KPATKA XAPAKTEPUCTHKA HA IIPOAYKTA



1. NME HA JJEKAPCTBEHUSA IIPOAYKT

L-Tupokcun 25 bepnnn-Xemu
25 Mukporpama tabnerTku

L-Thyroxin 25 Berlin-Chenue
25 micrograms tablets

2. KAYECTBEH H KOJIMMECTBEH CbhCTAB

Beaka Tabnetka L-Tupokcun 25 bepnnn-Xemu ¢chabpxka 25 MUKpoOTrpaMa JIEBOTHPOKCHH
HaTpHH,

3a MBbIHKUA CIIUCHK Ha MOMOBIHMTE BellleCTBA, BUXKTE TOUKa 6.1,

3. JEKAPCTBEHA ©OPMA
Tabnerka

Benn no 6exxoBH, KPBIJIM, JIEKO U3IBKHAAH TaOIETKH.

4, KJJHMHHAYHH JAHHN
4.1 TepaneBrH4YHH NOKAa32aHHA

e 3aMECTHTEJIHO JICUECHME C THPEOWIEH XOPMOH IIPH XHUIOTUPCOHMAH3BM OT BCAKAKBB
MPOU3XOA

e [IpodunaxtTuka Ha peliMOKB Ha FylLlia ClIC PE3EKIMA Ha 'Vla ¢ eYTUPEOUIBa (PYHKIIUS

e JlobpokauecTBeHa Iylla ¢ eyTipeouaHa QYHKIIKA

o [IpnapyxaBalllo NEYCHHE KbM JIEYEHUETO ¢ THPEOCTATHULIM HA XMIIEPTHUPEOMAHILM Cliell
NIOCTUTaHE Ha eyTUpeouHa QYHKLIUS

o CynpecHs W 3aMECTHTENHO JISYEHYE IPH 310KAaUYeCTBEHH 3a00NsABaHHs Ha LIMTOBHU/IHATA
Kjie3a, 0cODEHO ClieR THPEOHNEKTOMUA

L-Tapokeun 25 bepnun-Xemu ce npunara rnpyu BCHYKA Bb3pacTOBU [PYIIH.
4.2 J03HMpPOBKA H HAYNH HA MPHJI0KEHHE

3amecTBamia Tepanusg ¢ THPEOHIHH XOPMOHH.

Ho3npoBka

OnucanuTe HACOKH 34 AOZHPAHE Ca NPENOPbhHHUTEIIHHA. HH,HHBH,HYE.HHBTH AHEBHA N03a TpﬂﬁBH z2d
CE€ OIIPCALIIN C HHSOPHTOPHH nicjacinBanua 1 KIMHHAYCH TIPCETJICH.

[1py ocTaTbhbuHa PyHKUKA Ha ILMTOBUMAHATA XKJ1€3a, NO-HUCKA CYOCTUTYHpalita 103a MOXKE 1A €
NOCTAThHHA.

JleyeHBETO C TUPEOUAHH XOPMOHH TPaOBa Aa 3anoyHe ¢ OCOOEHO BHHMAHHE NIPK NALUMEHTH B
CTapuecka Bb3pacT, fIp1 NallMeHTH ¢ KOpoHapHa 00NeCT Ha CbPUETO U MPH NALMEHTH ¢ TEXDBK
WM TIPOABIDKUTENEH XUNOTHPEOUAN3BM, T.€. TpAOBa Jla ce 3arlouHe ¢ No-HUCKZ TN ag } TTRQ M
OaBHO Na ce NMOBHKILUABRA HA MNO-ABATH NEPHOAN NPU YECTH KOHTPONH Ha MUTEXN SHITe-6k

OnUTBLT NOKAa3Ba, 4€ NPH NAIMEHTH C HWCKO TENECHO TETI0 U NPU NanHeH

IN'Yild, HHCKATd 1034 € CbillO A0CTaTbYHa.




Twit kaTo cToiHocTHTe Ha T4 wnu {14 NpH HAKOH NALIMEHTH MOXKE 112 CA YBCJIHYEHH,
ONPEAENKHETO HA CEPYMHATA KOHUEHTPALIMA HA THPEOCTUMYIHPALLHA XOPMOH (TCX) e no-
NOAXOAA1 METO/l 3a NpOCNeAsnBaHe Ha IEUCHHETO!

Ilokazanue Ho3a (Mmukporpama
NEeBOTHPOKCHH HATpHI/ACH)

XHUNOTHPEOHAHIBM:

Bn3pacTHH (OBHLLABA CE Hauanna no3a 25-50

¢ 25-50 mukporpama na  C/ICATOBA 100 - 200

WHTEPBA 2-4 CEAMMIIN)

[podunaxTHka Ha 75 -200

peKypeHTHa ryiua:

Jo6pokauecTBeHa Iyiua ¢ 75 - 200

eYTHpEeOHAHa QYyHKLIHA:

[Ipnapyxaeailo neycHue 50 - 100

KbM JICYEHUETO C

THPEOCTAaTHLM Ha

XUNIEPTHPEONANILM:

Criel THpEOMOEKTOMHA N0 150 - 300

NoBO/J1 3MTOKA4ECTBEHH

3a00Nn9BaHHA Ha

UIMTOBUJHATA XKNe3a:

Cmapuecka gv3pacm

[py naumenTH B cTapyecka Bb3pacT TpabBa Aa ce 0ObpHE CrieUMANHO BHUMaHHE NpH
onpeaeleHH clydau, HalipuMep ChpAEUHH NpobieMH, KOUTO MOraT [1a C€ H3OCTPAT NpH
MPHIIOKEHNE HA IEBOTUPOKCHH HATPHH H PEIOBHO a Ce NMPOCAEAABAT HUBATa Ha TCX.

IHeduampuuna nonyrayus
[MoaabprkallaTa A03a 3a BPOAEH H NPUAOOHT XHMOTHPEOHAHIBM OOHKHOBEHO € 100-125
MHMKpPOrpaMa JICBOTUPOKCHH HaTpHii Ha m’ TelecHa NMOBBPXHOCT Ha JIEH.

[Tpy HOBOPOZAEHU H KbPMaYeTa ¢ BPOJECH XHIIOTHPEOHN3BM, KBASTO PAHHOTO 3aMECTHTEITHO
neueHHe ¢ IEBOTHPOKCHH HATPHii € BaXHO, NPenopbyuTeHaTa Havyanna nosa ¢ 10-15
MMKpOrpamMa JeBOTHPOKCHH HATPHii Ha KMIOTpaM TeNeCHO TEMI0 Ha ICH MpPEe3 NbPBHTE TPH
mecelia. Cnen ToBa, o3aTa TpaGBa Aa ce onpeacii HHANBUAYATHO CNIOPE KIIHHUYHUTE
pe3yNTaTH W CTIOpe] HUBATa Ha TOPEOUAHHTE XopMoHu 1 TCX.

Hpu neua ¢ npUAOOHT XHNOTHPEOHAH3IBM NPENOPBUNTE/IHATA HauallHa 1032 ¢ 12,5-50
MHUKpOrpama NeBOTHPOKCHH HATpHii Ha neH. JlozaTa Tpabsa Nna ce yBENHYH MTOCTENCHHO Ha
BCexH 2-4 cenMuld cropel KIMHHYHHATE Pe3yATaTH U CNnopel HUBaTa Ha THPEONHNTE
xopmonu ¥ TCX, nokato ce NOCTUTHe MbjIHaTa CyOCTUTYHpalua 103a.

Hauun Ha Nnpu0XKEHHE

IlsnaTa AHEBHA 1032 C€ NMPUEMa CYTPHH Ha I'TaflHO HAaBeAHbXK HaH-MalKO NMOJIOBHH Hac Npeau
3aKyCKa.

JleutaTa nojly4aBar nssara AHeBHa 1032 HaH-MaNko NOMOBHH Hac NpEAr NbPBOTO XPaHCHE 33
news. TabneTknTe MOraT ChLLO Aa CE NpHAarart kato cycrnchsns. Tabnerkure TpsaOBa na ce
pa3TBOPAT B MaJIKO KonnyecTro Boaa (10-15 ml) v nomyueHata cycnen3us, KOATO C¢ NPHIoTBS
HEMOCPEACTBEHO NpeRd npueM, Tpabpa 1a ce fipueMe ¢ ACITbIHHTENHO KOMUUYECTBO BOAA ()=

mi}.

[poabIKHTENHOCT Ha ynoTpeda

OBUKHOBCHO € 32 L/ YKHBOT NMPH XHUTIOTHPEOUIH3IBM U THPEOKRIEKTOMUS MO 110

InoKavyecTreHy 3abonaBanHs Ha ITOBKAHATA AG1es3a. [ipu eyvruponnna rya u
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Ha PEKYPEHTHA ryla € HAKONKO MECeUa RN TOIMHK 0 TIPHJIOKEHHE 33 LA )KHBOT. [pu
NPUAPYXABALLO JEHYECHHE KbM NIEYEHUETO ¢ TUPLOCTATHLH HA XUIIEPTHPEOHANIHM 3ABHCH OT
NPOABIKNTEIIHOCTTA Ha JIEYEHHETO C THPEOCTaTHKa,

Mpu eyTUpouaHa rylua e HEOOXOAMMO fneyeHne 0T 6 Mecela 0 2 roAuHH. AKO IEHEHHETO ¢ L-
Tupokcun 100 BepnuH-XeMu He N0BeAE KO XKeNaHUA €PEKT NPe3 TO3W NEPHON Tpabea aa ce
HMaT NpEeABHA APYTrH Bh3MOXKHOCTH 32 JICHEHHE.

4.3 IIpoTHBONOKA3aHHA

¢ CBpPBLXUYBCTBHTETHOCT KbM aKTHBHOTO BEIIECTBO HIIH KBM HAKOE OT NIOMOIIHKTE
BELIECTBA, OTIMCaHH B T. 6.1

e HenexkyBaH XHUnepTHpeOHAH3bM OT BCAKAKBB NPON3X0/T

¢ Henekypana naabp0peyHa HEAOCTATHYHOCT

e HenexkyBaHa xunoduzna HEAOCTaTBUHOCT (NPH YCNOBKE, Ye TOBA BOAHU RO
Ran6BL6peyHa HeJOCTATHYHOCT, H3UCKBAIIlA JIEYEHHE)

s OcTbp HHpApPKT Ha MHOKapaa

e OCTbp MHOKapAHT

e OcTbp NaHKapOHT

EnHoBpeMEHHOTO NPHAOKEHHE HA JIEBOTHPOKCHH W THPEOCTATHK € IPOTHBOIMOKA3aHO MO
BpeMe Ha OpeMeHHOCT.

4.4 Cnensainn npeaynpexieHns ¥ NpeAna3HH MepKH NpH ynorpebda

CrniegHuTe 3a0019BaHMA HNH CHCTOAHUS TpaOBa Aa 6BAAT H3KIIIOYEHH HIH IEKYBAHH NpeaH
HAYaNOTO Ha JIEYEHHETO C THPEOHIEH XOPMOH:

- KoponapHa GonecT Ha CbpLIETO,

- AHTHHA NEKTOPHC,

- XHUInepToHHS;

- XunogyzHa WM aapeHOKOpPTHKaNHa HEAOCTATLYHOCT;
- ABTOHOMHA (DYHKLIMA Ha UIMTOBHOHATA KJ1€34.

B caydaii Ha anpeHOKOpTHKanHa aucdyHxiHs TpabBa aa ce npeinpyeMe JICYeHHE Npey
3aro4YBaHe Ha TEPANHATA C JIEBOTUPOKCHH Ype3 NOAXOAAIC 3aMECTUTENHO JICUEHHE 3
NpenoTBpaTABaHE Ha OCTPa HaaOBLOpeyHa HeAOCTaTbUHOCT (BXK. TOUKa 4.3).

[Ipy HHKaKBH 0OCTOATENCTBA He TPAOBa na ce€ RONYCKA AOPH JIEKO H3pa3eH JIEKapCTBEHO-
MHAYLMPAH XBIIEPTUPEONIHIBM TNIPH KOpoHapHa D01€CT Ha CBPHETO, ChpACYHA
HEOCTATBHYHOCT WM TaXHapHTMHUH, MHOKapAHT, KOHTO HE NPOTH4Ya OCTPO, NPOABDKHTENICH
XWUTOTUPEOUIM3BM HIIW TIPH NALHEHTH, NpeskuBenH HHpapkT Ha MHokapaa. 11py Te3n
NalWEHTH, NPH JIEUEHHE C THPEOUIHH XOPMOHH, e HeoOX0a1M 1o-4ecT KOHTPOJ Ha
napaMETPHTE Ha THPEOWAHWTE XOPMOHU (BHXKTE T. 4.2).

[Tpn BTOpHYEH XHNOTHPEOMAN3bM TpAOBa 11a € YCTaHOBH AaJlH €AHOBPEMEHHO € HaJIKLIE
a/iPEHOKOPTHUKATHA HEAOCTATHLYHOCT. AKO C/1y4asT € TaKbB, JIEYEHHETO TpabBa fa 3anovHe
MbPBO ChC 3AMECTHTENHA Tepanus (XWAPOKOPTH3OH). bes noaxonsilo cHabassane ¢
KOPTUKOCTEPOUAM, 3aMECTBALILATA TEPANUATA ¢ THPEOHIHN XOPMOHH NPH NALIHEHTH C
aPEHOKOPTHKAIHA MY XHNO(DH3HA HEROCTATHYHOCT MOXKE /14 NPC/IN3BUKA ALMCOHOBA KPH3a.

XeMoanHaMHUHHTE napaMeTpH TpaOBa aa ce NpocacadaBaT NpH 3ano4BaHe Ha TEp
NEBOTUPOKCHH TIpU NPEKAEBPEMEHHO POAEHH JIela ¢ MHOIO HHWCKO TEIMO NPH / 7

3apafi BEPOATHOCT OT BBL3IHMKBAHE HA UMPKYJIaTOPCH KONANC Nopa/ik Hezpsana g |§Hl
HanOBLOpeUHUTE XKNe3H. i




Korato ce npeanonara asToHoMHa (PyHKIIMA HA LIMTOBWABATA K1€34a, C€ NPENopbyBa Ja ce
nporese TPX TecT Wi na ce HanpaBy CynpecMBHA CUHHTHTpagus.

[Tpn neveHue ¢ NEBOTHPOKCUH Ha XKEHHK B MEHOMAay3a ¢ XHNOTHPEOHANIBM, IMPH KOUTO € HAJTHLIC
NOBHIIEH PUCK OT OCTEONOpo3a, TpAOBA fa ce NMPOBEAE TUTPHPAHE HA 103aTa JIEBOTHPOKCHH-
HaTpUii N0 Hali-HYUCKaTa eeKTHBHA 1034, a CbLIO Taka (YHKUMATA HAa IUMTOBHUHATA XKJ1e32
TpaGBa [la ce NpocheNsaBa Mo-4ecTo, 3a fa ce H30erHaT KpbBHY HHBA Ha JIEBOTHPOKCHH Haj,

dbu3nonornuHATe (BX. TouKa 4.8).

Tupeonanute XopMOHH He TPsiOBa [a ce Npuaarar 3a HaMaJIABaHe Ha TEJIECHO TErIO.
ObuualiBUTE 103U HE BOAAT A0 HaMajiaBaHe Ha TETIOTO NMPH MALUMEHTH C eyTUPEOUIHA
dbynkuna. ITo-BHCOKHTE 103U MOXE Na IPUYMHAT CEPHO3HH WK IOPY XKUBOTO3aCTpaluaBalliH
HeXeauy peaklpi, ocobeHo B KOMOHHALMA ¢ ONpeAENEeHH BELECTRa 3a HAMANABaHe Ha
TEMIOTO U NMO-CIENUANHO ChC CUMIIATHKOMHMMETHYHH aMHUHH.

Peakiiyii Ha CBPBXUYYBCTBHTENIHOCT (BKIIIOUUTENIHO aHTHOEAEM), [IOHAKOTa CEPHO3HH, ca
croOi1eHu npyu ynorpeba Ha L-TupokcuH 25 bepnun-Xemu . AKo ce r1oaBsST NMPU3HALH Y
CMMIITOMH Ha aJlEpruyH# peakuuy, JiedeHueto ¢ L-Tupokenn 25 bepnun-Xemu tpadsa ga ce
NpPEKPATH M J1a Ce 3aro4He NOAXOAIIL0 CUMIITOMATHYHO JIeUeHHE (BX. TOUKH 4.3 1 4.8).

Axo e Beo6X0AMMO NpeMHHABAaHe KbM APYT NPOAYKT, ChABpPIKalll JICBOTUPOKCHH, TpsabBa Aa ce
W3BBLPIIY BHUMATENHO HabogeH1e, BKINOMUTENHO KIMHHYHO ¥ 6uonornyHo Habnonenue no

BpE€ME Ha NMPEXOAHHA IICPHOA ITOPaAH MOTEHHHNANICH PHCK OT THPCOHACH ,[lHCﬁﬂJ'laHC. HPH HAKOH
NalMEeHTH MOXKE J1a C€ HATOXKH KOPCKLHA Ha [1034Ta.

HeobxoanMo e MOHHTOpUpaHe Ha (PYHKLUMATA Ha LUTOBHUAHATA XKJ€3a [IPY NalHUEeHTH, KOHTO
PHEeMaT €AHOBPEMEHHO JIEBOTUPOKCHH U APYTH JIEKAPCTBEHHU NMPOJIYKTH, KOUTO MOTaT fa
NOBIHAAT Ha LIMTOBKIHATA XJie3a (HarpyuMep aMMOAapOH, HHXROUTOPH Ha THPO3UHKHMHA3ATa,
CaJMLHANaTH H BUCOKM J03H pypo3eMua) (Bx. CblIo Touka 4.5).

TPHGBH Aa ce noaxoxaa ¢ rioBHICHO BHHMAHHUE TIPH NNpUJIaraHe Ha JICBOTHPOKCHH ITPH
nallMeHTU ¢ aHAMHE3a 3a efUNCICUA, Th KATO TE€3H NalHEHTH ¢a ¢ IIOBHIUCH PHCK OT

IpHIIadbLIN.
3a nuMadeTHHH U NNALMEHTH Ha aHTUKOAaryJaHTHA Tepanus BUXKTe ToO4YKa 4.5.

Crob11aBaHy ¢ca MHOTO PEeIKH CNYUYM Ha XUTTOTHPEOUANU3BM NPH NALMEHTH, NpHEMall
eJHOBPEMEHHO CEBeNaMep M JIEBOTUPOKCHH. ETO 3a1110 NpH nauyeHsTH, JEKyBallH ce ¢ TE3H ABa
NleKapCTBEHH TIPOAYKTA ce NpenopbyuBa HabmoaeHue Ha nuBara Ha TCX (Buxre T. 4.5).

TlopnnagaHe Ha JabopaTOpPHMY U3CTIEIBAHUA:
BHOTUHBT MOXKE J1a MOBNKAE BLPXY TOUHOCTTA HA UMYHOJIOTHYHKUTE N3CAECABaHUA Ha
(PYHKUMATA HA LWMTOBHAHATA »JI€3a, KOUTO ¢€ OCHOBABAT HA B3aHMOAEHCTBHETO
OMOTHH/CTPENTABHAMH, KOSTO BOAM /10 (aNlIMBO NIOHWXABAHE WY (pajlLiIMBO NOBUILIABAHE HA
pe3yJITaTHTE OT H3CNeABaHugTa. PUCKBT OT NOBJIMSBAHE C€ YBENUWYABA C YBETMYABAHE Ha
NO3UTE OHOTHH.

[Ipn TbaKyBaHE Ha pe3ynTaTUTE OT J1abopaTOPHUTE H3CHeABaHK] TPAOBa Na ce B3eme Nol
BHUMaHNE Bb3MOXKHOTO BIIMsiHHE Ha BMOTHHA, 0cobEHO ako ce HabnogaBa nNuIca Ha
CBbOTBETCTBUE € KIIMHUYHATA N3ABA.

[Tpy naumenTH, KOUTO NpUEMAT NPOAYKTH, ChABPXKALLY ODHUOTHH, NabOPaTOPHUAT NIEpCOHaN
TpaOBa na 6bae HHGOPMUPAH NPKH UCKaAHE 3a W3CNeABaHe Ha QPYHKUUATA HA LILHTOBUIH
xJe3a. AKO € Bb3MOXKHO, TpsOBa /1a ce HanpaBsT alTePHATUBHU U3CAEABAHUS, KOU
YYBCTBHTENIHH KbM TNOBJIMsABAaHE OT OMOTHH. (BX. TOUYKa 4.5)

Hatpnit
To3un nexapcTBeH NPOAYKT ChAbPKE NO-Manko oT | mmotl natpui (23 mg) Ha Ta
MPAKTHKA HE CbAbP:Ka HATPUH.




4.5 BiaumopeHcTBHE ¢ APYIM JIEKAPCTBEHH NPOAYKTH H APYTrH POpPMH Ha
B3aHMOJaeHCTBHE

Anmuouabemmuu rexapcmeq.

JIeBOTHPOKCHH MOXe Ja HaMany NOHWXXaBallMA KPbBHATA 3axap ¢(exT Ha aHTHAHAOETHHTE
nexapcTBa (Hanpumep MeTQOpPMUH, IMUMENKPHI, IMUOEHKNIaMKI M UHCYNUH). Ilopaan Tosa
HWBATa Ha KPbBHATAa 3axap npu AnadbeTuuu TpaObBa peNoBHO Aa € KOHTPOIUpAT, 0coBeHO B
HAYaJIOTO K B Kpas Ha JIeY€HUE C THPEOMAHU XOpMOHH. [Ipn HeoOX0oAMMOCT n03aTa Ha

JIeKapCTBOTO, NOHIKARAlO KPBbBHATA 3axap, Tpa0Ba na ce KopHripa.

Kymapunoeu npouszeoOHu:

JIeBOTHPOKCHH MOXe 1a NOBUIIHY e eKTa Ha KYMapHHOBHTE NPOU3BOAHH, KATO I'M U3MECTBA OT
MECTATa ¥M 33 CBbpP3BaHE C MJla3MeHUTe NpoTeHHH. Ilopany ToBa npy €IHOBPEMEHHO JICUEeHHE
e HeoOXOAUM peAOBEH KOHTPOA Ha KPhBOCHCHPBAHETO, 2 NNPH HEOOXOAHMOCT R034aTa Ha
aHTHKOArynaHTa TpabBa na Ovae KopurvpaHa (HamajigaBaHe Ha 103aTa).

HonoobmeHRHU cMOAU:

HoHOOOMEHHH CMOJH KAaTO XONECTHPAMUH, XOJIECTHIION, HIM KATLHEBH M HATPHEBH COJM Ha
NOJUCTHPEH CYN(hOHOBA KHCEIHHA NOATHUCKAT abcopO1MaTa Ha JIEBOTHPOKCHH, KATO ce
CBBP3BAT ¢ XOPMOHHTE Ha LIIMTORKAHATA )kj1€3a B CTOMALIHO-YPEBHMA TpakT. ETo 3a1110 He
TpgOBa Aa ce npunarat go 4-5 yaca ciea npuema Ha L-TupokcuH 25 bepnun-Xemu.

Huxubumopu na npomounnama nomna (HIII1):

HNuxnbutopure Ha nporonHata noMna (MIIII) morar na Hamanat abcopdbuusaTa Ha
JIEBOTHPOKCHH OT CTOMALUHO-upeBHMA TpakT. [IpH nanuneHTH, npueMainy JJEBOTUPOKCHH C
AT, Tpsabea na ce npocnenassar Husara Ha TCX M J1a ce Kopurupa no3ara ciiopell Hy>KIuTe.

Cpeccmea 3d C8bP368AHE HA IHCAbHHUME KUCETUHU!

KonecesenaM cBep3Ba TEBOTHPOKCHH M 110 TO3Y HAYKMH Hamangsa abcopbunsra My B
CTOMAaIIHO-UpeBHHSA TpakT. He ca HabmopaBaHu B3auMOAEHCTBUA KOTaTO JIEBOTUPOKCHE € OUn
npyeMaH, Hail-Maliko 4 yaca npeau nprema Ha xkonecesenaM. CnenoBatreitno L- TupoxkenH 25

bepnun-Xemu Tpabpa na ce npHeMa Hall-Mako 4 waca nNpeay NpUEMa Ha KoJlleceBenam.

AAYMURUT-CHOLPWAWU TeKADCMEA, C8bP36ALYU CMOMAUWHAMA KUCENUHA, JHCENAI0-CLOBPICAtYU
AeKAPCMBEHU NPOOYKMU, KAAYUU CHObPACAWU NEKAPCMBEHY NPOCYKMU!

ADcopOLUHMATA Ha NEBOTHPOKCHH MOXE J1a ObJe HaMal€Ha NPH €1HOBPEMEHEH TIPHEM Ha
anyMUHMH-ChABPIKALLH N1EKAPCTBEHN NPOAYKTH, KOWTO CE€ CBBbP3BaT ChC CTOMAINIHATA KHCEJIMHA
(aHTHaUMAH, CyKpandar), Kens30-CbAbPrKalllkl ¥ KaNLMHA-CbALPKALIH TEKaAPCTREHH NPOAYKTH.
[Mopanu ToBa L-Tnpokenu 25 bepnnu-Xemy TpabBa na ce npuema noHe 2 yaca npenu Toea.

Cegenamep u rauman kapbonam.
CepenaMep M 1aHTaH kapboHAT BEPORTHO MOrart Ja HaManaT OHUOHAMNYHOCTTa Ha

NeBOTUPOKCHH (BHXTe TotKa 4.4).

Tponunmuoypayun, emoxoxopmurxoudu u bema-peyenmopuu baoxepu (Cneyuanto
nPONPAHONON).

Te3n BeuwlecTBa HHXUOKpPAT NpeRPbLIWARETO HA Ts B T3 M MOKe fa noBeaaT no NOKKKABAHE HA
CepyMHaTa KOHUEHTpalus Ha Ti.

AMUOOAPOM U UOO-CHOBPAHCAUIU KOHMPACIMHU MAMEPUU!

[lopann BUCOKOTO ChABbPXKAHUE HA WO/, MOraT ia YCKOPAT NposBaTa KakTo Ha
XHNEPTUPEONNU3BM, TAKa K HA XUITOTHPEOUANIBM. OcobeH0 BHHMAHME CE U3UCKBA N
HOZIO3HA T'yilla ¢ BEPOSTHA HEMAECHTU(HUUMPAHA aBTOHOMHA (hyHKLMA. AMUOAZPOH U /
NpPeBpbUWaHeTo Ha T4 B T3, KOETO BOAM 20 TIOHWIKEHW CEPYMHM KOBHLEHTpauuu Ha 11| ;rg
[TOBWIICHW CepyMHM HuBa Ha TCX. Moxke na ce HaJloxH ajantrpane Ha jo3ara Ha lFaRo
25 bepanH-XeMu Nnopaay Tozu eheKT Ha aMHWOAapOH BLPXY THpeouaHaTa (hyHKLIKA. %_,’ '
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Canuyuaamu, oukymapon, pvposemuo, Kiohubpani:

JIeBOTMPOKCHH MOXKe 1a Obae H3MECTEH OT MCCTATa 32 CBBHP3BAHE C NIA3MEHHTE NPOTEHHH OT
canuuunaTy (ocobeHo NpH 1034 NO-BUCOKH OT 2 rpaMa Ha IICH), AMKyMapoJ, BHCOKH 1O3H
dypozemna (225 mg), knodubpart, U Apyry BeluecTBa. ToBa MOXe a 1OBEAE 10
MbPBOHA4ATHO, BPEMEHHO NOKa4YBaHe Ha CBOOOAHNUTE THPECOUAHH XOPMOHH, NMOCICABAHO OT
cnaj B o0LOTO HABO HA TUPEONIAHHTE XOPMOHH.

Ecmpozen-co0bpocauju KONmpayenmugu, 1eKapcmeenu npoOyKmu 3a 3amMeCcmumenHo
XOPMOHATHO NIEYEHUE CNNe0 MEHONAy3a.

Hyx/1aTa OT JIEBOTHPOKCHH MOXKE /13 CE MOBHLIN MO BpeMe Ha NpHeM Ha eCTPOreH-ChABPIKALUY
KOHTPAUENTHBH WIH IPH 3aMECTHTENTHO XOPMOHANHO JieueHue cnell MeHonaysa. Moxe na nma
IOBHILEHO CBBP3BAHE € JIEBOTHPOKCHH, KOETO MOKe a IOBSAE 10 AWArHOCTHYHH U
TepaneBTHYHM IPELIKH.

Cepmpanut, XN0pOKEUH/NPOZYAHUNA.
Tesu BemecTBa HaManABaT €PUKACHOCTTA HA IEBOTHPOKCHH M YBEJIW4aBaT CEPyMHHUTE HHBA Ha
TCX.

Egexm om nexapcmea, undyyupaugu yumoxpom P-425.

EH3MMHO-HHAYLHpAIH lekapcTBa KaTo pudaMniumy, kapbamasenut, Genuronn, bapourypar
H NPOAYKTH, ChABPIKALLH XXbAT kaHTapton (Hypericum perforatum), Morar na yeeanuar
4epHOAPOOHHS KIMPBHC Ha JIEBOTHPOKCHH, KOETO BOAH 10 HaMa/IEHH IU1a3MEHH HMBA Ha
THPEOKIHH XOpMOHH. ClleIOBAaTENHO, NTALIMEHTHTE Ha 3aMECTHTEIHA TeparHd 3a UIHTOBHAHATA
KJ1e3a MOXKeE Jla Ce HYXKAAsT OT YBEIMYABaHEe Ha /103aTa Ha TUPEOU/IEH XOPMOH, aKO TE3H
NIEKApCTBa c€ NpuiaraT €AHOBPEMEHHO.

Ipomeaznu unxubumopu

3ary6a Ha TeparneBTHUHMA eEKT Ha JIEBOTUPOKCHH € JIOKIIafBaHa IpH eHOBpEMEHHa ynoTpeba
¢ nonuHapup/putonaBup. ETo 2aimo TpadBa na ce nNpoBexaa BHUMATENHO NpOCneAsIBaHe Ha
KIWHHUHHTE CHMIITOMMK W Ha PyHKIIMATA HA LWIKTOBMAHATA JKJI€3a NIPH NAHEHTH, NpUaraliy
e/IHOBPEMEHHO JIEBOTMPOKCHH M APOTEa3HH MHXHOUTOPH. THPEOHA-CTHMYJTMPAILHAT XOPMOH
(TCX) Tpabera na ce nmpocieAsBa NPH NALMEHTH, JIEKYBaHH C 1€BOTHPOKCHH, MOHE NMPE3 NbPBHA
Mecell caejl 3anoYBaHe WWIH NMPeKpaTIBaHe Ha JEUYEHHETO ¢ PHTOHaBHP.

Huxubumopu na mupo3unkunasa

THPO3HHKHHA3HKTE HHXUOUTOPH (Hanp. NMaTHHHO, CYHUTHHHO) MoraT 1a HaMaAT
edHKaCHOCTTA Ha NEBOTMPOKCHH. 3aTOBa Ce MPENOPHLUB2A NALHEHTHTE /1a CE MTPOCNICAABAT 3a
NPOMEHH B THPEOHIHATa (BPYHKLMA B HA4ANOTO WK B Kpas Ha CHITBTCTBALLOTO JeveHue. [Ipu
HeoOXoAMMOCT fo3aTa TpabBa da ce KOPHrupa.

Opnucmam:

X UNOTHPEONIH3IBM H/HIIH HAMAJIEH KOHTPOJI HA XHNOTHPEOMAN3MA MOXKE 12 BE3HHKHE, KOraTo
NEBOTHPOKCHH M OPJIMCTAT C€ NPUEMAT HO €1HO M CILO BpeMe. ToBa MOXE N1a C€ IbJXXH HA
HamasieHa abcopOuMa Ha NEBOTHPOKCHH,

IIpooykmu, cvovporcauu co
[TpoaykTHTe, CHABPKALUM COS MOraT Aa HAMAJIAT YPEBHOTO YCBOSIBAHE Ha JIECBOTHPOKCHH.
[TosuinaBaHe Ha cepyMHYTe HuBa Ha TCX e /10K/1aBaHO NIPH [€lia, KOraTo ¢a bunm Ha nuera,
GoraTa Ha coOf, ¥ ca 1eKyBaHH C IEBOTHPOKCUH NMOpaax BPOAEH XUNOTHPEOHIN3bM. Moxe na ce
HAAOXKU NIPUNAraHeTo Ha HeoOMUaRHO BUCOKY N03H JIEBOTHPOKCHH, 32 1@ C€ JIOCTUTHAT
HopMannnTe cepyMuy Husa Ha Ta n TCX. Buumarenno npocnenssane Ha HuBaTa Ha Ty
e HeOOXO/AHMO NO BPpEME Y Clie/ll 3aBbPLIBAHETO HA IHETATA, ChAbpXalla COs;, MOXE W}-\W No
HANOXH KOPUIMPaHe Ha 03aTa Ha A€BOTUPOKCHH, AKO € He0OX0anMO.




Kactpe:

Tpabea na ce u364rBa €NHOBPEMERHHAT NPUEM HA JIEBOTUPOKCHH ¢ Kade, ThH KaTo TOBA MOXKE
na HaManu abcopbuUMaTa Ha TEBOTUPOKCHH OT CTOMALIHO-UpEBHUs TpakT. [lopany ToRa ce
PenopbpYBa Ja ce Cna3sa NepHoOA OT NOJIOBHH 10 €/IMH Yac MeXy Np1uemMa Ha IEBOTHPOKCHH H
KOHCYMAalMATa Ha Kade, 3a 1a ce HaMallH PUCKBT OT B3aumMoaecTeua. llaureHTuTe, KOUTO BEUC
ce IEKYBAT C JIGBOTUPOKCHH, C€ CHBETBAT [la HE POMCHAT HaBULIMTE CH 3a NMUEHE Ha Kade, Oe3
HUBATa Ha IEBOTUPOKCHH Na ObaT NpoBepeHH N HAOJIOaBaHH OT NIEKYBalllMs NEKaAp.

Cemacaymuo:

EAHOBpEMEHHOTO NPUIIOKEHNE HA CEMArTYTH]I MOXE ia NIOBANAE EKCIO3NLMATA Ha
nesoTUpokcuH. Obmara excnosuuus (AUC) Ha TeBOTHPOKCHH (KOpHIMpaHa 3a €HIIOreHHI
HMBa) ce noeuasa ¢ 33 % cnen npunaraHe Ha eIMHHYHA EPOpaiHa 1032 CeMarjilyTHl U
MaKCHMaJjiRaTa niasMena konlenTpaling (Cmax) octasa HenpoMmeHeHa. MOHHUTOPHPAHETO Ha
lapaMeTPHTE Ha LIMTOBHAHATA %JIE€3a B KOPUIMPpaHeTo Ha Jio3aTa Tpa0Ba na ce nMa NpeaABHA
MpH JieKyBaHe Ha NalHeHTH eIHOBPEMEHHO C JICBOTHPOKCHH U CEMArIyTHI.

Hosnuseane na 1a60pamopru UICAEOBAHUUA:

BuoTHHDLT MOXKE a MOBJIHAE BHPXY TOYHOCTTA HA UMYHONOTHYHHTE H3C/IEIBAHNA Ha
GYHKIMATA HA IIWTOBKAHATA HU1€3a, KOHTO C€ OCHOBABAT Ha B3aUMOJIEHCTBHETO
OHOTUH/CTPENTABHANH, KOETO BOAM A0 GaIIHBO TOHWXKABAHE HWIH (QaNIINBO NOBHIIaB2aHE Ha
pE3yATATUTE OT H3CNIeABaHUATA (BXK. Touka 4.4).

4.6 OepTHAnTET, 6PpEeMEHHOCT H KhpPMEHeE

Jleyennero ¢ THpEOMAHH XOPMOHH TpaOBa Ja ce NMpuara rnocjeaoBaTe/HO No BpeMe Ha
OpeMEHHOCT U NO-CIELHAIHO N0 BpeMe Ha KbPMEHE.

CynpecuoneH TecT He TpsSOBa a ¢ce W3BBpLUBA IO BpeMe Ha OPEMEHHOCT H KbPMEHE

bpeMeHHOoCT

[TonappKaHETO Ha HOPMAHUTE HABA Ha TUPEOHUHHMA XOPMOH €A BXKHH 3a OCHI'YpABaHE Ha
ONMTHMAHO 3jpase 33 MaiikaTa 4 njioaa. Bonpeku 1mmpokara ynorpeda no Bpeme Ha
OpeMEHHOCT, I0CEra He Ca U3BCCTHH HEXKENAaHH PEaKLIHK Ba JIEBOTUPOKCHH BbpXY
OpeMeHHOCTTa UM BBPXY 3PaBeTO Ha NI0Aa/ HOBOPOAEHOTO.

[To Bpeme Ha GpeMeHHOCT HY>K/IHTE OT JIEBOTMPOKCHH MOraT Jia Ce NOBHILAT Nopaju
ectporenvre. [Topaam ToBa QyHKUMSTA Ha LIMTOBHAHATA XKJIe3a TpAOBa Aa ¢€ KOHTPOIUpa 1o
BpeMe Ha OpeMeHHOCTTa H 03aTa Ha TUPEONAHNA XOPMOH TpsiOBa a ce KOPHIupa, ako €
HEOOXO0TMMO.

Toii kaTO MOXeE Na e NOsIBH NOBYIlIABaHe Ha cepyMHUTE HHBAa Ha TCX no Bpeme Ha 4-Ta
FECTALMOHHA Ce/IMHLIa, OpeMEHHHTE XXKEHUW, NPUEMALLH NEBOTHPOKCHH, TpAOBa Aa npociaeasBar
HUBaTa ¢y Ha TCX npe3 BCceKU TPUMECTHP, 34 1a ¢€ NOTBBPAN 4e€ CEPYMHHTE HHBA Ha
maitunapus TCX nonanat B rpaHULMTE Ha pEQEPEHTHTE CTOMHOCTH 3a CHOTBETHUSA TPUMECTBLP
oT 6pemenHocTTa. [loBHiIeHUTe cepyMHy HuBa Ha TCX TpabBa na ce KOPUrUpaT ¢ NOBHILABAHE
Ha ]03aTa Ha NEBOTHPOKCHH. Tl kaTo cieapoaunuuTe HMBa Ha TCX ca noaoOHU Ha HUBATa
MY npean 3abpeMeHaBaHeTo, Clell paX/IaHeTo [103aTa Ha IEBOTUPOKCHH TpabBa He3abaBHO aa
ce BbpHE 10 Ta3u npeny zabpemerspane. Cepymuute HHBa Ha TCX tpabsa aa ce uscnensar 6-8
CCAMULH ClIES PAXKAAHETO.

Ynorpebara Ha NEBOTUPOKCHH KAaTO TIPUAPYHABALIO IEYEHHE KbM TEpANUATA HA

XUIEPTUPEONN3BM ¢ THPEOCTATHLIM € NPOTHBOIIOKAa3aHa 110 BpeMe Ha bpeMeHH gk

JlonbAHUTEAHO NeYeHHE ¢ IEBOTUPOKCHH MOXE 1a HATOXKH TNO-BUCOKA J03a H;

THi KaTO THPEOCTATHIIKTE, 32 pa3/IKKa OT JIEBOTUPOKCHH, MOTaT Aa NpeMyHa

naalexTapHara dapuepa B epeKTUBHU 103U, TOBA MOXKE Jla I0BENle 10 XUIIOTH
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nnoga. [lopagy Tasu NPUUHHA, MPH XKIEPTUPEONIN3BM 110 BpeMe Ha GpemeHHocT TpsbBa
BMHAry 11a ce npuiara MOHOTEPanus ¢ HUCKH 031 TUPCOCTATHHHO JICKapCTBEHO BELIECTRO.

KnpMmeHe

JIeBOTMPOKCHH Ce OTAENA C KBPMATa IO BpEME Ha KbpMeHe, HO KOHLICHTPAlUMHUTE, KOUTO C€
NOCTUraT NPH NpPeriopbUaAHUTE TEPANEBTHYHH 1034, HE Ca IOCTaTbYHH, 32 1a NPEAU3BHKAT
PAa3BHTHETO Ha XHMEPTHPEOMAK3IBLM MM Aa MOTHCHAT cekpeunaTa Ha TCX npn xEpMaveTo.

QOepTUINTET

X HIOTHPEOHIN3MBT MIIH XHIIEPTHPEOUAN3MBT BEPOATHO OKa3BaT edeKT BbPXY (PepTUIIHTETA.
JleueHueTo Ha XMNoTHpeoHaAH3BsM ¢ L-Tupokcun 25 bepnun-Xemu Tpabsa na 6bae ananTtHpaHo
BB3 OCHOBA Ha NpocneisBaHe Ha JIabOpaTOpPHUTE NAPAMETPH, Thi KaTo € MaJKO BEPOATHO
HeROCTATBHUHATA 034 Ja NOACOPH XMNOTUPEOHAN3Ma, a NIPEN03HPAHETO MOXKE 1a AOBEAE A0
XUEPTHPEOUINIEM.

4.7 EdextH BLpXYy cniocobHOCTTa 32 IWodupane H paboTa ¢ MALIHHA

He ca npoBexaaHH M3NUTBAHUS 32 BIHAHHETO BBPXY CNocobHOCTTA 3a 1Iogupane H paboTa ¢
MallIHHH,

4.8 Hexenann JekapcTBenH peakliuy

AKO B OT/IEJTHH CITY4aH [I03aTa He ce NoHacs nobpe unu npu npeanosrpane, ocobeHo B cnyyan
Ha H3KIIOYHMTENHO ObP30 NOBUILIABAHE HA A03aTa B HAYAIOTO Ha JICYEHHETO, MOTaT 2a ce
NOARAT TUMTHYHH CHMITTOMH Ha XHNEPTHPEOHAU3bM. B Te3n cnyvyau TpabBa aa ce HaManu
JAHEBHATa N03a WIH JICYEHHETO Ja Ce NPEKBbCHE 32 HAKONKO AHY. Cnea oT3By4aBaHe Ha
He)KeNlaHATa peaklHs JICUEHHETO MOXKE 1a NMPOAB/HKMA ¢ MHOTO BHMMATENHO A03UPaHE.

B cnyuait Ha CBPLXYYBCTBHTENIHOCT KbM JIEBOTHPOKCHH HJIH HAKOS OT APYTHTE ChCTABKK Ha L~
TupoxchH 25 Bepnun-XeMH, MOXe Na Bb3HHKHAT aNepriyuHy peakUny Ha Koxata (HanpHuMmep
aHTHOENIeM, KOXKeH OOpUB, YPTHKapKs) M B 001aCTTa Ha AWXaTETHATE NBTHLIA.

B oraenHu cnyuan e OKIaABaHa npodsBa Ha aHadHnakTHyeH mok. B o3k cnyuai tpabsa na ce
NpeycTaHOBH NMpHEMBT Ha TabneTkHTe.

3a KracuPUIMpPaHETO HA HeXeNTaHUTe ePEKTH N0 OTHOLLIEHHE Ha YECTOTaTa € H3ION3BaHa
cneaHaTa KOHBEHLHS:

MHuoro vectn (= 1/10)

Yectu (> 1/100 to < 1/10)

Hewectu (= 1/1,000 to < 1/100)

Peaxku (= 1/10,000 to < 1/1,000)

Muoro peaku (< 1/10,000)

C Heu3BeCTHA yecToTa (OT HANWYHHUTE JlaHHKW He MoxKe J1a Obie HarpaBeHa OlEHKa)

Hapyuenus na wmynnama cucmema
C Heu3BeCTHA YECTOTA. CBPBXUYCTBUTEIHOCT

Hapyuwienun na endoxpunnama cucniema
HecTH: XHNEPTUPEOHIHUIBM

CopOeuHu HAPYUICHUSA

MHOro yecTH: NaNINUTaIlHny

HecTu: Taxukapans

C HEeMIBCCTHA YCCTOTA: aPATMHUA, AHI'HHA HICKTOPHC




Hapywenust na Koxcama 1 HOOKOXCHama muKan
C Heu3BeCTHA MECTOTA: aHrHoeneM, oOpHB, YPTHKAPHA, XUNIEPXHAPO3a

Hcuxuynu napywenus

Muoro vectn: bescbHue

YecTH: HEPBHOCT

C HeH3BeCTHA YecTOTa: DE3MOKOHCTBO

Hapywenus Ha MyCKyaHO-CKeRemHama cucmema U CobeOUHUme Hama movKa

C HeH3BeCcTHA HeCTOTa: MYCKYAHA cnabocT, MYCKYJTHH KpaMITH, OCTEONopo3a Npy NOTUCKAINH
AO3H JIEBOTHPOKCHH, 0CODOEHO NPH XXEHH B NOCTMEHONAY3a, NPEAHMHO NPH NPOIBIKHTENHH
[IEPHOAMN Ha JIEYEHHE.

Cvooeu napywenus
C Hen3BeCTHA YECTOTA: rOPEIU BBIIHM, LUPKYJATOPEH KONanc Npy HOBOPOAEHHW C HUCKO

TenecHo Terno (BXx. Touka 4.4)

Hapywenus na eb3npoussooumennama cucmema u 2epoama
C Hen3BecTHA YeCcTOTa: MEHCTPYaHH HapylUEeHHs

Cmomauno-upeeHu HapYiueRuR
C HeH3BECTHa YeCTOTa: ANapHs, MOBPBUIAHE H raieHe.

Hacneodeanun
C HeHU3BEeCTHA YecTOTa: NMOHUXaBaHe Ha TernoTo

Hapywenua na nepgnama cucmema

MHoro gect: rnasobonue

Yectn: Mozbuen ncesao TyMop (ocobeHo rnpy aeua)
C HensBeCTHA YECTOTa: TPEMOP

Obwu Hapywerua u eghexmu Ha MACMOMO Ha NPWIOIHCEHUE
C HeU3BECTHA YE€CTOTa: HEMOHOCHMOCT KbM TOFJIHHA, NOBHULIEHA TEMIIEPATYpPA

Cpo0maBaHe Ha ITORO3UPARU HEXENAHH PEeAKIIMH

Cro611aRaHeTO Ha NOJIOZUPAHN HEXeNaHH peakuyy ciell pa3pellaBaHe 3a ynotpeba Ha
JIEKapCTBEHHS MPOAYKT € BakHO. TOoBa No3BONABA N NPOABIKH HabNIOAECHUETO HA
CHOTHOWIEHHETO NOM3a/PHCK 3a JICKapCTBEeHHUR NPoAYKT. OT MEAHUHHCKHATE CMEUHANIACTH CE
W3KCKBA Aa ChOOIWABAT BCAKA [I0I03HPAHA HEIKENAHA peaklMsa Ype3 HallKOHATHA CHCTEMA 32
choOIIaBaHe:

HMsnbnHUTENHA areH1tua 1o NeKapceTBara
yi. ,.,Jlamsan ['pyes” Ne §

1303 Codus

ten.: +35 928503417

yebcaiT: www.bda.bg
4.9 Ilpeaoznpane

[TosuiieHuTe HUBa na Tj ca nmo-HanekAeH NoKasarei 3a NPefo3npane, OTKONKOTO NOBUIIEHUTE
nuBa Ha T4 1 fT4. [1pn npenozupane » UHTOKCHKALIMA CE€ NOABABAT CHMIITOMH Ha yMeE

H3CNeABAHNA.

Jlo3u 10 10 mg NeBOTHPOKCHH ce NOHAcAT 0e3 YCJIOKHCHHA KaTo HacT OT CayH
HHTOKCHKauMs (ONKTH 3a caMoyOUICTBO) HpH xopa. CepHO3HK YCIIOKHCHHUS, K
3aCTPALIABAT AKH3HCHOBKHH QYHKIIMH (JIHIIIAHe U KPLBOOOPpaULEHHE), ca MAK
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OCBEH AKO HAMA KopoHapHa GonecT Ha cubplleTo. Bhnpekn TOBa, 10KNA/ABaHHW Ca C/IYYaH Ha
TUPEOTOKCHYHA KPHU3a, KOHBYJICHH, ChP/EYHA HEAOCTATBYHOCT H KoMa. Cb0o0OLeHN ca oTaenHu
Cllyuau Ha BHE3alHa ChPAEYHA CMBPT fIPH NALMEHTH C NBIIFOTOAMLIHA 3n0ynoTpeba ¢
NEBOTHPOKCHH.

[1pu ocTpo Npeao3upatie, CTOMalHO-YpeBHaTa abCopOUNA MOXE a €€ HAMaJIK C NPHJIaraHeTo
Ha aKTUBEH BbrneH. JlenenneTo 06MKHOBEHO € CHMITTOMATHYHO H NOALbPKauIo. B cnyyai Ha
NnoABaTa Ha HHTEH3UBHM DeTa-CUMNATHKOMUMETHYHH €(PEKTH KATO TaXNKapns, TPEBOKHOCT,
BB30YIHMOCT MITH XHNEPKHHE3US, ONJIAKBAaHHATA MoraT Na 6bAaT obnekuenu ot bera-
peuentopiu 6iokepH. TupeocTaTHUHTE Ca HEMOAXOASALUM, THH KaTO IUMTOBH/IHATA XNE3a €
BEYe HaNbJIHO NOATHCHATA.

Ihasmadepesata Moxe Aa O6bie one3Ha NPH MHOTO BHCOKH N103H (ONHT 33 CaMOyOHHCTBO).
[Ipeso3upaHeTo ¢ NEBOTHPOKCHH U3UCKBA NPOABIKUTENEH NEPHOA Ha NpocnenaBane. Ilopaan
MOCTENEHHOTO MPEBPbIIAHE Ha NEBOTUPOKCHH B JHOTHPOHHH, CHMIITOMHTE MOXE Ja
BB3HMKHAT ChC 3aKbCHEHHE A0 O JHH.

5. @®APMAKOJOI'MYHH CBOHCTBA

5.1 @®apMakogHHaAMH4YHH CBOHCTBA

(dapMakoTepaneBTU4Ha rpyna: THpeoHAHa Tepanua, THPEOHIHH XOPMOHH

ATC xon; HO3AAOQ]

MexaHn3nM Ha IeHCTBHE

CHHTETHYHMAT JIEBOTHPOKCHH, chabpxkall ce B L-Tupokcun 25 bepanH-XeMu, € HACHTHYEH 110
CBOETO AEHCTBHE C €CTECTBEHHI THPEOHAEH XOPMOH, 00pa3lyBaH OCHOBHO B IUMTOBHAHATA
xne3a. OpraHuaMbT HE MOXKE Jla pa3/iidH CHIOTEHHHS OT €K30M€RHHA I€BOTHPOKCHH.

dapMakoAUHAMHYHH €HEKTH

Cnen yacThyHo npespbiiane B iHoTHponnH (T3), ocobeno B yepHua apob u 6xOpenure, KakTo
W NpY NIpEMHHABaHe B KIIETKUTE Ha OpraHu3ma, ce Habmonasar XapakTepHHUTE eEXTH Ha
HIATOBUAHHUTE XOPMOHH BBPXY Pa3BUTHETO, pacTeXa u MeTabonu3ma upes akTvaHpaHe Ha Ti
peLIETITOPHUTE.

Knnnuyna edukacHocT 1 6e30NacHOCT
Cy6CcTHTYLMATA Ha THPEOWIHUTE XOPMOHH BOAK 10 HOPMAIM3NPAaHe Ha METaDONTMTHHTE
npoueck. HanpuMep, NOBHIIEHHAT X0JIECTEPOJ BCIEACTBHE Ha XHNOTHPEOHAHIBM 3HAUUTENTHO

HaMAnABa fpH NPUICKEHHUE HA JTEBOTUPOKCHH.

5.2 @DapMAaKOKHHETHYHH CBOHCTBA

Abcopbuns

KoraTto ce fipvnara nepopasiHo Ha rnagHo, 1¢BOTHPOKCHH, B roJiiMa CTEMNEH B 3aBUCHMMOCT OT
BH/1a Ha rajieHoBata ¢opma, ce pesopdbupa makcumanHo 1o 80%, npeanMHO B ropHaTa 4acT Ha
TBHKHTE uepBa. AKO Ce NpHeME ¢ XpaHa, abcopbuuaTa 3HaYHTENHO HaManIBa.

MakcuManHH a3zMeny HUBa e NOCTHTaT NpUbnulnTenHo 2 1o 3 yaca cael NpHNIOXKEHHETO.

B HauanoTo Ha nepopanHoToe NeHeHKE, HA4aI0TO Ha AeHCTBHETO € 0DNKHOBeHO cnea 3 10 5
NHA.

PasnpeneneHue

O6eMBT Ha pasnpejie/icHie Bb3innia Ha okono 10 po 12 1. JleBoTHpoKkeHH €
CBBP3aH CbC CNeuHg Uy TPAHCNOPTHH NPOTENHH. TO3H KOMNIEKC Ha CRb
NPOTEUHA M XOPMOHZ HC ¢ KOBATEHTEH, KOCTO 03HYABA, YE CC WIBbPIIRA MH(
MENKIY CROOO/1HHS K CBBP3AHUA XOPMOH,

11



EnyMuHUpane

MeTaGonuTHUAT KInpbHE € okono 1,2 | nnasma AHeBHO. PasrpakaaHeTo € NPeJiIMMHO B HEpHUS
apob, 6bOpeurTe, MO3bKa ¥ MYCKYJIUTE.

MeTtaGonuTUTEe ce OTAENAT ¢ YpUHATa H deueca.

BpeMeTo Ha NOY)KHBOT Ha NEBOTHPOKCHH € OKONIO 7 ARK; NMPH XHIIEPTHPEOHAHIBM € NO-
kpatko (3 10 4 AHK), a € NO-ABATO NIPH XHIOTHPEOUAN3BM (0Kk00 9 no 10 nun).

DpeMEHHOCT U KbpMEHE
JIeBOTHPOKCHH TNPEMHHABA MJIALIEHTATa B MAJIKK KonuvecTsa. [lpn nevenne c cbnuaiHu no3M

CaMO MAJIKO KOJIMYECTBO JICBOTHPOKCHH Ce CEKpeTHpa B KbpMarTa.

bn6peynu HapylieHHs
[Topanu BUCOKaTa CTENEH Ha CBBP3BaHE C NNPOTENHHUTE, JICBOTUPOKCHH HE CE OTAENA HHTO NMpH

XE€MOANANIH3a, HUTO NPH XeMonepdysus.

5.3 IlpeaxnuMAHYHH JAHHH 32 DezonacHocT

OcTpa TOKCHYHOCT
OcTpaTta TOKCHYHOCT Ha JIEBOTHPOKCHH € MHOTO HHCKA.

X pOHHYHA TOKCHYHOCT

[TpoyuBannsl Ha XpOHHYHATA TOKCHYHOCT Ca NPOBEAEHH NPH pa3fiHyHK KHBOTHHCKH BHAOBE
(nnbxoBe, KydyeTa). [Ipn BHCOKM 103H ca YCTAaHOBEHH JIaHHU 3a XenaTonarus, NoBHIIEHA
4eCTOTa Ha CIIOHTAHHU HedpPO3M KaKTO H MPOMEHH B TETJIOTO Ha OPraHUTE NpH IILXOBE.

He ca HabmoaaBany 3HAUUTENHH HEXeTNlaHH e(PEKTH NPH KyHeTa.

MvyTareHHOCT
Hsma Hay4yHH AaHHU 32 MyTareHHUs NOTEHLUHa/ Ha IEBOTHPOKCHH. 3acera HAMa NOAO3peHHs
HJIM MPHU3HALM 32 YBpEXJaHe Ha NOTOMCTBOTO 4Ype3 NPOMEHH B FeHOMAa OT THPEOHARH

XOPMOHH.

KaHUeporeHHOCT
He ca npoBexniaHd ABIrOCpOyHH NPOYUBaHHA NPH XXHBOTHH 32 TYMOPOT€HHHA NOTEHLIHAN HA
NIEBOTHPOKCHUH.

PenpoayKTHBHA TOKCHYHOCT
TupeonaHuTe XOpMOHH NPEMHHABAT M1ALEHTATa B MHOIO HHCKA CTEMNEH.

Hsma HayuHM NaHHM 33 YBPEXAaHe Ha pepTHAHTETa NpH Mbxe H xxenn. Hiama nonospenns n
HAMA J1aHHM 32 HANMHYHUE Ha YBpEXIaHe.

6. PAPMAINEBTHYHH JAHHHA

6.1 CnuchbK HA NTOMOLIHHTE BelIleCcTRA

1 {MCTEMHOB XHAPOXJOPHA MOHOXUAPAT (NPUCHCTBA HaCTHYHO B TabNETKATa KATO LMCTHH)
MukpokpHcTanta Henynosa

L{apeBHuHO HHUlLECTE

[IpenBapUTENHO KENATHHH3UPAHO HHLLECTE
Jlek marHesneB OKCH]L

Tank

6.2 HecbBMCCTHMOCTH
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He e npunoxumo

6.3 Cpox na roanocrt

3 roarHu

6.4 Cpneunannm yc/10BHS Ha ChXpaHenHe

Ha ce chxpanasa npu temnepartypa noja 30°C. lla ce cbhxpaHsaBa B opHrHHaiHara O/McrepHa
OMNaxKoBKa, 3a Aa Ce Npeanasy oT CBET/IHHA.

6.5 Buna H chbAbpKAHHE HA ONIAKOBKATA
AlyMHHHEBO-aTYMHHHEB ONHCTED

OpurnHanHa onaxoeka ¢ 28 TabneTku.

OpurnHanHa onakoBka ¢ 50 Tabnetkun

OpurusanHa onakoka ck¢ 100 Tabnerkn.

He BCcHUKH BHAOBE ONMAKOBKK MOraT Aa ObJaT nycHaTH B npoaaxba.

6.6 Chnenuannu npegnaiHl MepKH NPH H3XBbPJ/IAHE

HeusnonasaHuaT IeKapcTBEH NPOAYKT MM OTNaABbUHUTE MaTepUany oT Hero TpsabBa na ce
M3XBBPJIAT B CHOTBETCTBHE C MECTHHTE M3UCKBAHHA,

7. IMPUTEXATEJ HA PA3PEIIEHHMETO 3A YIIOTPEBA
BERLIN-CHEMIE AG (MENARINI GROUP)

Glienicker Weg 125
12489 Berlin, ['epmanus

8. HOMEP(A) HA PAPEILEHHETO 3A YIIOTPEBA

20220164

9. JATA HA ITbPBO PAZPEIHABAHE/TMMO/JHOBSABAHE HA PAZPEIIEHHETO
3A YIIOTPEDBA

JlaTta Ha nbpBa peructpaumna: 07/06/2022
JlaTta Ha nocneaHo rnogHOBABAHE!

10. JATA HA AKTYAJIMZUPAHE HA TEKCTA

08/2023
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