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V/v cip nhat thong tin huong dan st
dung A1 vl thudce chira phospholipid
dau nanh

Kinh gu:

. 8¢ Y té cde tinh, thanh phé e thude trung tong;

_ Céc bénh vién, vifn ch gludng bénh truc thuge BOY t€;
- Che cOong Ly ding ky, sén cuht thude luw hanh tai Viét Nam.

30 |

& 1Mj—ﬂé théng nhét vé chi dinh, chéng chi dinh, lidu dung va cacn dung, thuoe
chira phospholipid dau nanh, cén ¢l két ludn cha 1151 dong Tu vén cip aidy Jang
ky luu hanh thudc, nguyén lidu lam thude - B8 Y 1é; qham dam bao muc Léu su
dung {hude hop 1y, an toan vA hiéu qua, Cuc Quan ly Dugc {héng béo nhu sau

I. Déi voi SO Y té e4c tinh, thanh phf") tre thude trung wong vi ¢ac
Bénh vién, Vién 6 ginong bénh tryc thude B3 Y té:

1. Théng bdo cho céc co & kham chira bénh, cac don vi kinh deanh duge
phém tyén dia ban théng tin vé vie cap nhat thong tin hudng din st dung ddi vai
thube chira phospholipid dau nanh; déng thoi tang cuong thye hign vide theo doi
tac dung khdng mong mudn cia thube trong qud wrinh sir dung va luu hanh; pii
bao cdo ADR (néu co) v& Trung t&m Qubce pia v¢ thong tin thube va theo d6i phin
{mg c6 hai cla thube (13-15 (e T hénh Téng, 11a Noi) hoac Trung tm khu vie
théng tin thude va theo ddi phan ng €0 hai cud thude T 115 Chi Mink (20103
Npuy&n Chi Thanh, Quén 5, TP. 1o Chi Minh).

2 Theo ddi, giam sat cac don vl osan xufit, kinh doanh thube chira
phospliolipid ddu nanh, dic biét 14 cic doanh nghiép cung Mg thau cho bénh vitn
&8 sau 06 thang Kké tir ngay ky cdng van nay. yvide ké don, st dung thude phai e
(hit hodn todn theo chi dinh, chong chi dinh, héu dung va cach diay, A3 cap it
theo cHng van nay.

[L D5i voi cdc co s¢ ding ky luu hanh thude tal Vigt Nam:

1. Poi véi cdc thube chiva phospholipid ddu nanh da dwgc edip phép luu
hanh trén thi trwong:

1.1. Trong vong 06 thang ké tir ngay ky cong van nay, yéu Chu oo sy ddn
ky thudce thuce hién vige cdp nhit, bo sung thdng tin rong mue Chi dink, Chbing
chi dinh, Lidu ditng va cdch ding {rén nhin, W hudng dan s dung thudc cac ndi
dung theo Phu luc dinh kém cOng van nay.




1.2. Hinh thue cép nhat: Co s& ding ky thude thye hién viée tu cdp nhat
theo quy dinh Khoan 4 Picu 9 | héng tu SO 442014/ 1-BY I ngdy 25/1172014 cua
RS Y 12 quy dinh viée diing ky thude.

2. Déi voi cde hd so dang ky th udc chira phospholipid diu nanh dung
clrer xat duyét tai Cuc Quan Iy Dupc:

Cue Quan ly Duge chi xem xét cap gidy dang ky luu hanh thubc sau khi co
s& dang ) 1{) thude nop tai liéu cap nhdt, bo sung noi dung muc Chi dinh, Chong chi
dinh. Lidu ding va cach dung theo Phu luc dinh kcm cOng van nay vao cac phin
cd 11én quan cua hd so va duoe tham dinh dat yéu cu.

Cuc Quan ly Duge thong bao dé cac don vi biét va thuc hién /.
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BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUOC Poc lap - Tu do — Hanh phiic

PIIY LUC

Cac ngi dung thay ddi/ bd sung abi voi thude chira phospholipid diu nanh
(1inkh kopr theo cong van 56 15.4./0LD DK ngziuj}/%{/}f):’ﬁ’ cua Cue Quan by Diroc)

[D&i véi 1t ca céc thude chua phosphohpld dau nanh, théng tin trén nhén thube va
t&y huéng dan st dung yéu cau thay déi ndi dung cac muc Chi dini, Chdng chi
dinh, Lidu ding va cach dung theo ding céc thong tin duge cung cap dudi day|

1. Chidinh:
Cai thién cac (riéu chimg bénh 1y gan nhu chan &n, dau ha sudn phal. ©n
thuong gan do nhidm ddc va viém gan.
2. Chéng chi dinh:
Qué man voi prolein dau nanh, ddu lac hodc bt ky thanh phin nao cua
thube,
3. Liéu diing va cdch ding:
o Ngudi lém: 1800 mg/ngay chia 2 -3 lan
¢ Nén udng thude cling bita an.
s Khéng nén st dung thubc nay cho tré em dudi 18 tudi do chua duoc nghién
ciru ddy du.




