KPATKA XAPAKTEPUCTHKA HA TTPOAYKTA
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1. NME HA JEKAPCTBEHHUA ITPOAYKT
Omanrud 500 mg/ml nepopaliHy Kanku, pa3TBop

Omalgin 500 mg/ml oral drops, solution

2. KAYECTBEH H KOJIMYECTBEH CbCTAB

1 ml (20 xanku) pastBop cbabpxa S00 mg MeTaMH3oNn HaTpHH MOHOXHMApAT (metamizole sodium
monohydrate).

3a MbJIHHA CIIMCHK HA NMOMOIIHKATE BELLECTBA, BUOKTE ToYKa 6.1.
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3.  JEKAPCTBEHA ®OPMA o N

. T THA L FHLHF‘ ANHE KAPCTBATF\
IlepopanHy Kanku, pasTBop. oA ,;_:55: R

)

|

ariNepUCmMuxa Ha npogyxma Npusowenves |

BbHiueH Bug — 6ucTep, O1eg0XBAT pasTBop.

4.  KIMHWYHH JAHHU e L6053, 30 -0 W

4.1. TepaneBTHYHH NOKA3IAHHS

KpaTkocpouHO JieUeHHE Ha:

. Octpa H XpoHuuyHa Gosika, B Cly4amTe, KOrato Apyrd CpelcTBa ca HEC(HEKTHBHH HIIH
MPOTUBONOKA3aHH - raaBobosue (MUrpeHa, TEH3HOHHO riasobonue), 3u6060m, AMCMEHOpEsA, MHANTHH,
HEeBPAITHY, HEBPHTH, MNOCTTPaBMAaTU4YHa H TMocTonepaTuBHA Oonka, Oosika Npy HU3rapsHUs H

OHKOJIOFHYHH 3a00JIIBAHUA,
. buOpeun# H KTBYHH KONHKH;

¢ (DESPHJ'IHTCT C pa3auyvCH MPOHM3XO0J, HCTIOBJINABALL CC OT APYTro JICHCHHUC WM KOraTo APYrd
Cp€acTBa Ca INPOTHBOINIOKA3dHH.

4.2. lo3HpoBKA H HAYMHH HA NPHI0KEHHE

Jlo3ata 3aBHCH OT cHiIara Ha OonkKaTa M CTeNeHTa Ha MOBMIIABAHE Ha TeMIepaTypara H
WHANBHIYAJTHaTa YYBCTBHTEHOCT KbM JEHCTBHETO HA METAMM30II.
JleyenueTo ¢ npoaykra TpaOBa Aa ce NPOBEXKIa ¢ BE3MOXKHO Hali-HUCKaTa edexkTHBHA 1034 U Aa Obae

C Bb3MOXKHO Haki-KpaTKa NPOJB/KHTEHOCT.
EdextsT HacThNBa B pamkuTe Ha 30 1o 60 MUHYTH cnie MpHeMa Ha IpoayKra.

To3an nexapcTBEH MPOAYKT € MOAXOAAll 3a MPWIOKEHHE NMPH Bb3pacTHH, deua Hax 10 roamuHd u
IOHOLLIH.

HGSH pOBKA

Heya u ronowu na evzpacm 10 — 14 zo0unu
MaxkcuManHa eaduuyHa 1o3a 8 — 16 mg/kg T.1. Ilpu gpebpunurer nosa or 10 mgj
NOCTAThYHA.

Buvipacmnu u onowu Hao 15 200unu (menecio meano > 53 kg)




JHeBHaTa no3a TpsadBa na ObAc pazneneHa Ha 3 — 4 npueMa.

B tabnnuara ca npeiacTaBeHH NPENOPBUYUTEIHHTE €JHOKPATHH M MAaKCHMATHM AHEBHHM JO3M 3a
Pa3HYHHUTE BL3PACTOBH I'PYIH.

Bh3pacT/Te/iecHO TEr10 EaHOKpaTHA 1034 MakcaMATHA JTHEBHA 1032
10 — 30 xanku, exB. Ha 250 — 75( no 90 xanku, exB. Ha
10 - 12 rogunn (31 — 45 kg) mg METAMH30J1 HATPHi 2250 mg MeTaMH30/1 HaTpHii
MOHOXUAPAT MOHOXHIpAT
15— 335 kankH, exB Ha 375 — 875 no 105 kanku, ekB. Ha
13 — 14 rogunu (46 — 53 kg) mg METaMHU30J1 HATpUH 2625 mg MeTaMH30/1 HaTPHii
MOHOXHApAT MOHOXHApAT
20 — 40 xanxu, exs Ha 500 — no 120 xankH, exB. Ha
Bb3pactan v roHomu (Haa 53kg) | 1000 mg MeTaMu30n HATPHIA 3000 mg meTaMu301 HATPHIA
MOHOXHJpAT MOHOXHPAT

IHayuenmu e cmapuecka ev3pacm

He e Heobxoaumo HamangBaHe Ha 103aTa, KOraTo NMPOAYKTBT €€ NPUIara €JHOKPaTHO MIIH 33 KpaThbK
NepHOL. |

Heobxonumo e na ce oOMHUCIM HaMallsiBaHe Ha 03aTa NMPH NPOAB/DKUATEIHO NMPWIOKEHHE, Mpela BHA
TOBA, Y€ EKCKPEeHUATa Ha MeTabONNUTHTE Ha MeTaMu30)1 MOXke Aa O'be 3abaBeHa.

Iayuenmu @ yepeoeno obwo cbcmoanue u HaManeH KpeamuHuHo8 KIUPbHC
IlpenoppuYdTeNIHO € HamalsBaHE Ha 103aTa, NOpaid BB3MOXKHOCTTA 3a 3aDaBeHa CKCKpeLMa Ha

MeTaOOJIMTHTE HA METAMM3OII.

Hayuenmu c napywena 6vbpeyrna u weprnoopobua pynxyus
[TpenoppuuTENHO € HaMaldBaHE Ha [103aTa, MOpagd TOBAa, Y€ M3TBYBAHETO Ha MeTabOMIMTUTE HA

MCTaMH30J1 OT OpraHHiMa MOZKE Ia OBbJe HAMAJICHO.

[Ipy naunueHTH ¢ HapylieHa YepHOApoOHA W/wnH OBLOpeyHa QYHKIHA Ce npenopruBa H3OArBaHe Ha
[IOBTOPEH NpHeM Ha BHCOKHM A034. IIpn KpaTKOoCpOUHO NpUITIOXKEHHE HE € HeoOXOJuMa peIyKuUHus Ha

A03aTa.

HauuH ¥ NpoAbIDKUTETHOCT HA NIPHAOKEHHE
OMairiH nepopaqHH Kankd <€ IpUeMa ¢ Mallko TeyHocT. IlpoaykThbT Moxke 1Ja ce MNpHeMa
HE3aBUCHMO OT BPEMETO Ha XpaHeHe.

[IpoABIKUTENHOCTTa HAa MPWIOKEHHE 3aBHCHM OT BUIA M TexKecTra Ha Oonkata M CTENEHTa Ha
MOBHILIEHHE Ha TEMIepaTypara.

B cnyvai, 4ye NpoAyKTHT HE € HA3HAYEH OT JeKap, MPUIIOKEHHETO MY KaTO aHAJIreTHK He TpAGBa Ja
HaJBHLIIABA 5 JHM, 4 KATO AHTHINMPETUK - 3 JHH.

[Ipy NPOABIDKUTENHO TPUNOKEHHE € HEOoOXOOUM pefoBEeH KOHTPOJ Ha KpBBHATaZ KapTHHA, BKIL.
andepeHUHANIHA KPbBHA KapTHHA.

4.3. IlpormBonoxazaHus

. CBPBXYYBCTBUTCIHOCT KbM MCTAMH30J1 HIIH KbM HAKOC OT NNTOMOLWHHATE BCIICCTBA, HBﬁpﬂ'eHH B

TOuKa 6.1.; .
.

v CBp'bX'-IyBCTBHTEJ]HOCT KbM JPYTH JI€KApCTBA OT TpPynata Ha Hﬂpm‘ﬁ. E‘ﬂfE
— #

NMUpas3oaoAuHuTe (PeHasoH, nponudeHa3oH, PeHUNOYTazoH, oKcHbeHA30H); ST

. aHAMHECTUYHM [AHHW 34 AHAITETAYHA acTMa WU peakLMH Ha CEPLXHYP/Q’&}@JH-IWT 'b
: J'L'L

ananretuuH, anrunuperdud uny HCIIBC (nmauueHnTH, pearvpallid ¢ GpOon'

aHAQHUNAKTOMIHHU PeaKUMH KaTO YPTHKAPHA, PUHHT, aHTHOeeM);




. aHAMHECTUYHH [JaHHMA 32 HACTOSALIM HIH YCTAHOBEHHM B MHWHAJIOTO KPBbBHA AUCKPAa3Ha WM
Nenpecus Ha KOCTHHA MO3bK, OCODEHO ako ce kacae 3a JICBKOMEHH, arpaHyJIOLMTO3a, XCMOJTUTHYHA
aHeMHs, arUTacTHYHA aHEMHA ciiell NMpHeM Ha METaMH30l, JPYrH MNHpa30JIOHH WIH NHPa30JIOAHHH,

HCIIBC;

. HapylieHa Mue/ToHaHa GYHKUMA (Hanp. cJied JICYeHHe C LIMTOCTAaTULIM) HIIH 3a00nABaHHA Ha
XEMOINOEeTHYHATA CUCTEMA;

. OCTPa UHTEPMUTEHTHA YepHOoaApoOHa nopbupus (CHILECTBYBA PHCK OT OCTBD IPHCTHI),

. BpOJIEHA FJIIOK030-6-pochar AeXHApOreHa3Ha HEAOCTATBMHOCT (CHLUECTBYBA PpHCK OT
XEMOJIH3a);

. TEXKH YepHOAPOoOHU U OBOpevHH 32601 BaHN;

. MBLPBH W NOC/IEASH TPHMECTHP Ha OpeMEHHOCTTA H B NepHO/a Ha KbpMEHe (BX. Touka 4.6),

. neLia Ha BB3pacT noA 10 rogyHH, BKJI. HOBOPOAEHHM U KbpMaueTa.

4.4. Cpoenmains npeaynpexieHHsd H Npena3HH MEPKH lIpH ynoTpeda

[TpueMbT Ha METAMM30J MOXeE [1a NpEAH3BHKA, MaKkap H B pPEIKH Ciy4aH, >XHBOTO3aCTpaulaBaliH
HEXEJIaHU peakuu KaTo aHadUIAaKTHYEH LIOK U arpaHy/joLuTo3a (Bx. Touka 4.8).

[Ipy maumeHTHTE ¢ aHaMHe3a 3a aHaQWIAKTHYHH M HMYHHO OOYCIIOBEHM peaklii¥ KbM METaMH30J1
(Hamp. arpaHyJoIMTO3a, TPOMOOLMTONECHHMS, NAHUKTOIIEHU:) TpAOBaA 1a ¢e MMa Mpel BUI NOBUILCHHA
PHCK 33 pa3BUTHE Ha TAKHBA CJIC] NPHEM U Ha JpYrd NMHPa30oJIOHH, MHPA3ONHUAHHH WIH aHAJITCTHLH OT
apyru rpynu u HCIIBC.

[Ipenu MpUICKEHUETO HA MPOAYKTa TpAOpa na 6bae cHera moapobHa aHaMHe3a, KaTo MpH JIMLATA ¢
MOBUILIEH PHCK OT aHadWIaKTHYHM peakuyd M TakMBa OT CTpaHa Ha XeMOMOETHUYHATa CHUCTEMa,
cBBbP3aHM ¢ npuema Ha aHanretvud v HCIIBC, nekapcTsore cneasa na ce mpuiara rMpH TOYHA
OLIEHKA HAa CLOTHOILIEHHETO NONI3a/pUCK.

Peakiiny ot cTpaHa Ha HMYHHATa CHCTEMA

PuckbT OT TeXXKH aHAQUITAKTOUHH peaKLdH e N10-BHCOK TpH:

e TNALMEHTH C aCTMa, CBLP3aHa C MPUEM Ha aHAJINCTHLM WIH NPH TaKMBA ¢ U3BECTHA HEMOHOCHUMOCT
KbM aHaNreTHLIH, POABABALLA CE C PEAKIIHH OT THIIA YPTUKaPHA-aHTHOCKEM,

e MNanyeHTH ¢ OpOHXHAIHA aCTMAa, 0COOEHO NpUAPYKEHA ¢ PHHOCHHYHT H HA3aJ1Ha MOJIMNO3a;

e JIHLA, CTPANAIM OT XPOHUUHA YPTUKAPUS;

e JIHLA C HEMOHOCHMOCT KbM OUBETHTENH (Hanp. TapTpa3MH) U KOHCEpPBAHTH (Hanp. 0eH30aTH),

e JIMLA C HEMOHOCHMOCT KBbM aNnKoxon (aHAMHECTHYHH AaHHHU 3a IM0SBa Ha ChA30TEUYEHHE, KHXaHE H
MHTEH3MBHO 3aYepBsBaHe Ha JIMIETO TP KOHCYMALMsA U Ha MAJIKY KOJIMYECTBA AKOXOJIHU HANMTKH).
TakaBa HEMOHOCHMOCT KBM ANKOXOJN MOe A3 Obae mokasares 3a MpeAMlIeH HeQHarHOCTHLHpaH

AHAIITETUYHO CBBP3aH aCTMa-CHHIPOM.

[Ipy mauyMeHTH ¢ MOBHMLUEH PHCK OT aHAQHUIAKTHYHHU peaKLMH € HEOOXOAHMO CTPOro MOHHMTOPHpaHe
Ha Te3W NMALMEHTH U €BEHTYAITHO OCHIYPsABaHe Ha MEPKH 3a CreLlHA MOMOLL,

Peakli¥H OT cTpaHa Ha XEMOIOETHYHATA CHCTEMA

B cayuali, ye ce yCTaHOBU KIMHHYHA CHMITTOMATHUKA, CYCMIEKTHA 3a Pa3BUTHE HA arpaHyJIOUWTO3a,
TPOMOOLMTONEHHA KM TAHLUMTONEHHA (MOBUILEHA TEMIEpaTypa, BTPHUCAHE, BB3MAIHTEIHH H
Gone3HeHH UIMEHEHHA MO JIMraBHLIaTa Ha YCTHATA M HOCHA KYXHHA, I'bpJIOTO, FTEHHTANHHUTE, aHyca,
BJIOLIABAHE HAa ODLIOTO CHCTOAHHE, 3HAUUTEHO NoBHIlIeHH cToHHOCTH Ha CYE, Ham

l'lpu NalMeHTH, TNpHEMAIlM AaHTHOMOTHUM, KIMHMYHMTE TIPOABH Ha KWBHYHOHHWB&T
NaHLUMTONMEHUATa Morat Ja 6saat cnabo U3paseHH. B
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[TamenTuTe TpAOBa Aa ObHaT HHQOPMHpPAHM 3a E€BEHTYAJHMTE NPH3HALIM Ha arpaHynoLMTOo3a U
MaHLUTOTIEHHS H 33 HEOOXOOUMOCTTAa Aa NOTHLPCAT BeAHAra JeKapcKa IMOMOLL MpH MosABa HA TakWUBa

CUMIITOMHA.

XUIOTOHHMS, IMPKYIAaTOPEH KOJIAMNC W APYTH HapYIIIEHW OT CTPAHA Ha CbPACYHO-CBHAOBATA CHCTEMA

MeTraMH30/1 MOXe J1a TIpeAH3BHKA XMITOTEHIWBHU PEaKLMK, KOUTO MOraT Ja 6BaaT W 103a-3aBHCHMHU
(BX. Touka 4.8). BepoarHOoCTTa 3a TAXHATA MOABA € NMO-BUCOKA MPH NMapeHTEpanHO NPUIOKEHHE Ha

MCTaMH30JI.

[IpepmiecTBainaTa XHMOTOHHSA, OEXHUIpATallUA, XHIepupekcus, HecTabuiiHa KpbBHa LHPKYJIaLUUsa M
HAYAJIHA LHPKYNATOPHA HEAOCTATBYHOCT (HANMp. MHOXECTBEHA TpaBMa, MHOKapaeH HHGapKT)
U3HCKBAT TMOBHUINEHO BHHMAHHE W KOHTPOIHPAHE HA CHCTOAHUETO, Thil KaTO PUCKELT OT pPa3BUTHUE Ha
XUIOTEH3HS ClIE]] IIPUEM Ha METAMHU30)1 B TE3H CIIyYaH € 110-BUCOK.,

3a HaMangBaHe Ha PHCKa OT XHNOTCH3MBHH pPCAKUHH € He0OX0JAUMO Ja BJS3aT B C'l::ﬂﬁpaJKBHHE
NPEBAHTHBHHA MCDKH, HAIIP. CTHGHJ'IH3HP&HE Ha IHMPKYJIalHATA.

Mertamuzon Tpsbpa na ObjAe M3NOJA3BAH BHHMATEJIHO M NMPH KOHTPOJIUpPaHE HAa XEMOAWHAMHYHMTE
MoKa3aTeNd MpH MaLUeHTUTe, NMpPU KOWTO TMOHIDKEHWETO Ha KPBBHOTO HanArane TpabBa ma 6wae
o0e3aTenHo H3bersaro, Hamp. TAaKMBa ¢ TEXXKHU KOpOHApHH 3a00nsABaHUs WIH BUCOKOCTENEHHA CTEHO3a
Ha MO3bYHHTE CHAOBE.

TexKkH KOXHHY peakKlIHK

Hanuue ca cpoblieHns 3a pa3BUTHE HA XKHBOTO3ACTpallIaBalllM KOXKHH peakLMH kaTo Stevens-Johnson
CHHAPOM M TOKCHYHA enuJepMallHa HeKpoM3a ciell nNpueM Ha MetaMu3oi. [Ipy nogsa Ha KIMHUYHY

MNposABH, CYCIICKTHH 34 [NOABATd Hd TC3HM pCAKUHH (HPOFPECHBEH OﬁpHB, HECTO TMIPHAPYHAKEH C MNOABA HaA
MEXYPH B KOXKHH M JIHTABHYHH .TIEBHH), JEYCHHETO C MCTaAMH3IOJ T‘pﬂﬁBa 1a Owae NpCyYCTAaHOBEHO

BeJHara U ja ObJaT NpeanpHeTd CbOTBETHA MEPKHU.

[Maumenture Tpabea aa 6baaT UHQOPMUPAHH 32 €BEHTYATHUTE MPU3HALIM HA T€3U KOXKHU PEakLMH U
3a HeoOX0AMMOCTTA B T€3H ClIy4ai a NOTHPCAT BEAHAra JieKapcKa NOMOLLL.

JlekapCcTBEHO MHAYIMPAHO YepHOAPOOHO YBpexIaHe
CrollleHH ca cnyvyad Ha OCTBP XenaTHT, NpeayMHO OT XeNnaToUeNnynapeH THIl, NMPpU NalHEHTH,

JIEKYBaHHU C METAaMM30J1, C HAYAJIO OT HAKOJIKO JHM OO0 HAKOJIKO MECELIA CIIE/ 3an04YBaHe Ha JIEYEHHETO,
{Ipu3HauuTe ¥ CHMNITOMHTE BKIKOYBAT MOBULICHH 4YEepHOAPOOHH €H3UMM B cepyMa CbC WM Oe3
KBITESHHLIA, YECTO B KOHTEKCTA HA APYrH peakLMd Ha CBPBXYYBCTBUTEIHOCT KbM JIEKAPCTBOTO (Hanp.
KOXKeH OOpHB, KPBbBHM AHCKpPa3HH, TIOBUIIECHA TEMIMEpPaTypa W €O3HHOMOUIHUA) UIH MPUAPYNKEHH OT
XapaKTEPUCTHKH HAa aBTOUMYyHEH Xenarur. I[loBedyeTo NAUMEHTH Ca C€ BB3CTAHOBHIM IIpH
peKpaTABaHE HAa JICYCHUETO C METAMU30M; BBIIPEKM TOBA B OTHEJHM CJIYYaH HMa CHOOLIEHHA 3a
NpOrpecHus A0 OcTpa HepHOoApOOHAa HEAOCTATBYHOCT, Hajlarauia 4YepHOApPOOHA TPaHCIUTAHTALMUA.
MexaHn3MbT Ha MHAYLMPAHOTO OT METAMM30J1 HepHOAPOOHO YBpEXKAAHE HE € U3IACHEH HaNbJHO, HO
JAHHUTE TIOKA3BaT UMYHO-aAEPrHYEH MEXAHU3BM.

[TaupentuTe Tpabea aa 6BAAT HHCTPYKTHPAHU Ja C€ CBBPXKAT ChC CBOA JIEKap B ClIydad HA NogBa HA
CHMITTOMM, TMpeanojaraid depHoApoOHo yBpexxnaaHe. [Ipy TakuBa nauMeHTH ynoTpebata Ha
METaMH3011 TPAORA J1a ce NpeyCTaHOBH M Ja ce OLIEHH YyepHoapobHaTa PyHKLUA. / - " Z:\H“

MeTtamu3zon He TpsAOBa Aa C€ RLBEXKAA MOBTOPHO MPH MALMEHTH ¢ €MA304 Ha Yep,
M0 BpeMe Ha JICYCHHE C METAMH30JI, IPH KOHTO HE € YCTAHOBEHa IpYyra NpHUKHASE Y

yBpEKIaHe.
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[IpH NaLWeHTH ¢ HEOIUIA3WH H NOMJIOXKEHH Ha JICYCHHUE C LIUTOCTATULIM MPHUIOXKEHHETO Ha MPOAYKTa €
HeoOxoaNMO aa Obae CBLIPOBOACHO € PEeryJsipeH KOHTPOJ HA KPbBHATA KApTHHA C OIJie[ IpeBEeHIMA
Ha arpaHyJIOLMTO3a, TPOMOOLIMTONEHUA M NMAaHLUTONEHHUA.

IlpooyKTET ce npunara ¢iell BHUMAaTENIHA OLeHKA OT CITELHMAIUCT HAa CBhOTHOIIEHHETO NOJI3a/PUCK NPH
NaLHeHTH C yBpedceHa WiIH HaMalieHa Ou0peuHa U vepHOApoOHa (QYHKIMA (ITPH Bb3paCTHH MaLUHUEHTH
EKCKpeLUATa Ha METAMH30JT OT OpraHu3Ma Moxke na Obae 3abaBeHa).

[Ipu penosHo npuemaHe Ha obe3bonsBalun NpOAYKTH MOKE 1a HACTBNH yBpexaaHe Ha ObOpeLuTe, B
HAKOH CIy4YaH A0 pa3BHTHC Ha On0OpeuyHa HEAOCTaTHLYHOCT (T.H. aHANreTH4Ha HedpomnarTus).
[TpoabKUTENHOTO NpUiarale Ha NpoAyKTa rmpH 00AHH ¢ OLOpeYHH YBpEXIaHUA H3UCKBA BHUMAHME.

BB3MOXKHO € .12 c€ MOABH UM 12 C€ BJOLIH HAITHYHO rinaBodonue cnen NnpoabpmXHUTCHHO JICHCHHC C
adHaJITCTHUH (HDBC‘IE oT 3 Meceua) IMPH H3MOJA3BAHC HAa AHAITCTHLH TIPC3 ACH HWIH TNO-4YCCTO. Tosa
rinaBo0onue He T]JHﬁBEl Ad C€ JICKYBa C YBCJIHYaBaHC Ha A034T4, 4 € HeoOXoAUMO JIeUeHUETO Ja CC

MPEKPATH cAeH KOHCYATALMA ¢ IeKap.

Ilpy npueM Ha MeTaMH30J1 BBB BHCOKH HO3M, YpHHATA MOXE Ja CE OLBETH B uYEepPBEHO, MOPaaH
IIOBUILIEHA €KCKPELIMs Ha py0a30HOBA KUCETUHA.

IlpunoxxeHUeTo Ha MeraMuson npu geua noa 10 roguHU Moxe Ja CTaBa caMo CJi€d Ha3HAYEHHE OT
nexap.

20 kanku pasteop (1 ml) ceaspxkar 1,5 mmol (34,3 mg) HaTpHid, KOETO CJIe/IBa Ja C€ UMa NpEABHA
TIPH TNMaLWEHTH Ha AMETA ¢ KOHTPOJIHPAH MPUEM Ha HATPHIA.

4.5. BzaumMogelcTBHe ¢ IPYIH JIEKAPCTBEHE NPOAYKTH H Apyri ¢opMu HA BzauMoJcHCTBHE

PUCKBT OT pa3BUTUE Ha peakLHH Ha CBPBXUYYBCTBHTEIHOCT € MO-BHMCOK NPU €IHOBPEMEHEH ITPHEM C
Apyry aHanretuuu, anrMnuperduuu 1 HCIIBC.

EnHOBpEMEHHOTO NPWIOKEHHE HA METAMH30J1 H METOTpeKcaT, 0co0eHO B cTapyecka Bh3pacT, TpsabBa
na ce u3bArea, Thil KATO € BE3MOXKHO MOBHLICHHE HA XEMOTOKCHYHOCTTA HA METOTPEKCAT.

C'I:-I.IleCTByB& PHCK OT IIOGTHCKaHC Ha4 XCMOIOE3aTa I[MpH C€JHOBPCMEHHO JIPUIIOKECHHE C JOpYru
JJCKApPCTBa C XCMOTOKCHYHO nercrBue, Hallp. TAKHBa CbhbABPXKALIH 3J1aTO, ITIPOTUBOPAKOBH INPOAYKTH H

Ap.

DapMaKOKHHETUYHO B3aUMOAEHCTBHE — MHAYLIMPAHE HA JICKAPCTBO-METa00IM3MPAIIIH EH3UMHU:
MeTtaMH301 MOXE Aa HMHAYUMpaA JeKapCTBO-MeTabonu3Mpaluy eH3uMH, BrodntenHo CYP2B6 n

CYP3A4.

EOHOBPEMEHHOTO NPUIOKEHHWE Ha MeTaMU30J ¢ OynponuoH, edaBUpeHL, MeTazoH, Banmnpoar,
LIUKAOCIIOPHH, TAKPOAMMYC WU CEPTPAIMH MOXKE Ja AOBeAE A0 HAMANABAHE Ha TUIa3MEHUTE
KOHLIEHTPALIMH Ha TE3H JIEKapCTBa ¢ MOTEHUMANHO HaMaJisBaHe Ha KIMHW4Hara edukacHocT. I[lopaau
TOBa C€ IMpENnopbYBa TOBHULIEHO BHHUMAHHE TPH EOHOBPEMEHHO [IPUMOKEHHWE HAa METaMH30II,;
KITHHUYHHAT OTTOBOP H/WHM HUBATA Ha JeKkapcTBara TpadBa fa ce npocneasBaT no noaxoAAil HauKH.

MeTaMH30J1 MOXe na:

- AOBCAC A0 HAMAJICHHC Ha IUIESMCHHTC KOHUCHTpAallHW Ha SYHPGI'IHOH npH €AHOBPCMEHHO
IIPRJIOKEHHC,

) ar -
- B3daHMOICHCTEBA K 4 OOBCAC OO0 NMpOMsHA B ecbex'ra Ha KaIITOIIpHl, JIHTHH W
NEPOPATTHUTE AHTHKQAryJIaHTH, KAKTO M J1a MOBJIHE ePUKACHOCTTA HA aHTUXHUIIEPTEH3 r{‘ﬁ:’ibgf

H NYPETHIINTE; ST
| kMcenuHa (

f
- NpeAn3BUHKA NMOHWKEHUE Ha e(eKTUTE Ha HUCKHM JO3W aLEeTWICAITHIUIO

I . _ T
BRbpXY TpOMOOLHTHATa arperauus. Tasn xomOuHauua Tpabsa na ce uzbArsa npu naleHTH NpUeMainy
ASA 3a KapaWONpoTEKLIMA. N "~y
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EnHoepeMeHHaTa ynorpeba ¢ XnopripoMazuH MOXKe 1a AOBEAE IO PHUCK OT TEXKKA XMIIOTEPMHA.

KoHcyManmsTa Ha allkoXoJ 110 BpeMe Ha JIeYeHHe ¢ MeTaMH30a TpsA0Ba aa Oble orpaHHYaBaHa.

JlabopaTopHu n3cnenBaHus

JloxnaneaHo € BB3AEHCTBHE Ha METAMHM30JI BBPXY HAKOM J1labopaTOpHH METOIHM Ha H3C/eABaHe,
OCHOBAaHM Ha TpHHIepoBaTa peakiisa Wiad TpuHaep-noaoOHUTE peakuuH (Hanp. NMpH U3MEpPBaHE Ha
CEpYMHHTE HUBA Ha KpeaTUHMH, TpumMuepuan, HDL, xonecrepon # nMkoyHa KHCeJIHHA).

4.6. @epTraETET, OpEMEHHOCT H KbpPMEHE

bpeMeHHOCT |
Jluncear JOCTaTEYHO AAHHH, OTHOCHO MPHIOXKEHHETO HAa METAaMH30J MO BpeMe Ha OpeMEHHOCT.

MzBecTHO €, ue METAMH30JI IPEMHHABA ITaLieHTapHaTa Gapuepa.

JInncea WHGoOpMaLua 33 TepaTOreHHO AEHCTBUE OT EKCHNEPHUMEHTAIHH H3CNeNBaHHMsA, HO MOpaaH
OTCHCTBHETO HA JJaHHH OT KOHTPOJMPAHH KIMHHYHY H3NMTBAHUA NIPH XOpa, METaMHK301 He TpabBa aa

CC IIpHIara 1npe3 NspBHA TPUMECTEP HA GPEMBHHOCTI‘B.

MeraMuzon ¢ cna® MHXHMOMTOp Ha NMPOCTArNaHAMHOBATA CHHTE3a, NOPagd KOeTo He MOXKe na Obre
M3KIIOUEHA BEPOATHOCTTa OT TNPEXICBPEMEHHO 3aTBapsHe Ha boTanoBus npoToK, Kakro H
MEPUHATANTHH YCJIOXKHEHUA B PE3yNTAT Ha MOHMWXKaBaHE Ha TpoMOOUMTHATA arperauus NMpH IUIOAA M
MakKaTa, KOeTO NpaBA METAMM30J1 NPOTHBONOKA3aH Mpe3 NocJeAHUs TPUMECTHP Ha OpeMEeHHOCTTA.

B ocrananure NnepuoaH Ha 6PBMEHHOC'IT3 MNpOAYKTBET MOXKEC Ja C€ Tpunara cCjie] OLCHKAa Ha
CBHOTHOILICHHWNETO ITOJI34 34 MaﬁKaTafHOTEHLIHHIIEH PHCK Ha U104 U HOBOPOACHOTO.

KbpmeHe
MeTabonuture Ha METaMHU301 NPEMUHABAT B MaHYMHOTO MIISKO, MOpaaH KOETO KbPMEHETO CJIe/1Ba Aa
Obae npeycraHOBEeHO 3a NEPHOAA HA NpPUEM Ha JIEKAapCTBOTO M BB3oOHOBeHO 48 4yaca cnepn

MPpCKpATABaHC HA JICHCHHETO.

4.7.Edexrn BpXy cnocoOHOCTTA 3a IodupaHe H padoTa ¢ MAITHHH

[lpunoxxennero Ha OMaiaruH B TEpaneBTHYHM [03M HE MOBIMABA CNOCOOHOCTTa 3a LOQHpaHe W

paboTa ¢ MaUIHHH.
[Ipy npueM Ha BHCOKM N03H, ocobeHo cnen ynorpeba Ha ankoxof, Karo npeanazHa MApKa ce

NpenopryBa Aa ce u3barea wodupaHe M M3BLPILIBaHE HA APYTH OMACHH AEHHOCTH.

4.8. Hexelann JekapcTBEeHH PeaKNHH

B Ta3u Todka e H3noa3BaHa CJICAHAaTa KOHBEHIIUMA 34 KHHCHd)HHHpﬂHB H4 HCKEJIAHUTE JICKapCTBCHH
PE€AKIIHH B 3AaBUCHMOCT OT HECTOTATA:

. Yecti: >1/100 no <1/10,

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

. Peaxu: >1/10 000 no <1/1 000

. MHoro peaxu: <1/10 000

. C HeM3BeCTHA YeCTOTa: OT HAJIMYHHUTE JaHHU HE MOXeE J1a Oblie onpeaesneHa 4ecToTaTa.

B:3MOXKHH Ca CleAHHTE HEXKETAHH NEKAPCTBEHH PEAKLIMH, CBBbP3aHH ¢ NPHEM Ha METAMU3OM; -
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MHoro peaku

Arpanynouurosa (BxJI. GaTajlHy cliyyau),
TpoMOoLHTONEHNA (BXK. TOUKA 4.4).

OOuKHOBEHO ce Kacae 33 HMYHOJIOTHYHO
obycrmoBeHH peakliMH. Te MOrar J1a ce pa3sBHAT H
PpH NAlUEHTH, NPH KOUTO MPU NpeJHILIHO
H3MNO0JI3BAHE HA METAMH30M He ca Habalonasany
NoAOOHH YCITOKHEHHA.

Te3n peakivn He ca 0030-00YCIIOBEHH H MOKE
Jla Bb3HHKHAT M0 BCAKO BPEME Ha JICYCHUETO,
MaKap 4e PUCKBT HApacTBa B OTAENHHU ClTy4aH
TIpU NpHEM Ha METAMH30J1 HaJl 7 JHH.
HezabapHoTO npekpaTaBaHe NpUcMa Ha
JIEKapPCTBOTO € 3aABJDKUTEIHO B TE3H CIIYYaH U
He cJieZiBa Aa 6bae oTaaraHo 10 ojy4yaBaHe Ha
pe3ynTaTuTe OT 1abOpaTOPHUTE U3CIEABAHUA OT
riaeaHa Touka H304reaHe Ha HEOYAKBAHO
BIOLIIABAHE HA ODLIOTO CHCTOAHHUE.

Hapyviinenus Ha UMYHHATA CHCTEMA
Penku

MHoro peaku

C Heu3BeCTHA H4E€CTOTA

AHa(pHUIaKTOMIHH H aHAQWIAKTHYHH PEaKLMK
(no-nekure GopMH ce MpoABsBAT ¢ NPOABH OT
CTpaHa Ha KOXKaTa ¥ JTMraBULIUTE KaTo ChpOex,
3aTOIUTSIHE, 3aUepBABaHe HA KOXKATa, YPTHKapHA,
OTOK, AHCIHESA, CTOMAIHO-4YPEBHH OTIaKBaHHUA,
Te Morar zja nporecHpaT 40 FreHepalu3upaHa
YPTUKAPHS, aHI'HOEEM, OPOHXOCTIA3EM,
APUTMHH, XUITOTOHHS, LIUPKYJIATOPEH LUOK)

AHanreTMyHa actMa, OpoOHXOCIa3bM,
LUPKYJIATOPEH LIOK

AHadunnakTiyeH wWokK (no-4ecTo ce HabmogaBat
clfiell NapeHTePaHO MPUIOKEHHE U MorarT J1a
OBbJaT TEXKH, XHUBOTO3ACTPALIABAILH U JaXKE C
¢araneH u3xoa)

HapyuieHus Ha KOXkaTa M NMOAKOXKHATA

ThKaH
HeyecTn

Penxu

MHoro peaku

KOXHM peakiiMi Ha CBPBXYYBCTBHTEIHOCT —
oOpuB, CBpbEX

Makynonamnysao3eH €K3aHTEM, YPTHKapHH,
cbpbexk, epureMa, Nyprnypa,

CunapoM Ha Stevens-Johnson, TokcuuHa
eNHiIepMalHa HEKpOJM3a

MedDRA SOC/HecroTa Hexenana JexapcTBEeHA peaKIHs
ChaoBH HAPYIHEHHUA
HeuectH XHUNOTOHHA P
3HauYMMa, B HAKOM CITYY4au KpUTHYHA,

XHIMOTEH3UBHA peaKLHa MOXKe Ja ce Hab
[PH AaLMEHTH C H3Pa3eHa XHINEPITHPEKL
KJIMHUYHH NPH3HALIM Ha cspbquacrameﬂmcr

ChpaeyHU HAPYIICHUS
C Heu3zBeCTHA 4YEeCTOTA

CuHapoM Ha KoyHuc W iy

EICTRR N 2
e ,! %




Hapyiienns Ha 6n0peninTe ¥ NHKOYHUTE

_ObTHIA
Muoro peaku OcTpH HapylueHnA Ha ObbpeunHaTa GyHKUMA

(NpoTenHypHUs, OIMIypHs, aHYpHA 10 OCTpa
OBOpeYHa HENOCTAaTBEYHOCT), OCTHP
MHTEPCTHLIMAJICH HEDPHT

CTomMauIHO-YpeBHH HapYIIEHHA

C HeuzBecTHa YeCToTa KbpBeHE OT cTpaHa Ha XPaHOCMMJIATENIHMS TPaKT
Xenaro-6unuapHy HapyIEHHS
C HeH3BECTHA YECTOTA JlekapcTBEHO HHAYLMPAHO YepHOAPOOHO

YBpEKAaHe, BIIIIOUHTEIHO OCThD XENaTHT,
XXBITCHULA, TOBULIEHH YE€PHOAPOOHH EH3HMH
(BX. TOuKa 4.4)

O61u HapyiieHus u edekTH Ha MACTOTO Ha

NPUJIOKEHHE
C HeM3BECTHA YeCTOTA UepBeHO OLIBETABAHE Ha YPHHATA, KOETO MOXKE
Na € NpeAU3BHKAHO OT HAJIMYHETO B YPUHATA Ha
HUCKH KOHIIEHTpallMH Ha 6e3BpeaHusa MeTabonuT
py0a30HOBa KHCEIHHA

Crobiuasane Ha NOAO3UPAHHK HEXKETaHH peaKLuH

Cp0o0LaBaHeTO Ha MOAO3MPAHH HeXeJlaHW peaKLMH ClIe]] pa3peliaBaHe 3a ynorpeda Ha IeKapCTBEHHA
NPOAYKT € BakHO. TOBa MO3BOJIABA A MPOABJUKH HabOIIONEHHETO Ha CHLOTHOLIIEHUETO TI0N13a/pUCK 3a
nekapcrseHus npoAykT. Or MeOHLMHCKHTE CNeiMalucTH Ce H3HMCKBA Ja CboOIaBaT BCAKa
NOJO3HPaHa HeXellaHa peakLus Yypes:

HM3nbaHWTENHA areHLHa o JeKapcTBaTa

yn. ,,Jlamsan ['pyer” No8

1303 Codmus

Ten.: + 359 2 8903417

yebcaiiT: www.bda.bg

4.9, Ilpenosupane

Cumnmonmu

OcTpoTO IMpeno3upaHe ce€ MNpOABABA C TacCTPO-MHTECTHHAAHH CHUMITTOMH - rajeHe, MOBPBIIAHE,
enuracTpaiHa W kopeMHa 6onka, HapyuweHns Ha 6bOpevHara ¢yHkUua no octpa OBLOpeuHa
HEAOCTATHLUYHOCT, NO-PAAKO ¢ NMpoaBH oT cTpaHa Ha LIHC (cBeTOBBpTENK, CHHIIMBOCT, JC€30pHEHTALIHS,
MbPUOBE WM KOMA), XUTTOTOHUR 10 LUPKYIATOPEH 1UOK, TAXUKAPAUA.

Tepanesmuvnu Mepxu

He e wusBecreH cneuuduueH aHTUaoT. Ilpunarat ce CcHMOTOMATHYHH CpPEeAcCTBa, BKJI. Oera-
AHTAFOHHMCTH C OrJieA M30ArBaHe Ha KApPAHWOTOKCHYHH €(EeKTH, KAKTO M TaKHBa LIENALIA HAMaJItBaHE
Ha pe3opOumsTa (mpHeM Ha MEOWULIHHCKM BBLITIEH) H YCKOPABAaHE Ha €JIMMHHUPAHETO HA METAMH30M OT
opraHuMsMa (xeMoaHanusa, xeMonephy3us, XeMobUaTpaLu).

5. ®APMAKOJIOIHYHH CBOUCTBA

5.1. ®apMaxkoaHEAMHYHH CBOHCTBA

(dapmakoTepaneBTH4Ha rpyna: J[pyry aHanreTHIM U aHTHTTHPETHLIN, MHPA30JIOHH;
ATC xoa - N02BB02

MexaHU3bM Ha JeicTBUE i -
MeTaMu30/1 NIPEAH3BUKBA AHAIre3Ws OCHOBHO OT TNepH(EpEH THI, KATo Il Tﬂcxa cnmsa

eHaoreHHu anroreHd. [lopnuasa npara Ha Bp30YAMMOCT B Tanamyca U MpoOBeE ’{km Ha ﬁoﬂk "
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excrepo- U WHTepouenTHeHM umnyincH B LIHC. Ilotucka OvocHHTe3aTa Ha npocTarjlaHOWHHTE,
MHXHOUpPaHKH LMKJIOOKCHUI€HA3aTa.,

Cuuta ce, 4Ye IEHTPAIHO-aHAIMeTUYHOTO MYy JeHCTBHe ceé IbKH Ha HHXUOMpaHeTo Ha
afeHWIATIIMKIIa3aTa Wik 610kHupaHe Ha HHGUTyKCca Ha KaJLUeBH HOHH B HOLIMLICMTTOPHTE.

HMma nauHM, 4e TOM YCHJBA OTAENAHETO Ha [B-eHOOp(HHM, araKyBa IMpPOLECHTE HAa OKHUCIHTEIHOTO
dbochopHIupare B MUTOXOHIPUHTE, MOTHCKA MPOLYKLUATA HA XHCTAMHH, CEPOTOHHH, OPaZIMKHHHUH H
OPpYrH OHONOTHYHO aKTHBHH BELLECTBA.

dapmakoAMHAMHYHHE €QeKTH

MeTaMH301 TPHTEXKABA CHIHO H3paseH aHaNreTHUYEH M aHTUIIMPETHYEH eQeKT H  YMEpeHo
NMPOTHBOBB3NATUTEIHO AEHCTBHE.

B excrnepMMeHTaNTHH YCJIOBUA HEroBuTe edekTH NpeBUILABAT MO CHIA TE€3H Ha alETHIICANHLIWIOBATA
KHCEJIHHA, MHAOMETALIMH, NapaLeTaMon.

MeraMu301 OKa3Ba HK3BECTEH CIMAa3sMONUTHUYEH e(eKT BbpXY [JaJKaTa MYCKyJaTypa Ha MarTKara,
HTBUKATA, HKIBYHHTE H THKOYHHUTE TBTULLA.

5.2. @®apMakOKHHETHYHH CBOMCTBA

Ab6copbums

Cnen nepopajiHO NMPUIOKEHHe, METAMH30J1 ce pe3opOKpa 6Bp30 M ITBJIHO, KaTO BEHAra HAITbJIHO Ce
XUApONH3Npa 10 (apMaKOJIOrM4HO AKTHBHUA MeTadonur 4-MeTHN-aMHUHO-aHTHNHUPHH (MAA),
OHOHAITMYHOCTTA Ha KOMTO € noutH 90%.

EIHOBpPEMEHHOTO NMPHIIOKEHUE C XpaHa HAMa DelleBaHTEH e€(EKT BbPXY CKOPOCTTA H CTEIEHTa Ha

pe3opOiu.

PasnpeneneHue

CrenenTa Ha CBBLP3BAHE C IUIA3MEHMUTE MPOTEUHH 332 YETHPUTE METaboUTa Ha METaMH30J € KaKTo
cneasa: 4-MeTWI-aMHHO-aHTHIIHPUH (MAA) - 57,6%, 4-aMuBO-aHTUNTHPHH (AA) - 47,9%, 4-bopMmun-
aMHHO-aHTHIMPUH (PAA) - 17,8%, 4-auetnn-aMuHo-aHTUIIUPHH (AAA) - 14,2%. |

buorpancdopmanus |
KiuHuyHaTa eeKTUBHOCT ce ABDKM OCHOBHO Ha MAA, koiiTo BnocineAcTBHe ce MeTabonu3Hpa B

yepHua Apob 1o PAA u AA. AA OT CBOA CTpaHa ce nojyiara Ha alueTUWIMpaHe B pe3y/ITaT Ha KOETO Ce
oOpaszypa AAA.

EnnMubmMpane
Bcuukure detpu MeTabonMTa Ha METAMM30J C€ HaMHpaT B nepeSpocnuHanHaTra TEYHOCT M Ce

EKCKPETHPAT ¢ MailuMHOTO MIIsIKO. MeTaboMUTHUTE ce M31BYBAT OCHOBHO ¢ YPHHATa, KaTo 3a PAA H
AAA 1031 nokazaten e okono 60%.

CneuraiHy nonyialuu
[Tpu nauMeHTH B cTap4ecKa BH3PacT CTOMHOCTHTE Ha IUIOLITA O] KPHBATA IJIa3MEHa KOHLIEHTPaLHi-

BpCME Ca YBCJ/IKYUCHH.

Cnen mpveM Ha eJJHOKpaTHa IepopajiHa 103a BPEMETO Ha MonyKHBOT HAa MAA u PAA ¢ noBHLIEHO
OKOMO 3 NBTH NPH NALMEHTH ¢ YEPHOAPOOHA LMPO3a, JOKATO CTOHHOCTHTE HA TO3H MOKA3aTes He ca
yBEJIMUYEHH TI0 OTHOLLIEHUE Ha APYTrdTe MeTabONIMTH Ha METAMH30JI.

YceTaHOBEHA € MOHIDKEHA CTeNeH Ha eMMUHUpaHe Ha AAA U PAA rnipu nu
(b yHKIHA, KOETO Hanara U30AreaHe rpueM Ha BUCOKH JO3U METAMH3OJ MIPH T:
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5.3. IIpeaxkIHHHYHH JAHHR 3a Oe3omacHOCT

CpenHaTa nerajiHa J103a Ha METAMHK3QJ1, BbBeACH MHTpanepuToHeanHo € 3,437 mg/kg, a cnex opaitHo
npiwioxkeHue - Haa 5000 mg/kg. CpaBHeH c aLeTUICATHIIWIOBATA KHCEIMHA, METAMHU30JI € MO-MAJIKO
TOKCHYEH.

JIaHHHTE OT M3cNieBaHKA, IPOBEICHH 32 ONpeAe/ISHE HAa HEroBaTa NoAOCTPa U XPOHHYHA TOKCHUHOCT,
C HEKOJKOKPATHO TO-BHCOKM JO3H OT Te3W NpWiIaraHu B TepaneBTHYHATa IMPaKTHKAa, NoKa3BaT, 4e
METaMH301 He BOJM A0 MPOMAHA B NMOBEACHUETO HA ONMTHUTE JKHBOTHH, KAKTO M A0 HAKOHU KIHHHUKO-
naboparopHuTe U MOpdONOrHyHHA NPOMEHH.

MeTaMu30/1, TPUIIOKEH B EKCTIEPUMEHTAIHH YCIOBUS U B A03H, OJIM3KH A0 TEPANEBTHUHHUTE MPHU XO0Pa,
He NMpOoABIBa eMOPHOTOKCHYHO M TEPATOr€HHO AEHCTRHE.

Hsama naHHH 3a MyTareHHa akTHBHOCT M KapLUMHOMEHEH MOTEHIIHA.

6. ©APMALIEBTUYHH JAHHHU

6.1, CnHchbK HAR NOMOIIHHTE BEINECTBA

Harpues auxuaporendochar AMxuapar

JuHatpueB pocdart gjoaexkaxuapar

3axapHH HATpHH

ApoMaTt Ha aroaa (cMec Ha apOMaTHH BELLECTRA U TITHOKO3a)
[Tpeuncrena Bona

6.2. HechLBMeCTHMOCTH

He ca U3BeCTHH.

6.3. Cpox na rognocr

3 roauuy.
Cpox Ha rOJHOCT Cjlel MbPBOHAYANHO OTBapsAHE — 6 Mecela.

6.4. CrnenHa/IHH YC/IOBHA HA ChXPAHEHHE
[Ipu remnepatypa nop 25 °C.
6.5. BuJ H CHABRPXKAHHEE HA OTTIAKOBKATA

Byrwnka ot TbMHO cTBKIO (Knac III), ceappxama 20 ml pasTeop W 3aTBOpEHa C THIaCTMAcOBa Karauka
C BrpaZieH KarnkoMmep.

6.6. CnenmajHH NpeANazHH MEPKH NPH H3XBLPJIAHE H padoTa

He ca U3BeCcTHH.

7. TNPHUTEXATEJI HA PASPEHNIEHUETO 3A YIIOTPEBA

JAHCOH-bI' OO

ya. “Orent INancuit” Ne 26
2400 rp. Pagomup

bvarapus

Ten.: 024519300

e-mail: office@danhson.com
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8. HOMEP HA PAPEIIEHHETO 3A YIIOTPEBA

PerucrpauroneH HoMep: 20190242

9. [OATA HA IIBPBO PA3PEHIABAHE/TIONHOBABAHE HA PA3ZPEINIEHHUETO 3A
YIIOTPEBA

HaTa Ha mepBO pa3spewasade: 25/10/2019.
JlaTa Ha mocneaHo NOAHOBSBAHE:

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

07/2024
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