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JHUAJITHH 500 mg npax 3a nepopaieH parsop
DIALGIN 500 mg powder for oral solution

2.  KAYECTBEH H KOJJMUECTBEH CH(CTAB

Beaxo came JAAJITHH 500 mg mpax 3a mepopasieH pasTBop ChAbpka KATO aKTHBHO BEIIECTBO
500 mg mMeTamuzon Harpuii (metamizole sodium).

Llomoumy BEmMECTB] ¢ M3RECTHO AeiCTEME: ChABPKA MaHHTON (3,775 g B €aHO came),
3a TbIHHY CIHCHK HA TOMOIHETE BEMECTRA, B, TOUKA 6. 1.

3. JIEKAPCTBEHA ®OPMA

[Mpax 33 nepopanex pasrBop
bsin 1o nowry Gan npax ¢ MupHe Ha sroaa.

4. KJIMHHYHH JAHHH

4.1. TepanesTHYHH NOKAIANHS

. 3a cuMnTOMATHIHO nevekne Ha 60NKa OT PasIMHEH MPOHIXOA H C Pa3IHYHA HHTCHIWBHOCT
rnasoGonue, MUTpeHa, 360601, CTABHH H MyCKY/THH GOJIKH, IOCTTPABMATHIHA H
nocroneparubHa 6onka, Gonka npu 616pesma ¥ XTBUNA ARCKUHE3HA, GONKH TpH
3NOKaYCCTBEHH 3a00I9BaHAS.

. 3a nonwkasane Ha XHBOTO3ACTPAIIIABAIIA BHCOKA TCIECHA TEMIICPATYPa, KOTaTo APYIH
CPeACTBa €& Hee(PHKACHH HIIH NPOTHBONOKA3AHH.

4.2. [o3HpoBKa u HAYMHH HA NPUIGKEHHE

Hosara ce ofpeseNst OT HHTCH3KTETA Ha GO/KATA MM [IOBHIICHATA TEMIICPATYpa H OT
HHIAHBHAyanHaTa 9yBCTBUTCIHOCT KbM JJUAJITHH. Baxuo ¢ aa ce u3bepe Hali-RHCKaTa J03a, pH
KOATO C€ OBIAASBaT GONKATA H MOBHIIEHATA TEMIICPATYpa.

Brapacrau v roromy Ha 15 1 nosede roquny (> 53 kgj morar aa npuemar o 1 000 mg Metammzon
KaTo €AHHMYHA X034, KOATO MOXKE A4 C¢ MpHeMa A0 4 TBTH JHEBHO Npe3 HHTepEam ot 6—38 3aca,
KOCTO CHOTBETCTBA HA MAKCHMANHA JHCBHA 1034 4 000 mg.

Hero H3pazen eqekt Moxe Aa ce odaxsa 30 20 60 MUHYTH ClICA NEPOPATHO NPHIOKEHHE.

B cneasammara Taﬁnnua C2& NOKa3aHH MPCHOPBMHTSTHATE SAHHHYHA J034 H MAKCHMATTHHTE JHCBHA
AO3H B 3JABHCHMOCT OT TCTUIOTO HUIH BB3pPacTTa:

Tenecno Terno Eaumwana nos3a

kg BB3PECT camera mg

>33 2 15 romian 1-2 500 - 1 000




THeouampuyna nonyrayus

AAAJITHH ne ce npenopsysa NpH AeU@a Ha Bb3IPACT [ox 15 roausn nopags GHECHPAHOTO
KomuyecTBO 0T 300 mg MeTaMH30, ChABPXAWIO ce B equo came. IIpeanarar ce APYrH NEKAPCTBCHH
(opMr/KonHYECTBA HA AKTHBHOTO BEIECTBO B J030BA SAMHHANIA, KOHTO MOT'aT 4a ObaaT noaxoammo
JO3HpaHH MPH TMO-MAIKH JCLA.

Cneyuannu nonyrayuu

llonynayus 6 cmapuecka €v3pacm, U3MOeHU RAYUEHMY U NAYUEHMU C HAMATER KPEAMUHUNOB
KIUPBHC

Hosara TpabBa Aa ce HaMaTH TIPH AMHCHTH B CTAPUECKa BBIPACT, MPH HITOLIEHA NAIMEHTH H IIPH
NALHCHTH ¢ HAMANCH KPSATHHHHOB KIMPBHC, ThH KATO €MMMHHHPAHETO HAa METabOIMTHHTE MPOAYKTH
HA METAMH30/ MOKC 3 CE Y IBJDKH.

Heproopobro wiu Gvlpeuno yepexcoane

Toit kaTo cKOpPOCTTA Ha EMMMHBHHPAHE ¢ HAMANEHA, Korato GbOpeunara M YepHoApobHara yHiumrs
€ HapyLI€Ha, MHOTOKPATHH BHCOKH J03M TpaGea za ce u3barear. He ce nanara namanssane Ha n03aTa,
KOTaTo C¢ npHiara camMo 3a Kpartko speme. K'sM quemsa jara HAMa JOCTATHLYHO OIHT C
ABIrOCPOYHATA YTIOTPeOa HA METAMH30M IPH MAMEHTY C TEKKO 4epHOAPo6HO H 6mbpeuro
YBPEXKIAHE.

4.3. IlporHBOonoxasanus

. CBPBXIYCTBHTENIHOCT KbM METAMH30M HITH KbM HAKOE OT TIOMOITHHTE BEIISCTEA

. CBpBX4yCTBHTENIHOCT KbM APYTH MHPA30IOHOBH MPOU3BOHH
CBPBXYYBCTBHTEIHOCT KBM JICKAPCTBEHH NMPOAYKTH, ChIBLPAAIH ANETHICATHUIHIOBA KHCETHHA
HJIH PYTH NPOTUBOBB3NAIMTCIIHH ISKAPCTBA, PHHATH, YPTHKapHA, ACTMA

. Kpbeea auckpasns

. Henpecus Ha KOCTHHS MOZBK

¢ Ocrpa yeproapo6ua nopgupus

. I'eneraaen acdrunT Ha rmokoso-6-gocdar pexuaporenasa
. Tpern TpumecTbp Ha GpeMeHHOCTTA

4.4. Crneumanun NpexynpesXAeHAS H NPEANAIHH MepPKH IIPH ynorpeba

Azpanyroyumosa

Ipu nosBa Ha MPH3AAIH AA ArPaHYIOLHATO33, HHXYLUHPAHA OT METRME30, yroTpebata Ha METaMH30N
Tpalea Aa ce npexpati He3a0aBHO H /3 C¢ HANPABM M3CIICABAHE HA KPbBHATA KAPTHHA (BKH.
Anpepenupanto opoere). Jlegeruero Tpabsa na ce NPEYCTAHOBH NPETH A CC MOMYUAT PE3YITATHTE
OT nabopaTopHHTE TECTOBE.

Hanyumonenun
Ilpr nosea Ha MpH3HAIW HA NAHOMTONEHHUS, TEYCHHETO ¢ METAMH3ON TPAORa A1 e cripe He3abaBHO u
Aia CC CCAN MEJHAT2 KPBBHA KAPTHHA AC BB3CTAHOBABAHETO HA HOPMAIHHTE CTOHHOCTH.

Anauraxmuvnu / anapunaxmoudnu peaxyuu
Ilpu u36opa Ha Ha4MH HA IPHNOKEHHME, TPAOBA A3 C& HMa MPEABU, Ue TTAPEHTEPATHOTO
€ CBBEP3AHO ¢ MO-BHCOK PHCK OT aHA(HIAKTHYHH U aHADMIAKTOMIHH PEAKIMH.




CBPbXYYBCTBHTENHOCT KBM AIKOXON (TAlMEHTH, KOMTO PearnpaT Ha MAIKO KOMHICCTBO ANTKOXOMHH
HaNHTKH Ch¢ CHMITTOMH KaTO KHXAHE, ChA3CHE MM CHITHO 334EPBIBAHE HA AMIETO) MM KbM Garpuia
(namp. TapTpa3uMH) WA KOHCepBanTH (Hamp. GeH3oaTH),

AH&CI)I’UIaKl'H‘ICH TIOK MOKE A3 Bh3HHKHC NPH CBPREXYIYBCTBHTC/IHH NallHCHTH, MOBHIICHO BHHMAHHE &
H606K0,11HMO IpH MAMMSHTH ¢ acT™Ma HIIH aTOIHA.

Texcku xonenu peaxyuu

CrobwasaHy ca CIry9aH Ha XHMBOTO3ACTPAABAINK KOXHH PEAKIMA KaTO CHHAPOM Ha CTHBBHC-
HMoxonceH (SJS) u Tokcruna eniaepManaa rexponnsa (TEN) mpu ynotpeGa Ha MeTaMi301. AKO ¢&
NpOABAT MPU3HANK Wik cHMITTOMH HA SIS Hmi TEN, kaT0 mporpecBeH KokeH OOPHB C MEXYPH MITH
NUraBHYHH JEIHH, IEYCHHASTO ¢ METAMH30J TpIORa A4 ce CIpe H NOBEHE A3 HE ¢¢ Bb30GHOBABA.

Hzonupanu xunomenszuenu peaxyuu

Meramuson Moxe 12 NPHYHHEE M30IMPAHY XUIIOTEH3HBHE peakny, Te3u peaxnns ¢a A0303aBHCHMH
H € MO~BEPOATHO /13 C6 MPOABAT CNIe/ IAPEHTEPAIHO MPHACKEHRHE, 0TKOAKOTO NPH NEPOPAICH NPHEM.
Puckst 0T XHNOTEH3HEHA PEaKIHS ¢ NOBHINEH NpH NAUHEHTH ¢ XHTIOTOHHS, 0feMeH Ae(HIUT Hid
AcXujipaTalpd, HeCTaOHITHO KPHROOOPAINCHYE HNH HAYAICH LHPKYIATOPEH KOMANC, KAKTO M IpH
MAHCHTH C XHIeprHpexcHa. [Ipu mauwenTH, npy KOUTO € a5COMOTHC HEOOXGAHMO Aa ¢ H30ATBa
MOHHXKABAHE HAa KPBBHOTO HANATAHE, T.€. NALMEHTH ¢ TEKKa KOPOHAapHa 60oNecT Ha ChPLETO HiIH
CTCHO3A HA KPBBOHOCHHTE CBAOBE, METAMHA30.1 TPSIOBA A3 C& MpUIIara camMo NP BHHMATEIHO
MOHHMTOPHPAHE Ha XEMOAWHAMHYHHTE NapaMeTpH.

Jexapcmeeno undyuupano wepnodpobno yepescoane

Crobmenn ca cTyuan Ha OCTBP XENATHT, MpETHMHO OT XEMATONETYIAPEH THIL, IPH NALHCHTH,
NCKYBaHH ¢ MCTAMK30JL, ¢ HAYANO0 OT HAKONKO AHH A0 HAKONKO MECELA CNIC 3aI0YBAHE HA NCUSHUETO.
TpusHaupTe B CHMITTOMEITE BKITEOYBAT NOBHINEHH YCPHOAPOGHH eH3UMH B CCPYMA ChC HIH 6e3
KBITCHHLA, 9ECTO B KOHTEKCTE Ha APYTH PEAKIMH HAa CBPBXYIYBCTBHTETHOCT KbM JICKAPCTBOTO (Hamp.
KOeH 0OpHB, KPBBHH JHCKPa3HH, IOBHIIEHA TEMNEPATYPa H COIMHOMITHA) HIH MPHAPYKEHH OT
XapAKTCPHCTHKH H2 aBTOHMYHEH Xeriarut. I1opeweTo naHeHTH ca ce Bp3CTAHOBHIIH TIpH
NPEKPATABAHE Ha JICYICHHETO C METAMU30J; BHIIPSKH TOBA B OTAENHH CHy4YaH HMA ChOOMEHHA 32
[POrpecHa A0 OCTPa HEPHOAPOOHA HEROCTATHIHOCT, HANATAIIA YCPHOAPOOHS TPAHCIIIRHTALHA.
MexannaMbT Ha HHAYUHMPAHOTO OT METAMHA3ON YEPHOAPOOHO YBPEKIAHE HE ¢ H3ICHEH HAIMLIHO, HO
JAaHHHTE NOKA3BAT HMYHO-AJICPTHYEH MEXAHHILM.

Tampenrure TpabBa Aa GBAAT MHCTPYKTHPAHY JA Ce CBLPIAT CHC CBOA JIGKap B CITy4ail Ha NOABA HA
CHMIITOMH, NPEATNIONAramH YepHoApoOHO yBpekaare. [Ipy Takipa nalpenTs ynorpebara Ha
MeTaMu30n Tps0Ba Aa ce MPCyCTAHOBH K A2 CE OLEHH uepHOAPOGHATA HyHKIHA.

Metamuzon ne TpaGea 2 ce BPBBeXAA NIOBTOPHO TIPH NMALHEHTH C SIIH30,] HA YEPHOAPOGHO YBPEKIaHE
IO BPEME HA ICUCHHE ¢ MCTAMH30IL, IIPH KOHTO HE € YCTAHOBEHA APYTa NPHYIHA 33 9epPHOAPOOHOTO
yBpEHKAaHE.

Tosu nexapcrser npoxykr cnabpka 49,8 mg HaTpHii Ha 1032 (1 cale), KOHTO €2 EKBHBANCHTHH Ha
2,5 % OT APeNOPEUMTETHIA MAKCHMANSH JHEBEH IPHEM OT 2 g HartpHii 3a BB3paCTEH.

4.5. B3aHMOREHCTBUS C APYTH AEKAPCTBERH NPOAYKTH HIAH ADYTR $OPMH Ha BIauMoAeHCTBUS

* [InasmenuTe HUBA Ha LMKNOCNOPHH Ca HAMAIICHH TIPH €IHOBPEMEHHO MPHIOKEHHE C
JAAJTUH;

. JUAJITAH moxe Aa HAMATH aHTHXUNIEPTEHIMEHHTE B HatpuifypeTunn edexta Ha ACE
HHXHOHTOPH;

TOKCHYHOCT;
. HeBponenmrauy, TpAHKBHIH3APAIH NPOAYKTH YCHIIBAT AaHANTCTHIENS ede
AHTHaETIpECAHTH, ICPOPAIIHH KOHTPALETITHBH, aJIOMyPHHO — 330aBsT METE
1a NOBHIIIAT HETOBATA TOKCHIHOCT,



KombuHaipiaTa ¢ XI0prpoMa3nH MOMKE Ja JOBEJE A0 PHCK OT TEXKA XHIIOTCPMHS;

. EAHOBPEMEHHOTO MPHIOKECHHE ¢ KyMapHHOBH aHTHKOATYAHTH HAMANABA TAXHATA
edexruBHOCT,

. CrimecTByBa pHCK OT YBpEKAaHE Ha GeHI KPBHBEH Pefl IPH ¢AHOBPEMEHHOTO MPHEMAHE HA
OpPOAYKTa C IEKAPCTEA, MOTHCKAIH KOCTHO-MO3bYHATA YHKIHA, KATO NPOAYKTH, ChALDXKALIH
37T H MIPOTHBOPAXOBH NPOAYKTH;

. Meramuzon MoXe A2 NOHIDKH edexTa OT ApHEMA Ha HECKA J032 AUCTHICATHITNIORA KHCEHHEA
BBPXY TpoMOOIHTHATA arperauns OpH eaHoBpeMerHa ynorpefa. CnezoBarenio, Tasg
koMOuHaHs Tpa6Ba Na c¢ NpHAara BHUMATEHO IPY MAUMSHTH, IPASMAIIH HICKA 1033
ALETHJICANMIIHIOBA KHCE/IMHA 33 KapAHOPOTEKLMS,

. PapMakoKHHETHIHO B3aHMOACHCTBHE — HHAYLIMPAHE HA JIEKaPCTBO-MeTabOoIH3HpalTH SH3MMH:
MeramMu3on MOKE Ja HHAYLHPA NCKapCTBO-METab0MH3Npaly eH3uMH, BRIoduTenHo CYP2B6
# CYP3A4. EAHOBPEMEHHOTO MPRUIOKEHHE HA METAMH30J ¢ GympontkoH, edasnpents,
METaIOH, BAMNPOAT, HHKIOCTIIOPHH, TAKPOJHMYC H/IH CEPTPATHH MOXe Ja AOBSAE A0
HAMAIABIHE HA MIA3MEHATE KOHLUCHTPALHH HA TE3H JICKAPCTBA ¢ MOTCHIHAIHO HAMAISBAHE HA
KIMHAYHATA ehuxacsocT. [Topamm ToRa ce npenopbYBa NOBHINEHO BREMAHHUE NIPH
CAHOBPEMEHHO NPHIOXKEHHE HA METAMH30),; KIHHHYHHAT OTFOBOD H/MJIH HMBATa Ha
ACKapceTeaTa TPAOBA Aa C& MPOCIEAIBAT IO MOAXOAAI HAYKMH,

4.6. DepTHaATeT, GpEeMEHHOCT U KbpMeRe

bpemennoct
Hanuauu ca camo orpanuueHH farny 33 ynotpefara Ha METAMI30M pH GPCMEHHH XKEHH.

B13 ocHOBa Ha MyG/MKYBaHHTE JaHHY OT GPEMEHHH KEHM ¢ CKCTIOIHIHS HA MCTAMH3O0/T NPE3 ITbPBHA
TPUMECTDBP (D = 568), He ca YCTaHOBSHH TEpaTOreHHK KK eMOpHOTORCHYHH ehekTH. B otaennn
CITy4aH, KOTaro He ChINECTBYBAT APYTH Rb3MOKHOCTH 33 IeUeHHe, NPHIIAraHeTO HA SOHHIIHY J03H
METaMH30]1 MOXKE Ja CE JOIYCHE NPE3 IThPBHA M BTOPHA TPAMECTEP. [0 NPHALHI HE C& NPEHOpbYBa
NPHAAraHETO Ha METAMH30J] TIPE3 TLPBHY M BTOPHA TpUMECTBD. Y moTpebara 110 BpeMe Ha TPETHA
TPHMCCTBP € CBbp3aHa ¢ deroToxcHuHocT (EOpedHO yBpekaaHe M KOHCTPHKIHA HA KYKTYC
aPTEPHOZYC) | CEAOBATEAHO YNOTPe5AaTa HA METAMH30N € MMPOTHRONOKA3aKA TG BPEME Ha TPETHA
TPHMeCTBp Ha GpemennocTTa (BK. Touka 4.3). [Tpu cnyuaiiHo mpunarake Ha METAMH30T OO BPEME HA
TPETHA TPHMECTBP AMBHOTHIHATA TEHHOCT H AYKTYC apTreprolyc Tpabea Aa ce KOHTPOIMpAT 9pe3
YATPasByk d exoxapauorpadus,

Meramu3on npeMuHaBa Ipe3 ITANCHTapHATA 6apHepa.

Ilpy %HBOTHH METAMHI0/ HHAYLUHPA PETPOIYKTHEHA TOKCHIHOCT, HO He B TCPATOTSHHOCT (BXK. TOIKA
5.3).

Knpmene

[IponykTaTe OT pasrpaxaaHeTO HA METAMH30M NPEMUHABAT B KbPMATA B 3HAMHTE/IHM KONIIECTEA I
HE MOXE 12 C¢ HIKIMIOYH PHCK 33 KspMaueTo. Tlopanm ToBa, MEorokparsara ynotpefa Ha MeTaMH301
rno BpeMe Ha KhpMene TpaGea aa ce nabarsa. B ciyuait Ha € AHOKPATHO MPHNOXKECHHE HA METAMH3OM,
Ha MalKHTE CC MPETIOPHYEA Aa CHOHPAT U H3XBLP/AT KbPMaTa Ha 48 uaca ciie/l HPHNAraHeTo Ha
A03aTa.

4.7. Edextn pbpry cnocofrocTTa 38 mogupane u paGora ¢ mamman

IpunoxenneTo Ha NeKapCTBEHHA MPOOYKT B TEPATICBTHYHH JO3H HE TIOBJTHABA CIIOCOGHO
modupane u paGoTa ¢ MAINHHM,

4.8 Hexenann JeKAPCTBEHH PEAKIHH



B Ta3u T04Ka € H3MOJI3BaHA CICAHATA KOHBCHIMA 33 KNacupULMpase Ha HEXENAHWTE NEKAPCTBEHH
PEaKuuH B 3aBHCHMOCT OT YeCTOTaTA:

. Yeeru: >1/100 xo <1/10,

. Heuectu: >1/1 000 mo <1/100,

. Peaxn: >1/10 000 xo <1/1 000 u

. Muoro peaxu: <1/10 000

. C HEH3BECTHA HMECTOTA: OT HATHYHUTE JAHHH HE MOXE Aa Obae Onmpe/eeHa YeCTOTaTa.

B13MOAHH CA CIICHHTE HEXKE/IAHH JICKAPCTBEHH PEAKLUH:

Hapywenns Ha KPLBTA H auMOHATA CHCTEMA
Penxu JleskoneHns
Maoro penku ArpaHynouHT03a, TPOMOOLIHTONCHHEA

C Hen3BecTHA YecTOTA ANIACTHIHA aHEMH, TAHIHTONCHAS

OGHKHOBEHO c¢ Kacae 33 HMYHOIOITHYHO 0CYCIIOBEHH PCAKLIMH,
Te Morar Aa c€ passusT H NPH NALMEHTH, IPH KOHTO HE €A
HAOMOAABAHM NOZOGHH YCIOKHEHHS NPH NPSAMITHO H3MOI3BAHE
Ha METaMH30I. PHCKBT HapacTsa B OTACNHH Clry4aH TIPH NPHEM Ha
METaMH30T HaJ CEASM JHH.

HesabaenoTo npekparapane mpHeMa Ha JICKAPCTBOTO €
3aZBIDKATETHO H HE CNeABa A2 ObAe OTIAraHo 0 NoMydaBaHe Ha
Pe3yNTaTUTE OT NabOPATOPHHUTE H3CACABAHUA OT [JIGHA TOUKA
H30ATBAHE H2 HEOYAKBAHO BJIOMARAHE Ha OOLIOTO CHCTOSHHE,

Hapyinenns Ha KOMKATA H NOJKONKHATA THKAH

Peaxu O6pus .
C seu3pecTHa yecToTA PuKCHpaH NeKapcrseH 06pus, caapoM Ha CtuBbHC-IHKOHCHH,
cuagpouM #a Jadien

Hapywenus na HMyHHATA CHCTEMA

Penxn Anapunakraaed mok* WM aHAGHIAKTOUAHH PeaKiiii, KOHTO
MOHAKOra MOTaT Aa 6b4aT XKHBOTO3aCTPAINABAIH,

*PHCKDBT OT TE3W PEAKLMH € MO-BHCOK MPH MAPEKTEPATHO
npuioxkeHne., [o-nexure anadunakrinm / aHaATAKTOHHH
PEaKIHM C¢ HPOABABAT YPE3 CAMNTOME Ha KOXKATa H NHTABHLITE
(xaTo cepOex, mapene, 3a9epBsBane, yPTHKApUs, MOAYBAHE),
AMCIHES H TIO-PAIKO CTOMAIHO-upeBHH npobnemu. [lo-nexure
PEaKkUHH MOTAT jia C€ Pa3BHAT B TEXKKH (OPMH ¢ I'eHEpaTH3HpaHa
YPTHKApPHS, TCKbK AHTHOEAEM, TEXKBK OPOHXOCTIA3ZEM, CHPACHHA
ApUTMHA, HOHHKEHO KPBEHO HansraHe (MOHAKOTa IPeAeCTEAHO
OT MOBHINABAHE Ha KPHBHOTO HANATAHE) H UHPKYJIATOPECH LIOK.
Tlpy nanHeHTH ¢ aHANNETHYHA aCTMA, HEMTOHOCHMOCTTA
OOHKHOBEHO C€ NPOARABA KATO ACTMATHYEH MPHCTDIL. o

C nenzBecTHA uecTOTA Cunapom #a Kynuc (chpAcuHo 3a60/14BaHe Ha al¢PrEdHa OCHOBA)

Cba0BH Hapymenns
C HEH3BECTHA 9ECTOTA | H30mHpaHs XMIOTEHIMBHH PEAKIIMH

XenaTo0HAHapHHA Hapywenusn

C nHeuasecTHa yecToTa JlexapCTBEHO HHAYLMPAHO YEPHOAPOOHO YBPEXKAAHE,
BKIIIOTHTETHO OCTBP XCIATHT, JKBITEHHLIA, TOBKIUCHH
qepHOAPOOHH eH3uMu (Bk. TOwKa 4.4)




Hapyuwienns 1a §u06penure H NHKOYHHTE ILTHINA
Mmuoro pegkn Bnowasane Ha Gs6peuna HeAOCTaTBHHOCT

C HeussecTHa decTOTa HurepeTHUHaiCH HepHT

Crobwasare Ha MOXO3NPAHH HEXENAHH PEAKLIAH

CrobmaBaseTo Ha TIOA0IMPAHH HEMKEIAHH PEAKITHM CJEA Pa3peIaBans 3a ynotpeSa Ha KeKapCTBEHHA
OPOAYKT € BaxkHO. ToBa MO3BONABA 3 NPOAB/IKH HAOMIOASHHETO HA CHOTHOLICHHETO NOA3a/PHCK 34
NEKAPCTBCHHA MPOAYKT. OT MEANLIMHCKHTE CNCMHAIIMCTH C€ H3HCKBA Ja ChoOmAaBaT BeAka
NIOA03HPAHa HEKENIAHA PeaKima upes;

H3rmbIHUTEHA arcHIMA MO ICKApCTBATA

yi. ,Jdaman I'pyes™ Ne§

1303 Cobnus

Ten.: +35 928903417

yeGceaiiT: www.bda bg

4.9. Ilpeaosupane

CuMnromu

OctpoTo mpeso3Hpale ce MPOABABA ¢ FACTPO-HHTECTHHATHH CHMITIOMH - TAICHE, OBPHINAHE,
EMHUracTparHa 1 KopeMna Gonka, Hapymenna ua Gu6pednara dyHkima a0 octpa GuOpeuna
HEJOCTATLYHOCT, MposeH oT ¢crpaxa Ha ITHC (ceToBEpTeXK, CHBHIMBOCT, AC30PHEHTALIHS, I'EPUOBS
HJTH KOM3), XHIIOTOHUA A0 WHPKYIATOPEH MIOK, TAXHKAP/HA.

TepaneBTHYHH MEPKH

He ¢ nasecten cnemmutmuen asmapor. Tprnarar ce CHMITOMATHMHHE CpEACTBA, KAKTO H TAKMEA
LCILINH HAMaNsSBaHe Ha pe3opOimuaTa (pHEM Ha MEAHIMHCKH BBIVICH) H YCKOPABAHE HA
CTHMHHHPAHETO HA MCTAMH30J1 OT OPraHU3Ma (XeMOJHAIH3a, XeMonepdy3HA, xeMOoGHITPaLHA).

5.  @®APMAKOJOI'HUHH CBOKCTBA

5.1. PapmMaKoaAHHAMHYHH CBONHCTBR

DapMakoTepanesTHRHA rPyNa; AKAIIeTHIH-AHTHITHPETHINH, THPA30NIOHH
ATC xon: NO2ZBB02

Merami3on € MMPasoNOHOBO IPOH3BOJHO ChC CHITHO H3PA3CHH AHANTETHUHH, AHTHIHPETHIHH H
CIA3MOJTHTHYHA CBOACTBA. AHTH(IOrHCTHHETE My edexTH ca no-crabo n3pasenn. B cparHenne ¢
OMHOMIHHTE 2HANNCTHIN, METAMH30]1 HE NOTHCKA PECIIHPATOPHHAA LEHTLP, JOPH PHET BbB BHCOKH
JO03H, HE NOB/IHABA NCPUCTATTHKATA H HE Mpeau3suKkea obcrunanms. KM MetaMu3on He ce passuBa
3aBHCHMOCT. MeXaHnaMbT Ha ACHCTEHE ¢ CBBP3aH ¢ HHXHGHpane 06PaIyBAHETO HA ANTOTEHHH
CyOCTaHLIMH, CTEMYJTHpAHE HA HEONHMATHATA HOLMIETITHBHA CHCTEMA M MHXHOHpaHe HA CHHTE3a Ha
NPOCTATTARAHHH. AKTHBHHAT METaboMMT HA METaMA30 - 4-MAA (4- MeTHIaMMHOAHTHIIHDHE) €
ok0510 40 TETH NO-aKTHBEH HEXHOHTOP HA LMKIOOKCHTEHA3ATA OT MAHYHHOTO CHEAMHEHHS.

5.2. DapmMaKOKHHETHYHM CBOHCTBA

Brp3o i HarrsiHo ce abcopbupa B cToMamAo-uperrms TpakT. Merabomisupa ce B ueprna Apof ng
axkTHEHH (4-METHIAMHHOAHTHIHPHH H 4-aMHHOAHTHITHPHH) H HEAKTHRHH McTabonuT, Caa 3%

APHETATA /1032 CC SKCKPETHPA KATO HENPOMEHEHO NEKapeTBO npe3 Onbpewpre. L
Meramuzon e npeanexaperso. Xuapoau3upa ce B UpeBHHA TPAKT A0 4~ MeTHIaMuHg APyl
MAA) (aktusen meraSonut) npeau aa ce abcopbupa. Bpemero Ha nony:xuBoT Ha 4




4-MAA ce merabonnsupa B YepHus Apod KO BTOPH aKTHBER MeTaboNuT 4- aMuHoasTHIMPHH (4-AA)
€ TIO-ZBIILT IOIYKHBOT — 4 — 5 yaca.

CerpasaneTo ¢ niasMeHrTe nporennn ¢ 48-58%. O6embT Ha pasnpeaenenme Vd e 40 L.
MeraonuTrTe Ha METAMH3OJ € OTKPHBAT B LEPeGPOCIIHANHATA TEUHOCT.

5.3. Tlpeaxnuuu4YHH AaHHH 3a Gezonmachoct

Meramu30on e CpaBHETEINHO HHCKO TOKCHYEH ChC CTOHMOCTH Ha nepopammoto LDse choTeeTHO

3 127 mg/kg 3a mnbxose, 4 800 mg/kg 3a Mummxu 1 1 000 mg/kg 3a Mopcku cumyeTa. Tipa BowIKH
EKCIICPUMEHTATTHH KMBOTHH IIpH 1031 oT 1 000 no 4 000 mg/kg ce HaGmionasar LIHC edexrn -
cefanus ¥ xoHByncHH. He e MyTareHeH npu u3cnejBase BbpXy KMTaliCKH XaMCTEPHH KieTke V79 ¢
niw Ge3 MeTabonHTHA axTHBaIms, METaMH30M HE € FEHOTOKCHYCH.,

6. @®APMAIIEBTHYHH JAHHH

6.1. CnHCBK HA NOMOLUHHTE BELUCCTBR

ManuTton

Hatpues muxnamar

CriHIHeB AHOKCHA, KONOUAEH Ge3B0AcH

Apomar sroaa

6.2. HechLBMECTHMOCTH

He ca n3eecTHu.

6.3. Cpox na roasocr

3 roaHan

6.4, Cpennannu ycnoBHs HE ChXpaHeHue

Ha ce cpxpanssa mox 25 °C, B OpaTHHaTHATA ONAKOBKA,

6.5. BHA W cHABPIKAHHE HA ONIAKOBKATA

[TbpBrraHA ONAKOBKA: CAMIETA OT TPHIIACTOBO ATYMHHHAEBO (POIHO.
Bropuna onakoska: kapToHesa KyTus 1o 6 mmm 20 Gpos camera.

6.6. Cnennanum npeanaiHu MEPKH NPH MIXBLPJNHE U pabora

CpAbpAaHHETO HA EABO CAIE CE pasTsaps B HAINTA ¢ BOJA H CE HINHBA.

7. NPAUTEXATEJ HA PA3PEIHEHHETO 3A YIIOTPEBA

XHNMAKC ®APMA EOON

yx I'oprma 8A

1618 Codus, brarapus

Ten: 02 9556298

Dakc: 02 955 4278

Email: info@chemaxpharma.com




8. HOMEP HA PAIPEHIEHUETO 3A YIIOTPEBA

Per. Ne 20060159

9. JATA HA IIBPBO PA3PEINABAHEMIOAHOBABAHE HA PA3PEIIEHHETO 3A
YIIOTPEBA HA JIEKAPCTBEHUSA ITPOAYKT

Jara xa mepso paspewmasane: 11.04.2006
Jara Ha nocneqHo nozaoBssane; 12.05.2011

10. JATA HA AKTYAJIH3UPAHE HA TEKCTA

Despyapn 2021 r,




