[MPUJIOXKEHMUE I

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. UME HA JIEKAPCTBEHUA ITPOAYKT "’/u D Lo ;j 6

Ansiligin 500 mg tablets CZ P34 14-01- 008

Anainrud 500 mg TabieTku

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Besika TabsieTka chbABpKa aKTUBHO BEILIECTBO METaMU30J1 HATpUMl (metamizole sodium) 500 mg.
[ ToMouIHO BeecTBO: BCAKa TabeTka cpabpxa 34 mg MUEHUYHO HUIIECTE.
3a NMBJIHUSA CITUCHK HA MTOMOIIIHUTE BelleCTBA BHXTE ToYka 6.1.

3. JIEKAPCTBEHA ®OPMA

Tabnerka
Kpbrim, niocku TabsieTku, ¢ JIEJTUTEIHA YepTa OT €JHaTa CTpaHa, auaMetrsp 13 mm, 6eau g0 nouTu Oenu,
0e3 mupuc. JlenurenHara yepra € 3a pa3jielisHe Ha TadJjieTkara Ha 1BE paBHU MOJIOBUHMU.

4. KOUHUYHHU JAHHHU

4.1 TepaneBTHYHH NOKA3AHUS

3a roBJIMsIBaHE HA YMEPEHO J10 CHITHO U3pa3eHu O0JIKM OT pa3indeH NMpou3Xod: riaBobonue, 36600011,
HEBpaJIrM1, HEBPUTH, MUAJITUH, TPABMH, U3rapsHUsA, MOCTONEpPaTUBHYU O0JIKHN, (aHTOMHH OOJIKH,
AUCMeHopes, OOJIKK TP OHKOJIOTMYHM 3a00/1BaHUA, ObOPEYHH U XITHYHU KOJTHKH.

Karo aHTUITHPETUYHO CPEACTBO B KOMILUIEKCHATA Teparius Ha pa3IMYHA CbCTOSHUS, ChIIPOBOJIEHU C BUCOKA
TeMIepaTrypa, HEMOB/IUABAlLlA Ce OT JApyra Teparnus.

4.2 Jlo3WpoBKa U HAYHH HA NPHJIOKEHHE

Jo3upoBka

Jlo3aTa ce onpezens OT HHTEH3UTEeTa Ha DOJIKaTa WK NMOBULIEHATa TeMIEpaTrypa U OT MHAMBUAYaIHATA
YyBCTBUTEJIHOCT KbM MeTaMM30I1. BaxxHo e na ce u3bepe Hal-HUCKATa J103a, [PU KOATO CE€ OBJIaAABAT
0oJiKaTa U MoBHUILIEHATa TEMIIEpaTypa.

Bv3pacmnu u nodpacmeawu Hao 13-200uwna 8v3pacm

Bb3pacTHu M 10HOWIM HA 15 roAuHM U no-roneMu (> 53 kg) morar aa npuemar jao 1 000 mg metamuson
KaTo €AMHUYHA 033, KOATO MOXKe J1a ce npyueMa 10 4 mbTU JIHEBHO Ipe3 UHTepBajiu oT 6 - 8 yaca, KoeTo
ChOTBETCTBA HA MaKCUMaJTHa JIHeBHa A03a 4 000 mg.

slcHO u3paseH edekt Moxe aa ce oyakBa 30 1o 60 MUHYTH Clle NepOpaTHO MPUIIOXKEHHE.,

B cneasauara tabnuua ca rnokasaHu MpCrnopbHYMUTCIIHUTE CAMHHYHHK JO3H U MAKCUMAJTHUTC IHCBHH 103U B
3dBUCHMOCT OT TCI'J1I0TO UJIH Bb3pacTTa:

TenecHo Terio EavauynHa no3a MakcuMaitHa JHeBHa 1034

kg BBH3pacT Ta0JIETKH mg TabneTKn

> 53 >15roamun |1 -2 500-1000 | 8




IHeduampuuna nonyaayun

Heya om 10 200utu u ronowiu 00 14-200umina ev3pacm (¢ mezio om 32 kg 0o 53 kg)

[pu neua w roHOIIM Ha BB3pacT 10 14 roauny 8-16 mg MeTaMU30M Ha KMJIOTpaM TeleCcHO Terlo MOXe J1a ce
MpWwiaraT KaTo ¢AWHWYHA 103a. B ciryyall Ha NoBHINEHA TeMInieparypa 103a oT 10 mg MeTaMH30N Ha
KHJIOrpaM TeNEeCHO Terno oOUKHOBEHO € JOCTaThYyHa 3a AELA.

AcHO u3paseH edekt Moxe Aa ce ouaksa 30 1o 60 MUHYTH CEI MEPOPATTHO MPUITOXKEHHE.

B cneapamara Tabnyua ca moxkazaHu MPEMOPBIYHTEITHATE €IHHHYHHA 1031 H MAKCHMATHUTE JHEBHH 1034 B
3dABUCHMOCT OT TCIJ1I0OTO HUIIKH Bb3pacTTa.

Tenecuo terno Enunnyna 1o3a MakcuManHa qHesHa 1034
kg BhH3pacT TabIeTKn mg TabneTKH mg
32-53 10-14 Ve - 1 250 - 500 4 2 000

Heya nog 10-zo0uwria ex3pacm

Ta3u nekapcTBeHa QoOpMa He € MOIXOAALA 3a TIPHIIokKEHHE NpH deua noxd 10-roaniiHa Bu3pacT.
IIpennarar ce Apyru JieKapcTBEHH GOPMHU/KONMYECTBA HA AKTHBHOTO BEINECTBO B J030BA €HHHIIA, KOUTO
MOraT 1a ObpAaT NOAXOAALIO NTO3UPAHHM TPH T10-MANIKH Acua.

Cneyuannu nonyrayuu

Honynayus € cmapuecka b3pacm, usMmoweHu NayueHMU U NAYUEHMU C HAMQIEH KDeAMUHUKO8 KTUDBHC
JlosaTta TpafBa na ce HaMa M NP MAUKUEHTH B CTAPYECKa BB3PACT, MPH WUITOUICHH MALWEHTH U NpH
MaUUEHTH C HAMANEH KPEeaTHHUHOB KIIMPBHC, Thi KaTO CNUMMHHUPAHETO HA MeTaboNUTHUTE NPOAYKTH Ha
METAMM30JT MOXKeE Ja Ce YIBJDKH.

Heprodpobro unu 6vOpeyuno yepexcoane

TBii KaTO CKOpPOCTTa Ha ENUMUHHUPAHE € HaMalleHa, koraTo Ou0pedHaTa uitn JepHoapobHaTa QYHKIUA €
HapyuieHa, MHOrOKpaTHU BHCOKHM O03u TpsOBa na ce u3darpar. He ce Hanara HaMansBaHe Ha J03aTa,
KOraTo ce Tpunara caMo 3a KpaTko BpeMe. KbM JHEIIHA aTa HAMA JOCTATBYHO OTIUT ¢ ABArOCpoYHaTa
ynotpeda Ha MeTaMH30I [PU NALMEHTH ¢ TeXKO YepHOLpoOHO U 660peuHo yRpexIaHeE.

IIpodvidcumennocm Ha 1e4eHUemo
Jleuenuero ¢ MeTaMu30J He TpAORa Ia NMpoAb/kaBa noseye ot 3 1o 5 aAHK. Ynorpebara My 3a no-
MPOXBLIDKUTEIICH MEPHO] OT BpEME UITH B ITO-BUCOKH 103U OT MOCOYEHHUTE € BEIMOXKHO CaMo CJie)]

KOHCYJITAUMA C IeKyBaLIHA NIEKap.

4.3 [IIpotuBOomoKa3anus

- CBpPBX4YBCTBUTEMHOCT KbM aKTUBHOTO BELUECTBO METAMU30J1 MJIM KbM HAKOE OT {IOMOLIHHUTE
BeuecTsa, H3bpoern B To4Ka 6.1.

- JaHHH 32 arpaHyJIoUNTO3a, TPeAU3BUKAHA OT METAMM3ON, APYTH MUPA0TIOHN HITH MUPA3OITKINHH B
aHaMHe3aTa.

- OcTtpa yeprHOApOOHA NOphHUpHA.

- ["mroxo30-6-ocdarnexuaporeHazHa HeAOCTATbYHOCT.
- Texku wepHoapobHHU W/umm 6s6peunn 3adbongpanus.
- YBpedeHa PyHKLHMS HA KOCTHUA MO3IBK WK 3a00N9BaHHA HA XEMOMOETHIHATA CUCTEMA
- Tpetu TpuMecTsp Ha OpEMEHHOCTTA.

44 ChneuHadHu npeaynpexicHUs y Npeana3nd MEPKH NPH ynorpeba




ArpaHynoumuTo3a

JleueHHeTO C METAMH30J1 MOXE Ja MTPEIM3BUKA arpaHyJIOLMTO3a, KOATO MOXE Aa A0Bee /10 JIeTalleH 13X0l
(BXK. TOuKka 4.8). ArpaHylnoLHTO3a MOXE J1a Bb3HHKHE JOPH KOTaTO NPH MpeauinHa ynorpefa Ha MeTaMH30T
HE € UMAJI0 YCITOKHEHHA,

ITpeau3sukaHaTa OT METAMH30I arpaHyIIOLMTO3a € HAHOCUHKpAaTHYHA HexenaHa peakund. He e 3aBicuma
OT 7103aTa U MOXe Ja Bh3HUKHE N0 BCIKO BpeMe B X0a Ha ICUCHUETO, AOPH MalKo Clell
peyCTaHOBABAHETO HA NICUEHHETO.

Ha maumeHTuTe Tpabpa na OBAAT JaAcHH YKa3aHUA J1a [IPeYCTAHOBAT JIEYEHUETO U J1a TTOThPCAT He3abaBHO
Jiekapcka MOMOILL, aKO Ce MOKBAT CHMITTOMH, Tpenonaralld arpadyIoLKHTo3a (Hanp. BUCOKA TeMIleparTypa,
BTPUCAHE, BB3NANECHO Ibpno U HONE3HEHU TPOMEHH B IHTaBUIMTE, 0COOEHO B YCTAaTa, HOCA W IBPJIOTO HITH
B 0D/1aCTTa HA rEHUTANTUHTE MM aHycCa).

AKO MEeTamu307 Ce NpHeMa 32 BUCOKA TEMNEPATyPa, HAKOM CUMIITOMM Ha pa3BHBallla Ce arpaHyloLMUTOo3a
MOTaT J1a OCTaHaT He3a0ensa3aHu. AHANOTHYHO, [TPU MALHEHTH, KOUTO €A Ha JIedeHHe ¢ aHTHOMOTHLIH,
CUMIITOMHUTE CBUIO MOTaT aa 6bXaT MaCKMpaHH.

AKO ce TIOABAT NMPU3HAUH U CHMINITOMH, NpeANnonaraiiy arpaHyiouuTo3a, TpabBa He3abaBHO Jia ce HanpaBK
ITh/IHa KPbBHA KapTHHA (BKIIOYHTENHO IudepeHLUanHo OpoeHe) u neYeHHeTo TpAOEa Aa ce npexpaTH 10
H3NTU3aHETO HA pe3yNTaTuTe. AKO MarHo3ara ce NOTBLPIH, JIeHeHNeTo He Tpa6Ba aa ce Bh3oOHOBABA (BXK.
To4Ka 4.3).

- JleyeHHeTo ¢ METAMH30I1 Ce TIPOBEXKa CaMO 3a KpaTbK MMEPHOI OT BpeMe, KOTaTo HAMA ApYr
ANTEPHATUBEH METO/l Ha JICYSHHE.

- MeTtamu3on MOXke a NpeAu3BUKa TpOMOOLUTONEHHA (BX. TOUKa 4.8).

- MeraMH30n ce HA3HAYABA C BHUMAHUWE ITPH MALIMEHTH, CTPALAWH OT ANEPTHYHM 3a00aBaHH,
NaLUUEHTH ChC CBPBXTYRCTBHTETHOCT KbM aHAIITETHYHU U IPOTHBOPEBMATHYHM JIEKApPCTBA (HEMTOHOCUMOCT
KbM aHAIITETHUH), KaKTO M KbM JAPYI' MEAWKAMEHTU KM XPaHU MOpaay NMOBHIIEH PUCK OT aJiepru4HH
peakUy ¥ acCTMAaTUUHU NIPUCTBIIA.

- MeTraMu30/1 MOXe Ia MPOBOKUPA XUITOTOHUYHY peakuunu (Bx. Touka 4.8). Te3un peakunu ca
J10303aBHCHUMH W C€ HAOIMIOAABAT MPEIUMHO TIPH NTapeEHTEPATHO TpUaokeHUe. Bupekn Tora, eHeHHUeTo ¢
MeTaMK30 Mo ¢opmara Ha TabneTku TpsA6Ba Ja ce MpoBeX/ia C MOBHUIEHO BHUMaHHe TIPH MallMeHTH C
XUNOTOHHSA, oO6eMeH NehULIMT T JeXuapatalmsa, HecTaOuiHO KpbBooOpalleHHe.

- IIpH eqHOBpPEMEHHO IIPUITOXEHME € AJTKOXOII CE YBEIMYABAa PUCKBT OT HEXENAHH JIEKApCTBEHH
peaKkLHH.

- HeobxoanMo e 1a ce npuiara ¢ BHUMaHHe IIpH MALKEHTH C YePHOAPOOHN WIH OBOpedHH yBpEKIaHNA
(BX. ToukH 4.2 u 5.2).

- JlexapcTBeHO MHIYLMPAHO YepHOAPOOHO YBpeXIaHe.

CboOuleHH ca cryuan Ha OCThP XENaTuT, IPEAUMHO OT XeNnaToLeTynapeH THII, TPH NauHeHTH, JICKYBaHH ¢
METaMH30J1, ¢ HA4all0 OT HAKOJIKO AHU JI0 HAKOJIKO Meceua cnejl 3anoysade Ha neueHuero. [IpuiHauure u
CAMIITOMHTE BKJIFOYBAT MOBHUIEHH YEPHOAPOOHU €H3UMH B CEpyMa, ChC MITH 0€3 XKBATEHHUIA, 9eCTO B
KOHTEKCTa Ha IPYTU PEaKLIWH Ha CBPBXYYBCTBHTETHOCT KBM JIEKApPCTBOTO (Harp. KoXeH OOpHB, KPLBHH
AWCKPa3WH, MOBUILIEHA TEMIIEPATYPA ¥ €O3HHOMPHINSA) WIM TIPHAPYKEHM OT XapaKTEPHCTUKH Ha aBTOMMYHEH
XenaTuT. IToBe4eTo 1nauMenTH ca ce Bh3CTAaHOBWIIK NP NPEKpATABAHE HA IEUEHHETO C METAMH30JI, BLIIPEKH
TOBa B OTREIIHH ClIy4an uMa CroOILIeHUs 33 TPOrpecks A0 OCTpa YepHOApoOHa HEAOCTATHYHOCT, HAaNaraia
yepHoapoOHa TpaHCIaHTalNA.

MexaHW3IMBT Ha HHOYLMPAHOTO OT METAMH30]T HePpHOAPOOHO YBpeXKAaHe He € U3NCHEH HAIThIIHO, HO
OaHHUTE MOKa3RaT UMYHO-ANIEPTUHEH MEXAHUIBM,

ITaunentrTe TpsaOBa 1a 6BAAT HHCTPYKTHPAHU Aa Ce CRBPKAT CHC CBOA JIEKAp B C/Tywal Ha nossa Ha
CHUMIITOMM, MpeAnonarain YepHoapodbro yspexaane. [[p1 takusa nauueHT! ynorpebara Ha MeTaMu301
TpabBa Aa ce MpeycTaHOBH U J1a C¢ OlIeHH YepHOApoOHaTa QYHKIIMA.

MeTamu3on He TpsaDBa [a ce BbBEXIa TIORTOPHO IPH MALUEHTH C ENH30J Ha YePHOAPOOHO YRpeXAaHe 1o
BpeMe Ha JICYEHHE ¢ METAMH30J, ITPH KOUTO HE € YCTaHOBEHA Jpyra MPUYUHA 3 YePHOAPOOHOTO
yBpEeXJaHe,

- Texkku KoXHM peakuni.

Texku koxkHU HexenaHu peakuun (SCARs), skmountenHo cuHaApoM Ha Stevens-Johnson (S
enuaepMaiina Hekponusa ( TEN) ¥ nekapcTBeHa peakius ¢ €03HHODNANA U CUCTEMHU CUM
KOWTO MOTaT J1a OBJAAT KHUBOTO3aCTpalliaBallld UK JIETANTHY, ca CHOOIaBaHN NPH NeYeHHe C




[Tamuenture Tpsibpa 1a 6bAaT HHGopMHUpaHU 3a IPU3HALIMTE H CUMITTOMHKTE U Aa O6baaT HabmoAaBaHy ¢
NOBUIIEHO BHUMAHUE 38 KOHH peakLMH.

AKO ce MOogBAT NPU3HALM ¥ CUMIITOMHA, KOHTO [IpeANOaraT Te3U peakiiui, MeTaMH30n TpaAOBa na Obae
CTIPsiH He3a0ABHO M HUKOTa He TpAGBa a OBJe Npunarad oTHORO (BXk. Touka 4.3).

- [TIeHHYHOTO HULIECTE B TOBA JICKAPCTBO CHAbPXKA CAMO MHOT'O MAJIKH KOJTHYECTBA ITYTEH ¥ € MaJIKO
BEPOSATHO Ja Npeau3BHuka npodneMu, ako UMaTe UbOAHAKUA (HETTOHOCHMOCT KbM TyTEHA).

Enna tabnerka chaspxka He nosede or 3,4 MukporpaMa rayTed. [lpu aneprus kbM mnieHUla (ChCToaHne
pasiMYHO OT LBOJUAKUA), TALUEHTHT He TPAOBa 1a MpHeMa TOBa JIEKAPCTBO.

- To3u nexapcTBeH MPOAYKT ChAbpxka 32,7 mg HaTpHi Ha TabneTka, ekBuBaeHTeH Ha 1,6% oT
npenopbuBaHug 0T C30 MakcHManeH JHEBEH MPUEM Ha 2 g HATpUll 3a BB3pacTeH.

4.5 BianmogelicTBue ¢ APYTH JIEKAPCTBEHN NPOAYKTH K APYrH GOpMH Ha B3aHMoaelicTBHE

KyMapuUHOBY aHTUKOArYJaHTH. [TpH eAHOBPEMEHHO NMPUIIOKEHHE METAMH30T MOXKE J1a TOHHXH
aKTHBHOCTTA Ha KYMapHHOBHUTE AHTHKOATYJIAHTH B PEIYJITAT HA eHIUMHA WHIYKIIHA.

XIIOpTIpOMA3HH W APYTH PEHOTHAZHHOBH NPON3BOAHH. [IpH eAHOBpEMEHHO TIPHIIOKEHHE C METaMH30]1
ChINECTBYBA PUCK OT MOABA Ha TEXKKa XUITOTCPMMA,

XnopaM$eHHUKON ¥ IPYrd MUETOTOKCHYHK OPOAYKTH. IIpK e IHOBpEMEHHO MPUIOKEHHE C METAMU3OI
ChILIECTBYBA MOBHKIIEH PHCK OT MOABA Ha MHENOCYTIPECH.

Ex3umuuTe MHAYKTOPH (6apbutypatH, rimyreTiMui, heHUIOyTa3oH) MOTaT a HaMansaT edekTa Ha
METaMH30]1.

Henpecantu Ha [THC npu xomOGunauus ¢ MeTaMH301 3aCUIBaT AHANTETHYHUA MY edekT.

JeficTBHETO HAa TPULIMKIMYHY aHTHAeNpecaHTy (NIcUXo(pOpHH, aMUTPUNTHIIMH), OPATHH KOHTPALIENTHBHH
CPECTRA, AaHANTETHLIH, TOITYPHHOI ¥ ANTKOXOI C€ MOTEHUKPA NPH €THOBPEMEHHO NTPHIIOKEHHE C
METaMHU30.T.

3a KJ1aca Ha MUPA30NOHOBHUTE MMPOU3BONHH € HIBECTHO, Y€ MOKE Ja UMAT B3aNMOAEHCTBHA ¢ KalTONPHII,
NUTHHA, METOTPEKCAT H TPHAMTEPEH, KaKTO U Aa FIPOMEHAT ¢PEKTHBHOCTTA HA aHTUXHUIICPTEH3IUBHHUTE
MPOAYKTH M Ha AMypeTHLMTE. [0 kakBa cTeneH METaMHU30/ BOJK OO Te3H B3aUMOAEHCTBHS He €
U3BECTHO.

Ipyn exHOBpeMEeHeH NpHEM METaMH30JT MOXe 1a HaMalTd €¢heKTa Ha alHeTHICATHIMIOBATA KUCETUHA
BBPXY TpoMOouUKTHaTa arperauus. CaeloraTeNHo, Tasu KoMOMHALWA TpAORa Ra Ce H3MON3Ba C
NMOBUILIEHO BHUMAaHHKE TIPH NALMEHTH, IPUEMAILIX HUCKA 103a aCITUPHH 33 KapRHOTIPOTEKLIMS.

DapMaKOKUHETUHHO BIAUMONEHCTBUE — HHAYRUPAHE HA JIeKApCTBO-MeTA00NN3NPAIIM EHIVMH:
MeTraMH1301 MOXe 1a HHIYLIHP2 JIEKapCcTRO-MeTabonu3npailu eH3nMi, Bkmountendo CYP2B6 u CYP3A4.

EAHOBpEMEHHOTO NIPUNIOKEHUE Ha MeTaMU301 ¢ OYTIPOTTHOH, edaBUpEHLl, METAIOH, BAJIIpOAT,
LHKJIOCTIOPHH, TAKPOJNIHMYC WIIH CEPTPAITHH MOXeE Ja OBEAE 10 HAMANABAHE Ha [JTA3MEHUTE KOHUEHTPAlIWH
Ha TE3d JIEKapcTBa ¢ MOTCHUHANTHO HAMANIBaHe Ha KNHHW4YHaTa epukacHocT. [Topanu Tosa ce npenopbyea
NOBHILIEHO BHUMaHHUE NPU €HOBPEMEHHO NPHUIIOKEHUE HA METAMU301; KNTMHUYHHAT OTTOBOP W/HIIM HUBaTa
Ha NiekapcTBaTa TpsOBa A2 ce MpOCNSASBaT M0 [MOIXOAA] HAYHH.

4.6 @epTHAUTET, OPEMEHHOCT H KbpMeHe

bpeMeHHOCT
HanuuHu ca caMo orpaHMYEHH JaHHU 33 yrnoTpebara Ha MeTaMH301 NpH OpeMeHHH XKeHM.

B®3 ocHoBa Ha MyGIMKYBAaHUTE JaHHH OT GpEMEHHM JKEHU ¢ EKCTIO3MIIUA HAa METAMM30 Npe3 IbPBHUA
TpUMeCTBp (n = 568) He Ca YCTAHOBEHH TepaTOreHHH WK eMOpUOTOKCHYHH edexTH. B oTaenHu ciryyan,
KOraTo He ChILECTBYBAT APYTH Bb3MOXHOCTH 3a JICUCHHE, TPUNTATAHETO Ha EAMHHYHH J03H MeTaMH30I
MOXE J1a ce JIOMYyCHE Npe3 MbpBUA U BTOpUdA TpUMecThp. [0 NpHHUKN He ce npenopbYBa NpUnaraH
METaMH30J1 IIpe3 IbPBUA U BTOPHA TPUMECTBP. YoTpedaTa 1o BpeMe Ha TPETUA TPHMECTBP € CE
(peroTokCHUHOCT (66pedHO yBpexJaHe U KOHCTPHKLIAA Ha AYKTYC apTepHo3yc) H CIleqoBaTel
ynoTpebaTta Ha METaMH30J1 € N[POTHBOITOKA3aHa 110 BpeMe Ha TpeTUA TPUMECTLD Ha OpeMeHHC
Touka 4.3). Ilpn cnyyaltHo npunarane Ha METaMU301 110 BpeMe Ha TPETUS TPUMECThP aMHHOT
TEYHOCT U IYKTYC apTepHO3yc TpAOBa 1a c€ KOHTpONKpaT 4Ype3s YNTpa3ByK M exokapanorpad
MeTaMu3on npeMHaBa npes MialeHtapHaTa Gapuepa.
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[TpH »KUBOTHH METAMU30JI HHAYLHPA PEMPOAYKTHBHA TOKCHYHOCT, HO HE M TEPAaTOTEHHOCT (BX. TO4YKa 5.3).

KbpMmeHe
[TpoayKTHTE OT pasrpa)kJaHeTo Ha METAMHU30M NTPEMEHABAT B KbpMaTa B 3HAYUTEIHH KOJTHUECTBA U He

MOJXKE JIa Ce M3KJTKOYH PHCK 3a KbpMaueTo. [lopaau ToBa MHOTOKpaTHatra yrorpeda Ha METaMHU30] TIO BpeMe
Ha KbpMeHe TpaOBa a ce u36sarea. B ciTy4ail Ha eIHOKPaTHO IPUIMKEHHE Ha METaMU30J1, Ha MallkuTe ce
npenopry4Ba Aa chOUpaT N U3XBLPIAT KbpMaTa B IPOAbIKEHNE Ha 48 yaca crea NpuiaraHeTo Ha o3ara.

4.7 EdexTo BBpXy cnocobHocTTa 3a modHpaHe H paboTa ¢ MalIMHK

an [TIPHEMAHE HA BUCOKH 10O3H AHaITUH HE Ce MPCriopbyBea YIIPpABIICHKHC Ha MOTOPHH TIIPEBO3HH CPCACTBA
HITHA pﬂﬁOTB. C MallMHHN, HINCKBAllH aKTHBHO BHHUMaHHC, THH KaTo € Bb3MOXHO J2 NMOBAUIE HEﬁH&FGHpHHTHﬂ

BHUMAHHETO H Na HAPYUIH PCAKLIMHTC IIpH HCOUYdKBaHH CHTydLHH.

4.8 Hexenanu ieKapcTBEHH peaKUHH

Hexenanure peakuuu ¢a 120poeHM MO-A0Ty MO CHCTEMA OpraH-KI1ac M [0 YeCTOTa.

YectoTHTe ca aehyHHpaHu KaTo: MHOTO YectH (>1/10), yectn (>1/100 go <1/10), nevectn (>1/1 000 go
<1/100), peaxu (=1/10 000 o <1/1 000), MrOrO penku (<1/10 000), c HeuzBecTHa YecTOTa (OT HAIMYHUTE
JIAHHU He MoXe Ja Ob1¢ HAanpaBeHa OlIEHKa).

HapymieHHA Ha KpLBTa U THMQHATA CHCTEMA

Peoxu: neBKOTIEHUA,
Mnozo pedxu: arpaHyioundTO3a, TPOMOOLIMTONIEHUSA, XEMOJINTHYHA AHEMHSA, allRACTUYHA aHEMHUA.

HapyrmieHus Ha UMYHHATA CHCTEMA

Heuwecmu: pukcupaHa neKkapcTBeHa eK3aHTeMa.

Peoxu: MakynonamynozeH o6puB, aHaQUIAKTHYHY WIKM aHAQWITAKTOUIHU peakuuu. | lo-nekuTe peakumu ce
MaHU(eCcTUpaT ¢ TUITUYHH PeaKliM{ Ha KoXKara ¥ rasyuara (Hamp. cbpbex, napeHe, 3auepBsBaHe,
YPTHUKapud, OTOLIM), JUCITHES U PAAKO raCTPORHTECTHHANHYU ONNakBaHuA. Takusa no-j1eky peakuuu Morar
73 TIPEMHHAT B MO-TEXKKU GOPMH € TeHEpATU3HPAHa YPTHKAPHA, TEXBK aHTUOSAEM (BKII. TAPHHTECANICH),
TexXbK OpoHXocnazbsM, CMYUIECHHUS HA CLPASYHHS PUTHEM, MOHUXKABAHE HA KPBBHOTO HAJIATAHE (MTOHAKOra €
NIpeaX0XAaNIo MOBHIIABaHEe HA KPBbBHOTO HAATAHE).

1o Tasu mpU9IMHa NpH oABa Ha KOXKHY peakuuy ynorpebara Ha MeTaMHu3on TpiadBa BejgHara Aa ce
peycTaHOBH.

Mnozo peoxu: acTMaTH4eH NPUCTbA (ITpY NALMEHTH C aHAJIFTETHYHA aCTMa); LMPKYJIAaTOPEH 1LOK.

ChpIe4HH HapyLICHHS
Hevecmu: nannutauuy, TaXUKapaua, 1I1aHO3a.

Chb10BY HapyUIEHUS
Hevecmu: XUMOTOHUA.

CTOMaIHO-YPEBHU HAPYIIICHUNA
C neuzgecmua yecmoma: raJleHe, NOBpbllaHe, KopeMHH 00JIKA U ANCKOM$OPT, B PEOKHK CyYyaHu yiuepaluu

U KLPBEHE,

XenaroOunuapHU HApYIISHHA
C neuzsecmua yecmoma. NEKAPCTBCHO HHAYLHUPAHO YepHOAPOOHO YBpEeKaaHe, BKITIOYUTETHO OCTHP
XENaTUT, X bJITEHU1IA, MOBHIICHU YEPHOAPOOHM eH3UMH (BX. TOUKa 4.4).

Hapyuwenus Ha 6u0peiiuTe ¥ NUXOUHUTE THTHLIA
Pedxu: IpoTeHHypHUd, ONUTYPHA, aHYPHA, TTOTTUYPHUS, HHTEPCTHLIMATIEH HEQPUT.

Hapyuienus Ha kQoXaTa U NoAK0XHATa ThKaH
C neussecmua yvecmoma. JlekapcTBeHa peakuus ¢ €03MHOPUNNA W cucTeMHN cuMnToMu (D




TeXKH KOXKHHM HEeXENaHN peaKlMi, BKIFOYUTEITHO CHHAPOM Ha Stevens-Johnson (SJS), TokcH4na
enuaepMaiHa Hekponusza (TEN) u nekapcTseHa peakuus ¢ €03HHOPUNA U cucTeMHU cUMITToMHE (DRESS)
ca choOllaBaHy BB BPb3Ka C JICYEHHETO C METAMHK301 (BX. TOUKa 4.4).

Cro0111aBaHe Ha NOAO3NPAHH HEXETAHH pPEAKLINH
CrobuapadeTo Ha TOXO3UPAHU HEXKETAHW PeaklUM Cllel pa3pellaBaHe 32 yrnoTtpeda Ha NeKapCTBEeHUS

NPOAYKT € BakHO. TOBa NO3BONABA Ja NPOABLIKA HAOMIOJAEHHETO Ha ChOTHOILIEHHETO NMON3a/PUCK 34
neKkapcTBeHUs NpoAyKT. OT MEARUMHCKUTE CNIELUATUCTH CE U3UCKBA A ChoOLIaBaT BCAKA MOA03UpaHa

HexkellaHa peaklMAg Ype3 HaUMOHAIHA CUCTeMaA 3a chobmaBaHe B U3nbiHUTETHA areHIUA 110 1eKapCcTBaTa
yi. ., Jlamsu I'pyes” Ne 8, 1303 Codms, Ten.: +35 928903417, yebcaiir: www.bda.bg.

4.9 [IlIpenoznpane

Cumnmomu: raneHe, nospsilaHe, 601kH B abgoMuHanHata obnact, XunotepMus. Bb3MOXHO e pa3BUTHE Ha
TeXDLK LIOK, ocTpa Ob0peuna n yepHonpoOHA HEAOCTATBYHOCT, KIIOHAYHO-TOHUYHU I'bPYOBE, KOMA.
Jleuenue: Tlpunara ce CUMIITOMATUYHO JICUEHUE CHOOPA3HO CECTOAHHETO HA MAaLUEHTa: PopcHpaHa IUype3a,
AnxarenHa peaHUMaLlKua, IPOTUBOIIOKOBH CPEACTRA, pexuaparaluus. CnelddUyeH aHTHIOT HAMA.

5. ®APMAKOJOTUYHU CBOHCTBA

5.1 @apmaxonHHAMHYHH cBOHCTBA
QapmakorepanestuyHa rpyna; JIipyru avanretuuu ¥ antunuperdi. [Mupasonouu, ATC xoa: NO2BB02.

MeTtamu3on HaTpUil € aHANTETHK OT rpyliara Ha MUPa30JIOHUTE ¢ U3Pa3eHO aHAITSTHYHO U aHTHITHPETUYHO
aefictere. I1puTexkara cnaba mpOTUBOBBIMNAIUTENHA aKTUBHOCT, KAKTO M JIEKO CITA3MOJIMTUYHO JIeHcTBHE.
OCHOBHHAT MEXAaHU3BM Ha AeUCTBUE € MOTHUCKAHE HA MIPOCTArIaHANHOBATA CHHTE3A MO ITBTA Ha
WHXHOHpaHe Ha HUKIOOKCHTeHa3aTa. CTuMymupa oceo00XkaaBaHETO Ha OeTa-eHROPPUHHU, NOHWKaABA
HUBOTO Ha EHOOMEHHUTE MUPOreHH K NOBJIMABA IUPEKTHO TEPMOPETYIaTOPHUA LIEHTBP B XHITOTAJIAMYCA.

5.2 ©OapMakoKBRHETHYHH CBOCTBA

Abcopbuus

Cnea nepopalHoO MPUITONKEHUE METAMU30I CE€ XUIPOIU3UPA B CTOMAITHO-UYPEBHUA TPAKT. AKTHUBHUTE
MeTabonuru ca 4-MeTuln-aMURO-aHTUNUPHH (MAA) ¥ 4-aMUHO-aHTUNIHPUH (AA). MAA ce XapakTepusupa ¢
Obp3a ¥ NbaHa pes3opbuns. MakcuManHa niazMeHa KOHLEHTpauus J0CTUra B paMkuTe Ha |-2 daca.
buonanuuHoctTa HAa MAA e okono 90%. XpaHara He moriugBa PapMakOKHHETHKATA HA METaMH30].

PaznpeneneHue
CBbp3Ba ce ¢ na3sMeHuTe nporerHH B 50-60%. [MpemiuHaBa npe3 xeMaroeHuedanHaTa ¥ nnalcHTapHara
bapuepu. Obem Ha pasnpenencHue - oxono 0,7 l/kg.

buotpaHchopMalis
MeTaMHK3011 ce Nojutara Ha UHTEH3UBHa OHoTpaHCchOpMaing B raCTPOUHTECTHHANIHUA TPAKT U YepHUA Ipob.
OCHOBHUAT My MeTabONMUT 4-METUN-AMUHO-AHTHITHPUH ce MeTabomM3Kpa B UepHus 1pad 10 ApyrH

MeTaOOJINTH, BKITIOYUTETHO B0 4-aMHUHO-aHTHUITHUPHH (AA), KOHTO € apMaKoNOrHYHO aKTHBEH.

EnuMHHUpaHe
EnuMuHKpa ce 9pe3 eKCKpelus ¢ yprHaTa 1noa ¢gopmMara Ha Metaboitutt, Karo caMo 3% oT H3TBYeHOTO
KOJIH9eCTBO METAMHK30 ¢ B HETIPOMEHEH BU/L.

Hayuenmu c yeprodpobnu napyuenus. BpeMeTO Ha MOy KUBOT Ha aKkTUBHHA MeTabonut MA
MAaLMEHTH C YePHOAPOOHH HAPYIIECHHUSA € YAB/DKEHO OKOJIO TpU TBTH. [1pU Te3u nauuenTH ce
JIEYEHHE ¢ MO-HUCKH JO3H METAMH3OII.




Hayueumu ¢ 6vbpeunu napywenus: 11pu nauMeHTH ¢ HapyuleHa 6b6peuna pyHkuma ce Habmoaara
[MOHMKEHA CTEINEH Ha ENIMMUHHPAHE HA HAKOU MeTa0onuTH. [1pH Te3U NalHeHTH ce NMpenopbLYBa NeYEHHE ©
[10-HUCKH 1031 METAMHU3OIL.

5.3 IlpeaxauHu4YHH JaHHH 32 6e3onacHOCT
Metamu3on Moxe Aa ObAE OTHECEH KBM CA0OTOKCHYHUTE BeulecTBa. [Ipn HHTpaBeHO3HOTO MY BhBeKAaHe
CpeAHaTa JNeTalHa 103a 3a MULIKY ¢ 2 389 mg/Kg, a 3a 3aifum 1 300 mg/kg. Cpeanara edekTHBHA 034 3a

MUILIKH 110 OTHOIDEHKe Ha obe3bonapalinsa epeKT € NO-HHCKA OT CPEIHATA CMBbPTHA.
ITpu uacneasane Ha cyOXpOHHUYHATA M XPOHUYHA TOKCUYHOCT HE Ce€ YCTaHOBABAT KIIMHHYHY H OUOXUMHYHH

HapYLUICHHA.
HsaMa naHHu 3a TEpaTOreHHO, KAHLIEPOreHHO WK MyTareHHo AeficTBHe.

6. OAPMAIEBTHYHH JAHHH

6.1 CnHucbK HA NOMOINKKHTE BEIMECTBA
LieTyno3a, MUKpokpuctania (tun 101)
MarHesnes cTeapar

NMOBUAOH

MIICHWYIHO HULIECTE

TasK

6.2 HecnBMeCTHMOCTH

HenprioxuMmo.

6.3 Cpok ua roaHoct

5 roguHuU

6.4 ChneuuanaHu yc/JI0BHA HA CHXPAHEHHE
B opuruHanHara onakoBkKa, 3a Ra c€ NpeAna3y oT CBETJHHA, NPH TeMaepaTypa nox 25°C.

6.5 BHaH chABPXAHHE HA ONAKOBKATA

Ilo 10 Tabnerku B 6nuctep or PVC/anymunneso ¢ponuo. Io 1, 2, 3, 6 unu 50 6Gnucrepa B KapToHeHa KYTHS,
3a€JHO C IMCTOBKA.

He BcHYKH BHIOBE OMaKOBKH Morar ga 6baart mycHaTH Ha nasapa.
6.6 Chneunan HH NpeaANasHH MEPKH NPU HIXBLPJIAHE

HsamMa cnelitanHy H3MCKBaHUS.

7. [IPUTEXATEJ HA PASPELHIEHHUETO 3A YIIOTPEBA

COOAPMA A/l
ya. Unuencko moce 16, 1220 Codus, benrapus

8. HOMEP(A) HA PASPELIEHHUETO 3A YIIOTPEBA
Per. Ne 20010736




9. 1TATA HA IIBPBO PA3ZPELHIABAHE/TIOJHOBABAHE HA PAZPELIEHHUETO 3A
YTIOTPEBA

25.06.2001

10. JATA HA AKTYAJIN3HUPAHE HA TEKCTA

Huyapu 2025




