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“TRUOC KHI DUNG. tranh anh sang truc tiép. 

DE XA TAM TAY TRE EM. Tiéu chudn: TCCS 

Thanh phan: Chi dinh, chéng chi dinh, liéu ding, cach ding 

: Acetyl Leucin va cdc théng tin khac: 
2 (N-Acety!-DL-Leucin) 500 mg . . . . 

= Xem trong td hudng dan si dung bén trong hop. 
Ta dude ...............vlia du 1 vién , 

= a Bao quan: Noi khé rdo, nhiét dé khdng qua 30°C, 

BOC KY HUGNG DAN SU DUNG 
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4 86 10 sx (Lot.No}: Ble: Tang 2, toa nha 4A, thita dat sd 307, oym Céng nghigp Cam 
| NSX (Mfg.Date): Thugng, phuting Cam Thuong, TP Hai Duong, tinh Hai Duong 
4 HD (Exp. Date): TEL: 0220.385384B 
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Thanh phan: Chi dinh, chéng chi djnh, liéu ding, cach ding 

Acety| Leucin va ede thang tin khac: 7 

a ‘teuciny | 2299 | Xem trong 18 hudng dan si dyng bén trong hop. 
(N-Acetyl-DL-Leucin) e i ia 

Bao quan: Noi khé rao, nhiét d6 khdng qua 30°C, 

TA duge ................vlla dO 1 vién tranh anh sng tryc tiép. 

Tiéu chugn: TCCS 

DOC KY HUGNG DAN SU/DUNG —«Cd 80 s4n xudt: Nha may HDPHARMA EU - 

oe Le KHI DUNG u CONG TY CO PHAN DUGC VAT TU Y TE HAI DUGNG 

7 Bic; Tang 2, tba nha 4A, thita dt s6 307, cym Cong nghigp Cam 
DE XA TAM TAY TRE EM. ‘Thugng, phudng Cm Thung, TP H8i Duong, tinh Hai Duang 

TEL: 0220.3853848 
SpIC (Reg.No): C088 phan phd: 

S6 19 sx (Lot.No): CONG TY CO PHAN DUGC PHAM SANTA VIET NAM 
NSX (Mfg.Date): Dic: $6 nha 11, ngach 12, ngo 29, phd Khuang Ha, phutng 

= HD (Exp. Date): ‘Khuong Binh, quanThanh Xuan, thanh phd H& NOi 

Acetyl Leucin © 500) mg 
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COMPOSITION: ion, contraindi and 

oer Leuciig 500 m ee saan 2 insert enclosed in the box 
(N-Acetyl-DL-Leucine) 9 ea Ls 9 

Storage: Store in dry place, al temperature 

Excipients: ...........9-5.f 1 tablet| not exceed 30°C, protected from sunlight. 

Specificati In-house 

READ THE PACKAGE INSERT Manulaclured by: HDPHARMA EU PLANT - HA! DUONG 

CAREFULLY BEFORE USE. PHARMACEUTICAL MEDICAL MATERIALS.,JSG 

2nd Floor of Building 4A, Lot No-307, Cam Thuong industrial 
park, Cam Thuong ward, Hai Duong city, Hai Duong province, 

Vielnam. 
Distributed by: 
SANTAPHARMA., JSC 
No. 11, Alley 12, Lane 29, Khuong Ha Street, Khuong Dinh 

Ward, Thanh Xuan District, Hanoi City 

KEEP OUT OF REACH OF CHILDREN 
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HUONG DAN SU DUNG 

Tén thuéc: SANILCIN 

Doc kf huéng dan sir dung truéc khi ding. Dé xa tam tay tré em. 

1. Thanh phan céng thire thudc: 

Thanh phan hoat chat: Ham lugng 

Acetyl Leucin (N-Acetyl-DL-Leucin) 500 mg 

Thanh phan td duwgc: Microcrystalline cellulose MI101D+, 

Microcrystalline cellulose M102D+, Natri starch glycolat, Dicalci Vira du 

phosphat anhydrous, Colloidal Silicon dioxid, Povidon K30, Natri 1 vién 

croscarmellose, Talc, Magnesi stearat. 

2. Dang bao ché: Vién nén. Vién nén hinh thudén dai, mau trang dén trang nga, thanh va 

canh vién lanh Jan. 

3. Chi dinh: 

Diéu tri triéu chtmg chong mat & ngwoi I6én. 

4, Cach ding, ligu ding: 

4.1. Liéu ding: 

- Lidu khuyén cdo cho ngudi 1én 1a 3 - 4 vién/ngay, chia hai lan vao budi sang va budi téi. 

- Thoi gian diéu tri thay déi ty theo dién bién 1am sang (ti 10 ngay dén 5 - 6 tuan); khi 

bat ddu didu tri hodc trong mét sé trudng hop khéng cai thién, 06 thé tang liéu lén 6 - 8 

vién/ngay. 

4.2. Cach ding: 

- Ding thuéc theo dudng udng. 

5, Chéng chi dinh: 

- Qu4 min voi bat ky thanh phan nao cia thudc. 

6. Canh bao va than trong khi ding thudc: 

- PA quan sat thay phan tmg qué man (cé thé nghiém trong, vi dy nhu séc phan vé, phi 

thanh quan). Nén ngimng didu tri khi cd dau hiéu dau tién cia phan tng qué ma
n sau khi 

ding thudc.
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- Thudc nay c6 chira duéi 1 mmol (23 mg) natri trong moi vién, vé co ban duoc
 xem nhu 

‘khéng chia natri’. 

7, Sir dung thuéc cho phu nif cé thai va cho con bu: 

- Phu nit mang thai: 

Khong cé hoac cé rAt it dt ligu vé viéc str dung thuédc & phy nit mang thai. Khong
 cé dit 

liéu trén dong vat vé déc tinh sinh sin. Do vay, dé phong ngira, khong nén sir dung thudéc 

trong thoi ky mang thai. 

- Phu nit cho con bu: 

Khéng co dir ligu vé viéc Acetyl Leucin (N-Acetyl-DL-Leucin) va cdc chat chuy
én héa 

cua né c6é duge bai tiét qua sita me hay khéng. Khong thé loai tri nguy co déi voi
 tré bu 

sita me. Do vay, khéng nén str dung thudéc trong thdi gian cho con bi. 

- Kha nang sinh san: 

Khéng cé dit ligu vé tac dung cia thuéc déi v6i kha nang sinh san. 

8. Anh hwéng cia thudc lén kha nang lai xe, vin hanh may moc: 

Thuéc khéng anh huéng hodc anh huéng khong dang ké dén kha nang lai xe va van hanh 

may moc. 

9. Twong tac thuéc, twong ky cia thudc: 

* Tuwong tac thude: 

Chua cé bdo cdo vé tuong tac thudc. 

* Tuwong ky thudc: 

Do khéng cé cac nghién ciru vé tinh tuong ky cia thuéc, khong tr6n lan thudéc nay v
éi cdc 

thudc khac. 

10. Tac dung khong mong muén cia thude: 

RAt thong gap (= 1/10); thudng gap (1/100 < ADR < 1/10); it gap (1/1.000 
< ADR < 

1/100); hiém gap (1/10.000 < ADR <1/1.000); rat hiém gap (< 1/10.000); khéng r6 (khéng
 

thé woc tinh tir dt 1iéu 6 sin). 

Réi loan hé thong oo; oo. | 

x Khong 16: Phan img qua man, soc phan vé va phv thanh quan. 
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Réi loan da va mé i, ek 

RAt hiém gap (< 1/10.000): Ngita, ban do, noi mé day. 

duwoi da 

Réi loan tiéu héa | Khéng rd: Dau bung. 

Théng bdo ngay cho bac sy hoge duoc st khi gdp cdc tac dung khong
 mong muon nhw trén 

khi sie dung thuéc hodc bdo cdo cde phdn ting co hai cua thudc vé Trung ta
m Thong tin 

thudc va Theo déi phan teng co hai cua thudc (ADR) Quoc Gia. 

11. Qua liéu va cach xi tri: 

- Khong cé dit ligu vé str dung thuéc qué liéu, khéng ding qua 1idu chi dinh cia thudc. 

- Xi tri: 

Trong trudng hop qua lidu, nén diéu tri triéu chimg néu can thiét. 

12. Dac tinh duge luc hge: 

- Nhém dug ly: Thuéc diéu tri chéng mat. 

- Ma ATC: N07CA04. 

- Co ché tac dung cia thudéc chua 13. 

13. Dac tinh duge dong hoc: 

Sau khi uéng, nong do dinh trong huyét tong cua thudc dat dugc sau khoang 2 gid. 

14, Quy cach déng géi: Hép 3 vi, 5 vi, 10 vix 10 vién; kém huéng dan str dyng. 

15. Diéu kién bao quan, han ding, tiéu chuan chat lrgng cia thude: 

- Diéu kién béo quan: Dé noi khé rdo, nhiét 46 khéng qua 30°C, tranh anh sang tryc tiép. 

- Han dung: 36 thang ké tir ngay san xuat. 

- Tiéu chudn chat lwong: TCCS. 

r , ao eck go0tt9 
16. Tén, dia chi cia co sé: san xuat th ee 2/CONG TYN? 

=/ CO PHAN  \o\, 

Tees aa) 

5 F sae A 1, 
NHA MAY EU - 

CONG TY CO PHAN DUGQC VAT TU Y TE HAI DUONG 

3
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Dia chi: Tang 2, toa nha 4A, Thita dat sé 307, cum Cong nghiép Cam Thuong, 

phwong Cam Thuong, TP. Hai Duong, Tinh Hai Duong 

DT: 0220.3853.848 

17. Tén, dja chi cia co sé phan phoi thude: 

CONG TY CO PHAN DUGC PHAM SANTA VIET NAM 

Dia chi: Sé nha 11, ngdch 12, ngd 29, phd Khuong Ha, phudng Khuong Dinh, 

quan Thanh Xuan, thanh pho Ha Néi. 


