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N
GMP-WHO BOX OF 6 BLISTERS X 10 TABLETS L
COMPOSITION: Each tablet containts: STORAGE:
N-acetyl-dl-leucine - Store in a dry place, below 30°C. —

Excipient g.s.f ...
SPECIFICATIONS: Manufacturer's.

INDICATIONS, ADMINISTRATION,

CONTRAINDICATIONS AND OTHER

INFORMATION:

See the package insert inside.

Keep out of reach of children.
Carefully read the accompanying
instructions before use.

Manufactured by:

HATAY PHARMACEUTICAL J.5.C
Population groups No. 4, La Khe Ward,
Ha Dong District, Ha Noi City
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HUONG DAN SU DUNG THUOC /i3

1. Tén thudc: TAN BALES' N

2. Cac dau hiéu lvu y va khuyén céo khi dung thuéc: \\ LG PHAM Ju )
“Pé xa tam tay tré em” RART /S
“Doc ky hudng dan sir dung trude khi dung”

3. Thanh phan cong thirc thudc: MJi vién nén chua:

Thanh phan dwoc chat: N-acetyl-dl-leucin ............... 500mg

Thanh phan td dwoc: Lactose monohydrat, microcrystallin cellulose, povidon K30, natri
starch glycolat, magnesi stearat, bot talc.

Dang bao ché: Vién nén.

M6 ta dang bao ché: Vién nén hinh thuén dai, mau tring dén trang nga, c6 vach bé ¢ giia,
thanh va canh vién lanh lan.

4. Chi dinh:

Chi dinh trong cé&c trudng hop chong mat véi cac dau hiéu: mat thang bang, di loang
choang khong vimng, c¢6 cam giac bong bénh, chong mit khi thay d6i tu thé hay quay dau,
hoa mat, U tai ¢ thé kém theo budn ndn, non.

5. Céach dung, liéu dung:

* Cach dung: Thudc dung dudng udng.

* Ligu dung:

3 — 4 vién mdi ngay, chia hai 1an vao budi sang va budi toi.

Thai gian diéu tri tir 10 ngay dén 5 — 6 tuan tuy theo dap ung diéu tri.

Khi bat dau dieu tri hogc khi chua c6 tAc dung cd thé tang lidu t6i 6 — 8 vién/ngay chia 2
lan.

6. Chong chi dinh:

Qua man véi N-acetyl-dl-leucin hozc bat ky thanh phan ta duoc nao cua thudce.

7. Canh bao va than trong khi ding thudc:

San pham chira lactose: Bénh nhan méc céc réi loan di truyén hiém gap vé dung nap
galactose, ching thiéu hut lactase Lapp hoic réi loan hap thu glucose-galactose khdng nén
str dung thudc nay.

8. Str dung thudc cho phu nir ¢é thai va cho con bi:

Khéng nén str dung cho phu nit ¢o thai va cho con bu.

9. Anh hwéng ciia thudc 1én kha ning 1i xe, vin hanh may méc:

Thudc khong anh huong dén kha ning 1ai xe va van hanh may.

10. Twong tac, twong Ky ciia thudc:

* Twong tdc ciia thuoc:

Chua c6 nghién ctru vé twong tac thudc.

* Twong ky ciia thuéc:

Do khéng c6 c4c nghién ctru vé tinh twong ky cta thude, khong tron 14n thude ndy véi cac
thudc khac.

11. Tac dung khéng mong mudn ciia thudc:

Rat hiém: Phat ban da (d6i khi két hop voi ngtra), ndi mé day.

12. Qua4 liéu va cach xir tri:

- Qué liéu: Khong c6 dir lidu vé str dung thude qué lidu, khong ding qua lidu chi dinh cta
thude.

- Céch xu tri: Tich cuc theo ddi dé c6 bién phép xt tri Kip thoi.
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13. Pac tinh dworc lwe hoc:

Nhém dwoc Iy: Thude tri chéng mat. Ma ATC: NO7CA04.
Thudc tri chdng mit chua 18 co ché hoat dong. eof ©ONS 1Y NS
14. Dic tinh dwgc dgng hoc: l A
Sau khi ung, N-acetyl-dl-leucin dat nong do téi da trong huyét tu:cmo sau l(no_aﬁq 2.q :
15. Quy cach dong goi: N N 4
Hop 6 vi x 10 vién nén, kém theo to huéng dan sir dung thude. 6 - TV
16. Piéu kién biao quan va han dung, ti¢u chuin chat lwong ciia thuoc

- Piéu kién bao quan: Noi kho, nhiét @6 dudi 30°C.

- Han dung cta thudc: 24 thang ké tir ngay san xuat.

- Tiéu chuén chat luong cua thude: TCCS.

17. Tén, dia chi ctia co' s& san xuz“'t_t: _

Tén co sé san xudt: CONG TY CO PHAN DUQC PHAM HA TAY

Dia chi: T6 dan phé sé 4, P. La Khé, Q. Ha Péng, TP. Ha Noi
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