1. HME HA JEKAPCTBEHHS IPOAYKT i [ &
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Tupo30a 5 mg GHIMUPaHH TaOJNETKH. o AE P! O
Turposon 10 mg drnMUpaHy TabNeTKH HATA S ‘\'LO 4
Tupozon 20 mg GuIMHpaH! TabJETKH | —— e

2. KAYECTBEH H KOMYECTBEH ChCTAB

Tuposon 5 mg duimMaApanHH TabNeTKH: BCAKa TablleTka ChABPKA 5 mg THaMa3oll,

Tupozon 10 mg drmupanu TabieTKH: BCAKA tabnerxa ceappika 10 mg THaAMAa30lL
Tupozon 20 mg drmmMupany TabNEeTKH: BCAKA Tabnerka ceappka 20 mg THaMa3oll.

[Tomormy Bemectsa: Chaspxa 200 mg jakTo3a (Tmposon 5 mg), Bk T. 4.4.
Crappxa 195 mg nakrosa (Tuposon 10mg), Bk 1. 4.4
Chaspxa 185 mg nakrosa (Tuposon 20 mg), sk 1.4.4
3a ITHJIHMS CITMCHK Ha IMMOMOINHHTE BEIRECTRA, BHK T. 6.1.

3. JEKAPCTBEHA ®OPMA

®wiMHpaHHK TabIeTKH.

THpo30i 5 mg: YXKITH, KPBIJHA, ABOHHO A3TBKHANTH brmmupasy TabeTKH ¢ JENHTENHA YepTa OT

ABETE CTPAHH.
Trposon 10 mg: cCHBO-OPAEKERH, KPBIIH, NBOYHO M3THKHATH QWIMHPaHH TalJIeTKH ¢ AS/THTeITHA

yepTa OT ABETE CTPaHH.
Tuposon 20 mg: xadABH, KPBIIIM, TBOMHO M3MBKHANH (HIMUpaHH Ta0JIeTKH ¢ JEIKTEHA JEPTa OT

ABETE CTpaHU.

TabierkaTa MOKe [a ¢ pa3ie/d Ha [IBe THAKBH NIOIOBHHH.
4, KIHHAYHHA )IA]EIHH

4.1. TepaneBTHYHH HOKAIAHHSN

JledeHue Ha XHNEPTHPCOUTH3IEM, BKITIOHBAIIO. |
e KoHcepparuBHO eYeHHE Ha XMIIEPTHPCOUTAIEM, ocoGeHO NpH MaTka WM JIMIICBAIllA TyIa,

e JloaroroBka 3a XHpYpri4dHa HHTEPBSHIUAI IIPH BCHIKH bopMH Ha XHITEPTHPCOHTUIBM,
¢ TloaroToBka 3a JICYEHHE ¢ paTHOBKTHBCH tioa, ocobeHo pH NaLMEHTH C TEXDBK

XUIEPTHPEOHIMIEM,
[Tpexo/HO IEUCHAE ClieM TEPaua C pafHOAKTHBCH on,

aIeHOMH WM AHAMHE34 33 XUMTEPTAPCOHMNSEM, IIPH KOHTO H3NIAraHeTo Ha MO € HAJIeXalno
(HampHMep H3CCABAHE CBC CHIBPKAIIO 071 KOHTPACTHO BEIIECTBO).

4.2. Jo3upoBKa H HAYHH HA NPHJIOKEHHE
TwaMa30 € AKTHREeH MeTaGoMT Ha kapGHuMa3or, HO | mg THAMA3ON He ¢ CKBUBAIICHTCH Ha 1 mg

xap6umason. Toea TpAGBa a ce MMa NMPe/BHJL, KOTaTO €€ 3AIl0¥Ra NleYeHHe ¢ THAMA30J K B CIIydaH
Ha IIPOMAHA H& TePAlHATA OT kapOHMA30) Ha THAMA3O!. Heo6Xx0aHMO € [1a ce CIIa3BaT CIICAHHTE

NpENOPHKH.

O6mu npenopbLKA NPE AOJHPOBKATA

¢ Jlo3upoBKa IIpH BB3PaCTHH




THPEOUHAA XOpPMOH OOHKHOBCHO MOXeE /1a 6B/1e TIOCTHTHATO ¢ HadanHy fo3H oT 20 10 30 mg
THaMa30Jl qEeBHO. IIpH No-JieKH CiTydau MOXe Jla He C¢ Hanara ITh/THa fnoxupaima A034a, €70 3all0
MOXKe Ia ce OBChAH MPHIoKEHHE Ha Mo-Majlka MEpBOHAYaIHA N1034.

TTpy TexKH CITy4ay Ha XHIICPTHPEOH/MIbM MOXKE 112 C€ HAJIOXKH Ha9aliCH npueM Ha 40 mg THaMas3on,

Tlo3aTa ce afanTHpa HHAMBUAYAIHO B 3aBHCHMOCT OT MeTaGONMMTHOTO CHCTOSHHE HA IAIHEHTa,
OTpPA3EHO B THPOHIHMA XOPMOHAIICH CTATYC.

3a MOAXBPIKAILA TepanHs ce IPeNophYBa efIHA OT CJIEJHATE CXEMH Ha JICHCHHC:

a) JIHeBHa OAXBPKAIA 032 OT 5 IO 20 mg THaMA30J1 B KOMOHHAL(HA C JIEBOTMPOKCHH C L] ia Ce

w3berse XUIIepTHPEORAHIEM.
6) MoHoTepamnus ¢ AHeBHM 7038 0T 2.5 mo 10 mg THaMasol.

[Ipe AM3BMKAHHAT OT HOA XHMOEPTHPEOHIH3EM MOXKE J1a H3HCKBA T10-BHCOKH I03H.

o [osupoexa npu oeya

CpelHara HauaHa 1034 TpH fietia ¢ (.5 mg THamMa3ol Ha kg TenecHo Tero Ha fieH. Cnex

HOpMAJIM3HPAHE HA TUPEOHTHATA (GyHKIIMA, 103aTa C& HAMAIIABA [IOCTCIICHHO 10 FO-HUCKA
NOAXEPKALIA 038, KOATO 3ABHCH OT MeTabOJIMTHOTO CECTOAHHE Ha NALACHTA.

3a mpeoTBpaTABaHE HA XMItEPTHPEOUIEIEM MOXKE J1a C& HATOXH JOIBIHUTEINHO JICUCHIE C
JIeBOTHPOKCHH.

KoncepBaTHBHO JIeUeHHe HA XANEPTHPCOHNHIBM

I{enTa HA TEpaNUATa € OCTHTaHe HA CYTHPEOBAHO MeTabOIHTHO CHCTOAHME U TBJIrOTpakHa PEMHUCHA
cliel XpAaTKOTpalHO JeueHue. B 3aBHCHMOCT OT nozbopa Ha JieKyBaHHTe NALHEHTH, 6JHONOMIIHA
peMHCHA MoJke Jia Ob/ie TIOCTHIHATA B Hali-no6purs ciygai mpa 50 % oT naueHTHTe. JoKNaBaHaTa
YecTOTa Ha PEMHCHHTE C¢ pa3iiidaba 3HATMTCITHO, §e3 NpHUMHKUTE HA KOUTO Ce XB/DKH TOBA /ia Ca
HAITHIIHO M3sCHEHH. BHIBT XHIepTUpeONIM3sM (AMYHOTCHEH Wi HEMMYHOTEHEH),
NPOABDKMTEHOCTTA Ha JIeYeHHETO, I03aTa HA THAMA30MA, a CBIH0 TaKa ZHCTHIHOTO WITH
ATPOreHHOTO CHA0AsABAHE C #o]1, BEpOATHO ca (axTopH, OKA3BAINA BIHAHHC.

[IpH KOHCEPBATHBHOTO JIEYCHHE HA XUIEPTHPCORIUIEM, TeparmaTa OOMKHOBEHO MPOAL/DKARA 32
nepuoj ot 6 Mecela 10 2 TO{HHH (CpelHo 1 rognaa). CTATHCTHIECKH BEPOATHOCTTA 38 PEMHCHA CE
yBeJIMYaBa C MMPOXBIDKATETHOCTTA Ha TeparHiTa. B cityqadTe, KOraTo He MOXe /1a Ce IIOCTHIHE
pemucud Ha 3a00IBAHETO M OTpenesIcHE TEPANICBTHYHA MEPKH He Ca MPIIOKAMA WK Ca
OTXBBPJICHH, THAMAZ0JI MOXe f1a OhJie HINO3BAH 33 ARJIrOCPOTHA AHTHTHPEOHIHA TEPANAA B KONKOTO
o BE3MOMKHO IIO-HHCKA 71034, Ge3 mpubassHe HIIH 32€JHO ¢ MAJIKO KOJIMYECTBO JICBOTHPOKCHE.

[TaLMeHTH C FOJIEMH I'YIIH M CTECHEHHC Ha Tpaxesdra Tpa6Ba, axo ToBa BHOOLIE € BE3MOXHO, /1a ce
[I0/JIaraT CaMo Ha KpaTKOCPOYHa Tepalmi ¢ THaMa3oll, THH KATO ABJITOCPOYHOTO NMPHICKCHHE MOXKC
Na IOBEAE A0 yBeHdaBane Ha rymara. Moxxe fa ce Hanoxu Teparnusra Aa 61nae HabmonaBaHa
W3KTIOYHTE/THO CTPUKTHO (HMBO Ha THPEOMA-CTHMYIHPALML XOPMOH, TyMCH HA TpaxedaTa). 3a
IpeZNoYMTAHE € JTedeHneTo Aa obae KOMOWHHMPAHO C AOITBIIHHTE/THO NPAIOKCHHE Ha JICBOTHPOKCHH.

IIpenonepaTHBHO JIeYCHHE

BpemeHHO NpeJBAPUTETHO JIEHCHHC (32 3 WK 4 CEMHITA MM 38 O-TBJTO, CIOPCA KOHKPETHHA
ciyqaii) MoJke Ja ce MPWIOKH 32 IIOCTHraHe Ha €yTHPEOWTHO MeTab0THTHO CHCTOSHHE, 32
HAMAaIABAHE HA ONEPATHBHUTE PHUCKOBE. [
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XupypradHara HHTepBeHIHA TpabBa fa ObAe HIBEPIICHA Be/HAra OMKaTO ﬁgmém'{;,nocmrle
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eyTMPEOHJTHO CBCTOAHKE. B mpoTuBeH ciryyalf Tps6Ba na 6be HapHGROHQ-AOITEIE

TEBOTHPOKCHH. JleueHHEeTO MOXKE 1a 6171e NpekpaTeHo B ACHA
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IpeU3BHKAHKTE OT THAMA30JIa YBEIHIEHA KPEXKOCT M PHCK OT KBPBEHE Ha THpEeOHIHATa THKaH
MOTAT Ja 6BNAT KOMIIEHCUPAHH OT AOITBJIHUTENIHO MPeJONepaTHBHO NIPHIOKCHHE HA BUCOKH NIO3H ton
B OC/TeIHMTE ieceT HH Npejil onepanmaTa (tepanus Ha IlmsMep ¢ #on).

Jleuenne Mpeqs TEPANHS C PAAHOAKTHBEH HOA

TTocTHTaHETO Ha EyTHPEOHIHO METabOIMTHO CHCTOMHUE IPE/IH HAYAN0 Ha TEpaITHi C PAJTHOAKTHECH
ol e BakHO 0cOBEHO TIPH TEMKH CIyUal Ha XHIIEPTHPEOUANIBM, THH KATO MOCTTECPaneBTHIHH
TMPeOTOKCHIHH KpU3H ca HAGmoaBaHy B HHAMBH/TYATHY CJTy¥ad Clie/l TAKABa TEPATIHi 1 bes
TpeABAPHTETHO JICYECHHE.

3aGenexxa: [Tpou3BoAHUTE HA THOHAMHMIA MOTAT JIa HAMAJIAT PaJHOAKTHRHATA YyBCTBHTEIHOCT Ha
THpeOoKWAHATA TEKaH. [Ipy IUTaHMpaHa Teparmas Ha ABTOHOMHH 4/ICHOMH ¢ paguoaxTHBEH HOJ,
AXTHBHPAHETO Ha ITapaHONyAapHaTa THKAH TpaAGBa na 6pae MpeACTBPATEHO MOCPEACTBOM
npeABapHTEIHO IEYCHHC.

Ipexoana ABTRTHPEOHIHA TEPAHS ClIe) JeieHHe ¢ PAXHORKTHEEH HOA

[TpoXBMKHTETHOCTTA M JO3HPOBKATA HA JIEYEHHETO Tps6Ba A3 OBaT yCTaHOBEHH HHIHBHIYAHO, B
RaBHCHMOCT OT TEKECTTa HA KIMHIIHATA KAPTHHA ¥ O4aKBAHI NIEPHO]| OT BpEMe, IIOKATO TEpaltiiTa
C paJMOAKTHBEH MO 3aI10uHe 1 61e edexTuBHA (npubnusumento 4 00 6 Meceua).

HpoduiakTadHo JedeHHe A NANHEATH, C PHCK OT PASBETHC HA XHNEPTHPEOHIH3bM B Pe3yJITAT
OT HpPAIOKeHHE HA ChAbPKAINH fion BeMECTBR 38 NHAI'HOCTHIHH HeJH |

O6MKHOBEHO, MHEBHH A03# oT 10 10 20 mg THamMa301 W/UiK | g mepXopar ce mpynarat B

npoan/DKeHue Ha npubansuTesHo 10 (HampHUMep NpH €KCKPETHPaHo npe3 GbOperuTe KOHTPACTHO
pemecTro). IIpOXBIDKHTEHOCTTA Ha IEYCHMETO 3aBHCH OT MIEPHONA BPEME, TIPE3 KOMTO CHABPIKALIOTO

fion BeIECTBO c€ 3aXbpiKa B TAJIOTO.
Cpenadaaan HONYAINHH

IIpH NaueHTH C uepHOAPOOHH yBpeXKIaHus, INIA3MCHHAT KIHBPBHC Ha Tramazol e HaManeH. Ero
samo No3aTa TpA6Ba Ja Onae noaabpxKaHa Bb3MOXKHO Hali-HMCKA ¥ TALMEHTHTE PEIOBHO Ja ce
HaOmIoJapar.

T KaTO JMICBAT JAaHHH 33 (papMaKOKMHETHKATA Ha THaMAa30lL npii nauueHTH ¢ 650pedHH

YBpEKHAHHA, C¢ PENOPHIBA BHUMATEIHO HHMBHIYATHO 8/IaIITHPAHe Ha RO3aTa IO/l HENPEKBCHAT
nexapcku kouTpoa. Jlozata TpabBa fa ce NOAXBPXKA BEIMONHO Hal{-HHCKA.

BrupekH, 9e He ce 09aKBa aKyMy/IBpaHe NPH N0-BB3PacTHH NATUEHTH, CC Mpenops4Ba BHUMATEIHO
HHIUBHMIYATHO AAITTHPAHE Ha 103aTa IPH HEMIPEKBbCHATO HaOmoaeHKe.

Hprjaoxeane

TabneTKHTe ¢e MOTITBIIAT LIEIH ¢ JOCTATPYHO KOMHYSCTBO TETHOCT.

ITo BpeMe Ha BHCOKOI030BaTa ITEPBOHAYANEA TCPaKd HA XHUIIEPTHPEOUAMIBM, IIOCOYCHHTE N0-FOpe
JHEBHM HO3H MOTaT fa 6B1aT pasicieHH H NPHCMAHH Ha PABHH HHTEPBAIH TIPE3 ICHA.

TTomaspKalaTa 7038 MoXe fa ObAe B3eTa HaBEAHEXK, CYTPHH IO BPEME HITH CJIC 3aKYCKa.
4.3. IIpoTEBONOKA3AHHA

Truposon He TpabBa fMa 6be MpUIaraH mpu nalmém c:




o CBPBXUYBCTBHTEIHOCT KM THAMA30M, KbM APYTH IPOA3BOJIHH HA THOHAMHA WA KbM HAKOE OT
[IOMOIHMTE BemecTBa (BK T. 6.1),
VMepeHH 10 TeXKY HapyuleHUs B KPhBHATA KAPTHHA (rpaHyNOIMTONEHHS),

ChIDecTBYBalNa XOJIECTa3a, KOATO He € B PE3YJTaT Ha XHICPTHPEORIUIBM,
o IlpensmmHO yBpexkaaHe Ha KOCTHHSA MO3EK CJIE]] IeUCHHE C THAMA30/] HiH KapOHMa3oJl.

KomOUHHMpaHa Tepanus ¢ THaMa30Jl ¥ TUPCOHTTHM XOPMOHH € IIPOTHBOTIOKA3AHA npy OpeMEeHHOCT
(K T 4.6).

4.4, CoenpajHRE HpeIynpeXIcHEs 8 NpeANa3HH MEPKH NpH ynorpeba

Trposoa He TpsOBa Aa Obe NpHIAral NPy NAIHCHTH C: |
e AnaMHe3a 3a JIEKH PeaKiMH Ha CBPHXTyBCTBUTENHOCT (anepruyHy oOpHBH, IIPYPHTYC).

 Tnamason Tpsa6Ba a Gbie IPAIATAH CAMO 38 KPATKOCPOYHO JIEHEHHE H IO/ CTPOT KOHTPOT IIpH

NaLHeATH C.
e TOJIeMH I'yIIH CHC CTECHEHHE Ha TPaXesTa, N0Pajy PUCKA OT YBEIMUEHHE HA IyIlATA.

Cpo6ImaBa ce 3a MOSBA Ha arpaHyJoLHTo3a NpH okono 0.3 no 0.6% oT cTyJanTe ¥ BHUMAHHETO Ha
naimeHTHTe TPsAOBa Na 6B/e HACOYCHO KbM CHMITTOMHKTE if (CrOMAaTHT, (papUHTHT, TEMIIEPaTypa)
TIpe/iM HAYAT0TO Ha TEpAIIHATa. ArpaHyNoLATO3a 0GHKHOBEHO C€ MOSBABA MIpe3 MEPBHTE CEAMHIH HA
JIe4eHMETO, HO MOsKe [a MPONBIDKH M HAKQJIKO MEcela Cle/l HAJaoTo Ha TepartiiTd, KaKto 1 TIpH
BE3CTRHOBSBAHETO . IIpenophuBa ce pefioBHO HabmoneHNe Ha KPBBHATA KAPTHHA TIPS/ H CJIEA
3a1I0UBaHe Ha TEPaNMsTa, NO-CTIEIMATHO B CIy4auTe Ha CHINECTRYBama ymepeHa dopMa Ha

rpaHyOHMTONCHHA.
B cirydaii, e HAKOM OT Te€3H CHMIITOMH Ca HAJIMIIS, ocofeHo no BpeMe Ha ITbPBUTE CEAMMIN OT

Jle4eHHETO, TIalleHTATE TpsOBa Aa ce NOCHBETBAT He3a0aBHO Jia ce CBBPIKAT ChC CBOA JieKap 32
npoBeXkaHe Ha KPLBHH M3CICABAHMI. AKO ce NOTRBPAM NMOABa Ha arpaHyJoIHTO3a, € HeoOXOAUMO

IpexpaTaBase PHEMa Ha JICKAPCTBEHMA IPOAYKT.

JipyTH MHEROTOXCHIHH HE)XKeslaHH JIEKapCTBEH) PEAKITHH CE NOABABAT PSAKO LIPH MPENOPHIAHATE
103, 3a TAX ce cHOOmapa 4ecTO BHB BPB3KA C MHOTO BUCOKH 03U tuamason (oxono 120 mg Ha AeH).

Tean f03H TpAGBA 1a ce MPHIAraT MpH CNIEIHATHY IOKa3aHAA (Texxu dopMH Ha 3a0oiABaHE,
THpeoTOKCHYHA Kpu3a). ITosgBara Ha TOKCHIHOCT Ha KOCTHHAR MOSBK IO BpeMée Ha JieUeHHe ¢ THAMA30JT
A3ACKBA NMPEKHCBAHE IPHEMA HA JIEKAPCTBEHHA IIPOYKT, H aKO € HeoOXOMMMO NMPEMHHABAHES KbM

aHTHTHPEOHJICH JIEKAPCTBEH MPOAYKT OT ApYra rpymna .

TIpekoMepHO BHCOKHTE KO3H MOTaT fia I0BEAAT A0 CYOKITHHMYCH WIH KTHHAYCH XHIIOTHPEOMANIEM H
yBeMMdeHMe Ha ryaTa, Hopaay NOBHINABAHE Ha THPEOHA-CTHMYHPAIIHUA XOPMOH. CJICIOBATENIHO
no3aTa Ha THaMasona TpaAGea aa 6pe HaMAlleHa BeiHAra CIIC/] KATO 6B1¢ IOCTHTHATO €YTHPEOKUITHO
MeTAGOJINTHO CHCTOSHEE, M KO € HeoOX0MMMO TPA6BA NOITRIIHATENHO A &pae MpRIOKEH
nesoTHpokcrH, He e nmoaxoasmo NpHEMET Ha THAMA3OJ A3 6Be H3UAIO IPEKPATeH M A3 ce

MPO/TB/DKH CAMO € JIEBOTHPOKCHH.

VBeIHIeHHETO Ha IYIMATa [PH JICdCHHE C THaMA30Jl, BBIIPEKH IIOATHCHATHA THPEOKA-CTHMYJIHPAIK
XOPMOH, € B Pe3y/ITaT Ha OCHOBHOTO 3a60aBaHe ¥ He MOXe Aa Objie MPEefOTBPATEHO ¢ AOITBJIHHTETHO

Ie4eHHE C TIEBOTHPOKCHH.

JfocTHraHeTo Ha HOPMAITHY HHBA Ha THPEOHN-CTHMYJIpAIIHi XOPMOH € 3aBJDKHMTENTHO 33
MMHAMM3HPAHE Ha PHCKa OT MOABa WIIH BIIOMIABAHE HA eH/ioKpHHHA opOHTONaTHA. Bee nak, ToBa
CLCTOSHUE € YeCTO HE3aBHCHMMO OT PA3BHTHETO Ha THPEOUAHOTO saGonaeaHe. Takosa YCIOKHEHHC HE
e NpHYMHA 3a MPOMAHA Ha CHOTBETHHA neuebeH pexxuM | He TpA6Ba 1a OB/ ONMPENENAHO KaTo

HeXXeJJaHA PEaKIlAd Ha MPABHITHO MPOBEJCHATA TCpalTHs.
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IeKApCTBERNA POMYKT, HO TpsOBa Na 6Bae ONpefieieH KATO BE3NAIHTENeH M ACCTPYKTHBEH MPOLIEC B
flapeHXMMa Ha THPCOMIHATA %UIe3a, IL/UKALIH C¢ Ha OCHOBHOTO 3aboaBaHe.

HaMmaneHHeTO HA NaTONOTHYHO YBETHYeHATa KOHCYMAITHA Ha eHepris NP XMUIIEPTHPEOMIRIMA MOKE
na noBeAe 10 (KaTo L0 jKeNaHo) yBEMYEHHE Ha TEIECHOTO TCIJIO MO BPEME Ha Je4eHHe ¢ THaMa3od.
IarpenTture Tp6Ba Aa 6BAaT MEGOPMHpPaHY, Ye MOAOGPEHHETO Ha KITHHI'THATA KAPTHHA © I0KA3aTelN
3a HOpMaJIM3NpaHe HA TAXHATA eHepruiiHa KOHCYMaln.

THpo30] CHObPIA J1AKTO3a, CAIEOBATEIHO HITOI3BAHETO MY HE C& npernopbuBa NpH NalHeHTH C
pe/IKH HAC/ICAICTBCHH HApYIIEHNA, KATO FaaKTO3Ha He[IOHOCHMOCT, HeJlocTHr Ha Lapp jaxTa3a WiH

[TIOKO3HO-TANAKTO3Ha ManabcopOLm.

4.5. B3agMoneiicTBHE ¢ APYTH JeKAPCTBEHE NPOAYKTH H APYIH ¢opmu Ha B3aEMoOjAeHCTBHE

HenocTHrsT Ha HoJl MOBHIIaBa CTrOBOpa HA THPEOHHATA JKJIE3a KbM TMAMA30JI, JOKATO M3/HINBKBT
Ha tion HamansaBa oTroBopa. He ca H3BeCTHH NO-HATATHIITHHA IIPCKH B3aMMOJCHCTBHA C APYTH
JIeKapcTBEHH NPONYKTH. Bee nak Tpa6Ba Ja ce HMa npeBuy dakra, Je MeTabOoI3MET H
eJIMMAHMPAHETO Ha NPYTH JICKAPCTBEHH POTYKTH MOXKE Na 6B YCKOPEHO IPH XHIIEPTHPCOHANIEM.
Te ce HOPMATH3KPAT BHB BPBE3Ka OCTCIIEHHOTO BE3CTAHOBABAHE Ha (PYHKIMATa HA THPCOHHATA
sxnesa. KBaeto e Heobxomumo, no3ata Tpabea Aa 6B/1e kopHTHpaHa.

OcBeH TOBa MMa JOKA3ATENCTRA, Ye KOPHIHPAHETO Ha XHIICPTHPEOHIH3MA MOXKE /14 HOPMAITH3UpA
TOBMIEHATA AKTHBHOCT HA ARTHKOAI'YJIAHTUTE [PH XHIICPTHPEOHAHH MAITNCHTH.

4.6. PBpeMeHHOCT H KbpMeEHE

KaTo 110 6peMEHHOCTTa OKa3Ba MOJIOKHTENHO BIHIHAS BEPXY XHnepTApeonausMa. Brnpexu T0Ba,.
XHIIEPTHPEOUAM3IMEBT HECTO H3HCKBA JICICHHC, ocobeHo B HpBUTE Mecell Ha 6peMeHHOCTTA.
HesieKyBaHHAT [0 BpeMe Ha GpeMEeHHOCT XHITEPTHPCOHIHIBM, MOKC aa JOBene A0 CePHO3HH
YCIIOMKHEHHS, KATO IPEXAeBPEMEHHO PAKIAHE 1 mandopmaimm. O6aue XUIOTHPEOUTHIBM,
[IPHYHMHEH OT IeYeHHe C HeTOAXOMAIIM 103H THAMA3ON, Ce CBRP3BA CHINO TAKA C TeHACHIMA 3a abopT.
THamaz0]1 NpeMHUHABa ITpe3 IUIALICHTApHATA Gapiepa i Bede B KpEBOOGpAIiCHAETO Ha IUIO/1A, A0CTHIA
KOHIICHTPALMM KaTO TE3H, KOUTO Ce YCTaHOBABAT B Matiimsss cepyM. IIpH HENOAXONAINA K034 TOBA
MoJe Na JoBene o obpasyBaHe Ha Iylla B XHIIOTHPCOMIUIEM Ha IUI0/4, 8 CBINO TaKa ¥ JO HaMaIeHO

TErN0 IMpH paK/IaHe,

HMa HEKONMKOKPATHH CHOOIIEHH 32 HaCTHIHA ANJa3AA Ha KOXATA Ha IJ1aBaTa HA HOBOPOACHH Ha
JEHH, NeKyBaHn ¢ THama3on. Tosu Aedext 3apacTsa CIIOHTAHHO B paMKHTE HA HAKOJIKO CEAMMITA.

B IOMBJIHEHNE, ONpe/ieicH MOAEN Ha Pa3/IiIHH ManbopMALMU Ce CBBP3BA C JICICHHE C THAMA3O0M BBE
BHCOKH ZIO3M TIpe3 ITEPBUTE CEAMHALIM Ha OPEMEHHOCTTa, HAPHMEP ATPESHA Ha XOaHMTE, aTpe3usa Ha
XpaHOIIPOBO/IA, XHIIOIUIACTHYHH 3bPHA, 3a6aBEHO MICHXHYHO, 2 ChIIO Taka H MOTOpHO paseuTye. OT
I[pyTa CTpaHa, HAKOJIKO KIMHHIHY POy BAHHA BBPXY IpeHATAIHOTO H3/larase Ha THAMA30J He
pasKpUBAT HATO HAKAKBM HApYIICHHS B MOp(OTIOrHYHOTO Pa3BHTHE, HHUTO 3aciraHe Ha THPCOHARATA
se3a WK Ha GU3HIECKOTO ¥ MHTEJIeKTYATHOTO PA3BHTHE Ha JleliaTa.

Toit kaTo eMOpHOTOKCHMHMTE ¢()EKTH HE MOTAT /18 6BaT HATBTHO H3KmoueHH, Trpo3on Tpsbea fa
65/1€ TPHIATaH 10 BpeMe Ha OPEMEHHOCT, CaMo CJIeNl CTPHKTHA TIpelleHKa Ha PHCKa H CAMO B Hal-
HHCKATA eeKTHBHA 1033, 6€3 NOMBIHHTENHO MPHIIOKCHAC Ha THUPEOHIHA XOPMOHH.

THaMa30% PEMHHABA B MAKTHHOTO. MJIAKO, KBJIETO MOXKE Ia AOCTHUI'HE KOHUIEHTPALIMM, OTTOBapALIH
A HHBATA B MANGUHNA CEPYM, €TO 33010 CHINECTBYBA PHCK OT pasBHTHE Ha XHUITOTHPEOHIU3BM PH
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KEpPMEHETO € BH3MOKHO TI0 BpeMe Ha JICGCHHE ¢ THaMa3oJl, HO afey s GRIET T ary
HKCK¥ D03 10 10 mg MHEBHO, 6€3 HOIMBIHHTEIHO PHIOKCHH A THREOWTHE XOpMO
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DyHKIMATA HA mpeomam JKJIe3a Ha HOBOPOZAEHOTO TpAbBa Aa 6B1e peioBHO creaeHa.
4.7. E(belcm. BLPXY cHOCOGHOCTTS 32 modEpane H paboTa ¢ MAINHHE

TraMa30M He OKa3Ba BIHAKHE BEPXY CIOCOGHOCTT 32 modupaHe H paboTa ¢ MAlTHHH.
4.8. Hexenann JexapcTBeHE PEAKIHH N

OueHKaTa Ha HeXelaHHTe JIEKAPCTBEHH peakiliy ce 6a3npa Ha CIICAHMTE ONPEACICHHA 38 JECTOTA.

MHOT'O 9€CTH 2 1/0

YeCTH > 17100, < 1/10
HE4YeCTH 2 1/1000, < 1/100
peaKH > 1/10000, < 1/1000

MHOTI'O PEIKHU < 1710000,
Hapymenus 52 KPbBTa B JHMpHATA CHCTEMA

Hevecmu
ArpaHyJIoIHTO3a C€ IOABSBA MPH OKOJIO 0.3 xo 0.6 % ot cmyyauTe. BE3MOXKHO € TA J1a CC NPOABH
CeMMITM HIM MECEIH Clefl Ha4aloTo Ha JISUeHHeTO M M3HCKEA MPEKbCBAHE MPIIOKEHHETO Ha

fleKapCTREHHA MPOAYKT. B MoBeweTo CITyHau Te3H CHCTOAHWA NPEMHUHABAT CHIOHTAHHO.

Mnozo peoxu
Tpombommronenus. Tlanpronenns. I'enepamesupata mAMpageHOIIaTHA.

EBIOKPHHER HAPYHICHHAS

Mnozo peoxu
UnCynMMHOB aBTOMMYHEH CHHAPOM (C SCHO H3pa3eHO HAMAJLIBAHC HA HUBATA HA KPBBHATA 3aXap).

HapymeBus Ha HCPBHATA CHCTEMA

Peoxu
Hapymierus BB BKyca (RUcCre3nd, are3us) ce NOABABAT psAnKko. Te MoraT Aa HaMAJICAT CIISN

NpeKbCBaNe Ha JiedeHHeT0. BH3BpHIIaHeTO KbM HOPMATHO CHCTOAHME obade MoXe lia OTHEME
HAKOJIKO CEIMHITH.

Mnozo peoxu
Heppur. IlomHeBponaTh.

CroMaIIHO-1peBHE HAPYIICHHEA

Muozo peoxu
OcTpo NoAyBaHe Ha CIIOHICHUTE HUJIC3H.

Yeproapobuo-xILYHE HAPYIICHHS

Mnozo peoxu
OnuMCaHH ca OT/IE/IHH CIy9aH HAa XOJMeCTATHYHA XEITEHHIIA HITH TOKCHUCH XCTIATHT. Karo usano

CHMITTOMIATE HAMANABAT CJe IPCKECBAHE IIPHeMa Ha JIEKAPCTBEHHS MPOIYKT. KiMHIHO
Heaabenex M IPH3HAI Ha XONECTa3a 10 BpeMe Ha JiedeHue TpA0s; 2 fid CoIaT, PASTPAHHHCHH OT
HapyIIeHH, IPMIHHEHH OT XHIIEPTHPEOHIUIHM, KATO HAIIPHMED VS AyeHe Ha TaMALTyTaMul
Tparcdepasara (Gamma Glutamyl Transferase — GGT) n pocdataza HHI&@&I—M KOCTHO
crenadHUeH H30CH3HM. R S R
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HapynieRHs HA KOXKATA H HOAKOKHATA THKAH

Mpnozo yvecmu
AneprudHy KOXKHH peaKiHy OT paljIiiHa CTENCH (npyputyc, o6pHB, YPTHKApHS). OOUKHOBEHO TE
" HMAT JIeK X0/ H YeCTO HAMAaJIABAT 110 BpeMe Ha MPOAR/DKHTEHA TCpallus.

Mnozo pedxu _
Texxu GOPMH Ha ATEPTHMHA KOXHY PEaKIHH, BKIIOYMTEIHO reHepaTi3npaH 1epMaTHT. AJorerps.

[Tpem3BHKAaH OT MEOMKAMEHTH JIYITyC EPHTEMATOREC.
Hapymenns Ha MyCKY/HO-CKeJEeTHATA B CHeAHHATEIHATA THKAH

Yecmu |
ApTpanris Moxe fia ce pa3bye MOCTENeHHO U 1a Ce NOABH AOPH /el HEXOJIKOMEeCeYHa Tepanui.

O6uiu HAPYUIERUA K CHCIMORHUR HE MACIMOMO HA RPUTOMCERUE

Peoxu
JlekapcTBEHA TPECKA.

4.9. Hpenosapane

IIpeno3npaHeTo BOAH JIO XMIIOTHPEOUINIBM CHC CHOTBETHHTE CHITTOMH Ha 3a6aBeH MeTaboMM3IEM H
nocpeAcTBOM edekra Ha 0OpaTHaTa BpBE3Ka, 10 AKTHBHPAHE HA afICHOXHIIO(HU3aTa ¢ HOCIIEABAI
pactex Ha ryma. ToBa Moxe fa Gb/ie H30eruaTo Ipes HaMaBaHe Ha 1103314 pej[Hara cjief| IOCTUraHe
Ha eyTHPEOHIHO MeTabOIUTHO CHCTOAHKE, H aKO € HeOOXOMMMO Ipe3 AOITBIHUTENHO NPHIOKEHHE HA

JIEBOTAPOKCHH (BYXK T. 4.2).

OTpHIaTeTHITE TIOCAEACTBAA OT CITYJaiHO NOrThINAHE HA BUCOKH 03K THAMA3OM HE G H3BECTHH.

5. @OAPMAKOJIOIrHYHH CBOACTBA

5.1. ®apmaxkoAHHAMHYHHE CBOHCTBA

(bapMakoTepaneBTHIHa rpymna: AHTH-THPEOUCH Ipenapar, CHOBPAKAMIO CAPa MPOM3BONHO HA
HMHa30I1a,

ATC xon: HO3BBO02.

B 3aBHCHMOCT OT JO3aTA, THAMA30IHT HHXHOMpA BKIIOYBAHETO Ha HOx B THPOIUHA H OTTAM HEO-
CHHTe3aTa Ha THpeOHHH XopMosH. ToBa CBOHCTBO NO3BOJINBA CHMITOMATHIHO JICHEHHC HA
XATIEPTHPEORINSEM, HE3ABUCHMO OT MPHYMHATA 34 NOABATA My . Jlanu THaMAa30J1a OKa3Ba OCBCH TOBA
BITMSAHME PBPXY “eCTECTBEHHMA XOX~, HA HMYHOJOTHIHO P H3BAKAHUAT xunepTHpeouanssM (folect
ua ['peitsc, Graves® disease), T.€. JaTH TOH NOATACKA OCHOBHHA HMYHOMNATOIOTHHCH npolec,
[IOHACTOSIIEM HE MOKE Ja ce PEIIH ChC CHI'YPHOCT. OcBobOXKIABAHETO HA CHHTE3HpAHH NpeH
THPEOH/IHH XOPMOHH OT LIIMTOBH/IHATA XJI€3a He CE 3aCATa. Tona o6sacHABA 3am0 MPOABDKHTETHOCTTA
Ha JIATEHTHHS [IEpHOJ IO HOPMATTM3HpaHe HA CEPYMHBHTE KOHICHTPAllHH Ha TUPOKCHH X
TpAHOATHPOHMH, & OTTaM H J0 KITHHHIHOTO nogobpenye, ce pa3IHdaBa IpH OTACTHATE CITyuad.
XunepTHPEOHIM3MBT, TB/DKAN Ce Ha OCBOGOK/IABAHE Ha XOPMOHH I/ VHHIIOKABAHE Ha
IMTOBHIHH KIETKH, HAIIPAMED CJICAK CYCHHC C pANMOAKTHBCH HOA WM HpH THPEOUNT, CHIIO HE CC
3aCAra.

5.2, ®dapMaKOKHHETHYHH CBOHCTBA

TnamazorsT ce aﬁcopﬁupa 61p30 1 m3nwIo. Cnex mpuwiIokeHH
KOHIICHTPAL(HH C¢ IOCTATAT B PAMKMTE Ha 0.4 no 1.2 9. Cepp3
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scko. THaMa3ombT aKyMynHpa B IIMTOBH/IHATA %UIE3a, KBAETO Ce MeTaboIH3Hpa basHO. Brnpexku
BapHpaIIHTEe CEPyMHH HHBA, AKYMY/IHpaHEeTO Ha THaMa30J1 B ITATOBHUAHATA %UIe3a BCE IAK BOLH O
eqHa NOCTOAHHA KOHIEHTpamua. B pesynrar, e1Ha eIHHHYHA 1038 HMa NPOABIDKHTETHOCT Ha
neficreme ot noutH 24 4. CoopeX M3BECTHHTE B MOMEHTA JaHHM, KHHETHKATa Ha THAMa30Ma €
He3aBHCHMa OT QYHKIHATA HA IIHTOBHHATA jUle3a. EMMMHHAAOHHHAT MOMYXXHBOT € OKOJIO 3m06
uaca ¥ ce yABIDKABA NIPH YepHOAPoGHa HEAOCTATEYHOCT. THaMa30mET C& SIHMUHEDA IPE3 6x6perre
¥ MThUKATa. ExckpeTHpaHeTo Ipe3 M3IpaKHEHHATA € c1abo, KOeTo peanonara ypeBHO-YepHORpoOHA
mupKynamad. 70 % oT BEIECTBOTO Ce €KCKPETHpa Npe3 Gp0peruTe B paMKHTe Ha 24 qaca. Camo0
MAJIKO KOJIHUYECTBO C& EKCKPETHpa B HelpoMeHeH BHA. 1loHacTOAmeM HAMa HATPYNAH OIMT 110
OTHOINEHHe (GapMaKONOrH4HATa aKTHBHOCT Ha MeTabonurure. CHIICCTBYBAT OrPAHHICHH AHHHA 34
hapMaKOKHHETHKATa [IPH TANMEHTH ¢ G56pedHO WM YepHOAPOOHO yBpekpaHe (smx 1.4.2) Hama
AHHH ¥ 38 MHOTOKPATHO MPIJIOKEHHE (BHK T.4.2),

5.3. IlpeaxnAAEYHH JaHHE 33 6e30mACHOCT
[TpenxIMHEMYHNTE W3CTenBaHud HA 6e30MACHOCTTA Ca OrPAHHYCHH.

JlaHHMTE 32 TOKCHYHOCTTA HA C/{HHHYHATA 034 [TOKA3BAT, 9¢ OCTPHAT TOKCHICH MOTCHIIHA Ha
THAMA30J1a ¢ HUCHK.

B npoydsaHns ¢ MHOTOKPATHH J03H C€ Habmo/asa NOATHCKAHE Ha KOCTHHA MO3BK IIpH HUBA Ha
[03aTa 3HAYHTEHO NIO-BUCOKH OT HHABATA HAa TEPAIIEBTHYHATA A034.

[MpoyuBaHMs Ha FeHOTOKCHIHOCTTA HE NOKA3BAT JOKA3aTEJICTBA 33 MYTAreHHH M KNaCTOrCHHA
e(eKTH.

B eHO ABYTORMINHO NPOydBaHe HA XPOHMYHATE TOKCHIHOCT MPH IUTHXOBE HE CC Habmozaasar
HMKAKBY OTKPHTHS OT PakTH4eCcko 3HAYeHHe, OCBEH (HPapMAKOJIOTHIHO METHHPAHHTS e(eKTH BEPXY
I[HTOBMIHATA UIe3a. B eHO XpOHHYHO JBYFOMIIHO POYy9IBaHe MpH MHIIKH C& HaOmozaBaT 110-
romnam Gpoii CITyYan Ha XeIIaToMH, KOMTO He OCTHIaT HHBO HA CTATHCTHYCCKA 3HATMMOCT TIpH
pIIOKEHNE Ha THAMAa30/a B KoHIeHTpauus oT 500 mg/] B mMTeliHaTa Boza. KIHHIYHOTO
NPIIOAKEHHE HA TOBA MOCIEHO OTKPHTHE € ITOZ BHIIPOC H THAMA3OTET HE € K1acHQHUUIHpaH KATO
KaHIEPOreHeH 0T Me)XAyHapoHATA ar¢HIMA 32 H3CJICBAHE HA paKa (International Agency for
Research of Cancer — IARC) wm no xparepuure Ha HanpoHaHaTa TOKCHKOIOTHYHA IporpaMa
(National Toxicology Program — NTP).

6. ®APMAIEBTAYHY JAHHU

6.1. CunHchbK HA NOMOINIHHATE BElECTBA

Crpuepuna Ha Tabaerkara
CwIMIIMeB JHOKCH] KOJIoHAeH, 6e3BoicH
Marse3ues creapar

XHIIpOMENno3a
Tank

1{eyno3a Ha npax
IfapeBHYHO HHUIDIECTE

JIakT03a MOHOXHIPAT |
Hatpues HumIeCTEH IIIMKONAT

IHoxpurHe HAa TAbIETKATA

HumeruxoH 100 _
Maxporon 400 T e
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6.2. HechbBMeCTEHMOCTH

He ca npunoxuMH.

6.3. Cpox Ha rogaocrt

4 ronyHU.

64. ChnenHaJHH yCJIOBHA HA ChbXpaHeHHME

Jla ce cxXpandBa npu Temneparypa moa 25 °C.

6.5. /lanHH 33 0NAKOBKATA

BiscTep, CHCTOMIN ce OT NOMHBUKEHII XJIOpHeH QHIM H aTyMHHHEBO (OJIHO 38 IOKPHTHE.
Bpoii mabnemxu 8 onaxosKka

Tuposon 5 mg: 20, 30, 50, 100 brmmupanu TabneTkH

‘Tupozon 10 mg: 20, 30, 50, 100 dwmupann TabneTkn

Tuposon 20 mg: 20, 30, 50, ¢mrmupany Tabnerku

He BCHYKHM BHIOBE OITAKOBKH MOTAT Jja 65T IIyCHAaTH B TIpofiaxDa.
6.6. CroenHalHE DPeANAZHR MePKH NPH H3XBLPJISHE

Hama crielyHanHM ¥3HCKBaHHA.

7. YIPATEXATEJ HA PAZPEIIEHWETO 3A YIIOTPEBA

Merck KGaA

Frankfurter Strasse 250
64289 Darmstadt, 'epMmanms
Ten.: +49 6151720

dakc: +49 6151 72 2000

8. HOMEP(A) HA PASPEINEHMETO 3A YIIOTPEDBA

200108877

9. JIATA HA ITHPBO PA3PEIIABAHE/NIOJHOBSBAHE HA PA3PEIIEHHETO 3A
VIIOTPEBA

29.08.2001
12.12.2006

10. JIATA HA AKTYAJM3HPAHE HA TEKCTA

21.05.2008 r.
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