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MAU NHAN DANG KY THU6E 

NHAN CHAI 60 ML 
R Thuéc ké don 

FLASHGOLD ACE 

Chai 60 ml 

NHAN CHAI 90 ML 
BD) & thud ké don 
FLASHGOLD ACE 

Chai 90 ml 

NHAN CHAI 120 ML 
R thudc ké don 
FLASHGOLD ACE 

Chai 120 ml 
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MAU NHAN ONG 10 ML 

(_ ntmetore ACE _ Duns dich uong aD = 
Arginin hydroclorid 18,36% kl/tt Khéng duoc tiém 3 

(1836.00 mg/ 10 ml) CT CP Dugc VTYT HaNam 35 

MAU NHAN ONG 5 ML 

FLASHGOLD ACE Dung dich uéng 

' Arginin hydroclorid Khéng duoc tiém 5 mi x 

18,36% kI/tt (918,00 mg/ 5 ml) CT CP Duge VTYT Ha Nam 3 2 



https://trungtamthuoc.com/ 

we 

ME 

iy chi dig theo don thudc 

FLASHGOLD ACE 

(Arginine hydrochloride 820 mg/5 g) 

(trong dwong 918 mg/5 ml) 

n A 
Tén thuoe 

FLASHGOLD ACE 

a A A roy & ‘ say 
Cac dau hiéu lwu ¥ va khuyén cao khi ding thuéc 

Doc k¥ huéng dan str dung trudéc khi ding 

Dé xa tam tay tré em 

Thanh phan cong thire thude 

Thanh phan hoat chat: 

Arginine hydrochloride 820 mg/5 g. 

(tuong duong 918 mg/5 ml). 

Thénh phan té doc: Dudng trang, methylparaben, saccharin sodium, caramel flavour, 

hydrochloric acid, concentrated, nudéc tinh khiét. 

Dang bao ché 

Dung dich uéng, 

Dung dich udéng déng nhat, khéng mau dén vang nau, cé huong thom, vi ngot. 

Chi dinh 

Dieu tri ho trg cac rdi loan tiéu héa & ngudi dn. 

Diéu tri ho tro suy nhuge chire nang 6 ngudi Ién va tré em trén 6 tudi. 

Tang amoniac mau bam sinh do khiém khuyét cua chu trinh uré & ngudi 1én, tré em va tré 

so sinh. 

Cach ding, liéu ding 

ok x 

Lieu ding 
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Negiroi lon: 

- RGi loan tiéu héa: 

5 —10 ml, truéc 3 béra an chinh hoac vao lic réi loan tiéu héa. 

- Suy nhuge: 

5 ml/lin x 2 —3 lan/ngay. Thoi gian diéu tri khéng qua 4 tuan. 

- Tang amoniac mau bam sinh: 

250 dén 500 mg/kp/ngay (khéng qué 12g L (+) Arginine hydrochloride mdi ngay). 

Tré em 

Tré em trén 6 tudi 

- Suy nhuge: 

5 ml/lin x 2 —3 lan/ngay. 

Thdi gian diéu tri khong qua 4 tuan. 

Tré em va tré so sinh 

- Tang amoniac mau bam sinh : 250 dén 500 mg/ ke/ ngay (khong qua 12 g L (+) Arginine 

hydrochloride mdi ngay). 

Newoi suy gan, suy than, newdi cao tudi. Do cha cé dtr liéu vé sit dung, thudc trén caéc 

déi tong nay, chi nén ding thudc néu Igi ich vugt trdi so voi nguy co. 

Cach ding 

Ding duéng udng. 

Uéng vi mot it nude. 

Déi voi tré so sinh, pha loaing vdi nudc hoac trong binh sita. 

Tay theo timg liéu ding, nén chon quy cach dong g6i phu hgp: 

- Voi quy cach dong g6i da liéu (chai): Str dung coc dong chia vach dé c6 thé lay duoc 

ding luong thudc tuong tmg véi liéu can str dung. 

- Voi quy cach dong goi don liéu (Ong): Ding quy cach déng gi phti hop dé lay duoc 

ding lugng thuédc tuong tng véi liéu can str dung. 

Ching chi dinh 

Qua man véi hoat chat hoac bat ctr thanh phan 4 duge nao ctia thudc. 

Canh bao va than trong khi sir dung thudéc 

Khi sir dung thuéc, can than trong trong truéng hgp tic nghén dudng mat va suy té bao 

gan nang. 
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Trong truong hop bi tiéu chay hodc dau bung, nén tam ngtmg str dung thudc nay. 

Thuéc nay cé chtta dudng trang. Diéu nay can duoc tinh dén doi véi bénh nhan dai thao 

duong. Cé thé gay hai cho rang. Bénh nhan c6 van dé di truyén hiém gap vé khéng dung 

nap fructose, kém hap thu glucose-galactose hodc thiéu men sucrose-isomaltase khéng 

nén ding thuédc nay. 

Thuoc nay c6 chira methylparaben, c6 thé gay ra cac phan (mg di tg (c6 thé xay ra cham). 

Sw dung thuéc @ phy niv c6 thai va cho con bu 

Phu nit co thai 

Chua c6 hoac c6 it dit ligu vé viée str dung arginine cho phy nit co thai. 

Cac nghién ctru trén dng vat chura di dé két ludn vé déc tinh sinh san. 

Arginine hydrochloride khong dugc khuyén cao trong thoi ky mang thai va phu nt trong 

d6 tudi sinh dé khong str dyng bién phap tranh thai. 

Cho con bu 

Arginine la mét acid amin tu nhién, duge bai tiét qua stra me. Chua cé du dir liéu vé su 

bai tiét arginine trong stra me khi diéu tri bang arginine hydrochloride. Chua thé loai trtr 

nguy co doi vai tré so sinh/ tré bu sta me. 

Tranh str dung arginine hydrochloride trong thdi ky cho con bu. 

Kha nang sinh san 

Chua c6 dit ligu vé anh hudng cua arginine d6i voi kha nang sinh san. 

k 2 & zw ze x A x “ ‘ 
Anh hwéng den kha ning lai xe va vin hanh may méc 

Chua co théng tin. 

Tuong tac, twong ky cia thudée 

Cac ditt ligéu cd san cho dén théi diém hién tai khéng cho thay sy tén tai cia cdc tuong tac 

cé y nghia lam sang. 

(S
i 

x n kK > A 
Tac dung khéng mong muon cia thude 

Q 

Tac dung khéng mong mué6n cé thé xay ra véi arginine hydrochloride, dure liét ké dudi a 

day duoc phin loai theo hé co quan va tan suat, theo quy udc sau: Rat thudng gap (> Ne 

1/10); thuong gap (© 1/100, < 1/10); it gap © 1/1000, < 1/100); hiém gap (> 1/10000, < 

1/1000); rat hiém gap (< 1/10000), khéng xac dinh (khéng thé ude tinh tir dtr liéu c6 san). a 
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Roi loan hé thong mién dich 

Khéng xac dinh: Qua man cam. 

Réi loan tiéu héa 

Kh6éng xac dinh: Tiéu chay, dau bung. 

Bao cio cic tic dung khéng mong mudn 

Viéc bao cao cac tac dung khéng mong muon sau khi thudc duge phé duyét la rat quan 

trong. N6 cho phép tiép tuc theo déi danh gia Igi ich rui ro cla thudc. Cac chuyén gia 

cham soc strc khoe duge yéu cau bao cdo bat ky tac dung khéng mong mu6n nao tdi: 

Trung tém DI & ADR Quéc gia 

13 — 15 Lé Thanh Téng, Ha N6i 

Website: www.canhgiacduoc.org.vn 

Qua liéu va cach xi tri 

Neuy co tiéu chay khi dting liéu cao. 

Dic tinh dwoe lye hoc 

Nhém duge ly: Thong mat — loi mat, chéng suy nhugc, ha amoniac mau. 

Ma ATC: A: Duong tiéu hda va chuyén hda. 

Trong trudng hop cé van dé di truyén vé khiém khuyét trong chu trinh urea, arginine cd 

thé giai déc va loai bo amoniac dudéi dang citrulline hoac acid argino-succinic. 

Dic tinh dwoc dong hoc 

Chua co dt liéu. 

Quy cach déng g6i 

H6p 1 chai 60 ml, 90 ml, 120 ml. 

H6p 20 éng, 30 dng, 40 éng x éng 5 ml. | 

H6p 20 éng, 30 dng, 40 dng x éng 10 ml. 

oh oA 2 2 . +A A & 2 A 
Dieu kién bao quan, han ding, tiéu chuan chit hrong ctia thudc 

Bao quan: Noi khé rao, tranh anh sang, nhiét dé dudi 30°C. 

Han ding: 24 thang ké ttr ngay san xuat. 30 ngay sau khi mo nap. 
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Tiéu chudn chat luong cia thuéc: TCCS. 

Tén, dia chi co’ sé san xuit 

CONG TY CP DUOC VAT TU Y TE HA NAM 

Cum CN Hoang Dong, phuong Hoang Déng, thi x4 Duy Tién, tinh Ha Nam, Viét Nam. 

Of conetycr \ 
=(puge vATIUY TE 


