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Composition: 

Each tablet contains: 

Biotin... eee eee 10mg 

Indication, Method of Administration, 
Contra-indication and other information: 

Please see the leaflet inside. 

Storage: Store below 30°C. 
Protect from light and moisture. 

Specification: In-House 

Keep out of reach of children 

Carefully read the packing insert before use. 

a Manufactured by/ (San xuat bdi): 

ul. Podstoczysko 30, 
Pharma_ Poland (Ba Lan). 

Thanh phan: 

Mi vién nén cé chia: 

BiOtIN ..stssnerssenseeneenne 10M 

Chi dinh, cach dung, chéng chi dinh 

va cac thong tin khac: Xem trong to 

huéng dan str dung thudc kém theo. 

Bao quan: Bao quan dudi 30°C. 

Tranh anh sang va am. 

BDéng gdi: Hép 1 vi x 30 vién 

Tiéu chuan: Nha san xuat 

Dé xa tam tay tré em. 

Doc ky huéng dan sti dung trudc khi ding. 
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Composition: 

Each tablet contains: 

Biotin ........ 

Indication, Method of Administration, 

Contra-indication and other information: 

Please see the leaflet inside. 
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Storage: Store below 30°C. 

Protect from light and moisture. 

Specification: In-House 

Q Keep out of reach of children 

Carefully read the packing insert before use. 

Q Manufactured by/ (San xuat bdi): 

NATUR PRODUKT PHARMA SP. Z 0.0. 

GiNfey? (07-300 Ostrow Mazowiecka, 

ul. Podstoczysko 30, 

Pharma_ Poland (Ba Lan). 

Thanh phan: 

Mi vién nén cé chia: 

10mg 

Chi dinh, cach ding, chéng chi dinh 
va cdc thong tin khac: Xem trong to 

hu6ng dan stf dung thudéc kém theo. 

B&o quan: Bao quan dudi 30°C. 

Tranh anh sang va am. 

Dong gai: Hop 2 vi x 30 vien 

Tiéu chuan: Nha san xuat 

Dé xa tam tay tréem. 
Doc ky hudng dan sti dung trudc khi ding. 
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Composition: 

Each tablet contai 
Biotin ..... 10mg, 

Indication, Method of Administration, 
Contra-indication and other information: 
Please see the leaflet inside. 

Storage: Store below 30°C. 

Pratect from light and moisture. 

Specification: In-House 

Keep out of reach of children 

Carefully read the packing insert before use. 

Manufactured by/ (San xuat bdi): 

# NATUR PRODUKT PHARMA SP. Z 0.0. 

Wy? 07-300 Ostr6w Mazowiecka, 

ul. Podstoczysko 30, 

Pharma_ poland (Ba Lan). 

Thanh phan: 
MGi vién nén cé chia: 

Bioti .10mg 

Chi dinh, cach ding, chéng chi dinh 

va cac théng tin khac: Xem trong td 

huéng dan stt dung thuéc kém theo. 

Bao quan: Bao quan dudi 30°C. 

Tranh anh sang va am. 

Dong géi: Hdp 3 vix 30 vién 

Tiéu chudn: Nha san xuat 

Dé xa tam tay tré em. 
Doc ky huéng dan sti dung truéc khi ding. 
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BIOTIFEM MAX eg ou = 
(Vién nén Biotin 10 mg) 60 CONG TY \., 

fox co PHAN 
‘ 2 ; ie DUOC PHAM VA a 

Dé xa tam tay tré em. \* THIET BIY TE /* 

Doc kf hudng dan sit dung truéc khi diing. \C-A- tS 

THANH PHAN CONG THUC THUOC iT 
Moi vién nén cé chira: 
Thanh phan hoat chat: Biotin...............:0cceeeeeeee 10 mg 

Thanh phan ta dugc: \somalt (1,6-GPS: min 3% (anhydrous basis), 1,1-GPM: min 3% 

(anhydrous basis)), magnesium stearate. 
Mi vién Biotifem Max co chira khoang 288,5 mg isomalt. 

DANG BAO CHE 
Dang bao ché: Vién nén. 
Mé ta dang bao ché: Vién nén hinh tron, mau trang hodc gan nhu trang, hai mat phang, duéng 

kinh xap xi 8,5mm, khac sé “10” & m6t mat, mat con lai nhan 
CHi DINH 
Diéu tri rung téc do thiéu biotin (sau khi bac si da loai trir cae nguyén nhan khac). 

Diéu tri thiéu hut biotinidase hoac carboxylase. 

(Chi ¥: Khéng cé bang chimg 1a biotin cé hiéu luc trong diéu tri trimg ca, eczema tiét ba nhon 
hodc rung téc (khéng do thiéu biotin)). 
CACH DUNG, LIEU DUNG 
Cach ding 

Dung duéng udng. 
Liéu ding 
Diéu tri rung téc do thiéu hut biotin: 

Liéu thong thudng & ngudi én: 5 mg dén 10 mg mdi ngay. 

Bac si c6 thé chi dinh diéu tri theo m6t phac d6 khac thy vao nhu cau va triéu chimg lam sang 

cua bénh nhan. 

Diéu tri thiéu hut biotinidase hodc biotin: 

Tré em, tré so sinh va ngudi lon: ding liéu uéng 5 — 20 mg/lan/ngay. 

Diéu tri thiéu hut carboxylase: 

Liéu khoi dau: 
Tré so sinh: 5 mg/lan/ngay (cé thé nghién, tron véi thie 4n hoac dé uéng) 

Tré em va ngudi lén: 10 mg/lan/ngay. 

Liéu duy tri: 10 — 50 mg/ngay, c6 thé én téi 100 mg/ngay. 
Tré so sinh, tré em va thanh thiéu nién duéi 18 tudi: chi str dung thudéc khi c6é chi dinh cia bac 

si, bac si sé xc dinh ché dé liéu téi wu. 
Nhoém bénh nhan diac biét 
Ngudi cao tuéi: Liéu ding nhu ngudi Ién. 

Neudi bi suy giam chic ndng gan: Khong c6 khuyén nghi liéu luong dac biét cho ngudi bi suy 

gan. r Z 
Neuai bi suy giam chic ndng than: Khong cé khuyén nghj liéu lugng diac biét cho ngudi bi suy 
than. 

Luu y: Vién nén BIOTIFEM MAX (Biotin 10 mg) khéng cé vach chia liéu dé bé vién. Voi nhitng 
liéu can stz dung 5 mg, cé thé ding dang bdo ché vién nén Biotin 5 mg. 

CHONG CHi DINH 
MAn cam véi biotin hoc bat ky thanh phan nao cia thuéc. 
CANH BAO VA THAN TRONG KHI DUNG THUOC 
Thuéc cé chita isomalt, méi vién Biotifem Max chita khoang 288,5 mg isomalt. Khéng nén sir 

dung thuéc & nhiing bénh nh4n cé van dé di truyén hiém gap vé khéng dung nap fructose. 
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Anh huong dén két qua xét nghiém 
Biotin cé thé can thiép vao cdc xét nghiém trong phong thi nghigém dya trén su tuong tac cua 

biotin va streptavidin, dan dén két qua xét nghiém giam hoac tang sai sé, ty thuéc vao loai xét 

nghiém. Nguy co anh hung Ién hon 6 tré em va bénh nh4n bi suy giam chtrc nang than va tang 

lén khi ding liéu cao hon. Kha nang gay nhiéu cia biotin nén duoc xem xét khi giai thich két 

qua xét nghiém, dac biét néu quan sat thay su khéng tuong thich voi triéu chimg lam sang (vi 
du: két qua xét nghiém tuyén gidp nhu bénh Graves & bénh nhan ding biotin khéng cé triéu 

chimg hodc xét nghiém troponin am tinh gia & bénh nhan nhdi mau co tim ding biotin). Trong 

trudéng hgp nghi ngo cd nhiéu, nén thye hign cdc xét nghiém thay thé khéng dé bi nhiéu voi 
biotin néu cé. Néu bénh nhan ding biotin can thyc hién xét nghiém trong phong thi nghiém, nén 

xem xét ky két qua xét nghiém. 
SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU 
Phu nif co thai 
Ham lugng biotin c6 trong vién nén Biotifem Max vugt qua lugng khuyén cao hang ngay cho 

phu nif cé thai. Chua cé nghién ciru nao vé viéc sit dung biotin liéu cao cho phy nif cé thai. Vi 

vay, khéng sir dung thuéc cho phu nif cé thai. 

Phu ni cho con bu 

Ham lugng biotin cé trong vién nén Biotifem Max vuot qua lugng khuyén cdo hang ngay cho 

phy nit cho con bi. Biotin duge bai tiét qua sita me nhung khéng thay bat ky anh hudng nao déi 
v6i tré so sinh bi sita me. Khong ding thuéc cho phu nit cho con bu. 

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC 
Vién nén biotin khong c6 hoac anh hudng khéng dang ké dén kha nang lai xe va van hanh may 
moc. 
TUONG TAC, TUONG KY CUA THUOC 
Mot luong Ién long trang trimg song cé thé ngan can su hap thu cua biotin. Avidin, mét 

glycoprotein dugc tim thay trong long trang trimg ga, cé kha nang lién két véi biotin, lam bat 

hoat va ngn can su hap thu biotin. Trong truéng hgp thiéu hut biotin hoac str dung cac ché 
pham cua biotin, kh6ng nén An long trang trimg sng. 

MOt sé hop chat déi khang tac dung cua biotin: biotin sulfon, desthiobiotin va mét vai acid 

imidazolidon carboxylic. 
Acid valproic lam giam hoat tinh cia cac enzyme chuyén hda biotin (biotinidase). 

Thudc khang sinh cé thé lam giam néng d6 hoac hiéu lyc cia biotin bang cach pha vé hé vi sinh 
duong rut. 

Cac thuéc chéng co giat (phenytoin, carbamazepine, phenobarbital, primidone...) lam giam h4p 

thu va giam noéng dé biotin trong mau. 
Rugu lam giam néng d6 biotin trong mau. 

Hormone steroid cé thé day nhanh qua trinh di héa biotin trong cdc mé. 

Viéc sir dung biotin co thé anh huong dén két qua xét nghiém mau trong phong thi nghiém. Diéu 
nay thudng xay ra trong cdc xét nghiém sir dung phuong phap héa mién dich dua trén hé thong 

streptavidin/avidin-biotin. 
Tuong ky cia thuéc: Do khong cé cdc nghién ctru vé tinh tuong ky cua thuéc, khéng trén lin 
thuéc nay vGi cdc thuéc khac. 

TAC DUNG KHONG MONG MUON CUA THUOC (ADR) 
Cac tac dung khéng mong muén duoc sap xép theo tan sudt nhu sau: rat thong gdp (ADR > 

1/10), thuéng gap (1/100 < ADR < 1/10), it gép (1/1.000 < ADR < 1/100), hiém gap (1/10.000 
< ADR < 1/1.000), rat hiém gap (ADR < 1/10.000), cha ré (khéng thé uéc tinh tie dit liéu san 
co). 

Dir liéu lam sang cén han ché, tuy nhién, theo cdc dif liéu bao cdo sin c6, khong quan sat thay 

tac dung phy nao trong c4c nghién ctu sir dung biotin véi ligu 9 mg/ngay trong 4 nam, 10 

mg/ngay trong 15 ngay va 2,5 mg/ngay trong 6 — 15 thang. 
Cac tac dung khéng mong muon véi tan xudt chua ro: 

RGi loan tiéu héa; 
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Réi loan da va mé dudi da: may day. 

Théng bao ngay cho bac sf hode dugc sf nhitng phan teng cé hai gdp phai khi ste dung thuoc. 

QUA LIEU VA cACH XU TRI 
Chua cé théng bao vé déc tinh cia biotin trén ngudi mac du da ding lugng lén kéo dai téi 6 

thang. 
Chua cé bdo céo vé qua liéu biotin 6 ngudi. 

DAC TINH DUQC LUC HOC 
Nhoém duoc ly: Vitamin nhém B. 
Ma ATC: A11HA0S5. 
Biotin (con duge goi la vitamin B7, vitamin H) 14 m6t vitamin hoa tan trong nuéc thudc vitamin 

nhém B. Biotin can thiét cho su hoat déng cia cc enzym van chuyén cac don vi carboxyl, gan 

carbon dioxyd va can cho nhiéu chire nang chuyén héa, bao gém: tan tao glucose, tao lipid, sinh 

tong hop acid béo, chuyén héa propionat va di héa acid amin cé mach nhanh, Cho dén nay da 
biét cé 9 enzym phy thuéc biotin. Enzym biotinidase tao ra biotin trong co thé va can thiét cho 

sy giai phong biotin ra khoi su két hop véi protein trong thitc an. Su thiéu hut biotinidase 14 mét 

réi loan chuyén hda di truyén lan nhiém sac lan thé thudng, dugc danh gia bang hoat luc 

biotinidase huyét thanh. Réi loan dé & tré em thudng biéu hién béi cdc triéu ching: dong kinh, _ 

giam truong luc co, mat diéu hoa, phat ban, rung téc, nhiém toan chuyén héa va acid hitu co. 

niéu. 
Ché dé an uéng cung cap moi ngay 150 — 300 microgam biotin duge coi 14 di. MOt phan biotin <° 
do vi khuan chi & ruét téng hop ciing duge hap thu. Nguén cung cap tir thite 4n: thit, gan, long ° 

do trimg, sita, ca, dau nanh, cac loai dau, men bia cé nhiéu biotin. Thiéu hut biotin & nguoi cé 

thé xay ra & nhiig tinh trang sau: Thiéu dinh dudng protein nang luong; an dai ngay long trang 

trimg séng (cé chira avidin 1a mét glycoprotein, lién két manh v6i biotin, do d6 ngan can su hap 

thu chat nay); nudi dudng ngoai dudng ti¢u hoa ma khong bé sung biotin 6 nhimg ngudi bénh 
kém hap thu; diéu tri lau dai bang thuéc chéng d6ng kinh. 

Cac dau hiéu va triéu chimg thiéu hut biotin bao gom viém da bong, da khé, viém da tiét ba, 

viém luGi teo, tang cam, dau co, mét nhoc, chan an, thiéu mau nhe va thay déi dién tm dé va 

rung téc. Tuy nhién, cac triéu chimg nay déu dap img v6i biotin liéu thap. 

DAC TINH DUQC DONG HQC: 
Biotin duoc hap thu nhanh qua duong tiéu hoa va gan chu yéu véi protein huyét tuong. Thuédc 

xuat hién trong nude tiéu chi yéu & dang biotin nguyén ven va mét luong it hon 6 dang cdc chat 
chuyén héa bis-norbiotin va biotin sulfoxid. 
QUY CACH DONG GOT: 
Méi vi PVC/PVDC — nhém cé chita 30 vién nén. 
H6p 1 vi x 30 vién; hop 2 vi x 30 vién; hép 3 vi x 30 vién. 

DIEU KIEN BAO QUAN: 
Bao quan dudi 30°C, tranh anh sang va 4m. 
HAN DUNG: 
24 thang ké tir ngay san xuat. 

TIEU CHUAN CHAT LUQNG CUA THUOC: 
Nha san xuat (NSX). 

TEN, DIA CHi CO SO SAN XUAT THUOC: 
NATUR PRODUKT PHARMA SP. Z 0.0. 
Dia chi: 07-300 Ostr6w Mazowiecka, ul. Podstoczysko 30, Poland (Ba Lan). 
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