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- SO,  Y to cac tinh, thanh pho true thuk 	q.0.21_ 	 
- aing ty co phAn dugc lieu Trung uung 2 (PHYTOPHARMA). 
(24 Nguyen Thi Nghia, P. Ben Thanh, Qu4n 1, Tp. Ho Chi Minh) 

Can Cu vao cac qui the dugc hien hanh cua Viet Nam. 

Can cir vao cac Cong van: 

- So 3 87/VKNTTW-KH ngay 21/6/2019 dm V* ki6m nghiem thuoc 
TW gUi kern phi6u kiem nghim so 49Gt34 ve thuoc Vien nen. LIV-Z Tablets 
(Levocetirizine dihydrochloride 5mg), SDK: VN-18014-14, SE) lo: 
MYTHB1801, NSX: 06/03/2018, HD: 05/03/2020 do Cong ty Maxtar Bio-
Genics - India (India) san xuat, Cong ty co phan dugc lieu Trung uang 2 
(Phytopharma) n1-4 khau. Mau thu6c do Trung tarn kiem nghi101 thuoc, m57 

thirc phAm HA N(li ldy tai Nha thuoc to nhan 365, Kios 14B CT8,phuong 
Dinh Cong, qqn Hoang Mai, HA N;Oi. Thu& khong chat tieu chuan chat lugng 
ve chi tieu Dinh lugng. 

- Cong van so 523/VKNT-KHTH de ngdy 14/10/2019 dm Vien ki&n 
nghiem thuo'c Tp. Ho Chi Minh gt:ri kern phi6u ki&n nghiem so 1629/VKN-
YC2019 va Phieu ki6rn nghirri so 1630/VKN-YC2019 ngay 14/10/2019 va 
Cong van so Se; 833/VKNTTW-KH ngdy 27/11/2019 dm Vien ki&n nghim 
thu6c TW 	kern cac Phi6u phan tich so 49Gt104, 49Gt105 va so 49Gt106 
ngdy 26/11/2019 bao cao ke't qua phan tich d6i voti cac m'A'u lay bO sung thi.& 
Vien nen LIV-Z Tablets, SDK: VN-18014-14, So 10: MYTHB1801 neu tren. 
Theo do, khi tien hanh phan  tich bo sung bang phuang phap sac Ict long vai cot 
s'Ack)'T tach d6ng phan quang hoc, thi k6t qua sac 14/ do cua mau thuoc xuAt hien 
2 pie: S-enantiomer Cetirizin va Levocetirizin va ham luting Levocetirizine 
dihydrochloride tir 3 8,0% den 40,0% ham lugng Levocetirizine dihydrochloride 
ghi tren nhan. 

Civic Quanb'f Dugc thong bao: 

1. Thu hcii town gale thuoc Vien nen I IV-Z Tablets (Levocetirizine 
dihydrochloride 5mg), SDK: VN-18014-14, So 10: MYTHB1801, NSX: 
06/03/2018, HD: 05/03/2020 do Cong ty Maxtar Bio-Genics (India) san xuAt, 
Cong ty co phan dugc lieu 'Filing uorng 2 (PHYTOPHARMA) nhap khAu. 



2. Cong ty 	dugc 	Trung uong 2 (PHYTOPHARMA) phi h9p 
vOi nha cung cap va phan ph6i thu6c phai: 

- Trong thOi han 48h k6 tix ngay ky Cong van nay, gfri thong bao thu hoi 
toi cac co sa ban bulk, ban le, sir dung Vien nen LIV-Z Tablets (Levocetirizine 
dihydrochloride 5mg), SDK: VN-18014-14, Sc; lo: MYTHB1801, NSX: 
06/03/2018, HD: 05/03/2020 do Cong ty Maxtar Bio-Genics (India) san xu"& 
Cong ty co phAn dugc lieu Trung uang 2 (PHYTOPHAR.M.A) nh'ap .khAu va tie 
hanh thu hoi toan blo to thu6c khong dat tieu chuAn chat luting nen tren. 

- Giri bao cao thu h6i ve Cijc Quan ly Dugc trong yang 18 ngay 
ngay k)ri COng van nay, ht) so thu hoi bao gom so lugng nhkp khau, ngay nh# 
k.hau, so luting thu. hoi, cac bang chung ve viec thgc hi*1 thu hoi tai cac co sey 
ban ban, ban 1.6, six dung da mua thuoc theo quy din.h tai ThOng to so 
11/2018/TT-BYT ngay 04/05/2018 dm BO Y t* quy dinh -‘7` chAt luvng thuc, 
nguyen lieu lam thu6c. 

3. So Y to cac tinh thanh ph6 true thuOc Trung uong, Y to cac nganh 
thong bao cho cac ca kinh doanh, sir dung thuoc thu hoi 1.0 thuoc khong dat 
chAt luting neu tren, kiem tra va giam sat cac don vi. thu.c hi'n thong bao nay; xd 
1)'" nhhrng don vi vi pham theo quy dinh hien h.a.nh; bao cao ve Cijc Quail ly Duvc 
va cac ca quan chirc nang có lien quan. 

4. So.  Y to Ha N(ii, Sa Y to Tp. H6' Chi Minh kiLl tra . va giam sat COn.g ty 
c6" phAn dugc lieu Trung trang 2 (PHYTOPHARMA) thgc h*. vi& thu hC3i va 
xu1SIthuo'c bi thu hoi theo quy dinh. 

Cv.c Quan l Duvc thong bao cue cac don vi bit va th.gc hien ./. 

Nol nhein: 
- NIlir teen; 
- eve trtremg Vu TuAn Ctrong (de We); 
- VKN thu6c TU, VKN thu& Tp. HCM; 
- Cvc Quan Y 	qu6c phang ; 
- Cvc Y to — Bp C)ng  an; 
- Cvc Y to GTVT — B GTVT; 

Cac phong DKT, QLKDD, Phi) ch&Thanh tra, 
Website — Cpc QLD; 

- Um: VT, CL(CH). 
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