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Kinh gti: C6c c6ng ff dang kf, san xudt vh nh{p khdu thudc Iuu
henh tai Vi€t Nam (eqi tdt ld c6ng ty).

Qua tdng hqp kdt quA thdm dinh vi x6t duy€t h6 so dAng ki thudc, Ctlc Quan
lf Duo. c nh{n thlty hd so dlng k! thudc c6 thanh phdn Arginin dang ki vdi chi dinh
kh0ng thdng nhdt vi nhidu chi dinh kh6ng cung cdp dugc ddy dt c6c tdi li6u lAm
sd,ng, cin crl khoa hoc dd chrlng minh.

Can cf c6c tii li€u khoa hgc vd thong tin thudc dd duo. c cOng bd;

Cen crl kdt lufln cira HQi ddng x6t duyOt thudc - B0 Y td vd vi€c ghi chi dinh
cira thu6c c6 thinh phdn Arginin;

Nhim dam b6o mr.rc ti6u st dgng thudc hgrp lf, an toan vi hi€u qui, Cuc Quan
l! Duo. c hu6ng ddn th6ng nha't c6ch ghi chi dfnh vi lidu lucrng - c6ch dtng cira
thudc chi chrla thinh phdn Arginin nhu sau:

I. Thdng nhdt c6ch ghi chi tlinh, lidu luong - cdch ding cq thi:
1. Dilng theo dudng tiAm tuydn frnh mqch

Chi dinh Liiu luong vir c6ch dr)ng

H6 ug chdn do6n mOt sd bQnh nhu: suy
tuy0n y€n, ch{m l6n do tuydn y€n, u td
bdo chromophobe, u s9 hAu, c6t b6
tuydn yOn, chAn thuong tuydn y€n, b€nh
to c\rc, b6nh khdng 16 (tang truong qu5
mrlc) vd c6c vAh dd lidn quan d6n tang
tru6rng co thd vd tdm v6c.

Ngudi 16n: 30g (300m1dung dich 107o)
truydn t-rnh mach trong 30 phrit.

TrE em: 0,5glkg (5rnl dung dich
LlVokg truydn tinh m4ch 30 phrit. Tdng
lidu khdng wot qu6 30g.

Didu tri tang amoniac m6u cdp tfnh 0
benh nhan thidu carbamylphosphate
synthetase, thidu omithine carbamyl
transferase.

Truydn tlnh mach:

T16 so sinh: Lidu kloi ddu 200mg/kg
trong 90 phft, sau d6 dtng lidu
8mg/kg,/gid.

TrB tt 1 th6ng -> 18 tudi: Lidu ban ddu
200mgkg trong 90 phrit" sau d6 dr)ng
li€u 8mg,/kg,/gid.

Didu tri ting amoniac m6u cdp tinh d
benh nhan bi teng citrulin mdu,
argino succinic ni€u

Truydn tinh mach:

T16 so sinh: Lidu khoi ddu 600mg/kg
trong 90 phrit, sau d6 dtng lidu
zsmeftlslgld.
T16 ti 1 th6ng -> 18 tudi: Lidu khoi ddu
600mg7tg trong 90 phft, sau d6 dr)ng
lidu 25mg&g/gid



NhiCm kidm chuydn ho6 Tinh theo cOng thrlc:

Lidu arginin hydrochlorid tiOm rruydn
tinh mach = N6ng d6 bicarbonat ffong
huydt tucmg (mEqil) x {kh6i luong co
thd Ggy9,6)

2. Dtng theo iludng udng

Chi tlinh LiCu luong vi c6ch dtng

Didu tri duy tri tang amoniac m6u &
benh nhan thidu carbamylphosphate
synthetase, thidu omithine carbamyl
transferase

Dudng udng:

T16 so sinh: l00mgikg m6i ngiy, chia 3-
4lAn.

T16 tt 1 th6ng -> 18 tudi: 100mg/kg m6i
nghy, chia 3-4len.

Didu tri duy tri cho b€nh nhan tang
amoniac m6u bi citrulin mdu,
arginosuccinic niOu

Dudng udng:

T16 so sinh: 100-175mg/kgAdn; dtng 3-
4ldn m5i ngtry cr)ng thfc an, hiOu chinh
lidu theo d6p rlng.

l75mg/kgildn; dtrng 3-4 ldn m6i ngdy,
ctng thrlc 6n, hiQu chinh lidu theo d6p
fng.

Didu tri h6 trg c6c rdi loan kh6 ti6u Ngudi lon: u6ng 3-6glngiy

Didu tri h6 trg nhim cAi thiQn khi nang
luy€n t{p 6 nhftng ngudi bi benh tim
mach dn dinh

Ngudi l6n: t6ng 6-2lglngiy, m6i
ding kh6ng qu6 8g

Ien

Bd sung dinh du6ng cho ngudi bi rdi
loan chu trinh ure nhu tang amoniac
miiu tufp I vh tr, tang citrulin m6u,
arginosuccinic niQu vi thi6u men N-
aceryl glutamate synthetase

Ngudi lon: udrg 3-ZOglngdy tu) theo
tinh trang b€nh

Ghi chti: idt cd lidu ditng khuydn cdo tr€n ddy ddu duoc tinh theo dqng Arginin
hydroclorid.

II. Hufng d6n thr.rc hien ddi vdi thu6c chi chira Arginin:
1. D6i vdi cdc thu6c dd duo.c c{p ph6p luu hinh trCn thi trudng: Trong vdng 03

th6ng kd tt ngay kf c6ng van ndy, c6ng ty dang kf, nhi san xuat c6 tr6ch nhi€m
cht d6ng chinh sira n6i dung c6c muc chi dtnh, lidu lugng-c6ch dr)ng theo khuydn
c6o trong c6ng vin ndy vlo td hu6ng dAn sir dgng, thOng tin thu6c cho benh nhan.
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2. D6i vot cdc h6 so dlng kf thu6c dang chd x6t duyOt, Cuc Quan lf Duoc chi
x-em x6t cap sd dang kf sau khi c6ng ty nQp tdi lidu bd sung/srla ddi cdc muc chi
dinh, lidu lucrng-c6ch ding theo khuydn c6o trong c6ng vin nity (vdo cdc phtin c6
li€n quan cia h6 so) vd duoc thdm dinh dat y€u cdu.

3. Ngoii c6c chi dinh, Iidu luong-c6ch dDng nOu rrdn, Cr;c Quan lf Duo.c chi
chap nhAn c6c chi dinh, li6u lucrng-ciich dirng kh6c dOi vdi thudc khi co sd dang k5?

thudc cung cap ddy dt can crl khoa hoc dri tin cAy dd chfng minh.

Cuc Quan lf Duoc thong b6o dd c6c dcrn vf bidt vi thuc hiOn ./.

Noi nhdn:
- Nhu tren;
- BT. Nguyen Thi Kim Ti6n (dd b/c);
- TT. Cao Miah Quang (dd b/c);
- Cuc truong vlL c6c PCT C\c QLD;
- Cuc Quen Y-BQ QP; Qc Y t6-Bo Ca; Cuc Y td GTVTI
- C'lc QLKCB, Thanh ua BYT (dd pih);
- Tdng Crrc IIai quan - BTC;
- Bio hidm )GIVN;
- Sd Y td c6c tinh, TP;
- Cic Vi6n, BV c6 giuocg benh trgc thuOc BYT;
- Trung tAm DI & ADR Qu& gia;
- Thluh vien ID XDT;
- Clc chuy0n gia thdm dinl hd so dang ki rhu&;
- Clc Phdng: KDD, TTQC thu&, Tap chi Dugc&MP;
- Ven phdng Cuc 1ad dua ien Websirel;
- Luu: VT, DKT.
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