BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC DPjc Iip - Ty do - Hanh phic
80: p3e¢  /QLD-CL Ha Ngi, ngdy g théng 4 ndim 2019
V/v dinh chi lvu hanh thuéc

khong dat tiéu chufin chét luong
Kinh giri:

- S6Yté cac tinh thanh pho trye thude Trung uong;
- Cbng ty Cb phin dugc phim Trung wong - Codupha.

Cin cif vao céc qui ché dugc hién hanh cia Viét Nam.

Cén cir Cong viin s6 264/KNTMPTP-KNHL ngay 12/12/2018 cia Trung
tAm kiém ngh1§:m thudc, m§ phéim, thyc phém Ha N91 g kém phiéu kidm
nghiém s6 3068/KNT-18 ngdy 10/12/2018 vé& thubc Vién nén bao phim
Cetirizine 10mg, SPK: VN-19406-15, S6 16: WCH7008E, NSX: 25/8/2017,
HD: 24/8/2020 do Cong ty Windlas Biotech Private limited (Indla) san xuat,
Cong ty ch phan duge pham Trung uong - Codupha nhap khiu. Miu thudc do
Trung tdm Kiém nghiém thuée, my pham thyre phm Ha N§i 14y tai Nha thude
Hai Yén (s6 24 ngd 192 L& Trong Tén, Thanh Xuan, Ha Ngi). Thude khéng dat
tiéu chuén chét lugng vé chi tiéu Dinh lugng.

Cin cir Cong vin s6 257/VKNTTW-KH ngay 17/4/2019 cta Vién K1em
nghiém lhuoc, Trung wong gli kém phiéu kiém nghiém s8 491.245 ngay
17/4/2019 vé& Vién nén bao phim Cetirizine tablets 10mg (cetirizine 10mg),
SPK: VN-19406-15, S6 16: WCH7007E, NSX: 25/8/2017 HD: 24/8/2020 do
Cong ty Windlas Biotech Private Limited (Indla) sin xult, Céng ty Cb phén
dugce pham Trung ucmg Codupha nhap khiu. MAu thubc do Vién Klem nghiém
thuéc Trung uong 14y tai Céng ty TNHH Thuorng mai va duge pham Tht’ly An
(Quéy 123, tang 1, Trung tAm phén ph01 duoc pham va trang thiét bj ¥ té Trung
t4m phéan phdi Dugc phdm va Tr ang thiét bi y t& Hapu Medicenter, s6 1 Nguyen
Huy Tuéng, Thanh Xuin, Ha Nbi). Thude khéng dat tiéu chudn chit luong vé
chi tiéu P§ hoa tan va Pinh lugng.

Cuc Quan ly Dugc nhén duge Vin thu sb Pant 1/ Plant 2/ Plant 3 dé ngay
01/4/2019 ctia Céng ty Windlas Biotech Private Limited (Indla) v& viée d& nghi
thu héi thudc. Theo d4, Cong ty d4 x4c dinh 02 16 thudc Vién nén bao phnn
Cetirizine tablets 10mg (cetirizine 10mg), SPK: VN-19406- 15 Sé 10
WCH7007E va WCH7008E, NSX: 25/8/2017, HD: 24/8/2020 khong bn dinh vé
chét lrong, da quyet dinh dinh chi xuit khiu va tién hanh thu héi toan bd 02 16
thubc da nhap khau vao Viét Nam. Cong ty dé nghi tlep tuc thu hdi toan bd céc
16 thudc: gan nhét da nhap khAu vio Viét Nam, bao gdm céc 16: WCH7005E,
WCH7006E WCH7007E va WCII7008L.
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Cuc Quén ly Dugc théng bio:

1. Dinh chi hru hanh todn quéc Vién nén bao phim Cetirizine tablets
10mg (cetirizine 10mg), SDK VN-19406-15 do Céng ty Windlas Biotech
Private Limited (Indla) sén xuét, Céng ty C6 phén duge phim Trung wong -
Codupha nhép khiu, d6i véi céc 16 thubc sau:

S6 16 WCH7005E WCH7006E WCH7007E | WCH7008E
NSX 25/8/2017 25/8/2017 25/8/2017 25/8/2017
HD 24/8/2020 24/8/2020 24/8/2020 24/8/2020

2 Céng ty Cb phan duqc pham Trung wong - Codupha phéi hgp véi nha
cung cép va phan phéi thubc, phai:

+ Trong th&i han 48h k& tir ngdy ky Céng viin nay, giri théng bao thu hdi
téi cdc co s& ban bubn, ban 1é, sir dung Vién nén bao phim Cetirizine tablets
10mg (cetirizine 10mg), SPK: VN-19406-15, d6i véi céc 16 thudc néu trén do
Céng ty Windlas Biotech Private Limited (India) san xuét, Céng ty C5 phin
dugc phim Trung wong - Codupha nhap khiu va tién hanh thu hdi toan b 16
thu6c khéng dat tiéu chudn chét lugng néu trén.

+ G bio cdo thu hdi vé Cuc Quén ly Duqc trong vong 18 ngiy ké tir
ngay ky Cong véan nay, hd so thu hdi bao gom s6 hrong nhéap khau, ngay nhap
khiu, s6 lrong thu hdi, cdc bang chimg v& viéc thyc hién thu héi tai céc co so
ban budn, ban 1&, sit dung d3 mua thudc theo quy dinh tai Théng tu sb
11/2018/TT-BYT ngay 04/05/2018 ctia B4 Y t& quy dinh v& chét lugng thudc,
nguyén liéu 1am thuéc.

3.8& Y té céc tinh thanh phd tryc thude Trung wong, Y té cic nganh
thong bédo cho cic co s& kinh doanh, sir dung thude thu hdi 16 thudc khong dat
chét lwong néu tren, kiém tra va gidm sét cdc don vi thuc h1¢n thong bao nay; xu
Iy nhitng don vj vi pham theo quy dinh hién hanh; bso céo vé& Cyc Quén ly Dugc
va cac co quan chirc ning cd lién quan.

4. S&'Y t& Thanh phd Hb Chi Minh kiém tra va gidm sit Cong ty C5 phén
duge plifin Trung vong - Codupha thire hién théng bao ndy, xir Iy cdc don vi vi
pham theo quy dinh hién hanh, bdo cdo v& Cuc Quan 1y Duge vi cic co quan
chitc ning c6 lién quan.

Cuc Quén ly Dugc théng bdo @& cac don vi bidt va thuc hién ./.

KT. CUC TRUONG
_PHQ QEC TRUONG

Noi nhan:
- Nhu trén;

- Cuc irudng Vii Tudn Cudng (dé b/c);

- VKN thubc TU, VKN thubc Tp. HCM;

- Cuc Quan Y — B6 quéc phong ;

- Cyc Y té — B3 Cong an;

- Cuc Y8 GTVT BO GTVT;

- Cée phong DKT, QLKDD, Phép ché - Thanl ta,
Website — Cuc QLD;

- Luu: VT, CL (HD).




SO Y TE DPONG THAP SAO Y BAN CHINH

Sé: 157/SY-SYT Déng Thdp, ngay 07 thang 5 nim 2019
Naiakjne . TL. GIAM POC
- Cac don vi tryre thude; { X 2
- BV Quén Dan Y, Phurong Chéu; CHANH VAN PHONG ’
- BV Théi Hoa, Tam Trf, Quang D¢ - (Biét thyc hién) » Co quan: S6'Y té,
- Phong NVD, NVY (theo d5i); = ’ Tinh Pong Thap
- Trang Web Sé. Email:
- Luu: VT, syt@dongthap.go
v.vn
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