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BOY Tli; CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc 1ap - Tu do - Hanh phiic

Sb: 2963 /QLD-CL Ha Ngi, ngay29 thang 08 ndam 2024
VIV thube gia Cefixim 200

Kinh giri:  S&'Y té cac tinh, thanh phd truc thudc Trung wong

Can ctr cong van s6 110/CV-TTKN dé ngay 28/8/2024 ctia Trung tim kiém
nghiém tinh Binh Duong, bao cdo vé viéc mau san pham c6 thong tin ghi trén
nhin: Vién nén bao phim CEFIXIM 200; s6 GPKLH: VD-28887-18; sé 16:
30201123, NSX: 201123, HD: 201125, noi san xuat: Cong ty cd phan Dugc pham
Ciru Long, miu thudc do Trung tdm kiém nghiém tinh Binh Duong 14y tai Nha
thudc tiy Bich Ngoc 1 (dia chi: 395/14 Hai Ba Trung, phuong Pong Hoa, Tp. Di
An, tinh Binh Duong). Mau thudc trén khong dat yéu cau chit luong vé chi tiéu
Pinh tinh cefixim theo TCCS;

Can cir cong vin s6 284/DCL dé ngay 23/7/2024 ciia Cong ty cd phan dugc
Ciru Long, bo cdo viéc san xuit cac 16 thude Cefixim 200 va dau hiéu khéc biét
gitta mAu thudc lwu tai Cong ty va mau thudc do Trung tim Kiém nghiém tinh
Thanh Hoa thu dugc trén thi truong.

Sau khi ddi chiéu, xem xét, dé dam bao an toan cho ngudi sir dung, tiép
theo cc cong vin s6 2611/QLD-CL ngay 26/7/2024 va cong vin s6 2621/QLD-
CL ngay 30/7/2024 cta Cuc Quan 1y Duoc vé viée thuéec CEFIXIM 200 gia, Cuc
Quan ly Dugc dé nghi S6 Y té céc tinh, thanh phé tryc thudc Trung vong, Y té
cac nganh:

1. Thong bao cho céc co sé kinh doanh, st dung thudc thong tin vé thude
gia trén nhan ghi: Vién nén bao phim CEFIXIM 200, sé GPKLH: VD-28887-18;
s6 16: 30201123, NSX: 201123, HD: 201125; Co s6 san xuat: Cong ty c6 phan
Duoc phém Cutu Long c6 cac dac diém, diu hiéu phan biét véi thude that nhu sau:

DAU HIEU
STT NHAN THUOC THAT THUOC GIA
DANG
Hop THAT Hop GIA sau chir
Chitidt sau chit “q.s.f” CO khoang tring | “q.s.f” KHONG c6 khoang tring
1tietin
1 trén hop COMPOSITION : COMPOS'T'ON:

j Cefixime trihydrate equivalent to cefixime.......... 200mg Cefixime trihydrate equivalent to cefixime......... 200mg

EXCIPIeNtS.....cvovvrrrrr e 1 caplet EXGipients e (S ot e 1 caplet




Thudc THAT céc vién déu mau, | Thudc GIA canh vién sitc mé
canhva mat vién khdng sic mé | nhiéu, 16p bao mong, mau sic céc
vién trong cuing 1 vi khong dong
nhat, c6 16m dém mau.

Hinhthuc

Vién

Ghi chi: G: thudc gia
T: thudc that

2. Tiép tuc trién khai thuc hién nghiém Chi thi 17/CT-TTg ngay 19/6/2018
ciia Thu tuéng Chinh phil vé ting cudng dau tranh chdng budn lau, gian l1an
thurong mai, san xuét, kinh doanh hang gia, hang kém chat luong thudéc nhom
hang duoc pham, my pham, thuc phdm chirc nang, duoc lidu va vi thude y hoc cd
truyén; Thuc hién nghiém cac chi dao tai Cong van sb 7173/BYT-QLD ngéy
12/12/2022 cta Bo Y té vé viéc tang cuong quan ly, kiém tra chét lugng thude,
d4u tranh chong thude gia, thudc khong 1d ngudn gdc xudt xur.

3. Phéi hop véi céc co quan truyén thong, thong tin ti cac co sé budn ban,
str dung thudc va nguoi dan biét dé khong budn ban, sir dung san pham CEFIXIM
200 gia ¢ cac dau hiéu nhan biét néu trén; Chi mua béan thudc tai cac co sé kinh
doanh duoc hop phap; khong mua ban thuc khong rd ngudn gbc; kip thoi thong
bao cac dau hiéu nghi ngd vé san xuat, kinh doanh thudc gia, thudc khong rd
ngudn gdc tdi co quan y té va co quan c6 chirc nang lién quan.

4. Phoi hop v6i1 co quan cong an, quan ly thi truong, Ban chi dao 389 va
cac co quan chirc ning lién quan tién hanh kiém tra cac co s& kinh doanh thudc
trén dia ban; diéu tra, xac minh thong tin va truy tim ngudén goc vé san pham
CEFIXIME 200 gia néu trén, xir Iy céc to chuc, ca nhan vi pham theo quy dinh
hién hanh; kip thoi phat hién va ngén chan viéc san xuat, budn ban va sir dung
thudéc CEFIXIM 200 gia.

5. Chi dao Trung tdm kiém nghiém ting cudng 1y mau, kiém tra chét luong
thude luu hanh trén dia ban déi véi cac thude co nguy co bi lam gia hodc kém chat
lugng; bao cdo kip thoi cac vu viéc phat hién t61 S Y té va co quan chtrc nang
lién quan.




6. Thiét 1ap duong day nong, tiép nhan cac thong tin vé thudc gia, thudc
nhap 1au, thudc khong rd ngudn gde xuat xir trén dia ban dé kip thoi phdi hop véi

cac co quan chirc nang xac minh, xir ly.

Béo céo két qua ’kiém tra, xir ly vi pham va nguon goc 16 thude gid vé Cuc

Quan ly Dugc.

Cuc Quan 1y Dugc thong bao dé cac SG'Y té biét va thuc hién /.

Noi nhan:

- Nhu trén;

- Thir truong P Xuan Tuyén (dé b/c);

- CT. Vii Tuén Cudng (dé b/c);

- Ban chi dao 389 Qudc gia (dé b/c);

- Thanh'tra B Y té (dé p/h);

- Cyc-Quan Iy kham chita bénh (dé p/h);

- VKN TW, VKN Tp. HCM (dé p/h);

<Cuc Quén Y- B6 Qubc Phong;

-CucY té - B6 Cong an;

- Cuc Y té Giao thong van tai — B GTVT;

- TTKN Thanh Héa, TTKN Binh Duong;

- Céc phong: QLKDD, BKT - Cuc QLD;

- Cong ty ¢6 phan dugc phiam Ciru Long
(P/c: S6 150 dwong 14/9, Phirong 5, Tp. Vinh Long);

- Website Cuc QLD;

- Luu: VT, CL (Hi).

KT. CUC TRUONG

PHO CUC TRUONG
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