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R Thudc ke don e
FLASHGOLD ACE FLASHGOL. 3.

. BE XA TAM TAY TRE EM
SR DOC KV HUGNG DAN SU DUNG
¢ 4 B TRUGC KHI DUNG

(tuong duong : / . L6 SX/ Lot. No:

FLASHGOLD ACE

Thanh phan:
nkr roc
| Arginin hydroclorid 16,40% ki/kl ..,"i'ﬂ'g"” .

Chi dinh, cach dung, chéng chi

dinh va cac thong tin khac: Xem San xuat:

trong t& hudng dan si dung CONG TY CP DUOQC VAT TU' Y TE
thuoc kem theo. HA NAM

Bao quan: Nai kho rdo, tranh anh : Cum CN Hoang Bdang, phudng
Hoang Bong, thi xa Duy Tién,
tinh Ha Nam, Viét Nam

sang. nhiet do duci 30°C
Tiéu chuan: TCCS

FLASHGOLD ACE R Thuse ké don FLASHGOLD ACE
Thanh phan; FLASHGOLI?_”AC_E DE XA TAM TAY TRE EM

Arginin hydroclorid 16,40% ki/kl
(820,00 ma/5 gl

(tuang duong ... ,36% ki/tt
(918,00 mag/5 ml))

Chi dinh, cach dung, chéng chi
dinh va cac théng tin khdc: Xem

trong to hudng dan sif dung
thuoc kem theo,

Bao quan: Noi kho rao, tranh anh
sang, nhiét do dudi 30°C.

Tiéu chuan: TCCS

pnin hydrmoels
ong duomg 18

POC KY HUONG DAN SUJ DUNG
TRUGC KHI DUNG

L& SX/ Lot. No:

HD/ Exp. Date:

San xuat:

CONG TY CP DUOC VAT TU Y TE
HA NAM

Cum CN Hoang Péng, phudng
Hoang Pong, thi xa Duy Tién,
tinh Ha Nam, Vit Nam

NHAN CHAI 120 ML

FLASHGOLD ACE
Thanh phan:
Arginin hydroclorid 16,40% ki/kl
(820,00 mag/5 g)
(tuong duang .......... 18,36% ki/tt
(918,00 mg/5 ml))

Chi dinh, cach ding, chéng chi
dinh va cac thong tin khac: Xem
trong td hudng dan sd dung
thudc kém theo.

Bao quan: Noi kho rao, tranh anh
sang, nhiét de duai 30°C.

Tigu chuan: TCCS

R Thudc ké don

FLASHGOLD ACE
BE XA TAM TAY TRE EM

BOC KY HUONG DAN SU DUNG
TRUGC KHI DUNG

L&'SX/ Lot. No:

HD/ Exp. Date;

San xuat:

CONG TY CP DUOC VAT TU'Y TE
HA NAM

Cum CN Hoang Béng, phudng
Hoang Pong, thi xa Duy Tién,
tinh Ha Nam, Viét Nam
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FLASHGOLD ACE

Arginin hydroclorid 16,40% ki/k| (820,00 mg/ 5 g)

E m uzo X ozo ON n—o_u_ zq_-_z (tuong duong 18,36% kl/tt (918,00 mg/ 5 ml))
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FLASHGOLD ACE

Arginin hydroclorid 16,40% ki/kl (820,00 mg/ 5 g)
(tuong duang 18,36% kl/tt (218,00 mg/ 5 ml))
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FLASHGOLD ACE

Arginin hydroclorid 16,40% kl/k| (820,00 mg/ 5 g)
(tuong duong 18,36% kl/tt (918,00 mg/ S ml))
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FLASHGOLD ACE

Arginin hydroclorid 16,40% klI/kl (1640,00 mg/ 10 g)
(tuong dudng 18,36% kl/tt (1836,00 mg/ 10 ml))
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FLASHGOLD ACE

Arginin hydroclorid 16,40% ki/ki (1640,00 mg/ 10 g)
(tuong duang 18,36% kl/tt (1836,00 mg/ 10 ml))
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FLASHGOLD ACE

Arginin hydroclorid 16,40% kI/kl {1640,00 mg/ 10 g)
(tuong duang 18,36% ki/tt ()
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MAU NHAN ONG 10 ML

FLASHGOLD ACE Dy vive ") _
. CTCP DLP(_:.rc VTYT Ha Nam -

MAU NHAN ONG 5 ML

FLASHGOLD ACE Dung dich uéng
Khéng dwoc tiem =
t CT CP Dwrgre VTYT Ha Nam S §
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Wy chi dimg theo don thude
FLASHGOLD ACE
(Arginine hydrochloride 820 mg/5 g)
(irong dicong 918 mg/5 ml)

Tén thube
FLASHGOLD ACE

Cic dfiu higu lru ¥ va khuyén cdio khi ding thube
Doc k§ huéng dén sir dung trude khi ding

Dé xa tAm tay (ré em

Thanh phiin céng thie thube
Th{}l-'ll’i phdn hoat chit:

Arginine hydrochloride 820 mg/5 g.
(twong duong 918 mg/S ml).

Thanh phan ta dirge: Dudng lrﬁng, methylparaben, saccharin sodium, caramel flavour,
hydrochloric acid, concentrated, nude tinh khiét.

Dang bao chi
Dung dich udng.

Dung dich udng ddng nhit, khéng mau dén vang niu, cé huong thom, vi ngot.

Chi dinh
Diéu tri ho trg cdc roi loan tiéu hda & nguai lom.
Diéu tri ho trg suy nhuge chire niing & ngudi 16n va ré em trén 6 tuoi.

Téng amoniac mau bam sinh do khiém khuyét ctia chu trinh uré & ngudi 1on, tré em va ¢
so sinh.

Cich ding, liéu ding

Liéu ding

o

/!
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Ngieoi lom:

- R&i loan tidu héa:

5 — 10 ml, trude 3 bita &n chinh hodc vao lie r8i loan tiéu hoa.
- Suy nhuge:

5 ml/lén x 2 -3 lin/npay. Thai gian diéu i khéng qua 4 tudin.
- TAng amoniac mau bam sinh:

250 dén 500 mg/kg/ngay (khéng qua 12g L (+) Arginine hydrochloride mdi npay).
Tré em trén 6 tuoi

- Suy nhuoe:

S ml/lan x 2 — 3 lan/npay.

Thei gian diéu tri khéng qué 4 tufin.

Tré em va tré so sinh

- Tang amoniac mau bam sinh : 250 dén 500 mg/ kg/ ngay (khéng qua 12 g L (+) Arginine
hydrochloride méi ngay).

Ngiragi suy gan, suy thdn, nguoi cao tuoi: Do chua co div liéu vé sir dung thudc (rén céac
doi tugng nay, chi nén dung thude néu lgi ich vuot trdi so véi nguy co.

Cach dang

Ding duéng udng,

Ubng véi mat it mrde.

Déi voi tré so sinh, pha loéing v&i nudce hodc trong binh sira.
Tuy theo tirng liéu dung, nén chon quy cich déng goi phi hgp:

- Vdi quy cach dong goi da liéu (chai): Str dyng cbe dong chia vach dé ¢o thé léy dugc
dang lugng thude tuong (g voi liéu can sir dung.

- Véi quy cach dong goi don liéu (dng): Ding quy cach déng géi phi hop dé lay dugce
ding lwong thude trong (mg véi lidu cin sir dung.

£ v g
Chong chi dinh

- = . A A " 4 A ¥ 5 + A
Qud man vadi hoat chat hodc bt cir thanh phan ta duge nao ctia thude.

Ciinh b#o va thin trong khi sir dung thude

Khi sir dung thude, cin thdn trong trong trudng hop tic nghén dudng mét va suy té bao
gan nang.
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Trong trudmg hop bi tiéu chay hodc dau bung, nén tam ngimg str dyng thuée nay.

Thude nay ¢d chira dudng tring. Diéu nay cdn dwoe tinh dén dbi véi bénh nhin dai thao
duémg. C6 thé phy hai cho ring. Bénh nhén ¢é vén dé di truyén hiém gip vé khong dung
nap fructose, kém hip thu glucose-galactose hodic thiéu men sucrose-isomaltase khong
nén dang thude nay.

Thube nay ¢o chira methylparaben, ¢é thé gy ra cac phan (mg di tmg (co thé xdy racham).

S dung thube & phu niv ¢o thai va cho con bu

Phy nit ¢6 (hai

Chura ¢ hogce co it dir liéu vé vige st dung arginine cho phy nir ¢6 thai.

Cic nghién ciru trén dong vl chua du dé két luan v¢ doc tinh sinh san.

Arginine hydrochloride khong duge klluyén cao trong thoi ky mang thai va phu nir trong
dd tudi sinh dé khong sir dung bi¢n phép tranh thai.

Cho con ba

Arginine la mgt acid amin ty nhién, duge bai Liét qua stta me. Chua co da div licu vé SUr
wE ek s i . giX 2, = . 5 it
bai it arginine trong sita me khi diéu tri bang arginine hydrochloride. Chura thé loai triv
R § i
nguy co doi véi tré so sinh/ tré ba stra me.

Tranh sir dung arginine hydrochloride trong thai ky cho con bu.

Kha nang sinh san

2N A A s s s s e A ¢ ’ . ’
Chura ¢6 dir liu vé anh hudng cia arginine doi véi kha ning sinh san.

Anh hwing dén khi niing 1di xe vi viin hanh miy méc

Chua c6 thong tin.

Twong tie, twong ky ciia thude

Céc dit ligu c6 sin cho dén thoi diém hién tai khéng cho thiy s tdn tai cta cde tuong tac
cO y nghia ldm sang.

e a a A - A
I'dc dung khong mong muon ciia thuoe

Téc dung khéng mong mudn ¢6 thé xay ra véi arginine hydrochloride, dugce liét ké dudi
day duge phén logi theo hé co quan va tin sudt, theo quy ude sau: Rét thudng gip (=
1/10); thuong gip (= 1/100, < 1/10); it gip (> 1/1000, < 1/100); hiém gap (> 1/10000, <
1/1000); rat hiém gap (< 1/10000), khong xéc dinh (khong thé ude tinh tr dit lidu 6 sin).

=
-

)|

=
/&
f

— :2
. £

=i
L=

=
=

\

1




https://trungtamthuoc.com/ |

Réi loan hé rh(fng mién dich

Khéng xdc dinh: Qua man cam.

Réi logn tiéu héa

Khéng xdc dinh: Tiéu chdy, dau bung,.

Bdo cho edce tic dung khing mong mudn

Viéc bao cdo cic tac dung khong mong mudn sau khi thude duge phé duyét la rat quan

trong. N6 cho phép tiép tuc theo dbi danh gia lgi ich rii ro cia thube. Céc chuyén gia
o, :\ r L4 Y L .

chiim soc stre khoe duge yéu cdu bao cdo bAl ky tac dung khéng mong mudn nao téi:

Trung tdm DI & ADR Qudc gia
I3 — 15 Lé Thanh Téng, Ha Noi

Website: www.canhgiacduoc.org.vn

s pad - . - .
Qua lien va cach xa tri

Nguy co tiéu chay khi ding liéu cao.

Pice tinh dwoe lye hoe
Nhom duge ly: Thong mat — lgi mdt, chong suy nhuoc, ha amoniac mau.
Mia ATC: A: Dudng tiéu héa va chuyén hoa.

Trong trudng hop c6 van dé di truyén ve khiém khuyét trong chu trinh urea, arginine cé
thé giai doc va loai bd amoniac dudi dang citrulline hojc acid argino-succinic.

1 Piic tinh dwge dong hoe

Chura co dix liéu.

Quy cach dong géi
Hop 1 chai 60 ml, 90 ml, 120 ml.
Hop 20 éng, 30 émg, 40 bng x 6[1};, 5 ml.

Hop 20 éng, 30 dng, 40 dng x 6ng 10 ml.

X A Y - . . a A £ - A
Dicu ki¢n bioe quin, han ding, tiéu chuan chiit lwgng cia thuoc

Bao guan: Noi kho rédo, tranh anh sang, nhiét do dudi 30°C.

Han dimg: 24 thang ké tir ngay san xuit. 30 ngay sau khi mé nép.
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Tieu chudn chit hegng cria thude: TCCS.

T¢n, dja chi co s6' sidn xuit
CONG TY CP DUQC VAT TU Y TEE HA NAM

Cym CN Hoang Dong, phudng Hoang Dong, thi xa Duy Tién, tinh Ha Nam, Viét Nam.

)/ CONGTVCP \
(DUGC VATTU Y TE




