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ZALYKOF

Benfotiamin 300 mg >-|
SBK: ﬁ
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vep Hop 3 vi x 10 vién nén bao phim
THANH PHAN:
Méi vién nén bao phim chira:
i 300 mg DE XA TAM TAY TRE EM
T4 dugr. vira du DOC KV HUONG DAN U DYNG TRUGC KHI DING
CHI PINH, LIEU LUONG VA CACH DUNG, CHONG CHI DINH, CAC
THONG TIN KHAC: Xem trong tir huémg déin str dung thuéc kém theo.
BAO QUAN: Bio quan trong bao bi kin, noi kho réo, trénh dnh séng, & San xut béi:
nhiét do dugi 30°C. CONG TY CO PHAN HOA DUQC VIET NAM
TIEU CHUAN: TCCS 56 192, Phé Birc Giang, Q. Long Bién, TP. Ha Ngi
RX Prescription Drug WHO-GMP

ZALYKOF

Benfotiamine 300 mg

Reg. No:
veErP Box of 3 blisters of 10 film-coated tablets
COMPOSITION: KEEP OUT OF REACH OF CHILDREN \
Each film - coated tablet contains: PLEASE READ THE INSTRUCTIONS CAREFULLY BEFORE USE
300 e Balch NoJ/ S6 16: Exp. Dale/ HD:
Mfg.Date/Nsx:

INDICATIONS, DOSAGE AND ADM[N[S“I'RATION CONTRAINDICATIONS,
FURTHER INFORMATION: Please carefully read the instruction in the leaflet ~ Manufactured by:

STORAGE: Stored in a tight container, a cool and dry place, protect from light, VIETNAM CHEMICO- PHAR
ata temperature below 30°C JOINT STOCK COMPANY
SPECIFICATION: In-house No. 192, Duc Giang Street, Loy

87264.
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ZALYKOF *| DUGC PHAM
(Benfotiamin 300 mg) .

Dé xa tam tay tré em
Doc ky hwong dan sii dung trioc khi diing

1. THANH PHAN CONG THU'C THUOC

MB&i vién nén chia :

Thanh phan dwoc chdt: Benfotiamin 300 mg

Thanh phdn té duoc: Avicel PH101, Tale, Povidon K30, Colloidal silicon dioxid, Glycerol
distearat, Natri croscarmellose

Thanh_phan _mang bao: Hydroxypropyl methylcellulose E15, Titan dioxid, Polyethylen
glycol 6000, Talc.

2. DANG BAO CHE

Vién nén bao phim

Mo ta: Vién nén bao phim hinh tron, mau tréng, thanh va canh vién lanh lan.

3. PAC TINH DUQC LUC HQC

Nhém duwge ly: Vitamin Bl

Ma ATC: A11DAO3

Co ché tic dung: Benfotiamin 1d din xuit cta thiamin dang than dau. Trong co thé,
benfotiamin dugc chuyén héa thanh coenzym thiamin diphosphat (TDP) va thiamin
triphosphat (TTP). TDP anh huéng quan trong dén chuyén héa carbohydrate. N6 1a mot
coenzyme cua pyruvate decarboxylase, 2-oxoglutarate dehydrogenase va transketolase, dong
vai trd quan trong trong chuyén héa glucose. Trong chu trinh pentose phosphate, TDP tham
gia vio viéc chuyén cac nhém aldehyd.

4. PAC TINH DUQC PONG HOC

Hép thu

Déi véi vitamin Bl ding dudng udng, xay ra co ché van chuyén kép phu thudc vao lidu: tai
hép thu tich cwc & ndng d6 < 2 pmol va khuéch tan thu déng & ndng d6 > 2 wmol. D& tai hip
thu, lwong du phosphat can duogc tach ra khoi cdc din xudt thiamin phosphoryl hoa bing
phosphatase. Su tai hép thu xay ra nhiéu nhit & t4 trang va it hon & phin trén va gitta cia rudt
non. Vitamin B1 duoc van chuyén tir mang thanh dich vao mau phy thudc vao ATPase.

Cac nghién ciru so sanh d3 chi ra rang benfotiamin duge hip thu nhanh hon, tbt hon va & muc
@6 nhiéu hon so v6i thiamin hydrochloride. Sau khi uéng benfotiamin, ndng do thiamin va
coenzyme cé hoat tinh sinh hoc trong huyét tuong va té bao méu ly tim cao hon so véi udng
thiamin hydrochloride véi luong tuong duong.

Phéan bo
Tién hanh str dung k¥ thuat X quang cho toan b dong vat dung benfotiamin dugc danh dau,
su ¢6 mdt voi mat do cao trong méu, gan, than, co va ndo c6 th¢ chirng minh benfotiamin

dugc phan bo nhiéu ¢ cac co quan nay.

Chuyén hoa
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cling ¢6 thé tai hap thu ma khong cAn chuyén thanh thlamm Sau do la qua 1111 1,; AWY, ;
benzoyl tao thanh thiamin va qua trinh chuyén benfotiamin thanh cdc coenzym h _V I
hoe, thiamin diphosphate (TDP) va thiamin triphosphate (TTP).

Thai trir

Phin 16n benfotiamin duoc thai trir qua nude tiéu. Khoang 50% thiamin duoc bai tiét dudi

dang khong dbi hodc ester hoa voi sunfat, Phan con lai chuyén héa thanh acid thiamic, acid

methyl thiazole acetic va pyramine, acid benzoic va acid hypuric ( 1a 2 sdn pham ctia qué
_trinh chuyén hoa benfotiamin thanh thiamin).

Thoi gian ban thai trung binh ctia benfotiamin trong huyét twong 13 3,6 gio sau khi udng.
Thoi gian ban thai sinh hoc ctia benfotiamin trong co thé 14 khoang 2 tuan.

5. CHI PINH
Diéu tri, du phong trong cic trudng hop thiéu vitamin B1 ma khong thé bd sung dugc bang
thirc &n nhu ¢ nhitng ngudi suy dinh dudng (vi du nhu Beri-beri), thiéu hut dinh dudng trong
thoi gian dai, khong an Lléng, chay than nhan tao, kém hﬁp thu, nghién rugu man tinh, bénh
co tim do ruou, hoi chung Wernicke-Korsakoff, 6 nhitng nguoi c¢6 nhu cdu vitamin B1 cao
(nhu phu nir trong giai doan mang thai va cho con bu), dai thao duong,.
Diéu tri bénh v& réi loan than kinh va r6i loan tim mach do thiéu hut vitamin B1 géy ra.
6. LIEU DUNG, CACH DUNG
Liéu ding:1 vién/ 1an, 1 lan/ngay
Thoi gian diéu tri: thy thudc vao dap ing didu tri cia bénh nhan. Néu sau 4 tudn khong thiy
hodc c6 it tac dung, bénh nhan nén thdng bao voi bac s§ dé duoc tu van.
D4 diéu tri bénh 1y v& thin kinh, bénh nhin nén sit dung it nhét 3 tudn. Sau d6, c6 thé tiép tuc
str dung thubc hodc khéng, phu thude vao dap ung diéu tri.
Cdach dung: Ubng nguyén vién ciing v6i mét it nudc.
7. CHONG CHI PINH
Qué man cam véi hoat chét hodc bt ky ta dugc cua thude.
8. CANH BAO VA THAN TRONG KHI DUNG THUOC
Khong co dir licu vé nhiing canh bao va than trong khi dung thude.
9. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Khi mang thai, lugng vitamin B1 dugc khuyén cdo 1 1,2 mg mdi ngdy trong ba thang thi
hai va 1,3 mg mdi ngay trong ba thang cudi thai ky. Chi c6 thé vuot quéa lidu nay néu bénh
nhan duoc xac dinh 1a thiéu vitamin B1. Trong thoi ky cho con bi, lugng vitamin B1 hang
ngdy dugc khuyén céo 1a 1,3 mg. Vitamin B1 co thé bai tiét qua sita me.

_10. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Chua c6 bang chimg vé anh huéng cia thudc 1én kha nang 14i xe va van hanh may méc.
11. TUONG TAC, TUONG KY CUA THUOC
5-Fluorouracil ¢d kha nang bét hoat thiamin, vi 5-fluorouracil trc ché canh tranh qua trinh
phosphoryl héa thiamin thanh thiamin diphosphat. Do d6 bénh nhéan co thé can hiéu chinh
lidu thiamin,
12. TAC DUNG KHONG MONG MUON CUA THUOC
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Tac dung khéng mong mubn (ADR) ctia thudc duoc phan loai theo tAn suét: Rat t
ADR > 1/10), thuong gap ( 1/100 < ADR < 1/10), it gép ( 1/1000 < ADR < 1/10

Khong ré (khong woc tinh duoc tur dit liéu co san):
+ Ri loan tidu héa: budn nén va céc van dé v& duong tiéu hoa.
Réi loan hé mién dich: Phan tng qua mAn nhu phat ban, mé day, néi méan da.
13. QUA LIEU VA CACH XU TRi
Do khoang diéu tri réng nén it c6 trudng hop qua liéu benfotiamin.
14. QUY CACH PONG GOI
Hop 3 vi x 10 vién nen bao phim (vi PVC/nhom), kém td huéng dan st dung thube.
15. PIEU KIEN BAO QUAN: Bao quan bao bi kin, noi khé rao, tranh 4nh sing, ¢ nhiét do
khéng qua 30°C.
16. HAN DUNG: 36 thang ké tir ngdy sén xuét
17. TIEU CHUAN CHAT LUQNG: Tiéu chuin co s&
18. TEN, PIA CHI CUA CO SO SAN XUAT THUOC
CONG TY CO PHAN HOA DUGC VIET NAM
Dia chi: s6 192, Ptrc Giang, Quan Long Bién, thanh phd Ha Noi, Viét Nam





