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KPATKA XAPAKTEPHCTHKA HA HPOJIYKTA -

1. HME HA JIEKAPCTBEHUA NPOAYKT
OPEIIAJTHH 500 mg rabinerkn
FRESHALGIN 500 mg tablets

2. KAYECTBEH H KOJIHYECTBEH ChCTAB

Bceaka Tabnerka cbAbPHKA aKTHBHO BemecTrO: SO0 mg MeTaMH301 HATPHIA (metamizole sodium).

3a TLITHHA COMCHK HA TMIOMOIHHTE BEWISCTBA, BK. Touka 6.1.

3. JIEKAPCTBEHA ®OPMA
Tabnetka
benn wnn nourH GenH, KppIy, Iwiocku TabneTku ¢ dacera | JeNHTeNHA YepTa OT €JJHATA CTPaHa.

Tabnerxara Mosxke a Gblie pasneneHa HA ABE PaBHH NOMOBHHA.

4, KIHHAYHHA JAHHUH

4.1. TepaneBTHUHH NOKAIARHA

3a KpaTKOCPOUHO JIeYeHHE Ha GONKa OT pasIMueH NPOH3XOH: MaBobonme, 3600601, CTABHH H MYCKY/IHH
Oonkn H BB3NANCHHS, APTPHTH, HEBPAITHA; MOCTTPaBMAaTHYHA M HOcTOneparHBHa Gonka; Gonka mpH
Op0Opeuna u XTbYHA AHCKMHE3Ws; 3a ofnexyasade Ha GONKMTE NpH 30KavecTBeHH 3aboBanAg npemH

NPHITOKEHHETO HA HAPKOTHYHH AHAITeTHIM,

3a KpaTKOCPOYHO TIOHIDKABAHE HAa BHCOKA TEJECHA TEMNEPaTypa, KOATO He C€ TOBIMABA OT JpyrH

JICKApCTBEHH CPEACTBA, HITH KOI'aTo Te ca NPOTHBONOKA3AHH.

42. Jo3upoBka H HAYHH HR NPHJICKEHHE

Jlozata ce onpeleNs OT HHTCH3HTETA Ha OONKAaTa WIH [OBHINEHATAa TeMIlepaTypa H OT
HHIMBHRYyaJHATa YyBCTBHTETHOCT KbM Opemanrun. BaxHo € ma ce u3bepe Hail-HHCKaTa A03a, NpH
KOATO Ce ORIaasBaT OO/KaTa H NOBMIIEHATA TEMIIEPATYpA.

Buapacmuu u wonowu nao 15 zodunu:




Br3pacTHM M 1OHOmMH Ha 15 rogmnu wiH no-ronems (> 53 kg) morar aa mpuemar po 1000 mg
METaMH30]1 KaTo eMHHIHA 5033, KOATC MOXKE Ja c¢ NMpHeMa O0 4 MbTH AHEBHO Npe3 HHTEpPBANH OT
6—8 uaca, KoeTo CHOTBETCTBA HA MAKCHMATHA IHeBHA no3a 4 000 mg.

B crmeapamara Taﬁmma €a NOKa3aHH NPEAOPLEUHTEIHHTE €IHHHYHH J03H H MaKCHMATHHUTE JHCBHH
J03H B 3ABHCHMOCT OT T¢IJIOTO WM BB3pACTTa:

TenecHo Terno Enpnnuna qosa MakcuManna NHEBHA 1033

kg BB3pacT Tabnerku/camwera | mg TabneTki/camera | mg

>53 >15romuan | 1—2 500—1000 |8 4 000
Heouampuuna nonynayus

Opewanrus He ce NpenopbyBa IpH ALA HA BB3PacT nof 15 roauHu nopaay GHKCHPaHOTO
KOMHueCTBO 0T 500 mg MeTaMI30J1, CHABPKALIO Ce B eAHa TabneTka/kancyna/caute. [Ipeanarar ce
ApPYTH J€KapCTBeHH POPMA/KOTHYECTBA HA AKTHBHOTO BEINECTBO B JO30BA €AMHHIA, KOHTO MOraT Jia
OBAaT NOAXOAAINO NO3MPAHH [IPY NO-MANKH ACLA.

[IpoabDKMTENHOCTTA Ha JieueHHeTO ¢ OpemanTyH e 3-5 AuM Oe3 KOHCYIITAIMA C JieKap.

Cneyuannu nonyravuu

Ilonyrayus e cmapuecka ev3pacm, usmoufenu nayuenmu U NAYUEHMU C HAMANEH KPEQMUHUHOS
KAUPBHC

Hoszara Tpabea ga ce HAMANM IPH MALMEHTH B CTAPYECKA BB3PACT, NPH HITOIMEHHN NAMCHTH M [IpH
MALMEHTH ¢ HAMAJIEH KPEATHHUHOB KIIHPBHC, Thif KATO eIMMHHUPAHETO Ha METaGONHTHUTE NPOLYKTH
Ha METAMH30II MOXKeE J1a C¢ YIBJDKH.

Yeprodpobuo unu 6vopeyno yspescoane

TaH KaTO CKOPOCTTa Ha €MHMHHHpPaHE € HaMalleHa, korato 0x0peuHaTa UM YepHoApoOHaTa PYHKLIMA

€ HapyII¢Ha, MHOrOKpaTHH BHCOKH 1034 TpAOBa na ce w3barear, He ce Hanara Hamaniapase Ha J03aTa,
KOraTo C¢ mpwiara caMoO 3a KpaTko Bpeme. Kbm [HEIIHa JnaTa HAMa JOCTaTBYHO OIHT ©
IOBATOCPOYHATA yNoTpefa Ha METaMH30i NPH MAUMEHTH C TeXko udepHOApoOHO W On6peuHo
YBpekKiaHe

HawnB HA DpAICKeARe

3a nepopanHa ymorpeba. IlpenmopbumrenHo e @pewalrHH Aa ce NPHEMa CHel XpaHeHe, MpH

HeoGXOMHMOCT H NPEH XPaHEHe, ¢ TIOBEYE TEYHOCTH.

4,3, Ilporaponoxazaang
¢  CBpPBXYYBCTBMTENHOCT KbM METAMH3OJ HITH HAKOE OT NIOMOIIHHTE BEMICCTEA;

o  CepbXYYBCTBHTEIHOCT KBM ITHPa30iOHOBH npow3seoans ik apyru HCIIBC;

¢  TererwyeH neduuuT Ha NMoko30-6-Pochar nexuaporeHasa;

e  BpoHxWanHa acTMa;



o  XeMaTONOrHYHH 3a00NABaHMs — JIEBKOMEHMs, arpaHy/IoLHT03a, XeMOIHTHYHA aHeMHs, YepHONpodHa
nopgupHs, arIacTHYHA AHEMHA,
e Texxn gepHOAPOOHK H OGEOpeunn 3a6onaBaHns;

s  TpeTH TPUMECTHP Ha GpeMenHOCTTa

44. Cpenmajane DpeAynpexienss H OPeANA3HA MePKH OPH ynoTpeda

¢ @pewairu ce Npwiara caMmo Moj JEKapeKH KOHTpon npu 6onHu ¢ yepeaeHa 6u6peuna GyHKuHs,
CTOMallHa M AyoicHalIHA S3B4.

e Ilpu salonsBanmA NPOTHYALM C HaManseauwe Gpod Ha JIEBKOLMTHTE, Ce H3IHCKBA TAXHOTO
npocnesBaHe ¢ OrNe MNPEBEHIHA HA JICBKONEHHS.

e Heofxomumo e za ce NpHnara ¢ BHAMaHHE NIPH MALMEHTH CTPajally OT IeprudHy 3abondBaHns,
MALMEHTH CBC CBPBXYYBCTBHTEJHOCT KbM AHANETHYHH M MPOTHBOPEBMATHYHH JIEKApPCTBA
(HETIOHOCHMOCT KbM &HANIETHUM), KAKTO H KBbM [PYTH MEHKAMEHTH WIH XpaHuW, fopagu
MOBHINICH PHCK OT Pa3BHTHE HA TEHKKH PEaKLHH Ha CBPBXMYBCTBHTENIHOCT, BKIL H aHA(HIaKTHYHH
PeaKiMy;

e CBPBXYNOTpeOaTa HA aHAJITETHIH YECTO MOXe J1a NpeAN3BHKA ITTaBoOONHE;

e [lIpu npuem Ha DpellaNrHH ypHHATA MOXKE Ja C€ OLIBETH B YEPBEHO.

¢ JlekapcTBeHO HHAYLMPAHO YSPHOOPOOHO YBpekKIaHe

e CuobieHH ca cyYaH Ha OCTBp XEMATHT, NPEAHMHO OT XENATOLEAYNapeH THII, NMPH MalHMeHTH,
JIEKYBaHH ¢ METAMH30], ¢ Hayalo OT HAKOJIKO OHH JAC HAKOJIKO Mecela CIeJ 3amoyBiHe Ha
neuennero. [pusHaumre 1 CUMITTOMMTE BKIIFOYBAT MOBHIIEHH YEPHOAPOOHH SH3HMH B CepyMa ChC
HIH (e3 MBITEHHUA, 4YeCTO B KOHTEKCTA HA JPYTH PEaKLHMH Ha CBPBXMYBCTBHTEHOCT KBM
NEKAPCTBOTO (HAIP. KOKeH OOpHB, KPBBHH JHCKpPa3uH, MOBHILIECHA TEMICPATYPa H COZHHOMIHA)
Wi TIPHAPYXKEHH OT XapaKTePHCTHMKH HA aBTOMMYHEH XENaTHT. [loped4eTo MalMeHTH ¢a ce
BBL3CTAHOBHNM IIPH NPEKpaTARaHe Ha JICUCHHETO ¢ METAMIH30MR; BLIPEKH TOBA B OTACIHHM CTy4YaH
HUMa chOOIIeHHA 38 MpOTPecHa 0 OCTpa YepHOAPOOHA HETOCTATHYHOCT, HAIarama YepHoapobHa
TPAHCIUIAHTALHA. '

¢ MexaHH3MbBT Ha HHAYLHPAHOTO OT METAMH30JI YEPHONPOOHO YBpPEXKAAHE HE € HIACHEH HAITHIIHO,
HO JaHHHTE OKA3BAT HMYHO-aIEPTHYEH MEXaHHIBM.

» TlaunenTtnre TpA6BA Na OBAAT HHCTPYKTHPAHH Ja C& CEBPXKAT ChC CBOA J€Kap B CAyyaif Ha Nossa
Ha CHMITTOMM, NpeANonaraimy YepHoapoGHO yBpexaaHe. [IpH TakuBa mALMEHTH yrnorpebaTa Ha
MeTaMmus3os TpAGB2 fia ce MpeyCTaHOBH H J1a ce OLEHH YepHOapoGHaTa dyHKims.

e Merammuson He TpabBa na ce BLBeXAA MOBTOPHO NPH MNALMEHTH ¢ €MH30N Ha uYepHOmpoGHO

4EPHOAPOOHOTO YBpeXKaaHe.
o  TeKKH KOKHH peaKiiiH -




camirromu (DRESS), kouto Morat aa 6nAaT MMBOTO3ACTPAINARAIIY WM JIETANHY, Ca chobiasann
NpPH JIEYEHHE C METAMH30.L.

IlaunenTure TpaGea na OB1AT HHGOPMHUPAHH 32 IPU3HAIMTE M CHMITOMHTE M 14 6BIaT HaGNIOAaBaHH
¢ NOBULIEHO BHHMAHHE 3a KOXKHH PEaKL{HH.

AKO Ce IOABAT NPH3HALM H CHMITTOMH, KOHTO NPEAIONaraT T¢3H peaKii MeTaMu307 Tpiabea 1a 6bae
CTIPAH He3a0aBHO M HUKOra He TPaORa na 6bJe MpUIaraH OTHOBO (BXK. ToUKa 4.3).

Tozu JCKApCTBCH NPOAYKT ChABPKA KATO MOMOIMHO BEUISCTBO IMUIEHWYHO HHIIECTE, KOETO MOXKE Na

NpeACTaRIABA OMACHOCT 3a MALIHEHTH C HENOHOCHMOCT KBM [JIyTEH.

4.5. BsammoaeiicTBhe ¢ IPYrH JeKapCTEEHA HPOAYKTR H APYIH GOPME HA BIARMOJeHCTBHE

(PapMakOKHHETHYHO B3aMMONCHCTBHE — HHITYIIHpAaHe Ha JIEKApCTBO-MeTab0NM3HpAaILH SH3HMH:
MeraMuz01 MoMe Aa HHAYLHpA JIEKapCTBO-MeTabonu3Hpalny ensuMH, Brmounteino CYP2B6 u
CYP3A4.
EnxoBpeMEHHOTO TIpHNOKCHHE HAa METaMM3oi ¢ GYNpOIMOH, e(aBHpEHL, METAIOH, BaJIpOar,
LHMKJIOCHIOPHH, TaKponuMYC HIH CepTpPajllHH MoXe fAa JoBele A0 HaMajifBaHe Ha IUIaSMEHHTE
KOHUESHTPAIMM Ha Te3W NCKApCTBA ¢ MOTEHUMANHO HAMAMABAHE HA KIMHMMHATA ©MKACHOCT.
IMopaar TOBa ce npenoprYBa NOBHIIEHO BHUMAHWE MPH EQHOBPEMEHHO NpPHIOKEHHE HA
METAMH30JI; KIHHHYHHAT OTTOBOp H/M/IM HHBAaTa Ha JCKAPCTBaTa TPAOBA Ja ¢ DPOCIEAABAT MO
TIOXOMALY HAYMH.

¢ MeramMu30n MOXe la HAMaNH AKTHBHOCTTA HA KyMapHHOBHTE aHTHKOArylaHTH B Pe3yiTar Ha

€H3HMHA HHIYKIIHS.
e EnmoBpeMeHHOTO mpHnoKeHHWe Ha MeTamu30n ¢ €H3HMHH HHAYKTOPH HAa YepHOAPOGHMA
MeTabonuseM (6apbuTypatH, DryreTUMEL, deHnnGyTa30H) MOXKE 14 HRMANH edekTa My;

e TpHIMKNHIHH AHTHACMPECAHTH, OPATHHA KOHTPAUENTHBH H AJIOYPHHOI, NOTEHUHPAT edekTHTe
Ha Meramu3ol, nopaas 3abasane wa MeTaGonusma;

e IlpH efHOBpeMEHHO MpUIOKeHWe Ha MeTaMmzon ¢ XJIOpNpoMasMH U ApYrM QEeHOTHAZUHOBH
NPOM3BOJHH CHINESCTBYBA PHCK OT MOABA HA TEXKKA XHIIOTEPMHS;

o [IIpu enHoBpemeHHO npHemaHe Ha MeTaMH30N ¢ JAPYTH AHTHIHPETHYHH, AHAITETUYHH H
NPOTHBORB3NAIHTENHH CPEACTBA, Ce YBE/IHYABA PUCKA OT AIEPrHYHH PEaKiMy;

¢  ChbluecTsysa PHCK OT OSBA HA MHUEOCYTIPECHS TIPH EHOBPEMEHHRO MIPHEMAHE ¢ XJI0paMpeHHKoN

H pYTH MHEIOTOKCHYHH TIPOLYKTH.,

4.6. DepruanTeT, GPeMEHHOCT H KLpMeHe

Bpemennoct

B33 ocnoBa Ha myOnHKyBaHHTE AaHHK OT GPEMEHHH JKEHH ¢ CKCIIO3HIMS Ha Me
TPUMECTBP (n= 568), He ca yCTaHOBEHH TEpATOreHHM MMM eMOGPHOTOKC
CJTyYaH, KOraTO He ChUIECTBYBAT APYI'H RB3MOXHOCTH 3a JE€YCHHE, NpHIaraHe]
METaMH30/T MO3KE 1a Ce AOITYCHE Mpe3 MhpBHA H BTOpHA TpHMeCTHp. [0 npHm
NPHIATAHETO HA METAMH30N Tpe3 ITEPBMS M BTOPHS TPHMeECTHP. Ynorpebata
TPHMECTEP ¢ CBhp3aHa ¢ derotokcHunoct (6nOpeuHo yepexaaHe H KOH



apTepUO3YC) W cneaoBaTeNHO ymoTpe(ara Ha MeTaMKM301 € NPOTHBOIOKA3AHA NO BPEMS Ha TPETUA
TPUMECTBP Ha OpemeHHocTTa (B, Touka 4.3). [Tpu cayuaiiHo NpunaraHe Ha METAMH30J MO BPEME Ha
TPETHS TPHMECTDD AMHUOTHYHATA TEYHOCT W AYKTYC apTepHo3yc Tpabsa /1a ¢e¢ KOHTPOAMPAT upe3
YATPA3BYK W exokapAHorpagus.

MeTamuzo npeMHHaBa npe3 niaueHTapHata bapHepa.

[lpy XHBOTHH METAMM3ON HHAYUMPA PENpOLYKTHBHA TOKCHYHOCT, HO HE M TEPATOreHHOCT (BX.
Touka 5.3).

Kbpmene

[[poaykTHTE OT pasrpakaaHETO Ha METAMM201 NMPEMHHABAT B KbPMATA B 3HAYMTENIHH KOJHUECTBA H
HE MOXKe 13 C€ M3KIIIOUM PHUCK 3a KbpMaueTo. [Topaagn ToBa MHOTOKpaTHaTa ynotpeba Ha METAMH30M
no BpeMe Ha Kbpmede TpAdBa na ce u3l0area. B cinyuail Ha eqHOKPATHO NPHIIOKEHUE HE& METAMM3ON,
Ha MalKuTe ce NpenopbuBa aa c¢bOMpaT W W3XBBEPIST KbpMaTa B NpoAB/KeHHe Ha 48 uaca cnen

NpyararaHeTo Ha ao3ara.

4.7. EdekTH BPXY eniocobnocrTa 32 wodupane u paGora ¢ MAWMKH
B nopmannu nosu Opetranruy He noBaMABa wWohKpaHeTo U paboTa ¢ MALLMHA.
BbB BUCOKH 03K NPOLYKTHET MOKE AR NORAWAE HEGRArONPUATHO aKTHBHOTO BHUMAHWE M 134 HAPYIIN

pEeakKHHTE MPH HCOYAKBAHH CUTYALIHH.

4.8,  Hexenann nekapcTBeHM peakmHH

HexenaHHuTe NeKapcTBEHH peakLinK CE Pa3ie/iaAT Ha CPYNH crnoped TepMiHonoruata va MedDRA
32€/1HO CbC ChOTBETHATA YECTOTA:

- Muoro vectu (= 1/10); Yectu (>1/100 1o < 1/10); Hewectu (=1/1 000 so < 1/100); peaku (=1/10 400
no <1/1 000);, muoro penkn {<1/10 000), ¢ HeussecTHa yecToTa (OT HANMYHMTE HAHHU HE MOXE f1a

Oblie HanpaBeHa OlICHKA).

Texxu KOMHHM HexeNaHW pedakuWM, BKIIOYHTENHO cuHapom Ha Stevens-Johnson (SJS), ToxcHuna
enuaepmanta Hexponusa (TEN) u nekapcreena peakuus ¢ €03HHOPHIUA H CHCTEMHH CHMIITOMH

(DRESS) ca chobLiaranu BbB Bpb3ka C NE4EHHETO ¢ MeTamMH30n (B, Touka 4.4).

Hapymemm HA KPBLBTA H .uumbnaTa CHCTEMA — DASKO NEBKONCHAUA, MHOIO PASKO arpaHy10ouUHTO3a,

XCMONHTHYHA aHEMHA, TpOMﬁOLlHTOI'IeHHH;

HapyweHusi Ha uMyHHATA CHCTEMA - PeaklWM HA CBPBLXYYBCTBHTENHOCT: YPTHKAapHA, €1EM Ha

Keunkee, 6poHxX0CNa3bM, XUITOTEH3HA, MHOTO PAAKO aHA(HIAKTHUYEH LIOK;

HapymeHnna na HepBHATA CHCTEMA - PH BUCOKH 103H €NHNENTHOOPMEHH IbPHOBE;

C'bpﬂe‘-l}lll HAPYMICHHSA — pPAZKO NanfiHTaurK, TaXHKapana, yHaHos3a,
CbaoBu HAPYIEHHA — XHUTTOTEH3UBHH PEAKLIHH,

Pecnuparopun, rpbanu 1 MeAHACTHHAIHK HAPYILEKAA - GONKK B MBPIIOTO, P



CromMaluino ypesHH HAPYECHHS - 3ary6a Ha aneTHT, rafcHe, NOBPbLUIAHE,
Hapyuwennsa na 6u0peunte 1 NHKOUHMTE IBTHLIA - IPH BUCOKH 1034 OBOPEUHO yBpeskaaHe.

XenaToGuIHAPHA RAPYIIEHHS - IEKAPCTBEHO HHAYLMPAHO YEPHOAPOGHO YBPEKAAHE, BIUIIOUATETHO

- OCTbP XEMATHT, HKBATEHHUA, NOBHILEHH YePHOAPOOHH eH2UMH (B, Touka 4.4) , ¢ HEH3BECTHA UECTOTa
Hapyuienus Ha KOXKATA H OAKOKHATA ThKAH
C HenszpecTHa vecToTa: JlekapcTBeHa peakuus ¢ e03uHOGHIMA ¥ cucTeMHH cumnTomu (DRESS).

Crofwasate Ha NONO3UPAHKM HEKENAHH PEAKUUH

Cb0o01LaBaHETO Ha MOAO3MPAHH HEKENAHH PEaKLMH Cel pa3peliasare 3a yrotpeda Ha NeKkapceTBeHus
NpoAYKT € saxKHO. ToBa no3poasea Aa NpOALIXKK HABNHOAEHHETO HA CHOTHOLLEHHETO TOM3a/PUCK 34
REKAPCTBEHNA NPOAYKT. OT MEANLIMHCKWMTE CIIELIMATINCTH CE H3KCKBA Aa CLoDLABaT BCAKA NOAO3MPAHA
HEXKENAHA peakLHs ypes:

M3nbnnuTenHa arenums no nexkapcTeara

yi. . Jamsu Tpyes™ Ne 8

1303 Codma

Ten:+359 2 8903417

yebcaHT: www.bda.bg

4.9,  TIlpenosnpane

[pv npeposupane wmorar ma ce  HATIONABAT CIEJHATE CHMITOMH: TajieHE, MNOBPBLIAHE,
MEHHEPONOAOOHH  ABNEHUS, LIYM B YIIHTE, XWIOTEPMMs, OJNMCYpHs, UWaHo3a. Bubimoxno e
Pa3BMUTHETO HA TEKbK LWOK, OCTpa 4YepHOApoOHAa HEAOCTATBUHOCT, €RHAENTH(MOPMECHH TI'bPHOBE,

Konarc.

Jeuenue:
[TbpBHTE MEPKH Ca NPEeAW3BMKBAHE HA NOBPBILAHE, CTOMALIHA TPOMUBKA, [IPHEM HA AKTHMBEH BbIIEH,
NOCACABAHO OT CHMNTOMATHYHO NIeUeHHe.

Hama cneunguuen antuaor. Tpadea fa ce cnean ankanHo-KHce MHHKA BanaHe,

5. ©®APMAKOQJIOTHYHA CBOMCTBA
5.1.  PapmakoIHHAMMYHH CBOHCTBA
Dapmakorepanesruuna rpyna: HepsHa cucrema, [ApYrM AHANCETHUM M @HTHIHPETHLM.

[Mupaszonoun, ATC: NO2BB 02

EKCMEPHMEHTANIHH  YC/IOBUS € nNo-e()eKTHBEH OT ALETHACANULIMIOBA
napaueramon. B cpaBHenue ¢ onuomaHure aHanretmun Metamuzon He

UCHTDLP A0PH BbB BUCOKH A03H. He Boau 10 3aBHCHMOCT.



OCHOBHHAT MEXaHHWIbM HA [EHCTBME € MOTHCKAHe HA MPOCTAINAHAHMHOBATA CHMTE3a IO OLTA Ha
HHXHOMpaHe Ha LMKTOOKCHreHa3aTa. CTHMYIMpa ocBoGOXKAABAHETO Ha GeTa-eHAOP(HHH, NOHIDKaBa
HHBOTO Ha eHOTEHHHTE IIHPOTeHH K TORAHABA [HPEKTHO TEPMOPETYNaTOPHHA LEHTHP B

XHIIoTa1aMyca.

5.2. PapMakoKHHETHYHH CBOHCTBa

Pezopbnas

Ilpn nepopamyo nNpunokeHHe MeTamMM30i ce XapakTepusupa ¢ Obp3a M ITRIHA pe3opOuuA B
CTOMAINHO-YpeBHHA TpakT. Moxe Na ce npumara u mapenTepanHo. JlocTHra MakcHMallHa IUIa3MeHa
KOHHLEHTpammA cien okosio 1 h.

Pasnpenenenne

CB‘LP3B& €€ YACTHIHO C TWIA3MCHHTE MMPOTCHHA.

MeTtabonninm
MeTtabommznpa ce B yepHus npoS. B oprannaMa ce nofnara na MHTEH3MBHA GHOTpaschOpMalA, KaTo
OCHOBHHTE MY METaGOIHTH 4-METHN-aMHHO-AHTHITHPHAH H 4-AMHHO-AHTHITHPHH ca (apMakoIOrH4HO

aKTHBHH. BpeMeTO Ha NOMYXHBOT HAa METaMH30J1a € 7 Yaca, a Ha AKTHBHUTE My MeTabONHTH - 2 vaca.

Exckpenns
Enumummpa ce upe3s exkckpenus ¢ ypuHara noa gopmara Ha MeTaGONHTH, KATO ypHHATA MOXKe Jla ce

OIBCTH B YCPBCHC.

53. IlpeaxauBHYAE A3HHE 33 GesonacuocT

MeTtamuzon Moke a Obae oTHeceH KbM cnabo TOKCHYHHTE BeulecTsa. [IpH HHTPABEHO3HO BHBEXKIaHE
cpeaHaTa JietanHa Jjo3a 3a MMk ¢ 2,389 mg/kg, a 3a 3afium 1 300 mg/kg. Cparuen ¢ amujgodeH H
ALETHWICATHIIOBA KUCEIIHHA, TOH € MHOTO [I0-MaJIKO TOKCHYEH.

Ilpp wscnenpaHe Ha CyOXpOHHMHA M XpOHMYH2 TOKCHMHOCT HE CE€ YCTAHOBABAT KIMHHYIHH M

OHOXHMHYHW HapyIIeHHs.

HsMa faHHM 3a TEPATOTEHHO, KAHLIEPOreHHO H MYTAareHHO JeHcTBHE.

6. PAPMAINIEBTUYHHA JAHHHA

6.1. Cnucnk B2 TOMOIIEATE BEINECTBA

ITmennyso HHLIECTE
MukpokprcTansa Hemynosa
Kenarax

ITosraoH

Tanx

Marne3ueB creapar

6.2. HecnpMecTaMOCTH




He ca ycranoBeHH

6.3. Cpok Ha roamocT

3 roouHn

Jla He ce M3N0M3Ba ciea HATHYAHE HA CPOKA HA FOOHOCT, 0003HAMEH BBPXY OHAKOBKATA.

6.4. Cpoensaann ycJIOBHH HA ChXpAHEHHE
Ha ce crXpansBa B OpHTHHATHATA OTIAKOBKA TIPH TeMriepatypa moa 25°C.

Ja ce cxxpaHsBa HAa MECTA, HENOCTHIIHH 3a jJenal

6.5. BbaH CbIbpKAHRE HA ONAKOBKATA

10 Tabrerxu B 6mucrep ot PVC/AL

1 nnu 2 GiicTepa 3a€AHO ¢ JIMCTOBKA ¢€ MOCTABAT B KAPTOHEHA KYTHA.

6.6. CHennaiHA HpeANR3HA MEPKH NpPH H3XBbJIAHe B pabora

Hen3non3BaHoTO KONHYECTRO HITH OCTAHAIHA MaTepHan Tpabra fa 6baT HIXBBICHH B ChOTBETCTBHE

€ MECTHHTE W3HCKBAHHA.

7. IIPHTEXATEJI HA PASPEHIEHHETO 3A YIIOTPEBA

Hme ¥ anpec: AITUPQAPM EAJT
6ynn. Cumeonoscko moce Ne 130
Codua 1700, Brarapus
n-meiin: offi dipharm.com

8. HOMEP (A) HA PASPEHIEHUETO 3A YIIOTPEBA
20110263

9. JATA HA ITbPBO PAZPENIABAHEAMIOAHOBABAHE HA PAZPENIEHHETO 3A
¥YIIOTPEBA
27.04.2011

10. JATA HA AKTYAJIMIHPAHE HA TEKCTA

®eBpyapH, 2022




