KPATKA XAPAKTEPUCTHKA HA ITPOJAYKTA



NU3NLAHNUTENIHA ATEHLIWA 1O NEXKAPCTBATA
Kpamxa xapaxmenucmua e npogykma  (Touaomenuus 1

w9912 653/55/97 36,5,

1. HME HA JJEXAPCTBEHHA IMTPOAYKT

KoM Pge.
; o 15 - an . Paspeiorue e —
EyTHpokc 25 Mukporpama Tﬁ?ﬂ&ﬂxﬁ £l /-3 05 -04- 2073
Evrupokc 50 Mmukporpama TabneTxu BG/MAMP -
EyTupoxe 75 Mukporpama Tabnerky [OgoBpeHue N ... oo i e,

Eytupoxe 100 Mukporpama TabneTku
EyTtupoke 125 Mukporpama TadneTkH

Euthyrox 25 micrograms tablets
Euthyrox 50 micrograms tablets
Euthyrox 75 micrograms tablets
Euthyrox 100 micrograms tablets
Euthyrox 125 micrograms tablets

2. KAYECTBEH H KONIMYECTBEH ChCTAB

EyTupokc 25 MuKkporpama

| TabneTka chithpxa:

AKTHBHO BENIECTBO: JIEBOTHPOKCHH HaTpuii (levothyroxine sodium) 25 Mukporpama (SKBHBAEHTHH
Ha 24.31 MUKPOIrpama NERCTUPDKCHH)

[TomowuHo Bemec s ¢ yetaHosed edekt: HaTpui (0.0182 mg)

EyTrpoke 50 Mukporpama

1 tabneTka CbhabpkKa:

AKTHBHO BEINIECTRO: JICBOTUPOKCHH HaTphii (levothyroxine sodium) 50 MHKporpama (€KBUBACHTHH
Ha 48.62 MuKkporpama NTEROTHPOKCHH)

[omouHo BelnecTeo ¢ yeranoed edext: Harpuit (0.0190 mg)

EyTupoke 75 MUKporpama

| TabneTka CbALPHE!

AKTHBHO BELLECTRO: NEeBOTUPOkCHN HaTpHii (levothyroxine sodium) 75 Mukporpama (eKBHBATEHTHH
Ha 72.96 MUKpOIpaMa NeBOTHPOKCHH)

Momowmso BetiecTro ¢ veraHoBeH edekt: narpuit (0.0197 mg)

Eyrupoke 100 mukporpama

| TabseTka ChIbpKa:

AKTHBHO BEULECTBO: JICBOTUPOKenA HaTpui (levothyroxine sodium) 100 mukporpama (eKBUBATEHTHH
Ha 97.28 Mukporpama JIcBOTHPOKCHH)

[MoMoWHO BENECTRO ¢ YeTaHOReH edekT: HaTphil (0.0204 mg)

Evrupoke |25 mukporpama

| TabneTka chabpKa:

AKTHBHO BEIIIECTBO: JICBOTHPOKCHH Hatpuii (levothyroxine sodium) 125 Muxporpama (¢KBHBJIEHTHH
na 121.59 MukporpaMa neBOTHPOKCHH)

[MoMOLLHO RelllecTBO ¢ YeTaHoBeH edexT: Hatpuii (0.0211 mg)

3a ILIHUA CITHCHK HA NOMOLLHHTE BeWecTsa, BHXTe Touka 6.1

3. JEKAPCTBEHA ®OPMA

TabneTka.




Moutn Genu. Kpbiin. JRYCTPAHHO TNOCKH TabieTkU, ¢ AENHTENHA UePTa, ChC CKOCEHH prOoBE M C
HAAMKC OT ¢/IHATA CTpaHa:

Eytupoke 25 mukporpama EM 25
Eymupoke 30 mukporpama EM 30
Eytupoke 75 MUkporpava EM 75
Eytipokc 100 mukporpama EM 100
Evrupoke 125 mukporpama EM 125

Tabnerkara Moxke aa Gmae pa3acncHa Ha IBE PaBHH JA03H.
4, KTHHUYHHW JAHHW
4.1 TepancgTHTHA MOKAIAHHA

EyTtupokc 25 - 1235 mukporpama:

- Heuenne na nodpokadecTBeHa €yTHPEOMHA CTPYMA

- [MpodunaxTuka Ha peUUAKB cllef XHPYPrHYHO ISUEHHE HA CYTHPSOHWAHA CTPYMA, B 3aBHCHMOCT
OT NOCTONCPATHRHHA XOPMOHANEH CTaTyC

- 3aMeCTUTENHO EUSHHE HA XMITOTHPEOH N3 BM

- CynpecHBHO NeteHHe MPH paK Ha LIMTOBKAHATA 3KJe3a

Evtupoke 25 — 100 mukporpama:
- ChIbTeTRano eveHHe Mpy aHTHTUPEOWIHA TEPAITHA HA XHITEPTHPCOHAHIBM

Evtupoke 100 mukporpama:
- JHATHOCTHYHO NPUNOKEHWE TPH CYTPECHBHO W3CICIBAHE HA LWHTOBHAHATA HJTE34

4.2  Jo3upoBKA H HAYHH HA NPH/KEHHE

Josvpoeka

3a Ja ce NeKkyBa BCCKM MALIHEHT cropei HHAHBWIYANHHTE MY HYXKOH, HMa TabIeTkH, ChbABPKALIMA
NEBOTHPOKCHH HATPUIA 0T 25 Ao 125 Mukporpama. 3aT0oBa 0OMKHOBEHO MAIHEHTHTE MIPHEMAT CaMmo 1o
e/1Ha TabneTka AHCBHO,

ﬂpenophqmeunu'rc JHY3M MOraT Ja CAYXKAT caMo 334 HacOoKa.

WUHAMBHIY N Hata fHeBHA 1032 Tpatea Aa ce onpeaesia Ha GazaTta Ha 1abopaTopHM TECTOBE H KNHHUYHK
Mperiaeau.

Toil KaTO NpU onpeac/icH Opoil MAlMEeHTH WMa MoBuierH koHUenTpaimu Ha Ty n Ty Gasanuara
CePYMHA KOHUCHTPAIMA HA TUPEOCTHMYJIMPALIHS XOPMOH OCHIYpiABa NO-HAASKIHA OCHOBA 34
MOCOMEHHT K¥pe HA JIeYEHME.

TupeoraHaTa XopMOHANHA TepanuA TPSOBa Aa ce 3al04HE C HUCKA 1033 U MOCTENCHHO a ce yBe/Intasa
Ha BCEKM 2 10 4 cenMuuM 10 NOCTHIaHE Ha OKOHYATEHATA 3aMEeCcTBALLA F03A.

HTeducmpriniva NOVIGLUA
[Tpu HOBOPOIACHH H KLPMAYETA € BPOJAEH XHMOTHPEOHAHIBM, IMPH KOHTO € BAKHO Obp30TO 3aMECTBAHE,

KIMHUUHHTE TAHHM M HUBATA HA THpoMaHMs xopmoH U TCX.
KoraTo NpH nalMeHTH B CTAPUYEcKa Bh3PacT, (PH NalMeHTH ¢ KOPOHAPHO ChpIe



noza (Hanpumep 12.5 mukporpama/meH), KOATO cield TOBa [a ¢e NoBuinasa GaBHO W Ha TONEMH
WHTEpBANN (HANPUMEP MOCTENEHHO MOBMIIABAHE HA f03aTa Ha BCekH ABe ceamuum ¢ 12,5
MUKPOTpaMa/ten ). 11py1 MECTO W3CIEIBAHE Ha THPEOH/THHTE XOpMOHH, BB3MOKHO € f1a €€ HasHa1K 1033,
NO-HHCKA OT ONTHMANIHATA, OCHTYPABAILA HAMBAHO 3aMECTHTE/IHATA TEPAMHA, BBIPCKH Y& TOBA MOKE
Ja He JIOREIE 10 I'hJiHa KOPEKUWA Ha HURaTta Ha TCX.

OnHUTHT NOKA3RA. UL MO-HUCKH A03H ¢a AOCTATHLYHH 3a MeYeHHETO HA MAUHUCHTH ¢ HHCKO TEMIO HIIH npyu
NAUHMECHTH € FOIAMa HOAO3HA CTPYMA.




TMokazaunne IMMpenoprunTEnHa 2032
(MHKpOIrpaMa TeBOTHPOKCUH HATPHIA/THEBHO)
Jleuenue Ha nobpokadecTBeHA 75 - 200
EYTHPEOMIHA CTPYMa
[Tpodwinaktuka na peUMAHE clen 75 - 200
ONEPALIMA HA CYTHPEOHAHA CTPYMa
3aMeCcTHTETHO JICUEHHE HA
XHMOTUPEOH,THILM NPH BB3IPACTHH
- Havalina 103a 25-50
- MOUIbPIKALIA 1033 100 - 200
3aMeCTHTCIHO NCHCHHE Ha
XMMOTHPCOUIHIEM MPH AeHa
- HAvaia Jlo3a 12.5-50
- HoAdbpiEKala 103a 100 - 150 MukporpaMa/m? Te/IeCHa MOBBPXHOCT
CoNbTCTRANA TEPANHA MPH MedeH e 50 - 100
Ha XMIEPTHPCOMTHIEM C
TUPEOCTATHUH
CynpecHBHO Ae4€HHE Ha KAPLIHHOM 150 - 300
HA LLHTORWTHATA KIe3a
Ceavuua 4 | Ceamuua 3 | Ceamnna 2 | Ceamuua |
JIHarHOCTHUHO HPUIOMKEHHE 32
, npeau npeau npenu npeAu
CYTIPECHBHO WICNC1BaHE HA
mcnenpa- | wicnemsa- | mscnenpa- | M3cnenBa-
WHUTOBUIHATA kI1€3a
HETO HETO HETO HETO
Eytipoke |- |- | Tabn./pen | | Tadn./nen
200
MHEKpOrpaMa
EvTupoke 2 tabn./aew |2 Tatn./nen
100
MHKpOrpaMa
Eytupokc 172 1/2 | Tabn./neH | | Tabm./nen
150 tabn/aen | Tabn./men
MHKpOrpama

HaulH Ha NMPHAOKEHHE

JIHepHUTE 03U MOraT jga ObJaT JaBaHH PR ENHOKpATEH fIPHEM.

IlpueMane: KaTo CAHOKPATHA AHEBHA 1033 CYTPHH, HA INAJHO, IMOMOBMH Yac NPEiH 3aKyCKa, 3d
APEAMOUHTAHE C MAIKG KOMHUECTBO TEYHOCT (HapUMep MONOBHH Yalua BOAA).

KoupMaueTtata NojvdapaT LANATA [HEBHA 1033 HABEAWBXK Had-Manko 30 MHHYTH Mpein MbpeoTo
TETTEL TSR

xpanetie 3a Aens. TadneTkute Tpadpa Aa ce PasTBOPAT B MANKO BOAA H N10/1yIEHATE £F

ce NMPUroTeA HENOCPEICTBEHO ITpein ynoTpeda, aa ce npHeMe ¢ ROITbAHHTENHO KL '

HPOJLH}KHTGJIHOCTTEI Ha nevdeHHeTo OOHKHOBEHO € 34 LIS JKUBOT [pY CNYYaAHTY
XHNOTHPCOHTAIBM H CNEd CTPYMEKTOMUA HITK THPEOHAEKTOMMA, H 32 NpeAoTEpa
cneq onepaTiBHO OTCTPAaHABAHE Ha CYTUpPEOHAHA CTPYMA. ChIOBTCTRALIIATA Tepd



XHIEPTHPCOMANIBM CNICA 1TOCTUIAHE HA €YTHPEOHICH CTaTyC € MOKa3aHa 3a Mepuoia, rnpes KOHTO ¢e
npueMa aHTHTHPEOWUANOTO IEKApCTBEHO CPCACTRO.

[pu no6pokauce IBeHa CYTHPEOHAHA CTPYMa € HeoBXOAMMO JIeYeHHETO 1a MPOIbLIKH OT 6 Meceta 10
2 roAMHH. AKO MCIHKAMEHTO3HOTO [ICUYEHME He € JAOCTATBUHO Npe3 TO3H nepHoa, Tpadea ja ce
NPeanpHEMe XUPYPrHuHa HHTEPREHUMA HITH PAAHOTEPAIIHA ¢ Ho.

4.3 lporHBonoKazanus

- CBpPBLXUYRCTBHTENHOCT KbM aKTHBHOTO BEIMECTBO WIH KBbM HAKOE OT [MOMOIIHHTE BEUICCTRA,
Nocouenn B ToUKa 6.1, .

- HenekyBana HeTOCTATHUHOCT Ha HanGBOpeyuHaTa #JIe3a W Ha XxUnodH3aTa, KaKTO | HEJICKyBaHa
THPEOTOKCHKORA.

- Jeuenmne ¢ LEyrupoke ve Tpabpa Oa ce 3anodBa nNpd oCcThp HH(apKT Ha MHOKapia, OCTbp
MHOKAPIHT W OCTHP NaHKapauT.

- [To mpeve na OpeMeHHOCT HE € MMoKazaHa KOMOWHHpaHa Tepanvis C JEBOTHPOKCHH H
AHTHTHPEOUIEH AreHT 3a leYeHUe Ha XHIEPTHPEOUIH3BM (BHOK ToHKa 4.0).

4.4 Coemmajnu npeTynpexIeHus H NPEANAZHH MepKH NPH yHoTpeda

Ilpeau 3anourave Ha Tepanus ¢ THPEOMAHM XOPMOHH WM Mpeld CYHPECHBHO W3CICABAHE Ha
LWIMTOBHAHATA JKII€3a TPAOBA N4 CE M3KTIOUAT WIIH JIEKYBaT cIeHATE 3a00/ABaAHHA HITH MCIHUMHCKH
CBLCTOSHHS KOPOHAPHA HEJOCTATHLUHOCT, CTEHOKApIWA, aTepOCKNepo3a, XMNEePTOHUS, XunodusapHa
HEA0CTATLUHOCT, HAAGBOPEUHa HEJOCTATBUHOCT. THPEOM/IHATA ABTOHOMUA ChbIO TpAGRa Ja Obae
HZKJTEOUEHA HITW ICKYBAHA NPEIH 3aM0UBaHe Ha TEpanua ¢ THPCOWAHH XOPMOHH.

[Tpy MHUUMKMpPAHC HA TEPanus ¢ JCBOTHPOKCHH NPH NALUMEHTH, H3IOKCHH Ha PUCK OT NCHXOTH4YHA
PA3CTPORCTA, CC MPCIOPBUBA a CE 3aMOYHE ¢ HUCKA 034 JIEBOTHPOKCUH M 0aBHO 1a ce YBen4u
J03a1a B HAUATO0TO HA TepanuaTa. lIpenopbusa ce MOHHTOPUHT HAa NTALMEHTA. AKO ¢e NOABAT NPU3HALK
HA LICHXMUHY pascTpolicTea, TpSGBA aa ce o0OMHUCIH aJaNTUPAHE Ha JO3ATA HA JIeBOTHPOKCHH.

led MauHMeHTH < KOPOHAPHA HEAOCTATEYHOCT, CHpPACHHA HeJOCTATHYHOCT HJIH TaXHKApOHaJIHa
APHTMHUA TpﬂﬁBa na ce uzdarea JA0pH H cnad NeKapCTBCHO NPEAH3IBHKAH XHOCPTUPCOHIHIEM. 3aToRa B
Te3H CNYUAH THPCONIHHTE XOPMOHANHH MOKa3aTC/H Tp5l6B'c'l Ia ce M3cneaBarT vecTo.

B ciyyail Ha BTOpHYEH XMNOTHPEOUIH3BM, MPUUYHHATA TpAGBa Aa ce ONpe/leNlH Mpeay HaualoTo Ha
JAMECTHTENIHATA TCpankid W, ako € HeoOXOoAWMO, Ja €& 3anayHe 3aMEeCTHTENTHO JIEHCHHWE 33
KOMIEHCHPaHe Ha HaOLOpe HaTa HEA0CTATBYHOCT,

KoraTo ce mpeanonara THpeoHaHa aBTOHOMM, TpsGBa Aa ce npobele TRH TecT wim 1a ce Hanpasy
CYMPECHBHA CLUMHTHI DA NTPEAH JIEUEHHETO.

XeMOAHHAMUHNTE NapaMeTpy TpiaOBa Ja ce NPOoCTedBaT [IPY 3aMo4BaHe Ha TEPAMHA ¢ ICBOTHPOKCHH
[IpH NpekIeBPEMEHHO POJEHH AELA ¢ MHOTO HHCKO TEro TPH POKIAHETO, 3apaad BEPOATHOCT OT
BL3HMKBAHE HA LIHPKY.IATOPEH KOMANC Mopaan Hespana GyHKLMA Ha HanGeopeunnTe xesu.[Ipu sxkenn
B MOCTMEHONAY3a ¢ XWIOTHPEOWIHILM M MOBHIIEH PHCK OT ocTeornopesa Tpadea na ce H36Areat
CynpadH3MONOr N CCPYMRM HHBA Ha NEBOTHPOKCHH H 3aTOBA TMPEOUIHATA (hYHKLHA TpabBa na ce
H3CNIeABA PEAOBHO.

HCBOTHPO}(CHII HC TpilﬁBEl Aa €€ Ha3zHa4vaga npH XHOEPTHPEOHIHH CBECTOAHHA, OC
JieyeHue Mo BpEeMe Ha AHTHTHPECHAHA Tepanui Ha XHMNEPTHPCOHOHIBM.

TupeoHaHKTe XOPMOHM He TpalBa fa ce TipHeMar 3a HAMAIABAHE HA TCTI\VWED.\IM
[ALMEHTH ASUEHNETO C ICBOTHPOKCHH HE BOJM A0 HaManspaHe Ha Ternoto. [TQ\Buchy
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BUCOKH [103H Hie Tpadea 14 ce KoMOUHUpA ¢ OTpPEAENeHH NEKApCTBCHH BELUSCTBA 33 HAMANABAHEC Ha
TErIoTo, HAMP. CHMNATOMUMETHLM (B ToUka 4.9).

AKO ce Hanara CMsHA HA TepanuaTa © ApYr JIEKApCTREH MPOAYKT, ChALpKAUl NEBOTHPOKCHH,
JATBLIKHTENHO C€ TPOBEXKAA BHAMATENHO HaGMloNleHue, BKIIOYBANIO KIMHWYEH W GHONOrHYCH
MOHUTOPHHI 110 BPCME HA NPEXOHMA MEPHO, TIOPaAM NOTEHUHATEH PHCK OT THPEOHAEH JuchaaHc.
Fpy HaKkOUW natMeHTH 61 MOIIIO 2 ¢e HAMOKH KOPHIHpaHe Ha 103aTa.

XMIOTHPEOHHIbM W/ WAH HAMAJIEH KOHTPOJI Ha XMIOTHPEOMAWIBM MOXKE a4 HACTBITH, KOrate
OPJIHCTAT K NEBOTHPOKCHH C€ NpWarat CAHOBpeMcHHO (Bmk Touka 4.5). TlauuenTw, npuemaiuu
ACBOTHPQKCHH, TPa0Ba /i ¢@ KOHCYATHPAT © JeKap NPeH A3 3aM04HaT WIH 14 NpeyCTAHOBAT JICHCHHE
C OPAUCTAT, ThH KATO MOsKE /13 C& HAJI0HKH OPTUCTAT M IeBOTHPOKCHH 12 €€ NPHEMAT [10 Pas/IMHHO BpeMe
M3 € HeoDXOMMMO JI03ATa HA JEBOTHPOKCHH na Obje aganthpana. Oced TOBa ¢ NPenopbuBa
MOHHTOPHPAHE HA FatlHeHT4 Ype3 NPOBEpKa Ha XOPMOHANTHHTE HHBA B CCpyMa.

3a AMaGeTHIIM 1 MAlMEHTH HA AHTHKOAryNaHTHA TEPaNuA, BHK Touka 4.5.

Hosauasaue na .705()[)6(117(}[JHM U3CICOCAHUA

BHOTHHBT MOYE 14 TTOBANSAE BhPXY TOMHOCTTA HA HMYHOIOTHUHHTE U3CTIEABAHHA HA (hYHKLMATA HA
WHTOBMIHATA AJIE3A. KOUTO C€ OCHOBABAT HA B3aHMOJEHCTBHETO OHOTHH/CTPENITABUINHH, KOETO BOAH
10 $anmUBo MOHWKaBaHe AN GATIIHBO NORHLIABAHE HA PE3YATATHTE OT M3CIENBAHHATA, PHCKET OT
NOBJIMABAHE €€ VBEIMUARA C YBEIHUYABAHE HA I0O3HTE OHOTHH.

TlpH ThAKYRAHE HA PE3YNTATHTE OT NaBopaTopHUTe H3CIeABaHHA TPAOBA Ja ce B3eMe MO BHHMAaHHe
BB3MOKHOTO BIIMSHUC Ha GHOTHHA, oco0eHo ako ce Habnwaasa JIMNCA HA CHOTBETCTBUE C KITHHHYHATA
H3sBa.

MMpy NAUKEHTH. KOHTO MPHEMaT NPOAYKTH, ChIbpiKallld GHOTUH, TafopaTOPHUAT NepeoHal Tpabea fa
6bae MH(OPMUPAH NPH UCKaHE 33 H3ceaBade Ha GyHKUMATA HA WMTOBHIHATA XKIle3a. AKO €
Bb3MOKHO, TPADRA A2 Ce HANPABAT ANTCPHATHEHH HICJSIBAHHA, KOUTO HE €a TYBCTBHTENHH KbM
NMOBAMABAHE 0T OHOTHH. (Bk. Touka 4.5)

Tora NeKapcTBO ChALPAA NMo-Manko ot 1 mmol Hatpuit (23 mg) 3a TabneTka, T.e. MOMKE /14 CC KAKE,
4e NPaKTHYECKH HE ChILPIKa HATPUIL.

4.5 BiaumoaciicTBHE ¢ IPYIH JIEKAPCTEEHH OPOAYKTH H APYTH ¢opMHA HA B3aHMoJeHCTBHE
Aumuduademui cpedeimea:

.HEBOTH[JOKCI/]H MOXE Ta HAMaTH ed}EKTﬂ Ha aHTHﬂ,HaﬁeTHHTE cpencTsa. 3aroea [IpH 3an04BaHe Ha
Tepanus ¢ THPEGHIAHH XOPMOHH TpHGBa Ja ¢e M3CeBA YeCTO HEBOTO HA KPpBRHATA 3axap H, aKo ¢
HEeoOX0auMO, 1a ce alanTHpa Jo03aTa Ha aHTPLZlHﬂ6CTHOTO CpeacTBo.

Kymapunost npouseoon:

EdexThT OT aHTMKDArysIaHTHATA Tepanus MOXKE Jia ¢¢ MOBHLIH, ThHA KaTo AeBOTHPOKCHH HIMCCTBA
AHTHKOATYJIAHTHWTE NIEKAPCTBA OT TUIA3MEHUTE DPOTEMHH KOETO MOXKE Ja MOBHLIM pHUCKA OT
kpbrOoM3nue, Haop. [ [HC uax racTpoOMHTECTHHATTHO KbpBEHE, NO-CNEUHATHO NPH BE3PacTHY NAUMEHTH.
3aTORA NPM 3aN0URAHE H 0 BPEME Ha CHIBTCTBALNA TEPANHA € HEOOX0AUMO PEIOBHO 114 ce NPOBepABaT
KOAryNauHOHHNATE NapaMeTpH. AKO € HeOOXOJIMMO, J034aTa HA aHTHKOAHTHKOAryIaHTHOTO JIEKAapCTEO
TpaOBa 71a ce ananTupa.

Ipomeasnu unxudumaopu.




[TpoTeazHUTe MHXUOHTOPH (HAND. PUTOHABMP, HHIMHARMP, TONHHARYD) MOKE 11 NOBIUAAT eekTa Ha
nesotnpokenn. Tlpenopbusa ce CTPUKTHO HabMioapaHe Ha HWBaTa Ha TMpoaHuTE XopMoHH. [Ipu
HEOBXOIMMOCT. 102dTa Ha JICBOTHPOKCHH TpAOBa Aa Obe KOpHrHpaHa.

Denvumaonn:

DEeHUTONH MOKC fa NoBIMge HA edekTa HA MeBOTHPOKCHH 4pe3 M3MECTBAHC Ha JICBOTHUPOKCHAA OT
MNAasMEHHTE 1POTCHHU. KOETO Ja Aosene no noeuineHa ¢paxuns Ha tT4 u fT3. Ot apyra crpana
heHHTOHH YBEIMUana MeTaloIH3MPAHETO Ha JIEBOTHPOKCHHA B YepHUA aApod, [Ipenopbusa c€ CTPHKTHO
MPOCNEAABAHC HUBATA HA TUPOHAHHA XOPMOH.

Xoaecm UpCLLn, XOOecinod!

[preMbT Ha HOHOOGMENHH CMOIH, KAaTO XOMECTHPaMMH H Xo/lecTHTION, notucka aGcopbumara Ha
NEROTHPOKCHH 1TATPHIA. 3aTOBA TEBOTHPOKCHH HATPHHA TPAOBA N2 ce B3ema 4-5 vaca IpeIu NPHEMAHETO
HA TAKHBA APHIYKTH.

A.’l)-’,l‘illHH(‘!‘()’H, HOCHRAZHU W KQATYUecH COTH

3a anyMHMHHI CbIALPKALIMTE eKapcTBa (anTauMau, cykpandar) HMa CboOISHHS B THTEPATYPATa, e
ca MOTEHUMANHO HaMmanseamm efekTa Ha JEBOTHPOKCHH. 3aToBa NEKapeTsata, ChbAbDKAUIH
NEBOTHPOKCHH, TpsbBa fla ce MPHeMar Hal-Malko 2 yaca TIpelH TPHEMA HA ATYMHMHHH ChAbpPKALIH
JICKAPCTEA.

CbIIOTO BaXM W 34 JICKAPCTBATA, ChPIKALLK JKEJIE3HH H KATIHERH COJTH.

Caruyierany, duxyvapos, (hyposewud, krodutpan:

Canuupinati, AMKy vapos, GpyposeMu BbB BHCOKH 1031 (250 mg), knouOpat, H Apyrd cyOcTaHIHK
MOraT 1a U3MCCTAT JEBOTHPOKCHH HATPHI OT INA3MEHNUTE NPOTEHHU U B PE3YITAT [a C¢ MOBHLLIH Ty
dpakumraTa.

Huxudumopu wa npomonnama nowna (PPI).

EnnoepemennoTo npunoxenue ¢ PPI moxe 1a nosese 1o HaMansipaHe Ha abcopbumaTa Ha
TUPEOUTHHTE XOPMOHK NOPaIH NMOBHILABAKE Ha cToMaluHoTo pH, MpH4kHeHo oT PPL

[Mpu CHITLTCTBAIND JEUEHHUE C¢ TIPEMOPbUBa PEAOBHO NIPOCTEAABaHE Ha GYHKIMATA HA HIMTOBKAHATA
sKIIe3a M Kunudio Habmoaeare, Moske a ce HamoKH NOBHIIAREHE Ha J03aTa Ha THPEOHHUTE
XOPMOHH.

Tpa®pa fa ¢e BIMMaBa U NPH CIIMpaHe Ha Jedennero ¢ PPL

Opanicmant.
XHUNOTUPEOHIHIBM WHIN HaMalleH KOHTPON Ha XHNOTHPCOMAH3BM MOMKE 1d HACTBIH, ROTaTo

OPITHCTAT H JICROTHPOKCHH C€ NPHEMAT O eHO M Chilo Bpeme. Tosa MOXKe Aa CC 1bJKH HA HAMAIERa
aBeopBumrs Ha HOANKH CONH 1/ HTH NTEBOTHPOKCHH,

Cegerawep:




HH,\'l(éf.ﬂ??(}]?U H IHPORHNKUHA3ARI

HMHXUOUTOPHUTE 1A THPOIMHKHHA3ATA (HAMP. HMATHHWG, CYHHTHHHG) MOFaT 1a HAMANST epHKacHOCTTA
Ha IEBOTUPOKCHH, 3aTOBaA Ce MPEnopbUBa MALMEHTHTE Ja ce NPOCNENABaT 3a NMPOMEHK B THPOHAHATA
(PYHKUMA B HAYANOTO MW B Kpas Ha CHIOBTCTBAWOTO NMedeHHe. AKO € HeoBxoaumo Tpabea aa ce
amanTHpa 403aTa HA NEBOTHPOKCHHA.

Tporamuoypayil, »TOROKOPMUKOUOU, Dema-CUMIamoIumuy, auuo0apor u HOO ChOBPHCAIYY
PEHRIPCHOKOHIIDUCITIHUY CPEOCTIRA.

Te3u BewecTra HHNHOUpaT nepupepHoTo Mpespbiiane Ha Ty b T

MNopaan BUCOKOTO CH ChAbIKAHHE HA HOJA, AMHOJAPOH MOXe Ja ApeIu3BHKA XHNCPTHPEOUIHIBM,
KAKTO H XHHOTHPeoMaMIbM. OcoBeHo BHUMAHHE ¢ [IpelopbyBa B CMy4Yad Ha HOAO3Ha ryla ¢
BBIMOAKHA HEVCTAHOREHA ABTOHOMMS.

Cepmpatun, X1opoXun/npoceanul;
Tean seLecTra HaMaIARaT ¢yUKACHOCTTA HA NEBOTHPOKCHH M MOBMLIABAT cepyMHUTE HUBa Ha TSH.
Herapemeenu ppocdvEmy, HHOVYUPAUIY eH3UMURE!

Edpektu Ha nekapcTpaTa, HHAYUMpALH L#ToXpoM P-450: EH3UMHO-HHAYUMpAllH NE€KapeTea, Kato
HanpuMep DapOHTYpaTHTE MAM  KapdamazenuH WAd MPOAYKTH, ChbAbpAKAWM SKBAT KaHTApHOH
{Hypericum perforatum L.), MOzKe 1a NOBHLIAT HEPHOAPOOHHA KITUPBHC HA NEBOTHPOKCHH, KOSTC BOIH
A0 HAMATABAHE HA CEPYMHHTE KOHUEHTPALHH HA THPEOHIHHA XOPMOH.

CnegosaTenHo MALHEHTHTE HA 3aMeCTHTENHA TEPANHA ¢ TUPEOHIHU XOPMOHH MOXKE 14 C& HYIKNAAT oT
VBEMMUABAHE 114 103aTa HA THPEOHIHHA XOPMOH, aKO TE€3H MPOAYKTH CE NPHIAraT eIHOBPEMEHHO.

Fempocenu:

JKeHM, KOHTO Winon3ear CCTPOrCH ChIBHKAIIH KOHTPAUCTITHBH WY KEHHU B ITOCTMEHOIAY3a, KOUTO
€a Ha XOPMOHOZaMECTHTENIHA Tepartii, MOraT 1a vMart MOBHIICHA HYKAA OT JICBOTHPOKCHH.

CUpedunenua, ChobPNCU cos.

CheAHHEHNSTA, ChIbLPAKALIH COAl, MOTAT Ja HaManaT upesHaTa aGcopOiMs Ha TEBOTHPOKCHH. 3aToBa
MOJKE J1a € HEOOXOAMMO afanTUpaHe Ha 1o3aTa Ha EyTHPOKC, MO-CNeUHATHO B HAYAIOTO HITH cliel
APEKPATABAHE HA IPHEMA HA COEBH XPaHUTENHH 100aBKH.

Hosruasaie 1y 10GopamopHl u3c1808aHUA

BHOTHITLT MOZKE 712 MOBJIHAE BbPXY TOUHOCTTA HA HMYHONIOMHUHHTE H3C/E/IBAHUA Ha (PYHKUHATA Ha
WIHTORM/THATA KN€34. KOUTO €€ OCHOBABAT HA B3aUMOACHCTBHETO OHOTHH/CTPETITABHIKH, KOSTO BOIH
10 hanwrro NoHKKABaHe WKW GamUMBO NOBHIIABAHE HA PE3YNITATHTE OT H3CICABANUATA (BK. TOUKA
4.4).

4.6 @eprundTer, HPEMEHHOCT H KEPMeHe

JNeuennero ¢ [ICROTHPOKCHH Tpabea Ja €€ NpOBSKIA NOCNCIOBATETHO, ocobe
GpemeHHOCT M Kbhpmene. [To Bpeme Ha OpeMEHHOCT J0pH MOXKE Aa € HeoOXxoIH
aosara.
Twit KATO MOKE /3 CC M0ABK NOBHINABAHE Ha cepyMHMTE HMBa Ha TCX mo Bp
ce/MHIA, DPEMEHIUTE KEHH, NpUEMAaln TeBOTHPOKCHH, TpAOBa Ja mpocieas




Mpe3 BCEKH TPHMCCTHP. 33 /14 Ce NOTBbPAM He CepyYMHATE HMBA Ha MaiuHua TCX nonana B rpaH{unTe
Ha pediePeHTHHTE CTORHOCTH 33 ChOTBETHHS TPHMECTBP OT GpeMEHHOCTTA. [ToBHLIeHHTE CepYMHH HUBA
na TCX Tpabea 1a ce KOPUIMpaT C NOBMILABAHE HA 103aTa HA EBOTHPOKCHH, T KaTo Cile]l pOAHIHNTE
nuga Ha TCX ca nogodiiu Ha HUBaATa My Npeay 3abpeMeHsaBaHe, CIIel pakAaHe A03aTa Ha ICBOTHPOKCHH
Tpadea He3abaBlio f1a ce BhpHe A0 TasH Npeau 3adpemenasate. CepyMirte nupa Ha TCX Tpabea 1a ce
u3cneaeat 0-8 ccammuili Cilell pakaaHeTo.

bpemMeHnocT
OnMTeET NOKa3Ba, Ye HAMA JOKA3aTe/ICTBA 33 JEKApPCTBEHO HHAYLIHPaHH TEpaTOTEHHOCT H/HTH

GETOTOKCUUHOCT MPH XOPa NpH NpenopbYaHrTe TEPANCBTHUHH 1030BH HMBA, H3KTIOUHTEHO BHCOKH
1024 NEBOTHPOKCHH T10 BpEMe HA GpeMeHHOCT MOTaT Ja HMAaT OTpHlATeNeH edekT BBpPXY (PeTaTHOTO K
MOCTHATATHO PA3BHTHE.

l_lpH GPGMEHHDCT HC ¢ NOKa3aHo I{OM6HHHpaHO JeYeHHE HA XHIOCPTHPEOWMAHM3IBM C JIEBOTHPOKCHH H
AHTHTUPEOWUIHH CPE/ICTRA. Takara KOMGHH&HHH e H3UCKBa MO-BHCOKH J03H AHTHTHPCOHIHH
CpeaCTRA, 34 KOHUTO € H3BCCTHO, 4¢ HpEMHHaBaT npes3 rnaueHrara i npuYyHHsBaT XHINIOTHUPEOUINW3IBM Ha
KbpMayeTo.

JIHarHOCTHUHMTC TECTOBE ¢ THPEOMAHA cylpecHs He Tpabea ma Ce OpOBEKIAT NO BPEME HA
OPEMEHHOCT. Thil KATO NPUIIKEHHETO HA PAIHOAKTUBHH BELHECTBA [IPH OPEMEHHH € NPOTHRONOKA3aHO.

Knpmene
JIeBROTUPOKCHH Ce OT/1e1 ¢ KbpPMATa 110 BPEME HA KbPMEHE, HO KOHIEHTPALMHTE, KOMTO C& OCTHIaT

MpH MPENOpLUAHHTE TEPANEBTHUHHA JIO3M, He ca JOCTarbyHH  JAa MPHUMHAT PasBUTHE Ha
XHIEPTHPEOUIHIBM WIIH A MOTHCHAT cekpelinata Ha TCXMpH KbpMaseTo.

4.7  EdexTn Bpxy cnocodHOCTTA 33 modupane B padora ¢ MalIHHY

He ca npoBeskTaHu ApoyYEaHnA 3a eleKTHTE BEPXY CNocoOHOCTTa 3a Wodupane ¥ paboTa ¢ MallHHK.
Ho Toil KaTo NeBOTHPOKCHH @ CLLUIMAT KATO €CTECTBEHO ChILECTBYBALIHA THPEOHAEH XOPMOH, HE cC
ouaksa EyTupoke aa nosnusea criocoGHOCTTA 3a wodHpare v paboTa ¢ MallHHH.

4.8 HexenaHn NIeKApPCTBeHH PEAKIHH

Korato ce NpeBHIIH HHIMBUIYANHATA [PAHKLA HA NOHOCHMOCT KEM JIEBOTHPOKCHH HATPHH MK Cllenl
Mpeno3HpaHe € BhiMokHO Ja ce HadnioJaBar CAeJHHTE KIHHWYHH CHMAOTOMM, THIIMYHH 34
XMIMepTHPeOnIuiMa, 0cobeno ako 1o3aTa ¢ MOBWLIEHA TBBPAS OBP30 B HAYANOTO HA JIEUEHWETO!
ChPIEUHM APUTMMM {nanp. aTpuaiHa (PUOPHIALMA M EKCTPACHCTONK), TaXUKAP/IHA, cbplieOreHe,
AMCUHOZHK  [IPHCTLIM, raBofonve, MYCKY/JHa c¢nabocT W KpamIH, 3ayepBsiBaHe, [OBHIICHA
TEMNEpATYPa. MOBPbLIAHE, MEHCTPYaIHH HapYLUEHHA, NCEBAOTYMOp Ha  MO3bKA, TpeMop,
HecToKoHcTBHE, BE3ChHHE, NPEKOMEPHO H3NOTABAHE, 3aryfa Ha Terno, AdapHs.

B takMpa ¢lyuaud AHeBHaTa A03a TpaOBa Aa ce HAMAJTH HAH JIEKAPCTBOTO 1a €€ CIPE 33 HAKOIIKO JIHH.
Crea W3uesBaHe 1A HOKENAHHTE PeaklHM JICHEHHCTO MOMKE BHMMATENHO J1a C€ 3amno4He OTHOBO.

B cnyuaki Ha cBPbXUYRCTBMTENHOCT KbM HAKOS OT CheTaBkHTE HA EyTHpoKke Moxe na ce Habrogasat
allepriuHK peakiii. 0co0eHO Ha KoKaTa M Ha JMXATe/IHWTE NbTuila. ChobIUeHH ca clyqa Ha
aHryuoeaema.

Crofu@pane Ha No103HPAHH HEXKEIAHH PCAKITHH
ChoBwasaHeTo Ha NoANIHPaHA HeXKeNaHH peakuHy ciiell pa3pellaBaHe 3a yrnoTpeda
NPOAYKT € BakHO. ToBa Mo3ponska Aa MpPOIB/IKH HAOIOOEHHETO HAa CHOTHOLUEH
nexkapcrieHus NpoykT. OT MEAUUMHCKHTE CICHHATHCTH CC H3HCKBA 113 ceOOIAB
HekeNaHa peaki|s upes MansaHurenna arcHiUus no JICKapeTeara, yi. Jlams
Codua, Ten.: +35928903417, yebeadir: www.bda.bg .




4.9 Tlpexoznpane

foerwenoTo nueo Ha Ts e No-HaJeKEeH HHINKATOP 34 MPEA03HpaHe, OTKOAKGTO NOBHUIEHHTE HHBA
Ha Ty vnm T4,

Cnen npeaosupaiic ce Habm0aBpaT CHMATOMH Ha PA3KO MOBHILABAHE CKOPOCTTA Ha MeTabONMTHUTE
npotecH (eux Touka 4.8).

B 2aBHCUMOCT OT CTETICHTA HA NPEAO3MpaHe & NPEMOPhYBA JICHCHHUETO ¢ TabNeTKUTE fa ObAe CpAHO
M /1a C€ HANPABAT W3CICABAHHUS.

CHMIITOMHMTE HA WHTEHZMBHH OETA-CHMAATHKOMUMETHYHM e(ieKTH, KaTo TaxHKapius, TPEBOAHOCT,
pH30YA M XMIEPKUHC3US, MOTaT Aa 6BIaT NoBNHIHH 0T OeTa-Onokepu. Cnen IpeKaieHo BUCOKH J03H
MOKE Ja ce M3N0a3Ba nnasMadepesa.

an npeapasinolokeHd NautdHeHTH ca Haﬁﬂ}O,ElaBaHH HIOMHpaHK CIy4Yad Ha MnpHOaabLlH, KOraTto €
APEBHINICH MHIMBHYATHHA 10308 TOACpaHC.

ﬂpe:lozhpaHeTo HA ICBOTHPOKCHH MOKE 1a JOBEAC J0 CHMITTOMMK Ha XHAEPTHPCOUIHIBM H 10 OCTPA
ICHX034, 0CoBeHo ITPH MALHCHTH ¢ PHCK OT OCHXHYHH paac:Tpoﬁc:TBa.

ChoOIUeHn ca IMKOAKO CJIyYas Ha BHesamHa ChbpledHa CMBPT {IpH MaUHeHTH ¢ AbArOrojviliHa
3n0ynoTpeda ¢ ReROTHPOKCHH.

5.  ®APMAKO.JIOI'AYHHW CROHCTBA
5.1 dapmakoIHHAMHYHH CROHCTBA
MapMakorTepancBTHUHA rpyna:; TUPEOWIHH XOPMOHH
ATC kom: HOZA A0

CHMHTETUUHHSAT NEROTHPOKCHH, ChABPKaw ce 8 EyTvpoke, Ma Chiua epeKT KaTO €CTCCTREHHS MaBeH
XOPMOH, OTHENAIl OT NIMTOBMAHATA %ule3a. Toi ce npespsiua B T: B MepUPEPHHTE OPFaHH H, KAKTO
€HAOTEHHHS XOPMOH, OKA3Ba cneLM(uHOTO cH AeticTrre BbpXy Ts peuenTopuTe. OpraiM3MbT HE € B
CHCTOAHWE 4 PA%IMYH CHIOMEHHUSA OT eK30MeHHHA IEBOTHPOKCHH.

5.2 @apmMakoKHHCTHYHH CBOHCTBA

Mpi Nepopania NPUIOKeHHE TEBOTHPOKCHH ce abcopbupa NOYTH HATLIHO B FOPHOTO THHKO uepso. B
3ABMCUMOCT OT rasicHoata qopMa aGeopGumara my goctura 10 80 %. Toa ¢ ApUOAH3MTENHO 5 110 6
yaca.

Cnep Nepopanio UpHAOKEHHE HAYATOTO Ha JefACTBHETO ce Habmoaasa ¢iel 3-5 gou. JIeBOTHPOKCHH
CE CBBP3RA B M3KIOUWTCITHO BUCOKA CTereH, okono 99,97 %, cie crielndHuHK TPaHCIOPTHH POTEHHH.
To3H NpOTENH XOPMOHATEH KOMIUIEKC He € KOBAJIEHTEH M 3aT0BA CBBP3aHHAT XOPMOH B Tla3sMara ¢ &
HEMPEKLEHATA H MIOTO Obp3a pa3MaHa ¢ (PPaKIHATA Ha CBOBOTHHS XOPMOH.

Mopaau BucoKara CTCNEH Ha CBBP3IBAHE ¢ MPOTEHHHTE, TEBOTHPOKCHH HE CE OTASA MPH XeMOIHalIN3a
U 1IPH XeMoTepihy snst.

BpeMeTo Ha NOJIYKUBOT Ha NEBOTHpOKCHH € cpeano 7 anu. [Tpy xuneprupeonan
AHK), & TIPH XMIOTHPEOHAMIBM € Mo-ABaro (npudnuiutento 9-10 auu). Qe
BB2IH3a Ha okoao [0-12 1. YepHaar apod cuaspka 1/3 OT wennsd ekcTpaTupeo
KOHTO 6BpP30 cE pa3MCHS C NeBOTHPOKCHHA B cepyMa. THPEOHAHHTE XOPM



OCHOBHO B ucpiMa apod, 5u0peunTe, Mo3BKa U MyckynuTe. MetabonnTnTe ce OTAENAT ¢ ypHHaTa H
Pexanuure. MuanusT MeTaboTMTeH KIWPHLHC HA EBOTHPOKCHH e okono 1,2 | nnasma/aeH.

5.3 IlpeaxkTHnHYIH AaHHH 3a GelonacHocT

Ocmpa MORCUMHOCTT:
JIeBOTHPOKCHH UMa MIOIO HUCKA OCTPa TOKCHYHOCT.

Xp(}HII‘lHU IOXCUHYHOCITE

XpoHuunata TOKCHYHOCT Ha NEBOTHPOKCHH € OWa U3CNIENIBaHa MPH pa3iuYH{ JKHBOTHHCKH BHAOBE
{nabX, Kyue). [Ipn BUCOKK A03M, MPH TUTLXOBE ca HAOMIOJABAHK NPHIHALIA HAa XeNaTonaTH:, NOBUIICHA
YeCTOTa Ha  CHOHTAHHWTEe  Hedpo3y, KaKTo M [OpaOMeHH B TErMOTO  Ha  OpUdHHTE.

Penpodyrmuanu IOKCULHOC.!
He ca npoBesiati HICIEeABAHHA HA peNpoAYKTHBHATA TOKCHYHOCT MPH JKHBOTHH.

Mymacennocm:

Hama Hanuuna mudopMalMd B Ta3d Hacoka. 3acera HAMAa HUKAKBH TNOKA3aHWA, Npeanojarality
YBpE®¥IaHe Ha MOTOMCTBOTO MOPaJH NPOMEHH B I¢HOMA, NPEIH3IBMKAHH OT TUPEOHAHH XOPMOHM,
Kanyepocennoc;

He ca npoBcKAaHN NPOLIKHUTENHIM HACACABAHHA C TIEBOTHPOKCHH NPH YKHBOTHH.

6. GAPMAIIEBTHYHH AAHHU

6.1 ChnHcbK Ha NOMOIIHHTE BEINECTEA

LlapeBHuno HuwecTe

Jlunonena kucenuHa, de3Bo/Ha

Kpockapmenosa HaTprid

enatun

Marxezuer creapat

Manuron (E421)

6.2 HechBMCCTHMOCTH

Henpunoxkumo.

6.3 Cpok na roanocT

3 ronHHH.

6.4 CroenuajHu yc/I0BHSA HA ChXpAHEHHE

Ha ce cuxpaunsga noa 25°C,
Ja ce chxpansiBa B OPYMIHHAJNIHATA ONAKOBKA, 3a Ja ¢¢ MpeANa3H OT CBCTNHHA.

6.5 Buan chabpraHae HA ONAKOBRATA

thonno.

BUaOBE ONAKOBKUKAPTOHEHHW onakoBkw oT 30, 50, 90 unn 100 Tabnetku.




He BcnukM BHIOBE ONAKOBKK MOTAT a ObOat NycHaTH B poaakha.
6.6 Chennannm upeanasHid MepKH npu H3XBRpasiHe (n paboraj}

Hama CHEUHAITHH HIHCKBRHHUA.

7.  TIPHTEXKATEJI HA PASPEIIIEHHETO 3A YIIOTPEBA

Mepk brarapus EAJI

byn. ..CutHskopo™ Ne 48

Cepaunka Oducu. eT. 6

Codmn 1505

Brarapus

8.  HOMEP{A) HA PASPEHIEHUETO 3A YITOTPEBA

20010693; 20010694: 20010695; 20010696; 20010697

9. JIATA HA ITbPBO PA3PEINABAHE/MOJHOBABAHE HA PAZPEINEHUETO 34
YIIOTPEBA

Jlata na mepBo paspeliaraHe Ha paspelneHHeTo 3a yrnotpeba: 20.06.2001

Hata na noAHoRARaHE HA paspewieHHeTo 3a yrnotpeda: 09.08.2011

10.  JATA HA AKTYAJIMN3UPAHE HA TEKCTA

01/2023




