaBOIUT 4- aMUHOAHTHITHPHH (4-AA)
€ OO-ABIIBF MONAYKHBOT — 4 ~ 5 waca.

CrBp3BaHeTO ¢ TIa3MEHHTE npoTenHu e 48—58%, OBembT Ha pasnpencnerne Vd e 40 L.
MertabonuTrre Ha METaAMH30N CE OTKPHBAT B LiepeSPOCTIMHANHATA TEHHOCT.

5.3. TlpenxiuEvYHE JaHUEH 32 Ge30NMACHOCT

MeTaMn301 € CPaBHATEINHO HUCKO TOKCHYEH CBC CTOMHOCTH Ha nepopansoto LDsy crorBeTHo

3 127 mg/kg 32 rrexore, 4 800 mg/kg 3a MumkH 1 1 000 mg/kg 3a Mopckw caumveTa. [Ipk Bonuku
CKCTIEPHMEHTAHK XKMBOTHH NpH 034 0T 1 000 no 4 000 mg/kg ce Habmomasar LIHC ediexrs —
ceflaus H KOHBYNIcHH. He e MyTareHeH npy uscnefBane BBPXy KHTAHCKH XaMCTEpHH KETKR V79 ¢
Hn 63 MerabonuTHa akTHBALMA, MeTaMH30N He € NFeHOTOKCHYEH.,

6. GAPMAHNEBTHYHH JAHHH

6.1. ChHcbk Ha NOMOMIANWTE BelleCTBA

Mauuron

Harpues quaaMar

Cuannes IHOKCHR, KONOHAEH 6e3BoacH

Apomar sroga

6.2. HecbBMeCTUMOCTH

He ca m3pecTn.

6.3. Cpox ua roguocrt

3 roguusu

6.4. CpoennaaHu yC/JIOBHH HA ChbXpAHEHHE

Ha ce ¢pxpansea noa 25 °C, B opUrHHa HATA OMAKOBKA.

6.5. Bua n ceaLpKaHHe HA ONAKOBRATA

[TepEHYHA OMaKOBKa: CAWETA OT TPHILIACTOBO alTYMUHHEBO (OITHO.
Bropuuna onakoBka: kapToHeHa KyTud no 6 wiu 20 Gpos camera,

6.6. Crenanau NpesNasHX MEPKH NPH H3XBLPJNHE H paoTa

C’b)l‘bp}K&HﬂeTO Ha ¢AHO CAlle C€ pa3sTBapsa 8 9alua ¢ BOAa H ¢C H3ITHBA.




7. TNPATEXATEJ HA PASPENIEHUETO 3A YIIOTPEGA

XUMAKC ®APMA EOO]

ya. I'opuna 8A

1618 Copua, brnrapus

Ten: 02955 6298

daxc: 02 955 4278

Email: info@chemaxpharma.com

8. HOMEP HA PABPEIIEHUETO 3A YIIOTPEBA

Per. Ne 20060160

9. JATA HA IIBPPBO PA3PEIIABAHEIIOJHOBSIBAHE HA PA3PEINEHHETO 3A
YIIOTPEBA HA IEKAPCTBEHUS TPOAYKT

JaTa Ha mepBO paspemiaBade: 11.04.2006

Hata Ha nocnenno noaxosssawe: 2. 05, 2011

10. JATA HA AKTYAJH3HAPAHE HA TEKCTA

®eppyapu 2022 1.




