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1. HME HA JEKAPCTBEHMA IPOXYKT

Eyrapoxc 25 MEkporpaMa TabneTkn
EyTapokc 50 MukporpamMa TabIeTku
Eyrapokc 75 MukporpaMa TabreTkm
Eytapoxc 100 Mukporpama tabneTkn
Eyrapoxc 125 muxporpama rabaeTkn

Euthyrox 25 micrograms tablets
Euthyrox 50 micrograms tablets
Euthyrox 75 micrograms tablets
Euthyrox 100 micrograms tablets
Euthyrox 125 micrograms tablets
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2. KAYECTBEH H KOJIMYECTBEH CbCTAB

Eytapokc 25 Mukporpama
1 Tabnerxa cRABpKA:

AXTHBHO BEINECTBO: eBOTHPOKCHE Hatpwi (levothyroxine sodium) 25 Muxporpama (eKBABaTeHTHH

Ha 24.31 MHKpoTpaMa JIEBOTHPOKCHH)

TIoMOmHO BELIECTBO ¢ yeTaHOBeH edekt: Harpwii (0.0182 mg)

Eytapokc 50 mukporpamMa
| TabneTka cuABpKA:

AKTHBHO BeLIECTBO: TCBOTHPOKCHH HaTpHii (levothyroxine sodium) 50 Mukporpama (€KBUBaTEHTHH

Ha 48.62 MuKporpaMa ICBOTHPOKCHH)

IToMomno BemecTeo ¢ yeTaHoBeH edexr: Harpmii (0.0190 mg)

Eytapokc 75 MukporpaMa
1 TabneTka cpaspka:

AKTHEHO BEINECTBO: NEBOTHPOKCHH HatpHii {levothyroxine sodium) 75 Mukporpama (¢KBHBATCHTHEH

Ha 72.96 MAKporpama IEBOTHPOKCHH)

IMoMomHKO BeIECTBO ¢ yeTaHoseH ediekr: Hatpmi (0.0197 mg)

Eyrtapoxc 100 Mukxporpama
1 TabneTka CHOBpPIKA:

AKXTHBHO BeIECTBO: ICBOTHPOKCHH Harpuii (levothyroxine sodium) 100 Mexporpama (€KEABATISHTHA

Ha 97.28 muakporpama. IEBOTHPOKCHH)

TToMOIHO BEIECTBO ¢ yeTaHoBeH edext: Harpmii (0.0204 mg)

Eyrapokc 125 Mukporpama
1 TabmeTka cpaBpAKA:

AKTHBHO BelecTBO: NeBOTHPOKCHH Hatpuil (levothyroxine sodium) 125 MekporpaMa (¢KBHBANCHTHH

Ha 121.59 MEKpOTpaMa ICBOTHPOKCHH)

MoMomHo BemecTBO ¢ ycTaHoseH edext: Harphi (0.0211 mg)

3a obNHHA CIHCHK HA NOMOIIHHTE BEMIECTBA, BHXKTC TOUKA 6.1,

3. JIEKAPCTBEHA ©®OPMA

TabmeTxa.




Toury Geny, XpbriH, ABYCTPAHHO IUIOCKH TaONeTKHA, ¢ JENHTENHA YEPTa, CbC CKOCCHH prCoBe H ¢
HAZMHC OT €AHATA CTPaHA:

Eyrapoxc 25 Mukporpama EM 25
Eytupoxc 50 Mukporpama EM 50
Eytrpoxc 75 muxporpama EM 75
Eytapokc 100 mukporpama EM 100
Eyrapokc 125 muxporpama EM 125

Tabnerkara Moske Ja Obae pasfencHa Ha ABE PaBHH JO3H.
4. KTHHUYHU JTAHHH
4.1 TepaneBTHYHH MOKA3AHHA

Eyrapoxc 25 - 125 Muxporpama;

- Jleuerne Ha J0OPOKAYECTBEHA EYTHPEOHAHA CTPYMa

- TNpo¢rnakTExa Ha PCOEAAB CICA XMPYPTrAYHO ACHCHHC Ha CYTHPEOHIHA CTPYMA, B 3ABHCHMOCT
OT IOCTONEPATHBHIA XOPMOHAIEH CTATYC

- 3aMECTHTCIHO EYEHUE HA XUMOTAPCOAINIBM

- CyrpecyBHO ICHEHNE NPH pak HA WRTOBHAHATA KIIe3a

Eytapoke 25 ~ 100 Mukporpama:
- CrRITBTCTRAMIO ICYCHAC TPH AaHTHTHPCOAIHA Tepalei Ha XHIICPTHPSCOHTHIEM

Eyrupoxc 100 muxporpama:
- JHardocTHYHO NPUIOKEHHE OPH CYNIPECHBHO W3CIENBAHE HA IMATORAHATA XKIC3A

4.2 lo3npoBKa 4 HAYHH HA IIPAJI0KeHHe

HD3EQOBK3

3a 1a ce JCKyBa BCCKH MAIMCHT CHIOPCI MEAHBHAYATHHTE My HYXTH, HMa TaONEeTKH, ChABpIKALIH
JEBOTHPOKCHH HATpHii oT 25 m0 125 MuKporpaMa. 3aTora oﬁﬂkﬁoneﬂo TMAMHECHTATE IPAESMAT CaMO TIO
efHa TabMeTKa JHEBHO. |

pr:l'IOITB‘[ETCJ'[HHTG J03H MOTaT 4a ¢IIyXKar caMO 3a HaCcOKa.

WraueyayannaTa AHEBHA 033 TpAGEa Aa ce onpenens ua 6asara Aa 1abOpaTOpHH TECTOBS H KIHHHIHH
MPETNICIH.

Tsii kaTo mpu ompecneH Gpoil MANHEHTH AMA TOBHIEHH koHUeHTpammm Ha T. m fT4 Gasansata
CepyMHAa KOHLEHTpPAIHs{ HA THPEOCTHMYINHpAINEA XOPMOH OCHI'YpABa NO-HANEXKIHA OCHOBA 33
TIOCOYCHUS KYPC Ha ICUCHHEE.

THpeonaAHATa XOPMOHATHA TePAMA TPAOBA Ja ce 3anodHe ¢ HHCKa 032 A HOCTENCHHO /14 CC YBCIHaBa
Ha BeeKH 2 A0 4 ceIMULM 0 AOCTHTAHE HA OKOHYATEHATA 3aMECTBAIA 1033,

Heouampuyna nonynoayus
[Ips AOBOPOCHH M KhPMAUCTA C BPOACH XHNOTHPEOHTHIBM, IIPH KOUTO € BaKHO GBP30TO 3aMe
IbPBOHAYANTHATA MPETIOpBUBaHa goza ¢ oT 10 xo 15 Mmkporpama Ha KAIOrpaM Teneg
mepeuTe 3 Meceua. Cnex Toea mosata Tpabsa Aa ce ajanTHpa mmnnn,nymmo B
KIMHHUHATE JaHHH B HABaTa HA THporaExs xopMod u TCX.

Koraro nps nafmeHTH B crapuecka Bh3pacT, OpH MALACHTH ¢ KOPOHAPHO CHPACHRO 3a6
MAMMEHTH ¢ TEXKBK HIH CHIISCTBYBAIl OT NBJITO EPEM¢ XHNOTHPCOMAHIBM CC 3ano'ItEe ‘
THPCOMAHE XOPMOHH, C€ M3HCKBA CNICIHATHO BHHMAHHE, T.€. TpA0BA /ia ¢¢ 3aM04He ¢ HHCka
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noza (#ampamep 12,5 MHKporpaMa/TeH), KOATO ¢€A TOBa Ja c¢ MOBHNapa GaBHO H HAa roNCMH
HHTCPBAAH (HADPHMEP MOCTENCHHO NIOBMINABAHC HA J03aTa HA BCCKH JBEC CCAMHIH © 12,5
MHUKpPOTpaMa/ZieH), IpH 4€CTO HacIeBaHe Ha THPEOHIHATE XOPMOHH. BB3MOXKHO € 1a & HazHaqH 1032,
HO-HHCKA OT ONTHMANHATA, OCHIYPSBAINA HAITEIHO 3AMCCTHTCITHATA TEPAMHS, FBIPEKH 1¢ TOBA MOKE

Ja He AOBeAE A0 ITbJIHA KOPEKLHus Ha Hueara Ha TCX.

OnureT IOKa3Ba, 4c l'IO-ﬁ_HCI(I‘I JA03H ¢& AOCTATHUHH 34 ICHYCHHCTO Ha uaxmeﬁ'm ¢ HECKO TCTIO HIIH IIpA
MANHCHTH ¢ rONAMa HOAO3HA CTPpyMa.




Iorazanne IIpenopsunTe/iHa 2032
(MHKpOrpaMa JeBOTHPOKCHH HATPHE/HEBHO)
Jleuenne Ha noOpoKavecTEeHA 75 - 200
eYTHPCOHIHA CTPYMA
IMpodmEnaxTHka Ha peuUANE cnex 75 -200
OTepalMs Ha CYTHPEOHIHA CTPYMa
3aMecTUTENHO ICUCHHE HA
XHUMOTAPEOUINUIEM NPH BB3IPACTHH
- HAYAJIHA 30334 25-50
- IOQBpKalia 1034 100 - 200
3aMecTHTENHO TeYCHHE Ha
XHMOTHPEOHANZBM MPH Jela
- Ha4YanHa 103a 12.5-50 _
-  MOIABPKAINA 4034 100 - 150 muxporpaMa/m? reJecHa MOBLPXHOCT
ChpIpTCTBAINA TEPATHS IPH TCYSHHE 50 - 100
Ha XHIEPTHPSOHTUIBM C
THPEOCTATAIH
CynpecuBHO NCUCHHE HA KAPUUHOM 150 - 300
Ha ITATOBMAHATA JKIIC3a
C 3 |Ce a2 | Ceamunal
JAHardocTAYHO NPHIOKEHHS 32 Cemantia 4 | Comimua P AR
mpean opejn mpend mpeay
CYNPECHBHO H3CIICIBAHE HA
H3CcIeasa- HicIIexBa- H3CHeIBa- H3ClIeaBa-
MIHTOBHAHATA 7KIIE3a
HETO HETO HETO HETO
Eyrrpokc —— —————— 1 Tabn./men | 1 Tabn./nen
200
MHKpPOTpanMa
EyTupoke 2 tabn./men |2 rabi/men
100
MEKpOTpaMa
Eytupokc 172 172 1 ratn./mes | 1 TabuL/nen
150 Tabn./men | tabiw/ned
MHKpOTpaMa

HaunH Ha ppuaoKeHAE
JuesHnTe 7030 MoTar A3 OBAAT AAB3HH NPH ETHOKPATSH NPHEM. _

TpucMaHe: karo €JHOKpPATHA JHEBHA JO033a CYTPHH, HA TJIaZHO, MOIOBHH HacC MPCAH 3aKyCKa, 3a
TIpeANOYHTAHE ¢ MATKO KOIHYCCTRO TEYHOCT (HAOPHMEp IOTOBHH 4aINa BOXA).

KspMadeTara monydyaBaT paara AHCBHA J033 HABCAHBXK HAM-MAIKO 30 MEHAYTH DpeAH OBPBOTO
xpaHeRe 3a AcHA. TabneTkure Tpabpa fa ce pasTEOPAT B MANKO BOAA H MOMy'CHATA CY: / . IR
¢e MPArOTES HEMOCPeACTBEHO IPEH ymoTpeDa, Aa ¢e MPHeME ¢ NOBIHHTEIHO KOMMHRGHRS L

XHMOTHPEOHAAIHM H CIEA CTPYMEKTOMHAS HIIH THPCOHACKTOMEA, H 33 NPeAOTBPATABALE
Clefl ONEPATHBHO OTCTPAHABAHE HA CYTAPSOHARA CTpyMa. CHITBTCTBAIATA TEPATTHA |



XHMEPTHPEOHIAZBM Clie/l MOCTHTAHE Ha €yTHPSOHIEH CTaTyC © MOKA3aHA 33 Mepuoja, mpes KOHTO C&
OpPHCMA AHTHTHPEOHTHOTO JIEKAPCTBEHO CPEACTBO. '

Tlpr 106pOKaYeCTBEHA €y THPEORIHA CTPYMa € HeoOX0MMO IEHCHHETO Aa IPOBIDKH OT 6 Mecena 10
2 ronmHH. AKO MeAMKAMEHTO3HOTO NICYCHHE HE € JOCTATBRYHO Mpe3 TO3H mepHof, Tpiabsa Aa ce
NpeAIpHEME XHPYPrHYHA HHTEPBCHIUA WK PaJHOTEpanHa ¢ HOA. ‘

4.3 [IporuponoxkazaHHsa

-+ CepbX4yBCTBHTCIHOCT KbM AKTHBHOTO BEINECTBO HIH KBM HAKOE OT TMOMOIIHMTC BEIESCTEA,
TIOCOMEHY B TOUKA 6.1,

- HetexybaHa HEAOCTATHYHOCT HA HanGhOpeTHATa Xe3a H Ha XPNO(H3aTa, KAKTO H HCICKYBaHA
THPEOTOKCHKO34A.

- Jleuenme ¢ EyTupokc He TpafBa jJa ce 3amodusa NpH OCTEP HAEGApKT HA MHOKAapha, OCTHD
MHOKAPJUT H OCTb]) MAHKAPAHT.

- Mo Bpeme Ha OpeMEHHOCT HE ¢ MOKa’aHa KOMOMHMpaHa Tepamed ¢ JICBOTHPOKCHH H
AHTHTHPEOM/ICH ATCHT 34 JIeYCHHE Ha XMIIEPTHPEORAH3bM (BEK Touka 4.6).

4.4 ChenHa HH NpelynpexAeHHS H NpeANa3HA MEPKH NpH ynoTpeba

IMpean 3anouBaHe HAa TepanHd ¢ THPEOHAHH XOPMOHH WIH OPSAH CYNPECHBHO H3CNMEABAHC HA
IMHATOBHAHATA AIC3A Tp)lGBa Ja cCc M3KTI0YarT HIH JICKYBarT CICIHHTC 3a60HﬂBa.HHﬂ HIH MeOHIMHHCKH
CBCTOAHES: KOPOHAPHA HENOCTATHYHOCT, CTEHOKAPAHA, aTePOCKNEPO3a, XHOCPTOHWA, xunodrzapHa
HEAOCTATEYHOCT, HAZOBOpEUHA HEMOCTATHYHOCT. THPEOHJHATA ABTOHOMHSA CBHINO Tpabea ma Ovac
H3KITIOYEHA MITH ICKYBAHA TIPSLH 3a0qRaKe HA TEPArHA ¢ THpEOHIHH XOPMOHH.

Tpy MHEUMEpPAHEe Ha TCpamdd ¢ J¢BOTHPOKCHH TIPH MalMeHTH, H3IOKCHH HAa PHCK OT IICHXOTHTHH
pazcTpoiicTRa, Ce MPEMOPHYBA Ja CE 3AMOYHE ¢ HHCKA 1033 ACBOTHPOKCHH H (aBHO [a C¢ yBEIHTH
J03aTA B HAYATOTO HA TepamuaTa. [Ipernopbysa ce MOHHTOPHET Ha NALMEHTa. AKO C¢ TIOABAT MPH3HALH
Ha FICHXHYHM pa3cTpoiicTsa, TpabBa fa ce oOMHCTH afanTApaHe Ha A03aTa Ha ICBOTHPOKCHH.

INpr nanmeHTH ¢ KOPOHApHA HEAOCTATHHHOCT, CHPAEYHA HEAOCTATPYHOCT HIH TaxXHKapAHANHA
apuT™Mus TpsOBa Aa cc H30area ZOPH B crad NeKapcTBEHO NPEAH3BHKAH XHICPTAPEOHIUIEM. 3aroBa B
TE3H CITyYaW THPEOHIHATE XOPMOHAJIHH MOKA3aTe/Id Tpa0Ba Aa ¢¢ H3CIeBar 4ecTo.

B cayuali Ha BTOpHYEH XUNOTHPEOHMAUIEM, NPHYHAATA TPAOBa A& C¢ OMpPEHEaH NPEAH HAYATOTO HA
3aMECTHTC/HATA TEpanMs W, ako ¢ HeoGXOJHMO, [a CE 3alo¥HE 3aMCCTHTENHO JICHCHHE 33
KOMIOEHCHPAHE Ha HaA0ROpeYHaTa HeJOCTATEIHOCT.

KoraTo ce mpeanonara THpeon Ha aBToROMES, TpaGra aa ce mposeAe TRH Tect miH 1a ce HANPABH
CYNPECHRHA CHUHTHIpa¢HA IPpead NCYCHHETO,

XeMOAHRAMHYIHHUTC NAPaMETPH TPAOBA JA ¢¢ IPOC/IEAIBAT MPH 3AN0YBAHE HA TEPATHA C JICBOTHPOKCHH
OPH TPEKASBPEMEHHO POACHHA ACNA ¢ MHOFO HHCKO TErO MPH. PAXAAHCTO, 3apajH BCPOATHOCT OT
BBIRHKBAHE Ha MHPKYJATOPEH KOJAIC TIOpaH He3psaia GyHKIHEA Ha AanGropeunnTe xiesn.HIpr sxeHn
B TIOCTMEHONAY3a ¢ XFOTHPEOMIH3HM H MOBHIICH PHCK OT OCTEOHOpo3a TpaGBa ha ce m30AreatT
CYIpPadHzMONOTHYIHI CEpYMHH HHBA H NICBOTHPOKCHH H 33TOBa THpEOHAHATa pyHKUMT Tpabea ga ce
M3CIEABA PEJOBHO.

HCBO’I'HpOKCHH HC Tp}IGBa Ja ¢¢ HA3HAYABA TIPH XHNCPTAPCOHIHH CBCTOAHA, OCEBC
JIe94CHHE MO BPEME HAa AHTHTHPCOUIHA TCPaITHA H4 XHOCPTHPCOHAHIBM.

TupeoHIHATE XOPMOHM He TpAOBa Ja c¢ MPHCMAT 3a HAMANABAHC HA TCTIIOTY .o
MAIHEHTH TEYCHHETO C JICBOTHPOKCHH MC BOTH 10 HAMANABAHE HA Ternoro. ITo-Buce) 7S L.
13 JOBEAAT AC CEPHO3HM HITH JOPH JXHBOTO 3aCTPALNABAINH HCKC/IAHH PEaKIlHH. J‘Iqo*m@_;ccnn BRB
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BUCOKH JI03H He Tpsbsa na ce kKoMOHHHpaA ¢ OTPEACNEHH NEKAPCTBCHH BEMIECTBA 33 HAMAIIBAHC HA
TErNOTO, Hamp. CAMIOIATOMHMETHIH {BIDK TOYKa 4.9). :

AKO Cc¢ Hanmara CMSHA HA TEpamuiTa ¢ APYT JEKAPCTBCH MPOAYKT, CBABPKALL JIEBOTHPOKCHH,
33bIDKUTENIHO CE TMPOBGKAA BHHMATEIHO HAOIOACHME, BKMIOHYBANO KIMHMYCH H GHONOTHICH
MOHMTOPHHT 110 BPEME HA NPEXOAHHA NEPHOJ, NOPAAH NOTEHIMANCH PHCK OT THPEOHACH AHCOATAHC.
[NpH HAKOH MANHMEHTH OM MOTJIO A3 € HAJIOXKH KOPHTHPAHE HA J03aTa.

XunoTapeonaussM ¥ / MIM HAMAJEH XOHTPON HA XHIOTHPCORAH3IBM MOXKE A3 HaCThOH, KOTaTo
OpJIMCTAT H JEBOTHPOKCHH € MPHIAraT efHOBpPEMEeHHO (Bmk Todka 4.5). IlanmenTs, mpHemautH
NEBOTHAPOKCHH, TPAOBA 1A C& KOHCYITHPAT C JNCKap NPSAH A3 3an0YHAT WIH 13 OPCYCTAHOBST JICUCHHE
C OPJIACTAT, THH KATO MOKE A2 C¢ HAJIOMH OP/IMCTAT W NEBOTAPOKCHH JAa C€ MPHEMAT IO Pa3AIHO BpeMe
H 12 ¢ HeoGXoamMo 703aTa Ha JIGBOTHPOKCHH Ja Obae aganmrapana. OcBeH TOBa ¢e IpenophHBa
MOHHTOPHPAHE HA NALMCHTA 4pe3 MPOBSPKa HA XOPMOHATHHATE HHBA B CCpyMa.

3a ArabeTAIM M MALMCHTH HA AaHTHKOAI'Y TAHTHA TEPaimid, BEK To4ka 4.5.

Tosa nexapcTBO CHABPIKA MO-MAAKO OT 1 mmol Hatphii (23 mg) 3a TabneTka, T.¢. MOXKE Ja C& KaKE,
9¢ MPaKTHICCKH HE CBARPKA HATPHH.

4.5 BsaumoaeiicTBHE ¢ APYrH JEKAPCTBEHH NPOAYKTH H APYTrH GopMH Ha B3aHMOjelcTBHE
Anmucuabemnu cpedcmsa:

JleBOTHPOKCHR MOKe Ja HaManH eeKTa Ha aHTHAHADCTHUTS CPEACTEA. 3aTOBA MPH 3aN04YBaHE Ha
Tepanus ¢ THPSOHAHH XOPMOHH TpA0Ba Ja ce H3C/EABa HECTO HHBOTO Ha KPBBHATA 3aXap H, aKo €
HeoOXoauMO, 1A Ce AXANTHPA J03aTa HA aHTHANA0ETHOTO CPEACTEO.

Kymapunoeu npouseoonu.

EdexkTsT OT aHTHKOAry/TaHTHATA TCPANMA MOXE Ja C¢ IOBHINM, THH KATO IICBOTHPOKCHH H3MCCTRa
AHTHKOATYJIAHTHHTE JICKapCTBa OT IUIa3MCHHTE MPOTCHHE KOETO MOMNC X3 MOBHIIH PHCKa OT
kpbponznus, Hanp. LIHC wiui ractpoHHETCCTRHANHO KBPREHE, NO-CMIEMHANHO NPH Bb3PACTHH HAIHCHTH.
3aToBa Npy 3ano4YBaHe M N0 BpeMe Ha ChIBTCTRAINA Tepanys ¢ HeoOX0aMo PEAOBHO 1a Ce TIPOBCPIBaT
KOAryJaHOHHHTE NapaMeTpd. AKO € He0OXOAHMO, A03aTa HA AHTHKOARTHKOATYIAHTHOTO ICKApCTBO
TpsOBa Aa ce aNaNTHpa.

IIpomeasnu unxubumopu:
[poreasHaTe MHXHOUTOPH (HANp, PHTOHABHD, HHAHHABHP, NOTHHABHP) MOXKE A3 NOBIHAAT edexra Ha
NeBOTHpOKcHH. TIpenophuBa ce CTPHKTHO HaGmopasanc Ha HHBATA Ha THpoMmHATE XopMoHH. Ilpu
HeoOXOAUMOCT, A03aTa Ha ICBOTHPOKCHH Tp:AOBa 1a OB je KOPHrHPaHa.

Denumoun:

@deHATORH MO A3 NOBNHse HA edeKra HA NCBOTHPOKCHH 9pe3 H3MECTBAHC Ha JEBOTHPOKCHHA OT
TUTa3MEHHTe [POTEHHH, KOETO A4 AOBCAE A0 Noprmmena dpakmas Ha fT4 m fT3. Ot npyra crpana
¢eHATOHR yReMYaBa METabOTA3HPAHCTO HA NEBOTAPOKCHHA B uepHEA 1po6. TIpenopsusa ¢e CTPHKTHO

MPOCICAABaHC HHBATA Ha THPOHIHHA XOPMOH.

Xorecmupansis, XOAECHURON.




[pueMBT Ha HOHOOOMEHHH CMOJIH, KaTO XONECTHPAMHUH H XOJGCTHMOM, AOTHCKA abcopbmmsaTa Ha
NEBOTAPOKCHH HATPHiL. 3aTOBA TEBOTHPOKCHH HATPHIH TPAOBa Aa ¢& B3ema 4-5 4aca IPe/H MPUCMAHETO
Ha TAKHBA MPOIYKTH. '

Anymunueen, Hceaaznu 1 KATYUECU COTU ;

3a anyMAHHE ChIBPAKAUTATE NEKapeTa (aHTAamHAH, cykpandar) AMa ChOCIEHHA B THTEpaTypara, e
ca TOTCHIMAIHO HAMAIABAIDH ¢()eKTa HA JNEBOTHPOKCHH. 3aTOBa JEKAPCTBATA, CHABPXAMH
NCBOTHPOKCHH, TpAGBa Ja ce mpHEMaT Haif-Manko 2 €aca OpeH NPHEMA Ha AyMHHHH ChABPKAINH
JCKAPCTRA.

ChHIIOTO BAKH H 34 JICKAPCTBATA, ChABPIKALIH SKETIE3HA H KaNHEBH CONH,

Canuymramu, OuKymapon, gyposemuo, krogubpam:

Camnmenary, aukyMapor, Gypo3eMEI Bes BHCOKH 103 (250 mg), xnodubpar, A Apyru cyScTaHIEH
MOTAT ]a H3MECTAT JEBOTHPOKCHH HATPHiA OT ILIA3MEHATE NPOTCHHYA U B Pe3yJITAT /1A ¢¢ NOBHINH T4
dbpaximaTa.

Huxubumopu na npomonrama nomaa (HIII1):

EnnospemennnaT nprem ¢ MII Mosxe Aa nosefe 0o Hamanssane Ha abcopbmusaTa HA THPCOHAHHUTE
XOPMOHH, IOpaJ# IOBHUIABARE HA UHTparacTpanHoTo pH, NMpEYMHEEHO OT MpreMa Ha

WM. Ipenoprasa ce peI0BHC TIpocieAsBate Ha dyHKIHATa HA IUTOBKIHATA K132 H KIHHHYHO
HaOTIofeHHe, KaTo ¢ B3IMOMKHO MOBHINARAHE HA J03ATA HA THPCOMIHUTE XOPMOHH.

Opaucmam:

XUnoTHpeOHAHIBM H/HIH HAMANCH KOHTPOI Ha XAMOTHAPE OBAR3bM MOXE 12 HACTEIH, KOTATO OPIIHCTAT
H JICBOTHPOKCHH C¢ MPUEMAT 110 €HO H ChIIO BpeMe. TOBa MOXKE J1a €€ ABIDKH Ha HaMalCHA abcopbmus
HA HOAHHM COMH W / HITH ICBOTHPOKCHH.

Cesenamep:

Cepenamep MoKe a HaManu abcopOnHATA HA NEBOTHPOKCHH. 3aTOBA Ce MPCNOPBYBA MANHCHTHTE 12
c& MPOCHEAABAT 3a NPOMEHH B THPOMAHaTa (YHKIMA B HAYANOTO HIH B Kpad Ha CHIBTCTBALIOTO
nedeHne. Axo ¢ HeoOxoxmMMo TpaOBa Na ce adanTHPa N03aTa HA TEBOTHPOKCHHA.

Huxubumopu na muposunrunasama:

MBxu6uTOpHTE HA THPO3HHKHHA3ATA (Hanp, AMATHHUG, CYHHTHAEG) MOTaT Ja HaMansT ¢HKACHOCTTA
HA JIEBOTHPOKCHH. 3aTOBA C¢ MPENOPPYBa TAUHEHTHTE Ja CE OPOCICAABAT 33 NPOMEHA B THPOHIHATA
JYHKIES B HAYATOTO HIH B Kpad HA CHOBTCTBAIIOTO fedyeHHe. AKO ¢ HEOGXOXHMO TpaOBa Ja ce
azanTHpa A03aTa Ha JICBOTHPOKCHHA.

Hponunmuoypayun, ioKoKoPIMUKouOU, Bema-CUMNAMOUMuYY, aMuo0apoH u 00 CBOBPIHCAUY
DEHMZEHOKOHMPACMHY CPeOCmea:

Te3n semecTra HEXHOHpaT nepudeproTo npespmane Ha Ta B Ts.
TMopamu BHCOKOTO CH CHIBPIKAHHE Ha HOZK, aMHOJAPOH MOXC A3 MPEAHIBHAKA XHUICPTHPCOHIUILM,
KaKTO M xurnorapeouamssM. OcobeHo BHMMAHHE €6 MpENophuBa B CIydaH Ha <
BB3MOKHA HEYCTAHOBEHA ABTOHOMHA. o

Cepmpanun, XAOPOXUH/NPOZEAHUN.



Tesn BemecTra HaManABAT ¢HKACHOCTTA HA ICEOTHPOKCHH H NOBHINABAT CepyMHuTe HEBa Ha TSH.
Jerxapcmeenu npodyrmu, UHOYYUPIYIL eH3uMume.!

JlexapcTBEHUTE IPOAYKTH, HHAYNHPAIIH CH3UMHTC, KaTo 6ap6myparrme HITA KapOaMa3cmyH, MoraT
J1a YBEMHYAT YCPHOAPOOHHA KITHPBHC Ha JEBOTHPOKCHHA.

Ecmpozenu:

}KCHH, KOHTO H3NOA3BaT CCTPOICH CBABKALIN KORTPALCITHEH HIH KCHH B OOCTMCHOTIAY 33, KOHTO
¢a Ha XOpMOHO3AMECTHTEIHA TCPAINHA, MOTAT Ja AMAT NOBHINCHA HYXKIA OT IEBOTHPOKCHH.

Credunenus, CoOBPHCAlYU COA:

CheIHHEHPATA, ChIbP/KAIIH COS, MOTAT Ja HAMAJIAT UpeBHaTa abcopOLiHA Ha IEBOTHPOKCHH. 3aT0BA
Moxxe Ja e HeoOxoguMo afanTupase Ha 1o3ara Ha EyTHpokc, mo-COoelHaHO B HAYANOTO HITH Cen
TIpeKpaTABaHe Ha PHEMA HA COCBH XPaHHTeIHE J00aBKH.

4.6 ®@eprunurer, GpeMeHHOCT H KbPMeHe

JledeHHETO ¢ NEBOTHPOKCHH TPAOBa JAa Ce MPOBEXKIA MOCICHOBATENHO, OCOOCHO IO BpeMCE Ha
GpemennOCT M KbpMeHe. Tlo BpeMc Ha GpeMeHHOCT JOPH MOKe Ja © HeoOXoamMmo yBCIHYABAHE HA
003aTa.

Thit kKaTo MOXC 13 ce MOSBH NMOBHIIABAHE Ha cepyMumTe HEpa Ha TCX mo BpeMe Ha 4 reCTalHOHHA
ceaMuna, OPEMEHHHTE HKCHH, NPHEMAIE ICBOTHPOKCHH, TpaOea Ja MpoCHeAdBar HUBATa CH Ha TCX
Npe3 BCEKH TPHMECTDD, 32 Aa € NOTBLPAH Ye cepyMHMTE HiuBa HA Maitaana TCX nonana B rpapmiATe
Ha pedepeHTHHTE CTOWHOCTH 3a CEOTBETHHS TpUMECTEP 0T GpemenHocTTa. [loBHIDEHATE CEpyMHH HHBA
Ha TCX Tpabea 1a ce KOPUTHpPAT ¢ NORAIIABAHE HA JO33TA HA NEBOTHPOKCHH. THH KaTo Cliea PONMIHHTES
nupa Ha TCX ca mogo0HK HA HEBaTa My npeau 3a0peMEeHEABAHE, CIC/ PAXkKAaHe 103aTa HA ICBOTHPOKCHH
Tpa6iea He3abaBHO A3 ce BHPHE 10 Tasd npea 3a6pemerssare. Cepymumre AuBa Ha TCX tpsbsa na ce
H3CHeear 6-8 ceqMMOH Cued paXIAHETO.

Bpemennoct
OnursT MOKAa3Ba, 49¢ HAMA [JOKA3arelICTBa 33 JICKapCTBCHO HHIOYLHpaHH TBpa.’IUI‘CHHOCT H/HJ'IH

ETOTOKCHMHOCT IIPU XOpa NpPH TPENOPHUAHATE TEPAUCETHYHE JO30BH HEBA. H3KIIOMHTEIHO BUCOKH
J03M ICBOTHPOKCHH 110 BpeMe Ha GPEMEHHOCT MOTAT A3 AMAT OTPHIATENCH eekT BbpXy deTanHOTO B
MOCTHATATIHO PA3BHTHE.

IMpr GpeMEHHOCT He € MOKA3aHO KOMOHHHMPAHO JCYCHHE HA XHIEPTHPCOHAHIBM ¢ JCBOTHPOKCHH H
AHTHTHPEOHNHH CpeacTBa. TakaBa kOMOMHAHs 1€ H3HCKBA IIO-BHCOKH [JO3H AHTHTHPCOHHH
CPEICTBA, 32 KOWTO € H3BECTHO, Y€ NPEeMHIHABAT IPE3 MIALEHTaTa A NPHYAAABAT XUOOTHPEORTHIEM Ha
KBPMaYeTO.

JIHATHOCTHYHHMTE TeCTOBE ¢ THPEOHOHA CynpecHa He Tpabpa Ja ce MPOBCKAAT MO BpeMe HA
GPEMEHHOCT, Thil KaTO IIPHIOKEHHETO HA PaAHOAKTHERH BELIECTEA MPH OpeMeHHH € POTHBOTIOKA3AHO.

KspMeHe
JIcBOTHPOKCHH e OTREI ¢ KPMAaTa Mo BpeME Ha KbPMEHE, HO KOHIICHTPALHHTES, KOKTO CC AOCTHIAT




4.7 Edexru Bbpxy crnoceGHocTTa 3a Wodupaune H pabora ¢ MAWHAN

He ca npoBeKaans IpoyuBarHA 32 edeKTATE BHPXY cocoGHOCTTA 32 odHpane U padoTa ¢ MATHHH.
Ho T®ii KaTe NeBOTHPOKCHH € CHINMAT KaTO €CTECTBEHO CHINESCTBYBAIIAS THPEOHICH XOPMOH, HE €O
o4aksa EyTupokc ia nosnussa crniocobHoCTTa 32 modHpane | paboTa ¢ MalIRHA.

4.8 Hexenanu JeKapCTBeHH PeAKUHH

Koraro ce npeBHINH HHEAHBHAYAIHATA [PAHALA HA TOHOCHMOCT KBM NISBOTHPOKCHH HATPHIA WIH CICN
mpenozHPaHe € BB3MOKHO Ja c¢ HaOmrojasar CIHCHHHTE KIHHAYHH CHMITOMH, THIHYHA 33
XHANEPTHPEOMAN3MA, 0COGEH0 aKO [03aTa € NOBMIICHA TREPAC OBP30 B HAYANOTO HA NEUCHWETO!
CHPACYHH APHUTMHH (HAMp. arphansa (GEOpHIALEA H eKCTPACHCTONH), TAXWKapAmsi, ChpleOHEHE,
AHTHHO3HH TNPHUCTBIH, TAaBO0ONHE, MYCKYMHA <nabocT W KpaMmH, 3auepBABAHC, TOBHIICHA
TEMIEPaTypa, TIOBPBILIAHE, MCHCTPYAIHH HapylICHHA, TCEBAOTYMOP HAa MO3BKa, TPEMOp,
HECTIOKOMCTRHE, GE3ChHIE, MPEKOMEPHO W3N0TABaRe, 3ary0a Ha Terno, Auapus.

B TakmBa ciyuad AHCBHATA 1032 TpA0Ba J1a cé HaMAaJIH HIIH JEKAPCTEOTO JA & CHPE 33 HAKOKO JHH.
Crea uM39e3BAHE HA HEOKENAHWTE PEAKOHW NCUSHMETO MOXKS BHAMATSHHO 1A CC 3alOuHC OTHORO.

B cryuaif Ha CBPBXTYECTRUTCTHOCT KBM HAKOA OT cheTapkute Ha EyTupoke Moxe Aa ce mabnrogasar
aNeprHYHA PEaKkIH, 0coGEHO Ha KOoXaTa H Ha AfXatciaAre meruma. CroOmeHnm ca caydvad Ha
AHCHOEJSMA.

Crofmagane Ha NOJOINPANN HEKSIAHY PCAKITAY

CrobmapaHeTo Ha MOJO3HPAHHA HEKETAaHA PEakl|| CMe/l PaspelaBane 3a ynoTpeba Ha neKapcTBeHAS
TPONYKT ¢ Bakno, Toka TO3BONABA A2 TPOALILKH HAOIIOACHHCTO Ha CHOTHOCHHETO NOM3A/PUCK 32
ACKapCTEEHUA NPoAyKT. OT MCIHIMACKATE CIIENHATACTH CC H3HCKEA A2 ChoOImaBaT BCAKA IO03HPaHA
HEKeTIaHa peaKnus Jpes

HanbnarTenna areAnus 0o IeKapcTara

v Jamsna I'pyes” Ne 8

1303 Cogdms

Ten.: +35 928903417

yebcaiir: www.bda.bg

4.9 IlIpeaozupane

INoBmneHoTo HIBO Ha T3 € mo-HageKAeH HEAHUKATOP 33 NPeA03APaHe, OTKOAKOTO MOBHIICHATE HHBA
Ha Ts win T,

Cnea mpeaosApane ce HabMOABAT CHAMITOMH HA PA3KO MOBHIIABAHE CKOPOCTTA HA MCTAOOHTHHTE
npouiecH (BibK Touka 4.8).

B 3aBHCHMOCT OT CTEHEHTA Ha MPCAO3HPAHE C€ IPENOpHYBA ICUEHHETO C TabneTkATe 12 6BAC CHpaHo
H /1a c¢ HaNpaBAT M3CIICIBaHAS.

CHMOTOMHATE HA WHTEH3HBHA OETA-CHMIATHKOMHMETHYHH e¢(peKTH, KaTO TAXHKAPAHA, TPEBOKHOCT,
8536y1a H XHMEpKHHE3Hs, MoraT Aa Gbaar nosnusad ot Gera-Gnokepr. Cnell NpeKaIeHO BHCOKH AO3H
MOXKC A3 C¢ H3TI013Ba MnasMadepesa.

HpH OpEapasnoNOKCHH MAOHCHTH Ca Haﬁ.HIO,HaBaHH H30JIHpaHH CIyHaH HA NPHOALABLH, KOoraro ¢
NpCBULHIEH HHAMBHYATHHA A030B TOJIEPAHC.

[TpeaoznpaseTo HA TEBOTHPOKCHH MOKE Ja TOBEAE A0 CHMITOMH Ha XHICPTHPCORAH3
NCHX034, 0COOSHO TIPH MALMEHTH C PHCK OT NCHXHYHH Da3CTPOHCTEA,

Cpro0meHH ca HAKOIKQ ClIyyad HA BHe3allHa CBHPACYHA CMBPT IIPH TRUHACHTH
310ymoTpeba ¢ TeBOTHPOKCHH.



5.  ©®APMAKOJOIMYHUW CBOIICTBA

5.1 PapmakoIHHAMHYHH CBOICTBA
QapMakoTepanteBTHIHA Tpyna. THpeoBAHE XOPMOHH
ATC xon: HO3A A01

CHHTETHYHUAT NEBOTHPOKCHH, ChABp A ce B EyTApoKe, AMa ¢ e(peKT KaTo ECTECTBCHHSA IMIABCH
XOPMOH, OTe/IAH OT IMUTOBHIHATA x7e3a. Toil ce mpesprma B T: B nepadepHATE OPraHA H, KaKTO
¢HIOTEHHHAA XOPMOH, 0Ka3Ba CIENA(HTHOTO cH AelicTeHe BEpXy T3 pemenropure, OpraHusMeT He ¢ B
CBCTOAHME 1@ PA3THYH SHIOTEHHHAS OT €K30T¢HHHA JCBOTHPOKCHH.

5.2 ®apMaKOKHHETHYHH CBOICTBA

TTpu mepopanHo NPHIOKEHHE ICBOTHPOKCHH ¢ abcopOupa NoYTH HAMBTHO B TOPHOTO TRHKO Mepso. B
3aBHCHMOCT OT TaNeHOBaTa dopma aGcopbmmaTa My aocTara A0 80 %. Tumex € MpEOTH3HTEAHO 5 0 6
yaca.

Cries mepopanso NpHANOKEHAS HAYANOTO Ha AciicTeHeTo c¢ Habmoxasa ciex 3-5 xuu. JlepoTEpoKCHH
€& CBBP3Ba B H3KTIOYHTENIHO BHCOKA CTETEH, 0KONO 99,97 %, che ciemudraHHA TPAHCIOPTHA NPOTCHHH.
To3k NPOTEHH XOPMOHAJICH KOMILIEKC He ¢ KOBAJICHTEH H 3aTOBa CEBP3aHHAT XOPMOH B TIa3MaTa ¢ B
HEMPEKBCHATA H MHOTO O'bp3a pasMAHA ¢ GpaKLiaTa Ha CBOOOTHHA XOPMOH.

INopaaw BECOKATA CTENCH HA CEBP3BaHE C NPOTCHHATE, IEBOTHPOKCHH HE CE OTACIA NPH XeMOAHANH 3
M OpH XeMonepdy3us.

BpeMeTo Ha MOy KHEOT HA TIEBOTAPOKCHE € cpeaHo 7 Axu. TIpH XAMEpTHPEOMAN3BM € Mo-KpaTko (3-4
AHM), A TIPH XUNOTHPEOHAHIBM € No-Ibaro (npubmazaTendo 9-10 apm). OGemMBT Ha PA3MpPEACACHHC
BB31H3a Ha okoo 10-12 |, Yepauar qpob ceaspxa 1/3 0T uenna eKCTPATHPEOHJATKCH TEBOTHPOKCHH,
KOHTO OBp30 Cc pasMcHs ¢ CBOTHPOKCHHAZ B CepyMd. THpeOMUHMTE XOPMOHH ¢¢ MCTabOMH3HpAT
OCHOBHO B uepHHA Apob, Gubpenute, Mozska B MycKymAaTe. MeTabONMTHTE Ce OTACHAT ¢ YPHHATA M
pexanmure. [TenHEAT MeTAGONHTCH KITHPHHC HA ICBOTHPOKCHH € okoo 1,2 | nnasMa/neH.

5.3 IlpeaknuuuvHH AaHHHA 3a De3omacHoCT

Ocmpa moxcuunocm:
JIeBOTHPOKCHH HMa MHOTO HHCKA OCTPa TOKCHYHOCT.

XPOHM‘{HG MOKCUYHOCT.!

Xpomrqﬂafra TOKCHUYHOCT Ha JICBOTHPOKCHH € GHJIa H3CICORAHA TIPHA PaSJ'lH‘IHH JKHBOTHHCKH BHAOBC
(omex, kyge). TTpH BHCOKH NO2H, IPH IIIEX0BE ¢a HADMOAaBaHN NPH3HALH HA XCTATONATHA, MOBHLICHA
UecTOTA Ha CHOHTaHHATe Hedposdw, KakTo ®  NPOMECHH B TCTAOTO HAa  OpPraHHTC.

Penpooykmuerna mokcudnocm:
He ca nposesxnanu m3cncABaHHS Ha PENPOAYKTHBHATA TORCHUHOCT upn JKABOTHH.

Mymazennocm:
Hama Hanpusa uHEpOpManmd B Ta3sH HacOKa. 3acera HAMA HHUKAKBH ITOK23aHHS, I
YBPEXKAAHE HA MNOTOMCTBOTO NOPAAH IPOMCHH B T€HOMA, OPCIABHKAHH OT THPCHE

Kanyepozennocm:
He ca npoBexaaHH po(kKATEIHA H3CISABAHHS C JICBOTHPOKCHH IPH XKHBOTHH]



6. PAPMALIEBTHYHHU JAHHA
6.1 CnHcbK HA TOMOLIHHTE BEIIECTBA
IapesriHo HAIDECTE

JlamoHAcHA KACCTHHA, Oe3BoaHA
Kpockapmenosa HaTprH

Kenarun

Marnezmes cTeapaT

MagmTon (E421)

6.2 HechemecTuMocTH
Henpunoximo.

6.3 Cpoxk Ha rogHocT

3 roanHH.

6.4 CneuHanHH YCIOBHA HAa ChXpAHEHHE

Na ce cexpanaea nog 25°C,
Jla ce cpXpaHABAa B OPHUTHHAIIHATA OTIAKOBKA, 34 Ja CC NPEANa3H OT CBECTIAHA.

6.5 BugH chabpKaHHE HA ONMAKOBKATA

OmnaxoBkara Ha Eytupokc e 6auctep, cberosim ce or PVC M 3a 0cHOBa H NOKPHT € a/IyMHHHCBO
¢onHo.

BuIose OTMaKOBKH KapTOHEHH onakoBkH oT 30, 50, 90 uan 100 TabneTkm.
He BCHYKH BHIOBE OIMAKOBKH Morar 4a GBAaT mMycHaTH B npoaakda.
6.6 CheuuajHH NpeINAIHA MePKH NpH H3XBLPJsiHe (1 paGoTa)

Hama crietmansy H3HCKBaHHA.

7. TIPHTEKATEJ HA PA3PEIIEHHUETO 3A YIIOTPEBA

Mepk Brarapua EAJ]
Byn. ,,CarHsaxoso” Ne 48
Cepamxa Odmca, 1. 6
Codus 1505

brarapus

8. HOMEP(A) HA PA3PELIEHHETO 3A YIIOTPEGA

20010693; 20010694; 20010695; 20010696; 20010697




9.  JIATA HA ITBPBO PA3PELIABAHE/ITOJHOBABAHE HA PA3PEIIEHHUETO 3A
YHOTPEBA

Jlara Ha TBEPEO pa3pelIaBaHe HAa paspelICHUETO 32 ynoTpeba: 22.06.2006
Jlara Ha MOAHOBABAHE Ha PaspenicHACTO 3a ynoTpeba: 09.08.2011

10. JATA HA AKTYAJU3IUPAHE HA TEKCTA

sayapu 2022r.




