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- Cong ty cd phan duoc liéu Trung vong 2 (PHYTOPHARMA).
(24 Nguyén Thi Nghia, P. Bén Thanh, Qudn 1, Tp. H6 Chi Minh)

Can ctr vao céc qui ché duoc hién hanh cta Viét Nam.

Can ctr vao cac Cong van:

- S 387/VKNTTW-KH ngay 21/6/2019 caa Vién kiém nghiém thudc
TW guii kém phiéu kiém nghiém sb 49Gt34 vé thubc Vién nén LIV-Z Tablets
(Levocetirizine  dihydrochloride Smg), SDK: VN-18014-14, S6  16:
MYTHB1801, NSX: 06/03/2018, HD: 05/03/2020 do Coéng ty Maxtar Bio-
Genics - India (India) san xuat, Cong ty cd phan dugc lidu Trung uong 2
( Phytopharma) nhap khau. Mau thuéc do Trung tdm kiém nghiém thubc, my
pham, thuc phim Ha Ngi liy tai Nha thudc tu nhan 365, Kios 14B CTS, phuong
Pinh Cong, quan Hoang Mai, Ha Ni. Thudc khong dat tiéu chudn chat luong
vé chi tiéu Pinh lugng.

- Coéng van sé 523/VKNT-KHTH d& ngay 14/10/2019 cia Vién kiém
nghiém thuéc Tp. Hd Chi Minh gri kém phiéu kiém nghiém sé 1629/VKN-
YC2019 va Phiéu kiém nghiém s6 1630/VKN-YC2019 ngay 14/10/2019 va
Cong van sb S6 833/VKNTTW-KH ngay 27/11/2019 cta Vién kiém nghiém
thubc TW giri kém cac Phiéu phén tich sé 49Gt104, 49Gt105 va s6 49Gt106
ngay 26/11/2019 bao céo két qua phan tich déi v6i cac mau lay bd sung thude
Vién nén LIV-Z Tablets, SPK: VN-18014-14, S6 16: MYTHB1801 néu trén.
Theo d6, khi tién hanh phan tich bd sung béng phuong phéap sic ky long vai cot
sic ky tach ddng phan quang hoc, thi két qua sic ky d6 ciia mau thude xuét hién
2 pic: S-enantiomer Cetirizin va Levocetirizin va ham lugng Levocetirizine
dihydrochloride tir 38,0% dén 40,0% ham luong Levocetirizine dihydrochloride
ghi trén nhan.

Cuc Quan ly Dugc thong béo:

I Thu hdi toan quie thude Vién nén [.IV-Z Tablets (Levocetirizine
dihydrochloride 5mg), SPK: VN-18014-14, S& 16: MYTHB1801, NSX:
06/03/2018, HD: 05/03/2020 do Cong ty Maxtar Bio-Genics (India) san xuét,
Cong ty ¢d phan dugc lidu Trung wong 2 (PHYTOPHARMA) nhéap khau.



2. Cong ty c¢d phan duoc lidu Trung wong 2 (PHYTOPHARMA) phéi hop
v&i nha cung cép va phan phdi thube phai:

- Trong thoi han 48h ké tir ngay ky Cong van nay, giri thong béo thu hdi
tdi cac co s¢ ban budn, ban 1é, st dung Vién nén LIV-Z Tablets (Levocetirizine
dihydrochloride 5mg), SPK: VN-18014-14, S6 16: MYTHBI1801, NSX:
06/03/2018, HD: 05/03/2020 do Céng ty Maxtar Bio-Genics (India) san xuét,
Coéng ty ¢b phan dugc liéu Trung wong 2 (PHYTOPHARMA) nhap khau va tién
hanh thu héi toan b 16 thudc khong dat tiéu chudn chat lugng néu trén.

- Giri bao céo thu hdi v& Cuc Quan 1}’/ Duac trong vong 18 ngay ké tur
ngay ky Coéng van nay, hé so thu hdi bao gom sé luong nhap khau, ngay nhap
khau, sé lwong thu hdi, céc bang ching vé viéc thyuc hién thu hi tai céc co eo
ban budn, ban 1, st dung di mua thudc theo quy dinh tai Thong tu sb
11/2018/TT-BYT ngay 04/05/2018 ciia Bo Y té quy dinh vé chit luong thudc,
nguyén liéu lam thude.

3.84 Y té céc tinh thanh phé truc thudc Trung uwong, Y té cac nganh
théng bao cho céc co s& kinh doanh, st dung thudc thu hdi 16 thude khéng dat
chat lugng néu trén, kiém tra va giam sat cac don vi thuc hién théng bdo nay; xu
ly nhimg don vi vi pham theo quy dinh hién hanh; bao céo vé Cuc Quan ly Dugc
va cac co quan chure nang c6 lién quan.

4.S6¢ Y té Ha Noi, S& Y té Tp. Hb Chi Minh kiém tra va gidm sat Cong ty
c¢b phan duoc liéu Trung wong 2 (PHYTOPHARMA) thuc hién viée thu héi va
xtr 1y thube bi thu hdi theo quy dinh.

Cuc Quan ly Dugc thong bao dé cac don vi biét va thuc hién ./,
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