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A3NMBNHUTENHA Ar EHUWA no JIEKAPCTBATA

y UME HA JIEKAPCTBEHMUIS ITPOJIYKT K
1 KAPC 1| PamKa xapaxkmepucmuxa wa npogyxma s
L-Tupokcun 100 bepnun-Xemu Kbm Pee. Ne i’ZUO/O/%j ,,,,,
100 Mukporpama tabJieTku Paspewerwe ke
somamp ... 65" 7 1 2 U8 -05- 2024

[L-Thyroxin 100 Berlin-Chemie

100 micrograms tablets Ogobperiue he...............

2 KAYECTBEH U KOJIMYECTBEH CHhCTAB

Bceska Tabnerka L-Tupokcun 100 bepnun-Xemu ceabpxka 106,4-113,6 Mukporpama
neBoTUpOoKCHH Hatpuii X HyO (exBuBanenTHo Ha 100 MukporpamMa JIEBOTUPOKCHH HATpHii).

3a MBbJIHUA CTIUCHK Ha NMTOMOIIHUTE BellecTBa, BUKTE Touka 6.1.

J. JIEKAPCTBEHA ®OPMA

Tabnerka

benwu no 6B}KGBH, KPBI'JIK, JICKO U3ITBKHAJIH TaOJIETKH ¢ IeNIUTEJTHA HEPTa OT €AHaTa CTpaHa.
Tabnerkara Moxke fna OnJe pa3acii€Ha Ha /1B€ paBHH ITOJIOBUHH

4. KJIMHUYHHA JTAHHHU

4.1 TepaneBTHUYHH NOKA3AHUS

» 3aMECTHUTEITHO JIEYEHHE C TUPEOUIEH XOPMOH MPU XUTNIOTUPEOUAU3BM OT BCIKAKHB
[IPOU3X0.

= [IpodunakTrka Ha pelMUB Ha rylia clief] pe3eKLMs Ha ryuia ¢ eyrupeonina GyHkims

- JloOpokauecTBeHa ryma ¢ eyrupeouaHa GpyHKLus

= Cynpecus ¥ 3aMECTUTEJIHO JICUEHHUE TIPH 3J1I0Ka4YE€CTBECHHU 3a00J11BaHMs Ha LIUTOBUAHATA
KJ1€3a, 0OCOOEHO Clle]l THPEOUIEKTOMMS

= [ IpyapyskaBaillo je4eHUE KbM JIEYEHHUETO C TUPEOCTATULIM HA XUNEPTHPEOUAUIBM CJIE]]
[OCTUraHe Ha eyTUpeou1Ha PyHKIUA

% TupeouneH CynpecHOHEH TecT

L-Tupoxcun 100 bepnun-XeMu ce npuiiara npy BCUYKH Bb3PaCcTOBU IPYIIHU,
4.2 Jlo3MpoBKa M HAYHH HA NPHJIOKEHHE

3aMecTBallla Tepanys ¢ THPEOUAHH XOPMOHH.

Jlo3upoBka

OnucaHUTE HACOKH 3a HO3HUpPaHE Ca IIPCINOPBYHTCIIHH. H}-iﬂ,HBH,ﬂyaﬂHaTﬂ AHCBHA 1034 Tpﬂﬁﬂﬂ Jid
CC ONpCICIIA C Hﬂ60pHTDpHH HN3CJICABaHNUA U KIIMHHUYCH TIPCIJICA.

[Ipy ocTaTbyHa PyHKUMS HA LUMTOBUHATA XJ1€3a, MO-HUCKA cyOCTUTYHMpallla /1032 MOXKe J1a €

AOCTaTb4Ha. — 0
;S‘tﬂlhhqf' ﬂ(}
JleuenueTo ¢ THpeOHAHU XOPMOHHU TPAOBA J1a 3arno4He ¢ 0cOOEHO BHUMaHUE NPU Ao deHT
cTapuecka Bb3pacT, Py NAUUEHTH C KOPOHapHa 00AecT Ha CbPLETO M TIPH NauVgHEY
WJIH NIPOJIBJIKMTEIIEH XUITOTHPEOUN3bM, T.€. TPAOBA 1a Ce 3anoYvHe ¢ HUCKa Hafaghy

GaBHO J1a C€ MOBUILIABA Ha MO-ABJITH NMEPHOH NPH YECTH KOHTPOJIM Ha IIMTOBMAHET
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OnuTsT [MOKasBa, 4e 1npH rnalfHEHTH C HUCKO TEJICCHO TCIJ10 H HPH NMALUCHTH C rojisiMma rviia,
HUCKATA 1034 € CbhbLU10 J10CTATbhYHAa.

Tv# kaTo cTonnocTuTe Ha T4 man {14 npu HAKOM NaLMeHTH MOJKE Na ca yBeIUUEeHH,
ONpe/Ie/ITHETO Ha cepyMHaTa KOHIIEHTpaluMsa Ha TUpeocTUmynupaiuus XxopmoH (TCX) e no-
NOJAXO0As11] METO/1 3a NPOCiIe/IIBAHE Ha JICYEHHUETO.

lokazanue J{oza (muxpoepava
N€GOMUPOKCUH HaAmPputi/oen)

XHUNOTHPEOUIUIBM:
Bb3pacThu (oBrwasa ce ¢ 25-50 Mukporpama  1ataiiHa o3a 25-50
Ha UHTEPBaJI 2-4 CEIMULIU)

cjiell TOBa 100 - 200
[IpodmnakTuka Ha pekypeHTHa ryiia 75 -200
JloOpokauecTBeHa ryuia ¢ eyTupeoniHa 75 - 200
byHKLUMS
ITpunpy>kaBaio neueHne KbM JICUEHHETO C 50 -100
THUPEOCTATHLIM HA XUITEPTHPEOHIU3BM
Cnen THPEOUEKTOMHSA 0 MOBOJL 3JIOKAYECTBEHM 150-300
3a00/19BaHuA Ha LIMTOBUAHATA XKJ1e3a
TupeouneH cynpecuoHeH Tect 200 muxporpama

(EKBUBAJIEHTHU Ha 2
TabneTku)/neH (3a 14 nuu
J10 U3BBHPIIIBAHE Ha
CUMHTHrpadusTa)

Cmapuecka ev3pacm

[Tpn naupenTy B crapyecka Bb3pacT TpsOBa J1a ce 0ObpHE crielraaIHO BHUMaHKE NpHU
ONPpEACIIEHH Clly4au, HalpUMep ChpPAEYHH NIPOOIIEMH, KOUTO MOTAT J1a C€ U30CTPAT NpH
[IPHUJIO’KEHHUE Ha IEBOTMPOKCUH HAaTPUH M PEAOBHO Jia ce npociieassat HuBara Ha TCX.,

lHHeouampuuna nonynrayus

[logbprxauara no3a 3a BpojieH U NPUAOOUT XUITOTHPEOUIM3BM 00MKHOBEHO € 100-150
MHMKpOIrpamMa JIeBOTUPOKCHH HATPUil Ha m? TeJIECHA MOBBPXHOCT HAa JIEH.

[Ipn HOBOpOAEHH M KbpMaueTa ¢ BPOAEH XUNIOTHPEOUIN3BM, KbJIETO PAHHOTO 3aMECTUTETHO
JIEYEHHE C JIEBOTUPOKCHH € Ba)XKHO, NpPETNopbYMTENHATa HayanHa 1o3a € 10-15 mukporpama
JICBOTHPOKCHH HaTPHH Ha KWJIOrpaM TeJIECHO TETJIO Ha JIeH Npe3 NbpBUTE TpU Mecena. Cien
TOBA, /103aTa TpsAOBa J1a ce Onpe/ie/ii MHAUBUYAITHO CNIOpe/l KIIMHUYHHUTE Pe3y/TaTH U CHIOpe/l
HHUBaTa Ha TOPEOUIHUTE XOpMOHHU M TCX.

[Ipu aena ¢ npuaoOMT XUNOTHPEOUIM3BM MPENOPBUYNTENIHATA HayaHa 103a e 12,5-50
MMKpOrpaMa JIEBOTUPOKCHH HaTpui Ha aeH. Jlo3aTa TpsaOBa na ce yBeIM4YH NOCTENEHHO Ha
BCEKH 2-4 CEAMULIM CTIOPE/L KIIMHUYHUTE Pe3yNTaTH W CTIOpe/l HUBAaTa Ha THPEOUIHUTE
XopMoHHu 1 TCX, noKaro ce JOCTUrHe NbjHaTa CyOCTUTYHpallla [1034a.

HauuH Ha npunoxexue

LsnaTa nHeBHa 103a ce npyemMa CyTpUH Ha IIalHO HaBeIHbXK Hak-MaJIKO TOJIOBUH Yac Npejiu
3aKyCKa.

Jleuara nosyvasar usnara HeBHa /1032 Hal-MaKoO MOJIOBHH Yac Npey MbPBOTO XPaHEHeE 33
fiens. TabneTkure MoraT Cbl1L0 1a ce npuiarat karo cycnensus. Tabnerkure Tpsabsa na ce

pa3TBOPAT B MAJIKO KoJn4ecTBO Boja (10-15 ml) u nonyuenara cycnensusi, Koaro ¢
HEMOCPE/ICTBEHO Npe/Iu NpHeM, TpsOBa 1a ce mpUeMe C JIONbJIHUTENTHO KOJIMYe

ml).




[IpoaABIKHUTENIHOCT Ha yroTpeda

OOHKHOBEHO € 3a LAJ1 XKHBOT NPH XHNOTUPEOHINIBM H THPEOUJIEKTOMUS 110 TTOBO/1
3/10KaUeCTBEHM 3a00/19BaHN Ha LMUTOBK/IHATA JkJie3a. [Ipu eyTuponana ryua v npogHjiakTHKa
Ha PEKYPEHTHa ryllia € HAKOJIKO Mecella WM FOAMHH /10 NPHIIOKEHHE 3a Ll )KUBOT. Tlpy
NPUAPY>XKaBaLIO JleYeHUe KbM JIEYEHHETO C THPEOCTATHLIM Ha XUNEPTHPEOHIN3bM 3aBHCH OT
[POIBLJKUTEIHOCTTA Ha JIEYeHUETO ¢ THpeocTaTuka. [lpu eyTuponina ryia e HeoOXoMMo
niedyeHue oT 6 mecena 10 2 roauHu. Ako sedyenuero ¢ L-Tupokenn 100 bepann-Xemu ne
noseze 10 kenanusa eekt npe3 To3u nepuoa TpsaOBa a ce uMar npeBUA JIPYrH Bb3MOXKHOCTH
34 JICYEHHE.

TupeouaeH CynpecHoHeH TeCT

3a npoBexkJiaHe Ha THPEOHJIEH CynpecHoHeH TecT ce npuema 150-200 mukporpama
JIEeBOTUPOKCHH HATPUH Ha JIeH B MpoAbbKeHHe Ha 14 1Hu.

4.3 IIporHBONMOKA3AHHS

- CBpbX4YYBCTBUTEJIHOCT KbM aKTUBHOTO BELIECTBO HJIH KbM HAKOE OT NOMOLIHUTE
BEllleCTBa, ONUCAHU B T. 6.1

- HenekyBaH XHUNEpTHPEOUIHIBM

- HenexyBana HanOBOpeyHa HEAOCTATHbYHOCT

- HenexypaHna xunogu3Ha HEAOCTaTBYHOCT (IIPH YCJIOBHE, Y€ TOBA BOJIH /10
Ha10B0peyHa HeI0CTaThYHOCT, U3UCKBALLA JICUYEHHE)

& OcTtbp HH(APKT HAa MHOKap/a

. OcTbp MUOKApAUT

. OcTbp naHkapauT

EnHOBpeMEHHOTO NPUJIOXKEHHE Ha JIEBOTUPOKCHH M THPEOCTATHK € NPOTHBOIOKA3aHO 110 BpEMeE
Ha OpEMEHHOCT.

3a nonbJHUTENIHA HHPOpMaLIMs OTHOCHO ynorpedara rno BpemMe Ha OpeMEHHOCT U KbPMEHE
BH)KTE TOUKa 4.6.

4.4 CpnenmnajHu npeaynpexaeHnsi 1 NpeAnasii MepKH NpH ynorpeoda

CnenHuTe 3a0051BaHUS WK CHCTOsIHUA TpsOBa f1a ObaT U3KJIKOUYEHU WM JIEKYBAHU Npean
HAYaJIOTO Ha JICYEHUETO C TUPEOUIEH XOPMOH:

- KOopoHapHa 00J1eCT Ha CHPLETO;

- aHMMHA NEeKTOPMC;

. XUTNEPTOHUS,;

- XunodusHa W/nin aJpeHOKOPTHKAIIHA HEIOCTATbYHOCT;

- aBTOHOMHA ()YHKLIMsl HA LLIUTOBHHATA JKJle3a.

B cayyaii Ha anpeHOKOpTHKaIHA AMCHYHKLMA TpAOBa 1a ce npeanpHeMe JieueHHe npein
3arl0YBaHe Ha TePanusATa ¢ JICBOTUPOKCHH Ype3 MOAXOAII0 3aMECTUTEITHO JICUCHHE 32
peaoTBpaTsBaHe Ha OCTpa HanOBOpeyHa HEOCTATHUHOCT (BX. Touka 4.3).

Te3zu 3abonsaBaHus WIK CbCTOSHUA CbLIO TPsOBa 1a ce U3KIII0YaT Wik J1a ce JIEKYBaT Nnpeau
NPOBEKAAHETO HA THPEOM/IEH CYTIPECUOHEH TECT, C M3KJIFOUEHHUE Ha aBTOHOMHA (DYHKIIMS Ha
HIMTOBUIHATA JKJI€3a, KOATO MOXKE Jla € NPUUYMHATA 3a NPOBEK/IAHETO HA CYNPECHOHHHS TECT.

HEJIOCTAaThbYHOCT, TAXUAPUTMHUH, MUOKapAUT, KOUTO HE NNPOTUYA OCTPO, I
XUMOTUPEOUIN3BM WM NPU NALMEHTU, NPEXHUBEJIM UH(APKT Ha MUOKap
MalMeHTH, MPH JICUEHHE C THPEOUIHH XOPMOHH, € HEODXOIUM FI0-4eCT K
napameTpyuTe Ha TUPEONIHHUTE XOPMOHHU (BXK. TOUKa 4.2).
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[Tpy BTOpHUYEH XMUTNIOTHPEOUN3BM TPsAOBaA 1a C€ YCTAHOBM J1ajii €AHOBPEMEHHO € HaIHILe
aiPEHOKOPTHKAJIHA HEJIOCTATLYHOCT. AKO CIIYYasT € TaKbB, JIEHEHHETO TPAOBA Na 3anoyHe
NbPBO ChC 3aMECTUTENHA Tepanus (XMAPOKopTH30H). be3 noaxoasuio cHabassate ¢
KOPTUKOCTEPOU/IH, 3aMECTBALIlATa TEPANIUATA C THPEOUIHH XOPMOHH NPH MALMEHTH C
aIp€HOKOPTHKAJIHA MW XHUNO(PHU3HA HEJIOCTATBYHOCT MOXKE J1a NpeIn3BUKa AJIMCOHOBA KpH3a.

XemoMHaMUUYHUTE NapamMeTpy TpsaOBa aa ce NnpocieasBatT rpy 3aro4yBaHe Ha Teparnms ¢
JIEBOTHPOKCHH TPH NPEXEBPEMEHHO POAEHHU Aela ¢ MHOTO HHCKO TErjio NpH pakJ1aHeTo,
3apajii BEPOATHOCT OT Bb3HUKBAHE HA LIMPKYJIATOPEH KOJAIC 1Opajid He3psiia QyHKUHMs Ha
Hal0BOPEUHUTE HKIIE3H.

Tpﬂﬁﬂﬂ Ja ce rnoaxoskaa ¢ rnopyulI€eHO BHUMaHHUE T1PH NpUHJlaraiHe Ha JICBOTHPOKCHH I1pH
NMalMeHTH C aHaAaMHE3a 3a CITHJICIICHUA, ThH KaTO TE€3U NALIMEHTH Ca C NOBHILIEH PUCK OT

NpUINaABbLH.

KoraTo ce npeanonara aBTOHOMHa (pyHKIIMs Ha IIMTOBH/IHATA JKJIe3a, Ce NpenopbyBa Jia ce
nposenie TPX TecT WnM Aa ce HanpaBH CYNpPECUBHA CLMHTUIpadus.

[Ipu 1eyeHHe ¢ JJEBOTHPOKCHH Ha XKEHHM B MEHOIIAy3a ¢ XHUITOTHPEOUIM3BM, NPH KOUTO € HAJIULE
MOBHILIEH PUCK OT OCTEOINOpo3a, TpsOBa Aa ce NpoBeie TUTPUPAHE Ha 103aTa JICBOTUPOKCHH-
HATpHH 110 Hali-HUCKaTa e(heKTUBHA 11032, a ChILIO TaKa (PYHKLMATA HA LUMTOBHUHATA JKJIe3a
TpsGBa Ja ce mpociensBa rno-4ecro, 3a 1a ce U30erHar KpbBHH HUBA Ha JICBOTUPOKCHH HaZl

(PU3HOJIOTHYHMTE.

TupeouaHuTe XopMOHHU He TpAOBa J1a ce Npuiarar 3a HaMaJisBaHe Ha TeJIECHO TeTJIO.
O6uyaifHUTE NO3H HE BOJST /10 HaMaJIsBaHE Ha TErJIOTO NPH NalMEeHTH C €yTHPEOU1Ha
¢ynkumg. [To-BUCOKHMTE 1031 MOXKeE Jla NPUYUHAT CEPHO3HH WIIM JIOPH JKUBOTO3acTpalliaBalliy
HEXKEJaHU peakLMu, ocobeHo B koMOMHalMs ¢ ONpeZIE/IEHH BELECTBa 3a HaMallsABaHe Ha
TErJIOTO U NMO-CNELHAIHO CbC CHMIIATUKOMUMETHYHH aMHHH.

Peakiiuy Ha CBPBXYYBCTBUTEIHOCT (BKJIIOUHTETHO aHITHOEIEM), TIOHSIKOra CEPHO3HH, Ca
cbobmmeny npu ynorpeda Ha L-Tupokcun 100 bepnun-Xemu . AKo ce NOSBAT NpU3HALIM U
CUMINTOMH Ha aJIepruuHu peakiuy, jiedennero ¢ L-Tupokeun 100 bepnun-Xemu tpsoOsa na ce
NpeKpaTH U Jia Ce 3aMouHe MO/AX0/151110 CUMIITOMATHYHO JieueHHe (BxK. ToUkH 4.3 u 4.8).

AKO € HeoOXOAMMO NPEMHHABAHE KbM JIPYT NMPOAYKT, ChbprKalll IEBOTHPOKCUH, TpsiOBa la ce
M3BBLPLIM BHUMATETHO Hab10/1eHne, BKIIIOYUTETHO KIHHHYHO U OMOJIOrHYHO HaboeHHe 110

BpeMeE Ha MPEeXOIHHSA NMEPHO/L NOPaJH NOTEHUMANIEH PHCK OT TUpOH/IeH aucdananc. I1pu nsikon
MalMEHTH MOJXKE Jla C€ HAJIOXKH KOPEKLIM Ha J103aTa.

Heob6xoaumo € MOHUTOpHpaHe Ha (PyHKUMATA HA LIIMTOBU/HATA JKJ1€3a NPHU NallUEHTH, KOUTO
[IpUeMAaT €JHOBPEMEHHO JICBOTHPOKCHH M JIPYTH JIEKAPCTBEHH NPOJIYKTH, KOWTO MOraT /ia
NOBJMUAAT HA ILATOBHUAHATA XJie3a (HanpyuMep aMHOolapoOH, HHXHOUTOPH HA TUPO3UWHKHHA3AaTa,
CaJIMLIMIIATH U BUCOKM 11034 (hyposemun) (BXK. Cblio Touka 4.5).

3a nuabeTHLM M NallMEHTH Ha aHTHKOAryJlaHTHa Tepanus BWXKTE Touka 4.5.

CpobO11aBaH| ca MHOIO PE/IKM CJIYYH Ha XUINOTHPEOUIU3bM MPH NallMEHTH, NPHEeMaIly
e/IHOBPEMEHHO CeBeJlaMep U JIEBOTUPOKCHH. ETO 3a1110 nNpy NaumeHTH, J1EeKyBalllM ce ¢ Te3H /1Ba
JIEKapCTBEHU MPOAYKTa, ce npenopbupa HabmoaeHHe Ha HuBarta Ha TCX (Bxk. Touka 4.5).

[TonusBaHe Ha 1a0OpaTOPHHU U3CJI€/IBAHHA:
BUOTHHBT MOKe 1a TOBJIMSE BbPXY TOYHOCTTa HA UMYHOJIOTHYHHTE W3Cle/IBaH
GyHKUMSTa Ha WIMTOBU/IHATA KJIe3a, KOMTO C€ OCHOBABAT Ha B3aUMOJIEHCTBHET
OMOTUH/CTPENITABUIMH, KOETO BO/M /10 (haJIlIMBO NOHWKABAHE WK (DaNlIUBO



pe3yJTaTUTE OT U3ciieiBaHuATa. PUCKBLT OT NOBJIMABAHE CE YBEJIMUABA C YBEJIMYaBaHe Ha
N03UTE OMOTHH.

[ ipy ThAKyYBaHe Ha pe3yaTaTUTE OT 1aDOpaTOPHHUTE M3ciie/IBaHUs TpsAOBa 1a ce B3eMe 110/
BHUMAHHUE Bb3MOXKHOTO BIIMAHUE HAa OMOTHHA, 0COOEHO ako ce HabJo1aBa JIMNnca Ha
CbOTBETCTBUE C KJIIMHUYHATA U3sBa.

I1pn nauneHTH, KOUTO NpHEMAT NMPOAYKTH, ChAbprKalld OMOTHH, 1aDOPaATOPHHUAT NepcoHan
TpsOBa 1a Obae MHOOPMUPAH NPH UCKAHE 32 U3CJIe/IBaHE HA (pyHKUMATA HA LIUTOBK/IHATA
JKjle3a. AKO € Bb3MOXKHO, Tpa0OBa J1a ce HarnpaBsaT aJiITepHaTUBHU HU3CJI€/IBAHUS, KOUTO HE ca
YYBCTBHUTEJIHU KbM NOBJIMABaHE OT OMOTUH. (BxK. TOUKa 4.5)

Harpui:
To3u iekapcTBeH NPOAYKT CbhAbpKa No-Majnako ot 1 mmol Hatpuii (23 mg) Ha TabneTka, T.e. Ha
NpakTHKa He CbAbpPXKAa HAaTPHH.

4.5 BzanMoaeHcTBHE € APYTH JIeKAPCTBEHH NPOAYKTH H ApYrH (OpMH Ha
B3auMoJaelcTBHE

Aumuouabemnu nexapcmea

JIeBOTHPOKCHH MOXe J1a HamMaJI NTOHWXKaBalllusg KpbBHaTa 3axap eeKkT Ha aHTHAHaOeTHUTE
nekapcTBa (Harnpumep MeTGOPMHH, INIUMENUPUN, TubeHknamua U uHcysun). [lopanu ToBa
HUBATa Ha KPbBHATA 3axap npu AuadbeTuuu TpabBa peaoBHO la ¢c€ KOHTPONIHUpa, 0COOEHO B
Ha4yaJIOTO M B Kpas Ha JIEYEHHETO ¢ TUPEOUIHH XOpMOHH. [Ipu HeoOxoaumocT no3ara Ha
JIEKApCTBOTO, NOHWXABAlll0 KpbBHATa 3axap, Tpa0Ba 11a ce Kopurmpa.

Kymapunosu npouzeoonu

JIEBOTMPOKCHH MOX€E J1a NMOBUILLH edeKkTa Ha KYMapHHOBMTE NPOM3BOJIHH, KATO 'H U3MECTBA OT
MECTaTa MM 3a CBbpP3BaHE C INla3sMeHHUTe NpoTeuHH. [lopaau ToBa npu e1HOBpEMEHHO JieYeHHe
€ HeOOXO/IMM pe/IOBEH KOHTPOJ Ha KpPbBOCHCUPBAHETO, a NPH HEOOXOAUMOCT 03aTa Ha
aHTHKoOarysaHra TpsaOBa na 6bae kopurupaHa (HamajiiBaHe Ha J103aTa).

Honoobmennu cmonu

HoHo0OMEHHH CMOJIH KaTO XONECTHPAMMH, XOJIECTHIION, KOJIECEBEIaM HIIH KaJILMERH M
HaTPHUEBU COJIM HA TOJIMCTUPEH CYNPOHOBA KMCEIMHA noaTUCKAT abcopbumsaTa Ha
JIEBOTUPOKCHH, KaToO C€ CBHP3BAT C XOPMOHHUTE Ha LIUTOBHU/IHATA Ule3a B CTOMAIIHO-UYPEBHUA
TpakT. ETO 3a1110 He TpsibBa na ce npunarat ao 4-5 yaca cnen npvema Ha L-Tupokeun 100

bepaun-Xemmu.

Huxubumopu na npomonnama nomna (PPI):

EnnospemennoTo npuiioxxenue ¢ PPI Mmoxe na nosene no namanspane Ha abcopOimsita Ha
TUPEOUJIHUTE XOPMOHH TOpaau NOBHIIaBaHE Ha cToMaliHoTO pH, npuunHeHo ot PPI.

[Ipy cenbTCTBANLO JIEYEHHE Ce NpenopbYBa PEAOBHO IpocieasBaHe Ha PyHKLMSATA Ha
LIIMTOBU/IHATA JKJI€3a M KIIMHUYHO Habmonenne. Moske 11a ce Hano)Ku NnoBMIlIaBaHe Ha J103aTa Ha

TUPEOHIHUTE XOPMOHH.
Tpsabera na ce BHUMaBa U nNpu cnupaHe Ha jieyeHneTo ¢ PPI.

Cpeocmea 3a c6bp36aHe HA HCALUYHUME KUCENUHU

KosieceBenam cBbp3Ba JIEBOTHPOKCHH M 110 TO3W HaYMH HaMasiBa abcopOlyara My B
CTOMalHO-4peBHUs TpakKT. He ca nabmonapaHu B3aMMOICHCTBHUS KOraTo JIEBOTHPOKCHH € OWJI
npuemaH, Han-maJiko 4 yaca npeau npuema Ha xonecesenam. Cnenosarento L- Tupokenn 100
bepinH-XemHu TpsOBa na ce npuema Hak-maliko 4 yaca npejiyd npueMa Ha KoJieceBesaM.

Anymunun-cvovpujauiu 1exkapcmea, Cebp36alfu CrmoOMautHama Kuceauna, JHceai3o-c
NeKAPCMEEeHU NPOOYKMU, KANYUU CbObPACAUYU NeKAPCMBEHU NPOOYKMU

AbcopOI1MATa HA JIEBOTUPOKCHH MOXKE 1a ObJle HaMaJjieHa Npyu eJIHOBpEMEHEH
ATYMUHHH-CBJIbPIKALIY JIEKAPCTBEHH NPOYKTH, KOUTO C€ CBBP3BAT ChC CTOM
(aHTHaLMAK, cykpandar), )Kensa30-ChbAbPiKallY U KAJIUMH-ChAbPIKALIM JIeKape
[lopanu Toea L-Tupokcun 100 bepnun-Xemu tpsaOra na ce npuema rnoue 2 ya
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Cegenamep u 1anman kapoouam
CeBenamep M laHTaH KapOoHaT BCPOSTHO MOFaT [Aa HaMmalisT OMOHAJIMYHOCTTA Ha

JIEBOTUPOKCHH (BXK. TOUKa 4.4).

lponunmuoypayun, eniokokopmukouou u bema-peyenmopnu 610Kepu (cneyuano
RPONPAHONON)

Te3un BemecTBa UHXUOUpAT NpeBpbiaHeTo Ha T4 B T3 1M MO>Ke na 1oBenAaT 10 NMOHMKaBaHe Ha
CepyMHaTa KOHLEHTpaLusa Ha T5.

Amuooapon u Ho0-cvObpIxCayyU KOHMPACIMHU MAMEPUU

[Topany BUCOKOTO ChABP>KaHHUE Ha HOJl, MOTAT Jla YCKOPSAT NposgBaTa KakTo Ha
XUIMEPTUPEOUAN3BM, TaKa U Ha XUIIOTHPEOUAH3BM. OCOOEHO BHUMaHUE C€ U3HCKBa NPH
HOJI03Ha ryllia ¢ BEpOATHA HEHIEHTH(PULIMPaHa aBTOHOMHA (YHKLMS. AMHOAApOH HHXUOUpa
npeBpbiiaHeTo Ha T4 B T3, K0€TO BOAM 10 NOHMKEHH CEPYMHH KOHIEHTpaluu Ha T3 u
noBulIeHH cepyMHHU HUBA Ha TCX Moske J1a ce Hanoxu ananTipaHe Ha nosarta Ha L-Tupokcun
100 bepnun-Xemu nopaau To3u €eKT Ha aMUOAAPOH BbPXY THPEOHAHATA (YHKIMA.

Canuyunamu, ouxymapon, @pyposzemuo, krogubpam

JleBoTHpOKCHH MOXKe Nja O'b/ie H3MECTEH OT MECTATa 3a CBbP3BaHe C IUIA3MEHHTE NIPOTEUHHU OT
cajiuuunatH (0cobeHo NpH 03M N0-BUCOKH OT 2 rpama Ha JieH), IMKyMapoJ, BUCOKH JO3H
dyposzemun (250 mg), knodubpat, heHruTouH U ApYry BelecTBa. ToBa MoXke a NOBEJE 10
IbpPBOHAYaIHO, BPEMEHHO NOKa4YBaHe Ha CBOOOAHUTE TUPEOUAHH XOPMOHH, TOCIIEABAHO OT
cnaj B 00110TO HUBO HA THPEOUIHHUTE XOPMOHH

Ecmpozen-cvovporcawyu xoumpayenmusu, 1ekapcmeenu npoOyKmu 3a 3aMeCmumento
XOPMOHANIHO JIeYeHUe Ce0 MEeHonay3a

Hy>xnarta oT IEBOTUPOKCHH MOXKE J1a C€ TIOBUILH T10 BpeMe Ha NPUEM Ha €CTPOreH-ChIAbprKally
KOHTpaleNTHBYU WA NIPH 3aMECTUTEJIHO XOPMOHAJIHO JIEYEHHE Clieql MeHonay3a. Moxe na uMa
NMOBHULICHO CBBP3BAHE C JIEBOTHPOKCHUH, KOETO MOXKE J1a JIOBEJIE O AUATHOCTUYHU U
TEPaneBTUYHU IPEIIKHU.

Cempanum, X10pOKGUH/RPO2YAHUN
Te3n BemecTBa HamasigBaT €(pUKACHOCTTa Ha JIEBOTHPOKCHH M YBEJIMUYABAT CEPYMHMTE HUBA Ha

TCX.

Egexmu om nexapcmea, unoyyupawu yumoxpom P-450:

EH3WMHO-UHAYLMpalllK JIEKapcTBa KaTo pudaMnuiuH, kapbamaszenun, Gpenutonn, 6apburyparu
U MPOAYKTH, ChABPKALIH XKBAT KauTaproH (Hypericum perforatum L), moraT na ysenuuar
YEPHOAPOOHUSA KIIMPBHC Ha JIEBOTUPOKCHH, KOETO BOAM A0 HAMAJIEHU MJa3MeHH HUBA Ha
TUPEOUIAHU XOpMOHH. ClieI0BaTENHO, NALMEHTUTE HA 3aMECTUTENHA TEPATHs 3a LUTOBHIHATA
KJ1€3a MOJXKE J1a €€ HY)KIasAT yBEJIMYaBaHe Ha 103aTa Ha TUPEOUIEH XOPMOH, aKO TE€3U
JIEKapCTBEHU NPOAYKTH C€ NpUjiaraT €IHOBPEMEHHO.

lpomeasnu unxubumopu

3aryba Ha TepaneBTHYHUSA e(EeKT Ha JIEBOTUPOKCHH € JOKNa/iBaHa NP eIHOBpEMEHHaA yrioTpeba
¢ JonuHaBup/puToHasup. ETo 3ammo tpabBa aa ce npoBek/ia BHUMATENHO NPOCieiiBaHe Ha
KJIIMHUYHHUTE CUMNTOMH U Ha (DYHKIMATA Ha LUMTOBUAHATA %Jle3a MPH NALMEHTH, IpUiiaraliy
€/THOBPEMEHHO JIEBOTUPOKCHH W NPOTEa3HH UHXUOUTOPH. THpeona-cCTUMYIUPAIIUIT XOPMOH
(TCX) TpsibBa na ce npocnensasa Npy NalUMEHTH, JIEKYBaHU C JIEBOTHPOKCHH, NOHE NPe3 IbPBHS
Mecell clie]l 3aro4BaHe /WM NPEKpaTABAHE HA JICYEHUETO C PUTOHABUP.

Huxubumopu na mupo3unKunasa
TyposnHknHaszHuTe UHXUOUTOPH (Hanp. UMaTUHKUO, CYHUTUHUO) MOraT fa Ham
e(huKacHOCTTa Ha JIEBOTUPOKCHH. 3aToBa Ce NpenopbuBa NalMeHTUTe 1a ce np
NPOMEHU B THPEOUAHATA (DYHKLMSA B HAYAJIOTO WJIM B KPasi Ha CbITbTCTBALIOTO
HeoOXoaumocCT fo3aTta TpsgOBa Aa ce Kopurupa.



Opaucmam.
XUINOTHPEOUINZBM W/HWJIK HaMaJleH KOHTPOJI Ha XHITOTHPEOHIN3MA MOXKE [1a Bb3HHKHE, KOraTo
JIEBOTUPOKCHUH M OPJIMCTAT CE€ NMpUEMar 1o €1HO H CblII0 BpeMe. ToBa MO3Ke na ce 1bJIDKH Ha

HamasneHa abcopOums Ha NEBOTHPOKCHH.

IIpooyxkmu, cvObpacawju cos

[IponykTuTe, ChABPIKALIK COSt MOTAT J1a HAMAJISAT YPEBHOTO YCBOSIBAHE HA JIEBOTUPOKCHH.
[TopuinaBane Ha cepyMHHTE HMBa Ha TCX € A0KJ1aiBaHO MpH Aella, Korato ca OMJIM Ha JIHeTa,
OoraTta Ha Cos, M ca JIeKYBaHM C JIEBOTHPOKCHH INMOPaaAH BpOJIEH XUNOTHpeOoUAU3bM. Moxe j1a ce
HaJIOXKH NMPHJIaraHeTo Ha HEOOMYaHHO BUCOKHU 103U JIEBOTHUPOKCHH, 3a J1a C€ OCTUIHAT
HopMaJiHuTe cepyMHHu HuBa Ha T4 1 TCX. BHumarenHo npocnensBane Ha HUBaTa Ha Ha T4 M
TCX e HeoOX0aMMO MO BpeEME M ClIe/l 3aBbPUIBAHETO Ha AMETaTa, ChAbpiKallla COsl; MOXeE Jia ce
HaJI0’KW KOPHUIrHpaHe Ha J103aTa Ha JIEBOTHPOKCHH, aKO € HEOOXOAUMO.

Kadge:

Tpsa6Ba na ce u30srea eIHOBPEMEHHUAT NPUEM Ha JIEBOTUPOKCHH € Kade, TbH KaTO TOBA MOXKE
na Hamanu abcopOuHATa Ha TIEBOTUPOKCHH OT CTOMALLHO-4YpeBHUA TpakT. Ilopaau ToBa ce
npernopbyBa Jia ce HarpaBu UHTEPBAJI OT MOJIOBUH [0 €1MH Yac MEeXAy NpUeMa Ha
JICBOTHPOKCHH M KOHCYMalMATa Ha kade, 3a /la C€ HaMajli PUCKBT OT B3aUMOZEHCTBHE.
[TareHTHTE, KOUTO BEYE CE JIEKYBAT C JIECBOTUPOKCHH, C€ CbBETBAT J1a HE IPOMEHAT HABULIUTE
CH 3a nMeHe Ha Kade, 6e3 HUBaTa Ha JIEBOTUPOKCHUH J1a ObJ1aT NPOBEPEHH M HaboAaBaHy OT

NIeKyBallys Jiekap.

Cemaznymuo:
EnHOBpeMEHHOTO NPHJIOKEHHE Ha CEMarjyTH/ MOXe [ia TIOBJIMSe €KCNO3HIUATA Ha

neBoTUpOKCHH. Obmara excnozuums (AUC) Ha 1eBOTUPOKCHH (KOpUrupaHa 3a eH10reHHH
HUBa) ce noBuianra ¢ 33 % cien npujaraHe Ha eAMHUYHA NIepopajiHa 103a CEMariyTH U
MakcuManiHaTta ekcrosuumsa (Cmax) ocrtaBa HenpomeHeHa. TpsabBa na ce odmMucu
MOHHUTOPHpaAHE HA NOKA3aTENUTE Ha IUMTOBU/IHATA >KJI€3a M KOPUIMpaHe Ha 103aTa, Korato
NMaLMEeHTUTE CE JIEKYBAT C JICBOTUPOKCHH €IHOBPEMEHHO ChC CEMariyTHA.

llosnuseane na rabopamopru uU3C1€06AHUUA

BHOTHUHBT MOXKE J1a NOBJIMSIE BbPXY TOYHOCTTA HA UMYHOJIOTHYHHUTE M3CJIE/IBAaHUS HA
(YHKIIMATA Ha LIMTOBUIHATA KJ1€3a, KOUTO C€ OCHOBABAT HA B3aUMO/IEMCTBUETO
OMOTUH/CTPENTABUANH, KOETO BOJAM 110 (haJILlIMBO NOHMXKABAHE WK (PanIuBO NOBUIIABAHE HA
pe3yJTaTUTE OT U3cie/iBaHusTa (BXK. Touka 4.4).

4.6 @Depruiaunrer, O)peMEeHHOCT H KbpMeHe

JleuenueTo ¢ XOpMOHM Ha LIIMTOBU/IHATA JKJIe3a TpAOBa a ce npuiiara rocjiefioBaTesHo 1o
BpeMe Ha OpeMEHHOCT U 0CODEHO 10 BpeME Ha KbpPMEHE.
TecTsT 3a noTHCKaHe He TPAOBA J1a Ce NPOBEXkK/1a 110 BpeMe Ha OPEMEHHOCT U KbPMEHE.

[TonnbpkaHeTO HA HUBATa HA XOPMOHUTE Ha LIIMTOBUHATA KJ1€3a B HOPMAJIHY I'PaHULIM €
YKU3HEHOBAKHO 3a OpEMEHHMTE YKEHMU, 3a /1a C€ OCUTYPH ONTUMAJIHO 3/IpaBE€ Ha MaWKaTta
nnojaa. KbM siHelHa arta, BbNpeKH iMpokara ynorpeba no speme Ha OpeMEHHOCT, HE ca
YCTAaHOBEHHU HEOaronpUsTHU ePeKTH Ha JIEBOTUPOKCHH BbPXY OPEMEHHOCTTA UJIU BBHPXY
3ApPaBeTO HA IMJI0AA/HOBOPOAEHOTO.

[To BpeMe Ha OpeMEHHOCT HYXKAMTE OT JIEBOTHPOKCUH MOTaT Jla C€ NMOBMILAT 3apajli €CTporeHa.
[Topanu ToBa pyHKIIMHTE HA LIMTOBH/HATA kJ1e3a TpAOBa Jila ce KOHTPOJIMPAT KAaKTO

HEOOXO0ANMO.
TbH xaTo noBuuaBaHe Ha cepymHus TSH morke na HacTwnu oule Ha 4 recrail
OpeMEHHUTE XEHH, NMPUEMaLLU JIEBOTUPOKCHUH, TpaOBa aa uamepsar 1TSH npe
TPUMECTBP, 3a Ja C€ NOTBbPAM, Y€ CEPYMHUTE CTOMHOCTH Ha MaiunHus TSH
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cnetnduyunmns 3a TpuMecTbpa pedepeHTeH AManason 3a 6pemeHHocT. [ToBMLIEHOTO CepyMHO
nueo Ha TSH TpsabBa na ce KOpUrupa upes yBejMuaBaHe Ha J103aTa JIEBOTHPOKCHH. Tbi kaTo
nuBara Ha TSH cnen paxkianeTo ca nonoOHM Ha CTOMHOCTHTE TPeJIM 3a4€BAHETO, I03MPOBKATa
Ha IEBOTMPOKCUH TpsOBa J1a ce BbpHE KbM J103aTa Ipeiu OpeMEHHOCTTA Be/lHara ciej
paxxaanero. Cepymuoro HuBo Ha TSH Tpabsa na ce npocnenm 6-8 ceIMHLIM Clle/l PasKIAAHETO.
1o Bpeme Ha GpeMEeHHOCT JIEBOTUPOKCHH HATPHH € NPOTHUBOTNOKA3aH KaTO AONbJIHEHNE KbM
JIEUEHHUETO Ha XMNEPTHPEOUN3BM C AHTUTHPOM/IHH JieKapcTBa. J[ONbIIHUTETHUAT NPUEM Ha
JIEBOTUPOKCHH MOXKE J1a YBEJIMYH HeoOXoaAMMaTa 103a Ha aHTUTHPOH/IHUTE JIEKapCTBa.
AHTHTUPOMIHUTE JIEKApPCTBA, 3a pa3jiMKa OT JIEBOTHPOKCHH, NPEMUHABAT TulalleHTapHaTa
Gapuepa B e(peKTUBHM 103U U CIEI0BATEIHO MOXKE J1a Ce MOJIy4H XHITOTUPEOH/IM3bM I1pH
nioaa. CnenoBarenHo, XMNEPTHPEOUAU3MBT IO BpeMe Ha OpeMEHHOCT TPAOBa na ce NeKyBa ¢
HUCKA J103a Teparus ¢ €1HO BELIECTBO, KaTO C€ M3M0J13Ba aHTUTUPOMIHO JIEKAPCTBO.

KbpMmene

JIeBOTMPOKCHH Ce CeKpeTHpa B KbpPMaTa 10 BpeMe Ha KbPMEHE, HO KOHLICHTPALIUHUTE,
MOCTUIHATH NPHU NPENIOPHYAHOTO TEpaneBTHYHO HUBO Ha J103aTa, HE ca 10CTaThb4HH, 3a /1A
NMpeM3BUKAT Pa3BUTHE Ha XMNEPTIPEONIN3bM MIIM NOTUCKaHe Ha cekpeluaTa Ha TSH npu

KbpPMa4eTo.

@OepTUIUTeT

XHUNOTUPEOUIU3MBT WU XMIIEPTUPEOUAU3IMBT BEPOATHO OKa3BaT €(DEKT BbpPXY (epTHIINTETA.
[lo BpeMe Ha jedeHuero Ha xunorupeouanspm ¢ L-Tupokcun 100 bepnun-Xemu, nosara
TpsiGBa ja ObJe ajanTHpaHa Bb3 OCHOBA Ha NMpOCJENsdBaHe Ha J1abOpaTOpHHUTE NapamMeTpH, Thi
KATO € MaJKO BEpOSTHO HeJoCTaThuHaTa Jo03a Ja TOoA00pH XHMIOTHPEOWIM3Ma, a
MpeI03UPaHEeTO MOXKE /1a IOBE/IE 10 XHUITEPTHPEOUNU3BM.

4.7 Edexrn BLpPXYy cnoco0HOCTTA 32 modpHpaHe H padoTa ¢ MAIUIHHA

He ca npoBexaaHyu U3NWTBAHUA 33 BIUSHUETO BbPXY crocobHoCTTa 3a mogupaHe 1 pabora ¢
MaLIMHMU.

4.8 HexeaHH JIEKAPCTBEHH peaKlHH

AKO B OTI€JIHY CJIyYaH Jl03aTa He ce moHacs 100pe Uiy NpH npeao3upaHe, 0cobeHo B cilyyan
Ha M3KJIOYMTETHO OBbp30 NOBHILIABAHE HA /103aTa B HA4aj0TO Ha JICYEHUETO, MoraT Jia ce
MOSABST TUNUYHH CUMIITOMM Ha XunepTupeouansbM. B Te3n ciiyyau tpsaOBa na ce Hamallu
AHEBHATA [103a WJIM JIEYEHHETO Jla C€ NMPEKBbCHE 3a HAKOJIKO AHM. Ciiell 0T3By4YaBaHe Ha
He)KeJlaHaTa peaklMs JIEHEHUETO MOXKeE J1a MPO/Ib/IDKH C MHOIO BHUMATETHO N03HpaHe.

B cnyyaii Ha CBPBXUYBCTBHTEIHOCT KbM JIEBOTUPOKCHH MM HAKOS OT JIPYIMTE ChCTaBKM Ha L-
Tupokcun 100 Bepnun-Xemu, Moxke a Bb3HHKHAT ajlepruyHM peakllii Ha KoxkaTa (Harnpumep
aHrHMOEJIEM, KOXKEH 0OpHB, YPTHKapHs) 1 B 00J1acTTa Ha IUXaTeNHUTe MbTHa. B otaentm
clyyau € JIoKJajiBaHa nposiBa Ha aHagunakTHYeH oK. B To3u ciyyai TpsabBa 1a ce
NpeycTaHOBU NPUEMBT Ha TaOJIETKHTE.

3a kjacuGuIMpaHeTO Ha HEeXKeJIaHUTE €(PEKTH 110 OTHOLIEHHE Ha YeCcToTaTa € W3IoJ3BaHa
clie/lHaTa KOHBEHLUA:

Mmnoro uectu (=1/10)

Yectu (=1/100 no <1/10)
Heuectu (>1/1 000 no <1/100)
Penxkn (>1/10 000 no <1/1 000)
Muoro peaku (<1/10 000)

Hapywenus na umynnama cucmemd




C Heu3BeCTHA yecToTa: CBPBXUYCTBHTCITHOCT

Hapyuernus na enoOoKkpunnama cucmema
YecTn: Xuneprupeonain3bm

Cvpoeunu Hapyutenus

MHOro 4ecTH: najinuTalum

YecTu: Taxukapaus

C Heu3BECTHA Y€CTOTA: apUTMUS, AaHTMHA NEKTOPUC

Hapywenusa na xosicama u nookoducHama mvkau
C Heu3BEeCTHA YeCcTOTa: aHrTHoeAeM, OOPHUB, YPTUKAPUs, XUIIEPXHPO3a

lHcuxuunu napyuwenus

MHoro yectu: 0e3chHHE

HecTH: HEPBHOCT

C HeM3BeCTHA yecToTa: OE3MOKOMCTBO

Hapmenuﬂ HA MYCKVIHO-CKelemuama cucmema u CbeOUHUMENTHAMA MbKaH

C Heu3BeCTHA YeCTOTA: MYCKYIJIHA CHHﬁDCT, MYCKYJIHH KpaMIIH, OCTEOIIOPO3a ITPH MNOTHCKAIIIH
AO3H JICBOTUPOKCHH, 0cobeHo IIPH KCHH B NNOCT MCHOIIAay3a, INpEeAUMHO NIPH NMPOAbLIIKHUTEIIHH
NEPHUOH Ha JICHEHHE.

Cv0o08u Hapyuienus
C HeM3BECTHa YeCTOTa: rOpeliy BbJIHU, LIMPKYJIATOPEH KOoJIanc NpH HOBOPOJEHH C HUCKO

TEJIECHO Teryio (BxK. Touka 4.4)

Hapywenus na év3npouzeooumennama cucmema u 2vpoamad
C HeHu3BeCcTHa YECTOTa: MEHCTPYaJTHU HapyLIEeHHS

Cmomauino-upesru HapyuieHuA
C Heu3BecTHa yecToTa: AUapus, NOBpbIIAHE U rajieHe.

Hzcneosanus
C Heu3BEeCTHa YecToTa: NMOHWXaBaHe HAa TEerJ10TO

Hapywenus na nepsnama cucmema

MHoro0 yecTH: riiaBodonue

Yectn: Mosbuen ncesno tymop (ocobeHo npu jena)
C HEHU3BECTHA YECTOTa: TPEMOP

Obwyu napywienus u epexmu Ha MACMOMO HA NPULOICEHUE
C Heu3BeCTHA YECTOTA: HEMOHOCUMOCT KbM TOINJIMHA, NOBUILIEHA TEMIIEPATYPA

CroliulaBaHe Ha N0I03UPAHU HEXKENAHU PEAKIIMH

ChoOL1aBaHETO Ha NOIO3MPAHH HEXEJIAaHU peaKkuyu cliefl pa3peliaBaHe 3a ynorpeba Ha
JIEKAPCTBEHUS MPOAYKT € BayKHO. ToBa No3BoJIsBa /1a NPOABLIDKH HAOIIONEHHETO Ha
CbOTHOLIEHUETO M0JI13a8/PUCK 3a JIEKAPCTBEHUA NPOAYKT. OT MEIMIIMHCKHUTE CNELMAJIUCTHU CE
M3HUCKBA J1a ChoO1aBaT BCAKa NOAO3HpaHa HeXKellaHa peaklids Ype3 HallMoHalHa CUCTeMa 3a

cLOoOLIaBaHe:

HU3nbaHuTeIHA areHuMs 1o JieKkapcTBara
yi. ,,Jlamsin I'pyer” Ne 8

1303 Codus

Ten.: +35 928903417
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yebcaiT: www.bda.bg

4.9 Ilpeposnpane

[TopuuienuTe HUBa Ha T3 € No-HaAeXK/IEH MoKa3ares 3a Npeao3upaHe, OTKOJKOTO NOBULLICHUTE
HuBa Ha T4 u {T4. I1pu npenosrupane 1 UHTOKCHKALMs Ce NMOSABABAT CUMNTOMH Ha YMEPEHO UIIH
CHJTHO NoBMIlIIaBaHe Ha MeTabonu3ma (Bxk. Touka 4.8). B 3aBUCMMOCT OT CTEINEHTa Ha
Mpefo3upaHe ce Npenopbysa JieueHHeTo Ja Ob/ie CNPsSHO U Aa ¢€ HanpaBAT KOHTPOJIHU

HU3CJICABAHHA.

JTo3u 1o 10 mg 1eBOTUPOKCHH ce NMOHACAT 0€3 YCIOXKHEHHs KaTo 4acT OT CllyyanTe Ha
MHTOKCUKaLMA (ONHUTH 3a camoyOuiicTBo) npu xopa. CepHo3HHU YCJIOXKHEHHsl, KOUTO
3aCTPallaBaT XKM3HEHOBOKHN (YHKUMH (AHIIaHe W KPBBOOOpaLEHHE), Ca MAJIKO BEPOSTHH,
OCBEH aKO HsAMa KopoHapHa OojiecT Ha cbpLeTO. BbnpekH ToBa, JOKJIa[IBAHH ca Clly4au Ha
THPEOTOKCHYHA KPHU3a, KOHBYJICHH, Chp/ieUHa HEAOCTaThYHOCT U koMa. ChOOLIEHH ca OTAENHH
cTyuaM Ha BHeE3arHa ChpJieuHa CMBPT NPH MALMEHTH ¢ JIBJIrOTOIMLINA 3710ynoTpeda ¢
JIEBOTUPOKCHH.

[Tpu ocTpo npeno3upaHe, CTOMalHO-YpeBHaTa abcopOLMs MOXKE Jla ce HamaJlu € NIPUJIaraHeTo
Ha aKTHBEH BbIVIEH. JleueHUEeTO OOMKHOBEHO € CUMIITOMAaTH4YHO U NoAAbpIKallo. B cirydan Ha
NosiBaTa Ha MHTEH3UBHU O€eTa-CUMIIATHKOMUMETUYHH €(PEKTH KaTO TaXUKapaHs, TPEBOXKHOCT,
BB30YAMMOCT MIIM XUIIEPKHHE3HUs, OTUIAKBaHUATAa MOraT fa ObaaT 0bjekueHH oT OeTa-
peuenTtophu 6nokepu. THpeocTaTHUMTE Ca HEMOAXOAAIH, THH KaTo IIMTOBUIHATA )K/1€3a €
BEU€ HaITbJIHO MOJATHCHATA.

[Tna3smadepesara Moxe aa Gbjie 10J€3Ha IPH MHOTO BUCOKH J103M (OIUT 3a CaMOYOHHCTRO).
[Ipeno3upaHeTo ¢ JIEBOTHPOKCHH M3HCKBA NPOJIbIDKUTENIEH NIEPUOJL Ha npociiensBane. Ilopaan

[IOCTENEHHOTO NpeBPbIllaHe Ha JICBOTUPOKCUH B IMOTHPOHHH, CHMIITTOMUTE MOXKE /1a
BB3HUKHAT ChC 3aKbCHEHHE 10 6 IHU.

5. ®APMAKOJOINMYHU CBOUCTBA

5.1 dapmMakoAHHAMMYHH CBOHCTBA

dapmakoTepaneBTHUHA rpyna: Tupeouana Tepanus, THAPEOUAHU XOPMOHH
ATC xon: HO3AAO]

MexaHu3bM Ha NeHCTBUE

CHHTETUUHHUAT JIEBOTUPOKCHH, chabpikalll ce B L-Tupokenn 100 bepnun-Xemu, € naCHTHYEH
10 CBOETO JIENCTBHUE C €CTECTBEHUS TUPEOUJIEH XOPMOH, 00Opa3yBaH OCHOBHO B LLIUTOBH/IHATA
so1e3a. OpraHu3MbT HE MOXKE /1a pas/IMuy €HJ0r€HHUsS OT €K30TeHHMS JIEBOTUPOKCHH.

PapmakoiMHAMUUYHU €(PEKTH

Cnen yacTH4HO npespbiilate B JHoTUpoHuH (T3), ocobeHo B yepHua npob u 6BOpennTe, KaKTo
M TIpM NpeMUHaBaHe B KJIETKUTE Ha OpraHusma, ce HabonaBaT XxapakTepHUTe €(eKTH Ha
ILIMTOBUHUTE XOPMOHH BbLPXY pa3BUTHETO, pacTexka U meTaboiu3ma Ype3 akTuBupane Ha 173

PELICTITOPHUTC.

Knnnuyha edukacHOCT M 0e3011acHOCT
Cy6eTuTylsTa Ha THPEOUIHUTE XOPMOHHM BOJIM J10 HOpMaJIM3MpaHe Ha MeTa
npouecu. Harnipumep, NOBULIEHUAT X0ONECTEPOJI BCIIEICTBUE HA XMIIOTHPEOU
HaMaJl1s1Ba TIpH MPUI0KEHUE Ha JIEBOTUPOKCHH.

5.2 @apMaKOKHHETHYHH CBOHCTBA
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AbcopOLns

Korato ce npunara nepopajiHo Ha IJ1aJiHo, JIECBOTHPOKCHH, B roj1iMa CTENeH B 3aBUCHMOCT OT
BW/1a Ha rajieHoBaTa (hopmMma, ce pe3opbupa makcumasHo 10 80%, npeIntMHO B ropHaTa 4acT Ha
THHKHMTE uepBa. AKO ce NpUeMe ¢ XpaHa, abcopOunsTa 3HaYNTETHO HaMaJisBa.

MakcUMaJIHM TJ1a3MEHH HUBA C€ NMOCTUraT NpUONM3UTENIHO 2 J10 3 yaca clie/l NPUII0XKEHHETO.

B HauanoTo Ha nepopajiHOTO JiedeHHe, HaYaJIOTO Ha AeHCTBHETO € OOMKHOBEHO ciiell 3 110 S
JIHU.

PasnpeneneHue
O6embT Ha pasznpeesienie Bb3u3a Ha okono 10 no 12 1. Jlesotupokcut € okono 99,97%

CBBbp3aH CbC cnenupUIHA TPAHCTIOPTHU NPOTEUHHU. TO3H KOMILIEKC Ha CBbP3BaHE MEXKLY
NPOTEHHA U XOPMOHA HE € KOBAJICHTEH, KOETO 03HYaBa, Y€ C€ U3BLPILBA MHOIro Obp3 0OMEH
MEXKJ1y CBODOAHHS WU CBBP3aHHSI XOPMOH.

EnuMuHHUpaHe

MeTabonuTHHUAT KIMpbHC € 0kono 1,2 | nna3ma aHeBHo. PasrpaxkaaHeTo € npeIMMHO B YepHUS
npo6, 6x0peuuTe, MO3bka U MycKyauTe. MeTabonuTuTe ce OTAENAT C ypUHaTa U delieca.
BpeMeTo Ha MONY>KMBOT Ha JIEBOTUPOKCUH € OKOJIO 7 JIHH; NIPH XHUINIEPTHPECOUIHU3BM € T10-
kpatko (3 10 4 1HM), a € MO-IIBJIT0 NPH XUNIOTHUPEOHAH3BM (0K0J10 9 10 10 aHH).

bpemennocm u kbpmene
JIeBOTHPOKCHH MpeMyHaBa TUlalleHTaTa B Malky Konu4decTsa. [1pu ieuenune ¢ obnuaitum 1034

CaMO MaJIKO KOJIMYECTBO JIEBOTHPOKCHH C€ CEKpETHpa B KbpMaTa.
bvopeunu napywenus
[Topanu BuUcoKkaTa cTeneH Ha CBbp3BaHe C MPOTEHHHUTE, JICBOTHPOKCHH HE C€ OT/IeJI1 HUTO IpH

XE€MOIMaJIN3a, HUTO NPH XeMonephH3Hs.

5.3 IlpeaAkJHHHYHH AAHHH 32 Oe30MACHOCT

OE"FpEl TOKCHYHHOCT
OET]ZJHTH TOKCHYHOCT Ha JICBOTHPOKCHH € MHOTI'O HHUCKA.

XPGHMHHH TOKCHYHOCT

[IpoyuBaHHs Ha XpPOHUYHATa TOKCUYHOCT Ca MPOBEIEHH NPH pa3JIM4YHH )KUBOTMHCKH BHJIOBE
(rubXxoBe, Kydera). IIpH BUCOKH /1034 ca YCTAaHOBEHH JJaHHH 3a X€raTonaTHs, NoBHlleHa
yeCTOTA Ha CMOHTAHHH He(pO3u KAKTO U MPOMEHH B TEITIOTO HA OPraHUTE MPH TITHXOBE.

He ca nabnio1aBaHy 3HAUKWTEJIHU HEXeJlaHHU e(DEeKTH NIPU Ky4erTa.

MyTareHHOCT
Hsima Hay4yHM JaHHM 32 MyTareHH!s NOTEHLHAal Ha JIEBOTUPOKCHH. 3acera HaMa noJ103peHus

WJIM TIPU3HALIM 3a YBpPEXK/laHe Ha NOTOMCTBOTO Ype3 NPOMEHHU B F€HOMa OT THPEOU/IHH
XOPMOHH.

KHHHEEDFEHHGCT
He ca NpOBEHKJaHHU ABJIIOCPOYHH MNPOYUBAHHKA I1PDH XKHBOTHH 34 TYMOPOI€¢HHHUA NNOTCHLIMAJl HAd

JICBOTHPOKCHH.

Peﬂp{},ﬂ}'HTHBHH TOKCHYHOCT
TH]JQUH}],HH XOPMOHH NpEMHHABAT IUIALEHTATa B MHOI'O HHCKa CTCIICH.

HsaMa HayuyHu naHHu 3a yBpexjaaHe Ha GepTUIMTeTa NPpU MbXKe U )KeHU. Ha
HSIMa JIaHHH 3a HaJIMYHUE Ha YBPEK/1aHe.
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6. ®APMAILIEBTUYHU JAHHU

6.1 Cnucbk HA NOMOMHHUTE BeNleCcTBA

L{ncTeMHOB XHAPOXJIOPUA MOHOXMAPAT (MPUCHCTBA YACTHUHO B TAGJIETKATA KATO LIMCTHH)
MuKpoKpHcTanHa Lenynosa

llapeBHYHO HULIECTE

[IpenBapuTenHo xenaruHU3UPaHO HULIECTE

Jlex MarHe3sueB OKCUn
Tank

6.2 HecbBMecTHMOCTH

He e npunoxumo

6.3 Cpok Ha rognocr

36 mecena

6.4 Cpnenuaanu ycjioBHMsl HA CbXpaHeHHe

Jla ce cpxpansBa npu TeMneparypa nox 30°C.
[la ce chxpaHsBa B opuruHanHara 61McTepHa ONakoBKa, 3a [1a ce Npe/na3y OT CBET/IHMHA.

6.5 BuauchrabpxkanHe HA ONAKOBKATA

AJTyMHHHEBO-aJIyMMHUEB ONIMCTED
bnxcTep OT TaMHHAPaHO allyMMHHEBO (DONIHO, 3aMeyaTaHoO ¢ TBLP/IO ATYMHHHEBO (BOITHO.

OpuruHanHa onakoBka ¢ 25 TabneTkH.

OpuruHannHa onakoBka ¢ 50 TaGnerky.

OpuruHanza onakorka ¢b¢ 100 TadneTky.

He BcHukM BUIIOBE ONAKOBKM Morar Jia OblaT nycHaTH B npoaaxoa.

6.6 Cnenuaann npeanasHH MepKH NPH H3XBLPJIsiHE

Hewusnon3Bauusr JICKAPCTBEH INPOAYKT HJIK OTINNIAABYHHUTE MATCPHAJIN OT HETO TpﬂﬁBﬂ Aad CC
H3XBBPJIAT B CbOTBETCTBHE C MECTHHUTE U3UCKBAHHA.

Is IIPUTEXATEJI HA PASPEHIEHHETO 3A YIIOTPEBA

BERLIN-CHEMIE AG (MENARINI GROUP)

Glienicker Weg 125

12489 Berlin, 'epmanus

8. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

Per. Ne 20010143

9. JATA HA IIOJHOBSIBAHE HA PABPEHIEHUETO 3A YIIO

Jlata Ha nocnenHo noaHoesieane: 05.04.2011
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JNATA HA AKTYAJIMBUPAHE HA TEKCTA
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