BO YTE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY buQcC Poc 1ap - Tw do - Hanh phuc

S6: /QLD-CL HaNoi,ngdy  thangyili nam 2019
V/v dinh chi lvu hanh thuée
khong dat tiéu chuan chat lvong

Kinh gui:
- S¢'Y té cac tinh, thanh pho truwc thuéc TW
Vién Kiém nghiém thuéc TW
- Vién Kiém nghiém thudc Tp. HO6 Chi Minh
Cong ty ¢6 phan duwoc liéu Trung wong 2 (Phytopharma)
- Céc cong ty nhap khau thudc.

Can ctr vao cac qui ché duoc hién hanh cua Viét Nam.

Can clr Cong van sd 387/VKNTTW-KH ngay 21/6/2019 gtri kém phiéu
kiém nghiém so 49Gt34 ngay 21/6/2019 cla Vién kiém nghiém thudéc TW, Cuc
Quan ly Duoc da ban hanh Céng van s6 10927/QLD-CL ngay 03/7/2019 théng
bao thu hoi trén dia ban Thanh phé Ha Noi 16 thudc Vién nén LIV-Z Tablets
(Levocetirizine dihydrochloride 5mg), SBDK: VN-18014-14, s6 16: MYTHB1801,
NSX: 06/03/2018, HD: 05/03/2020 do Cong ty Maxtar Bio-Genics - India (India)
san xudt, Cong ty co phan duoc liéu Trung wong 2 (Phytopharma) nhap khau.

Can clr Cong van s6 523/VKNT-KHTH dé ngay 14/10/2019 cua Vién kiém
nghiém thudc Tp. H6 Chi Minh gi kém phiéu kiém nghiém s6 1629/VKN-
YC2019 va Phiéu kiém nghiém s6 1630/VKN-YC2019 ngay 14/10/2019 bao cao
két qua 1dy mau bd sung d6i voi 16 thudc Vién nén LIV-Z Tablets, s 16:
MYTHB1801, NSX: 06/03/2018, HD: 05/03/2020 néu trén. Theo dd, khi tién
hanh phan tich b6 sung bang phuong phap HPLC sir dung cot tach dong phan, thi
két qua sac ky dd cla mau thudc xudt hién 2 pic: R-Cetirizin va Levocetirizin
twong tw sac ky do cta Cetirizin

Sau khi xem xét hd so kiém nghiém va cac tai liéu lién quan, nhan thay,
Levocetirizin 1a mot trong 2 thanh phan quang hoc cla Cetirizin, mau thuéc chira
Cetirizin. Be ddm bao chat lvgng, an toan va hiéu qud diéu tri ctia thuéc va cé day
dd can ci xt ly tiép theo, Cuc Quan ly Duoc thdng bao:

1. Tam dirng nhap khau, phan phéi, str dung mat hang thudc Vién nén LIV-

z Tablets (Levocetirizine dihydrochloride 5mg) do Cong ty Maxtar Bio-Genics -
India san xuat.

2. Yéu cau Cong ty c6 phan duoc liéu Trung wong 2 phéi hop véi Cong ty
Maxtar Bio-Genics - India (India), cac cong ty clia Viét Nam nhap khau va phan
phdi thudc LIV-Z tablets:

- Tam dirng nhap khau, phan phéi cac 16 thuéc Vién nén LIV-Z Tablets
(Levocetirizine dihydrochloride 5mg) Cong ty Maxtar Bio-Genics -India san xuat.



- Trong thoi han 48h ké tir ngay ky Cong van nay, gt thong bao tam dirng
phan phdi, st dung t&i cac co s& ban budn, ban I, st dung dad dwgc cung (ng
thudc Vién nén LIV-Z Tablets (Levocetirizine dihydrochloride 5mg) do Céng ty
Maxtar Bio-Genics - India (India) san xuét néu trén.

- B4o céo vé Cuc Quéan ly Duoc truéc 12h ngay 22/10/2019 vé viéc cung
trng, nhap khau vao Viét Nam thudc Vién nén LIV-Z Tablets (Levocetirizine
dihydrochloride 5mg) trong thoi gian tlr 01/6/2017 dén nay (s6 16, ngay san xuat,
ngay hét han, ngay nhap, s6 lwvgng nhap khau va tinh hinh phan phdi thuéc).

- Phéi hop voi cac co quan kiém tra chat lvong, co quan kiém nghiém thudc
nha nudc tién hanh 18y mau thudc clha tit ca cac 16 thudc LIV-Z Tablets
(Levocetirizine dihydrochloride 5mg); giri mau téi Vién Kiém nghiém thudc
Trung wvong hodc Vién Kiém nghiém thudc Tp. H6 Chi Minh dé tién hanh phan
tich dinh tinh va dinh lvgng thanh phan hoat chét cla thudc.

4. Bé nghi Vién Kiém nghiém thudéc TW, Vién Kiém nghiém thu6c Tp. HO
Chi Minh:

- Uu tién tién hanh 18y mau dé kiém tra chat lwgng d6i vai it nhat 02 16
thudc Vién nén LIV-Z Tablets (Levocetirizine dihydrochloride 5mg) do Céng ty
Maxtar Bio-Genics - India (India) sdn xuat va tién hanh phan tich dinh tinh, dinh
lvgng thanh phan hoat chét ctia thuéc (phan biét Levocetirizin va Cetirizin).

- Bao cdo két qua vé Cuc Quan ly Dwoc dé cé can clr xtr ly tiép theo.

4. S& Y té cac tinh thanh phd truc thudc TW, Y té cac nganh thong bao cho
cac co s kinh doanh, str dung thuéc tam dung phan phéi, st dung thudc Vién nén
LIV-Z Tablets (Levocetirizine dihydrochloride 5mg) néu trén, kiém tra va giam
sat cac don vi thye hién théng bao nay; xt ly nhirng don vi vi pham theo quy dinh
hién hanh; bao cao vé Cuc Quéan ly Duoc va cac co quan chirc nang c6 lién quan.

Cuc Quan ly Duoc thdng bao dé cac don vi biét va thuc hién /.
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