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S6: 4336 /QLD-DK
Vv huréing déin céch ghi chi dinh, lidu
lugng pkeh diing ciia thusc chita Arginin

Kinh gii:

CONG HOA XA HOI CHU NGHIA VIET NAM

Péc 1ap - Ty do — Hanh phic

Ha Ngi, ngay 08 thdng4 ndm 2012

Céc cong ty dang k¢, sdn xudt vA nhap khéu thude Iwu

hanh tai Viét Nam (goi tdt la cong ty).
Qua tng hop két qué thdm dinh va xét duyét hé so dang ky thudc, Cuc Quan
Iy Buge nhan thdy h6 so dang ky thuéc c6 thanh phdn Arginin diing k¥ v6i chi dinh
khong th6ng nhat va nhiéu chi dinh khong cung c4p dugc ddy di céc tai litu 1am

sang, can cit khoa hoc dé chitng minh.

Can cif céc tai ligu khoa hoc vé thong tin thudc di dugc cong bd;
Can c két luan cha Hoi déng xét duyét thubc — Bo Y & vé viéc ghi chi dinh

clia thuSc ¢6 thanh phdn Arginin;

Nhim dim béo muc tiéu sit dung thudc hop 1, an toan va hi¢u qua, Cuc Quan

1§ Dugc hudng din théng nhat cich ghi chi
thuéc chi chita thanh phan Arginin nhu sau;

dinh va liéu lugng - cdch ding cta

L. Thong nhit cich ghi chi dinh, liéu lugng - cich ding cu thé:
1. Dung theo duong tiém truyén tinh mach

Chi dinh

Liéu lugng va cich ding

Hb trg chdn dofn mot s& bénh nhw: suy

tuyén yén, chim I6n do tuyén yeén, u t&

bao chromophobe, u so hdu, cit bd
tuyén yén, chan thuong tuyén yén, bénh
to cuc, bénh khéng 16 (tang truéng qué
mic) va céc vén dé lién quan dén ting
trudng co thé va tim vée.

Ngudi 16n: 30g (300m! dung dich 10%)
truyén tinh mach trong 30 phuit.

Tré em: 05gKg (5ml dung dich
10%/kg) truyén tinh mach 30 phit. Téng
liéu khéng vugt qui 30g.

Diéu tri ting amoniac m4u c4p tinh &
bénh nhan thi€u carbamylphosphate
synthetase, thi€u ornithine carbamyl
transferase.

Truyén tinh mach:

Tré so sinh: Liéu khéi ddu 200mg/kg
trong 90 phit, sau 46 ding liéu
8mg/kg/gid.

Tré tir 1 thdng -> 18 tuéi: Liéu ban ddu
200mg/kg trong 90 phit, sau d6 diing
lidu 8mg/kg/gidy.

Difu tri ting amoniac mau c#p tinh &
bénh nhan bi ting citrulin m4u,
arginosuccinic niéu

Truyén tinh mach:

Tré so sinh: Liéu khéi ddu 600mg/kg
trong 90 phit, sau 46 ding liéu
25mg/kg/gio.

Tré tix 1 thing -> 18 tudi: Liéu khéi ddu
600mg/kg trong 90 phiit, sau dé ding
liéu 25mg/kg/gidy




Nhiém kiém chuyén ho4

Tinh theo céng thnic:

Liéu arginin hydrochlorid tiém truyén
tinh mach = Néng d¢ bicarbonat trong

huyét twong (mEq/L) x {kh6i llIO‘I!g cal ..

th (kg)/9,6}
2. Dixng theo duong udng
Chi dinh ’ Liéu lwong va cdch ding
bién trj duy tri ting amoniac méu & | Dudng ubng: o

bénh nhén thi€u carbamylphosphate
synthetase, thi€u ornithine carbamyl
transferase

Tré sa sinh: 100mg/kg méi ngay, chia 3-
4 14n.

Tré ti 1 thdng -> 18 tuéi: 100mg/kg mbi
ngly, chia 3-4 14n.

Diéu tri duy trl cho b&nh nhan ting
amoniac mau bi citrulin  m4u,
arginosuccinic niéu

Dudng udng:

Tré so sinh: 100-175mg/kg/14n; ding 3-
4 14n mdi ngdy ciing tinfc #n, hiéu chinh
lidu theo ddp Gng.

Tré tx 1 thing > 18 twdi: 100-
175mg/kg/lin; ding 3-4 14n mdi ngay,
cling thic an, hiéu chinh liéu theo dip
ing.

Diéu tri hd trg cdc réi loan khoé tiéu

Ngudi 16n: uéng 3-6g/ngay

Diéu trj hé trg nhdm cai thién kha ning
luyén tdp ¢ nhimg ngudi bi bénh tim
mach 6n dinh

Ngudi I6n: uéng 6-21g/mgay, mdi l4n
diing khéng qua 8g

B8 sung dinh dudng cho ngudi bi r6i
loan chu trinh ure nhu ting amoniac
méu tuyp I va II, ting citrulin mAu,
arginosuccinic niéu va thi€u men N-
acetyl glutamate synthetase

Ngudi I6n: uéng 3-20g/ngay tuy theo
tinh trang bénh

Ghi chii: Tt cd liéu ding khuyén cdo trén ddy déu duoc tinh theo dang Arginin

hydroclorid.

I. Huéng din thuc hién d6i v6i thusc chi chia Arginin:

1. Déi v6i céc thubc da duge cdp phép luu hanh trén thi trudng: Trong vdng 03
thing k€ tir ngdy k¥ cong van ndy, cong ty ding k¥, nha sén xufit c6 trdch nhiém
chii ddng chinh sira n6i dung cdc muc chi dinh, lidu lwgng-cich ding theo khuyén

céo trong cdng van ndy vao t& hudng din st dung, thong tin thudc cho bénh nhan.



2. Ddi véi cdc hé so dang ky thude dang chd xét duyet, Cuc Quan 1§ Duoge chi
xem xét cdp s6 ding ky sau khi cong ty nop tai litu b8 sung/sita d6i cic muc chi
dinh, liéu lugng-c4ch diing theo khuyén cdo trong cong van ndy (vao cdc phdn cé
lién quan cua hé so) va duge thdm dinh dat yéu céu.

3. Ngoai céc chi dinh, liéu lugng-cdch ding néu trén, Cuc Quin 1§ Dugc chi
chp nhan céc chi dinh, liéu lugng-céch ddng khéc dffi véi thudc khi co s& ding ky
thuc cung cdp ddy di can cit khoa hoc dd tin cay dé ching minh.

Cuc Quén 1§ Dugce thong béo dé c4c don vi biét va thuc hién ./.

KT. CUC TRUGNG

Noi nhin: =08

- Nhur trén;

- BT. Nguyén Thi Kim Tién (d€ b/c);

- TT. Cao Minh Quang (dé b/c);

- Cyc trdmg v cde PCT Cuc QLD;

- Cuc Quéin Y-Bo QP; Cuc Y t€-B4 CA; Cuc Y t8 GTVT:
- Cuc QLKCB, Thanh tra BYT (d€ p/h);

- T&ng Cyc Hii quan — BTC;

- Bio hiém XHVN: |
- 88 Y 1€ céic tinh, TP; ;

- Céc Vién, BV c6 givdmg benh tryc thuoc BYT; Nguyén Viét Hing
~ Trung tam DI & ADR Quéc gia;

- Thanh vien HP XDT;

- Céc chuyén gia thdm dinh hé so ding ky thuéc;

- Céc Phong: KDD, TTQC thudc, Tap chf Dugc&MP;

- Van phdng Cuc (a4 dua len Website);

- L VT, DKT.






