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KPATKA XAPAKTEPHCTHKA HA IIPOAYKTA



1. HMME HA JEKAPCTBEHMS ONPOAYKT

T

Analgin 500 mg/ml solution for injection SRS [ et S l“' ;DZ- i

Ananrus 500 mg/ml uHXEKIUMOHEH pa3TBOp

2. KAYECTBEH H KOJIHYECTBEH CHCTAB

Bcska ammysia ot 2 ml chaRpXa aKTHBHO BEINECTBO METAMH3OI HATPUi (metamizole sodium) 1 000 mg.
3a ITHIIHHA CIHCHK Ha MOMOLIHKETE BEIECTBA BIDKTE To4Ka 6.1.

3. JIEKAPCTBEHA ®0OPMA

HipKeKIHOHEH pasTBop.
BucTep, Ge31BeTeH A0 6aEIOXKBAT pasTEOp.

4. K/IMHHYHM JAHHH

4.1 TepanesrHuHH HOKA3RAAL

. 3a KpaTKkoTpaiHO MORTHABAHE HA OCTPH, YMEPEHO CHIIHM 10 CHIHM DOJIKH OT pasiiHyeH [IPOH3XO1.
. Karo aHTHITMpeTHYHO CPEACTBO MPH CHCTOAHHA, ChIPOBOACHH ¢ BHCOKA TEMIIEPATYPa, HEMOBTHABAILA
Cce OT Jpyra Tepammms.

TlapeHTepaiHO MPHJIOXKEHHE € OKA3aHO CaMO KOTaTo MePOPATHOTO TIPHIOKEHHE € HERR3MOXKHO.
4.2 [lo3HpoBKA B HAYHMH A HPH/IOKEHHE

Havynn Ra NpRICKEHME: MHTPAMYCKYJTHO, HHTPaBEHOZHO,

HrxeKUMOHHHMAT pazTBOpP Tpabea Ja ce mpHiara roj CTpor JeKapcKH KOHTPOJI M FOTOBHOCT 3a OKa3BaHe Ha
CTIEITHA TMIOMOIL, MOPaAM PHCK OT MOABA Ha AHA(GHIAKTHICH LIOK MPH MALHEHTH ChC CBPBXIYBCTBHTE/IHOCT
KbM METAMH30JT HJIM ITHPa30JI0HOBH [IPCH3BOIHH.

Ho3ata ce onpeaens OT MHTEH3HTeTa HA GOMKATa WITH MOBHILECHATA TEMIIEPATYPA U OT WHANBHYAITHATA
YYBCTBHTEJTHOCT KbM METaMH30J1. BadkHo e 11a ce n3bepe Haii-HucKaTa 1034, IPU KOATO CE OBJIAAABAT
Oo/kaTa ¥ OBHIIEHATa TEMIIEpaTypa.

Bov3pacmuu u deya nao 15 z00unu

BrapacThu ¥ 1oHOIIM Ha BE3pacT Hax 15 rogusu (> 53 kg) mMorar na nonyuasar gao 1 000 mg karo eMHIAYHA
o3a.

Heya u ionowu do 14 200muna evipacm

IIpu neua 1 roHoWwM Ha BB3pacT 1o 14 roguaH 8-16 mg MeTaMU30N Ha KWIIOTPaM TEJIECHO TEMIO MOXE Jia
Ce MPHJIAraT XaTo eJHHHYHA Jo3a. B coydal Ha moBuimeHa TeMmmepatypa Ao3a oT 10 mg meramu3on Ba
KHJIOTPaM TEJIECHO Tero 00UKHOBEHO € JOCTAThYHA 3a Aelia.

B 3aBHCHMOCT OT MAaKCHMAaJlHATa HEBHA A03a, €[HHHYHA [03a MOXE & ce npuema 10 4 MbTH JHEBHO
TIpe3 HHTEpBaIH oT 6-8 uaca.

HcHo u3paseH eekT Moxke Ja ce o4aksa 30 MHHYTH Cliel TAPEHTEPATHO TIPHIOKEHHE.

C uen na ce cBene 0 MMHHMYM PHUCKBT OT XMIOTEH3MBHA PEaKiLinsi, AHTPaBEHO3HATA
Za ce mpiaara MHoro 6apHo.

B cnenpaiara Tabnuua ca nokasanu NpenopLYMTENHATE CAAHMYHY JO3H M MaKCHMAITHIEEE [NHEBHH 03U B © i
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Tenecuo Terno Enmnuana fjoza MakcuMaliHa JHEBHA /1032

kg BL3pacT mi mg ml mg

5-8 3-11 mecena 0,1-0,2 50-100 0,4-0,8 200-400
9-15 1-3 roguumn 0,2-0,5 100-250 0,3-2,0 400-1 060
16-23 4-6 TOIMHH 0,3-0,8 150-400 1,2-3,2 600-1 600
24-30 7-9 roauHH 0,4-1,0 200-500 1,6-4,0 800-2 000
31-45 10-12 rogunu 0,5-1,4 250-700 2,0-5,6 1 000-2 800
46-53 13-14 roguuu ¢,8-1,8 400-900 3,2-7.2 1 600-3 600
>53 > 15 roaunu 1,0-2,0* | 500-1 000* 4,0-8,0* 2 000-4 000*

* Axo e HeoOXOMMMO, eTMHHYHATA /1033 MOXe fa ce yBeuH o 5 ml (chorsercTRamo Ha 2 500 mg
METaMM30IT), a THEBHATa jio3a - Ao 10 mi (ckoTBeTcTBamO Ha 5 000 mg MeTamu30n).

Creyuainu nonmyaauuu

Tlonyrayus 6 cmapyecxa 6v3pacm, usmowjeny nayuesnTy U RAYUEHMU C HAMARCH KDEAMUHUHOB KIUPHHC
Hosara Tpabea na ce Hamanu npu MAUMEHTH B CTapYecKa BB3PACT, IPH M3TOWEHH MAIHCHTH H IpH
TIAIHEHTH ¢ HaMANeH KPEATHHHHOB KITHPBHC, Thif KATO eTMMUHHPAHETO HA METaDORHTHHTE NPOLYKTH Ha
METAMHM30J1 MOXE /12 €€ YARDKH.

Ueproopobro wiu Gvbpeuno yepexcoane

Twid KaTO CKOPOCTTA HA EIMMMHHAPAHE € HaMaleHa, KoraTo Oh0OpeyHara win YepHoapobHata (yHkums ¢
HapyIIeHA, MHOTOKPATHH BHCOKH A03H TPAGBa Aa ce u30arsat. He ce Hanara HaManapaHe Ha A03aTa, KOraTo
Ce Mpuiara caMo 3a KpaTko Bpeme. KM aHeluHa ata HIMa JOCTATHYHO ONHT ¢ ABITOCPOIHAaTa yroTpeba Ha
METAMH30JI IIPH MALHEHTH C TEXKKO YepHOAPOOHO K 6BOpEYHO yBpekaaHe.

HPOEWHTBJIHOCT HA JJCYCHHETO

[TpoJrb/KHTETHOCTTA HA NPUITOKESHHETO CE ONpPEIeNia B 3aBUCHUMOCT OT BHAA M TEXKECTTa Ha 3a60114BAHETO.
IIpy No-NpOALDKHTENHA TEpPaNHA ¢ METAMH3Q € HEOOXOMMO PeJIOBHO MOHHTOPHPAHE HA KPhBHATA
KapTHHA, BKIIOYHTENHO AudepeHIHaiHa KPBBHA KAPTHHA.

43 IIpoTHBONOKA3AHMS

- CBpbXUyBCTBUTEIHOCT KbM METAMH3ON WJIH JIPYTH HPa30/I0HOBH NPOM3BOAHH (BK. IIPH NALMEHTH C
aHaMHe3a 32 arpaHynoLMTO34a, clie]l [IpeaX0AKIalo MpWIAraHe Ha TAKHBa CyOcTaHIMK);

- Ocrtpa uepHoapobua nopdupus;

- I'moxo30-6-pocharaexuaporeHazHa HEAOCTATHHHOCT {OMACHOCT OT XEMOJIH3a);

- Texxn vepHoapoOHH #/Hm 66peunH 3abonaBaHus;

- Hapyniena kocTHO MO3buHa ¢ysKis (HANPHMED ClieA JICUYEHHE C IMTOCTATHIM) WK 3ab01BaHEA Ha
XEMATOMOETHYHATA CHCTEMA (ATUTACTHYHA AHEMMA, arpaHyJIOLHUTO3a, JICBKONICHHA),

- XHMOTEH3UBHH CHCTOSHMA H XEMOIHHAMHYHA HECTaOMITHOCT;

- TpeTs TpuMecTp Ha OpeMEHHOCTTA.

44 CpeonaJun NpeAYNpexkAcHES U IPEANAIHA MEPKH IIPA ynoTpeba

JleweHneTO ¢ METAMH3OIN CE IIpOoBE¥XAa CaMO 33 KPATHK NCPHO HIH B CIIYUAHTE, KOraTo 0‘!81(/]5/
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[NanpeHTH ¢ aHaMHE3a 33 METAMH30J-aHAQHIAKTOH/IHH PEAKIIHH Ca C TIOBUIICH PHCK OT PA3BHTHE HA TAKHBA
peaKupd NPH NPHIIOAKECHHE HA HCHAPKOTHIHK aHANTETHIIH.

IaieHTH, KOHTO TIPH NPHACKEHHE HA METAMH30JI C2 MOJYYHAM aHa(HIaAKTHYHA HITH ApYTa
HMYHOMEMHPAHA PeaKiis (Hanp. arpasyJIoUnTo3a), ¢a ¢ MOBHIIEH PHCK OT NMO0ABA HA CBHIUHTE PEaKLKMH NPH
NPHJIOKEHHE HA IPYTH NHPAZ0IOHH H MUPa30JI0HOBA POH3BOIHH.

MeTtamuzon Moke Jja NPeOW3BHKA arpaHyJIoLMTO3a ¥ TpOMOOLHTONCHUS (BK. Touka 4.8). PassuTueTo Ha
arpaHyJIOUMTO3a HE 3aBHCH OT I03aTa H He MOXKeE J1a c¢ NpeaBHAH. Moxe 1a HacTHOH CIIE/ TPBHA ApHeM
WIIH CJIe]l MHOTOKPATHO HpWiIoKeHHe. THIMUHATE MpU3HALM Ha arpakynouutosa ca dhebpunurer, Gonku B
CBPJIOTO, GO/Ie3HEHO NPErTbINAHE, B3NAJCHHE HA IMTABHLATA HA YCTaTa, HOCA, (JapvHKCa, aHOPEKTATHATA H
resuTaiHata obnact. [pu BHE3amMHO RilomaBaHe HA OGLIOTO CHCTOAHME W [IOABA HA NPM3HALA HA
arpaHy/IoLMTO34, ICUEHHETO ¢ METaMH30N TpAGBa J1a ce npekpaTi HezabarHo, Ge3 H3yaKkBaHe HA
nabopaTOpHO MOTEBPKIEHUE.

TapeHTepanBOTO NPHICXKEHHE HA METAMH3ION € CBBEP3aHO C M0-BHCOK PHCK OT aHAQMIAKTHYHH, PECIL.
aHadHIAKTOMTHH PEaKUHH.

PHCKBT OT BE3HHKBaHE Ha aHA(HIAKTOMIHH PEakLBH MPH MPHIOKEHHE Ha METAMH30]1 € 3HAUHTEIHO 10~
BHCOK NP MAMEHTH C:

~ AHANTETHYEH acTMa-CHHAPOM WM aHANreTHYHA HIHOCUHKPA3HA OT YPTHKApHs — aHTHOCAEMEH THI,
— OpoHXHanHa acTMa, 0cOOEHO NPH CHITLTCTRALL PHHOCHHYHT H [IOJIHUIH HA HOCA;

— XPOHHMYHA YPTHKApHS;

— HJIHOCHHKPA3IHA CTIPAMO OLIBETHTENM (HAID. TAPTPA3HH), COTBETHO KOHCEPBAHTH (Hanp. 6eHzoaTn);
— ANKOXOJIHA HENOHOCHMOCT. TakuBa MalMeHTH pearHpaT Ha MMHHMaJICH [IPHEM Ha aJIKOXO/IHH HATIUTKH
CBbC CHMITTOMH KATO KHXaHe, ChI3eHe Ha OMHTE H CHJIHO CMYIIleHHe Ha 3peHHeTo. [lonobua ankoxonna
HEMOHOCHMOCT MOXeE J1a Ob/ie IPH3HAK 3a HEAHATHOCTHIIMPAH CHHAPOM Ha aHAINETHHHA acTMa.

MeTramMu3on MoXe Aa NPOBOKHPA XHIIOTOHAYHH peakiiH (BkK. Touka 4.8). Te3u peakuuH ¢a J0303aBHCHMH K
ce HabmoaraT No-4ecTo NPH NApeHTEPATIHO NPKIIOKEHHE B CPABHEHHE ¢ NepopanHo. PHCKBT OT TakuBa
PEAKLIMH € NTOBHIIEH U [IPH:

- MAIMEHTH C MpeIXoX/Aallia XHNOTO M, HAMAJIEH BOTHO-€/IeKTPOIIMTEH 00eM WK JIeXH/IpaTalHms,
HecTaOHITHA XEMOIHHAMMKA HITH unplcyna'ropﬂa HEAOCTATHYHOCT (HAIP. PH MAMEHTH ¢ HHGAPKT KK
[FOJITPaBMa);

- MNAUHEHTH ¢ BUCOKA TEMIICPATYpa.

I[Tpu Takusa NamMeHTH ce Hanara BHHMaTelHa IPELEeHKa HA HeOGX0MMOCTTa OT PHIOKEHHE H CTPOr
KOHTpOA, Morar ia ce HANOKAT NpeanasHy Mepks (Hanp. crabuinsnpaHe Ha KpeeooOpamenneTo) ¢ uen
HaMallABaHE Ha PUCKA OT XUITIOTEH3HA.

Metramnzon TpabBa Aa ce npHiara caMmo noA BHUMATETHHA KOHTPOT HA X€MOHHAMHYHHTE IAPaMeTpH NPH
MALHEHTH, NIPH KOHTO € HAI0KHTEITHO /ia ce u30erHe MOHMKABaHE HAa KPRBHOTO HAJIAMAHE, HANP. TEXKa
KOpOHapHa GonecT Ha CHPLETO WM 3HAYMMA CTEHO3a HA MO3BYHHTE CHAORBE.

Meramuzon TpaGpra fa ce npunara camo cie CTpora HpeleHKa Ha ChOTHOLICHAETO MON3a/PUCK H a ca
OpeANPUETH CROTBETHHTE TIPEANA3HE MEPKH NPH TIALMEHTH ChC CMyUIeHHs Ha 6pOpeunaTa wim

gepHoApoGHa ¢yHxuHH (Bx. Touka 4.2),

IIpH 10-NPOIEIKHTENHO JICHEHAE € HEOOXOIHMO xompompane HA KPhBHATA KAPTHHA MOPATH PHCK OT
arpaHyJIoUKTOo3a.

JlekapcTREHO HHAYIMPAHO YepHOAPOOHO YEpEKAAHE

Cro0IIeHH ca cJTyHaH Ha OCTBP XEHATHT, NPEAUMHO OT XEMATOLETy 1apEH THII, [PH NALMEHTH, TEKYBAHH C
METAMH30J1, C HAYAIIO OT HAKOJIKO JHH J0 HAKOJKO MECEHA CEJ 3aNoYBaHE HA IEHYEHHETO.
CHMITTOMHTE BK/TIOYBAT NOBHILECHH YCPHOAPOOHH €H3HMH B CEPYMa Che WiH 6e3 XKBITeH




TOBA B OTAE/HH CIIy4aH HMa ChOOLIEHH 3a IPOrpecHa A0 0CTPa YEPHOAPODHA HEAOCTATHYHOCT, Hanarama
4epHOpoGHA TPAHCTLTAHTALIHA.

MexaHH3MbBT Ha HHIYHHPaHOTO OT METAMH30/ MepHOAPOOHO YBPEAIAHE HE € H3ACHEH HaIThIIHO, HO
JaHHUTE NOKA3BAT HMYHO-aepruueH MEXaHHIBM.

TMaiuenTHTe Tpa6Ba Ja 6BAAT HHCTPYKTHPAHH Ra Ce CBBPAT ChC CBOA JIEKAp B CiIyYai Ha M0ABa Ha
CHMITOMH, NPEANONaraiH 4eproaApo0HO yepexaaHe. [1pH TakKpa nanueHTH yrniotpebaTa Ha METAMH30.
TpAORa Aa CE mpeyCTaHOBY # [1a CE OLIEHH YepHoApoOHaTa QyHKIMS.

Meramuzon He TpaOBa fa c¢ BhBek/1a MOBTOPHO MPH MALMEHTH ¢ eNH30A Ha YepHoApobHO yBpexaaHe 110
BpEME Ha JICYEHHE ¢ METAMK30JI, TIPH KOMTO HE € YCTAHOBEHA JIpyTa PHUMHA 34 YepHOAPOOHOTO
YBpexaaHe.

Texku KOXHH peaklIiu

Texxu kokHU Heskenanw peaxipi (SCARS), BKIIOYHTEHO CMHAPOM Ha Stevens-Johnson (SIS), Tokcu4Ha
emnepManHa Hekponusa (TEN) u nekapcteena peakuys ¢ eosuHopwms i cHereMHH cuMnromu (DRESS),
KOWTO MOTaT Aa OBaT XHBOTO3aCTpaIlIABALH HITH JIETAITHH, €A ChOOIIABAHH TIPH JICUSHHE ¢ METAMH30]1.

ITaupenTyTe TpaGBa na 6baaT WH(OPMHpaHH 3a PHIHALIHTE M CHMITTOMHTE i Ja OB/1aT HaGmoaBaHu ¢
TIOBHIIEHO BHUMAHHE 33 KOXKHH PEaKLIMH.

AKO c€ NOABAT NPA3HALIM H CHMITTOMH, KOMTO NIPEATIONAraT TE3H PeakiuH, MeTaMu3ol Tpabpa na 6bae
cnpsH HesabaBHO W HMKOra He TpAGRa fa Gbae npWIaraH OTHOBO (BX. Touka 4.3).

Tozu nekapeTBeH NPOAYKT chabpika 32,7 mg HaTpuit HA BCeKH ml HIDKCKLMOHEH Pa3TBOp, EKBHBAICHTEH Ha
1,6% ot npenopsuBanus oT C30 MakcHMAICH JHEBEH PHEM Ha 2 g HATpHIA 33 BR3pacTeH.

4.5 BiaamoaeilicTBHe ¢ IPYra JeKapcTBEHH NPOAYKTH H XApyrH GopMH Ha B3aAMOACHCTRHE

K! MAPHHOBH gHTHKOAIY/TAHTH. Hpﬁ CAHOBPEMeHHO IPHIQKSHHE METAMH3I0A MOKe Ja ITOHHAKH
AKTHBHOCTTA H& KYMapHHOBHTE aHTHKOAryJIaHTH B PE3yJITAT Ha CH3MMHA HHIYK1MA.

XropupoMazuH ¥ ApYTH QeHOTHAIMHOBH Npou3eoaHK. [1py eqHoBpeMEHHO IPHIOKEHHE C METAMHA3ON

CBHICCTBYBA PHCK OT NOABA HA TCHKKE XHNOTCPMHA.

XnopameHHKON H APYTH MHEJIOTOKCHYHHA NPOAYKTH. [IpH efHOBpeMEHHO IPAIOKEHHE C METAMH3O0

CBIICCTBYBA MOBHIIEH PHCK OT [TOABA HA MUEIIOCYIPECHA.

ExsumnnTte pHpykTopH (6apOutypary, royrernmia, penmwibyTa3oH) MOIaT Jia HaMalAT eexra Ha
METaMM30J1.

HenpecanTy na HHC npy komMGuuaus ¢ METAMM20/T 3aCH/IBAT aHANTETHYHHA My edeKT.

JIeHCTBHETO Ha TPHUUMKINYHY aHTHAENpecaHTH (NCUX0hOopHH, AMUTPHIITHIIHH), OPATHH KOHTPANENITHBHE
CPECTRA, AHAJINETHIIH, AJIOITYPHHOI B ATKOXOJI C€ TIOTEHLMPa NPH €HOBPEMERHO NMPUJIIOKEHHE ¢
METAMHIOIL.

3a K1aca Ha NTHPA30IOHOBHTE MPOH3BOIHH € H3BECTHO, Ye MOXKE J[a MMAT B32UMOZEHCTBHA C KarToMpu,
JTHTHH, METOTPEKCAT M TPHAMTEPEH, KAKTO M J1a IPOMEHAT €(PEKTHBHOCTTA HA AHTUXHINEPTEHIUBHHITE
TIPOAYKTH K Ha AHypeTHUHTE. J[o KakBa cTENEH METAMH3ION BOAM IO TE3H B3AUMOACHCTBHA HE €
H3BECTHO.

Ipu eAHOBpEeMEHEH NPHEM METAMU30] MOXKE /1a HAMATH eeKTa Ha aneTHICATALIKITOBATA KHC
BBpPXY TPOMOGoONMTHATa arperaumA. CnefoBaTenHo, Tasy KOMOHHALMA TPADBA fla ce H3MOIT
BHHMAaHHE NpPH DAIHEHTH, TIPUEMAIIIH HUCKA /1032 aCTIMPHH 32 KapAHOTIPOTEKIHA.

DapMaKOKHHETHYHO B3aUMONCHCTBHE — H



MeTamu3zon MoXe Aa HHIYLUpa JeKapcTBO-MeTabomu3upaly ensumu, kmounrenno CYP2B6 u CYP3A4.

EJHOBPEMEHHOTO NPHIIOKEHHE HA METAMH30J ¢ 6yIPONHOH, edaBHpeHL, METAJIOH, BAINIpPOAaT,
LMKJIOCTIOPHH, TAKPONHMYC WIH CEPTPATHH MOXE JIa ZIOBEe A0 HaMalsBaHE Ha IU1A3MEHHTE KOHUEHTPALHK
Ha Te3H JICKapCTRaA ¢ NOTEHIHAITHO HaMAJIABAHE Ha KIHHHYHaTa edukacHocT. [Topajgn Topa ce Npenopsusa
MIOBHINEHO BHHMAHKE NIPH e JHOBPEMEHHO NPWIMKEHHE HA METAMM30J; KITMHWYHHAT OTTOBOP W/HITM HHUBAaTa
Ha JIeKapcTBaTa TPAORA A ce NPOCIEASBAT 110 NOAXONALL HAYHH.

4.6 PepraanTer, GpemenHoCT H KLPMERE

bpemeHHoCT
HanuuHe ca camo OrpaHHYeHH JaHHH 3a ynoTpe6Gara Ha METaMM3OJ TIPH GPEMEHHY JKEHH.

B13 ocHOBa Ha TyGIHKYBaHHTE JJaHHH OT OPEMCHHH XKEHH C EKCIIO3HIMS HA METAMH3Q. Npe3 ITPBHA
TpHUMECTBP (n = 568), He ca ycTaHOREHH TEpaTOTEHHH WIH eMGpHOTOKCHYHY etekTH. B oTnenmHu ciyyan,
KOTaTO HE CRINECTBYBAT JPYTIH BB3MOXXHOCTH 34 JICUSHHE, NMPHJIATaHETO HA EJHHHYHH J03H METAMH3O0E
MOXe 1A C€ JONMYCHE MNpe3 ITbPBHA H BTOPHA TPHMeCTEp. 110 NpHHIHIT He ce PenophYBa PHIaraHeTo Ha
METAMH30J1 NPE3 [ThPBHA H BTOPHSA TPEMeECTHP. YnoTpebaTa no BpeMe Ha TPETHA TPHMECTHP € CBLp3aHa C
(eroTokcHaHocT (6B0pedHO yBpexknaHe H KOHCTPHKIMS HA JIyKTYC apTEpHO3ycC) H CNeJOBATENTHO
ynoTpefaTa Ha METAMM30J € MPOTHBONIOKA3aHA 11O BpeMe Ha TpeTHA TPUMECTHP Ha GpeMEeHHOCTTA (BIK.
Touka 4.3). IIpu ciryyaiHo npHnarade Ha METAMK30J1 10 BpEMe HA TPETHA TPMMECThP aMHHOTHYHATA
TEYHOCT H AYKTYC apTepHO3YC TpAOBa 12 ce KOHTPOIHpAT Ype3 YATPa3BYK H exokapAauorpadus.
MeTtaMH3011 NpeMHHABa Npe3 IL1aUeHTapHaTa 6apHepa.

IIpH 5KHBOTHH METAMHM3OI HHAYLHPA PENPOIYKTHBHA TOKCHYHOCT, HO HE M TEPAaTOTEHHOCT (BXK. Touka 3.3).

KvpMene
IlpomykTHTe OT pasrpaXkaHETO Ha METAMH30/ NPEMUHABAT B KPMATA B 3HAYHTENHA KOJHYECTBA H HE MOXKE

Ja ce M3KTIOYY PHCK 3a KbpMaueTo. [lopany ToBa MHOroOKparHatTa ynotpeba Ha METaAMH30J1 TI0 BPEME HA
KbpMEHE TPOBa na ce H304rea. B cyuail Ha eAHOKPATHO MPHIIOKEHHE HA METAMMU3OII, HA MAHKKTE ce
NpenoprYBa Aa chOMpaT W U3XBEPIIAT KBPMATA B NPoAL/DKEHHe Ha 48 yaca cien IpHIIaraHeTo Ha J03aTa.

4.7 Edextn BLPXY cnoco0HOCTTA 32 ModEpane H paboTa ¢ MAIIANA

IIpu nipHiaraHe Ha BUCOKH JIO3M AHAITHH, HE C¢ MpeNophyBa YNPaBIcHHe Ha MOTOPHH MPEBO3HH CpeCTBa
HNH pafoTa c MALIKMHY, WIMCKBALIA AKTUBHO RHUMAHME, Thil KaTO € BB3MOXKHO Ja TORNHse HeGnaronpusTHo
BHHMAHHETO H /1a HAPYIIH PeaKkLHUTe NPK HEOYAKBAHH CHTYAIIHH.

4.8 Hexenans JeKAPCTBEHH PEAKIHH

HexenanuTe peakiMH ca u36poeHH Mo-A0Ty M0 CHCTEMa OpraH-KIac H [0 YecToTa.

YecToTHTe ca fegHHHpaHH kaTo: Muoro dectd (>1/10), gectu (>1/100 mo <1/10), sevectu <1/1 000 1o
<1/100), peaxu (=1/10 000 go <1/1 000), ¢ HeHzBeCTHA YECTOTA (OT HAIHYHKUTE AAHHK HE MOXKeE Na Obae
HafipaBeHa OlleHKA).

Hapyiuenny Ha XpLpBTa 1 1MMbHATA cHCTeMa
Peoku: neexonenua.

Mhuozo pedxu: arpaHynonuTosa, TPOMGOLMTONICHHS, XEMOJIHTHYHA AHEMKs!, ATUTACTHYHA AHEMHA.

PHCKBT OT N04B2 HA arpaHyNOLMTO3a HE MOXKE /i ce MPEABHIH. ArpaHyIOIHMTO3a MOKE Aa C€ [IOSBU U IIPH
NIALHMEHTH, NIPY KOMTO METAMH30J1 € NPHIOKEH B MHHANOTO Oe3 MoABa HA HEXKENAHH JIEKAPCTREHH PCAKIIHH.
PHUCKET OT nosiBa Ha arpaHyJIOLHTO3a ¢C MOBHIIABA IIPH MPOXB/IDKHTEITHO NMPUIIokeHHe (Haa | ceqMuiia) Ha
METaMH3011,

Hapywenus Ha HMyHHaTa cCHCTEMA .
Hevecmu: thUKkcHpaHa leKapcTBEHA eK3aHTEMa, s
Peoxu: MakynonammynoseH 0OpHR, aHAQHIAKTHYHY HITH aHaQUIAKTOWIHHA peaKuHH, ocoﬁcl-ﬁj éne:g
NApeHTEPATHO NPUITOKeHUE. TaKkMBa peakilHK MOFAT 4 CE PazBHAT 0 BpeMe Ha HIDKe




HETIOCPEICTBEHO CIIE/ HEro, HO MOMAT A4 C€ TIOABAT H YACOBE MO-KBeHO. OBHYAHHO Te HACTBLIBAT NPEAWMHO
10 BPEME Ha ITHPBHA Yac ¢JIic/ npriaraneto. [lo-nekure peakumy ce MaHAQECTHPAT ¢ THIMYHHE PEaKLHH Ha
KOJXXATA H JIMTABHIIATA (HAIP. CLpOexK, MapeHe, 3a4epBsiBaHe, YPTHKAPHI, OTOLM), TUCHEA H PAIKO
TaCTPOMHTECTHHAJIHH OfUIaKBaHMA. TaKWBA NO-JIEKH PEaKI[MH MOTAT 3 IPEMHHAT B TO-TEXKKH OPMH ¢
reHepaTH3HpaHa yPTHKAPHS, TEXBK AHTHOe/eM (BKIL IAPHHTEAICH), TEXBK OPOHXOCNaIbM, CMYLIIEHHA Ha
CHPACYHHA PUTHM, MIOHINKABAHE HA KPBBHOTO HaNAraHe (TTOHAKOTA C IMIPEAXO0MXKIall0 MOBHINARAHE HA
KPBBHOTO HAJIATAHE ).

Ilo Ta3u NMpyuHHA NPH MOABA Ha KOXKHH PEaKI[MH NPHIATaHETO HAa MeTaMH30 TpAGBa BetHara Na ce
[IPEYCTAHORH.

Mnozo pedxu: acTMaTHYEH NPUCTHI (IIPH NALMEHTH C AHANTETHYHA ACTMA); UMPKYaTOPEH MIOK.

CupIeyHHN HAPYINEHHS
Hewecmu: nanmaraiiy, TAXMKApAHA, [HAHO3A.

ChJIOBH HapyIIeHus
Hevecmu: XHNOTOHKA.

CToMalliHO-4YPEBHH HAPYINCHUS

C neuzgecmna wecmoma: rajieHe, noBpelIaHe, KOPEMHH 60K 1 AUCKOMMOPT, B pelIKH CITy4an yiLepalHy
H KbPBEHE.

XenarobuIHAPHK HAPYLIIEHUA

C neuzgecmna wecmoma: NEKAPCTBEHO MHIYLMPAHO YePHOAPOOHO yBpek/aHe, BKIIOYHTEHO OCThP
XEIIATHT, KBITEHUIIA, IOBHIICHH YEPHOAPOOHH eH3UMH (BXK. ToqKa 4.4).

Hapyimenua Ha KoxaTa ¥ NOAKOKHATA THKAH
C neusgecmna vecmoma: JlexapcTBeHa peakins ¢ e03HHOGHIHA H ccTeMHH camrrroMd (DRESS).

TexKH KokHH HeXETaHH PeaKLMH, BKIOYHTETHO CHHAPOM Ha Stevens-Johnson (SJS), TokcutHa
enuaepmanta Hekpoausa (TEN) u nexapcTeeHa peaxuus ¢ eosnHoduIma ¥ cHeTemuu cumrromd (DRESS)
ca ¢ho0IIaBany BbB BPB3Ka ¢ JICHEHHETO ¢ METaMU30J1 (BX. Touka 4.4).

Hapyinenns Ha 656pewwme ¥ NMKOUHHTE NBTHILA
Peoxu: NpoTenHypHA, ONIMTYpHA, aHYPHSA, TQINYPHS, HHTEPCTHLHAIIEH HEQPHT.

O6wn papyineHus H e)eKTH Ha MACTOTO Ha TIPHIOKEHHE
Ilpu napeHTEpaHO NPHIIOXKEHHE MOraT A2 C€ MOABAT GOKKA HA MACTOTO HA NPMIOKEHHE M JIOKATHH
PEAKIHH, MHOTO PAIKO AOPH QuIeOHTH.

CrobuiapaHe Ha NOJO3HPAHK HEKEIAHH PEAKIIHH
CrobulaBaHeTo Ha 1003MPAKH HEKEIaHH PeaKUMH Clie]l pa3pelliaBaHe 32 yToTpeba Ha ICKAPCTBEHUS

NPOAYKT € BaxKHO. ToBa NMo3BoNaBa fa MpOALILKE HabIIOAEHNETO HA CHOTHOLIEHUETO I10J13a/PHCK 32
JieKapcTBeHHA NpoaykT. Ot MeIMIMHCKITE CIELHMANHCTH CE H3HCKBA Ja cho0Hiasar Beska N0/I03HpaHa
HEIKEIaHA PpeakUHA 9pe3 HALMOHATHA CHCTEMa 3a cro0maBane B MsmeiHMTe/IHa areHIMA N0 NEKapcTBaTa
ya. Jlaman I'pyes” Ne 8, 1303 Codus, Ten.: +35 928903417, yeGeaiir: www.bda.bg,

4.9 [Hpeno3upane

CHMITOMH Ha NPENO3NpaHe: rajeHe, NOBpPLUaHe, Honku B abgomuHanHara obiacT, xunoTepmua, ocTpa
0s0pewna u yeprOIPOOHA HEOOCTATEIHOCT.

[o-paaxo ce HabMONABAT CHMITTOMH OT CTPAHA HA LEHTPAIHATA HEPBHA CHCTEMA KATO CBETOBBPTEX,
COMHOJICHTHOCT, KOM4, I'bpuoOBe; MOHIKABAHE HA KPLBHOTO HANATAHE; BE3IMOIKHO € Pa3sBHTHETO HA

IIOK H TAXWKapaHi. )ﬂk
Crnes MHOrO BHCOKH JI03H OTAEIAHETO HA py0a3oHOBa KHCEMHHE MOXKE 14 NPAYMHH OLBETS
YepBEHO HA YpHHATA.

Jleyenue: Ilpunara ce CHMITTOMATHYHO JIEUSHHEE CHOOPA3HO CHCTOSHHETO HA MALHEHTA: il
AWypesa, AHXATENHA PeaHHMAaLHA, MPOTHBOLIOKOBH CPEJCTBA, pexuaparauud. [ 1apaust W AL
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N-MeTHAaMHHOAHTHITHPHHE) MOXKE Aa C€ EJIMMAHHPA YPE3 XEMOAUAIIH3A, XeMOGIITpalHa, XeMoIIepQy3us
wiu ruiasMeHa duwrrpania. CrenuduueH aHTHAOT HAMA.

5. @®APMAKOJIOTAYHH CBOMCTBA
5.1 ®apmakoaAHHAMHYHH CBOBCTBA
dapmakorepanepTHyHA rpyna: JIpyrd aHanreTHNM U aHTHIHpeTHy. [Tapazononu, ATC xoa: NO2BB02

MeTaMH301 HATPHii € aHAITETHK OT IPYNATa Ha NUPA3OIIOHHTE C H3PA3EHO aHANTETHHHO H AHTHITMPETHYHO
nexcteue. Ilparexkasa cnabo wipaseHa MPOTHBOBBINANHTEIHA AKTHBHOCT, KAKTO H JIEKO CHIASMOJIHTHTHO
neictane. OCHOBHHAT MEXaHHIBM HA JeiCTBHE € MOTHCKAHE Ha NPOCTANIAHAWHOBATA CHHTE3a 110 MTA Ha
nHXHOHpaHe Ha HUKJToOKCcHTeHazaTa. CruMysidpa oceoboxk/1aBaHeTo HA GeTa-eHAOPQHHH, NOHKABA HUBOTO
Ha €HJOTEHHHTE NIHPOreHH H NOBIHABA JHPEKTHO TEPMOPEryIaTOPHHA LICHTBP B XHIIOTAIaMyCa.

5.2 (®apmMaxkoKEHETHYHH CBOHCTBA

AGcopbuna: Criel HETPaMyCKYITHO IIpHIOXkeH#e 6BP30 1 IrhiHO ce pezopbupa. ObesGonapamuaT edext
HacTbIBa OBp30.

Painpeaenenne: Ceopp3Ba ce ¢ miazMeHuTe npoterHn B 50-60%. Ipemunapa xemaToeHuedanHaTa u
rwaneHTapHara 6apuepn. Obem Ha pasnpeneneHue - okouo 0,7 kg,

brorpanchopmanun: [loanara ce Ha unTensueHa GuoTpanchopmaria B yepHua Apod. OCHOBHHAT My
MeTaboIHT 4-METHI-aMHHO-aHTHIIMPHE ce MeTabonn3upa B yepHus Apob 40 ApyrH MeTaboauTH,
BKJIOYHMTENHO A0 4-aMHHO-aHTANMHPHH (AA), KO#HTO e (hapMakonornyHo aKTHBEH.

MakcHMAaIHH IUIa3sMEHH KOHUEHTPALMH (TT0 OTHOINEHHE Ha BCHYKH METabOMTH) ce YCTaHOBABAT Clie]
oxono 30 xo 90 min.

Enamannpane; Otaens ce npes 0s0peuute noa hopMara Ha MeTaOONHTH, KaToe caMmo 3% oT H3TBUEHOTO
KOJIHYECTBO METAMM3ON € B HeMpoMeHeH BUI. Bpeme Ha momyxusot okono 10 vaca.

IHanuesaTn c weprOAPOGHA Hapymennn: Bpemero Ha nomyxHBOT Ha aKTHBHUA MeTabonut MAA npu
NALMEHTH C YEPHOAPOOHH HAPYIIEHHA € YABDKeHO okono 3 mbTH. [IpH Te3n nauueHTH ce npenopbpyuBa
JICUEHHE C MO-HUCKH JJO3H METAMH3OI.

IannenTn ¢ 6u6peunn Hapymenun: [Ipy nanpenTy ¢ HapyueHa 6x0peuna QyHKuMa ce Habmogasa
NOHIKEHA CTENEH HA e/IMMHHHMpaHEe Ha HAKOH MeTabonuTy. [Tpu Te3H naMenT! ce NpenopryBa JeYEHHE C
[10-HHUCKH J03H METAMHIOI.

5.3 Ilpenxknnnn4EH AaHHH 32 GezomacHOCT

ITpu mecTMeceuHo TpeTHpaHe Ha €KCIICPHMEHTAIIHH JKHBOTHH ¢ MCTaMH3071 B A03a 100 mg/kg e
YCTaHOBEHO, Y€ TOH HE NPEAN3IBHKBA TOKCHYHM TIPOABH U NIATOJIOTHYHK H3MEHEHHA B KJIMHHKO-
1abopaTOPHUTE MOKA3ATENH Ha OMIMTHUTE HBOTHH. [IpH MILX0BE, TPETUPAHH ¢ METAMH30/ (MAKCHMATHA
AuenHa 2103a 900 mg/kg), ce HabmoaapaT NpoMeHH B KPbBHATA KapTHHA (HaManeHnue Ha 6pod Ha NEBKOUMTH
M EPUTPOLIMTH, YBCIIHYECHHE HA PETHKYJIOUMTHTE, XEMOCHEpo3a}.

MyTareHHOTO ACHCTBHE Ha METAMM3O0J HE € TIPOYYEHO JOCTaTHYHO.

Ilpn npoyupaHHs BEPXY IUTHXOBE HE CA YCTAHOBEHH JaHHH 34 HAJIHYHE HA KaHLeporeHeH eeKT.
HMa naHHu 3a TEpPaTOTeHeH eeKT IIPH ONMTHH KHBOTHH CJie/] TPETHPAHE C BUCOKH JI03H METAMK30J1.

6. GAPMANEBTHYHH TAHHH

6.1 CnHchbK HA IOMOIMHATE BEIMIECTRA




Bona 3a usxeKumn.
6.2 HechBMeCTHMOCTE

HHXEKIHOHHHAT pasTBOP Ha METAMH30J HATPHE He TpAGBa Jla ce CMeCBa B €/1HA CTIPHHIIOBKA C JAPYTH
JIEKAPCTBEHHM MPOTYKTH MOPaJH Bh3MOXKHH HECHBMECTHMOCTH.

6.3 Cpox na rogoct

5 ropvHH

6.4 Crpennainl ycI0BHE HA CLXpARCHHAE

B opuruHannara onakoBKa, 3a a ¢e Npe/nasH OT CBET/IHHA.
Jla ce cvxpanspa nog 25°C.

Ja He ce 3aMpazspa!
Ja ce chxpaHsaBa Ha MACTO, HE[OCTBIHO 3a Acual

6.5 BajxH chALPKAHHE HA OMAKOBKATA

o 2 ml srKeXMOBEH PA3TBOP B aMITYJIH OT Ka(sBO CTHKIIO, C MAPKUPOBKA 3a OTBApAHE HA aMITynaTa
(1IBeTHa TOMKA WITH IPBCTEH).

Io 10 ammynu B 6aucrep ot PVC donuo, no 1 wiu 10 GiucTepa B kapToHeHa KyTHA, 3a€[HO C JIHCTOBKA.

6.6 Croenuannn npeANazHE MePKH NPH H3XBLpJARHE B padoTa

Hsama cnenpanue H3IHCKBaHKA.

7. IPHTEXATEJI HA PASPENIEHHAETO 3A YIIOTPEBA

CODPAPMA A]]

ya. Hnuercko moce 16, 1220 Codusn, Brirapus

8. HOMEP(A) HA PAPEINIIEHHETO 3A YIIOTPEBA

Per. Ne 9900303/01.09.99

9. JTATA HA ITbPBO PASPEMIABAHE/TIOTHOBSABAHE HA PAZPEINIEHUETO 3A
YIIOTPEBA

01.09.99

10. JATA HA AKTYAJIH3HPAHE HA TEKCTA

Anyapu 2022




