IHCTPYKIIIA
IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y
BIOTEBAJI

(BIOTEBAL)

Cknao:
0itoua pevosuHa: biotinum;
1 Tabnetka mMicTuth 5 Mr abo 10 Mr GioTuHY;

0ONOMIJCHI peyoBUHU: TAKTO3M MOHOTIPAT, LIeJII/I03a MiKpOKpUCTatiyHa, moBinor K-30, HaTpito
KpPOCKapMeJio3a, KPEMHII0 MiOKCHU[ KONOIgHUM aHTimIpHI, MarHilo cTeapaT, Boda O4YHUIIeHa.

JlikapcbKka popma. TabneTky.
OcHosHI (i3uko-xiMiuHi 8 1acCmu8ocmi:
5 Mr: Tabnetku Oinmoro abo Maiixke 6iIOro KOMbOPY, KPYTJIi, IBOOIYKITi;

10 mr: TabneTku Ginoro abo Maiixke 06inoro Konbopy, KPyTili, BOOMYKJI, 3 TpaBipyBaHHAM
«10» 3 ogHOTO OOKY.

®dapmakoTepaneBTHYHa rpyna. [Ipocri npenapaTu Bitamini. biotun. Kog ATX A11H A05.

dPapmakono2iuHi eaacmueocmi.
®apmakoOuHamika.

BioTuH € XXKUTTEBO BaXK/IMBOI PEUYOBUHOIO [AJIs1 PO3BUTKY Ta POCTY KIIiTHH. K KOhepMeHT Bifirpae
BaXKJIMBY POJIb V TJIIOKOHEOTeHe3i, TinoreHesi, 6ioTpaHncdopMaliii npomnioHaTiB, CHHTE3i KUPHUX
KHCJIOT i po3ilenieHHi neuuHy. HemoctaTHicTh 610THHY MOXKe BUHUKATH IPU He30arIaHCOBaHOMY
XapyyBaHHi, TpUBaNUX Ji€Tax i BXXKMBaHHI CUPOTO sI€YHOTO GiNKa, MpY apeHTepaIbHOMY XapyyBaHHi,
IpU CUHOPOMi ManbaOcopOiiii, micis pe3ekilii TOHKOTo KUIIIEeYHUKY, Y XBOPHUX, SKi mepe0yBaloTh Ha
reMofiai3i; OKpiM IbOT'0, TP ACOoIifoBaHii 3 6i0THHOM MHOXHHHIN HeIOCTAaTHOCTI KapOoKcuia3
noTtpeba y 6i0THHI Yepe3 reHeTUYHUY NedeKT € MigBUllleH00. HeqocTaTHICTh MPOSBISETHCS
peaxtiiero Ha mKipi Ta ii mpugaTtkax. B opranismi 6i0THH Bifirpa€e BaXKIuBy poyib B 00MiHi ByT/I€BO[IB,
KUPIB i GiNKiB i € KUTTEBO HEOOXIMHUM M1JIsT HOPMAJIBHOT'O POCTY i pO3BUTKY KiiTuH. [Ipu momagaHHi B
opraHi3m 6i0TuH i€ K KodhepMeHT KapOoKcuias, YUHUTE iHCYyIiHOMOAIOHY fito Ta 6epe y4acTh y
IIPOIIEC] TTIIOKOHEOTeHe3Y (3aBAsgKU y4acTi B CUHTE31 III0OKOKiHA31), Y 3B’I3KY 3 UMM CIIPUSIE
crabimizarii BMicTy yKpy B KpOBi, IOKpallye QyHKIIiio HEpBOBOi cucTeMHu. BioTUH € cuHepricToM
inmux BiTaMiHiB rpynu B, ¢omieBoi KUCTIOTH, TAHTOTEHOBOI KUCIIOTH, IliaHOKOOanaMiny. € maHi mpo



y4acTb OiIOTHHY B CUHTE3i IypHHOBUX HYKJIEOTUAIB. BioTHH € TaK0XK OKepejoM Cipky, mo 6epe
y4acTh y CUHTe3i GifKa - KojareHy i, TaKuM YMHOM, TIO3UTUBHO BIIJIUBAE Ha CTPYKTYPY LIKipH Ta ii
IIPUOATKIB (BOJIOCCS, HITTiB).

dapmakokiHemuxka.

BcMoOKTyBaHHS BiTbHOTO Gi0THHY PO3MOYMHAETHCS BXKe y BEPXHiM YaCTHHI TOHKOI KUIIKHU. TyT
MoJieKyJa 0i0TMHY IPOHUKAE KPi3b CTIHKY KUIIKY Y HE3MiHEHOMY BUTTISAMI. BCMOKTyBaHHSA
BiOyBa€eTHCS TOJIOBHUM YMHOM 3a PaXyHOK Audya3ii.

CTyminb 3B’93yBaHHs 6i0TUHY 3 OinKamu m1a3Mu KpoBi cTaHOBUTE 80 %.

KoHueHTpalisa BinbHOTr0 abo nuile cnabko 3B’s13aHOr0 0i0TUHY B KPOBi CTAHOBUTH, SIK
npaBuo, Bim 200 go 1200 mkr/n. BioTul BUBOgUTHCS i3 cedero (Bim 6 mo 50 mkr 3a goby) i
KaJsioM. BioTuH eKCKpeTyeThCd Y He3MiHeHOMY BUTAML (61113bK0 50 %) Ta y Burmsiai Gionoriuuo
HeaKTHBHUX MeTabosiTiB. [lepioy HamiBBUBENEHHS 3a/I€XKUTh Bifl 1031 i CTAHOBUTH Maiixke 26 TOOuH
nicng npuiiomy Bcepenuny 100 MKr Ha 1 Kinorpam Macu Tina. Y XBOpUX i3 HEIOCTATHICTIO
OioTuHiga3u mepiof HamiBBUBEOEHHS IiC/Ig 3aCTOCYBaHHS TaKOl caMol 03U CKOpouyeThcs go 10-14
TOMMH.

BioTuH HagXOOUTH IO OPTraHi3My JIOAWHU 3 IPOLYKTIB Xap4yBaHHS, a TaKOX CUHTE3YEThCS
MiKpodIopoIo KulleyHuKy. ITomupeHuit y pauioHi xapuyyBanHs 0i0THH 30e6imbIIoro 3B’ 13aHUM 3
IPOTEIHOM Ta 3yCTPiYa€EThCS Y BUTTIAML Oi0IUTUHY (IPOOYKTH XapyyBaHHS TBAPUHHOTO ITOXOMXKEHHS),
SIKMH TiC/s TigpoJti3y y TOHKOMY KHIIeYHUKY IIBUAKO peabcopOyeThesi. Y pocmuHax 6i0THH YaCTKOBO
IIpefCTaBleHU Y BiNIbHIN GopMmi.

KniniuHi XxapakKTepHCTHKH.
Iloka3zanus.

JIikyBaHHSI 3aXBOPIOBaHb, CIPUYUHEHUX AediluToM Gi0OTHHY, SKi MPOSBISIOTHCS TaKUMU
CHMIITOMaMH, SIK BUIIaflaHHs BOJIOCCS, TIOPYIIEHHS POCTY BOJIOCCS Ta HIrTiB i iX HagMipHa
JIaMKiCTb, 3amajieHHs IKipd HaBKOJIO 04ell, HOCa, poTa Ta BYX, & TaKOXK 3ano0iraHHs
CUMIITOMAaM 3aXBOPIOBaHb, CIpUUYMHEHUX OedinuToM 6i0TUHY, MiCNS TOTO SIK JIiKap
BUKJIIOYUTH 1HIII IPUYUHU.

IIpomunoka3aHHus.

linepuyTnuBicTk Ko 6ioTHHY ab0 MO iHIIMX KOMIIOHEHTIB IIpenapary.

B3aemodis 3 iHwumMu snikapcbkumu 3acodamu ma iHwi eudu e3aemodiii.

[Tpu 3acTocyBaHHi Oi0THHY 3 TPOTUCYAOMHUMHU IIpenapaTaMu (deHiToiH, KapbaMa3eriH,
(benobapbiTan, TPUMINOH) MOXKIINBE 3HUXKEHHS KOHILIEHTPaIlil 6i0THHY y 1a3Mi KPOBi 3a paXyHOK
36inbIIeHHS HOT0 BUBEIEHHS 3 CEeUel0.



BanbpoeBa KHCIJIOTa 3HUKYE aKTUBHICTL 6i0THHIa3u, 3HUXKYIOYN QYHKII MiTOXOHAPIN ¥
IIeYiHIi.

[TaHTOTEHOBa KUCJIOTA ¥ BEJIMKUX [103aX KOHKYPYE 3 OI0TMHOM, TOMY CJIifl YHUKATH iX
OOHOYACHOTO 3aCTOCYBaHHS.

AJIKOTOJIb 3HUXKYE KiJIbKiCTh OI0THHY B IJIa3Mi KPOBI.
CTepoigHi TOpMOHYU MOXKYTh IPUIIBUAIIYBaTU KaTaboni3M 0i0THHY B TKAHUHAX.

AHTHOIOTUKY MOXYTh 3HUKYBATU KOHIIEHTpAaIlii0 0i0TUHY BHACIIIIOK MOPYIIEHHS MiKpodIopu
KUIIEYHUKY.

Binok cuporo siiisg MiCTATh MPOTEiH aBiiKuH, IKUK B3aeEMofiie 3 6I0THHOM, TOMY CJIifl yHUKATH iX
OHOYACHOT0 NIpHOMY. B:KUBaHHS BEJIMKOI KiTbKOCTi CUPUX S€Ih IPOTITOM 2-3 TUXKHIB MOXKe
CIIPUYMHUTH HedinuT 6i0TuHY.

[ManinHg mocunioe KaTtabosisaM 0i0THHY, 1110 MOXKe IIPHU3BECTH A0 HEIOCTATHOCTI Ta 3HUKEHHS
e(peKTUBHOCTI NTiKyBaHHS.

Oco06.1ueocmi 3acmocyeaHHs1.

He crig nmopyiyBaTtul TpUBaIiCTh KypCY JIIKyBaHHS, IIPU3HAYEHOTO JliKapeM. Y pa3i lepepuB4acToro
abo JovacHO MPUIMHEHOTO JIiKyBaHHS e(eKT ImpenapaTy MoXKe 3MeHIITyBaTUCh. BHacmigok nobpoi
IIepeHOCUMOCTi 6i0THHY JTiKyBaHHS MOKe IIPONOBXKYBaTHCS TPUBAIHH dac.

Bnaue Ha kKaiHiuHi 1abopamopHi mecmu.

BioTrH MOXe BIIMBaTH Ha pe3yIbTaTH KIiHIYHMX 1a00paTOPHUX JOCHIXKEHb, IKi I'PYHTYIOThCS Ha
B3aeMofiii 6i0TMHY Ta CTPENTaBiguHY, 110 MPU3BOJUTE 10 IIOMUIKOBOT'0 3aHUXKEHHS a00 3aBUILEHHS
pe3ynbTaTiB, 3aJIe2KHO Bifl BUAY HOCIIAXKEeHH. PU3KK TaKOro BIUIMBY BUIIMY Y AiTeH Ta MaLli€HTIB i3
nopylieHHSM GYHKIIII HUPOK, a TaKOXK 3pocTae mpu 36inbineHHi no3u 6iotuny. [Ipu iHTEpmpeTarril
pe3ynbTaTiB OOCIigKeHb CIIifl BpaXOBYBaTH MOXKJIMBUY BIIJIUB 3aCTOCYBAaHHS Oi0THHY IalliEHTOM,
0CO0NIMBO FKILO TakKi laHi He y3TOAXKYIOThCS i3 HasBHOIO K/IiHIYHOI0 KAPTUHOIO (HallpUKIag,
XUOHOTIO3UTUBHI pe3yJIbTaTH HOCHIAXKeHHS QYHKIII IMUTONOAIOHO01 3am03u 100 xBopobu ['peliBca
abo xuOHOHETaTHBHI Pe3yJIbTaTH aHali3y PiBHS TPOIOHIHY y MallieHTiB i3 iHdapkToM Miokapaa). [Tpu
IJIaHYBaHHI KITiHIYHUX Tab0paTOPHUX [OCITIIXKEHb y Malli€HTiB, SKi MpuiiMaTh 0i0TUH, CITif
IIOTIEPETHBO ITPOKOHCYIbTYBATUCA i3 BifimoBigHUMY crieltiaicTamu nabopatopiii. ¥ pasi konu He
BUK/II0YEHa MOXKJIMBICTE BIIJIUBY OiOTMHY Ha pe3yJbTaTH [OCHiIXKeHb, He00XiIHO BUKOPUCTOBYBATH
anbTEepPHATUBHI TECTH, Kl He 3a1eXkKaTh Bifj I[bOT0 YUHHUKA.

g miniMizanii BiiuBy 6i0TUHY Ha pe3y/ibTaTy 1ab0paTOPHUX TECTIB JTiKapchKul 3acid ciif
BigmiHuTH 3a 3 0OOU [0 TeCTyBaHHS, SKIO JabopaTopis He BKasasa iHIIOro TEPMiHy.

JlonomidxcHI peyosuHu

1 tabneTka 1mo 5 Mr mMicTuTh 53,9 Mr 1aKTO3u MOHOTrifpaTy, 1 Tabnerka mo 10 Mr mictuts 107,8 mMr
JIaKTO3M MOHOTrifipaTy. ToMy maiieHTaM 3 pifKiCHUMU CIafKoBUMU (HOpMaMHU HelepeHOCHMOCTi
rajlakTo3u, HeJJOCTaTHICTIO JlakTa3u ab0 CUHAPOMOM TJIFOK030-TajlakTO3Hol Manbabcopbiiil He cif
3aCTOCOBYBaTH IIpemnapar.



Jlikapchku# 3acib BBaXKa€ETHCS BiIbHUM BiJl HATPil0, OCKiTbKY B OfHiM TaOIETI MiCTUTHCS MEHIIE HiX
1 mMonp HaTpiwo (23 Mr).

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.

KinekicTs GioTuHY y nikapcbkoMy 3aco0i bioTeban nepeBuilye peKoMeHn0BaHy J000BY D03y [JIs
BariTHUX. 3aCTOCYyBaHHS BUCOKUX 03 OIOTHHY Y BariTHUX He HOCIiXKYyBamoch. JIikapcbkui 3acib He
CJIif 3aCTOCOBYBATH y I€piof BariTHOCTI.

KinekicTs OioTuHY y NiKapcbkoMy 3aco0i bioTeban nepesuiiye peKoMeHnoBaHy J000BY AO3Y AT
JXKIHOK, SIKi TOOYIOTh IPYAA0. BiOTMH BUBOOUTHCS 3 TPYOHUM MOJIOKOM, ajie He CIIOCTEPIraeThCs
BIINBY Ha I'PYHE BUTONOBYBaHHS. JIikapCchbKuit 3acib He CJIifl 3aCTOCOBYBATH Y Iepiof] TOAYBaHHS
TPYLLIO.

30amHicmb eniueamu Ha weudKicmb peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexXaHizMamu.

He BrimuBae.

Cnocib 3acmocyeaHHsi ma do3u.

[Tpenapart BioTe6an npu3HayeHuN AJS IepoOPaJbHOT0 3aCTOCYBaHHS AOpociuM. [Ipuiimatu o ioy,
3anMBalyy JOCTATHLOIO KiTbKiCTIO BOAY (HANIpUKJIIaA, IIOJIOBUHA CKIISHKH).

ITo6oBa m03a CTaHOBUTDH 5 MT, IIPU BUPaXKEHUX CUMIITOMax - 10 Mr.

TpuBamicTs KypCy JiKyBaHHS 3aJ€KUTh Bifl XapakTepy Ta Iepebiry 3aXxBopioBaHHS i 3a3BU4ai
CTAHOBUTH 4 TuXKHi. [ToJIETIIIEHHS CUMIITOMIB CIIOCTEPIra€ThCSA MPUONIU3HO Yepe3 4 TUXKHI
3aCTOCYBaHHS.

Himu.

Y 3B’513Ky 3 00MeKeHUM [OCBiIOM 3aCTOCYBaHHS IIpenapaTr He IPU3HA4daloTh AiTSM BiKoM [0 12
POKiB.

IiTsim BikoM Bif 12 poKiB ImpemnapaT 3aCTOCOBYIOTh 3a MPU3HAYEHHSIM JIiKaps; peKOMeHallil momo
MO3yBaHHS IIperapary BifcyTHI yepe3 00MeKeHiCTh BigmOBIIHUX JaHUX.

Ilepedo3yeanHsi.

Ha cphorogHi HeMa€ mMOBifOMIEHD OO0 ITepeno3yBaHHs 0i0THUHY.

ITob6iyHi peakuii.

3 6oky imyHHoOI cucmemu: myxe pigko (° 1/10000) cocTepiraloThCs anepriyxi peaxiiii,
BKJIIOYAIO4YU KPOIIUB' SHKY.



Y pasi BuHUKHEHHS Oyab-1KuX HeOakaHUX Peakiliii peKOMEHIOBAHO IPUIIMHUTH JIIKyBaHHS Ta
3BEPHYTHUCS [I0 JIiKaps.

ITogidomaeHHs npo ni0o3pro8aHi nobiuHi peakuii.
[ToBimomIeHHS IIPO TMigo3poBaHi MOOiYHI peakiil Mmicyig peecTpaliil TikapchbKoro 3aco0y BifirpaimoTh
BaXX/IMBY poib. Lle mae 3MOory mMpogoBXKYyBaTH CIIOCTEPEKEHHS 3a CIiBBIAHOIIIEHHIM KOPHUCTI Ta

PHU3UKY 3aCTOCYBAHHS JTIKAPCHKOTO 3aco0y. ITpalliBHUKY ramy3i 0XOPOHU 30OPOB’sT MOBUHHI
TOBimOMISATH PO Oyab-sIKi migo3pioBaHi mobiyHi peaxiii.

Tepmin npudamuocmi.

2 POKH.

YMmoBH 30epiranssi.

30epiraTtu B OpuriHaabHi{ yIaKOBIi IpU TeMmepaTypi He Buille 25 °C. 30epiratu y HEOOCTYITHOMY
IJIs miTe# micti.

Ynakogka.

Tabaemxku no 5 me:

ITo 30 TabneTtoxk y 6mictepi; mo 1, 2 abo 3 GicTepu y KapTOHHI#M KOPOOIIi.
Tabaemku no 10 me:

[To 15 Tabnetok y 6iicTepi; mo 2, 4 abo 6 GricTepiB y KapTOHHIH! KOPOOIIi.

[To 20 TabneTox y GiicTepi; mo 6 GiicTepiB y KapTOHHI# KOPOOIIi.

KaTteropisa Bigmycky.

bes penernra.

BupoOHHK.
®apmanestuunuii 3asof «II0JIbOAPMA» C.A.

Pharmaceutical Works «<POLPHARMA» S.A.



Micue3HaxoIKeHHsI BHPOOHHKA Ta MOro ajJpeca MicCIsi IPOBaKeHHsI Tisl/IbHOCTI.
Byn. [lensninunbcka 19, 83-200, Craporapn I'manbscky, [oneina

19, Pelplinska Str., 83-200 Starogard Gdanski, Poland.



