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1. HWME HA JIJEKAPCTBEHHUSA ITPOAYKT

JUAJITHH 3A ELIA 500 mg/ml nepopantu KarkH, PasTBPByosperye Nu
DIALGIN KIDS 500 mg/ml oral drops, solution
2. KAYECTBEH U KOJIMUECTBEH CbCTAB

AxkTusHO Bewectso B 1 ml pastsop: MeTaMH301 HaTpHit MOHOXHApaT (metamizole sodium
monohydrate) 500 mg.

3a bIHUA CIIACHK HA NOMOILLHUTE BELUECTBA, BHXTE TOouKa 6.1,

J. JEKAPCTBEHA ®0OPMA

[lepopannu Kanku, pasTBop.
BHCTEP, CBETNO-KBIT PA3TBOP.

4. K/IMHHUYHU JAHHH
4.1. TepameBTHUHH NOKAIAHUSA

ITHAJITUH 3A JIELIA nepopanHu Karnku € H3f0N3Ba MPH:

. XHNepHHpPEKCHs, HEMOBINABALIA C€ OT APYT BU JIEUCHHE,
o 3a NOBNMABAHE HA YMEPEHO A0 CHIIHO H3pa3eHH OONKH OT pa3nuyeH MPOU3X0A IpH riasobonne,

36000071, HEBPAITHH, HEBPUTH, MHAITHH, TPABMH, U3rapsHUs, XMPYPruyHU HHTEPBEHLHH,
OOJIKH TIPH OHKOJIOTHYHH 3a00/11BaHuS,

. Xorbunu, 6BOpEeYHH H UPEBHH KOJTHKH,
. HApyryd CHNHHE OCTPH KM XPOHHYHHE DONKH, aKO ¢a NPOTHBOIMOKA3AHU APYTH TEPANEeBTHYHH
MEPKH.,

4.2. HoiupoBKA H HAYHH HA MPHTOXKEHHE

Ho3zara ¢ce onpeaeas oT HHTEH3UTeTa Ha 60NIKaTa UK NMOBHUINEHATA TEMIIEpATypa B OT
uHauBHAyanHaTa vyBCcTBUMTENHOCT KbM JJUAJIIUH 3A JIELIA nepopanuu kanku. BakHo € qa ce
n3bepe HaH-HUCKATa A034, [PH KOATO C€ OBJaAsBaT D0o/KaTa U MOBHIISHATA TEMIIEpaTypa.

IIpm aena Moxke aa ce npuaarar 8—16 mg MeTaMH30J1 Ha KHIOTPaM TEISCHO TErJI0 KaTo €AHHHYHA
J03a. B cniyuyad Ha MOBHILIEHA TEMITEpATYpa, K032 OT 10 mg MeTaMH30/1 HA KHOrpaM TENIECHO TErNo
OOHKHOBEHO € JOCTATBhYHA 34 Jcna. B 3aBHCUMOCT OT MAaKCHMAIHATA JHEBHA A03a, eAHHHUYHA 1034
MOXKE Ja C€ npreMa a0 4 nbTH JAHEBHO Mpe3 HHTepBaiu oT 6—8 yaca.

ScHo u3pasen edekt Moke aa ce ouakea 30 1o 60 MHHYTH ClIEA NEPOPANHO MPHIOKCHHE.

B cneasammara tabauLa ca MoKa3aHH NMpEnoppUHTEIHUTS €AHHUYHH A03H H MAaKCHMATHHUTE JHCBHH
JO3H B 3aBHCHMOCT OT TETIOTO HJIH BB3pacTTa:




TenecHo Terno EauHuyHa 1032 MakcumanHa JHEBHA 1034
kg BBb3PacT KaIKH mg KAIKH mg
<9 < 12 Mecena 1-5 25-125 4-20 100-500
9-15 1-3 roguau 3-10 75-250 12-40 300-1 000
16-23 4-6 roaAnHU 5-15 125-375 20-60 500-1 500
24-30 | 7-9 roauHH 8-20 200-500 32-80 200-2 000
31-45 10-12 roaunu 10-30 250-750 40-120 1 000-3 000

Cneyuannu nonyaayuu

Hayuenmu ¢ eroweno obuyo 30paeOCA0BHO CLCMOAHUE U NAYUEHMY C HAMAIEH KPeAMUHUHO8 KAIUDBHC
Ho3ara TpaGBa Aa ce HAMaNH NPH MALMEHTH C BIOLWEHO 00O 3APaBOCIOBHO CBCTOAHME H MPH
MALUEHTH ¢ HaMaJeH KPCATHHMHOB KIHPBHC, Thil KATO CNIMMHHHUPAHETO HA METAOOMTHHUTE IIPOAYKTH

Ha MCTaMH30QJ MOXKE Ja CC YAbBJDKHA.

Yeprodpobro unu 6obpewno yapexcoane

TBit xaTO CKOPOCTTA HA ENMHMHHHPAHE € HaMaNeHa, Korato OpOpeunara unyn yepHogpoOHaTa GpyHKUMA
e HapylleHa, MHOTOKPAaTHH BHCOKH 4031 TpAOBa xa ce u3barear. He ce nanara HamandBaHe Ha A03ara,
KOTATO CE MpHJIara camo 3a KpaTtko Bpeme. KpM aHEIIHA JaTa HAMA JOCTATBYHO OIHT C
IBArOCPOYHATA yNIoTpeda Ha METAMH3O0,I IPH NALMEHTH ¢ TEXKKO YCPHOAPOOHO M OBOpeuHO

YBPEXKIAHE,

HauuH ¥ npoasbDKHTENHOCT Ha NPUAOKEHHE
JTAAJITHUH 3A JIELIA nepopaiHH KAnkKy MOXKE A3 C& MPHEMA HE3ABMCHMO OT BPEMETO Ha XPaHCHE.
JlexapcTBeHUAT IPOAYKT TPAOBA Ja Ce MpHEMA ¢ AOCTATHYHO KOMHYECTBO TEHYHOCT.

[TpoabMKHTEMHOCTTA HA MPHIIOKEHHUE CE ONPEACIs OT JeKyBawus tekap. [Ipu npoasipkuTeHO
NMPHIOKEHHE € HEOOXOAMM PEAOBEH KOHTPOI HA KPbBHATA KAPTHHA, BKII. AH(EpEeHLHANHA KPBbBHA

KapTHHA.

4.3. IlpoTHBONOKA3AHHS

. CBPBXYYBCTBHTECTHOCT KbM METAMM30J WM KbM HAKOE OT NIOMOIHHTE BEINECTBA, H3OPOCHH B
Touka 6.1;

. CBPBXYYBCTBHTCIHOCT KbM JPYTH JICKAPCTBA OT IPyNara Ha NMHPA30JOHHTE HIH NHPA30I0IHHUATE
(benason, nponudenasoH, GeHHAOYTA30H, OKCH(EHA3O0H);

. AHAMHECTHYHH JAHHH 32 PEAKIHH HA CBPbXUYYBCTBHTCIHOCT KbM QHANMETULIH, AHTUITHPETHLIH

umu HCTIBC;

. OAHHU 33 arpa”y/louuTo3a, MNpPSAU3BHKAH3 OT METAMH30A, APYrH [MPa3oJIOHH WIH
ITHPA30NHIHHE B AHAMHE3ATA

. yBpeAcHA QYHKUMA HA KOCTHHA MO3bK HITH 3a001BaHHA Ha XEMOMOSTUYHATA CHCTEMA

. ocTpa uyepHoApobHa nopdupus (CHIIECTBYBA PUCK OT OCTHP NPHCTHIT),

. BPOACHA rMIOK030-6~(pocdaT aexuaAporeHazHa HeJ0CTaTbYHOCT,

. TEXKKH YepHOApOoOHH H OBOpeunn 3abonapanus;

. TPETH TPUMECTBP HA DPEMEHHOCTTA,

. HOBOPOACHH M KbpMaueTa rmoa 3 meceua uimm noa 5 kg renecHo Terno nop

AOCTATBYCH KNIHHHYCH OITHUT.

4.4, CnennaaHu npegynpexaeHHs H NPEXNA3HH MEPKH NPH ynoTpeba




ArpaHyjouuTOo3a

JleueHHETO ¢ METAMH30J MOXE Aa MIPSAN3BHKA ArPaHy/IOLHTO3a, KOATO MOXKE A2 JOBEAC A0
neralicH H3XoJ (BXK. Touka 4.8). ArpaHynoLHTO3a MOXKE 3 Bb3HHKHE ROPH KOTATO MPH NPECAHIIHA

yroTpeba Ha METAMH30J1 HE € HMAJNIO YCJIOXKHEHHA.

IMpean3BMKAHATA OT METAMH30J arpaHy/IOIMTO3a € HAHOCHHKPAaTHYHa HEXeNnaHa peakuus. He e
3aBHCUMA OT A03aTa U MOXXE 14 Bb3HHKHE ITO BCAKO BPEME B X0/Ja HA JICUCHHETO, JOPH MAJIKO ClIe]

NPeyCTAHOBABAHETO HA IEYEHHETO.

Ha nauuexTHTe TpsOBa Aa 6bAaT JaJCHH yKazaHHA Aa NPEYCTAHOBAT JICUYEHHETO H Aa MOTBPCAT
He3a0aBHO EKAPCKa MOMOMI, aKO € MOABAT CHMITTOMH, NPEANOaraliH arpaHyoLKTO3a (Hanp.
BHCOKA TEMITEPATYPa, BTPHCAHE, BH3NANEHO BP0 ¥ OOE3HEHH TPOMEHH B JIMT'ABHLIUTE, 0COOEHO
B yCTATa, HOCA H I'BPJIOTO HIH B 00/1aCTTa HA TEHHTAIMMTE HJTH aHyCa).

Axo MeTaMH30/1 CE€ MpHUEMa 3a BHCOKA TEMIIEPATypa, HAKOH CHMITTOMH Ha Pa3iBHBALIa CE
arpaHyJIOIHTO3a MOTAT A OCTAHAT He3alea3aHu. AHAIOTHYHO, IIPH MALHEHTH, KOMTO €4 Ha
NeYeHHe ¢ aHTHOMOTHIM, CUMITTOMHTE ChIIO MOTAaT Aa ObaaT MacKHMpaHH.

AKXO CE MOABAT NMPHU3HALM H CHMIITOMH, NIPEANONaraigy arpasyaouuTo3a, Tpaosa He3abaBHo Aa ce
HAITPABH IThJIHA KPBBHA KapPTHHA (BKIIIOYHTEIHO JudepeHnHanHo OpoeHe) 1 nedeHneTo Tpiadsa Ja
Ce MPEKPaTH A0 HITU3AHETO HA pe3yITaTuTe. AKO AHATHO3ATA C& MOTBBPAH, JEUEHHETO He TPAOBa

Ia ce Bb30OHOBABA {BX. TOYKA 4.3).

AnadunakTHIHH/aHaQUIAKTOMAHH PEAKIHH

[IpHeMBT Ha METAMU30J MOXKE Ja NPSAM3BHKA, MaKap 4 B PEAKH CIyYaH, >KHBOTO3aCcTpaliaBaly
HEXKCIAHH PEeaKLIMM, KaTO aHA(HIAKTHYCH OK.

[Tpenu npunoKeHHUETO HA MPOAYKTR TPAOBA Aa Obae cHeTa moApoOHA aHAMHE3a, KaTo IIPH JIHLATA ¢
MOBHIICH PHCK OT aHA(PHIAKTHYHH PEaKLUH ¥ TaKHMBA OT CTPAHA HA HMYHHATA CHCTEMA, CBBP3aHH C
npuema Ha adanreTHid uin HCITIBC, nexapcTBoTo CiieaBa Aa ¢ MpHiara Ipy TOYHA OLIEHKA Ha
CHOTHOUMIEHHETO TTOI3A/PHCK.

PuckbT OT TeXKH aHAPHUIAKTOHAHK PEAKLMH € NTO-BHCOK MPH:

. NALUCHTH ¢ aCTMA, CBBP3aHa ¢ NMPHEM Ha aHAITSTHLM WIH IIPH TAKHBA ¢ H3BECTHA
HENMOHOCHMOCT KbM aHAIreTHLH, TPOABIBALIA CE C PEAKIIMH OT THIIA YPTHKAPHA-AHTHOSACM,

. MAUHCHTH ¢ OpOHXHANHA acTMa, 0COOCHO NPHAPYXKCHA ¢ PHHOCHHYHUT U Ha3a/lHA ITOJMIIO3A,

. OONHN, CTPaNaUIX OT XPOHUYHA YPTHKapHA,

. NHLUA ¢ HEIMMOHOCHMOCT KBbM OLIBETHTENH (HaNp. TapTpa3vH), KOHCEpBaHTH (Hanp. OeH30aTH) UK

ankoxoa (AHaAaMHECTHYHH JAHHH 3a NOABA HA ChIA30TCYCHHUE, KMXAHE H HHTCH3HWBHO 3a4CPBABAHC
HA JHULIETO IIPH KOHCYMAalUHUA H HA MAJIKA KONHYCCTBA ATKOXOJIHU HAIMMTKH). TakaBa
HEMOHOCHMOCT KBbM &JTKOXOJ1 MOXE Aa ObAe 110Kka3aTen 3a NpeaUileH HEAHArHOCTHLMPAH
AHAITCTHYHO CBBP3aH aCTMAa-CHHAPOM.

. NMaLHEHTH C TPECKA.

XUIOTOHHA U LHPKYJIATOPEH KOJANC
MeraMu3on MOXKe Ja MpeAu3BHKA XHMOTOHHYHH peakl[MH, KOMTO MOTaT Aa OhAaT U A03a-3aBHCHMAH.

[TpenmecTBainara XMNOTOHHUA, ACXHApATALMsA, HECTAOHTHA KP'bBHA LIMPKYIALMs ¥ HA4aTHA
LIMPKYJIATOPHA HEAOCTATHLYHOCT (Hanp. MHOXKECTBEHA TPABMA, ChPACUCH MH(APKT) HIUCKBAT
MOBHIICHO BHUMAHHE H KOHTPOIHPAHE HA CBCTOSHHETO, ThH KaTO PUCKBT OT PasBHTHE JP IS
CNeq PHEM Ha METAMHM301 B TE3H CIYHaH € MO-BHCOK. o

3a HaMaNgBaHE HAa PHCKA OT XHMIIOTOHWYHH PEAKLIHH ¢ HE0OX0AUMO Ja BNA3aT B CHORf )
NPEBAHTHBHH MEPKM, HATp. CTAOMIN3MPaHEe HA LIMPKYJIALUATA. S [RNEET Y \ g\
IR BT )
s a2
MeTtamu3on Tpabea aa ObAc H3MOA3BaH BHHMATESIHO H IIPH KOHTPOIHMPAHE HA XEMOY M ety L
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oBe3arenHo H30ErHaTO, HAMp. TAKMBA ¢ TCKKH KOPOHAPHH 3aD0/s1BaAHHA HITH BUCOKOCTENICHHA CTCHO32
HA MO3BYHUTE ChAOBE.

Texycku Koxwcnu peakyuu
Texxu xoxHd Hexenann peaxuuu (SCARs), pxmounTeHO cuHApoM Ha Stevens-Johnson (SJS),

TOKCHUHA enuaepmanta Hekponuia (TEN) 1 nekapcreeHa peakuus ¢ €O3HHOQUIMA U CHCTEMHH
cumirroMu (DRESS), xouto mMorar 4a 654aT XKHUBOTO3ACTPALIABALIH HIM JIETATHH, €4 ChOOIIABAHH
[pH JICUCHHE ¢ METAMHU3OIL

HamperTure Tpa68a aa 6baaT MHGOPMUPAHH 32 MPH3HALIMTE ¥ CHMIITOMHUTE M Aa Obaar HabmojaBaHy
C MOBHILICHO BHUMAHHE 33 KOXKHH PeaKI{HH.

AKO ce MOABAT NPH3HALK M CHMITTOMM, KOHTO MPEANOJAraT Te31 peakiuy, MeTamu3on Tpsbsa aa
6bie cnpaH He3a0aBHO M HUKOTA HE TPaOBa Ja ObAe mpHnarad oTHOBO (BX. TOUKa 4.3).

JlekapcTBEHO-HHAYLIMPAHO YePHOAPOOHO VBpeXKaaHe

CrobuieHH ca CTy4aH Ha OCTbP XCTATHT, MPEAUMHO OT XEI1aToLEIyJapeH THI, [IPH NMAUHEHTH,
NIEKYBaHH C METAMH30J1, ¢ HAYANIO OT HAKOQJIKO AHH JO HAKOIKO MECELa CIIE] 3arI0YBAHE HA JICMEHHUETO.
[Tpu3naLyTe ¥ CHMITTOMHTE BKITIOUBAT MOBHINCHM YEPHOAPOOHH EH3MMHU B CEpyMa ChC HiIH Be3
>KBJITEHHLIA, YECTO B KOHTEKCTA HA APYTH PEAKLIUH HA CBPBXYYBCTBHTENHOCT KBbM JIEKAPCTBOTO (Hamp.
KO’KEH OOpHB, KPBBHH AMCKPA3HH, MOBHLICHA TEMIECPATYPa H €03HHOMHINA) HIH NPHAPYKEHH OT
XapaKTePUCTHUKH Ha aBTOHMYHEH XenatHT, [1oBedeTo nalMeHTH ca ¢ Bbh3CTaAHOBHIIH ITPH
MPEeKpaTABAHE HA JICYEHHETO C METAMH30JT;, BBIPEKH TOBA B OTAC/IHH CIy4ad UMa CbOOmeHus 3a
NpPOrpecus A0 OCTpa YepHOAPOOHA HEAOCTATHYHOCT, HATArala YepHOAPoOHa TPaHCIUIAHTALMA.
MexasHu3MbT HA HHAYLMPAHOTO OT METAMH30J1 YCPHOAPOOHO YBpPEXKAaHE HE € H3ICHEH HAITb/THO, HO
JNAHHHUTE MOKA3BAT HMYHO-AICPrHYeH MEXAHUIBM.

[TatmenTnre TpaAdGea qa ObJAT HHCTPYKTHPAHU Aa CE CBBPXKAT CbC CBOS NEKap B CIy4al Ha 1104Ba HA
CHMITTOMH, MpeAnoaramy YepHoapobHo yepexaaHe. Ilpu Takupa naimenTs ynorpebara Ha
METAMH30J1 TpsAOBa Aa Ce MPeyCTaHOBH M J1a C€ OLEHHU YepHOApoOHaTa dyHKImA,

MeTaMu301 He TpaOBa Ja ¢ BBBEKAA ITOBTOPHO MPH MALKWEHTH C EMM30] Ha YSPHOAPOOHO YBPEKIAHE
MO BpEeME Ha JISUCHHE C METAMH30J1, IPH KOHTO HE € YCTAHOBEHA APYra NMPpUYHHA 32 YEPHOAPOOHOTO

yBpEKIQHE.

QEEFH

[Tpu nauMeHTH ¢ HEOMITA3MH MPHIIOKCHHETO HA MPOAYKTA € HEOOX0AUMO Aa 6BAE CBIIPOBOACHO ¢
KOHTPOJ Ha KPBBHATA KAPTHHA C OTJIE IIPEBEHIIHA HA arpaHy/IOLHTO3a H TPOMOOLIMTONEHHA.

[TIpoaykTsT ce mpunara npu 601HU ¢ yBpeacHa Oubpeuna u uepHoApoOHa GyHKLUMA ITPH CTpora
OLICHKA OT CNELHAITHCT HA ChOTHOIICHHETO NOM3a/PHCK,

[Tpu mpuem HA METAMH30/1 BEB BUCOKH A03M, YPHHATA MOXKE J3 C€ OLBETH B YCPBCHO, OPAAH
NOBHIIEHA EKCKPELHA Ha pyOa30HOBA KHCEIHHA.

Beexu 20 xanxu pasteop (1 ml) ceaspxar 34,5 mg (1,5 mmol) HaTpuii, koeTo Tpsabea aa ce uMa
NpeABUA NPH MALHEHTH, OTPpaHHYaBalllM KOJIHYCCTBOTO HA HATPHUA B JHETATA.

4.5 BsaumopeicTBHE C APYIrH JIEKAPCTBEHH NPOAYKTH H APYrH GopMH HA B3aHMOAEHCTBHE

PHCKBT OT pa3BHUTHE HA PEAKLIMH HA CBPBX4YBCTBHTEIHOCT € MO-BHCOK MPH €AHOBPEMEHEH MPHEM C
apyru ananretvuy ¥ antinupeTuim 1 HCTIBC.

MeTaMH301 MOXKE Aa B3aUMOJEHCTBA M Aa A0BEAE A0 NMPOMAHA B €()EeKTa HA KANITONPHI, JTHTHH
METOTPEKCAT, TPUAMTEPEH.

C'I:IIIECTBYBR PHCK OT MOTHCKAHC Ha XCMOMOC3aTa INMpH CAHOBPCMCHHO IPHIIOXKCHH(
CTBa ¢ X6MOTOKCHYHO ACHCTBUE, Halp. TakKHBa CEADPKALIH 3N1aTO, IIPOTHBOPDAKOBH I
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DapMaKOKMHETHYHO B3aUMOACHCTBHE — HHAYLIMPAHE HA IEKapcTBo-MeTabomM3Hpain MY ¥
MeTami3on MoXKe Ja HHAYLHPA JISKapCTBO-MEeTabOMM3upalny eH3UMH, BKITIOUHTE/IHO ?132-136 H o
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CYP3A4. EnHOBpPEMEHHOTO TPUIOKEHHE HA METaMH30J ¢ OynponuoH, easupeHL, METAICH,
BAJINPOAT, LIHKIOCIOPHH, TAKPOIUMYC HITH CEPTPAITHH MOXKE A2 AOBEAC A0 HAMAMABAHE HA
Na3MEHHUTS KOHLICHTPAUMH HA TE3H JIEKapCTBa C IMOTEHLHATHO HAMAJIABAHC HA KITHHUYHATA
epuxacuocr. [Topaau ToBa ce Mpenopb4Ba MOBHIIEHO BHUMAHHE [PH €AHOBPEMEHHO IPHUTIOKEHHUE HA
METAMH30/1; KIIHHMMHHMAT OTTOBOp W/H/IM HMBATa Ha JiekapcTeara Tp4a0Ba aa ce mpocaeAsBar no

IMOAXOAAL HAYHH,
MeTamH301 HaManaBa akTUBHOCTTA HA KyMapHHOBHTE AHTHKOAryJIaHTH.
ExxospeMeHHaTa ynotpeba ¢ XJIOpIpOMAa3sHH MOXE A3 A0BCAE JO PHCK OT TEKKA XMITOTCPMHUSL.

KoHcyMaruaTa Ha a1KOXOI [0 BpeMe Ha eyeHue ¢ Jlpanrun 1psba na Ovae orpaHuyaBaHa.

4.6 PepTHAHTET, OPEMEHHOCT H KbPMEHE

bpeMeHHOCT
Hanugnu ca caMo orpaHH4eHH JaHHH 3a ynotpedara Ha METaMU30.T P OPEMEHHM XKEHH,

B13 ocHOBa HA MyOAMKYBAaHUTE JAHHH OT OPEMEHHH XEHM C €KCIIO3HLIUA Ha METAMH30]1 NPE3 ITbPBHA
TpuMecTD (n = 568), He Ca YCTAaHOBEHM TEPATOTEHHU MilH eMOpHOTOKCHYHH etdekTH. B oTaenu
CITY4aH, KOTATO HE ChINECTBYBAT APYTH Bb3MOXKHOCTH 34 JICUCHHE, MPHUIAraHeTO Ha CAMHHYIHH J03H
METAMM30J1 MOXKE Ja C& AOMYCHE NPE3 MbPBHA H BTOpwst TpUMeCThP. 1o npuHumMn He ce npenopbvysa
[MPHIAraHeTO HA METAMH30JT IPe3 MbPBHA M BTOPHA TPHMECTEP. Y noTpedara no BpeMe HA TPECTHS
TPUMECTBP € CBbP3aHa ¢ PETOTOKCHYHOCT (OLOPEYHO YBPEXAAHE M KOHCTPHKLIMA Ha AYKTYC
apTEPHO3YC) U CIeAOBATEIHO ynoTpebaTa Ha METAaMH301 € MPOTHBONOKA3aHa 110 BPEME HA TPETHA
TpUMeCTED Ha OpeMenHoCTTa (BXK. Touka 4.3). IIpu ciydaiiHo mpuiarade Ha METaMH301 110 BPEME Ha
TPETHS TPUMECTH]) AMHHOTHYHATA TEYHOCT U AYKTYC apTepPHO3yC TPA6Ba Ja ¢€ KOHTPOMpPAT 4pes3
yATPa3BYK H exoxapauorpadus.

MeTtamMu301 nMpeMHHABa Mpe3 IIaueHTapHara dapuepa.

[Npu >KMBOTHH METAMM30]1 HHAYLMPA PENPOAYKTHBHA TOKCHYHOCT, HO HE K TEPATOrEHHOCT (BXK. TOYKA
5.3).

KespMmene

[TpoayxTUTE OT PAIrPAKIAHETO HA METAMHION NMPEMHHABAT B KbPMAaTa B 3HAYHTE/IHH KOJTHUCCTBA H
HE MOXKE Ja CE H3KJIIOUM PHCK 33 KbpMaueto. Ilopaau ToBa, MHOroKparHara ynotpeba Ha MeTaMH30a
1O BpEMe Ha KbpMeHE TpaOBa fa ce u3bsarsa. B cnydail Ha ¢IHOKPATHO MPHIOKEHHE HA METAaMH3071,
Ha MalfkyTe Ce MpenopbuBa Aa ChOHpaT H U3XBBP/AT KbPMaTa B NPOABL/DKEHUE Ha 48 yaca cren

NPHIAraHETO HA J03aTA.

4.7 EdexTu BbpXy cnoco0HOCTTA 3a WodupaHe H pabora ¢ MALUHHH

[TpunoxenueTo Ha JAMairuf rnepopaiHy Kanky B TEPANSBTHYHH J03H HE HOBAHABA CIOCOOHOCTTA 32
iodupane ¥ paboTa ¢ MalIUHH.

[Tpu npreM Ha BUCOKH J03H, OCOOESHO Cliea MPUEM Ha ATKOXOJ, € HeoOXOoAUMO Aa ce H3barsa
wodHpaHeTo H paboTara ¢ MalIHHH,

4.8. Hexenanu JexapcTBeHH peaKUMH

peakiHMH B 3aBHCHMOCT OT YECTOTaTa!
. Yectu: >1/100 no <1/10,

. Heuecrn: 21/1 000 no <1/100,

. Penxn: 21/10 000 xo <1/1 000,
. Muoro peaku: <1/10 000,

. C HeH3BECTHA 4ECTOTA. OT HATHYHUTE JaHHH HE MOXKe Aa Opaec HanmpaseHa OLE




B13MOXKHH ca CICAHUTE HEXE/IAHH JICKAPCTBCHH PCAKLIMH:

Hapyumenus HA KPbBTA H JIMMGHATA CHCTEMA

Penxu

JleBKOTICHMS, XEMOTMTUYHA aHEMHUS, TTYPITYpa

MHOro peaku

ArpanynounTosa, TpOMOOLUTONICHHS

O6uKHOBEHO CE KAcae 332 MMYHOJIOTHMHO 00YC/TOBEHH PEaKIIMH.
Te Mmorar aa ce pa3BHAT ¥ IIPH MALHEHTH, NIPH KOUTO MPH
NPEAHLIHO H3TIOI3BAHE HA METAMH30]1 HE ¢a HaOMIOAABAHH
noJ0OHH YCNOXKHEHHA. PHCKBT HapacTBa B OTAC/IHH CIIY4aH Mpy
MpUeM Ha METAMH30J1 HaJ CEAEM JHH.

He3abaBHOTO NpekpaTABaHE HA MPHEMA HA JICKAPCTBOTO €

33 ABJDKMTEHO H HE ceapa ga Opae oTnaraHo A0 NnoaydvyaBaHe Ha
pE3yNTATHTE OT JTabOPaTOPHATE U3CNTCABAHUS OT INIEJHA TOYKA
u304reale Ha HEOYaxBaHO BIOLIABAHE HA 00IOTO CLCTOAHHE,

HapyuleHHsi HA KOXKATA H NOAKOXKHATA TbKAH

MHoro peaku

Cunapom Ha Steven’s-Johnson, curapom Ha Lyell.

C Hen3BecTHA YeCcTOTa

JlexapcTBeHa peaxips ¢ €O3HHOQHINS B CHCTEMHH CHMITTOMH
(DRESS).

Hapywenus HA HMYHHATA CHCTEMA

HeuecTu

KosxHH peaklMH Ha CBPBXYYBCTBHUTEIHOCT — 06pUB, Chpbex

Peaxu

Peakiiuy Ha CBPBXYYBCTBHTCIHOCT - MAKYJIONAIyJIO3€H €K3AHTEM,
ypTHKapHi, ChpOEK, MypIypa, aHruoeaeM, Apyry aHahpHIaKTHIHH
peakuuH, aHaGHIAKTHYEH INOK,

MHuoro peaxu

AHanrermyHa acTMa

CbpaeyHH HAPYIUIECHHS

HeuecTu

XHUIIOTOHHA

3HauMMa, B HAKOM CITydaH KPUTHYHA, XHTIOTOHHYHA PEaKLIHA
MOJe Ja c¢ Habmomasa NpH NAlMEeHTH ¢ H3paseHa
XUNEPIMPEKCHA, 6¢3 KJIIMHUYHHU ITPH3HALM HA
CBPBXYYBCTBHTE/IHOCT.,

C HEn3BECTHA 4ECTOTA

Taxuxapaus, LHaHO3a

HapyweHus Ha OnfpennTe n NHKOUMHHTE NHTHLIA

Muoro peaku

Octpu Hapymenus Ha Ob0OpeuHara QyHkius (MPOTEHHYPHS,
ONIUTYPHA, aHypHs K0 ocTpa 6BOpedHa HEXOCTATBEMHOCT), OCTLD

HMHTEPCTHLUHAICH HEQPHUT

CTomMaluHo-YpeBHH HAPYWEeHHS

C HeusBeCTHA 4eCcTOoTa

| 'aneHe, noBpbIIAHE

Hapymenus Ha meraboyiH3Ma H XPAHEHETO

C HEH3BECTHA YECTOTA

Hamanen anetur

Hapywexnsi HA HEPBHATA CHCTEMA

Peaxu

EnunentndopMeHs repuoBe ApH MPHEM HA BHCOKH JO3H

C Heu3BecTHA YecToTa

Buene Ha cBAT /

Xenaro-0HJIHAPDHHA HADYLUEHHSA

Muoro peaxn

XunepbunupybuHemus

C Hem3BeCTHA YECTOTA

JlekapcTBeHO MHAYLHMPAHO YEPHOAPOOHO YBPEKAAHE,
BKJIIOMHTETHO OCTBD XEMATHT, XKbJITCHHLIA, TTOBHIICHH

6 ___h_______’_‘/'



4EPHOAPOOHH CH3WMH (BX. TOUYKa 4.4)

PecnnupATOpHH, IPBLAHH H MEAHACTHHAIHH HADYIUEHHHA

Penxu

[TpoBOKHpaHE HA ACTMATHUCH MPHCTHI1, OPOHXOCNAIBLM, AHCITHESR

TexKy KOKHH HEXENAHH PeaKIHH, BKIIOIHTENHO CHHApOoM Ha Stevens-Johnson (SJS), Tokcruna
enmuaepmanHa Hekponusa (TEN) u nexapcTBeHa peaknus ¢ €03HHOQHANA H CHCTEMHH CHMITTOMH

(DRESS) ca cpo6L1aBaHH BbB BPb3Ka ¢ JEYEHHETO C METAMH30 (BXK. TOuKa 4.4).

Crob1n

ABAHE HA NOJA03HPAHH HEXKEJIAHH PCaKIUH

C1o6LIABAHETO HA MOACIMPAHH HEXEIAHHM PEAKLIMM Cle] pa3pemasaHe 3a ynorpeba Ha 1ekapCTBCHHA
NPOAYKT € BaxkHo. ToBa NO3BOMSABA Aa MPOABIDKH HAOIIOACHUETO HA ChOTHOIIEHHUETO MON33/PHCK 32
feKapCTBEHMA NPoAyKT. OT MEAMIMHCKHTE CTICLHAIHCTH C¢ H3MCKBA Aa ChOOILIaBaT BCAKa
NOJAO3HPAHA HEXKENAHA PeaKLiHs Ypes:

HMsnunuuTenHa areHuMs 1o J€KapcTBara

ya. .. Jlaman I'pyes® Ne§
1303 Cogpus

Ten.: +35928903417
yebcaiT. www.bda.bg

4.9. Ilpenozunpane

CumMnToMu

OcTpoTO Npeao3UpaHe ¢€ MPOABABa C racTPO-HHTCCTHHATHH CHMITTOMH - Fa/IeHe, NOBPBLIAHE,
enuracTpanHa u kopemna 601ka, HapymeHns Ha Ob6peunara GyHkuma 10 octpa OLOpeuHa

HEAOCTATBYHOCT, NposBH oT crpaHa Ha LIHC (cBeToBBPTEK, CHHIMBOCT, AC30PHCHTALMA, ['BPYOBE
U KOMA), XMIIOTOHHS A0 UMPKYJIATOPEH INOK, TAXHKap U,

TepanesTHUHH MEPKH

He e ussecren cneuudimiex anTHaoT. [Iprnarar ce CHMNTOMaTHYHH CPEACTBA, KAKTO M TAKMBA

HEMAIIH HaMalsaBaHe Ha pe3opOumaTa (npueM Ha MEIHLHHCKH BBLIVIEH) H YCKOPSBaHE HA

CIMMHHHPAHETO HA METAMHU30J1 OT OpraHH3Ma (XeMOAUANIN3a, XeMONepPy3us, XeMopuaTpauws).

5., ®APMAKOJIOIr'MYHU CBOHCTBA

5.1 @PapmaxoAHHAMHYHHU CBOHCTBA

dapMakoTCparicBTHYHA rpyna: AHAIreTHLM U AaHTHIMPETHLH, MHPA30JIOHH.

ATC xon: NO2BBO02

MexaHu3bpM Ha JeHCTBHE

MeTtaMu301 MpeAU3BHKBA AHANTE3HA OCHOBHO OT NEPHPEPECH THII, KaTO NMOTHCKA CHHTC3a Ha
eHgoreHHH anroreHH. [TosmMgBa npara Ha Bp30YAHMOCT B TAIaMyCa M IMPOBEKAAHETO HA BONKOBH
eKCTEPO- M HHTEpouenTHBHH ummyJicu B LTHC.

Maxap u cnabo MeTaMu301 noTucka GHOCHHTE3aTa Ha NPOCTarJIaHAHHUTE, HHXHOHpaHKH
LHKJIOOKCHI€HA3aTa.
Cuuta ce, 4e HEHTPATHO-AHAITCTHYHOTO MY ASHCTBHE €€ ABb/KH HAa HHXHUOHPaHETO Ha
ANCHUIATLMKIA3aTa HIIH OokHpane Ha HH(IIyKCa Ha KAILMEBH HOHH B HOLIHLIENTOPHTE.

HNma pannwy, ye ToM YyCHIBA OTAEIAHETO HA -CHAOP(HHH, aTaKyBa NPOLIECUTE HR OKUCIUTCIHOTO

¢pocihopunupase B MUTOXOHAPUHUTE, IOTHCKA NPOAYKIMATA HA XMCTAMUH, CEPOTOHHH, PERHK

ApYrH OHOJOrMYHO AKTHBHM BELICCTBA. §§

Dapme

KO/

HHAMHWYHU €(ESKTH

P,

5

X

MeTaMH30)T IPUTEKABA CHITHO M3Pa3eH aHANTETHYCH M AHTHIMPETHYEH eQeKT HIYME
NPOTHBOBb3MAINUTE/IHO ACHCTBHE. )
-




B excniepuMEHTaIHH YCIOBHA HETOBHTE €(QEKTH MPEBUINABAT MO CH/IA TE3H Ha AUCTHICATHLIMAOBATA
KUCEIWHA, HHAOMETALIVH, I1apaleTaMolI.

MeTaMH301 0Ka3Ba CnasMOMHTHYEH e()EKT BhPXY rNIaaKaTta MyCKyJaTypa Ha MaTKaTa, AUTbuKara,
>KTLYHHTE H MUKOYHUTE IThTHINA.

52 ®@apmMaxkoKHHeTHYHH CBOHCTB2

Abcopbuusg
Cnea nepopaiHO NPUIOKCHHE, METAMH30. ¢ pe3opbupa ObP30 H IMBJIHO, KaTO BEAHAra HaITbJIHO C&

XHAPOIH3HPA A0 (apMaKONOTHYHO AKTUBHHA METAbOIHT 4-MeTHI-aMHUHO-aHTHIMPHH (MAA),
GHOHATHYHOCTTA HA KOHTO € noytH 90%.
EAHOBPEMEHHOTO NPUIOKEHAE C XpaHa HIMA PEICBAHTCH €(IEKT BBPXY CKOPOCTTA H CTCICHTA HA

pe3opbums.

Pasnpeaenenue
CreneHTa Ha CBBP3IBAHE C TINA3MEHUTE NPOTEHHH 3a YCTHPUTE METabOIHTA HA METAMH30JT € KaKTO

cneasa: 4-meTun-amuHO-aHTHIMPHH (MAA) - 57,6%, 4-amuHo-aHTHMHPHH (AA) - 47,9%, 4-popmua-
amuHO-aHTHIHpHH (PAA) - 17,8%, 4-auetun-amuno-anTunupuH (AAA) - 14,2%.

buotpanchopmarus
Knunudnata epeKTHBHOCT C€ AbJDKH OCHOBHO Ha 4-METHI-AMHHO-AHTUITHPUH, KOHUTO BMOCICACTBUE

ce Merabonuaupa B yepHua Apod 10 4-popMHI-aMHHO-AHTHITHPHH H 4-aMHHO-AHTHITHPHH. AA OT
CBOs CTPaHAa ¢e MoJJara Ha auUeTHIMPAHE B PE3YNTaT Ha KOETO ce 0bpasysa 4-aueTHI-aMHHO-
AHTUITUPHH,

EnuMuHHpase
BcuuxuTe yeTHpy MeTabonuTa ce HaMHupaT B LiepeOpocHHaIHATA TEYHOCT H C€ €KCKPETHPAT ©

MaYHHOTO MIK0. MeTaGomuTHTE Ce M3ThYBAT OCHOBHO C YPHHaTa, KaTo 3a DAA n AAA TO3H
noxasaren ¢ oxoso 60%.

5.3 TIpeaknuHHYHH AAHHH 3a 6e30MACHOCT

Cpeanara meTanHa 4033 Ha METAMH30J1, BbBEACH HHTpanepuToHeanHo ¢ 3,437 mg/kg, a cnea opanHo
npinoxenue - Hag 3 000 mg/kg. CpaBHEH ¢ aueTHICATHLUMIOBATA KHCENHHA, METaAMH30/1 € MHOIO 0-

MalIKO TOKCHUCH,

JaHHUTE OT U3CACABAHHS, IIPOBEACHH 3a OTIPEACSISHE HA HErOBaTa MOA0CTPa H XPOHHYHA TOKCHYHOCT,
C HEKOJIKOKPATHO MO-BUCOKH JO3HW OT TE3H MPHIAraH! B TEPANEBTHHHATA NPAKTHKA, METAMH30I HE
BOAM 0 MTPOMSAHA B IOBEACHHETO HA OMUTHUTE XXHUBOTHH, KAKTO U A0 3HAYHMH KJIHHHKO-
nabopaTopHUTE U MOPPOJIOTHYHH MPOMEHH.

MeTaMu30, MPHI0KEH B CKCIIEPUMEHTAIHK YCIOBHA H B I03H, ONHM3KH A0 TEPaneBTHUHHTE NPH XO0pa,
HE NpOosIBABa eMOPHOTOKCHYHO H TEPATOrSHHO JCHCTBHE.

6. ©OAPMAIEBTUYHHU JAHHH

6.1 ConucbK HA MTOMOLHHTE BEILIECTBA

JIuMoHEeHa KuceIuHa

Harpues wutpart
3axapHH HAaTpHH
Hartpues wpiknamMar
ApoMar Ha Aroja
[IpeuyucTena Boga




6.2 HechbBMeCTHMOCTH
He ca u3BecTHH.
6.3 Cpox HaroaHocr

3 rOAWHH.
Cpox Ha rOAHOCT ClIE/ ITbPBO OTBapAHE HA OMAKOBKATA: 6 Meceua.

6.4 CnenHaNHH YCJIOBHSI HA CbXpPAHEHHE
Jla ce cuxpanasa nog 25°C.

6.5 Buau cpaBpKAHHE HA ONAKOBKATA

Bytunka ot xadsso ¢rekno (xuaponuriueH knac I1I), ¢ xkankomep u kanayka Ha BHHT ChC 3ALMHTCH
npscTeH. ByTuikara ceabpaxa 20 ml pasrsop.

6.6 Crnennajuu NpeaNna3’HH MEPKH NMPH HIXBbPJsIHE H paboTa

He ca u3BecTHH.

7. TPUTEXATEJI HA PAZPEHIEHHUETO 3A YIIOTPEDBA

XUMAKC ®APMA EOOA

vi. lopuia Ne 8A, 1618 Codus, bearapus
Ten.: 02 856 31 43

uMeiin: info@chemaxpharma.com

8. HOMEP HA PAIPEHIEHHETO 3A YIIOTPEDBA

Per. Ne 20180221

9. JIATA HA ITbPBO PA3PELIABAHE/TIOAHOBSIBAHE HA PA3ZPELIIEHHUETO 3A
YIOTPEBA

Hara Ha mepBo pazpewmasane: 10, 08, 2018 r,
Jlata Ha nocneaHo nmoaHoBgaBane: 12, 07, 2023 r.

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

Hexemepu 2024 r.




