CocrTaB

IericTByIOIIEe BemeCcTBO: biotinum;
1 TabneTka comepxkut 5 Mr unu 10 Mr OMOTHHA;

OApyrue COCTaBJIAOIINE: JIAKTO3bBI MOHOTHUAOPAT, LHEJINTII0JI0O3d MUKPOKPHUCTAJIITUYECKasd,
noBugoH K-30, HaTpHud KPOCKapMeJio3ad, KPeEMHUSA TUOKCU[ KOJIJIOUOHBIN dHTUIOpPHUuO,
Mariusa creapaT, BOOga OYHMIITeHHasd.

JIekapcTBeHHas1 GpopMa

TabneTku.
OcHOBHBIE GU3UKO-XUMHUYECKHNEe CBOMCTBA:
5 Mr: TabneTKu 6eJI0T0 UIN MOYTU OEJIoTo IIBeTa, KPYTJIble, HBOSIKOBLIIYKIIBIE;

10 mr: TabmeTKu 6e10r0 UM IMOYTH OeJIoTOo IIBeTa, KPYTJible, MBOSTKOBHIIYKIIBIE, C
rpaBUPOBKOM «10» C OMHOU CTOPOHHI.

®apMakKoTepaneBTUYeCKasi Ipynmna
[TpocTtrie nipenapatsl BUTaMUHOB. buotun. Kog ATX A11H A05.
®apMaKoJIOrHYeCKHe CBOMCTBa

(DapMaKO)II/IHaMI/IKa.

BuoTuH sIBIsieTCS XXKU3HEHHO BAaXXHBIM BEIIIECTBOM [IJIsT PAa3BUTHUS U POCTa KJIETOK. B
KayecTBe KopepMeHTa UTrpaeT BaXKHYIO POJIb B TJIIOKOHEOTeHe3e, JTUIIoreHe3e,
ouoTpaHchopMaluy IPOIMMOHATOB, CUHTE3€ XKUPHBIX KUCJIOT U PacIllellIeHUuU
nennuHa. HegocTaTo9yHOCTh OMOTHHA MOKET BO3HUKATD IPU HecOaTaHCUPOBAHHOM
MUTAaHWUU, OIIUTETLHBIX TUeTaxX U YyIIOTPeOJIeHUuU ChIPOTO SSMYHOTro OesKa, mpu
IMapeHTepaJbHOM IMUTAHNUH, CUHIPOME MalbaOCOpPOINY, ITOCIIe PEe3EKIINN TOHKOTO
KHUIIIeYHUKa, Y OOJbHLIX, HAXOOSIIUXCS Ha reMoaualin3e; KpoMe 3TOT0, IIpHu
aCCOIIMMUPOBAHHOM C OMOTMHOM MHOXKECTBEHHOM HEIOCTaTOYHOCTU KapOoKCcHuias
MMOTPeOHOCTHL B OMOTHHE 13-3a TeHEeTUUECKOTro fedeKTa mosuilieHa. HemocTaToOYHOCTh
ITPOSIBIISIETCS pPeaKIinel Ha KOXKe U ee MpuaaTKax. B oprannsme OMOTUH UTpaeT
HeMaJIOBaXkKHYI0 POJIb B 0OMEHE YTIeBOOOB, JKUPOB U OEJIKOB U SIBISIETCS XKU3HEHHO
He0oOXOOUMEBIM [IJISI HOPMaJIbHOTO POCTAa M Pa3BUTHUS KIETOK. [Ipu nmonamaHuu B
opraHu3M OMOTUH JIeNCTByeT KakK KopepMeHT KapOoKCcusa3, OKa3blBaeT
WHCYJINHONOM00OHOEe OelCTBUE U yYaCTBYeT B IIPOIlecce TII0KOHeoreHesa (6marogaps



Y4aCTHIO B CUHTE3€ TJIIOKOKMHA3bI), B CBSI3U C YeM CIIOCOOCTBYET CTaOUIHU3aIIuU
comepzKaHMUs caxapa B KPOBH, yIIydIllaeT (QYHKIIUIO HEPBHOM cUCTeMbl. BUOTUH
SIBJISIETCSI CHHEPTUCTOM OPYTUX BUTAMUHOB I'PyNITHl B, GoMeBOM KUCIIOTHI,
IMaHTOTEHOBOM KMCIIOTHI, IIMaHOKOOanamMuHa. MMeloTcsa maHHble 00 ydacTuu OMOTHHA B
CUHTE3€e NYPUHOBBIX HYKJI€OTUOOB. BUOTHH TaKXkKe SIBISE€TCS KICTOYHUKOM CEPHI,
y4acCTBYIOIel B CHHTe3e Oejika - KoJIJlareHa ¥, TaKuM 00pa3oM, IOI0KUTEIbHO
BIIUSIET Ha CTPYKTYPY KOXKU U ee IMIPUIATKOB (BOJIOC, HOTTEM).

dapMaKOKUHETHKA.

BcacriBanue cBOOOOHOTO OMOTHMHA HAaYUHAETCS YK€ B BEpXHEU 4aCTU TOHKOU KUIIKU.
3mech MoJieKyia OMOTHHA IPOHUKAaET Yepe3 CTEHKY KUIIIKY B HEM3MEeHEeHHOM BULE.
BcacriBaHUE TIPOUCXOOUT TTaBHBEIM 00pa3oM 3a cueT ouddy3uu.

CTeneHb CBI3bIBaHUS OMOTHHA ¢ OenKaMu I1j1a3Mbl KpoBu cocTaBisieT 80%.

KoHnieHTpalus cBOOOOHOTO UJIH TOJIBKO CJ1ab0 CBsI3aHHOTO OMOTHMHA B KPOBU
cocTamisaeT, Kak npaBuio, oT 200 go 1200 Mkr/n. bBuoTuH BEIBOOUTCS C MO4YOu (0T 6 mo
50 MKT B CyTKM) U KaJIOM. BUOTHUH 3KCKpEeTUPYEeTCS B HEU3MEHEHHOM BHe (0KOJIO
50%) 1 6UOIOTMYEeCKY HeaKTUBHBIX MeTa0oMuTOB. [lepuoy MonyBbIBEeJeHUST 3aBUCUT
OT JO3BL ¥ COCTaBJIZeT OKO0JIO 26 yacos nocje npueMa BHyTpb 100 MKr Ha 1
KHJIOTPaMM MacCChI Tejia. Y O0JIbHBIX C HEIOCTaTOYHOCThIO OMOTUHUA3EI TIEPUOLT
[IOJIyBEIBEJEHUS I10CJIEe IDUMEHEHUS TaKOU XKe 03kl cokpamtaeTcsa 0o 10-14 gacos.

BuotuH nmoctynaeT B opraHu3M 4YejioBeKa U3 IIPOAYKTOB IIMTAHUS, a TaKXKe
CUHTE3UPYyeTCS MUKPOQIIOPON KHUIlleUYHMKa. PacipocTpaHeHHBIM B palliOHEe IUTaHUS
OMOTHUH OOBIYHO CBSI3aH C IPOTEMHOM U BCTpPeYaeTCs B BUAe OMOLIMTUHA (IPOOYKTHI
MUTaHUS XKUBOTHOT'O IIPOUCXOKAEHHUS), KOTOPHIM MOCJie TUAPOIN3a B TOHKOM
KHUIlIeYHUKe OBICTPO peabcopbupyeTcs. B pacTeHusax OMOTHH OTYaCTU IIPeACcTaBJIeH B
cBobogHOU popme.

IToxa3zaunus

L7151 TIedyeHusd u HpO(I)I/IJ'IaKTI/IKI/I 3&60H€BaHI/IfI, BBI3BAHHEBIX JIe(l)I/II_II/ITOM OuoTHHA:
3a00eBaHus KOXKM, HOTTEH, BOJIOC.

ITporuBONIOKa3aHUA

FHHep‘IYBCTBI/ITeHBHOCTB K 6I/IOTI/IHy WK OPYIruM KOMIIOHEHTaM IIpeliaparTa.

B3auMoOIeHCTBHE C IPYTHMH JIEKapCTBEHHBIMH CPEICTBAMH H [Ppyrue BHObI
B3aMMOIEHUCTBHUS



[Tpu mpuMeHeHUU OMOTHHA C MMPOTUBOCYIOPOKHLIME IIpernapaTaMu (peHUTOUH,
Kap6amazenuH, GeHoOapOuTasl, IPUMHOOH) BO3MOXKHO CHUXXEeHNEe KOHIIeHTPaIluH
OMOTHHA B MJIa3Me KPOBU 3a CUET YBEJIMUEHUSI €T0 BLIBEIEHUS C MOYOH.

Bam;npoeBaﬂ KHCJIOTa CHHU2KaeT aKTHUBHOCTb 6I/IOTI/IHI/I)Ia3bI, CHHU2Kas (I)YHKI_II/II/I
MI/ITOXOHJIpI/Iﬂ B ITI€49EHMH.

I[TaHTOTEHOBAsI KUCJIOTA B OOJIBIIIUX 103aX KOHKYPUPYET C OMOTUHOM, IIO3TOMY CJIedyeT
nsberaTh UX OJJTHOBPEMEHHOTO IIPUMEHEHUS.

ANKOTOoIb CHUZKaeT KOJIMYeCcTBO OMOTHHA B IJlIa3Me KPOBH.
CTepOI/II[H])Ie TOPMOHEI MOT'YT YCKOPATH KaTabonu3M OMOTHUHA B TKAHSX.

AHTHUOUOTUKY MOT'YT CHMKATh KOHIIeHTPaluio OMOTUHA BCJIeACTBUE HapyIIeHUS
MUKPOGIOPHI KUIIEYHUKA.

Besok cHIporo siila cComepKuT NPOTEeUH aBUOWH, B3aUMOOEHCTBYIOIINHN C OMOTHHOM,
IIO3TOMY cJiegyeT u3beraTb UX OOHOBPEMEHHOT 0 ITprueMa. YIotpebieHue 60JIbIIOro
KOJIMYEeCTBA CBIPHIX STUI] B TeYeHHne 2-3 HeOejlb MOXKeT BhI3BaTh He(GUIUT OMOTHUHA.

Kypenune ycunuBaeT KaTabonu3M OMOTHHA, YTO MOXKET IPUBECTU K HEIOCTAaTOYHOCTH
U CHUXKEeHUIO 9PpPEeKTUBHOCTHU JI€UEHUS.

OCco0eHHOCTH 110 IIPHAMEHEeHHIO

He cnepgyeT HapyllaTh OJIMTEILHOCTh Kypca JIedeHUs, Ha3HaueHHOoro BpadyoMm. [Ipu
ITPEPLIBUCTOM WM MPEKIEBPEMEHHO IMpeKpalleHHOM jJedeHun 3¢ GeKT mpemapara
MOZKET YMEeHbIIaThCsA. BCIemcTBue Xxopollied mepeHoCuMOCTH OMOTHHA JIeYeHUe
MOZKET ITPOM0JIKAThCS IJIUTEJILHOE BPEeMSI.

Bo3pgericTBue Ha KIMHUYECKHE na6opaTopHHe TEeCTHI.

BuoTHH MOXEeT BIIUSATH Ha Pe3yIbTaThl KIMHUYECKUX JTaO0pPaTOPHBIX UCCIIEOOBAaHUH,
OCHOBAHHLIX Ha B3aMMOeMCTBUU OMOTHHA U CTPENTaBUAWHA, YTO IPUBOOUT K
OIMMO0OYHOMY 3aHUKEHUIO WU 3aBHIIIEHUIO Pe3yIbTaTOB B 3aBUCUMOCTHU OT BUIA
HncciemoBaHus. PUCK TaKOT0 BO3[IEMCTBUS BHIIIE y IeTEN U y NallueHTOB C
HapylieHueM QyHKIIUY ITOYeK, a TaKXKe BO3pacTaeT NPHU YBeJIMYEHUH 03kl OMOTHHA.
[Tpu uHTEpHpeTaluu Pe3yIbTaTOB UCCIIeOOBAHUN CJIeAyeT YUYUTHIBAaTh BO3MOXKHOE
BJIMSIHUE ITPUMeHeHusT OMOTHHA IIallieHTOM, 0COOeHHO eCJIi TaKue JaHHBIe He
COT'JIaCyIOTCS C UMEIIeNCs KIIMHNYEeCKOM KapTUHOU (HallpuMep,
JIO’KHOTIOIOKUTEIbHEIE PEe3yJIbTaThl UCCIEN0BaHUSA QYHKIINY IMUTOBUOHOMN KeJIe3hl B
OTHOILIeHUM 00Jie3HU ['peiiBca UJiM JTOKHOOTPHUIlaTEIbHbBIE Pe3yIbTaThl aHaIu3a
YPOBHS TPOIOHHKHA Y MMAIMEHTOB C UHPApPKTOM MHOKapaa). [Ipu miaHupoBaHUU



KJIIMHUYECKHUX J1Ta00pPaTOPHEIX MCCIIeOOBAHUN Y IAIMeHTOB, IPUHUMAIOIINX OMOTHH,
clemyeT MpeaBapUTEeIbHO IPOKOHCYIhTUPOBATHCS C COOTBETCTBYIOIINUMU
cmernuanucTaMu 1abopaTopuii. B ciydae, Korga He UCKITIOYEeHA BO3MOXKHOCTD
BIUSHUS OMOTHHA Ha pPe3yIbTaThl UCCIIEMOBAHUM, HEOOXOOMMO HCII0IL30BaTh
aTbTepPHATUBHLIE TECTHI, HE 3aBUCAIINE OT 3TOT0 (haKTopa.

I1s1 MUHMMM3aLMK BIMSHUS OMOTHHA Ha Pe3y/IbTaThl Ja00pPaTOPHEIX TECTOB
JIeKapCTBEHHOE CPECTBO CJIelyeT OTMEHUTD 3a 3-€ CyTKM OO0 TeCTUPOBAHMUS, €CIIH
nmabopaTopus He yKasaja APYroro Cpoka.

BcnnoMmorarenbHBIE BelleCTBa

1 TabneTKa mo 5 Mr comepkuT 53,9 Mr MoHOTUOpaTa JIakKkTo3kl, 1 TabsmeTka 1mo 10 Mr
cogepxkut 107,8 Mr MmoHOTHApaTa JIaKTO3Hl. [I09TOMY NanueHTaM C peOgKUMU
HacJIeICTBEeHHBIMU (JOpMaMM HEIIEPEHOCUMOCTH rajlaKTO3bl, HEOOCTAaTOYHOCTBIO
JIaKTa3bl UM CUHOAPOMOM TJIIOKO30-TaJIaKTO3HOM MajibabCopOIiuy He CleayeT
IPUMEHSTH ITpenapar.

JleKapCTBEHHOE CPENCTBO CUMTAETCS CBOOOOHBIM OT HAaTPUS, ITOCKOJIbKY B OTHOMU
TabJIeTKe comepKUTCS MeHee 1 MMonb HaTpus (23 Mr).

HpI/IMeHeHI/Ie B ITepuon 6epeMeHHOCTI/I HUJIN KOPMJIEHHU A I'PYIOBIO.

KonnuecTBo 6MOTHHA BO I€KapPCTBEHHOM cpefcTBe bruoTeban mpeBhIlIaeT
PEKOMEHAyeMYI0 CYTOYHYIO 03y IJid 6epeMeHHBIX. [I[puMeHeHre BEICOKUX A03
6roTuHa y 6epeMeHHBIX He UCCJIeJ0BaIOCh. JIeKapCTBEHHOE CPENCTBO He CleayeT
MIPUMEHSITh B IePUOT 6EPEMEHHOCTH.

KonmyecTBo OMOTHHA BO JIEKapCTBEHHOM CpefCTBe bruoteban npeBhIllIaeT
PEKOMEHIOBAaHHYIO CYTOUYHYIO 03y OJISI KOPMSIIIUX I'Pyabi0. BHOTHH BEIBOJUTCS C
TPYOHBIM MOJIOKOM, HO He HaOJII0maeTCsl BIUSHUS Ha I'PyOHOE BCKapMJ/IMBaHUe.
JleKapCTBEHHOE CPENCTBO He ClieflyeT MPUMEHSTDH B IIePUOO KOPMJIEHUS I'PYIbIO.

CriocoOHOCTB BIUSATh Ha CKOPOCTh peaKIIuu MPHU yIIPaBIeHUU aBTOTPAHCIIOPTOM UIIU
OPYTUMH MeXaHNU3MaMMU.

Cnnoco0 nmpuMeHeHUsI U 1036l

IIpenapat buoTeban npegHa3HadYeH OJIs IIePOPAIbHOIO MCIIOJIb30BaHUS B3POCIIBIM.
[IpuHMMAaTH 00 €Obl, 3aluBasi JOCTAaTOYHBIM KOJIMYECTBOM BOOHBI (HAIIPUMED ITOJIOBUHA
cTakaHa).

CYTO‘-IHaFI Io3a COCTaBIISAET D MT, IIPU BEIPA2KE€HHEBIX CHUMIITOMAx - 10 mr.



HpOJIOJI}KI/ITeHBHOCTB KypcCa JiIedeHHUsA 3aBUCHUT OT XapPaKTepa U TeYEeHUuA 3a00eBaHusg
1 0OOBIYHO cOoCcTaBiseT 4 HeOeJIn.

HeTtn.

B cBsI3u C orpaHUYEHHBLIM OIIBITOM ITPUMEHEHUS MpelapaT He Ha3HavaloT geTsaM go 12
JIET.

Ietsam crapie 12 jieT mpemapaTt IPUMEHSIOT 110 Ha3HaYeHHIO Bpaya; peKOMeHIaIuu
10 TO3UPOBKE IIperapaTa OTCYTCTBYIOT M3-3a OTPAHUYEHHOCTH COOTBETCTBYIOIINX
OAHHBIX.

Ilepego3upoBKa
Ha cerogusinmHui feHb HET COOOIIEHUM 0 ITepeno3upPoBKe OMOTUHA.
ITo6ounbIe 3P PeKThI

Co CTOPOHBI UMMYHHOM CUCTEMBI: 0UueHb penko (1/10000) nHabGntomaioTcs
aJjiIeprudeckue peaklyuy, BKII0Uass KPpalmuBHUILY.

B cnyyae BO3HMKHOBEHUS HEXKeEJIaTEILHBIX PeaKluii peKOMEHIOYEeTCs TPEKPATUTh
jleyeHUe U 00paTUTHCS K Bpaydy.

Coo0111eHUs 0 ITOI03PEeBaeMbBIX ITOOOYHEIX PEaKIIUIX.

Coo0111eH1s 0 ITOI03peBaeMbIX ITOOOYHEIX PeaKIIMAX II0CJIe PETUCTPalu
JIEKAPCTBEHHOT'O CPEICTBAa UT'PAIOT BAXKHYIO POJIb. DTO ITO3BOJISIET ITPOIOIXKATh
HabJIoleHre 3a COOTHOIIIEHUEM IT0Tb3bl M PUCKA MPUMEHEHUS JIEKapCTBEHHOTO
cpencTBa. PaOOTHUKYM OTpaciu 3ApaBOOXPaHEeHUs OOJIKHBI COO0IIATh O JTI0OBIX
ITOJI03PEeBaEMBIX ITOOOYHEIX PEaKIIUIX.

CpoK rogHoctu

2 roma.

YcnoBusi xpanenusi

XpaHUTh B OpUTHUHAJILHOU YIIaKOBKE IIPU TeMIepaType He Brille 25 °C. XpaHUTH B
HEOOCTYIIHOM [JIsl OeTel MecCTe.

YnakoBKa



TabneTku 1o 5 MT:

ITo 30 TabneTok B 6muctepe; o 1, 2 unu 3 6nucTepa B KAPTOHHOM KOPOOKe.
Tabnetku mmo 10 mr:

ITo 15 TabneTok B OnucTepe; 1Mo 2, 4 unu 6 6J1UCTEPOB B KapTOHHOM KOPOOKe.

ITo 20 TabneToK B OnucTepe; 1Mo 6 6JIMCTEPOB B KAPTOHHOM KOPOOKe.

Kareropusi ornycka

bes penenra.

IIpousBogurtennb

®apmartiesTuueckui 3aBof «[IOJIbOAPMA» C.A.

Pharmaceutical Works «POLPHARMA» S.A.



