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U3MNBAMUTENHA ATEHUNA 10 NEXKAPCTBATA
Kpamxa xapasmepucmuxa Ha npogyxma - [punowerue 1
b SRR SIS AT KowPoe e ... 3DOODCE o
MeTu3on 5 mg Tabnetku Paspewerue Ne i A anes
NEGHL SRl sorume-... S SE 1L U T |
Ogotperue Ne ..................ccceur.. T P trre
2. KAYECTBEH U KOJIMMECTBEH CbhCTAB

Besika TabneTka chabpika S mg THaMasod (thiamazole).
[TOMOLIHO BELIECTBO C M3BECTHO JeficTBHE: NaKTo3a MOHOXMApAT 94 mg.

3a TbJIHKSA CIIMCHK HA MOMOILIHHMTE BElIECTBA, BHKTE To4Ka 6.1.

3. JIEKAPCTBEHA ®OPMA

Tabnerkn.
Beunu, kpbriu, nnocku TadbneTku, ¢ Haamue ,,M”™ oT eHaTa cTpaHa.

4, KJ/HUHHUYHHUH JAHHH
4.1 TepaneBTHYHH NOKA3IAHHHA

JleyeHune Ha TUPEOTOKCHKO3a, BKIIOYBALLO:

- KoHcepBaTHBHO NeyeHKHe HA THPEOTOKCHKO3a, 0CO0EHO NPH MasKa WM JIUTCBALla ryua,

- JleueHue Ha BCUUKHM (POPMHU HA THPEOTOKCHKO3a MpeAH XUPYPryus Ha LUHTOBHIHA *JIe3a.

- JleueHHe Ha THPEOTOKCHKO3a, 0COOEHO MPH NAUMEHTH C TEKKA THPEOTOKCHKO34, NpeH
TepanHsA ¢ paJHOAKTHBEH HO.

- [IpexonHo NieyeHHe HA THPEOTOKCHKO3a Cle/l Tepanus ¢ paaMoaKkTHBEH HOJ;

- [TpounakTHYHO NeYeHHe Ha MALMEHTH ChC CYyOKITMHHUYHA THPEOTOKCHKO3d HITH ABTOHOMHH
a/leHOMH Ha LWTOBH/IHATA XKJI€3a, /1M MPH aHAMHE3a 332 THPEOTOKCHKO3a, NMpeld HeH30ex HO
M3J1araHeTo Ha Hox (Harp. M3cneaBaHe CbC ChABPIKALLO O KOHTPACTHO BELLECTBO).

- XHnepTHPEOHIH3IBM.

4.2 Jlo3upoBKa H HAYHH HA NPHIOKEHHE

2103H|208Ka

)103a'ra Ce onpeaelia HHAXWBHAYANHO 3a BCEKH MAUMEHT H 3aBUCH OT roJIEMHUHATA Ha LIHTOBH/IHATA
JKJ1€3a H TEXKECTTa Ha THPEOTOKCHUKO3aTa.

Bb3pacTHH (BKAKOYHMTETHO MALMEHTH B cTapyecka Bb3pacT)

HauanHo ieueHue npu Bb3pacTHU: TIPH JIEKH C/Ty4aH IHEBHATA 1034 € 15 mg; npu yMepeHa TexecT Ha
zabonasanero - 30-40 mg, npu TexKH cydan — 60 mg.

Jlozara TpsaGea 1a ce npueMa nepopaiHo pasnpeneneHa Ha 3-4 npuema aHeBHO (Ha BcekH 8 yaca).

Taszn 103a ce npuema J1o NoTHCKaHe akTHBHOCTTA Ha LIMTOBHIHATA kne3a (obuuaiino 3a 2-3 cenmuum,
HO € BB3MOXHO /1a ca HeOOX0AUMH 8 CEeAMHLIH WIIH MOBEYE).

Jlo3ata Ha MeTH30/1 ce HaMaJIsBa MOCTENeHHO /10 NOUIbpKalla JHeBHa 103a oT 5-20 mg, koATo ce
npHeMa NMepopasHo BEIHbK HIIH [Ba ITbTH 1HEBHO.




Cien nbpBoHaYaHO NEYeHHE ¢ Mo-BHCOKa 103a (10 mg — 40 mg Ha AeH 10 HOpMATM3HpaHe Ha
GYHKUMATA Ha IIMTOBMAHATA HU1e3a), ABA Pa3THIHH PeKMMA Ha 103HpaHe Ce NpEenophyBat:
a) Mernson 5-20 mg noAALpKalla JHEBHA 1038 MOXKE I3 CE NpHEMA B KOMOHHALHA ¢
NIEBOTHPOKCHH, 32 IPENOTBPATABAHE HA XHIOTHPEOHAHIBM.
6) Metn3on 5-10 mg nHeBHA 0033 KATO MOHOTEPANHA,

JfosupoBskara ce onpefieAs HHIRBHIYATHH B 3aBUCHMOCT 0T MeTAa60IMTHOTO ChCTOSHHE Ha MaLlHEHTA,
oLeHeHo Ha 6azaTa Ha HusaTa Ha TSH. (THpoHA-CTHMYIHpaIL XOPMOH) H THPEOHAHHTE XOPMOHH.

JleuenneTo Ha XHREPTHPEOHON3EM ¢ MeTH30n nmpoasmkaea ot 6 Mecena 1o 2 roxuRy. Metuson B
HHCKH J103H CHC HAH 63 TeBOTHPOKCHH MOXeE 13 Ce M3NO/38a 3@ ABITOCPOUHO JIEYEeHHE.

AKO NauHeHThT HMA TONIAMA ryllia H TPaxeaTa € koMmnpecupana, Metuion Tpa6ea fa ObAe npHeMaH 3a
MHOro KpaTek nepros ot speme. Husara Ha TSH u Tpaxeanuus mymeH (kaupbHc) Tpadsa ga Ovaat
BHMMATETHO HAG/MOAABaHH MO BpeME Ha NIEUEKUETO ¢ TO3H NexapcTBeH npoaykt. Hai-nobpe e na ce
npyeMa eAHOBPEMEHHO JEBOTHPOKCHH,

Jeuenue na mupeomokxcuro3a npedu onepayua

IMpu moaroToska 3a THPEOHACKTOMHA IEKAPCTBEHHAT NPOIYKT 06Huaiine ce u3nonisa 3-4 cenMuLy
npeny onepaunaTa. MHOTO € BaHO 13 6BAAT HOPMATH3HPAHH HUBATa B MeTaboNH3IMa Ha
TUPEOHIHHKTE XOPMOHHUTE MPeH Teparysd ¢ paaHoaKTHRER Hol, 0COBEHO aKo THPEOTOKCHKO3aTa €
TekKa.

HPOHSBOJIHHTE HA THOHaAMUJa MOCAT 4a HAMAJIAT YYBCTBHTENHOCTTA HA TEKaAHMTE HA IMHTOBHAHATA
A&Ke3a KbM padHOAKTHBHH BELUECTRA. an nevyeHHe Ha aBTOHOMHH ANCHOMH € paaH0aKTHBEH don,
TBhKAHTa B CHCEACTBO C aACHOMA (napaﬂonynapﬂa T'bKaH) HE szﬁaa Ja ¢ aKTHBHpaHa. Tosa Hanara
MeTH3on ga Obae NMpHEMAaH npeay Tepanus ¢ paqHCaKTHBEH fox.

Hpexoduo Aevenue Ha MUPEOMOKCUK03a Cled mepanisl ¢ paduoaKmueeH oo

[MpOALTKHTENKOCTTA M A03HPOBKATA Ha JeyeHneTo TpROBa Ra ¢e ONpeeNAT HHAMBUAYANHO, B
3aBHCHMOCT OT TEXeCTTa Ha 31aGongsaHeTo M BpeMe, KOETO € HeoGX0AMMO 33 NoABa HA edekT Ha
TepanuaTa ¢ panHoaxkTHeeH fion (mpuGnusnTenno caen 4 no 6 meceua).

Jpochunakmuuno Jeuenue G RAYNERMY, nPU KOUMO NPUIONCEHUEIO HA H00-ChObPICAIU Beljecmed
30 OUAZHOCMIUYHY YEAN MOJNCE 0a RPUYUNY IMUDEOMOKCUK03a

OGuuaiiHaTa AHeBHa 1033 ¢ 10-20 mg MeTuson u 1 g nepxinopar. JleveHueTo NpoRbbkasa okoso 10
AHU (HANp. OpH eKCKPETHPaHe Ha KOHTPACTHOTO BeliecTBo 0T Gu6peuuTe). [poaLHKHTENHOCTTS HA

NEYEHHETO 3aBUCH OT NPOABIKHTENHOCTTA Ha NEPHOA, NPe3 KOATO HOA-CLABPHKALOTO BEUIECTRO C&
3aibpKa B TANOTO.

[eauaTpyula NoMynauns

Heya u ionowu na evapacm om 2 0o 17 200unu

Hauanuarta goza 'rpnﬁna fa ce oNpencsi Cropel TErNoTO Ha MalHCHTA.

O6HuaiiHATA THEBHA 0032 MpH 3aMoYBaHe Ha ieveHueto e 0,5 mg/kg TenecHo Terno, pasieneHa Ha 2
nau 3 parity 1o3W, O6uuaiinyTe NPenopbYHTENIHKTE TO3H CA B CEIHHTE MPAHKIN
2-5 rogunu: 2,5-5 mg/nen

5-10 rogunu: 5-10 mg/nex

10-17 rogunu: 10-20 mg/aen




3a noxIbpKALIO NeHeHHe RHEBHATA 034 MOKE 1 C¢ HAMATH B 3ABHCHMOCT OT OTTOBOPA KbM
neqenrero. B cioyuaii, ye HeoOxoauMara eMHHAYHA 1032 € NIO-MAJIKA OT 5 mg, HE ce MPENopbYBa Aa ce
paznens Tabner, Thil KaTO TA HE CE OeNH.

MaxkcumanHarta fHesHa fnoza € 40 mg Metuson.

HOITI:J'IHI‘ITCJ'IHO JIEYEHHE C NeBOTHPOKCHH MOXKE 1a € HeoOxonuMo, 3a na ce Hiberne
XHINOTHPCOHIHIBM.

Heya na ev3pacm 2 z00unu u no-maniy

MeTH3001 He ¢e Npenopb4ea MpU AElia HA Bb3PacT Mo 2 TORHHH.
[NauueHTH ¢ vBpeaeHa YyepHoapoOHa dyHKuus

Tpa6ea na ce npueMa Hal-HUcKATa edeKTHBHA A03a NP NALMEHTH C YBpEaeHa YepHoapobHa
PyHKLHA.

HauuH Ha npunoxetue

[Tepopanno npunoxene.
Tabnerkara TpaGBa na ce mornbila uana, 6e3 oa ce AuBYE, C AOCTATHYHO KOMHYECTBO TEYHOCT.
4.3 IlporuBonoxa’aHus

- CBpbXYYBCTBHUTENIHOCT KBM THAMA3OJT WM KbM HAKOE OT NOMOIINHHTE BELIECTBA, K30pPOEHH B
To4Ka 6.1.

- [TauveHTH ¢ aHAMHe3a 32 OCTBP MAHKPEATHT CJIe NPHIOKEHHE HA THAMA30/1 HITH HETOBOTO
npenexapcTso kapouMason.

4.4 CneugualHH NpeaynpexIeHHs H NpeAnaiHd MePKH npH ynotpeba

HMa MocTMapKeTHHIOBH CHOGLIEHHA 32 OCTHP NAHKPEATHT NPH MALHEHTH, IPHEMAILH THAMA3OJT HITH
HErOBOTO MpeIeKapcTBo kap6umason. B caywaiil Ha ocThp maHkpeaTut MeTuson TpabBa HesabaBHO
ga ce cnpe. Metuson He TpaGea Ja ce xapa Ha MALMEHTH C AHAMHE3a 33 OCTbP MAHKPEaTHT Cren
NPWIOKEHKE HA THAMA30J WIH HErOBOTO MpeaieKkapcTBo KapOumMason. NoBToOpHAaTA eKCNO3HLHA
MO3KE 114 J0BE[e 10 PELHARE HA OCTHP MAHKPEATHT, C MO-KPATKO BpeMe 10 HaYanoTo My.

HeoGxoauMo € XeMaToMOrH4YHO U3CNe1BaHe, ako Ce MOABAT CHMITTOMH, XapaKTEPHH 32
arpasynounTtosa {dapuHruT, Tpecka  ap.). ToBa n3cnensane TpabBa Ja ce NosTapA PENOBHO NO
BpeMe Ha JIEYEHHETO.

Henu ¢ AETCPOIEH MOTEHIMAN H OpeMeHHOCT

Henute ¢ neTepoaeH noreHuMan Tpadea Aa mnoaIeat eeKTHBHH KOHTPALENTHEHH MEPKH MO BpeMe
Ha neyenuero. Ynotpedara Ha MeTH3on npH GpeMeHHH XeHH TpAGBa Ja ce OCHOBABA HA
HHAMBHAYAIHATA OleHKa HA CLOTHOIIEHRETO nonsa/pyck. Ako MeTH30n ce H3Mo3Ba No BpeMeE Ha
OpemenHocT, Tpalsa aa ce npunara Hafi-HUckaTa eeKTHBHA 033 63 NONBAHNTENHO NPHIOKEHHE Ha
THPEOHAHH XOpMOHH, [IpenopsuBa ce BHUMaTeNHo HabMmoneHHe Ha MaitkaTa, deTyca H
HOBOPOAEHOTO,

TToMoIIHM BelllecTRa
JlexapCTBEHHAT NPOAYKT ChABPKA JlakTo3a. [lauieHTH ¢ peiku HacneacTBeHH npobneMu Ha

HEMTOHOCHMOCT KbM FaJIaKTO3aTa, IThJeH NaKTaseH JeHUNT WIH IMIOK030-TalakTo3Ha Manatco
He TpabBa na MPHEMAT TOBA JIeKapCTBO.




4.5 B3iammonelcTBHE ¢ APYIH JeKAPCTBERH NPOAYKTH H APYra ¢opMH Ba BlanMoaeiicTBHe

MeTuzon Npean3BHKBA HaMaNABaHE Ha aﬁcopﬁuna'ra Ha paaHOAXTHBCH HOI OT ILWTOBUIHATA HUle3a.
HOPMH HOpMA/TH3IHpAHE HA HHBA HAa THPCOUIHHTE XOPMOHH B KPBBTA B PE3YNTAT Ha NICUEHHE C
MertHzon, KOHLIEHTPAUHATA HA HAKOH €AHOBPEMEHHO NPpHEMAaHH JICKAPCTBEHH NMPONYKTH (TeO(lJHJ'lHH,
XOJIHH TeothJ'lHHaT, CbpACYHH INTHKO3HUIOH, aH'ruKoarynaHTu) MOXE Ja c€ NPpOMCHAT. Tora Moxe na
HaJI0XH KOpPHIHpaHe Ha 003aTa Ha TElH NICKApPCTBEHH NPOOYKTH.

4.6 @epTHANTET, GPeMEHHOCT H KbpMeHe
XeHH ¢ IeTepoeH NOTEHUHAN

Kenure ¢ JETEPOAEH NOTEeHUHan Tpuﬁna Ja U3Moa3Bat ecbekmm-m KOHTPALUCIITUBHH MEPKH [0 BpEME
Ha JICYCHHETO.

EpemeHHOCT
MeTH3on Moxe Na NPHUKHHH BpOEHA I'ylna Ype3 HHXHOHpaHe Ha CHHTE3a HA XOPMOHM Ha

LIHTOBHAHATA XJ1€3a HA MNOAA.

XunepTHpeonauILM Npu GpeMeHHHM KeHH TpaOBa na ce NeKysa 1o NOAXONANL HAYHH, 34 1A ce
NpeJoTBPaTAT CEPHO3HH YCIIOKHEHNA HA MaiikaTa H deTyca.

MeTuzon Moxe aa NpEMHHARA MNpE3 YOBCLIKATA IMALCHTA.

B13 ocHoBa Ha ONKTa OT €MMIEMHONOTHYHY IPOYYBAHHA M CIIOHTAHHH ChOOLUSHHA OT NPUICKEHHE
TIPH XOpa ce Tpeanonara, 4e MeTH30 NPHYHHABA BPOREHH MAThOPMalIHH, KOTAaTO C¢ NPHAAra fo
BpeMe Ha GPeMEHHOCT, 0COGEHO B MBPBHA TPHMECTHP Ha OPeMEHHOCTTA H IIDH BHCOKH JIO3H.

CrobiuennTe MaihopMaLIHK BKTIONBAT aNAa3HA KyTHC KOHTEHHTA, KpaHHO(ausanuu MangopMali
(aTpesus Ha XOaHWTE, JTHLEB AHCMOpPUIEM), ek3oManoc, aTpe3na Ha XPaHONPOBO/Ia, AHOMAJTHA Ha
oMbanoMeseHTEPHANTHEA MPOTOK H MEXTYKAMEPeH CENTaleH NehexT.

Metuaon TpaGBa Aa ce MpHnara no BpeMe Ha GpeMeHHOCT caMo Clell TOYHA HHAMBHAYAnHA OLEHKa Ha
CHOTHOLIEHHETO MOJI3/PUCK W CaMO MPH Hail-HucKaTa edeKTHBHA 1033, €3 NOIMbIHHTENHO
MPHICKEHHE HA THPEOHAHH XOpMOHH. Ako MeTuzon ce n3non3ea no Bpeme Ha OpeMERHOCT,
NMpernopbyYsa ce BHUMATENHO HabnroReHHe Ha MalikaTa, M10Ja H HOBOPOAEHOTO.

KopMmene
MeTH30n ce eKcKpeTHpa B Kppmarta. [lopaak Toea, NpH KbPMeLIH XeHH TpAGBa 1a ce U3non3ea Hall-

Huckara edeKTHBHA [03a, He N0-BHCOKa 0T 20 Mg Ha JeH.

AKo MaiikaTta e npyemana MeTtn3on no BpPEME HA KbPMCHE, CI)YHKLLHHTH HA IIMTOBHIAHATA AJIC3a HA
HOBOPOASHOTO TpHGBa Ita ce cnenu peaoBHO.

4.7 EdexTu pnpxy coocobHocTTa 32 modupane H paboTa ¢ MALIHHN

MeTH3051 He NOBIMABA MM NOBIHABA NPeHeGPEKUMO cocoGHOCTTa 3a WodupaHe U paGoTa ¢
MaLLHHH.

4.8 HexenanH feKapcTBeHH PeaknHH

IToseueTo OT HeXeNaHNTE PeakUHH Ha MeTH30a BL3HHMKBAT (Ipe3 MbpBUTE 4 10 8 ceaMHIM OT
JIeYyeHHETO, KaTO TEHECTTa H YECTOTATA MM Ca JABHCAT OT [03aTa.

YecToTaTa HA HEKENAHUTE peakUHH € ONpEeNEEHa KaKTO CNeaBa: C HenaeecTHa yecToTa (0T
HaTMYHHTE aHHH He MOXe Aa Obae HAMpaecHa OLRHKA).
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CHRCTeM0-OpPraHHH KIacoBe YecToTa Hexenano csburne
Hapymienns Ha kppBTa # C HeH3BECTHA HECTOTA ArpaHynoumTosa, JlesxoneHus,
nuM(pHATA CHCTEMA TpoMbounToneHna
Hapywenus Ha enpoxkpuunata | C HEH3BECTHA 4ECTOTA HucynuHoB aBTONMYHEH
CHCTEMa CHHAPOM

Hapyurenus Ha HeppHaTa C HeW3BeCTHa YecToTa HapyineHus 5bB BKyca
CHCTEMA

CrIoBH HapylIeHus C Hen3BecTHa YecToTa Backyut
CroMaiHo-upeBHH HapylienHa | C HeM3BECTHA 4ECToTa (cTbp MaHKPEATHT
XenatoOwinapad Hapywenus | C HeH3BECTHA 4ECTOTA XonectaTH4Ha XBATEHHLA
HapyiueHus Ha KoXaTa U C HEH3BECTHA YEeCcTOoTa Obpue

NOJKOWHATA ThKaH

Hapywenns Ha MycKynHO- C HeM3BECTHA YECTOTA ApTpanrus

CKENeTHATa cHCTeMa H

CheAMHHUTEIHATA ThKaH

HHeduampuuna nopyaayun

YecToTaTa, THIA H TEKECTTA HA HENKETAHMTE PEAKIIHH MDY 1ela H3MIEHIAT CbNOCTABHMH ¢ Te3H NpH
BB3pacTHHTE. TEXKH PEaKLHH HA CBBXYYBCTBHTEHOCT HA KOXETA Ca ChbOOLABAHH KaKTO NPH
BB3PACTH MAUMEHTH, TAKA H NPH Jela, BITTIOUMTENHO CHHOpoMa Ha Stevens-Johnson (MHOTO penxH,
BKICYBALLH SIHHHYHH ChOOLUEHHA; TEXKKH (HOPMHE, BKAIOYHTENHO TEHEPANAIHDAH AEPMATHT, Ca
OMUCAHH B M30;IHPaHH CITyqaH).

C'I:OGEQB&HC H3 MOJ03HPpAaHH HEXENaHH DeAKLIMH
CrnobluaBaHeTo Ha NoJo3HPaHH HEXEIAHH PEaKLHH CNER paspeulaBaHe 33 ynm‘peﬁa Ha NEKApCTBCHHA

NPOAYKT € BaXKHO. Tosa no3BonABRa Oa MPOOLIXKH HabMIOAEHHETO HA CHOTHOLIEHUETO nonaa/pucl( 3a
NEKapCTBCHHA NPOAYKT. OT MEIHIIMHCKHTE CIELHATHCTH €€ H3HCKBA A3 ChoOIIAaBaT BCSIKa
NoJ03HpaHa HeXeNaHa peakUuHa Ype3 HallHOHANHATA CHCTEMaA 33 cro0uIaBaHE:

N3nbnHNTENHA areHUHA O NeKapcThaTa
yn. Haman I'pyes Ne 8

1303, rp. Codus

P. Benrapus

Ten.: +359 2 8903 417

®axkc: +359 2 8903 434

e-mail: bda@bda.bg

yebealiT: www.bda.bg

4.9 THpenoinpane

B cimyuaii Ha Npeao3upaHe MOXE Aa ce HablioaBa CNeHOTO: YroNeMABaHe Ha LIMTOBUIHATA HKIIE3a,
XHNIOTHPEOMAHIbM, ArPAHYIIOUNTO34 H 4ePHOAPOOHO YBpEXKAAHE.

Jleuenue

- H3pexaaHero Ha THaMa30J1 OT OpraHu3Ma (MPOMKBKA HAa CTOMAxa, IPHEMAHE Ha AKTHBEH
BBIJIEH).

- HabmoaeHre Ha ChCTOAHUETO HA NALMEHTA (KPbBHA KAPTHHA).

- CHMOTOMATHYHO JIE4eHHE.




5. ®APMAKOJIOTHMHH CBOVMCTBA
5.1 ®apmakoaHHAMHYHH cBOJiCTBA

dapMakoTepaneBTHYHA rPyNa; THPEOCTaTHUEH NPOAYKT; ChABPXNALIC CAPa IPOH3BOMHO Ha
umnaazonosa, ATC kox: HO3B B02.

MexaHuIBM HA geﬁCTBHe

Tuamazon e MeTaGoNHT Ha KapOHUMAa30n, KOATO HHXHOUpPA CHHTE3IaTa HA THPEOURHH XOPMOHKH.

PapmakoguHaMHYHH edeKTH

Kato cyGeTpar 3a nepokcHaa3IHaTa CHCTEMA Ha IWWTOBUIHATA JKIIe3a, THaMa3ol HHXHOHpa
CBbP3BAHETO Ha HOa KbM THPO3HH B THpeornoSyNHHA, KaTo MO TO3H HAYHH HHXHOHpa CHHTE3aTa Ha
MOHOHOATHPOIHH, AMHOATHPOIHH, TPHHOATHPO3MH M THpokcHH. THamason He NoB/IHABa
KONHYECTBOTO HA BeYe CHHTEIMPAHHTE THPSOUIHH XOPMOHH HIH TAXHOTO 0cB0o00XIaBaHE, IOpalH
KOETO eeKTHTE My Ce NPOSBABAT CAMO HAKONKOC JHHU e/l NPHEMA HA JIEKAPCTBEHHA NPOAYKT.

5.2 dapMaKoKMHEeTHYHH cBolicTRa

AGcopbuus

Cnen nepopaneH nprem THamasoll Gup30 ce pe3opbupa B CTOMALIHO-4YpeBHHA TPaKT.
Pasnpenenenune u Guotpanchopmauns

Cnen nepopaneH nmpuem Ha 60 mg THaMa3o/ raH-BHCOKA KOHLEHTPaLHA B KpbBTa (1,184 ng/ml)
HacTenBa cnel okoso 30-60 mukyTH. BHoHanmiHocTTa Ha THamalol e 93% u oBeMbT Ha

pasnpenenenue e oxono 0,6 I/kg Tenecxo terno. Tuamasos ce HaTPYNBA B IUHTOBHIHATA JKJIEIA B
axTHBHa ¢opma. [TpakTHUECKH, Toil He ce CBBP3Ba C UIA3MEHHTE POTEMHH,

EnumMunupane

JlexapcTBEHHUAT TIPOAYKT ce MeTabonu3upa B yepHHA Apob H ce enuMHHUpa ¢ ypuHaTa. Bpemeto My
Ha MOJYKHBOT € oT 3 10 6 4aca.

HeofxoamMu ca okosao 7 ceIMHUM CNel HAYaNoTo Ha IEYEeHHETO, 3a Aa ObOaT JOCTHIHATH
HOPMATHHTE HHBA Ha THPOKCHHA H TPHHOATHPOHHHA (4 ceAMULIM B IPOYYBaHE NPH AHEBEH NPHEM Ha
40 mg oT NekapcTBEeHUA IPOAYKT).

5.3 NpeaxauHHYHM JaHHH 32 GejonacHOCT

QcTpa TOKCHYHOCT

Cnen nepopanHo NpUIoKeHHEe Ha THaMazon cToiiHocTuTe Ha LD50 ca 860 mg/kg v 2 250 mg/kg,
CHOTBETHO,

Kapuunorennn, Mmytaresnu edexty
B 2-roamuuHo npoyuBaHe MILXORE c4 XPaleH ¢ JHeTa chhpxaua 5. 30 nuan 180 ppm tnamason.

an OBETE NO-BHCOKH BO3H, MIBX0BETE pA3BHBAT XHIepPNnaius, aleHoOM H KapLHHOM Ha
UIMTOBHIHATA KJe3a. KnHHHYHATA 3HAYHMOCT Ha Te3H Pe3yATaTH HE € N3BECTHA.




Edexrtu BupXY hepTHAMTETA H PA3IBHTHETO HA IUTOAA
Tramazon ecHO MpeMMHARA Npe3 NaleHTapHaTa Hapuepa.
KoraTo Ha jKeHCKH KHBOTHM € MPHIaraH THaMa3on o BpeMe Ha OpeMEHHOCT, TAXHOTO IOTOMCTBO
PAAKO Pa3BHBA BPOASHH ManopMalyu,

6. OAPMALEBTHYHH JAHHHA

6.1 CnHCLK Ha ROMOWIHHTE BEWECTBA

JlakTo3a MOROXHIpAT

Kaptodieno Huwecre

[Tosunox

Tank

MarHesneB creapat

6.2 HechBMECTHMOCTH

HeuzpecTHn.

6.3 Cpok Ha roaHoct

3 roouHy

6.4 CpoeuHaARH YCIOBHA HA ChXpaHeHBe

I[a Ce ChXpaHABa B OpPHIHHANHATA OMAKOBRKA.
Toau JIEKapCTBEH NMPOOYKT HE H3IUCKBA CMICLHANHH YCIOBHA Ha ChXPAaHEHHE.

6.5 Buau chIbLPXaAHe HA ONAKOBKATA

TabnetkuTe ca onakosaHu B Gnucrepu ot PVC/A] donno, no 25 tabnetky suB Beexu. JIBa GnucTepH,
3aeINO C JJUCTOBKA €A IOCTABEHM B KAPTOHEHA KYTHHKA C NeYaTeH HAANKUC OTBBH.

6.6 CneunajHn npeana3Hi MEPKH NMPH HIXBLPARHKE H pabora

HaMa crneunaiHu H3HCKBAHUA.

7. NPHTEXATEJI HA PASPEIIEHHETO 3A YIIOTPEBA

Buarpuc ECOJ1

oduc crpana ,,Cepauka odacu
6yn. Cutnakoso Ne 48, eT. 7
1505 Codus

Brnrapus

8. HOMEP(A) HA PAIPELIEHHETO 3A YITOTPEBA

Perucrpaunonen Ne 9900341




9. JATA HA ITBPBO PA3PELUABAHEMOJHOBABAHE HA PASPEHIEHHETO 3A
YIIOTPEBA

Hara ka mepeo paspeiuasasve: 02 HoeMBpH 1999 .
Jara Ha nocnegro noaHoeaeane: 07 ionn 2011 r.

10. JJATA HA AKTYAJIU3HPAHE HA TEKCTA

03/2026




