KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HMME HA JJEKAPCTBEHUS ITPOJAYKT N3NbITHUTENHA ATEHUWS No NIEKAPCTBATA

L-Tupokcun 150 bepnun-Xemu
150 mukporpama TabneTku

llllllll
llllllllllllllllllllllllllllllll
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Paspewenue Ne
L-Thyroxin 150 Berlin-Chemie BG/MA /MP-..-_é, - (7,2,2 0 8 -05- 2024
150 micrograms tablets ) temrssissmnansonsusasissasssif nssnsonsmnsensenmsssomss
| JQOODCHUE Ne ..o S

2 KAYECTBEH U KOJIMYECTBEH CbCTAB

Bceska rabnerka L-Tupokcun 150 bepnun-Xemu cpappixka 159,6 — 170,4 muxporpama
neBotnpokcuH Hatpuii X H,O (levothyroxine sodium x H,O) (exBuBanentHo Ha 150
MHKpOrpaMa JIeBOTUpoKCUH HaTpui (levothyroxine sodiumy)).

3a bJIHMS CITUCHK HA MOMOLIHUTE BEllleCTBa, BUKTE Touka 6.1.

3. JIEKAPCTBEHA ®OPMA

Tabnerka
Benu no 6ex0BH, KPBIUIM, JIEKO U3I'bKHAIU TabNEeTKH ¢ IeJIMTe/IHA YepTa OT €/lHaTa CTpaHa.

Tabnerkara moxke 1a Obae pa3aelieHa Ha J1BE paBHH MOJIOBHHH

4. KJUHAYHU JAHHU

4.1 TepaneBTHYHM NOKA3AHHUA

- 3aMeCTHUTEJIHO JIeUeHHE C THPEOUAEH XOPMOH TPH XUIIOTUPEOUIU3IBM OT BCAKAKBB
NPOU3XO/L

. [IpodunakThka Ha pelMaMB Ha ryuia cjie/l pe3eKius Ha Iylia ¢ eyTHpeOoHIHa (pyHKIus

= JlobpokauecTBeHa ryuia ¢ eyrTupeoriHa (PyHKIHS

- CyrnipecHs ¥ 3aMEeCTUTEJIHO JIeUEHHE TP 3JI0Ka4eCTBEHH 3a00/1BaHHUs Ha LIMTOBH/HATA
KJ1e3a, 0COOEHO ciiel THPEOUIEKTOMHS

- TupeoneH cynpecuoHeH TeCT

L-Tupokcun 150 bepnun-Xemu ce npunara npyv BCHYKH Bb3PacTOBH IPYIIH.
4.2 Jlo3MpOBKAa H HAYHH HA NPHJIOKEHHE

3amecTBallla Tepanus ¢ THPEOUAHH XOPMOHH.

JlozupoBka
OnucaHWTEe HACOKH 3a J03UpaHe ca npenopbuntentu. UnauBuayannara aHeBHa f103a Tpsioea na

ce onpeaeu ¢ J1abopaTopHH M3C/EABaHUA U KIIMHUYEH Tperyen.

[Tpu ocrarbyuHa (PyHKIIMS HA LIUTOBUHATA JKJI€3a, [T0-HUCKA CyOCTHUTYHpallla [103a MOXe J1a €
JOCTaTb4Ha.

JleuenuneTo ¢ THPEOUAHHU XOPMOHHU TpsAOBaA Aa 3arnoyHe ¢ 0COOEHO BHUMAHUE MPU NALIUEHTH B
cTapyecka Bb3pacT, NP MalKEHTH ¢ KOpoHapHa 00J1eCT Ha ChPLIETO U NPH NALMEHT
MW NPOABLIKUTENIEH XUTIOTUPEOUIM3BM, T.€. TPAOBA Jla ce 3aroyHe C HUCKA Ha
OaBHO J1a ce NOBMIIARA HA MO-IbJTY NEPUOIY NPU YECTH KOHTPOJH HA LLIHUTOB
OnuThT NOKa3Ba, Y€ NPH MALMEHTH C HUCKO TENECHO TETJI0 U NPH NaLHEHTH

HHUCKATa /1034 € CbUlO A0CTAaTh4HA.




TbH kaTo croiiHocTHTE HAa T4 nnm {14 npyu HAKOU NALMEHTH MOXKE J1a Ca YBEJIHUYEHH,
ONpeJIe/ITHETO HAa CepyMHATa KOHLEHTpall|sa Ha THpeocTUMmynupatusg xopmoH (TCX) e no-
MOJAXOAALL METO/1 3a NPOoC/ieAsBaHe Ha JIEYEHHETO.

loxkazanue Toza (Mmuxpozpama 1e60mMupoKcuH
Hampuu/OeH)
XHUIMMOTHPEOHIUZBM:
Hauanna no3sa 25 -50

Bb3pacTHu (nosuiasa ce ¢ 25-50 mukporpama
Ha WHTepBaj 2-4 CeAMHUIIN)

ciell ToBa 100 — 200
[IpodunakTuka Ha peKypeHTHa rylia 75 - 200
JloOpokauecTBeHa ryuia ¢ eyTHpeonHa 75 - 200
dbyHKLMS
Cnen TUPEOUIEKTOMHUS 110 TTOBOJ1 3J10KAYECTBEHH 150-300
3a00/19BaHUs HA LIMTOBU/IHATA >KJI€3a
TupeounseH CynpeCMOHEH TECT 150 muxporpama (€KBHBaJIEHTHU

Ha 1 Tabnerka)/neH (3a 14 aum no
U3BBPLIBAHE HA CLIMHTHIpadusTa)

Cmapuecka ev3pacm

[Tpu nanweHTH B cTapyecka Bb3pacT TpsAOBa a ce 0ObpHE cnelyalHO BHUMaHUE NpH
OnpeJesiEHH ClIydyau, HallpuMep CbpAEYHH NpoOiIeMH, KOUTO MOraT J1a C€ H30CTPAT NpH
MPUJIO’KEHHUE Ha JIEBOTUPOKCHH HAaTPUH U PEIOBHO Jla ce npociensasaT HuBata Ha TCX.

ITeouampuuna nonynrayus

[Tonbprkaiara 103a 3a BpoAeH U NPUAOOUT XUNOTHPEOUU3bM 00MKHOBEHO € 100-150
MUKpOrpama JIeBOTHPOKCHH HATpUH Ha m” TejlecHa NMOBbPXHOCT Ha JIEH.

[Ipy HOBOpOZIEHH M KbpMaueTa ¢ BPOJAEH XUNOTHPEOUAN3IBM, KBAETO PAHHOTO 3aMECTHTEJTHO
JiedeHue ¢ JIEBOTUPOKCHH € BaXXKHO, NpenopbyMTe/HaTa HayasiHa 1o3a € 10-15 Mukporpama
JIEBOTHPOKCHH HATPUM Ha KUJIOTpPaM TEJIECHO TErJlO Ha JIEH npe3 nbpBUTE TPU Meceua. Crief
TOBA, J103aTa TpsOBa J1a ce onpeaesnd HHANBUYalTHO CNope/l KIIMHUYHHUTE pe3yJITaTH U Cropel
HHUBaTa Ha TopeouaHuTEe XOpMOHHU U TCX.

[Tpu neua ¢ npuaoOUT XHUITOTUPEOUAUIBM TpeNopbUUTE/IHATA HAYallHa fo3a € 12,5-50
MHUKpOTrpama JIEBOTUPOKCHH HATpUH Ha JieH. Jlo3aTa TpsabBa na ce yBeJIMUH NOCTENIEHHO Ha
BCEKH 2-4 CEIMMLM Crope]l KIMHUWYHUTE PE3YITaTH U CNOpe/] HUBATa Ha THPEOUAHHUTE
xopMonu 1 TCX, nokaTo ce JOCTUIrHE bjiHaTa CyOCTUTYHpalla 1o3a.

HauuH Ha npuioKeHue

I {s1aTa nHEBHa 03a ce NpUeMa CYTPHUH Ha IllaiHo HaBeIHBXK HaH-MaJIKO MOJIOBUH 4ac NMpe/im
3aKyCKa.

Jlenata nosyuyapar 1s/1aTa JHEBHA 1032 HAW-MaJIKO MOJIOBUH Yac NpeJid NbPBOTO XPaHEHE 34
neHs. TabneTkure Morar ChlO J1a Ce NpuUjaraTt Kato cycrieH3us. Tabnerkure TpsadBa jna ce
pa3TBOPAT B MaJIKO KoauyecTBO Boaa (10-15 ml) v nonyuenara cycnensus, KOATO Ce€ NPUroTBs
HETOCPECTBEHO NPEU NpueM, TpabBa na ce npueMe ¢ A0NbLIHUTENHO KoJIMyecTBO Boaa (5-10

ml).

[TpoawipkuTenHocT Ha ynorpeda

OOHMKHOBEHO € 3a LsJ1 XKMBOT TPH XUITOTHPEOHIANIBM U TUPCOUIEKTOMHUS 110 110BO
3JI0KAUECTBEHU 3a00JIsiBaHUA Ha LIIMTOBUAHATA »U1e3a. | Ipu eyTUporIHa ry1a U 1
Ha PEKYPEHTHA I'yllia € HAKOJIKO MECELla WU I'OIMHU JI0 NPUIIOKEHHUE 3a 1)1 KUB

3



eyTUPOM/IHA I'yllia € HeOOXOIMMO JieueHHe oT 6 meceua 10 2 rojIMHK. AKO Jie4eHHeTo ¢ L-
Tupokeun 150 Bepsiinn-Xemu He JoBeAE /10 )Kenanua eeKT npes To3n nepHoj Tpadsa na ce
UMAT NpeABHUJL APYTH Bb3MOXKHOCTH 34 JICHEHHE.

TupeouieH CynpecHoHEH TeCT

3a NpoBeK/aHe Ha TUPEOU/IeH cynpecronet Tect ce npuema 150-200 mukporpama
NIEBOTUPOKCHH HATPUH Ha IeH B NPOABIDKEHHE Ha 14 nHu.

4.3 IIpornBonokazaHus

- CBpBbXUYYBCTBUTETHOCT KbM aKTHBHOTO BELIECTBO WJIM KbM HAKOE OT ITOMOLIHHTE
BElllECTBA, ONHUCAHU B T. 6.1

& HenexkyBaH XUneprupeouu3bm

- Henexypana Han6b0peyHa HEJOCTATBYHOCT

- Henexypana xunogu3Ha HeAOCTATLYHOCT (MPH YCIOBHE, Y€ TOBA BOJH IO
Ha10B0pevyHa HeOCTaTHLYHOCT, H3UCKBAlLa JIEYEHHE)

. OcTbp uH(papKT Ha MHOKapaa

s OcTbp MHOKapaMT

“ OcTbp MaHKapauT

EHOBpPEMEHHOTO NPUJIOKEHHE HA JIEBOTHPOKCHH M TUPEOCTAaTHK € NMPOTHBOMNOKA3aHO MO BpeMe
Ha OpPEeMEHHOCT.

3a JONBJIHUTEIHA UH(OPMALUS OTHOCHO YyrioTpedara no Bpeme Ha OpeMEHHOCT U KbpMEHe
BHOKTE TOuKa 4.6.

4.4 CroenHajJHH npeaynpexieHHsi H NpeANasHH MEPKH NpH ynorpeda

CnennuTte 3a001sBaHUs UM CHCTOSHUS TpaOBa /1a ObAAT U3KIIIOUEHH WM JIEKYBAHH NPEIH
HA4YaJIOTO Ha JIEYEHUETO C TUPEOUIEH XOPMOH:

- KOopoHapHa OoJjiecT Ha ChpPLETO;

. aHTMHA NEKTOPUC;

- XUINEPTOHUS,;

- Xuno(dusHa W/ WiM aAPeHOKOPTHKAIHA HEOCTATBYHOCT;

- aBTOHOMHA (PYHKIIMsS Ha IUMTOBH/IHATA XKJI€3a.

B cnyuyaii Ha aipeHOKOpTHKaJIHA AUC(hyHKIMA TpsOBa Aa ce npearnpyueme JieueHue npeim
3aI10YBaHEe Ha TepanusaTa C JEBOTHPOKCHH Ype3 MOAXOAALL0 3aMECTHTE/THO JICUEHHE 32
NpeaoTBpaTsIBaHe Ha OCTpa HanObOpeuHa HEIOCTAaThUHOCT (BXK. TOUKa 4.3).

Teszu 3a6onsBaHUst UM CHCTOSIHUA ChLIO TPAOBA [1a C€ U3KIIIOUAT WM J1a Ce JIEKYBaT IpeJIH
NPOBEXAHETO HAa THPEOUJIEH CYNPECHOHEH TECT, C U3KJIIOYEHHE Ha ABTOHOMHA (DYHKIINSA HA
IIIMTOBUJIHATA KJ1e3a, KOSITO MOXKe Jia € NPUYHHAaTA 3a NPOBEX/1aHEeTO Ha CYNPECHOHHHUS TECT.

ITpu HUKaKkBH 0OCTOATENICTBA HE TPAOBA 21a Ce 10MMYyCKa JIOPH JIEKO W3Pa3eH JIEKapCTBEHO-
MHAYLHpaH XUNepTUPEOHIM3bM MPH KOpOHapHa 00JIecT Ha ChPLETO, ChpaeYHa
HEIOCTATBYHOCT, TAXHAPUTMHUH, MUOKAPAUT, KOWTO HE NPOTHYA OCTPO, NPOJAB/DKHTENEH
XUIMOTHPEOMU/IN3BM HJIH MPHU NALMEHTH, NPeXKUBelH UHGapKkT Ha MUoKapaa. [lpu Te3u
MaLMEHTH, TIPU JIEUEHUE C THPEOUTHH XOPMOHH, € HEOOXOIMM T10-4€CT KOHTPOJI Ha
apaMeTpUTe Ha THPEOUIHWTE XOPMOHH (BHXKTE T. 4.2).

[Ipy BTOpHUEH XUIIOTHPEOUANU3BM TPsAOBa /1a C€ YCTAHOBH 1/ €1HOBPEMEHHO € H
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X€MOMHAMHYHHTE NapaMeTpy TpsAOBa J1a ce NpociieAsBaT NPH 3anoyBaHe Ha Tepanus ¢
JIEBOTHPOKCHH TPH NMPEKAEBPEMEHHO POJAECHH JI€11a C MHOTO HUCKO TEIIO 1IPH PAXKIAHETO,
3apaid BEPOATHOCT OT Bb3HUKBAHE Ha LIMPKYJIaTOPEH Koarnc nopaay Hespsja pyHKuMs Ha
HanOBOpeUHUTE HKJI1E3U.

Tpabera na ce noaxoxk/ia ¢ NOBUIEHO BHUMAHKE NPU NpU1arale Ha JIEBOTHPOKCHH TNpH
MallMEHTH C aHaMHE3a 3a €NUJIETICHS, TbH KaTO TE3M MNalMEeHTH ca C NMOBUIIIEH PUCK OT
MPUNAAbLM.

Koraro ce npeanonara asToHoMHa GyHKLMS Ha LWHTOBUAHATA J1€3a, C€ NPENnopbyBa a ce
nposene TPX tect uiau 1a ce HanpaBu cynpecuBHa CLIMHTHIpadus.

[Ipy neyenue ¢ 1€BOTHPOKCHH Ha )KEHH B MEHONAay3a ¢ XUIOTHPEOUIU3BM, NP KOUTO € HAITULE
IMOBUIIIEH PHCK OT OCTEONOpo3a, Tpsa0Ba fia ce NpoBe/ie TATPUPaHe Ha 103aTa JIEBOTHPOKCHH-
HaTpUH 10 HaW-HHUCKaTa eeKTUBHA 1034, a Cbl10 Taka (PyHKLMATA HA LIMTOBMIHATA XKJI1e3a
TpAOBa J1a ce npocie/isBa No-4ecTo, 3a J1a ce u30erHar KpbBHM HUBA Ha JIEBOTHPOKCHH HaJ
(puznonoruunuTe (BXK. Touka 4.8).

TupeonnnuTe XopMoHHM He TpsAOBa a ce NpHIarar 3a HaMaJigsBaHE Ha TEJIECHO TErIo.
OO6unyakinuTe N03H HE BOAAT A0 HAMaJIABaHE HA TErJIOTO NPH MalMEHTH C €YTHPEOUIHA
Gynkims. [To-BHCOKHTE 1034 MOXKE 1a TPUUUHAT CEPHO3HM WK JIOPH KMBOTO3aCTPallIaBalliy
HEXKeJIaHH peakLMu, 0co0eHO B KOMOMHALMS ¢ OTIpe/ie/IeHH BEUIECTBA 32 HaMAJIsSBaHe Ha
TETJIOTO U NO-CMELHUATHO ChC CHUMITATHKOMHMETHYHU aMHUHHU.

Peakuyu Ha CBpbXUYBCTBUTEIHOCT (BKIKOUMTEIIHO aHTHOEIEM), TIOHIKOra CEPHO3HM, ca
cpobuieHH npu ynorpeba Ha L-Tupokeun 150 Bepnun-Xemu . Ako ce nosBAT NPH3HALIA H
CHUMIITOMH Ha aJIEPruyHM peakuuy, neyeHuero ¢ L-Tupokeun 150 bepnun-Xemu Tpsabea na ce
NPEKpaTH U Aa Ce 3aro4vHe NoJAX0AS U0 CHMIITOMAaTUYHO NeueHue (BXK. Touku 4.3 u 4.8).

AKO € HeOOXO0AMMO NPEMUHABAHE KbM JIPYT MPOAYKT, Ch/{bpiKalll JIEeBOTHPOKCHH, Tpa6Ba 11a ce
M3BBPIIM BHUMATEIHO Ha0/II01IeHHEe, BKIIIOYMTETHO KJIMHHYHO ¥ OHOJIOrHYHO HabmoaeHue 1o
BpEME Ha NpPeXO[HHs MepHo/l NopaaH NOTEHIMAJIEH PUCK OT TUpouaeH aucbanaunc. [Tpu Hakou
MaLMEeHTH MOXE Jla C€ HAJIOXKHU KOPEKIMs Ha J103aTa.

Heobxoaumo € MonuTopupane Ha GyHKUMATA HA LUMTOBHIHATA KJI€3a [IPH NALMEHTH, KOUTO
NpUeMaT €IHOBPEMEHHO JIEBOTUPOKCHH U APYTH JIEKAPCTBEHU NPOJAYKTH, KOUTO MOrar aa
MOBJIMAAT HA LIMTOBU/IHATA JJIe3a (HallpuMep aMHO1apOH, MHXUOUTOPHU HAa THPO3MHKHHA3ATa,
CaJIMLUMIIaTH U BUCOKH 103U (pypo3eMu) (BXK. CbLIO TOUYKa 4.5).

3a nMabeTHIM U NAallMEHTH Ha aHTUKOAryJlaHTHa Tepanus BWKTe Touka 4.5.

CboO11aBaHyu ca MHOTO PE/IKH ClTy4H Ha XMITOTHPEOWAW3BM TIPH NAllMEHTH, TIPUEMally
€ITHOBPEMEHHO CeBeJlaMep M JIEBOTUPOKCHH. ETo 3a110 npy naumueHTH, JIeKyBalll ce ¢ Te3U JBa
JIEKapCTBEHHU NMPOJIYKTa, ce npernopbysa Habmoaenne Ha HuBaTta Ha TCX (Bx. Touka 4.5).

[TopnusiBaHe Ha nabopaTopHu U3CEABAHUA:
bHOTHHBT MOXKeE Jia NOBJIMsiE€ BbPXY TOYHOCTTA HA UMYHOJIOTHYHHUTE U3CJIe/IBAHUS Ha
GyHKLMATA HA LMTOBM/IHATA XJi€3a, KOUTO C€ OCHOBABAT Ha B3aUMOAENCTBHETO
OHOTHH/CTpENTABU/IMH, KOETO BOAM A0 GaIIMBO NOHWKaBaHe WK (aJllIMBO MOBHINABAHE HA
pe3ynTaTHTe OT HU3cileiBaHuATa. PUCKBT OT NOB/IMABaHE ce yBeMUyaBa ¢ yBEJIMUaBaHe Ha
N03UTE OUOTHH.

[lpu ThIIKyBaHe Ha pe3yaTaTHTe OT JabopaTOpHUTE M3clie1BaHKs TPsOBa J1a ce B3eMme
BHUMaHHE Bb3MOXKHOTO BJIMiHME Ha OMOTHHA, 0coDeHo ako ce HabnronaBa Jurnca Ha
CHOTBETCTBUE C KJIMHUYHATA U3sBa.

[lpy naumeHTH, KOUTO NpUemMaT NPOAYKTH, Ch/IbpiKalllh OMOTHH, 1a0OPATOPHUAT
TpsiOBa a Obe MHMOPMHPAH TIPH HCKaHE 3a U3cJie/IBaHe Ha PYHKLMATA HA LIUTO

o
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sKje3a. AKO € Bb3MOKHO, TpaOBa /1a ce HanpaBAT ajITEPHATUBHH U3CNE/1BAHHA, KOUTO He ca
YYBCTBUTEJIHW KbM NOBIAMsIBaHE OT OMOTHH. (BK. TOUKa 4.5)

Hatpuii:
To3u nekapcTBeH NPOAYKT ChAbpika no-manko ot 1 mmol nartpuii (23 mg) va rabnerka, T.€. Ha
NpakTHKA HE Cbh/IbpsKa HATPHH.

4.5 B3aumojaeilicTBHe ¢ APYIrH JIeKaApCTBEHH NPOAYKTH H APYrH (popMH HA
B3aHMO/IEHCTBHE

Anmuouabemnu nexapcmea
JIeBOTMPOKCHH MOXKE J1a HamMay NMOHWKaBalllys KpbBHATa 3axap €(peKT Ha aHTHAHAOETHHTE

nekapcTna (HanpuMep MeTOPMHH, IIMMENUpHA, riaubeHnamMun ¥ nHeysiuH). Ilopanm Tosa
HMBAaTa Ha KpbBHATA 3axap Nnpu AuabeTul TpsAOBa pe/loBHO J1a c€ KOHTPOJIMpa, 0COOEHO B
HA4aJIOTO U B Kpas Ha JIeUEHHETO ¢ TUPEOUIHU XOpMOHH. [1py HeoOXxoauMocT 03ara Ha
JIEKapCTBOTO, MOHWXKABAll0 KpbBHATA 3axap, TpAOBa a ce Kopurupa.

Kymapunosu npouszsoonu

JIeBOTUPOKCHH MOXE Jia MOBUILM e(eKTa Ha KyMapHHOBUTE NPOU3BOJIHH, KaTO I'M U3MECTBA OT
MECTaTa UM 3a CBBP3BaHe C IU1a3MeHUTe npoTeHHH. [lopaau ToBa rpy eAHOBPEMEHHO JIEUeHHE
e HE0OXOAUM pPEeNOBEH KOHTPOJI Ha KPBBOCHCHPBAHETO, a IPY HEOOXOIMMOCT J103aTa Ha
aHTHKOaryJjaHTa Tpa0Ba na 6b11e Kopurupasa (HamajsBaHe Ha J103aTa).

Honoobmennu cmonu
HMoHooOMeHHHM CMOJIM KaTO XOJIECTUPAMHUH, XOJIECTUIIOJ, UJIW KAJIUMEBHA H HATPUEBH COJIM Ha

NOJIMCTUPEH Cy/ipOHOBA KUCEJIMHA TOATUCKAT abcopO1MaATa Ha IEBOTUPOKCHH, KaTo Ce€
CBBP3BAT C XOPMOHUTE HA ILIMTOBU/IHATA >KJIe3a B CTOMalIHO-YpeBHUs TpakT. ETo 3amo He
TpaOBa na ce npunarat 10 4-5 yaca cinep npuema Ha L-Tupokcun 150 bepann-Xemu.

Huxubumopu na npomonnama nomna (PPI):

EnnoBpemennoro npunoxkenue ¢ PPI moke na nosene 1o Hamanseane Ha abcopdbuusita Ha
THPEOUIHUTE XOPMOHH NOPaaH NMoBUlLIaBaHe Ha ctomaliHoTo pH, npuunneno ot PPL.

[Tpy cBIBTCTBALILO JIEYEHHE Cce TIPenopbuBa PEAOBHO INpociesBaHe Ha (DYHKLMATA Ha
IIMTOBMIHATA »J1€3a M KJIIMHHUYHO HaOmoaeHue. Moske 11a ce HaJloyky NMOBHUIlIaBaHe Ha Jl03aTa Ha
TUPEOMAHUTE XOPMOHH.

TpsOBa na ce BHMMaBa W MpM crnvpane Ha JiedyeHuero ¢ PPI.

Cpedcmea 3a c6vbp36ane Ha AHCALYHUME KUCETUHU

KosneceBenaM CBbp3Ba IEBOTHPOKCHUH U 110 TO3H HAYMH HaMmaisBa abcopbumsita My B
cTOMallHO-4peBHHs TpakT. He ca HabnronaBaHU B3aMMOJIEHCTBUSA KOraTo JIECBOTHPOKCHUH € Ouil
npyueMaH, Hal-Manko 4 yaca rpeay npuema Ha konecesenam. Cnenosarento L- Tupokeun 150
Bepnnn-Xemu TpsaOBa 1a ce npueMa Hail-manko 4 yaca rnpeau rpueMa Ha KoJieceBeam.

Anymunuii-cvOvpuyauiu 1eKapcmea, C6bp36atyu CMoMatHama KUceauna, JCeif30-Cbobprcalyu
neKapcmeenu npoOOyKmu, Kanyuu CovObPHCAUjU 1eKapcmeeHu npooyKmu

AﬁCDpﬁHHHTH Ha JICBOTHPOKCHH MOJKE [1d 61::,[{& HaMaJICHa I1IpH €AHOBPCMCHCH IIPHUEM HA
EI.]]}’MHHHE—C'I:,[IL;}}KH[I].H JICKAPCTBCHH MPOAYKTH, KOUTO CE€ CBBP3BAT CbC CTOMAllIHATA KHCCJIMHA

(aHTHALMAK, CyKpalidaT), XKeJa30-ChAbpPKalllM U KaJIMH-ChAbPKalllH JICKAaPCTBEHH NMPOAYKTH.
[Mopanu ToBa L-Tupokcun 150 bepnun-Xemu tpsabpa na ce npuema rnoHe 2 yaca npeam Tosa.

Cesenamep u ranman Kapoonam
CeBenamep M 1aHTaH KapOoOHAT BEPOSATHO MOTaT Jla HaMaJIsT OMOHAJIMYHOCTTA Ha
NEBOTUPOKCHH (BXK. TOUKa 4.4).

lIponunmuoypayui, enoKoKopmukouou u bema-peyenmopHu 01okepu (cneyuaii
nponNpaHoion)




Te3n BewecTBa MHXUOUpaT npespbulaHeTo Ha T4 B T3 M Moxke 1a loBe1aT 10 NOHWKABaHE Ha
CepyMHaTa KOHUEeHTpauusa Ha ;.

Amuooapon u HoO-cvOvbpICAIYU KOHMPACMHU Mamepuu

[lopann BUCOKOTO ChAbpKaHWE HA MO, MOraT /1a YCKOPAT NposiBaTa KaKTO Ha
XHUINEPTHPEOU/IM3bM, TaKa H Ha XUTIOTHPEOUIH3bM. OcoOeHO BHHMaHHE ce W3UCKBA TNPH
HO/103Ha I'yLlla ¢ BEPOATHA HEUAEHTH(PHULIMpPaHA aBTOHOMHA yHKLMA. AMHOAAPOH UHXHOUpa
npeBpbUIAaHETO HA 14 B T3, KOETO BOAM 10 NOHWKEHH CEPYMHU KOHLIEHTpAaUMWH Ha T3 M
MoBHLIIEHU cepyMHH HHUBa Ha TCX. Moxe na ce Hano)ku ajanTupane Ha no3ata Ha L-Tupokcun
150 bepnun-Xemu nopaau To3m eQeKkT Ha aMHUOJAPOH BbPXY THpeOouaHaATa HYHKLMS.

Canuyunamu, ouxymapon, pypozemuo, kroghuopam

JIeBOTHpPOKCHH MOXeE f1a Obl€ UBMECTEH OT MECTAaTa 3a CBbP3BaHe C MJ1a3MEHUTE NPOTEUHH OT
canuumiati (0cobeHo Npyu A03U NO-BUCOKHU OT 2 rpama Ha JieH), JIMKyMapoJ, BUCOKH /103U
pyposemun (250 mg), kiodpudpar u 1pyru Beuiectra. ToBa Moxke 1a 10BeE 10 MbPBOHAYAIIHO,
BPEMEHHO MOKaYBaHe Ha CBOOOHUTE THPEOUIHU XOPMOHH, NOCTEABAHO OT crnaja B 00110TO
HUBO Ha THPEOUIHUTE XOPMOHH.

Ecmpozen-cvOvporcawyu konmpayenmueu, 1eKapcmeeHu npooOyKmu 3a 3amecmumesiio
XOPMOHANHO IeYeHUe C1ed MeHONay3a

Hy>kzaTa oT 16eBOTHPOKCHH MOJKE J1a Ce MOBHILH I10 BpeMe Ha TIPHEM Ha eCTPOTreH-ChIbPIKallH
KOHTpALENTHBH WIH NPH 3aMECTUTEITHO XOPMOHAJIHO JIeueHue ciel MeHonaysa. Moske J1a uMa
NOBUILIEHO CBBP3BaHE C JIEBOTUPOKCUH, KOETO MOXKE /1a 1I0BE/IE€ 10 IMarHOCTHYHH H
TepaneBTUYHU I'PELIKH.

Cempanun, X10pOKeuH/Npo2yaHun
Te3n BemecTBa HamMaIABaT €(UKACHOCTTA HA JICBOTHPOKCHH W yBEJIMYaBaT CEpYMHUTE HUBA Ha
TCX.

Egexmu om nexapcmea, unoyyupawu yumoxpom P-450:

En3uMHO-MHAYLMpaIY JIEKapcTBa KaTo pHpaMNULKMH, kapOamazenuH, peHuTouH, 6apOuTypaTu
U TIPOAYKTH, ChABpKalHM XXBIT KaHTaproH (Hypericum perforatum L), morar na ysenuuar
YEepHOApOOHHUSA KIIMPBHC HA JIEBOTUPOKCHH, KOETO BOAH J0 HAMaJIEHH TJ1a3MEHU HUBA Ha
TUPEOUIHH XOpMOHHU. CrieloBaTeHO, NaLMEHTUTE Ha 3aMeCTUTEJIHA Teparius 3a IUTOBUAHATA
JKJ1€3a MOXKE Jia C€ HYXK/1aAT yBeJIMUaBaHe Ha /103aTa Ha TUPEOU/IEH XOPMOH, aKo Te3H
JICKapCTBEHHU NPOAYKTH C€ MpUjarat e IHOBPEMEHHO.

[Ipomeasnu unxubumopu

3aryba Ha TepaneBTHYHHS €(PEKT Ha JICBOTHPOKCHH € JIOKJIa/IBaHa NpH eAHOBpeMeHHa ynorpeba
¢ jonvHaBup/puToHaBup. ETo 3amo TpsbBa 1a ce npoBekia BHUMATENIHO NpOCie/isiBaHe Ha
KJIMHHYHHUTE CUMITTOMM U Ha (PYHKLIMATA Ha LIMTOBM/IHATA JKJie3a NPH NalMEHTH, TIpWiaraliy
¢/IHOBPEMEHHO JIECBOTHPOKCHH M NPOTEa3HH HHXUOUTOPH. THPEOU-CTUMYIHPALLIMAT XOPMOH
(TCX) TpsabBa a ce npocnensiBa npyu NaLUMEHTH, JIEKYBAHU C JIEBOTHPOKCHH, NOHE TIpe3 MbPBUS
Mecell CJIe]l 3ar0YBaHe U/WIIK TIPEKpaTIBaHe Ha JICYEHUETO C PUTOHABUP.

Huxubumopu na muposzunkunasa

TUpo3MHKMHA3HUTE HHXUOUTOPH (Hanp. UMATUHHUO, CYHUTHHHUO) MOraT 1a HAManAT
e(pUKaCHOCTTA Ha JICBOTUPOKCHH. 3aTOBa Ce NpenopbyBa NallMeHTHTE J1a ce NIpociesBarT 3a
[NPOMEHU B THPEOHIHATA QYHKLIMA B HAYAJIOTO MJIM B Kpas Ha CbIBTCTBANLOTO JieueHue. [pu
HeoOX0AUMOCT Jl03aTa TpaOBa ja ce KOpUrupa.

Opaucmam:
XHUINOTUPEOUIU3IBM WHITH HaMaleH KOHTPOJI Ha XUIIOTHPEOUIN3MA MOXKE J1a Bb3
JIEBOTHPOKCHH W OPJIUCTAT C€ NIpUEMar 1o €HO U Chllo Bpeme. ToBa MoXKe Jia
HamasieHa abcopOLMs Ha JIEBOTUPOKCHH.



Ipodykmu, cvovporcaiyu cos:

[TponykTuTe, CHABPIKALLM COSt MOTAT [1a HAMAJIAT YPEBHOTO YCBOABAHE HA JIEBOTHPOKCHH.
[ToBuuiaBaHe Ha cepymuute HuBa Ha TCX e noKi1laaBaHo Nnpw jiela, Koraro ca OWIA Ha JMeTa,
Oorara Ha cOsl, U ¢a JICKYBAHH C JIECBOTUPOKCHH TOPaJId BPOAEH XHITOTUPEOUIH3BM. Moxe J1a ce
HaJIOXKW NpUjlaraHeTo Ha HeOOMYalHO BUCOKH /103U JIEBOTUPOKCHH, 3a 1a C€ JJOCTUrHAT
HOpMaJIHuTe cepyMHH HMBa Ha T4 u TCX. Buumarenno npocieasgBate Ha HUBaTa Ha Ha Ty
TCX e He0oOX0oAUMO MO BpEME M Clie/l 3aBbLPLUBAHETO HA AAMETaTa, ChbpaKallla cos; MOXKe Jia ce
HaJIO’KH KOPUTMpaHe Ha [103aTa Ha JIEBOTUPOKCHUH, aKO € HeoOX0UMO.

Kade:

Tpsabra na ce u3d4rea eAHOBPEMEHHUAT NPHUEM Ha JIEBOTUPOKCHH C Ka(e, ThbH KaTO TOBa MOXKE
na Hamanu abcopOumsaTa Ha JEBOTHPOKCHH OT CTOMAalIHO-4YpeBHUs TpakT. [lopaau ToBa ce
NMpenopbyBa /1a ce HarpaBU UHTEPBaJ OT MOJOBUH 10 €1MH Yac MEXY NpHeMa Ha
NEBOTHPOKCHH MW KOHCYMallMsTa Ha Kade, 3a 1a C€ HamMalli pUCKBT OT B3aUMOJICHCTBHE.
[TatimeHTHUTE, KOUTO BEUE CE JIEKYBAT C JIEBOTUPOKCHH, C€ ChbBETBAT Jla HE NPOMEHAT HAaBULIUTE
CH 3a nHeHe Ha Kade, Oe3 HUBaTa Ha JIEBOTUPOKCHUH J1a ObAaT NpOBEPEHU U HaOMOJaBaHH OT
JIeKyBalMs Jexap.

Cemaznymuo.

EnHOBpeMEHHOTO NIPHUJIOKEHHE Ha CEMAarjy T/ MOXE [1a MOBJIMAE EKCIO3ULUATA Ha
neBoTHpokcuH. Obmara ekcno3uius (AUC) Ha 1€BOTUPOKCHH (KOpPHUIMpaHa 3a €HJIOT€HHH
HHUBa) ce noBuiuaBa ¢ 33 % cnea npuiaraHe Ha €AMHUYHA NepopallHa /103a CEMarilyTHA U
MakcuMasiHaTa ekcnosuius (Cmax) octaBa HenpoMeHeHa. Tpsabea na ce oOMUCIH
MOHHTOPHpPaHE Ha MOKa3aTeJIMTE Ha LIMTOBUHATA >KJie3a U KOPUTHpaHe Ha [103aTa, KOraro
NaLMEHTHTE CE JIEKYBAT C JIECBOTUPOKCUH €AHOBPEMEHHO ChC CEMATJTYTHAL.

Iosnuseane na nabopamopuu uzCre06aHUUA

BHOTHUHBT MOKe 1a NOBJIUSIE BbPXY TOYHOCTTA HAa UMYHOJIOTUYHHUTE U3CJI€/IBaHHS Ha
¢byHKIMATA Ha LIMTOBU/IHATA >KJi€3a, KOUTO C€ OCHOBABaT Ha B3aUMOJEHCTBHETO
OMOTHH/CTpPENTABUIAMH, KOETO BOJIM /10 (hajllIMBO MOHWKaBaHe WIH GaIIMBO NOBULIABAHE HA
pe3yaTaTuTe OT u3clieiBaHUATa (BxK. Touka 4.4).

4.6 @eprnanter, OpeMEHHOCT H KbpMeHe

JleueHneTo ¢ XOPMOHH Ha LIMTOBM/IHATA »Jie3a TpsiOBa 1a ce npuJiara nocjie/10BaTe/iHoO Mo
BpeMe Ha OpEMEHHOCT U 0OCODEHO MO BpeMe Ha KbPMEHE.
TecTbT 32 noTHCKaHe He TPsaOBa /1a ce NpoBeX/Ja No BpemMe Ha OpeMEHHOCT U KbpMEHE.

[TonnbpkaHeTo HAa HUBATa HA XOPMOHUTE Ha LIMTOBHHATA 7KJ1€3a B HOPMAJIHHU I'PAHULIM €
YKU3HEHOBAXKHO 3a OpEMEHHMTE JKEHHU, 3a [1a C€ OCHI'YPH OINTHMAJIHO 3/IpaBe Ha MakKaTa H
niona. Kem HelHa 1aTa, BBINPEKH LKMpoKaTa ynorpeda no speme Ha OpeMeHHOCT, He ca
YCTaHOBEHH HeOJaronpUsATHU €(PeKTU Ha JIEBOTUHPOKCHH BbPXY OpEMEHHOCTTa HIJIM BbPXY
3IPABETO Ha MJ10Aa/HOBOPOJIEHOTO.

[To Bpeme Ha OpeMEHHOCT HYKJAWUTE OT IEBOTMPOKCHUH MOTrarT /ia Ce MOBUILAT 3apajid eCTPOreHa.
[lopaau ToBa GyHKUMHUTE Ha LIMTOBHU/IHATA JKJIe3a TpsOBa /la ce KOHTPOJIHUPAT KaKTo 10 BpeME,
Taka M ciel OpeMEHHOCTTA M 103aTa Ha TUPEOMAHHS XOPMOH TpsOBa J1a ce ajlanTHpa, ako €
HEO0XO0AUMO.

Twit kaTo noBuiaBaHe Ha cepymHust TSH moxke 1a HacTbM oule Ha 4 rectallHOHHA CEIMUILA,
OpeMEHHUTE JKEHH, NPHUEMaLLIM JIEBOTUPOKCHH, TpsiOBa 1a uamepsar TSH npe3 Bceku
TPUMECTBP, 3a J1a C€ NMOTBBLP/HU, He CEPYMHHUTE CTOMHOCTH Ha Maituuuusa TSH ca B pamkuTe Ha
crieudpUUHUA 32 TPUMECTBbpa pedepeHTeH 1Hana3oH 3a OpeMeHHoCT. [ToBUIIEHOTO C

Ha JICBOTUPOKCHH TpsAOBa Aa ce BbpHE KbM 1103aTa Npeau OpeMEeHHOCTTa BE/lt
paxaaHeTo. CepymMHOTO HMBO Ha TSH TpsOBa na ce npocneam 6-8 ceamuum



[To Bpeme Ha OpeMEHHOCT JIEBOTUPOKCHH HATPUH € NPOTHBOIOKA3aH KAaTO J0NbIHEHUE KbM
JIEYEHUETO HA XUNEPTHPEOUANIBM C AHTUTHPOUAHMU JIeKapcTBa. JJONMBbIHUTENHUAT NPUEM Ha
JIEBOTUPOKCHH MOJKE J1a YBEIWYH HeoOX0iMMaTa 103a Ha aHTUTUPOUHUTE JIEKapCTRa.
AHTHTHPOMIHUTE JIEKApPCTBA, 3a pa3jiiKa OT JICBOTUPOKCHH, IPEMUHABAT TlJlalleHTapHaTa
Oapuepa B e(peKTHUBHU J103U U CJICIOBATEIIHO MOXKE J1a C€ TOJIYUH XUTTOTUPEOUAN3BM NPH
nnoja. CrenoBaTestHo, XUIepTupeoOnIn3MbT 110 BpeMe Ha OpeMEHHOCT TpsaOBa J1a ce JIeKyBa ¢
HHCKA J103a Tepanus ¢ €/1HO BELIECTBO, KaTO € U3N0JI3Ba AHTUTHPOMJIHO JIEKAPCTBO.

Kbpmene

JIeBOTUPOKCHMH C€ CEeKpeTHpa B KbpMara 110 BpeM€E Ha KbpMEHE, HO KOHLIEHTPALUNUTE,
MOCTUIHATH TIPH NPENOPbYAHOTO TEPANEBTUYHO HUBO Ha /103aTa, HE €a J1I0CTaTb4HH, 3a J1a
NpeAU3BUKAT PA3BUTHE HA XUTIEPTUPEOUAUIBM UIIK NMOTHUCKAaHE Ha cekpelsaTa Ha TSH npu
KbpMayeTo.

DepTunurer

XUTNOTUPEOUAUIMBT WM XUIIEPTUPEOUIANUIMBT BEPOSITHO OKa3BaT €(eKT BbPXY (epTHIMTETA.
[lo Bpeme Ha neuenwero Ha xunotupeouausbM ¢ L-Tupokcun 150 bepnun-Xemwu, nosara
TpsaOBa na ObAe afanTHpaHa Bb3 OCHOBA Ha MpocieasBaHe Ha 1adOpaTOpPHUTE NapamMeTpH, ThH
KaTO € MajJKo BEeposATHO HeaocTaTbyHaTa [o03a Ja I1oaodpH XUNOTHPEOHIH3Ma, a

Npeao3MpaHeTO MOXKE 1a NOBEAEC N0 XHIICPTHPCOUIHNUIBM.

4.7 EdexTn BbpXy cCHocoOHOCTTA 32 I1opHpaHe H padoTa ¢ MALIHHH

He ca npoBex/laHK M3NUTBAHUs 3a BIMSHHUETO BbPXY cnocobHOCTTA 3a modupaHe U pabdora ¢
MaLlHHH.

4.8 Hexenann JieKAPCTBEHH peaKlHH

AKO B OTACJIHH CJlyHaH N03aTa HC CC IIOHACAH ,[lﬂﬁpﬂ HUJIH T1IPpH NPEaO3HMPdHC, 0coDEeHOo B Cﬂyllﬂﬁ
Ha U3KJIIMIOYHUTECIIHO 6'}::]330 MOBHIIABAHEC Ha 1034Ta B HA4YAJIOTO HaA JICHCHHCTO, MOTaT Jia CC
NnoABAT THIITKMYHH CUMIITOMH HAa XHIICPTHPCOHIAHU3BM. B Te3m CJ1y4dH Tpﬂﬁﬂﬂ dd CC HAMAaJIH
JHEBHATA 1034 WK JICHEHHETO Aa C€ IIPEKBCHE 34 HAKOJIKO JHH. CHB,II OT3By4YaBdaHEC HaA
HEXXEJ1aHaTa pCaKluA JICHCHUECTO MOXKE Jia NNPOABJDKH C MHOI'O BHUMATCJIHO 1O3HPAHC.

B ciyuaii Ha CBpbXYYBCTBUTETHOCT KbM JIEBOTUPOKCHH HJIM HSKOS OT APYrATE ChCTaBKU Ha L-
Tupokcun 150 bepnun-Xemu, Morke na Bb3HUKHAT aJIEprHYHHU peaKkllMu Ha Koxkarta (Hanpumep
aHTHOeeM KOXKeH OOpMB, YpTHKapHs) U B 00J1acTTa Ha JIMXAaTEJIHUTE ITbTHULLA.

B otnennu ciiyuam e JoKIanBaHa nNposiBa Ha aHaguiaakTuyeH wok. B To3m cayuaii tpadsa na ce
NpeycTaHOBU NPUEMBT Ha TabJIETKUTE.

3a KJ’IHCH(])HL],H]I]HHETD Hd HCXKCJIAHHTC E(‘I)EI{TH Mo OTHOUICHHUEC HA HCCTOTAaTa € U3I10JI3BaHa
cJieHaTa KOHBCHLHA.

Mmuoro vectu (>1/10)

Yectu (>1/100 no <1/10)

Heuectu (=1/1 000 no <1/100)

Penxu (=1/10 000 no <1/1 000)

Mnoro peaku (<1/10 000)

C Heu3BecTHa yecToTa (OT HAJIMYHUTE JJAHHU HE MOXKe 1a ObJle HalpaBeHa OlleHKa)

Hapywenus na umynnama cucmema
C HEeu3BECTHA YE€CTOTA: CBPbXUYYCTBUTEIHOCT

Hapyuwienus na eHOOKpuHHama cucmemd
YecTn: XUIepTUPEOUIU3bM




Covpoeunu napyutenus

MHOIo 4CCTH: NaNnMuTaluH

Yectu: taxukapaus

C HEM3BECTHA YECTOTAa: APUTMHUS, AHI'MHA TIEKTOPUC

Hapywenus na xoxcama u nookojucHama mvKau
C HeM3BecTHa YeCTOTA: aHTHOEeIeM, OOpPHUB, YPTHKApPHA, XHUIIEPXHAPO3a

Hcuxuynu napywenus

MHoro uyectu: 6e3cbHHE

YecTH: HEPBHOCT

C Heu3BecTHa yecToTa: 0€3MOKOHCTBO

Hapywenus na myckynmo-ckenemmama cucmema u CbeOUHUMeIHama mvKan

C HeusBeCTHa Y€CTOTa: MYCKYJIHa ¢1ab0CT, MyCKYJIHH KpaMIIi, OCTEONOpO3a INpH MOTHCKALIH
J103H JIEBOTHPOKCHH, OCOOEHO NPH JKEHH B NIOCT MEHONay3a, NPeAMMHO NPH NPOALIKUTEITHHA
NIEPHOAH Ha JICUECHHE.

Cv0o06u Hapyuwienus
C HEeH3BECTHA YECTOTA: FOPEIH BbJIHU, LIMPKYJIATOPEH KOJIANC NPH HOBOPOJEHH ¢ HUCKO

TEJIECHO TErJo (BXK. Touka 4.4)

Hapywenusa na eév3npouzsooumennama cucmema u 2bpoama
C HEM3BECTHA YECTOTA: MEHCTPYaJIHH HapylleHHs

Cmomauno-upesnu HapyueHus

C Heu3BeCTHa YecToTa: Anapusl, NOBpbLIAHE U rafeHe.

Hzeneosanus
C HEeU3BECTHA YEeCTOTAa: MOHMWKABAHE Ha TErloTo

Hapywenua na nepenama cucmema

MmHoro yectH: rnaBobosnue

Hectu: Mo3sbueH ncesno Tymop (ocoOeHo npu aeiia)
C HeH3BECTHA 4eCTOTa: TPEMOP

Obwyu napywenusn u eghexmu Ha MACMOMO HA NPUNOICEHUE
C HeM3BeCTHA Y€CTOTA: HENMOHOCHUMOCT KbM TOIJIMHA, NOBUIIIEHA TEMIEpaTypa

Cpob1iaBane Ha 110/103MpaHH HexKeJlaHW peaklliu

CboO1aBaHeTo Ha NMOI03MPAaHK HEKEJIaHW PeaKkliuu cile/l paspellaBaHe 3a ynorpeba Ha
JIEKapCTBEHMUS TNIPOAYKT € BakHO. ToBa 1o3BosisBa aa npoab/bkyd HabMOAEHHETO Ha
CHOTHOULICHHUETO 110J13a/PUCK 3a JIEKAaPCTBEHUS NMPOAYKT. OT MEAMUMHCKHUTE CIELMAIUCTH Ce
M3UCKBA J1a ChOOLIABAT BCAKA M0103UpaHa HeXKeNaHa peakiivs Ype3 HallMOHalHa cHCTeMa 3a
CHOOLIIABAHE:

M3nbiinnTenHa areHuMs no JiekapcTara
yn. ,,Jlamsan 'pyeB” Ne 8

1303 Codus

Ten.: +35 928903417

yeOcaiiT: www.bda.bg
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[loBumienuTe HUBa na T3 € no-HajaexjieH rnokasares 3a rnpelo3upaHe, OTKOJIKOTO NMOBHILEHUTE
HuBa Ha T4 u [T4. [1pu npeno3upane U MHTOKCHKALIUMA C€ NOABIABAT CUMIITOMH Ha YMEPEHO WJIN
CHJIHO NOBHIllaBaHe Ha MeTadosik3Ma (BK. TouKa 4.8). B 3aBMCHMOCT OT CTElHEeH1a Ha
Npeao3upaHe ce NpernopbUBa JeueHHeTo 1a Obae CrpsHO U 1a ce HaNpaBAT KOHTPOJIHH
M3CJIeIBaHMs.

J1lo3u 1o 10 mg 1eBOTUPOKCHUH c€ NnoHacAT 0€3 YCNOKHEHHUS KaTO YacT OT CJIyHauTe Ha
MHTOKCHKAaLUs (ONUTH 3a caMoyOuiicTBO) npu xopa. CEpUO3HHU YCII0)KHEHHUS, KOUTO
3aCTpallaBaT )XM3HEHOBAKHH (PYHKUMH (AMILAHE U KpbBOOOpallleHHEe), Ca MaJIKO BEPOSTHH,
OCBEH aKO HsMa KopoHapHa 0oJsiecT Ha cbpueTo. Bblnpeku ToBa, 10KJ1aJIBaHM ca C/lyyaH Ha
TUPEOTOKCHUYHA KPpU3a, KOHBYJICUHW, Cbp/l€YHA HEJLOCTATBYHOCT U Koma. Cho0111€HH ca OT/IE/THH
C/ly4ad Ha BHe3amnHa Chp/le¥yHa CMBPT IPH NMAUMEHTH C ABIATOroiMllIHA 3J10ynoTpeda ¢
JICBOTHPOKCHH.

[Ipn ocTpo npenosupane, cromauiHo-uypeBHaTa abcopOLms MOXKe J1a C€ HaMaJli C MPHJIAraHETo
Ha aKTUBEH BbIUIEH. JleueHHneTo OOMKHOBEHO € CUMIITOMAaTHYHO U noaabpxkaio. B cnyuaii Ha
nosiBaTa Ha HHTEH3UBHU DeTa-CUMNAaTHKOMMUMETHYHH e(PEKTH KaTo TaXUKapaAus, TPEBOXKHOCT,
BB30YIMMOCT MJIM XUTNIEPKHHE3US, OTJIaKBaHUATA Morat aa Obaar obsiekuenu ot bera-
peuentopHyu 6nokepu. TupeoctaTulMTe ca HENOAXOAMIIH, Thi KATO IUTOBHHATA >KJ1e3a €
BE€YE€ HAIlbLJIHO MOATHCHATA.

[Inazmadepesara moxe 1a Ob/1e Non€3Ha NPU MHOTO BUCOKH A03M (OMUT 3a caMOyOHIHCTBO).
[Ipeno3upaHeTo ¢ 1EBOTUPOKCHH U3UCKBA NPOABIIKUTEINIEH NepUo Ha nipocnensaBaHe. [Topaam
MOCTENEHHOTO NPEBPBHIIAHE HA JIECBOTUPOKCHUH B IMOTUPOHUH, CHMITTOMUTE MOXE J1a
Bb3HMKHAT ChC 3aKbCHEHHUE 110 6 JIHM.

S. DAPMAKOJIOI'MYHU CBONCTBA

5.1 dapmakoaHHAMHYHH CBOlCTBA
(dapmakoTepaneBTU4Ha rpyna: TupeonaHa tepanus, THPEOHMAHU XOPMOHM

ATC xon: HO3AAOQI

MexaHHU3bM Ha IENCTBHE

CUHTETHYHHUSAT JIEBOTUPOKCHH, chabpkalll ce B L-Tupokcun 150 bepnun-Xemu, e uaeHTHYEH
[10 CBOETO AEHCTBUE C €CTECTBEHHUSA THPEOUAEH XOPMOH, 00pa3yBaH OCHOBHO B LMTOBHHATA
x1e3a. OpraHu3MbT HE MOXKE 1a pa3jiMuMd €HAOT€HHHUS OT €K30r€HHHS JIEBOTHPOKCHH.

PDapMaKoAMHAMHYHHU €PEKTH

Ciien yacTHyHO npeppbilade B TMOTUpOHUH (T3), ocobeHo B uepHus apob u 6LOpeLrTe, KaKkTo
U IIpY IPEMHUHABAHE B KJIETKUTE Ha OpraHu3Ma, ce HabJlo1aBaT XapakTepHUTe epeKkTH Ha
LIIHTOBHAHUTE XOPMOHH BbPXY Pa3BUTHETO, pacTexka U MeTabosiu3Ma ype3 akTHBUpaHe Ha T3

pPELIETITOPHTE.

KnunuuHa epukacHOCT M O€30nacHOCT

CyOCTUTYLMITA HA THPEOMIAHUTE XOPMOHH BOJH 10 HOpMaJM3HpaHe Ha META0OJIMTHUTE
npouecy. Hanpumep, NnOBULLIEHUAT X0JIECTEPOJI BCJIE/ICTBHE HA XUNIOTUPEOUIM3BM 3HAYHUTEIHO
HaMaJisiBa IpH NPUIIOKEHHE HA JIEBOTUPOKCHH.

5.2 @apmMaKOKHHETHYHH CBOICTBA

Abcopbius

Koraro ce npunara nepopajiHo Ha rjajiHo, IEBOTHPOKCHH, B roJisMa CTENEH B 3aBUCHMOC .;\\\\\

BM/1a Ha rajicHoBaTa opma, ce pesopbupa makcumanno 1o 80%, npeaguMHO B ropHAT &@ﬂ@dﬂ Mo Jﬁﬂ-%\

TBHKUTE yepBa. AKO ce rnpueme ¢ XpaHa, abcopOuusiTa 3HaYUTEHO HamaJllsiBa. "’"3_‘ :\\{':fﬂj \
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B HauanoTo Ha NepopanHOTO JieYeHHe, HAYaJIOTO Ha JIEHCTBUETO € OOMKHOBEHO cllel 3 J10 5
JIHH.

PaznpeaeneHue
OGembT Ha pasnpejiesieHne Bb3n3a Ha okono 10 1o 12 1. Jlesotupokcun € okoio 99,97%

CBBbP3aH ChC crieMpUUHU TPAHCTIOPTHU NIPOTEUHU. TO3H KOMIJIEKC Ha CBbP3BAHE MEKLY
MPOTENHA U XOPMOHA HE € KOBAJICHTEH, KOETO 03HYaBa, Y€ C€ U3BbPLIBA MHOTO Obp3 0OMEH
MeEKAY CBOOOIHUS M CBBP3aHHSI XOPMOH.

EnnmMuHupane

MeTaGonUTHUAT KJIMpPBHC € okoJio 1,2 | nna3sma aHeBHo. PasrpaklaHeTo € nNpe/iMtMHO B YepHUS
npo6, 6BOpeumTe, MO3bKa U MycKynuTe. MeTabonuTHTE Ce OTAENAT C ypUHaTa u (pelieca.
BpemeTo Ha Mony>XMBOT Ha JIEBOTUPOKCHH € OKOJIO 7 JIHH; MPH XUNIEPTUPEOUIUZBM € T10-
kpaTko (3 10 4 AHK), a € NO-ABIro NpH XUNOTHPEOUM3bM (0koJ10 9 10 10 nHM).

bpemennocm u xopmene
JleBOTMPOKCHMH NpeMHHaBa TUIalieHTaTa B Majku koaudecTsa. [Ipu neuenne ¢ oOnyanHm 103u1

caMO MaJIKO KOJIMUYEeCTBO JIEBOTHPOKCHH C€ CEKPETHpa B KbpMara,

bvbpeunu napyuieHus

[Topanu BHCOKaTa CTENEH Ha CBbP3BaHE C IPOTEHHHUTE, JIEBOTHPOKCHH HE Ce OT/Ielil HUTO TpH
XE€MOJIHAJIN3a, HUTO NP XeMonepysus.

5.3 IlpeaxkiuHHYHH JAHHH 32 0e30MaCHOCT

OcTpa TOKCUYHOCT
OcTpara TOKCHYHOCT Ha IEBOTUPOKCHH € MHOIO HUCKaA.

XPOHUYHA TOKCUYHOCT

[IpoyuBanus Ha XpOHUYHATAa TOKCHYHOCT Ca MPOBEACHHU IIPH Pa3JIMYHU )KUBOTHHCKH BHU/10BE
(nabpXxoBe, Kydeta). [ Ipy BUCOKM [103H ca YCTAHOBEHHM JJAHHH 3a XeNaTonarTHs, NoByllieHa
yeCTOTa Ha CIIOHTAHHU He(pO3U KAKTO U IMTPOMEHH B TENJIOTO HAa OPraHUTE NMPH IJIBXOBE.

He ca nabmonaBany 3HaYWTENIHU HeXKeJlaHU e(PEeKTH NPH KyueTa.

MyTareHHOCT

Hsama HayuyHM AaHHU 33 MyTareHHMs OTEHLHAaJl Ha JIEBOTMPOKCHH. 3acera Hama no/1o3peHus
WJIM TIPU3HALM 3a YBpPEXKaHe Ha IIOTOMCTBOTO Ype3 INPOMEHH B reHOMa OT THPEOH/IHH
XOPMOHH.

KaH1eporeHHOCT
He ca npoBexkaaHu IbJArOCPOYHM NPOYUYBAHUsA MPH )KUBOTHH 32 TYMOPOTEHHHUS NOTEHLMaJl Ha

NEBOTHUPOKCHH.

PernpoaykTHBHA TOKCUYHOCT
Tupeonann XopMOHHU NpPEMHHABAT IIJlalleHTaTa B MHOI'O HUCKA CTETIEH.

HsiMa HayuHM 1aHHM 3a yBpeXKaHe Ha epThUauTeTa Npu Mbxe H )keHHU. Hama nojiosperns m
HsIMa JJaHHM 3a HAJIMYUE HA YBpPEX/1aHe.

6. B®APMAIIEBTUYHU JAHHU

6.1 Cnucbk HA NOMOLIHHTE BellleCcTBA

[[MCTEMHOB XMAPOXJIOPHIL MOHOXHIPAT (NMPUCHCTBA YaCTHYHO B TabNeTKaTa Ka;
MHUKpOKpUCTAJIHA 11€/1YJ103a

[ lapeBUYHO HULIECTE
[IpeaBapuTenHo xen1aTHHUM3UPAHO HULLIECTE
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Jlex marse3sueB oKcU
Tank

6.2 HecbBMecTHMOCTH

He e npunoxumo

6.3 Cpox Ha roanocr

36 mecena.

6.4 Choeunajanu ycjoBHS HA CbXpPAaHEHHe

Jla ce cpxpaHsBa npu Temnepatypa noa 30°C.

/la ce cpxpansBa B opuruHaiHaTa GHMCTepHa ONAaKOBKa, 3a 11a e Npena3H OT CBET/IMHA.
6.5 Buau chabpkanne HA ONAKOBKATA

AJTYMHHHEBO-aJlyMHHUEB OJINCTED
bictep or taMuHMpaHo arymMHHHEBO (ONHO, 3aeYaTaHo ¢ TBHPAO ATyMUHHEBO (QOITHO.

OpuruHajiHa orakoBka ¢ 25 Tabnerku.

Opurunansa onakoeka ¢ 50 TaGnerku.

OpuruHanHa onakoeka ¢k 100 Tabnerku.

He BcHYKM BHIOBE ONAKOBKM MOraT Ja ObaT NycHaTH B npoaaxo6a.

6.6 Cneunannn npeanasHu MePKH NPHU U3XBbPJIsIHE

Henznonseauuar nexapcTBeH NpoAYyKT WIIM OTNAAbYHHTE MaTePUasy OT HeTo TpsbBa jia ce
H3XBBPJIAT B CHOTBETCTBUE C MECTHUTE U3UCKBAHUSL.

7.  IPUTEXATEJ HA PAZPEIIEHHUETO 3A YIIOTPEBA
BERLIN-CHEMIE AG (MENARINI GROUP)

Glienicker Weg 125
12489 Berlin, ['epmanus

8. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

Per. Ne 20140317

9. JAATA HA ITBbPBO PA3SPEINIABAHE/IIOJHOBSIBAHE HA PA3SPEIHIEHUETO
3A YIIOTPEBA

JlaTta Ha mbpRO pazpeinaBane: 24.10.2014
Jlara na nocnenno nonHosasane: 19.06.2019

10. JIATA HA AKTYAJIM3UPAHE HA TEKCTA

07/2023
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