UBND TINIT DONG NAI CONG HOA XA HOI CHU NGHIA VIET NAM

SO Y TE Doc 1dp — Ty do — Hanh phiie
56/%/% /SYT-NVD Dong Nai. ngay /5 thing 5 nam 2019

V/v dinh chi lvu hanh thude
khéng dat ti¢u chuan chit fuong
Kinh gui:
- Céc don vl truc thude So'Y té;
- Phong Y ¢ cac huyén. Tx. Long Khéanh, Tp. Bi¢n Hoa;
- Céc co s& ban buén thude trén dja ban tinh.
(Sau day goi tit 1a cac don Vi)

Thue hién Cong viin sé 6346/QLD-CL ngay 26/4/2019 ctia Cuc Quan Iy Duoc
—B§ Y té vé viéc dinh chi luu hanh thude khéng dat tiéu chuan chat luong; Giam déc
S&'Y té Pong Nai thong bao:

I. Dinh chi luu hanh toan quéc Vién nén bao phim Cetirizine tablets 10mg
(cetirizin IOmg) SDK: VN-19406-15 do Cong ty Windlas Biotech Private Limited
(India) san xuat, cong ty Cé phin duoc phim Tr ung ung ~ Codupha nhap khéu, déi
v6i céac 16 thube sau:

So 16 WCH7005E - WCH7006E WCH7007E WCIH7008E
NSX 25/8/2017 7 25/8/2017 257812017 25/8/2017
HD 24/8/2020 24/8/2020 24/8/2020 24/8/2020

Ly do: Thuéc khong dat tiéu chuén chit luong vé chi tiéu Do hoa tan va Dinh
luong.

2. Giao Truong Phong Y té cac huyén, Thi xa Long Khanh, Thanh ph6 Bién
Hoa ¢6 trach nhiém giii théng bdo cho céc cor s& ban 18, cac co s& sir dung thudc ngoai
cong 18p trén dia ban quan 1y; kidm tra va giam sat cac co s thuc hién théng bao; xir
ly nhitng co s& vi pham theo quy dinh hién hanh.

SOY té s¢ to chue gidm sat, kiém tra, cdc co sé thue hién théng bao nay./.

(Dznh kem Céng van sé 6346/QLD-CL ngay 26/4/2019 cua Cuc Quén Iy Diwge
~ BG Y 16)

Noi nhin: P GIAM POGy
- Nhur trén; o B

- BGD SYT (bdo cdo);

- BVDK Cao su Déng Nai;

- TTKN, Thanh tra S¢, P. QLHN;
- Trung tdm TT-GDSK;

- Website S¢ Y t& Dong Nai;

- Chi Cuc QLTT DN;

- Luu: VT, NVD.

56 2 - Plian Binli Phang, phudng Quang Vinh, thanh phé Dién 1o, tinh Dnnh Nai
DT: (0251) 942641, Fax: (0231) 847269, Email: sz donanai.vov. vn, Website: syl.dongnai.gov.vn




BOY TE CONG HOA XA HOI CHBU NGHIA VIET NAM

CUC QUAN LY DUGC Do lap - Ty do - Hanh phiic
Sé: QLD-CL Ha Noi, ngay - thdng  nam 2019

Viv dinh chi luu hanh thude
khong dat tiéu chudn chat fuong

Kinh gui:
- So'Y & céc tinh, thanh phé truc thudc Trung vong;
- Céng tv Cé phan duge pham Trung uong - Codupha.

Cén ¢t vao cde qui ché duoce hién hanh cia Viét Nam.

Cian ctr Cong vin s6 264/KNTMPTP-KNIIL ngay 12/12/2018 cua Trung
tam kiém ngjhiem thude, m¥ pham, thuc pham Ha Nb&i gui kém phiéu kiém
nghiém sé 3068/KNT-18 ngay 10/12/2018 vé thude Vién nén bao phim
Cetirizine 10mg, SBK: VN-19406-15, S6 16: WCH7008E, NSX: 25/8/2017.
HD: 24/8/2020 do Coéng ty Windlas Biotech Private limited (India) san xudt,
Céng ty Co phén dugc pham Trung uong - COduphd nhép khau. Méu thube do
Trung tam Kiém nghiém thuéc, my pham thue pham Ha Néi 14y tai Nha thube
Hai Yén (s6 24 ngd 19" 1.¢ Trong Tén, Thanh Xuén, Ha Nai). Thudc khong dat
tiéu chuan chat luong vé chi tiéu Dinh luong.

Cdn olr Cong van sb 257/VKNTTW-KH ng&v 17/4/2019 cla Vién Kiém

ngluéiu thu()c, Trung uong gi kém phiéu kiém nghicm sé 491245 ngay
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SDK: VN-19406-15, $6 16: WCH7007E, NSX: 25/8/2017, HD: 24/8/2020 do
Cong ty Windles Biotech Private Limited (India) san xuét, Cong ty CS phin
dugc phim Trung uong - Codupha nhip khau. Mau thude do Vién Kiém nghiém
thude Tr ung uong lay tai Cong ty TNHH Thuong mai va duge pham Thay An
(Qudy 123, tAng 1, Tr ung tam phan phoz duge pham va trang thiét bj y té Trung
tdm phén phdi Duoc phim va Trang (iiét bi y & Hapu Medicenter, sé 1 Néuveu
Huy Tuong, Thanh Xuan, Ha Néi1). Thudc khéng dat tiéu chudn chét luong vé
chi tiéu DG hoa tan va Dinh lwong.

Cuc Quan ly Dugce nhédn duoce Vin thu s6 Pant 1/ Plant 2/ Piant 3 dé ngay
017472019 cua Céng ty Windlas Biotech Private Limited (India) vé viéc dé nghi
thu hoi thude. Theo &6, Céng ty da xac dinh 02 16 thube Vién nén bao phun
Cetirizine tablets 10mg (cetirizine 10mg), SPK: VN-19406- 15 SH 16:
WCH7007E va WCH7008E, NSX: 25/8/2017 HD: 24/8/2020 khong 6n dinh vé

chit lugng, da quyét dinh dinh chi xudt khiu va tién haoh thu hdi toan b¢ 02 16
thudce da nhéap khéu vao Viét Nam. Céng ty dé nghij tiép tuc thu hdi toan b céc
16 thude gan nhét da nhip khdu vao Viét Nam, bao gbdm céc 16: WCH7003E,
WCH7000E, WCIH7007E va WCII7008E.




Cuc Quan 1¥ Duoc théng bao:

. Pinh chi luu hanh toan qude Vién nén bao phim Cetirizine tablets
0mg (cetirizine 10mg). SDK: VN-19406-15 do Cong ty Windlas Biotech
Private TLimited (Imm) san xuat, Cong ty Co phan duge pham Trung uong -
Codupha nhdp khau, dbi voi cac 16 thude sau:

Sé16 IE WCH7005E ] WCH7006F VCH?OO’]F WCH’?OOSE

NSX | 25/8/2017 \ 25/8 7(_)17 25/8/2017 25/8/2017

HD  24/8/2020 24782020 24/8/2020

2. Cong ty Co phan duge pham Trung uong - Codupha phdi hop véi nha
cung cip va phan phé; thuée, phal

+ Trong thoi han 48h ké tr ngay ky Céng vin nay, giri thoéng bio thu hoi
to1 cdc co s6 ban budn, ban 1&, st dung Vién nén bao phim Cetirizine tablets
10mg (cetirizine 10mg), SOK: VN-19406-15, d6i vai cdc 16 thude néu trén do
Cong ty Windlas Biotech Private Limited (India) sin xuat, Céng ty Cé phan
duge phdm Trung uong - Lodupha nhap khiu va tién hanh thu hol toan bo 16
thudc khong dat tidu chuan chét luong néu trén. .

+ Guri bdo cdo thu hdi vé Cuc Quan ly DLIOC trong vong 18 ngay ké tir
ngay }\y Cong vin nay ho so thu hoi bao gom b luong nhap khau, ngay nhap
khau, s6 luong thu hdi, cac bang chimg vé viée thue hién thu hdi tai cdc co s6
ban budn, ban Ié, st dung dd mua thudc theo quy dinh tai Théng tu sb
LI2018/TT-BYT ngdy 04/05/2018 cta Bo Y té quy dinh vé chét luong thude,
nguyén lidu lam thude.

3.S6 Y té cac tinh thanh phé trye thude Trung uong, Y té cac nganh
hong bao cho cdce co s& kinh doanh, st dung 1 wée thu hdi 16 thude khong dat
chit lugng néu trén, kiém tra v glam sat cac don v] thuc hlen thong bao nay; xur
Iy nhimg don vi vi pham theo quy dinh hién hanh; bio céo vé Cuc Quan 1y Duoc
va cac co quan chire nang ¢o ién quan.

4. 86 Y (& Thanh phé H8 Chi Minh kiém tra va giam sat Cong ty C6 phan
duge phiam Trung vong - Codupha (huc hien thong bdo nay, xir ty cde don vi vi
pham theo quy dinh hién hanh, bao cdo vé Cuc Quan ly Duoc va céc co quan
chire néng ¢6 lién quan.

Cuc Quéan ly Duge thong bio dé cac don vi biét va thuc hién /.

Noinhgn: KT. CUC TRU@NG
- Nhu trén; PHO CUC TRUONG

- Cuc 1ru6qg Vi Tudn Cudmg (dé bic):;
- VKN thude TU, VKN thude Tp, HCM;

- Cyc Quan 'Y —Bo qubc phong ; -~
- CueY te - B¢ Céng an; ) T

- Cuc Y GTVT B8 GTVT
Cée phong DKT, QLKDD, Phiap ¢hé - Thanh ta,
Website — Cyc QLD; B i
- Luu: VI, CL (HD), Nguyén Tat Dat
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