CONG TY TNHH SX -TM DUGC PHAM /ﬂ CONG HOA XA HOI CHU NGHTA VIET NAM
THANH NAM DBdc 1dp - Ty do - Hanh phic

MAU NHAN XIN DANG KY
VIEN NEN DAI TAMGEZYL
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Tamgezyl 500mg

N-Acetyl dI-Leucin 500mg

H&p 2 vi x 10 vién nén ddi
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60 8¢ Lap, KCN Viét Nam Singapore, Thi xa Thuan An, Tinh Binh Dudng Tpharco.. Ltd

BAo QUAN NOI KHO MAT, TRANH ANH SANG, NHIET BQ DUGI 30°C
PE XA TAM TAY CUA TRE EM

POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG

TIEU CHUAN AP DUNG: TIEU CHUAN CO S

‘ o CHI PINH BIEU TRI:
E o0 Diéu tri triéu ching c&c con chéng mét T | 500
‘ o 5 LIEU LUQNG VA CACH DUNG: diing theo dudng uéng am g ezy m g
O 9 | Ngudilén: 1,5 - 2g/ ngay (3 - 4 vién/ ngay), chia lam Hoat chat: N-Acetyl dl-Leucin 500 mg
Ln g 2 14n, s&ng va t6i.
— 2 | Thai gian diéu tri thay déi theo dién tién 1am sang SPK/Reg.No.:
> '3. (tr 10 ngay dén 5 - 6 tudn); ltic bat d4u diéu tri ho&c |
N 7S | néu diéu tri khdng dat hiéu qua cé thé tang lidu I&n (|
Q '%, 3g va ngay cé 4g/ ngay (6-8 vién/ ngay) ‘ |
| =% 1 . S8 16 SX/Batch No.: ‘
| E < CHONG CHI BINH, TAC’DUNG PHY, THAN TRONG, Ngay SX/MFD:
\ (G Z |TUONG TAC THUGC, SU DYNG CHO PHY NU CO Han dung/EXP:
— THAI VA NHONG BIEU CAN LUU Y KHAC: ‘
‘ Xin doc t& huéng dan sl dung

Binh Duong, ngdy 25 thdng 11 ndm 2017
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VTG HUGONG DAN SU DUNG
Vlén nén dai TAMGEZYL

THANH PHAN M&i vién nén chira )
N-acetyl-dl -leucin 500 mg
T4 dugc vira dd . 1vién
(Avicel PH101, Era-pac, PVP. K30, Talc Magnesi stearat).
DUQC LUC HQC
Acetylleucin thu¢c nhém dugc 1y: chéng chéng mit. Ma ATC: NO7CA04
Thudc chéng ching mit chira rd cd ché.
DUGC PONG HOC
Pat dugc nong dd dinh ciia acetylleucin trong huyét twong khodng 2 gi® sau khi uéng.
CHI PINH PIEU TRI
Bleu tri tri€u chlmg cdc con chéng mit.
LIEU LUGNG VA CACH DUNG
Ngudi I6n: 1,5 — 2 g/ngay (3 — 4 vién/ngay), chia 1am 2 14n, sdng va t6i.
Thdi gian diéu trj thay d8i theo dién ti€n 14m sang (tir 10 ngay dén 5 - 6 tudn); lic bt ddu didu tri hoic néu
diéu tri khong dat hiéu qua c6 thé ting lidu 1én 3 g va ngay ci 4 g/ngdy (6 — 8 vién/ngay).
Céch ding: Ding theo dudng udng.
CHONG CHi PINH
Qué min véi acetylleucin hoic véi bat ky thanh phin ndo clia thudc.
CANH BAO VA THAN TRONG KHI SU DUNG

Khong c6 dir ligu.
TUONG TAC VOI CAC THUOC KHAC
Khong c6 dir ligu.

TRUGNG HQP CO THAI VA CHO CON BU
Duya vao nhitng dit liéu c6 sfn, cdn thin khong nén diing acetylleucin khi mang thai di & giai doan nao.
Khong ¢6 dit liéu c6 sdn, khdng nén sit dung acetylleucin khi cho con bu.

TAC DUNG POI V61 KHA NANG LAI XE VA VAN HANH MAY MOC
Khong c6 dir lidu.

TAC DUNG KHONG MONG MUON
R4t hi€m gip: N&i ban (c6 thé kém theo ngita), ndi mé day.

Thong bao cho bac si nhﬂ'ng tdc dung khéng mong mudn giip phai khi sit dung thudc

QUA LIEU VA XU TRI

HAN DUNG : 36 thang k& tiY ngdy sin xuit.
TIEU CHUAN  :TCCS
TRINH BAY : Hop: 2 vix 10 vién
KHUYEN CAO : P& xa tim tay cia tré em
Poc ki huéng din sit dung trudce khi dung
N&u cin thém thong tin xin héi ¥ ki€n bdc si

Khong c6 dir liu
BAO QU;&N : Bdo qudn noi khd mdt, trdnh 4nh sdng, nhiét 40 dudi 30":/

CHI NHANH CONG TY TNHH SX - TM DUQC PHAM THANH NAM
Dia chi: 60 Pai 10 Poc 14p, KCN Viét Nam Singapore, Thuin An, Binh Dudng

Vin phong: 3A Ping Tit, P. Tan Dinh, Quan 1, Tp. HCM

Tp. HCM ) théng 11 ndm 2017
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