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KPATKA XAPAKTEPUCTHKA HA NMPOOYKTA

L-Thyroxin 100 Berlin-Chemie
L-TuporcuH 100 bepnuH-XeMu




1. TbpProsBcKo MMe HA NEKAPCTBEHNS MPORYKT MUHUCTEPCTBO HA 3[PABEOMASBAHETO
L-Thyroxin 100 Berlin-Chemie TpHAGIEHHE KB
L-Tupokcux 100 Eepnml -XemMn paspewenue saynotpesalde (- 19004 [\ Lr. o Op
2.

KonunuecrBeH 1 KayecrBeH ChCTaB 690 //[(/_ ol ) W%
SleKkapcrBeHo BetecTso

KPATKA XAPAKTEPNCTUKA HA NMPOAYKTA

Enxa Tabnetia ceabpxa 106.4 - 113.6 pg levothyroxine sodium x H,O (ekBvMBaneHTHo Ha
100 pg levothyroxine sodium.

flomottrs BetecTsa
Bx. T. 6.1.

3.

Hexépcrseﬂa chopma

Tabnetka.

4.

KnuHHYHH gaHHU

4.1 NoxasaHun

3aMecCTBallCe NeYeHue C TUPEOMAEH XOPMOH TIpY XWUMOTUPEOMAMILM OT BCAKaKbLB
npousxod (MbpBUYEeH WM BTOPMYEH XUMOTUPEOMAMIBM CleA onepaliuy Ha rywa, B
C/IEfICTBUE Ha Nedyelne C papuoakTueeH 1ogm);

npouNakTUKa Ha pelyMauB Ha ryla cief pe3ekuus Ha rywa ¢ eytvpeonaHa (gyHruus;
AobpoxavecTseHa rywa ¢ eyTupeougHa QyHKums;

NpYApYXaBallo feYeHue KbM JISUEHUETO C TUPEOCTaTUuLM Ha xunepmpeomp.uabm aen
NocTUraHe Ha eyTMpeouaHa QyHKums;

CYNpecus M 3aMecTBallO JIeHeHWe NP 3M0KAYeCcTBeHW 3abonsBaHus Ha WMTOBWAHATA
JUie3a, 0CoBeHO CRER TUPEOUAEKTOMMS;

TUPeouAeH CyrPECUOHEH TeCT.

"4.2 [MosvpoBKa 1 HauMH Ha yrnoTpeba

MpescraBeHuTe [O3M Ca TpenopvHuTenHy. [pW ocTaTbuHa (YHKUMA Ha LMTOBUAHATA
JK/e3a, No-HUCKa 3aMecTBalla 1033 MOXe fa e JOCTaTbuHa.

WHovBunyanHaTa fAHeBHa fo3a Tps6Ba fa Ce ONpeaed ¢ NabopaTopHd U KIMHMUHM
u3CneqBaHuA. JIEYEHWETO C TMPEOWAHY XOPMOHM TPsiGBa 1 3anoyuHe ¢ OCOBEHO BHUMaHUE Npy
NauveHT B HanpeiHala Bb3pacT, NMPW NALMEHTW C KOPOHapHa GOMECT Ha ChPUETO U NpH
NaLMeHTU C TeXBK WM NPOALDKUTENEH XUMOTUPEOUANSEM, T.€. TpsibBa Aa Ce 3arouHe C HUCKA
[o3a W GaBHO Ga Ce MOBMWLLIGBA HA NO-ABLAMK NEPUOAM MPU YECTU KOHTPOSIN Ha LMTOBMHMTE
XOPMOHW. OMUTHT TI0Ka3Ba, e MPY HUCKO TENECHO TErNo U Npu rofaMa struma nodosa HuckaTa
F03a € CbLUO AOCTaTbYHA.

lloxazanmne Hoza (ugiaeH)
XUnoTvpeongmusbm:
Bt3apacThu (nosuwasa ce ¢ 25-50 Jg HavanHa fosa 25-50
Ha MHTepBan 2-4 ceaMuLn) Moaabpxala gosa 100 - 200
Fpodhunaxrika Ha peKypeHTHa rywa 75 -200
DobpokayecTeeHa rywa ¢ eytvpeouaHa 75-200

GyHKUUS




[py Aela neyeHneTo 3anouBa ¢ HavanHa f103a 12,5 fo 50 pg, HosopoaeHuTe — 25 10 50 Jg
AHEBHO, 3aMecTBauaTa A03a Mpu NPOAbIKUTENHO JIEYEHNE Ce OMNPERENA U OT Bb3paciTa, W
TENECHOTO TErAO Ha BCSIKO feTe:

Bezpact Ho3za tigrried Aoza pg/ka/iner
0-6 Meceua 25-50 10-15
6-24 mecela 50-75 8-10
2-10 roavtu 75-125 4-6
10-16 rognHu 100-200 3-4
> 16 roanHu 100-200 2-3

Ipr BpOAEH XMNOTUPEOUANILM 38MOUBAHE HA NIEUEHUETO Bb3MOXHO Hali-paHo e pelasalio
33 NOCTMraHe Ha HOPMANHO MCUXOMOTOPHO pasBUTHE.

lpes nbpeuTe TPM A0 YETUPYU FOAMHW OT KMBOTa, HMBaTa Ha T4 TpsbBa Aa JOCTWrHaT
BMCOKM HOPMAasHW CTOMHOCTU. [Ipes mupBuTE WECT Meceua OT XUBOTA, M3MEPBaHETO HUBATa Ha
T4 KaTO KOHTpOZieH MapaMeTbp € MO-HAgeXAeH MEeTo/l, B CpaBHeHWe C HueaTa Ha TSH.
HesaBucuMO OT onuMankus NpueM Ha T4, HOPMaNMBMpaHeTo HWBaTa Ha TSH B HskoM Clyqau
MOXe 8d Npoab/iky A0 2 roaxHY,

Mpuapyxagallo neveHne KeM TepanusTa C 50 - 100 pyg/oeH

TUPEOCTETULIU Ha XMNEPTUPEOUAVSBM

Cnep, TUpEOUAEKTOMUA MPU 3N0KAYECTBEHU 150 - 300 pg/geH

3abonsBaHua Ha WMTOBKMAHATA XNe3a

TupeougeH cynpecuoHeH Tect 200 pg/peH (3a 14 auum go
M3BbpLIBaHE Ha CUMHTUIpacdus)

Usnata gHeBHa A03a C& NMpUeMa C AOCTarTbyHO KOAWYECTBO TEUHOCT Ha rnaaHo noHe 30

MWHYTH NPeaAn 3aKycka. . :

Kbpmauetata npuemar usniata gHeBHa A03a foHe 30 MMHYTM Npedu MbpBOTO XpaHeHe 3a
AeHsA. 3a Tasu uest, TabNeTKUTe Ce PasTeapsT B Masko Boga A0 MoMy4aBaHe Ha cycrieHcus (KosITo
ce nNpueMa BefHara Cned npuroTeaHeTol) ¥ nowne ce gaeaT Ha KbPMaYyeTa € LOMbiHUTENHO
TEYHOCT.

pOABSIHUTENHOCT HA JIGYEHWETO: MPYU  XUMOTUPEOMAMIBM W TUPEOMASKTOMMS MpU
3NOKa4ECTBEHN 3a00NABAHNUA Ha WUTOBMAHATA MHU1E38, OBUKHOBEHO SIEYEHWETO € MOCTORHHO, MpH
eYTMPeOoMAHa rylwa 1 NpodunakTyka Ha peumavB Ha ryila, SEYEHUETO NPOgb/DKaBa OT MEceLu
0 TFOBUHU UNY NOCTOAHHO; NpY NPUAPYXaBALO NeYeHre KbM TUPeoCTatM4YHata Tepanus Ha
XUNEPTUPEOUAMSBM, NPOABIMKUTENHOCTTa 33BUCH OT NPWUAOKEHMETO Ha TUpeocTaTwuu. 3a
JIEHEHUETO Ha eyTupeouiHa rywa ca Heobxoanmu OT 6 Meceua A0 2 roAvHW. AKO Mpes TO3W
nepuop He ce nocturde edekt L-Thyroxin 100 Berlin-Chemie, Tpstea aa ce npeanpuemar apyru
TEPaneBTU4YHI BL3MOXKHOCTH,

4.3 NportuBonokasaHuA

- CBpPbX4yBCTBUTENHOCT KbM NEKapCTBEHOTO BEIECTBO WM KbM  HAKOE OT
NMOMOLLHKTE BELWECTE];

- HEJIEKYBaH XMINEepTUPEOUAMILM OT BCAKAKLB NPOU3X0A;
- He/ieKkyBaHa afpeHOKOPTUKANHa HeoCTaThyHOCT;
- HenekyesaHa Xunodu3sHa HefoCTaThYHOCT;
= OCTbp WBapKT Ha MUOKApAa;
- OCTBp MWOKAapAUT;




- OCTBbD Ti@HKapAUT;
- GRHOBPEMEHHOTO NpUNoXeHKe Ha levothyroxing u TPEACTaTHK € HpOTUBONOKA3AHO
1o Bpeme Ha OpeMeHHOCT.

4.4 CreunanHm npepynpexaeHmns u npepnasHyu Mepku npy ynortpeba

Cneaxute 3abonasakuns TPsibea Aa Gbaat UIKTOYEHU UNU NEKYBaHU Npefu HayanoTo Ha
JIEYEHUETO C TUPEOUAEH XOPMOH:

- KOpOHapHa BORECT Ha CbpueTo;

- @HrvHa NeKTopuc;

- XUNEpPTOHud;

- xXuriodrzHa WK 3APEHOKOPTUKANHA HEFOCTATBYHOCT;

- @BTOHOMHA (hYHKUMS HA LIMTOBMAHATa Xesa.

Ipu Hukakeu obcTosTencTsa He TpaGBa Aa ce Aonycka AODU NeKO UBPa3eH NIeKapCTBRHO-
WHAYUMPAH XWNEPTUPDEOMAM3LM MPY KopoHapHa GONecT Ha CbpueTo, ChbpaeyHa HemoCTaThbYHOCT
WM TaxuapuTMui. B Tesu Ciydau e HeoGXOAMM [O-4ECT KOHTPOA Ha napaMeTpure Ha
TUpEOUAHITE XOpMOoHH (BX. 4.2 [Io3vpoBKa W HaumH Ha yrioTpeGa).

[py BTOpMUYEH XMICTMPEOUANSLM TPSIGBa fa Ce YCTaHOBM danu €AHOBpEMEHHO & Hanuue
9APEHOKOPTUKANHA HELOCTATBYHOCT. AKO CNyyasT, € TaKbB JIEUEHMETO TpsibBa A 3anouHe
IPBO ChC 3aMeCTUTENHA Tepanua (XMAPOKOPTU3OH).

Ipu nevenue c levothyroxine Ha xenu B MOCTMEHOMay3a C XUNOTUPEOUANSBLM, TIPU KOUTO
€ Ha/MUe NOBMIIEH PUCK OT OCTeOnoposa, (yHKUMATA Ha WMTOBMAHATA XJiesa Tpsibsa ga ce
Npocnenssa no-4ecro, 3a fa ce usberHat KpbBHU HMBA Ha levothyroxine Haa dusmonorvuHUTE.

4.5 JiekapcTBEHM M APYTH B3aMMOHCIICTBHA

XONeCTUpaMnH U KONeCTUNON MHXMBUpaT pesopbuusaTa Ha levothyroxine v nopaau Tosa
He TpsbBa fa ce npunarat £o 4-5 Yaca cnen NpueM Ha L-Thyroxin 100 Berlin-Chemie.

PesopbuusaTa Ha levothyroxine Moxe aa 6Gbae HaManeda NpW efHOBPEMEHeH NpUMEM Ha
anyMUHUIA-CoEBPXALUM aHTUAUMAM, GOKMPELUM CTOMALIHATS KucenuHa, xanuues kapboHaT MRK
NeKapCTBa, ChabpXKaly xKenesHu conu. [opaau Toea L-Thyroxin 100 Berlin-Chemie Tpabea fa ce
npMeMa NoHe 2 yaca npegu Tosa.

: lponusTroypauyin, FAIOKOKOPTUKOWAN, Gera-6nokepr u iop-ChbABPXALM  KOHTPACTHU
MaTepuu MHMOUpAaT NpeBpoilaHeTo Ha T4 B T3.

INopagy BUCOKOTO ChAbPXaHWE Ha iof, aMUOAAPOH MoXe Aa YCKOPW MPOsiBaTa KakTo Ha
XUNEPTMPEOMAUSEM, TaKa U Ha XUMOTMpeouau3bM. ETO 3al10 ce Hanara BHUMaHWe Npyu HoAo3Ha
Iylwa € BL3MOXKHa HeauarHoCTUiMpaHa aBTOHOMHa (yHKLMS.

BBp30To MHTPaBEHO3HO MpWIoKeHWe Ha (EHUTOMH MOXe Aa 00Be/le [0 NOBULIEHU
TJI23MEHN HWBaA Ha cBobOAHMS levothyroxine, kakTo u Ha liothyronine, a 8 W3onUpaHK cnyyau fia
CMOMOIHE 33 NosiBaTa Ha apUTMUA.

Levothyroxine Moxe f1a 6b/ie M3MeCTeH OT MecTaTa 33 CBbP3BaHe C MyiasMeHuTe NpoTENHN
OT CanuumnaTy, AMKyMaposn, BUCOKK fosu dyposeMus (250 mg), knodubpar 1 gpyru BelecTea.
ToBa MOXE 4a AoBesie A0 NOBUILIEHU HYBA Ha CBOSOZEH thyroxine B nnasmara.

CepTpanMH M XNOPOKBWH/MPOrBaHUN HaManseaT edeKTMBHOCTTa Ha levothyroxine u
NnoBuiLaBaT CepyMHUTE HMBa Ha TSH.

bapbutypatu n aApyru nexapctea, uHayuMpalm yepHOZpobHUTE eH3uMK, MoraT Aa
ROBMLAT YePHOAPOBHMA KNMPBHC Ha levothyroxine.

Hanuumeto Ha levothyroxine moxe ga ce nosuwm no BpeME Ha NpUeM Ha KOHTPaLenTuBY,
CbAbPXaLUK eCTPOreHn MM NpU 3aMeCTUTENHa Tepanus CNef MeHonmaysa.

MpoaykTiTe, CbAbPXAIM COS, MOraT fa HaManaT 4peBHaTa pesopbunsaTa Ha
levothyroxine. OcobeHo B HayanoTo W B Kkpas Ha Gorata Ha Cos AMETa Moxe Bd Ce Hanomku
KopurupaHe fozarta Ha L-Thyroxin 100 Berlin-Chemie.




XMNOrAUKEMUYHUAT eIeKT Ha aHTUAMabeTHUTe JieKapcrea Moxe Aa 6bae HaManeH ot
levothyroxine. Mopagun Toea kpbBHaTA 3axap npu aAvabetvun TpsiGea pencsHo fa ce KOHTpONMPA,
OCOBEHO B HMaYanoTo Ha AEYEHHE C TUpeouaeH XOpMOH # MpM HeobXOAMMOCT A03aTa Ha
XUNOTNUKEMWYHOTO JIEKApCTBO Tpabea fAa ce Kopuripa.’

EdexTsT OT neveHMeTo C KyMapuHOBW MPOUSBOAHU MOXE [a ce noBuiM, Tl KaTo
levothyroxine usMecTBa aHTMKOAryfaHTHTE OT TeXHUTe MecTa 3a CBBD3BAHE € [flasMeHUTe
fpoteunn. lopagn ToBa nipy eOHOBPEMEHHO feyeHue e HEOGX0AWM pefoBeH KOHTpon Ha
KPbBOCBCMPBAHETO, a ApY HeoDXOAMMOCT fl03aTa HA aHTUKoarynaHTa Tpsibea ga 6bae HaManeHa.

4.6 BpeMeHHOCT ¥ KbpMeHe

JleveHuerTo ¢ TMpeouaHU XOpMOHK TpsaGBa fa ce NnpoBe&XAa NOCIEI0BATENHO, 0COSEH. O
BpeMe Ha 6peMEeHHOCT. Bohpeku wwMpokaTa yriotpeba o BpeMe Ha OpeMEeHHOCT Bce oule
OM3CHOCTUTE 33 MNOAA HEe €@ M3BECTHU. KOAMHECTBOTO TMPEOMAHK XOPMOHM, CEKpeTUpaHo B
KepMaTa no BpeME HA KbpMEHE, AOPM NPpU JIEYEHME C BMCOKM A03M levothyroxine He e
AOCTATLHHO 33 pasBUTHE HA XUMEPTUPEOMAMSBM MMM NOTMCKAHE Cexpeuusta Ha TSH B
HOBOPOJEHOTO.

Mo epeme Ha BpeMeHHOCTTa HYXAKTE OT levothyroxine Morat aa ce nosuwar AOPU XXeHU C
XUNOTMPEOMANILM TOpaan ecTporeHuTe. lopaan ToBa TupeougHata dyHKUWS Tpabea Aa ce
KOHTPO/MPA KaKTO N0 BpeMe Ha GPEMEHHOCTTa, Taka M CNEeA TOBa ¥ MPU HEOBXOANMMOCT ce
KopuUrvpa saMecTuTenHaTa Aoza.

Ynotpebata Ha levothyroxine kato NPUADY>KaBalWO JleyeHne KbM TepanusTa Ha
XUNEPTUPEOAUSEM C TWPEOCTATUUM € FIPOTUBOMOKA3aHO NO BpeMe Ha GPeMEeHHOCT, 331070
Hanara fo-BMCOKM AO3W TMPeOCTaTUK. Tbil KaTo TMPeoCTaTUUMTE, 33 paznuKka oT levothyroxine
MOraT Aa NpeMuHaT Npes naleHTapHaTa Gapuepa B edekTUBHY 103U, TOBA MOXE 43 BoBege no
XVNOTUPEOUAMZBM Ha nnoga. Mopaau Tesu npuuMHa, NPY XUNEPTUPEOUAMILM No BpeMe Ha
OpemeHHoCT TpsAbea Aa ce npunara MOHOTEPaNMs € HUCKW [03U TUPEOCTaTUUHO JIEKapCTREHO
BELECTBO.

CynipecuoHeH TecT He Tps6Ba fAa ce U3BLPLIEA 110 BpeMe Ha BpeMeHHOCT.

4.7 EdbexT 81hpxy cnoco6HocTTa 3a wodmpaxe m pa6ota c MawmHu
He* ca nipoBexpaH® W3NUTBaHWA 3a BAMSHUETO BbpXy CnocobHOoCTTa 3a uiodmpaxe u
pabota ¢ MalmHK.

4.8 Hexxenanu nekapcrTeeHn peakuum

AKO Ce M3MON3Ba MpaBU/IHO M KAMHUYHUTE PE3Y/TaTi ce KOHTPOMKMPaT, KaKTo U ako ce
M3BLPLUBAT NA00PATOPHU M3CNEABAHNA, HEXENaHWTE peaKuWu MO BPeME HA NIeYEHWETo C L-
Thyroxin 100 Berlin-Chemie ca Manko BeposTHi. AKO B M30MPaHK CyYan SO3aTa HEe Ce NMoHACH
RoGpe WM npyu NpeaosvpaHe, ocoBeHO B ciyuall Ha W3KIIOUUTENHO 6bp30 noBMUIaBaHe Ha
Ao3aTta B HAYanoTo Ha NeYeHUETo, MOraT 4a Ce MOSIBAT CUMMTOMM Ha XUNEPTUPEONAN3EM, KaTo
TaxuKkapausd, nanmMTauMM, aHTMHOSHM  CMMIIOTMM, Tpemop, GesmnokoifcTso, 6e3cbHue,
XMNEpXUAPO3a, ropeii BLIHW, Tpecka, 3aryba Ha Terno, NOBpbluaHe, AMapus, rnasoGonue,
MYCKYNHa CriaBocT U KpammW, MEHCTPYanHy HapyweHus, pseudotumor cerebi. B Tosu cnyyaid
TpsbBa Aa Ce HaManu JIHEBHATa A03a WM AEYEHUETO Ja ce NpeKbCHe 3a Hakonko AHW. Crep
OT3BY4aBaHE Ha HEXefaHaTa peakuma NeYeHMETO MOXE A3 MPOOBLKU C MHOFO BHUMATE/HO
AG3vpaHe,

4.9 Npefozupane
Mpu npegosvpaHe M WHTOKCUKALMA Ce MOABSBAT CUMITOMU Ha YMEPEHO WNU CUNHO
noBuwasaHe Ha Metabosmama (BX. 4.8. Hexenawm nekapcTBeHu peakuuy). Mpenopbysa ce
MPEYCTaHOBABaHE Ha TIPUNOXEHUETO Ha NEKApPCTBAa M KOHTPOAHM WM3CNeABaHus. B Cilyyau Ha
M3paseHn Gera-CMnaTMKOMUMETHUHM edekTi (Hanp. TaxvKapaus), onnakBaHuATa MOraT ga ce
O6MeKUAT OT HPWIOKEHMETO Ha Beta-Gnokepu. THpeocTaTMLMTE Ca HENoAXoAALIM T KaTo
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WMTOBMAHATE XJle3a € Beue HaMbAHO noThcHaTa. MnasMadepezata Moxe Aa 6bAe ronezHa npu
MHOIO BUCOKM 031 (ONWT 3@ CaMOYBUIACTEO).

5. dapMakoAOrMyHM AaHHHU

51 dapMakogNHaMUYHY CBOMCTEA

(dapMakoTepanesTUyHa Fpyna: TUPEOUGHN XOPMOHY

ATC koa: HO3A ACL

CuxTeTunuar levothyroxine, copbpxaly ce 8 L-Thyroxin 100 Berlin-Chemie, e ugeHTuueH
10 CBOETO AEWCTBUE C ECTECTBEHWN TUPEOW/AEH XOPMOH, abpasyBaH MPEAUMHO B IMTOBUAHATA
xiesa. Cney YacTMUHO NpespbliaHe B JIMOTUPOHUH (T3), ocobeHo 8 yepHus Apob ¥ BuEpeuyTe 1
MpeMUHaBAHE B TeNECHWTE KNETKHU, Ce HabmopjaBaT XapakTepHuTe edekTW Ha LWMTOBUAHMTE
XOPMOHW BbpXY PasBUTUETO, pacrexa 1 MeTabonmsMma.

5.2 DapMaKoOKMHEeTHMHM CBOMCTEA

KoraTo ce npunara nepopanto Ha rmasaHo, levothyroxing, B ronsiMa CreneH B 3aBUCUMOCT
OT BUAA Ha rasieHosaTa GopMa, ce pe3opbvipa MakcruManHo A0 80%, NPeAMMHO B TEHKUTE Yepsa.
MakcuManHn nnasMeHy HMBa Ce NOCTUraT npmﬁnwsmenﬂo 6 yaca cnep npwioxkeHWeTo, B
Ha4anoTo Ha NepopanHoTo NeYeHHUe, HAYaNoTO Ha AECTBMETO € oBMKHOBEHO cned 3 A0 5 aHu.
ObembT Ha pasfpegenetve e 0.5 Ifkg. Levothyroxine ce cebp3sa ¢ Hag 99% ¢ nnasMenuTe
npoTerHu. MeTabOAUTHUAT KNMPBLHC € okono 1,2 | masMa gHEBHO, pasrpaXk/JaHETo e NpearMHO
B uepHmsi Apob, EubpeluTe, MO3LKA M MYCKYIATE.

Flopagy BriCOKaTa cTenel Ha CBbP3BaHe C NpoTenHuTe, levothyroxine ce nosssea B Manku
KOMKUECTEA B XeMoaWansaTa.

5.3 NMpegiMHNYAKN gaHHK 33 GesonacHocT

OCcTpa TOKCHYHOCT

Ocrpara TOKCU4HOCT Ha levothyroxine e MHOrO Hucka. Mpy MHTOKCMKAUMKM (omMTH 3a
camoy6uicTso) npu xopa, gosu 4o 10 mg levothyroxine ¢a noveceHn 6e3 yCnoxHeHus. CeproaHi
YUIOKHEHUS, KaTO 3acTPALEeHW KM3HEHW dyHKUMK (auiliaHe M KpbBoobpalleHue) ca Masko
BEPOATHH, OCBEH NpK HANWYWE Ha KOPoHapHa BOReCT Ha ChLpUeTo (B}K.. 4.9 i'!pep.osnpa}:le).

XPOHHYHE TOKCHYHOCT

lNpoyuBaHUst Ha XPOHWUHATA TOKCMYHOCT Ca MPOBEAEHW MPW PasAMYHU OKUBOTUHCKY
BrAoBe (MUTLxoBe, KyyeTa). [Ipy BUCOKM A03M Ca YCTaHOBEHM AaHHKM 33 XenaTonaTtus, noBulleHa
YECTOTa Ha CrOHTaHHW HE(hPO3U KAKTO ¥ NPOMEHM B TEMIOTO Ha OPrakluTe NPU MTLXO0BE.

He ca HabnoaaBany 3HaUUMTENHN HEXenaHn edeKTy Npu Kyyera.

Onucain ca HAKOAKO cCnydast Ha BHE3anHa CbpaedYHa CMbPT MPU NALMEHTH C
ApOABMKUTENHE 3noynoTpeba c levothyroxine,

TYMOPOreHer u MyTarcHeH MOTeHLHa
He ca npoBeXiaHy NpoAb/KWTENHM TNPOYYBaHMsl Ha TYMOPOTEHHUS noTeHuMan y

JKUBOTHU.
Hama HayueH marepuan 3a MyTaréHHUs noTeHuwan Ha levothyroxine. 3acera HsMa

MOFO3PEHUS iU AaHHM 33 YBPEXaHe Ha NOTOMCTBOTO Ype3 NPOMEHW B FreHOMa, MPUMKHEHH OT
TUPEOUAHUTE XOPMOHMW.

PenpogyrinusHa TOKCHYHOCT

Camo MHOTO Manku KONMUYECTBa TUPEOMAHW XOPMOHW MpeMUHaBaT nnauenTata. Cneg
VHXEKTMPaHe Ha HUCKW A03M (40 24 Mukporpama) levothyroxine B kokots eMBpuonn ce
yBe/Muasa YecToTata Ha cTpodosomuata. Hanuue e Gorar onut ¢ nevenme c levothyroxine no
BpeMe Ha BCUUKM CTaanu Ha BpeMeHHoCTTa Y Xopa.

Hsma pokasatenciea 3a TOKCMHMEH edekT BbpxXy nnoga vum MHnyunpaHe Ha

Mandopmaymu.




HsaMa HanuyeH HaydeH MaTepuan 3a YBpeX/aHe Ha MbXKMS W JKEHCKus (bepTuiuTeTa.
Hama nofo3peHnsa unu AaHHK.

6. dapMmaneBTHYHN JaHHH

6.1 = ChOucChbK HAa NOMOLYHNATE BELIECTEa M TEXHUWTE KONUYECTEa

Calcium hydrogen phosphate dihydrate, microcrystalline celiulose, sodium starch glycolate,
dextrin, long-chain partial glycerides.

6.2 DOU3UKO-XUMHUUHY HECBBEMECTHMOCTH

HsaMa u3secThu gocera.

6.3 CpoK Ha rogHocT

2 roanHu.
Ha He ce u3MON3Ba C/ie CPOKa Ha roAHOCT, obo3HayeH Ha onakoskaTal

6.4 CnenmanH# YCI0BHA Ha CbhXpaHeHue
[1a ce coxpasasa npy Temnepatypa nogp 25 °Cl

6.5 JaHHm 3a ornaKoBKaTa

KapToHeHa KyTs C 6nmMcTep oT HenpospadHo 6ano-ousereH 18bpa PVC dmnM, 3anevataH ¢
anyMUH1eBo (onuo.

FoneMMHa Ha onaxkosKaTa:

Opurvranta onakoeka ¢ 25, 50 unu 100 Tabnetku.

6.6 Mpenopekit Npy ynotpeba
L-Thyroxin 100 Berlin-Chemie e rio fekapcko rnpegnMcanme.:

7. WMe u agpec Ha NpUTeXaTENs Ha paspelleHneTo 3a ynorpeba
Berlin-Chemie AG (MENARINI GROUP)

Glienicker Weg 125

12489 Berlin

Germany

8. PerucrpauyuoreH N2 B Perucrbpa no un.28 or 3J1AXM
20010143

9. JHara Ha MLPEOTO paspelucHMe 3a yrnoTpeba Ha NeKapcTBeHNA NPOAYKT

10. [Aarta Ha akTyannsallMs Ha TeKCTa
10nu, 2004.




