UBND TINH KHANH HOA CONG HOA XA HQI CHU NGHIA VIET NAM
SOYTE Poc lap - T do - Hanh Phic

sé: 260k / SYT-NVD Khénh Hoa, ngay A8 thang 10 ndm 2016
V/v dinh chi luu hanh thuéc khong dat
tiéu chuan chat luong

Kinh guri:
-Cacdonvi Y té trong tinh;
- Bénh vién 22/12; BVDK Tam tri; BV Mit-Sai Gon-Nha Trang;
BV Vinmec; Cac phong kham da khoa;
- Phong Y té huyen thi, thanh phé;
- Céc co so kinh doanh thuébe.

Thyc hién chi dao cua Cuc Quan ly Duoc tai Céng vin sd 20900/QLD-CL
ngay 24/10/2016 vé viéc “Dinh chi luu hanh thudc khong dat tiéu chudn chat
lwong”, S6 Y té thong bao:

1. Thudc Cefpodoxime proxetil tablets USP 100mg, SPK: VN-14818-12 do
Céng ty Syncom Formulations (India) Ltd., India san xuét, Cong ty TNHH MTV
Dugc phim Trung wong 2 (Tén mdi la: Cong ty Co phan Dugce pham Trung uong
Codupha) nhap khau da bi dinh chi luu hanh trén toan quoc do khong dat tiéu chuén
chat luong.

(Cac don vi co thé tai cde van ban néu trén tai dia chi: syt.khanhhoa.gov.vn
(Muc Van ban So Y té)).

2. Céc co s¢ kinh doanh, cac don vi sir dung thude klém tra, ra soat, dung ngay
viéc kinh doanh, st dung, tién hanh thu hdi va bao cdo vé S& Y té (phong Nghiép vu
Dugc) trude ngay 10/11/2016 néu dang kinh doanh, str dung mit hang thudc néu trén.

3. Thanh tra S&, Phong Nghiép vu Dugc, Trung tim kiém nghlem va Phong Y té
huyén, thi x4, thanh phd c6 trach nhiém kiém tra, gidm sat céc don vi thuc hién thong
bao nay; xir ly cac don vi vi pham theo quy dinh hién hanh, bao cdo S6'Y té.

Yéu cau cic co quan, don vi, cac co s& kinh doanh va sir dung thube nghiém
tuc thuc hién./.

Noi nhan: !(_I—G]AM DOC
-Nhur trén; 2

-Phong Y té huyén, thi, thanh phd;
-Trung tim kiém nghiém;

-Chi cuc QLTT;

-Phong NVY, Thanh tra S¢&;

-Hoi HNYTTN;

-Bdo Khanh Hoa (nha bao Thao Ly);
-Luu: VT, NVD.
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BO Y TE , CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Dje lip — Tw do — Hanh phiie
S$6: .20900./QLD-CL Ha Ngi, ngay 24thdng > ném 2016
V/v: dinh chi lvu hanh mét hang thude ' \
khéng dat tiéu chufn chét lugng

SOy TE TINK KHA \'lﬁlil__ﬁ_';‘l\.l giri: .3
- :{179 / ’ - SoYte ciic til;lh, thanh pl_’né true thude Trung wong;
TIN Moyl 24D &6 I - Cong ty Co phan dugc pham Trung wong Codupha.

ke
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.- Cam cir vao cdc qui ché duge hién hanh ctia Vit Nam;

- Cén ¢t Cong vin s6 11617/QLD-CL ngdy 30/6/2015 ciia Cuc Quéan ly
Duge vé viée'dinh chi luu hanh va thu hdi thube Vién nén Cefpodoxime Proxetil
Tablets USP 100mg (Cefpodoxime Proxetil 100mg), S6 16: XC4010, NSX:
03/01/2014, HD: 02/01/2017, SPK: VN-14818-12 do Céng ty Syncom
Formulations (India) Ltd. - India sén xuit, Céng ty TNHH MTV Dugc phim
Trung uong 2 (Tén méi 1a: Cong ty C6 phan duge phim Trung wong Codupha)
nhép khéu. L6 thuéc khéng dat tiéu chudn chét lugng vé chi tiéu vé d6 am.

- Cin o cdc cdng vin clia Vién Kiém nghiém thubc Trung wong vé thube
Cefpodoxime proxetil tablets USP 100mg, SDK: VN-14818-12 do Céng ty
Syncom Formulations (India) Ltd., India san xuft, Céng ty TNHH MTV Dugc
pham Trung wong 2 (Tén méi [&: Céng ty C phin duge phidm Trung wong
Codupha) mh:'ip khau: _ ) ':
~ +Céng viin s 07/VKNTTW-KH ngay 06/01/2016 giri kém phiéu kiém
nghiém s 46L83 ngdy, 05/01/2016 vé 16 thubc s§ XC4023; Ngiy SX:
08/06/2014;"HD: 07/06/2017; 16 thudc léy tai Chi nhanh Dugc phim huyén
Quéng Xwongy<Thanh Héa (Thi trén Luu Vé, huyén Quéang Xuong, tinh Thanh
Hoéa). Lé thube khong dat tisu chudn chat luong v& chi tiéu d6 hoa tan va chi
tiéu dinh lugng.

+ Céng van sb 695/VKNTTW-KH ngdy 13/9/2016 giri kém phiéu kiém
nghiém sb6 46Gt44 ngdy 09/09/2016 vé 16 thube sé XC4029; Ngay SX:
04/11/2014; HD: 04/11/2017; 16 thudc 14y tai Nha thudc Thién (S6 103 dudng
Ngoc Lam, phuong Ngoc Lam, Long Bién, Ha N§i). Lé thude khong dat tiéu
chuén chét lugng vé chi tidu dé hoa tan.
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Cuc Quan ly duge thong béo:

1. Binh chi Iuu hanh trén todn quéc mit hang thude Cefpodoxime proxetil
tablets USP 100mg, SPDK: VN-14818-12 do Céng ty Syncom Formulations
(India) Ltd., India sén xuit, Céng ty TNHH MTV Dugc phdm Trung wong 2
(Tén méi 1a: Cong ty C6 phén dugc phim Trung wong Codupha) nhap khiu.




2. Céng ty C6 phén duge phédm Trung wong Codupha phéi ho'p véi nha
cung cép va phan phéi; phdl

+ Trong thoi gxan 0$ ngay giri théng bdo thu hoi téi céc co s& ban budn,
ban 1€, sir dung thubc Cefpodoxime proxetil tablets USP 100mg, SPK; VN-
14818-12 do Céng ty Syn m Formulations (Indla) Ltd., India san xuét va thu
héi toan b miét hang thuod khong dat tiéu chuin chét lugng néu trén.

+ Giri bao cao thu hél vé Cuc Quén Iy Duoc trude ngay 21/11/2016, hd so
thu hdi bao gom s6 luon nhép khéu, ngdy nhap khiu, sé lugng thu hdi, céc
béng chung vé viée thue hién thu hdi tax cac co s¢ ban budn, ban 18é, sir dung d3
mua thude theo quy dinh tai Thong tw s6 09/2010/TT-BYT ngdy 28/4/2010 ctia
B Y té huéng din viéc qufm Iy chét lugng thube.

3. 8& Y té céc tinh, thinh phd truc thude Trung uong, Y té cac nganh
théng béo cho céc co s& kll!lh doanh, st dung thube thu hdi thube khéng dat chét
lugng néu trén, kiém tra vﬁ gidm sat cac don vi thuc hle;n théng bao ndy; xir 1y
nhiing don vj vi pham theo quy dinh hién hanh; bdo cdo v& Cuc Quan Iy duge va
cac co quan chire néng cé lién quan.

4. 86 Y t& Tp. Ha Npi, S& Y té Tp. HCM, S& Y t tinh Thanh Héa kidm
tra, xar ly céc don vi vi ph | theo quy dinh hién hanh./.

”;;’;’;f; | KT. CUC TRUONG

- VKN thube TW, VKN thubc Tp. HCM; AHOEGUC TRUONG
- Cyc Quén Y - B§ quéc phdng; | g
- Cug Y té - B6 Cong an;

- Cyc Y ¢ GTVT- B§ GTVT;

- Chi nhénh Dugc phim huyén QJméng Xuong, Thanh
Héa (Thj trén Luu V@, huyén Quang Xwong, tinh
Thanh Héa) (dé thuc hién);

- Nha thude Thién (S 103 dudmg Ngoc Lam, phuong
Ngge Lam, Long Bién, Ha N§i) (dé thuc hign);

- Phéng DKT, Phong QL Kinh d duge, Phong QL
TTQC Thuée, Phong Thanh tra Duge & M# phim -
Cuc QLD;

- Website Cuc QLD; Tap chi Duglc MP;
= Luu: VT, CL(NL).




