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YTBEPXXJIEHA

IIpukazom mpencenarens KomuTera KOHTPOIISE MEIUIIMHCKONW U
(hapManeBTHYECKO# ISSITETbHOCTH

MuHHCTEPCTBA 3PABOOXPAHEHUS U COIIMAILHOTO PAa3BUTHS
PecnyOnukn Kazaxcran

ot «19» 11 2015 .

Ne 1271

MHCTPYKUMA NO MEAULUMHCKOMY NPUMEHEHUIO
AEKAPCTBEHHOIO CPEACTBA MUABITAMMA® MOHO 300

ToproBoe Ha3BaHUe
Munsramma® Mono 300

Me:kayHAPOAHOE HEMATEHTOBAHHOE HA3BaHUe
Bendornamun

JlexkapcrBenHas ¢gopma
TabneTku, MOKPHITHIC INIEHOUYHOH 000104k, 300 M

CocraB

OpHa TabneTka COuepKUT

axmusHoe éeujecmeo — 6erporrnamud 300 Mr,
6cnomozamenvHvle geuyecmed: KpeMHUs TUOKCU KOJUIOUIHBIH,
LIEJUTEONI03a MUKPOKPUCTAILTMYECKAs, HATPUSI KPOCKApMeEII03a,
noBu0H K30, Tanbk, MIMIEPHU/IbI C YACTUYHO JJTHHHOW IIETIBIO;
IUIEHOYHOE HOoKpeITHE: Onaapaii 6enslii (Opadry tm white
(07F28588)): runpomenosa, Taibk, Tutana auokeun (E 171),
MAaKpOrojI, HaTPHs CaXapHHAT.

Onucanue
TabeTKH, MPOAOIroBaToil (JOPMBI, HOKPHITBIC INIEHOYHON
000JI09KOH OEJIOTO 1BETa, C PUCKOI ¢ 00CHX CTOPOH.

dapmakoTepaneBTHYECKAs IPyNma

Buramunsl. Butamun Bl u ero komOuHaIus ¢ BuraMmuHamMu B6 u
B12. Buramun Bl. bendornamusn.

Kong ATX A11DAO03

dapmakoI0ruyecKue cBoicTa

dapmarkokunemuka

Bcacvisanue

[ocne BcacbiBaHus OeH(MOTHAMUH IIPOXOAUT YEPe3 JKEIYI0K B
HEM3MEHEHHOM BHUJIE, TAK KaK ABJIACTCS YCTOMUMBBIM K KUCIOTHOU
cpene. berdornamun BcackiBaeTcs B 12-nepeTHOMN KHUILKE, B OTIIHUUE
OT BOJOPACTBOPUMBIX NIPOM3BOJHBIX THAMHHA, IIPOSIBIIAIOIINX
KUHETHUKY HACBIIIEHHUS B TOHKOM KHIICYHUKE.

[ocie mepopanbHOTro BBEACHUS )KUPOPACTBOPHMOTO OeH(POTHAMIHA
B KHIIEYHUKE IT0J AeiicTBHEM (ocdaTas mporucxoanT
nedochopruInpoBaHUe 0 JKUPOPACTBOPUMOTO S-OCH30MITHAMUHA
(CBT). On 6osee 3(h(heKTHBHO MOITIOMACTCS, YEM BOJOPACTBOPUMBIC
IIPOM3BOAHBIC THAMHHA U JOCTHTAeT BHYTPHKIECTOUHOM Cpesl yepes
LUPKYIUPYIOLIYIO KPOBb.

Pacnpeoenenue

S-6enzomntramuH (CBT), 00pasyrommuiicss B CTEHKE KHIICYHHKA

n3 OeH]oTHaMIHA, SIBISCTCS XOPOIIO PACTBOPUMBIM B KPOBSHOM
MOTOKE ¥ PAacHpeeNsieTcs Mo opranaM-MumieHsm. Hansbiciiast
AKTUBHOCTH OTMEYAETCs B KPOBH, IICYEHN U [IOYKAX, B TIEPBYIO
odepe/b. THaMiH HEOTHOPOAHO PACIIPENEIICTCS IO BCEMY
KPOBOTOKY. 75% 0OHapy»HuBaeTcsi B SpUTponuTax, 15% — B
serikonuTax u 10% — B 1a3Me KpoBH, I1e€ YACTUYHO CBSI3BIBACTCS C
ap0yMHHAMHU.

Memabonuszm

[Tpu mpueme BHYTph OeHBOTHAMUHA OBICTPO MOBBIIIACTCS
aKTUBHOCTb THAMUHA B KPOBH, SPUTPOLUTAX, CIMHHOMO3IOBOH
KUIKOCTH, MOYE, KaK Y CyObEKTOB ¢ HOPMaJIbHBIM YPOBHEM, TaK

U IIPY HEOCTAaTOUYHOCTU THAMUHA B OpraHusMe. B opranusme

THAMUH H €T0 )XUPOPACTBOPUMEIE TPOU3BOIHBIC TIPEOOPAZYIOTCS

B TnamuHa udocdar (TAD), KOTOPHIt SBIAETCS OHOIOTHYCCKH
AKTHBHBIM METAOOIUTOM.

Buigeoenue

IIpu norpebienny HU3KUX 103 OeH(POTHAMUHA UK THAMUHA,
THAMUH B HCU3MEHEHHOM BUJIE BBIBOAUTCS ¢ MOuoi. M30bITOuHbIE
KOJIMYeCTBA THAMHHA, NIPEBbIIIAIOMINE IIOTPEOHOCTH TKaHeH, OBICTPO
OYHUINAFOTCS IOUKAMU U BBIBOJATCS ¢ MOYOM B HEHM3MEHEHHOM
cB0o6OIHOM Ml (OCHOPUINPOBAHHOM BHUAE, WM KaK METAOOJIHUTHI.
Oxo10 50% THaMHHA BEIBOAUTCS B HEU3MEHEHHOM BUJIE.
OCTaToOuHBIMU SIBIAIOTCSA HECKOIBKO METa00IUTOB, CPEAN KOTOPBIX
THAMHUHOBAs! KUCJIOTA, METUITHA30] YKCYCHAs KUCIOTA U HUPAMUH.
BriBenienue 6eHdoTHaMuHa MPOUCXOAUT B TpH (ha3bl, C HAYaIbHOH
KopoTKo#i anb(a-hazoii (a-¢asza) B 0.15 4, 6era-nepuogom
noryBeiBesieHUs (B-daza) B 1 4 u koHeUHOU (pa3oit 0KOJIO 2 JHEH.
B cpennem nepuox nonyseiBeaenust (TY2) Ha BOCbMOl JIeHb
©XKEIHEBHOTO MPUMEHEHMsI cocTaBisieT 3.8 + 1.6 4 mpu
BHYTPHMBIIICYHOM BBelleHHU U 4.1 = 1.6 4 pu mepopasbHOM
npueme 6eHpornaMuHa. 11 THAMKHA, TPOU3BOIHOTO OT
oengporuamuna, T anbda-daser cocraBuser 5 4, s Oeta-ha3sl —
16 4. B cpenuem (T'%) B mna3me cocrasiser 3.6 4.
dapMaKkoIUHAMHKA

Bendornamun sBISIETCS )KUPOPACTBOPHMBIM TIPEAIIECTBEHHIKOM
BuTaMuHa Bl (THaMuHa), OTIMYAIOIIIMCS CYIIECTBEHHO OOJbIICH
OMOIOCTYITHOCTEIO IO CPABHEHHIO C BOJOPACTBOPUMBIMH COJISIMHA
THAMUHA.

Buonornueckn aktiBHas popma THamuHa - THaMuHAUochaT (TAD)
— BXOJIUT B KauecTBe KOYEPMEHTA B Pa3IMIHbIC MYyJIBTHIH3UMHEIE
KOMIIJIEKCBI, KOTOPBIE YYaCTBYIOT B KJIFOUEBBIX MPOIIECCax
YIJIEBOJHOTO, OEJIKOBOTO U )KUPOBOTO 0OMeHa. 113BeCTHO 0KOJIO

25 (epMEHTATUBHBIX pPEaKIUii, B KOTOPHIX Y4aCTBYET BUTAMUH

B1. B wacTHOCTH, THAMUH-3aBHCHMbIE (DEPMEHTHI KaTaIH3UPYIOT
JiekapOOKCHMITMPOBAaHNE TIMPOBHHOT PAIHOM, 0-KETOIITIOTAPOBON 1
JPYTHX 0-KETOKHCIIOT B MPOIIECCE INIMKOIN3a, 8 TAKIKE PEryIUpPYIOT
AKTHBHOCTb TPAHCKETOJIA3bl, HTPAIOIIEH KITIOYEBYIO POJIb B
1eHT030(0C(haTHOM ITyTH OKHCICHUS TIIIOKO3BI.

BBuay Toro, mpou3BOACTBO SHEPIUU B HEPBHBIX KJIETKAX, [JIABHBIM
00pa3oM, peanusyeTcs IyTeM OKUCIUTEIbHON AeCTPYKIUHU [IIOKO3BL,
JIOCTaTOYHBII 3arac THAMHUHA HEOOXOAUM TSl (PYHKIIHH HEPBHOIT
cucTeMbl. TuaMuH y4acTBYyeT B IPOBEACHUU HEPBHOIO UMITYJIbCA

u “0051eBON” aKTUBHOCTU HEPBA, MOAY/ISILIUY HEPBHO-MBIIICUHOH
nepeadu B H-XOIMHOPELENTOPaX, Pery/siuy IepeHoca HaTpust
yepe3 HeHpOHaIbHYI0 MeMOpaHy, pereHepalii HepBHOW TKaHHU,
3amuTe MeMOpaHbl KJIETOK OT TOKCHYECKOrO BO3AEUCTBHS IPOLYKTOB
HEPEKHCHOr0 OKUCIICHNUSI, B 0JI0Ka 16 INIMKUPOBAHMUS OCIIKOB.

[Tpy NOBBIICHHOM yPOBHE INIFOKO3bI HOSBISIETCS OBBIIICHHAS
HOTPEOHOCTh B THAMUHE.

B pesynbrare nedunura BuTaMuHa B1 IpoMCXOANT HAKOIICHUE

B KPOBHU M TKAHAX MPOMEXKYTOUYHBIX IIPOLYKTOB PACIaza, TAKHX

Kak IMUPYBAT, JAKTaT U KETOIIIyTapaT, Ha KOTOPbIe 0COOEHHO
YyBCTBUTEJIFHO PEArUPYIOT MBIIIIEI, MUOKAp U LEHTPaIbHAs
HepBHas cucteMa. beH(poTHaMuH HHrHONPYET HaKOIUICHHE STHUX
TOKCHYHBIX BELIECTB.

TuamuH sBiseTCs (hapMaKOIOrHIeCKUM aHTarOHUCTOM
AIETUIIXOJMHA, KOTOPBIH MOXKET BBI3BIBATh HEPBHBIC TOPAKECHHU,
00yCIIOBICHHBIE A(DUIUTOM THAMHHA.

Jleuenue 3aboneBaHMii, BHI3BAHHBIX JIe(UIIATOM BUTaMuHa B1
TpebyeT 3amenienns Buramuna B1. HMcnonb3oBanne OeH(poTHAMIHA



OCHOBAHO, IIPEXk/E BCEr0 Ha 3HAYEHUHU 9TOro OHodakTopa I
JICYEHUs] HEBPOJIOTUUECKUX COCTOSHUI U CEpACUHO-COCYIUCTON
HEJJ0CTaTOYHOCTH.

OddexTuBHOCT OeH(DOTHAMIHA B AUa0ETHUECKON U aJIKOTOJIbHON
HoJUMHeHponaTiy ObLIa 3apErUCTPUPOBAHA B UCCIECIOBAHUSX, TIIE
BBISIBJICH Hau00J1ee BEIPAXKEHHBIH 3((YeKT — yMeHbIIeHHE 00IEBOr0
CHHZPOMA, CTATUCTUYECKH 3HAYUMOE YIIyUIlICHUEe CUMIITOMOB
HEeWponaTuy, MOTOPHOU (DYHKIIUH.

Iloxa3anusi kK NPUMEHEHHI0

- neunuT BUTamMuHa B1, pa3BUBAIOIIMICS TPU HEJOCTATOYHOCTH
MUTaHWS WM HeOEAaHU! (HanpuMep, 00sie3Hb Oepu-6epn), mpu
JUTITEIIEHOM TTapEeHTePAIbHOM IMMTAHIH, TEMOIHAIIH3E, CHHAPOME
MaJIbaOCOPOIHHN, XPOHHIECKOM aJIKOTOJIM3ME (QJIKOTOJIBHAS
TOKCHYECKasi KapANOMHUOIaTHs, SHIehanonaTus BepHuke, CHHIpOM
Kopcaxosa)

- HeMpomaTus U 3a00JIeBaHMsI CEPIACIHO-COCYTUCTOI CHCTEMBI,
BBI3BaHHBIE HEJJOCTATOYHOCTHIO BUTaMuHa B1

Cnoco0 npuMeHeHHus! ¥ 10351

Bspocnvim

Ecnu He npeanucano nHave, Ipy JEYCHNH KIMHIYECKOTOo AehHIITa
BuTamMuHa B1 npemapar nmpuHIMArOT 1o 1 TabneTKe B JCHb B TCUCHHE
3 nenens. [locnenyromiee jeueHne PEryaupyeTcs TepaneBTHIeCKUM
oTBeTOM ¢ J103upoBKoi 150 nim 300 mr. B ciiyyae orcyTcTBus

WM HEJJOCTaTOYHOTO TePareBTHYECKOTO OTBETa MOCie 3 Helenb

B ycnoBUsX nedunnTa ButamuHa B1 Tepanms qomkHa ObITh
IIepEeCMOTPEHA.

OOBIYHON JO3UPOBKOI MPH MPOMHIAKTHKE KIMHUIECKOTO neduinTa
BuTamMuHa B (Hampumep, HEMpoOmaTHy 1 KapIHOBACKYIISIPHbBIE
HapYIICHNUS ), TP HEBO3MOKHOCTH YCTPAHEHHS €TO TOCPEICTBOM
JIMETHI, siBIsieTcs mpuMeHerne Munmsramma® Mowno 300 oguH

pa3 B ieHb. [IpogoirKUTEIFHOCTS MPUMEHEHHUS OITPEISIISETCS 110
TEpaneBTHUECKON peaKiuy.

TabeTkn cieayeT NporIaThbIBaTh LEINKOM, HE Pa3)KEBbIBAsI, 3AIIHBAs
HEOOJBIINM KOJIMYECTBOM KUAKOCTH. [IpOIOIKUTEIIEHOCTD JICYCHHS
OIPE/IEIISCTCS B 3aBHCHUMOCTH OT 3 ()EKTHBHOCTH U PEaKLUuK
OpraHusma.

THooicunvim nayuenmam

Pexomenyercst 00bIuHas 1032 I B3POCIBIX, KOPPEKIUU JO3bI HE
Tpebyercs.

TloGounkbIie qelcTBHA

Ouensb penko (<1/10 000, Bkitouast eqMHAYHBIE CITyYan)
- KpanMBHULA, YK3aHTEMa

- TOIHOTA

IIporuBonoka3zanus

- IOBBIIICHHAS YyBCTBUTEIBHOCTD K OCH()OTHAMIHY/THAMUHY HIH
JPYTMM HHIPEIUEHTaM Iperapara

- IEKOMITCHCHPOBAHHAs CePJIeTHast HEJOCTATOYHOCTb, TSKEITBIE
HapyIIEHNs CePIEIHON TPOBOAUMOCTH

- GepeMEHHOCTD ¥ IIEPHO]I JTAKTAIUH

- I€TCKHUH M MOAPOCTKOBBII Bo3pacT 1o 18 yer

JlekapcTBeHHbIE B3aUMO/IeiicTBHSA

TraMuH 1e3aKTHBUPYETCS B IPUCYTCTBUH S-PTopyparia,

TaK KaK MOCJIeIHNI KOHKYPEHTHBIM 00pa3oM HHTHOUpyeT
(hochoprunrpoBaHre THAMHUHA 10 THAMUH THpodocdara.
BCHCI)OTI/IaMHH HECOBMECTHUM C OKHUCIIAIOIIMMHA BEIIICCTBAMMH,
XJIOPUJIOM PTYTH, HOIUIOM, KAPOOHATOM, alleTaTOM, TAHWHOBOM
KHCIIOTOM, a Takxke (peHobapOuTazoM, pudohIaBuHOM,
OCH3MIIMEHUIIMITTMHOM, ISKCTPO30i U MeTabucybdutom. Meapb
YCKOpSIET pa3pylieHue 0eHPOTHAMUHA, KPOME TOTO, ITOCISTHIH
yTpauuBaeT CBOE ACHCTBHE MpH 3HaueHun pH Gonee 3.

Oco0ble ykazaHus

3HaHM 110 UCMIOIB30BAHMIO BUTaMuHA B1 y eTeit B 0CHOBHOM
0a3MpyIOTCs Ha OTIBITE JIeueHus peakux Gopm nedunura Bl
(Harpumep, MHPAHTUILHOTO aBUTAMUHO3a, MTaryOHO! (OPMBI
Oepu-0epH, BPOXKICHHBIX HAPYIICHUH WA THAMHUH-3aBUCHMOTO
MeTaboau3Ma). J{iist IeueHus JaHHBIX HApYIICHUH y JeTeil
00s13aTeIbHBIMHE SIBJISTFOTCS] BBICOKHE /10351 BuTaMuHa B1.
Pexomenayercs ieuenne ¢ 1o3amu THaMuHa 10 200 Mr/neHb, HHOTIA
110 1000 mr/nenb. C y4eToM BBIIIECKa3aHHOTO, COOTBETCTBYIONIAS
J103a 6eH(pOTHAMUHA TIPEICTABISETCS 1IeTIeco00pa3Hoi. Tem He
MeHee, KIMHMYECKOTO OIbITa UCIO0JIb30BaHus OeH(OTHAMUHA

y JIeTell ¥ MOAPOCTKOB HET B HAJM4MHU. He ObUiM yCTaHOBICHBI
0e30macHOCTh M APPEKTUBHOCTD VIS IETEH U MOAPOCTKOB 10 18 JeT.
Taxum 00pa3om, Ha COBPEMEHHOM YPOBHE 3HAHUH MCIIOJIB30BAHUE
OceH(poTHAaMUHA y JETEH U TIOIPOCTKOB HE PEKOMEH/TYETCSI.
bepemennocmu u nepuoo nakmayuu

[pu GepeMEHHOCTH U BO BpeMsl JIaKTAllUH PEKOMEHIYETCsI
exenHeBHoe nnpuMmeHenue 1.4-1.6 mr Buramuna B1l. B xone
0EepEMEHHOCTH 3Ta 10328 MOKET OBITh IIEPECMOTPEHA B TOM CiIydae,
€CJIM y aleHTa 00HapyXUTCs neduimt Butamuna Bl. Ha nanHbIi
MOMEHT 0€30IacCHOCTh IPHMEHEHHsI 00JIee BEICOKUX /103, YeM
peKOMEHT0OBaHHBIE, He TIOATBep Xk aeHa. [Ipenapar Musbramma®
Moso 300 mpoTHBOIIOKa3aH B MEPUOJ OEPEMEHHOCTH H KOPMIICHUS
TPYIBIO.

OcobenHocmu 6IusiHUsL IeKAPCMEEHHO20 CPedCma8a Ha CHOCOOHOCIb
VAPAGIAMb MPAHCNOPIMOM UIU NOMEHYUATLHO ONACHBIMU
Mexanuzmamu

He tpeOyercst coOmomeHust 0cOObIX Mep MPEA0CTOPOIKHOCTH.

Ilepeno3upoBka
Her cooOriennii 0 citygasix mepeo3upoBKH Ipernapara.

®opMa BBIIYCKA H YIIAKOBKA

ITo 10 TabneToK B KOHTYPHYIO SIMEHKOBYIO YIIAKOBKY U3 IIPO3PaYHON
rwienku [IBX/TIB/IX u anmoMuHUEBO# (hOIBIHU € JTAKHPOBAHUEM
TOPSIYEro YIIOTHEHUS.

Mo 3 mu 10 KOHTYPHBIX YITAaKOBOK BMECTE ¢ HHCTPYKIUEH I10
MEIUITHCKOMY IPHIMEHEHHIO Ha TOCYIapCTBEHHOM M PYCCKOM
A3bIKaX MOMEIIAIOT B KAPTOHHYIO MauKy.

YenoBusi XxpaHeHust
XpaHuThb npu Temmneparype He Bbime 25 °C.
XpaHUTh B HEAOCTYIIHOM JUlsl JeTeil mecte!

Cpok xpaHeHHs!
3 roma
He npuMeHsTh 110 MCTEYSHUN CPOKa TOXHOCTH.

YcnoBus oTnycka u3 antex
[To peuenty

IIpousBoguTens/YNaKoOBIIHK
Jparenodapm Amorekep [Trorms ['M6X, ['epmanust, THTTMOHUHT

Buiajesien) perucTpaiuoHHOrO YI10CTOBEPEHHSI
Bépsar ®apma ['M6X u Ko. KT,
KanbBep mrpacce 7, 71034 béonuuren, ['epmanus

[pencraBurensctBo Bépsar ®apma ['M6X u Ko. KI' B PecriyOmnuke
Kazaxcran u Cpenneit Asuu

Ten./axc: (727) 311-67-79/(727) 311-67-99

e-mail: info@woerwagpharma.kz



