BO YTE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY DUOC Poc lap - Tw do - Hanh phtc
sO: ™ /QLD-CL Ha Noi, ngaythangyg nam 2019

N\ dinh chi lvu hanh thu6c
khong dat tiéu chuan chat luvgng

Kinh gui:
- S0'Y té cac tinh, thanh phd truc thudc Trung vong;
- Cong ty c¢d phan duoc liéu Trung vong 2 (PHYTOPHARMA).
(24 Nguyén Thi Nghfa, p. Ben Thanh, Quan 1, Tp. Hd Chi Minh)

Can clr vao cac qui ché duoc hién hanh clia Viét Nam.

Can clr vao cac Cong van:

- S0 387/VKNTTW-KH ngay 21/6/2019 cla Vién kiém nghiém thu6c
TW gli kém phiéu kiém nghiém sd 49Gt34 vé thudc Vién nén LIV-Z Tablets
(Levocetirizine  dihydrochloride 5mg), SBPK: VN-18014-14, s6 6
MYTHB1801, NSX: 06/03/2018, HD: 05/03/2020 do Cbéng ty Maxtar Bio-
Genics - India (India) san xudt, Cong ty c0 phan duwoc liéu Trung wong 2
(Phytopharma) nhap khau. Mau thudc do Trung tam kiém nghiém thudc, my
pham, thuc pham Ha N6i lay tai Nha thudc tw nhan 365, Kios 14B CT8, phuong
Pinh Cong, quan Hoang Mai, Ha No6i. Thudc khong dat tiéu chuan chéat lvong
vé chi tiéu Binh luwgng.

- Cong van s0 523/VKNT-KHTH dé ngay 14/10/2019 cla Vién kiém
nghiém thudc Tp. H6 Chi Minh glti kém phiéu kiém nghiém s0 1629/VKN-
YC2019 va Phiéu kiém nghiém s0 1630/VKN-YC2019 ngay 14/10/2019 va
Cong van s6 s6 833/VKNTTW-KH ngay 27/11/2019 cuta Vién kiém nghiém
thuéc TW glri kém céac Phiéu phan tich s6 49GtlO4, 49GtlO5 va s6 49GtlO6
ngay 26/11/2019 bao cdo két qua phan tich déi vai cac mau ldy b sung thudc
Vién nén LIV-Z Tablets, SDK: VN-18014-14, s6 16: MYTHB1801 néu trén.
Theo do, khi tién hanh phan tich bd sung bang phwong phap sic ky long voi cot
sic ky tach dong phan quang hoc, thi két qua sic ky do ctia mau thudc xuét hién
2 pic: S-enantiomer Cetirizin va Levocetirizin va ham lwgng Levocetirizine
dihydrochloride ttr 38,0% dén 40,0% ham luvong Levocetirizine dihydrochloride
ghi trén nhén.

Cuc Quan ly Dugc théng béo:

| Thu hdi toan qudc thubc Vién nén LIV-Z Tablets (Levocetirizine
dihydrochloride 5mg), SPK: VN-18014-14, s6 16 MYTHB1801, NSX:
06/03/2018, HD: 05/03/2020 do Cong ty Maxtar Bio-Genics (India) san xuat,
Cong ty cd phan duoc liéu Trung wong 2 (PHYTOPHARMA) nhap khau.



2. Cong ty cO phan dwoc liéu Trung vong 2 (PHYTOPHARMA) phéi hop
vOi nha cung cap va phan phdi thudc phai:

- Trong thoi han 48h ké tir ngay ky Cong van nay, gtti thong bao thu hoi
tdi cac co s& ban bubn, ban 1é, st dung Vién nén LIV-Z Tablets (Levocetirizine
dihydrochloride 5mg), SBK: VN-18014-14, s6 16: MYTHB1801, NSX:
06/03/2018, HD: 05/03/2020 do Co6ng ty Maxtar Bio-Genics (India) san xuat,
Cong ty cd phan dugc liéu Trung vong 2 (PHYTOPHARMA) nhap khau va tién
hanh thu hoi toan bd 16 thudc khong dat tiéu chuan chat long néu trén.

- GUi bdo céo thu hdi vé Cuc Quan ly Duoc trong vong 18 ngay ké tir
ngay ky Cong van nay, ho so thu hdi bao gdbm s6 lwvgng nhap khau, ngay nhap
khau, s6 lugng thu hdi, cac bang ching vé viéc thuc hién thu hoi tai cac co so
ban budn, ban I8, st dung dd mua thu6c theo quy dinh tai Thong tu sb
11/2018/TT-BYT ngay 04/05/2018 cua Bo Y té quy dinh vé chat lvong thudc,
nguyén liéu lam thudc.

3. S0 Y té céc tinh thanh phé tryc thudc Trung wong, Y té€ cac nganh
théng bado cho cac co s& kinh doanh, st dung thudc thu hoi 16 thuéc khdng dat
chat lvong néu trén, kiém tra va giam sat cac don vi thuc hién thong béo nay; xt
ly nhirng don vi vi pham theo quy dinh hién hanh; bao cao vé Cuc Quan ly Duwoc
va cac co quan chuirc nang cd lién quan.

4. S0'Y t€ Ha NOi, S& Y té Tp. HO Chi Minh kiém tra va giam sat Cong ty
c0 phan duoc liéu Trung vong 2 (PHYTOPHARMA) thuc hién viéc thu hoi va
xtr ly thuée bi thu hoi theo quy dinh.

Cuc Quan ly Dugc thdng bao dé cac don vi biét va thyc hién ./,

Noi nhan: KT. CUC TRUONG
- Nhu trén; ) , PHO CUC TRUONG
- Cuc trwong Vi Tuan Cuong (dé bic);
- VKN thuéc TU, VKN thuéc Tp. HCM;
- Cuc Quan Y - B& qudc phong ;
- Cuc Y té - B6 Cong an;
- Cuc YtéEGTVT-BOGTVT;
- Céc phong BDKT, QLKDD, Phap ché-Thanh tra,
Website - Cuc QLD;
- Luu: VT, CL(CH).



