COOTBETCTEBYET 3KCNEPTHOMY OTYETY

ot 17.10.2025 N= 26073

OBIIASI XAPAKTEPUCTHKA JEKAPCTBEHHOTO FIPEHAPATA 27U C T 0005)

1. HAUMEHOBAHME JIEKAPCTBEHHOTI'O IIPEITAPATA

Munsramma kommno3utym 1ad, 100 mr + 100 Mr, TabIeTKH, MOKPHITHIC INIEHOYHONH 000TI0YKOM.

2. KAUECTBEHHBI U KOJIMMECTBEHHBI COCTAB

JleiicTBytomye BemecTBa: OeHPOTHAMUH U TUPUIOKCHH.

Kaxxnass tabnerka, MOKpbITasi IJIEHOYHOM o000i0ukoi, conmepxut: 100 mr OeHdornamuHa u
100 mr nupugokcuHa (B BUJE TUAPOXIIOPHUIA).

BcnoMorartenbHble BelllecTBa, HAJIMUME KOTOPBIX HAJO0 YUYUTHIBaTh B COCTaBE JIEKAPCTBEHHOTO
npernapara: B Kaxjaou radnerke cogepxkurcs 0,28 mr HaTpus (cM. pasnaen 4.4).

[TonHbIi epeyeHb BCIOMOTAaTENIbHBIX BEIIECTB MPUBEICH B pa3ene 6.1.

3. JEKAPCTBEHHAS ®OPMA

JlekapcrBenHas dopma

TabneTku, MOKpPHITHIE TNIEHOYHON 000JI0UYKOM
Onucanue
bensle, kpyrible, IBOSKOBBITYKIIbIE TaOJIETKH, MMOKPHITHIE TUNIEHOYHOM 00osoukoil. Ha paszmome

apo TabneTku Oesoro IBera.

4. KIMHUYECKHUE JAHHBIE

4.1 IloxkazaHusi K NPUMEHEHUIO

Hesponornyeckue 3aboneBaHust Py MOATBEPKACHHOM Aedunure BUTaMHHOB B 1 Be.
4.2 PexuM J103UPOBAHMS M CIIOCO0 NMPUMEHEHUSI

PexxuM no3zupoBaHus

B3pocnvie

[MpuanMats o 1 TabneTke B CyTKU. B OCTPBIX Cyyasix Mociie KOHCYJIBTAllUN Bpada 032 MOXKET
OBITh yBenu4eHa 70 | Tabnerku 3 pa3a B JCHb.

[Tocrne 4 Heenb IeUeHMS TPUHSTH PEIISHUE O HEOOXOAMMOCTH MTPOJOHKEHUS MTpUeMa Mpenapara
B TIOBBIIIICHHOM J103€ ¥ paCCMOTPETh BO3MOXXHOCTH CHI)KCHHUS TTOBBIIIEHHON JJO3bI BUTAMUHOB Bg
u B no 1 tabnetku B cyTku. [1o BO3MOKHOCTH /1032 MOMKHA OBITH CHIDKEHa A0 | TabneTku B
CYTKH C IEJbI0O CHIDKCHHS PUCKa pa3BUTUS HEWPOIATHUU, aCCOLMMPOBAHHOM C MPUMEHEHHEM
BuTamMuHa Bg.

Jlemu

be3onacHocts U 3¢ dexTrBHOCT, mpenapara MusibramMma KOMIIO3UTYM Tab y JeTel Mmoka He
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YCTAHOBJIEHBI, TIO3TOMY IIperapar He CJeIyeT HDHHHMQR::IILgﬂ\F QHJ&QB@QM ﬁ(';] ¥ er,

JlaHHBIE OTCYTCTBYIOT.

THayuenmur nodicunozo éospacma

VY noKuibIX NalMeHTOB Ipenapar MujibraMma KOMIO3UTYM Ta0 MOKHO MPUMEHSTh B OOBIYHOM
TO3UPOBKE.

Toyeunas neoocmamounocms

He tpebyercs KOppeKTHpOBKa H03bI Mpenapata MusibraMma KOMIIO3UTYM Tal y MalleHTOB C
HapyleHHON (pyHKIHEN oYeK.

Ileuenounasn nedocmamounocmo

besomacHocTs M 3 dEeKTHBHOCTH Tpemnapara MmuibraMma KOMIIO3UTYM Tad y TalMeHTOB C

HapyleHHO! (QyHKIIMEel NeYeHu TT0Ka He YCTaHOBJEHbI. JJaHHbBIe OTCYTCTBYIOT.

Cnoco0 mmpuemMa

[Ipemapar MwunbramMmma KOMIO3UTYM Ta0 cjeayeT NpHUHUMAaTh BHYTpPb, 3ammBas OOJIBIIUM

KOJINYECTBOM XHUIKOCTH.

4.3 IIporuBonoOKa3anus
['unepuyBCTBUTENILHOCTh K JCHCTBYIOIIMM BEIIECTBAM WIIM K JIOOOMY M3 BCTIOMOTATEIBHBIX
BEIIECTB, IEPEUYUCIICHHBIX B pa3ene 6.1.

JlexoMIleHCUpOBaHHasl CEpACUHAsl HEIOCTaTOYHOCTb.
4.4 OcoOble yKa3aHUA U MePbI NPEIOCTOPOKHOCTH MPU MPUMEHEHNH
[Ipu npumenennu npenapara B g03¢ 100 Mr B CyTKH Ha MPOTSHKEHUH 0oJiee 6 MeCsIIeB BO3MOXKHO

pa3BUTHE HEWpOIATHH.

BcnoMorareanHble BenecTrsa

[Ipenapatr MusbraMMa KOMIIO3UTYM Tab CONEPKUT MeHee | MMoiib (23 Mr) HaTpus Ha TabIETKYy,

T. €. TI0 CYTH «HE COAEPKUT HATPHI».

4.5 B3aumoneiicTBHe € JIPYIrMMHM JIeKAPCTBEHHBIMH MpenapaTaMH M Jpyrue BH/bI
B3aNMOJECTBUA
[Ipu npueme 0THOBPEMEHHO C 5-QTOpypalliIoM OTMEYaeTcs Ae3aKTUBalUs THAMUHA (BUTAMUHA
B1), mockonbky ¢Qropypanmi KOHKYPEHTHO IojaBiser (ochopuiimpoBaHue THAMUHA J10
tuamuHUdocdara.

B TepaneBTHuUeCKHMX 103aX TUPHAOKCHH (BUTaMUH Bg) MokeT cHwKath 3(pQekT IeBOMOIbI.
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H30HHa3uaa, INCHUIMWJIIJIaMKUHA, I_[I/IKJ'IOcepI/IHa), yrIOTpe6J'ICHI/Ie AJIKOroJjisi u ,[[J'II/ITCJ]I)HHﬁ IIpucM
OCTPOTCHCOACPKAIIMX MNEPOPAJIBHBIX KOHTPACONTHBOB MOXKCT IMPHUBECTU K HEAOCTATOYHOCTH

BuTamMuHa Bg B OpraHusme.

4.6 PepTUIBHOCTD, 0€pPEMEHHOCTD U JIAKTALUA
[Ipemapar mTpPOTUBOMOKA3aH K MNPUMEHCHHIO B TMEpPHOJ OEPEeMEHHOCTH U TPYIHOTO
BCKapMJIMBaHUs.

DepTHILHOCTD

Knuandeckue nanHpie 0 BIMSHUU Mpenapata MuiasraMMa KOMIO3UTYM Tab Ha (pepTUIBHOCTH

OTCYTCTBYIOT.

4.7 BausiHMe HAa CHOCOOHOCTH YNPABJSATHL TPAHCHOPTHBLIMM CpeJACTBAMH M pPadoTaTh C
MeXaHU3MaMu
MunbramMMa KOMIO3UTYM Ta0 HE OKa3bIBAaeT BIMSHUSA WM OKAa3bIBA€T HE3HAUUTEIHHOE BIUSHUE

Ha CIIOCOOHOCTH YMPABISITH ABTOMOOUIIEM U pPabOTaTh C MEXaHU3MaMH.

4.8 He:xenaTeJibHbIE peakun

Pe3toMe HeXeIaTeILHBIX peaKIni

[Ipu nedyenun MuiibramMmoil KOMIO3UTYM Ta® MOTYT BO3HHKAaTh HEXKeEJaTeIbHbIE PEaKIUU.
YactoTa BO3HUKHOBEHUS ONPEICIISICTCS CICAYIOMMUM o0pa3oMm: odeHb dacto > 1/10; wacto >
1/100, < 1/10; mewacto > 1/1 000, < 1/100; penxo > 1/10 000, < 1/1 000; ouens peaxo < 1/10 000;
9acTOTa HEM3BEeCTHA (Ha OCHOBAHWU WMEIOIINXCS TAHHBIX OICHUTH HEBO3MOXKHO).

B kaxaoi 4YacTOTHOW rpynme MmoOOYHBIE PEeaKIUU TPEJICTABICHBI B MOPSIKE YOBIBAHUS HX

CCPBEC3HOCTH.

Hapywenus co cmoponbl UMMYHHOU cucmembl:

OueHnn PEAKO: pC€aKl M TMICPUYBCTBUTCIbLHOCTHU (KO)KHBIC p€aKkuuu, 3ya, KpalliBHUIA, KOXHAasA
CBIIb, 3aTPYyIHEHHOE JbIxaHue, orek KBuHke, anadrakTudeckuii mok). B oTaenpHbIX ciydasx —
roJIOBHAsI 0O0JIb.

Hapywenus co cmoponwi sceny0ouno-kumeuHo2o mpakma.

OueHb peaKo: TOIIHOTA.

HapymeHuﬂ CO CIMOpPOHbI H€p6H0ﬁ cucmemaul.

Yacrora Hew3BecTHa (CAMHUYHBIC CIIOHTAHHBIC COOONICHHS): Iepudeprueckas CEHCOpHas

HelpomnaTus npu JUIMTEILHOM IPUMEHEeHHH pemnapata (6osee 6 MecsIeB).
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Hapywenus co cmoponwsl kKodtcu 1 noOKOHCHO-HUPOBOU ;'Jﬁ'éﬁm%%? BATEMNBHOCTL 0005)

Yacrora HeusBecTHa (CIMHUYHBIC CIIOHTAHHBIC COOOIICHHS): yrpeBas Chbillb, MOBBIIICHHOEC
MOTOOT/ICJICHHE.
Hapywenus co cmoponwvi cepoeuro-cocyoucmoui cucmemvi:

YacroTa HEeM3BeCTHA (€IMHUYHBIE CTIOHTAHHBIE COOOIICHUS): TaXUKapAUsL.

COO6H.ICHI/IG 0 HOXCJIATCJIbHBIX PCAKIMAX

BaxHo coo0mmare o mo103peBaeMbIX HeXKeNAaTeIbHBIX PEaKIMAX ITOCe PETUCTPAIIN TIpeTiapaTa ¢
LeNbl0  00ecreueHusl HEMPEPHIBHOTO MOHHUTOPUHTA COOTHOIICHHSI «IIOJb3a —  PHUCK»
JIEKApCTBEHHOTO Tpenapara. MeAUIIMHCKUM paOOTHUKAM PEKOMEHAYETCS CooOmaTh O JI0ObIX
MOJI03PEBACMBIX HEKEJIATCIIbHBIX PEaKIMsIX JICKAPCTBEHHOrO Tperapara 4epe3 HallMOHAIbHBIC
CHUCTEMBI COOOIICHUS O HEXKEJIATeIbHBIX pPEaKIUSIX TOCYIapCcTB — UiIeHOB EBpazuiickoro
HKOHOMHYECKOTO COI03a.

PecnyOauka Apmenus

0051, r. EpeBan, ip. Komuraca, 49/5.

I'HKO «LleHTp 3KcniepTU3bI JIEKAPCTB U MEAULIMHCKUX TEXHOJIOTUI

Ten.: (+374 10) 20-05-05, (+374 96) 22-05-05

DnexTpoHHas noura: vigilance@pharm.am

Caiit B nH(pOpMALIMOHHO-TEIEKOMMYHHUKAIMOHHOH ceTh «VHTepHeT»: www.pharm.am

PecnyOmmka bemapych

220037, r. Munck, ToBapuieckuit miep., 2a.

VII «lleHTp 3KCIEePTU3 U UCIIBITAHUN B 3[paBOOXPAHECHUN

Ten./daxc: +375 (17) 242-00-29

DnekTpoHHas moura: repl@rceth.by

CaiiT B MH(pOpMAIIMOHHO-TEIEKOMMYHHUKAIIMOHHOH ceTH «HTepHeT»: www.rceth.by
PecnyOanka Kasaxcran

010000, r. Actana, yi. A. Umanoga, 13.

PI'TI na IIXB «HaunoHanbHBI HEHTP SKCHEPTHU3BI JIEKAPCTBEHHBIX CPEACTB U MEIMIIMHCKHMX
m3nenuit» Komurera MemuIMHCKOrO U (papmaneBTHYeCKOro KOHTposis MUHHMCTEpCTBa
3apaBooxpaneHust Pecriyonuku Kazaxcran

Ten.: +7 (7172) 235-135

DnextponHas nmoura: pdlc@dari.kz, farm@dari.kz

CaiiT B MH(OpMAIIMOHHO-TEeIEKOMMYHHUKaIIMOHHOM ceTh «HTepHeT»: www.ndda.kz
Keipreizckas PecrryOnmka

720044, r. bumikek, yia. 3-a Jlunus, 25.
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3npaBooxpanenus Kelprenckoit Pecryonmku

Ten.: + 996 (312) 21-92-88, 0800 800 26 26

DOnextpoHHas noura: dlsmi@pharm. kg, dlomt@pharm.kg

CaiiT B uH(pOpPMAITMOHHO-TEIEKOMMYHHUKAIIMOHHOH ceTH « HTepHeT»: www.pharm.kg

Poccuiickas Penepanusa

109012, r. MockBa, CnaBsiHCcKas Tuiomais, 1. 4, ctp. 1.

denepanpHas ciryx0a o Haa30py B chepe 3apaBooxpanenust (Poc3apaBHamzop)
Ten.: +7(800) 550-99-03

OnekTpoHHas nmoura: pharm@roszdravnadzor.gov.ru

Caiit B nH(OPMALIMOHHO-TEIEKOMMYHHUKAITMOHHOHN ceTh «IHTepHeT»:

www.roszdravnadzor.gov.ru

4.9 Ilepeno3npoBka

CHUMIOTOMBI IEPETO3UPOBKH

Y4uuThIBask HIMPOKUI TEPaNeBTUUECKUN JMAIa30H, Nepe03upoBka OeH(poTHaMuHa IpyU IpUeMe
BHYTPb SBIIICTCS MAJIOBEPOSTHON

IIpreM BBICOKHX 703 MUPUAOKCUHA (BUTaMuHa Bg) B TeUeHHE KOPOTKOIO MPOMEXKYTKa BPEMEHU
(B moze Oomee 1 r© B CYTKM) MOXET TPUBECTH K KPATKOBPEMEHHOMY IOSIBICHUIO
HelpoTokcnyeckux 3¢pdexros. Ilpu npumenenun mnpenapara B go3ze 100 mMr B cyTku Ha
HIPOTsDKEHNH Oojiee 6 MecAIeB TakKe BO3MOXKHO pa3BUTHE HEHPOMIATHil.

Ilepeno3upoBka, Kak NpPaBUIIO, HPOSBISAETCS B BUAC Pa3BUTHA CEHCOPHOM INOJIMHEWPOINATHH,
KOTOpasi MOXKET COIIPOBOXKIAThCA atakcuei. [Ipuem npenapara B KpaliHE BBICOKMX 033X MOXKET
IIPUBOJIUTH K KOHBYJIbCHAM. Ha HOBOPOXIEHHBIX ¥ MJIaICHLIEB ITPENApaT MOXKET OKa3aTh CUIIBHOE
ceJJaTUBHOE ACHCTBHE, BbI3BAaTh TMIIOTOHUIO U HAPYIIEHHUSI IbIXaHUS (IUCIHOD, alTHO?).

JledeHnne mepeIo3upOBKH

[Ipy mpueme NMUpHUIOKCHHA B J103€, MpeBblmatomei 150 Mr/kr maccel Tena, peKOMEHIyeTcs
BBI3BAaTh PBOTY U NMPUHSITH aKTUBUPOBaHHBIN yroib. [IpoBokaius pBoTsl Haubomnee 3hdhexTuBHA B
TedeHue mnepBblXx 30 MUHYT mociie mpueMa mpenapara. Moxer MnoTpeOoBaTbCsl NPHUHITHE

OKCTPCHHBIX MCP.

5. PAPMAKOJIOTUYECKUE CBOMCTBA
5.1 ®apmakoguHaMUYeCKHE CBOIICTBA
®apmaxoTepaneBTrueckas rpynna: Buramunsl, Butamud Bl 1 ero koMOuHanuu ¢ BuTaMMHaMu

B6 u B12; Buramun B1 B komOnHainu ¢ suramuaamu B6 u/unu B12.
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MexaHusM JelcTBUA

bendornamMua — KUpPOpacTBOPUMOE TMPOM3BOAHOE THAMHHA, KOTOPOE IIOCJIE BCACHIBAHUS
MpeBpallaeTcss B THAMHUH U €T0 BaKHYIO, OMOJIOTUYECKH aKTUBHYIO KOopepMeHTHYI0 dhopMy —
tuamuHaudocdar. Jepuuur Buramuna B MoxkeT mpuBECTH K IIMPOKOMY CHEKTpPY 3a00JIeBaHUIA,
TakuxX Kak Ooyie3Hb bépu-0€pu, XapakTepusyromascs nepupepruecKol HEHpomaTHed wWin
CepJCYHO-COCYIUCTHIMU TPOSIBICHUSMH (HOpaKeHUE Mepudeprueckoil HEPBHON CHCTEMBI,
COMpOBOXKAatouIeecs: O0ISIMU B KOHEUHOCTSIX, C1a00CThI0 MYCKYJIAaTYphl U HCKa)KEHUEM KOXKHBIX
OLIYIIEHUH, YBEIMUEHUEM Cep/illa M HEJOCTATOYHBIM CEpIEYHBIM BBHIOPOCOM), 3HLIE(hamonaTus
Bepnuke, ankoronsHbii cunipom Kopcakosa, cunapom Bepauke-Kopcakosa.

[MupunokcuH sBIsSETCA MPOU3BOAHBIM BUTaMUHA Bs, KOTOPBII MOCTe BCachlBaHUS MTPEBPAIIACTCS
B THpUIoKcatb-5-pocdar, smisromuiics ero Hamboyiee BaKHOH, OMOJOTHYECKH aKTUBHOMN
koepmenTHOM dopmoii. Jlebunuur nupuAOKCHHA MOXKET MPOSBIATHCSA CEPACUYHO-COCYAUCTBIMU,
JI€PMaTOJIOTrMYECKUMH, KEITYJOUYHO-KUIIEUHBIMH, T€MaTOJOTHYECKUMH WJIM HEBPOJOTUYECKUMU
cumnTomMamu. Tspkenelii AeQUIUT MPUBOIUT K CEPHE3HBIM KIMHUYECKHM MOCIEICTBHUSIM U
TpeOyeT Je4eHUus — CTaHJapTHOE JICUYCHHME BKJIIOYaeT mpueM BUTaMHHOB B; u Be.

AJNBTEpPHATUBHOTO METO/IAa JICYEHUS HE CYIIECTBYET.

dapmakoanaaMudeckue ¢ heKThl

Tuamungudochatr  sBAsSeTcS  BOXKHEWIIMM  KO(PAKTOPOM B HECKOINBKHUX  KJIFOYEBBIX
MeTa0OMMYeCKuX  (EepPMEHTHBIX CHUCTeMaX (MHPyBATICTHAPOTCHA3HBI  KOMILUICKC,  O-
keTornyrapataeruaporenazusii kommieke (KGDHC), TpaHckeTonasa M KOMIUIEKC anbda-
KETOKHCIIOT JIETHAPOTEHA3bI C pa3BETBICHHOM 1eTbi0). TruamuaanudochaT urpaer BaxHyH poib
B IIpoIeccax, CBSI3aHHBIX C METa0OJIM3MOM JIMIHJOB, TJIOKO3bl, AaMHHOKHCJIOT |
HelpoTpaHCcMHUTTEPOB. [103TOMY HEOCTaTOUHBIN ypoBeHb THAMHHIU(pOC(HATA MOKET MPUBECTH
K CEPhE3HBIM OCJIO)KHEHUSIM KaK B HEPBHOM, TaK U B CEPACYHO-COCYAUCTON cucteme. Buramun By
TaKKe BBIMONHICT (DYHKIIMH, BBIXOJSIINE 32 pPaMKUA €ro KOPEPMEHTHBIX CBOWCTB. THaMuH
SIBISETCS  AHTArOHHCTOM  aleTWIXOJWMHA, YTO MOJKET  JIONOJHHTEILHO  OOBSICHHTH
HeBpoJorudeckue nedexTrl, HabmomaeMbie mpu ero aedurmre. C 3TUM BUTAMHUHOM TaKkKe
CBSI3aHBl Takue (PYHKIMU, KaK HEHPOHHAS KOMMYHUKAIIMS, aKTUBAIMS UMMYHHOM CHCTEMBI,
CUTHAJIbHBIE U TIO/JICPKUBAIOIIME MPOIIECCHI B KJIETKaX M TKAHAX, a TAK)KE TMHAMUKA KJIETOYHBIX
MeMOpaH.

[TupuaoKCHH BBICTYIIAET B KayecTBE HeoOXoaumoro kodakTopa s 6onee yem 100 ¢hepmMeHTOB,
KOTOpPBIE B OCHOBHOM YYacTBYIOT B METa0OIM3MEe aMUHOKHUCIIOT, BKITIOYasi TPAHCAMUHUPOBAHUE,

ACAaMHUHUPOBAHUC U ,Z[eKap60KCI/IJ'II/Ip0BaHI/Ie, d TaKXKe HGO6XO,I[I/IM B I''TMKOJIN3€ U I''TFOKOHCOT'CHE3C.
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HEHPOTPAaHCMHUTTEPHI, TaKMe KaK THCTAMUH, CEPOTOHWH, TraMMa-aMHHOMACISHAs KHCIIOTa
(TAMK) u nodamun. IlupumokcuH Takke HEOOXOAMM [UIs CHHTe3a C(OUHTOJIHINIOB,
reMorIo0MHa M 9KCIpeccuu reHoB. Jledunur BuramuHa Bg cHIDKaeT KOHBepcHio TpunrodaHa B

HHAIIMH W IIO3TOMY MOJKCT BbI3BATh I[e(bI/ILII/IT HHaIlUuHAa.

Kimmanueckas 3 pekTuBHOCTS M 0€300aCHOCTH

IloBbllIEHHE CHCTEMHOTO BO3AECHCTBUS COEOUHEHHS SIBISIETCS KIIOYEBBIM  CIIOCOOOM
BOCCTAHOBJICHUS JIE(DUITUTHBIX YPOBHEH BUTAMUHOB Bi 1 Bg y manimeHToB ¢ THIOBUTAMUHO3aMHU
9TUX BUTAMHHOB. MHOFO‘-II/ICJ'ICHHBIG KIIMHUYCCKHUC MCCIICOIOBAHUS )leMOHCTpI/IPYIOT, qTo
O0cH(MOTHAMUH U MUPUIOKCHH SABJISIOTCS d3PPEKTUBHBIMH NPH JICUSHUH e uruTa BATaMUHOB B
1 Bs. OT0 OBUTO IPOIEMOHCTPUPOBAHO HA HECKOJIBKHX TPYTIAaX IMaMeHTOB, KOTOPBIE 0COOCHHO
CKJIOHHBI K JAe(QUIIMTYy THAaMHHA W BUTaMHHA Bs, TakWX Kak TMAaIMEHTHI, HaXOM’IIHECsS Ha
reMoJIuan3e, MAIMEHTHI ¢ T1a0eTOM U TMAIIMEHTHI ¢ alKoroau3MoM. [lomoxkurenpHas peakius Ha
CHUMITTOMBI JieUIIuTa HAOJII01a71ach B X0/1€ KJIMHMYECKUX UCCIIeIOBAaHUM yke uepes 3 — 12 Henenb
JICUCHUNS.

Jleuenue OeHPOTHAMUHOM U THUPUIOKCHUHOM HE TPEACTABISICT 3HAYMTEIBHBIX PHUCKOB IS
nanueHToB. HebnaronpustHeie 3G (eKkThl HAOMIOAANUCH C YaCTOTOM, CPAaBHUMOM C TPYIIIIaMU,
MOy4YaBIIUMH  TUTanebo, ¥ pa3pemiajuch CIOHTAaHHO. Tepanus OeHPOTHAMUHOM |
MUPUJOKCUHOM B IE€JIOM XOpOLIO IMepeHOocUTcsl. HecKOoIbKO KIMHMYECKUX HCCIEIOBaHUMN
IPOAEMOHCTPUPOBAIIN OJIOKHUTENBHBIN 2P exT Tepanmu 6eHYOTHAMUHOM ¥ MUPHIOKCHHOM IIPU
COCTOSTHUAX AeuIMTa THAMHUHA U TTUPUJOKCUHA, a TaKXKe MPH JUa0ETUYECKOW U aJKOTOJIbHOMN

MIOJIMHEHPONIaTUH.

HCI[I/IaTDI/I‘-IeCKaH OOy JIA1I A

KnuHnveckue raHHbIe, MOATBEPIKAAIOMINE TPUMEHEHHE OeH(OTHAMIHA U TUPUAOKCHHA y JETeH,
OTCYTCTBYIOT. D(h(heKTUBHOCTh M 6€30MaCHOCTh IPUMEHEHUs OeH(pOTHAMUHA U MUPUIOKCHHA Y

JIETeN HE U3ydajach.

5.2 dapmakokuHeTHYECKHE CBOHCTBA

bendoruamun

Abcopbyus

bendornamun — »3TO0 mponekapcTBO 0e3 (papMakoIOrHUeCKOW aKTHMBHOCTH, KOTOpOe He
MepeceKaeT KJIeTOUHble MeMOpaHbl. B kumeunuke OeHdormamuu nedochopunupyercs 1o S-

OeH30MWITHAMUHA U 3aT€M BCcachIBaeTCs MyTeM MaccuBHOM nuddy3un. B otnuuue ot TnamuHa,
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MaKCUMAaJbHON KOHIIEHTpalMK cocTaBisieT 1,6 yaca mocie npuema OeHpOTHAMUHA.
S-GeH30UNTHAMHH BCACKIBACTCS MPOTIOPIIMOHATBHO IPHHSITOM J103€.

Pacnpeoenenue

BoceMbecsaT mpoieHToB 00IIeTo ColepKaHus THAMUHA B KPOBH MIPUCYTCTBYET B 3PUTPOIUTAX,
MIPEeUMYIIECTBEHHO B BUJe THaMUH U ocdara, KoHLeHTpalus kKoToporo B 10 — 20 pa3 Belie, ueM
KOHIICHTpaIlis THAMUHA B Tia3Me KpoBu. llocne BBeneHus pamuomeueHoro OeHpoTmamMuHa B
YKMUBOTHOW MOJICJIM HAaUOOJIBIIINK YPOBEHh THAMHHA HAOJI01aJICS B KPOBH, IEUYEHHU U MTOYKAX.
buompancgopmayus

bendornamua Merabonu3upyercs 10 THAMHUHA U B 3TOW (popMe BBITIOIHSET CBOIO (YHKITHUIO.
[lepopanbubiii  npuem OeHdoTMaMMHA TPUBOAMT K TIOBBIIICHUIO YpPOBHS THAMHUHA,
THaMUHMOHOGochaTa 1 THaMuHIUpOCchaTa B IIEIbHONH KPOBH, IJIa3Me KPOBH U 3PUTPOLIUTAX KaK
y 3J0pOBBIX JIOJIeH, TaKk M y mauueHToB ¢ Aedunurom BuTamuHa Bi. Ilocrme BcackiBaHus
S-6enzounTuamMuH TpeodpazyeTcsi B THAMUH W OCH30HHYIO0 KHCIIOTY. beH3oifHas Kuciora
MeTa0O0IU3UPYETCA 0 TUIITYPOBON KUCIOTHI.

Buigeoenue

dochopmwmmpoBanHble popMbl THaMHHA JedOCHOPUIUPYIOTCS A0 THAMUHA M BBIBOISTCS C
MOUO#l. YKCYyCHBIE METa0OIUTHI THAMHHA 2-METUI-4-aMHHO-S-TUPUMUTUHKApOOHOBAsI KUCIIOTA,
4-MeTUNTHA30/1-5-yKCyCHAsl KHUCJIOTa W THAMHH-YKCYCHasi KHCIIOTa TakKe I0JIBEprarorcs
noyeunoii »mumuHanmu. Ot 60 10 99 % OeH30MHOM KHUCIIOTHI BBIBOJUTCS C MOYOM B BHIE
TUTIITYPOBOM KHCJIOTHI, @ OCTaBIIAsICS YacTh BBIBOJUTCS C MOYOM TMOCJIE KOHBIOTAIMU C
TIIIOKYpOHOBOW KHciOoTOW. [lepuon monyBbIBelleHUs THaMHMHA IIOCJIE TEPOPATBHOrO MpHeMa

O0eHpoTHaMKHA, 0 KOTOPOM cOOO0IIIaeTcs B IUTeparype, Bapbupyercs ot 1,6 10 3,6 yacos.

[IupunokcuH

Bcacvisanue

docdopunupoBannble  (opMbl BUTaMHHA Bs B NpoaykTax MUTaHus (EPMEHTATHBHO
THJIPOJIM3YIOTCS. B TOHKOM KHIIEYHUKE W BCACHIBAIOTCS B BUJC NHUPHIOKCHHA, TMPHIOKCATS U
nupuaokcamMuHa. buogoctynHocTs nonHas. MakcuMasibHasi KOHIEHTpAUsl BUTAMHHA B TIa3Me

JOCTUTaeTCs mpuMepHo vepe3 1,25 — 1,5 gaca.

Pacnpeoenenue
[MupunokcuHa THAPOXIOPHUA cOAepKUTCS mpuMepHo Ha 60 % B Buae mupuaokcaib-S-hocdara
(PLP), Ha 15 % B Buze nupunokcuna (PN) u Ha 14 % B Bune nupunokcans (PL) B mnazme kpoBu

u OoJIbIIIEH 4YacThiO CBsI3aH C adbOymMuHOM. [lisi mepeHoca dYepe3 KIETOYHbIE MEMOpaHbI
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(dhochopunmpoBanabie POPMBI TOKHBI OBITH rmmonnsolggﬁ;d;l&‘%%awgIdf;ﬂ:rgﬁgl;gg PLP

B OCHOBHOM CB$I3aH ¢ TemMoryioonnom. O0mmii Merabonnueckuii 3anac BuramuHa B B opranmsme
4eJIoBeKa COCTaBIsIeT 0KoIo 15 HMons/T. Okono 80 % ButaMuHa B XpaHUTCS B MBITITIAX U OKOJIO
5—10 % — B neyeHm.

Memabonuszm

B neuenu npyrue dopmbl BuTaMuHa B MeTabonu3upyloTCs 10 MUPUIOKCANs, KOTOPBIA 3aTeM
MOXeT (ochOopuIHpoBaTECS 10 MUPHUAOKCATb-5-Gocdara, SBIAIOMETOCS OHOIOTHYECKU
aKTHUBHOU KopepMeHTHOH popmoit. MeTabonusm PLP nmponcxoauT B OCHOBHOM B M€Y€HH, TJe OH
OKHUCJSIETCSl  albJeTHAOKCHUIa30i 10  4-MUpUJOKCHHOBOW  KHUCIOTHl  (4-PA), kortopas
BBICBOOOJKTACTCS ¥ BEIBOAUTCS U3 OpPTaHU3Ma.

Buviseoenue

4- TlupumoKCHHOBASI KHCIIOTa 00pa3yercst U3 MUPHUIOKCAJS O] JEHCTBUEM aJIbJIeTHIOKCHIA3HI

(AOKC) B meuenu. M30bITOK 4-MUPUTIOKCHHOBON KHCIOTHI OBICTPO BBIBOJUTCS C MOYOM.

5.3 JlanHble 10 JOKJIMHUYECKOii 0e30MacHOCTH

JIOKTMHUYECKUE JaHHBIE HE BBIIBIWIIM OCO0OM OMacHOCTH Ui 4YeJOBeKa Ha OCHOBAHUU
UcCe0BaHUN TOKCHYHOCTH MOBTOPHBIX /103, FEHOTOKCUYHOCTH, TOKCUYHOCTH JJIsl pENPOIYKIIUU
U Pa3BUTHS.

KanneporeHnHplif moTeHIan THaMUHA Ha dKUBOTHBIX MOJEIISAX HE UCCIIEIOBAJICS, B TO BpeMs Kak
MUPHUIOKCHH HE TPOSBIISUI TAKOTO IOTEHIIHAIIA.

OueHb BBICOKME BHYTPUBEHHBbIE J03bl THAMHUHA MOTYT BbI3bIBaThb OpaJuKap/uio, HEPBHO-
MBIIIEYHYI0 M TaHTJIUOHApHYIO OJIOKagy B JKMBOTHBIX Mojaensx. Jns OendoruamuHa,
MPUHUMAEMOr0 BHYTpPb, COOOIIAIOCh 00 OCTPOH TOKCHYHOCTU 15 T/Kr, Aisi BHYTPUBEHHOTO
BBEJICHUS 2,2 T/KT W /IS BHYTPUOPIOIIMHHOrO BBeACHUs 1,81 /KT y MbIIIei.

Bricokue 03Bl MUPHIOKCHHA 00Ja1al0T HEWPOTOKCUYECKON aKTUBHOCTHIO. J[iisi mUpuaOKCHHa,
MIPUHUMAEMOT0 BHYTPb, OCTpasi TOKCUYHOCTh COCTaBuia 5,5 I/Kr, Uisi BHyTPUBEHHOTO BBEICHUS
0,66 T/KT 1 17151 TOAKOXKHOTO BBEJIEHUS 2,45 I/KT y MbIIIEH.

J103b1 OeHpOoTHaAMIHA U TUPUJIOKCHHA, IOKA3aBIINE OCTPYIO TOKCUYHOCTD Y dKUBOTHBIX, Ha 3 — 4
MOPAJIKA BBILIE TEPANIEBTUUECKUX 103, IPUMEHAEMBIX y JIIOEH. B nccinenoBaHnuAX XpOHUUECKON
TOKCUYHOCTH Ha J>KMBOTHBIX TNpHU A03ax OeHpormammuHa 100 Mr/kr He ObUIO OOHApPYXEHO
OpraHOMNaTOJIOTMYECKUX M3MEHEHUU W 3anepkku pocta. J[o3br 150 — 300 mr/kr mupumaokcuHa
BBI3BIBAJIM HEUPOIIATHIO U HEHPOAETEHEPAIMIO Y KPBIC U COOAK.

Toxcuyeckue 3(pdexrsl HAOMOIANUCh B JOKIMHUYECKUX HCCIIECIOBAHUSIX TOJBKO MpPH J103aX,
3HAYUTEJIBHO MIPEBBIIAIONINX MAKCUMAJIBHOE BO3/IEHCTBUE HA YEJIOBEKA, YTO CBUAETEIBCTBYET O

MaJIOW 3HAYUMOCTH AJ11 PEKOMCHAOBAHHOT'O KIIMHUYECKOI'0 IIPUMCHCHU .
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6. PAPMAIIEBTUYECKHUE CBOHCTBA
6.1 Ilepeyenb BcmomMoraTte/IbHBIX BelleCTB

Slnpo TabieTkn

[eutro03a MUKPOKpUCTAIIMYECKAS
Kpockapmennosa Hatpus

Tanbk

CreapuHOBasi KUCIIOTA

Cocras mieHouyHoi 00oxouku Omasapaii 11 85F190000 npo3payHbIil:

[TonMBUHUIOBBIN CIMPT, YACTUYHO TMAPOJIM30BAHHBIN
Makporoa 4000

Tanbk.

6.2 HecoBMeCTUMOCTH

Henpumenumo.

6.3 Cpok rogHocTH (CpOK XpaHeHHs1)

3 roxa.

6.4 Oco0Obie Mepbl NPEIOCTOPOKHOCTH NPH XPAHEHUHT
XpaHUTh B OPUTMHAJIBHONW ymakoBke (OJIMCTep B KAPTOHHOM Mayke) JJIs 3alUIUThl OT CBETA MPHU

TeMmreparype He Boiiie 25 °C.

6.5 Xapakrep u cogep:kaHue NePBUYHON YIIAKOBKHU
ITo 15 tabnerok B Gnucrepe u3 [IBX/IIBAX u amomuaueBoil ¢onsru, no 2 uiau 4 Oiaucrepa

BMECTC C JIMCTKOM-BKJIQAbIIIEM ITIOMCIIAIOT B KAPTOHHYIO ITAYKY.

ITo 25 Tabnerok B Omuctepe n3 [IBX/TIBJAX n amomuaneBOl Goibru, 1o 4 OnrcTepa BMECTE C

JIMCTKOM-BKJIAABIIICM IMOMCIIAIOT B KAPTOHHYIO IMAYKY.

6.6 OcoOble Mepbl MPEIOCTOPOKHOCTH TPH  YHUYTOXXKEHMH  MCIOIL30BAHHOIO
JIEKAPCTBCHHOI'0 npemaparta NJINn 0TX010B, MOJIY4€HHBIX mocJjie NPUMECHCHHUSA
JIEKAPCTBEHHOT0 NMpenapara, v Apyrue MAaHUMYJISUH C TPenapaToM

Het oco06bix TpeboBaHuM K yTUIU3ALUH.
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7. IEPXKATEJIb PETUCTPAHIUOHHOI'O YAOCTOBEPEHUS

I'epmanus

Beprar ®apma I'M6X u Ko. KI' / Woerwag Pharma GmbH & Co. KG

Omordensa-Amnee 24, 71034 bebnunren, ['epmanus / Flugfeld-Allee 24, 71034 Boeblingen,

Germany.

7.1 IlpeacTaBuTe/in JepKaTe/isi perMCTPAIMOHHOIO YI0CTOBEPEeHHU

IIpeteH3uu HOTDC6I/IT6JICI>’I CJICAYCT HAIpaBJIATH I10 aAPECY:

Pecnybnruka Apmenus

Ob6ocobnennoe moapazaeneHue (OIl) ApmsHCKOe MpPEeACTaBUTEILCTBO KOMMAHAUTHOTO
toBapuiectsa «Bepsar @apma I'M6X u Ko. KI'™» (I'epmanus)

0012, r. EpeBan, Apabkup, yi. B. [lana3zsna, 1. 23, kB. 31.

Ten.: +37491485010

DnekTpoHHas nmoura: info@woerwagpharma.am

Pecnybnuxa benapyco

[IpencraButenbcTBO KOMMaHIuUTHOTO ToBapumiectBa «Bepar dapma I'M0X u Ko. KI»
(I'epmanus) B Pecmyonuke benapychb

220004, r. MuHck, yin. Oboiinas, 8, 3 atax, oduc 21.

Ten./dakc: +375 (17) 357-59-42

DnektpoHHas noura: info@woerwagpharma.by

Pecnybonuka Kazaxcman u Koipevizckas Pecnybonuxa

Ipencrasutenscrso "WORWAG PHARMA GmbH & Co. KG" ("BEPBAT' ®APMA I'm6X sH1
Ko. KI' "WOERWAG PHARMA GmbH and Co. KG)

AI5TO0GY, r. Anmatsl, Boctanapikckuil paiioH, yiu. Tumupsizesa, 1. 28B, oduc 310.

Ten./paxc: +7 (727) 341-09-75,+7 (727) 341-09-76

OnexTponHas noura: info@woerwagpharma.kz

Poccuiickaa ®eoepayus

00O «Bepsar ®apmay

121170, r. Mocksa, yi. [loknonnas, 1. 3, kopi. 4.

Ten.: +7 (495) 382-85-56

DnekTpoHHas noura: adr@woerwagpharma.ru

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHU A

9. IATA NEPBUYHOMN PETUCTPAIIMM / MOATBEPKJIEHUS PETUCTPAIIUU /
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Jlata mepBoi perucrpanuu:

10. JATA IEPECMOTPA TEKCTA

OO0w1as xapakTepucTUKa JIEKapCTBEHHOr 0 Mpenapara MuiibramMmma KOMIIO3UTYM Tad JOCTYIHA Ha

nH(POPMAIIMOHHOM TopTasie EBpa3uiickoro »KOHOMHYECKOTO0 COH3a B HMH(OPMAIIMOHHO-

KOMMYHHKaIIMOHHOU cetu «HTepHeT» http://eec.eaeunion.org/.
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