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

S6:7775 |QLD-CL Ha Ngi, ngay 12 thang 08 nam 2022
V/v mau Cefuroxim 500 gia

Kinh giri: .S6'Y té cac tinh, thanh phd tryc thudc Trung wong

Can ctr vao cac quy dinh vé quan Iy dugc hién hanh cia Viét Nam;

Can ctt Cong van s6 1109/KNTMPTP-KHTCKT ngay 03/8/2022 cua
Trung tam Kiém nghiém thudc, my pham, thyc pham Ha Noi kém phiéu kiém
nghiém s6 2127/KNT-22 b&o c40 vé mau san pham trén nhan ghi: Vién nén dai
bao phim CEFUROXIM 500, SBK: VD-27836-17, 16 SX: 71240820, NSX:
240820, HD: 240823; Co sé san xuat: Cong ty co phan Dugc pham Ciru Long.
Mau do Trung tdm kiém nghiém thudc, my pham, thuc pham Ha Nbi lay tai Cong
ty TNHH Dugc pham Pa Phic - Thon 5, x4 Pha Cét, huyén Quoc Oai, Ha Noi.
Mau san pham trén ¢ hinh thtrc nhan va hinh thtrc vién khong giong mau thude
that (hinh anh kém theo); khong c6 phan tng dinh tinh Cefuroxim, c6 phan ung
dinh tinh v&i Paracetamol, ham lugng Paracetamol 1a 319,2 mg/vién.

Sau khi ddi chiéu, xem xét, 3¢ dam bao an toan cho nguodi s dung, Cuc
Quan 1y Dugc dé nghi S6' Y té céc tinh, thanh phd truc thudc Trung wong, Y té
cac nganh:

1. Théng bao cho cac co so kinh doanh, st dung thude théng tin vé thude
gia trén nhan ghi: Vién nén dai bao phim CEFUROXIM 500, SBK: VD-27836-
17, 16 SX: 71240820, NSX: 240820, HD: 240823; Co s& san xuat: Cong ty cd
phén Duoc phrflm Cutru Long c0 cac dac diém, ddu hiéu phan biét voi thube that
nhu sau:

a) Thong tin trén nhin thudc:
- Chit in trén nhan hop thudc c6 phong chir sai khac so voi thude that.
Thubc gia Thubc that

g

Cefuroxim SOQ8¥ | “Cefuroxim '500

SAN XUAT TAI NHA MAY DAT CHUAN GMP-W
SAN XUAT TAI NHA MAY DAT CHUAN GMP-WHO

THANH PHAN: THANH PHAN:
Cefuroxim axetil tuong duong v6i cefuroxim ...£..... Cefuroxim axetil tuong ducng véi cefuroxim .....#7...
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" cHiD!NH CHONG CHi DINH, CACH DUNG & LIEU DUNG, THAN CHI BINH, CHONG CHI DINH, CACH DUNG & LIEU DUNG, THAN
| TRONG L{IC DUNG, TAC DUNG KHONG MONG MUON: TRONG LUC DUNG, TAC DUNG KHONG MONG MUON:

Xin xer |7 huding dan sir dung thude. Xin xem t& hugng dan st dyng thuge.

BAO QUAN: Noi kho mat, nhigt do dudi 80°C, trinh anh séng

{4t Nai kho mat, nhigt 0 e
Dé xa tam tay tré em.

idm lay tré em.

KHVE e 60 1179 SRS, 500 m ‘
............................................... 1 vién
Chit "n" trong chir vién bi 1éch sang | Chir "n" trong chit vién bi 1éch sang
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phai so véi chir "g" trai so voi chit "g




b) Hinh thire s6 16 <'HSD trén vi thudc:

- Xung quanh vién in s6 16 - HSD trén vi c6 sai khac so v&i thudce that.

Thuoc gia

Thudc that

Vién xung quanh nhan bong

Vién xung quanh c6 gai

'C) Vién thudc

Thubc gia

Thudc that

Vién nén dai mau tring (khéng bao
phim), khong tron bong, thanh canh
khong sdc nét.

Vién nén dai bao phim mau trang, mit
va canh tron béng.

2. Phoi hop véi cac co quan truyén thong, thong tin ti cac co sé budn ban,
st dung thuoc va nguoi dan biét dé khong budén ban, st dung san pham
CEFUROXIM 500 gia c6 cac dau hiéu nhan biét néu trén.

3. Phéi hop voi cac co quan chie ning lién quan tién hanh kiém tra cac co
so kinh doanh thudc trén dja ban; xac minh thong tin va truy tim nguén gbc vé
san pham CEFUROXIM 500 gia néu trén, xir Iy cac to chirc, ca nhan vi pham theo
quy dinh hién hanh; kip thoi phat hién va ngan chan viéc san xuét, budn ban va

sir dung thuéc CEFUROXIM 500 gia.

Bao cao két qua kiém tra, xir 1y vi pham va nguon goc 16 thude gid vé Cuc

Quan 1y Duoc.

Cuc Quan 1y Dugc théng bao dé cac S¢' Y té biét va thuc hién./.

Noi nhdn:

- Nhu trén;

- Thir truong B Xuan Tuyén (dé b/c);

- Cuc trudng Vit Tuan Cudng (dé b/c);

- Thanh tra Bo (dé p/h);

- VKN thuéc TW, VKN thube Tp. Hd Chi Minh;
- Cuc Quan Y - Bo qubc phong;

-CucY té - B6 Cong an;

- Cuc Y té Giao thong van tai - B6 GTVT;

- Cong ty ¢6 phan Dugc pham Ctru Long (150 dudng
14/9, Phuong 15, TP. Vinh Long);

- Trung tam Kiém nghiém thuéc, my phrflm, thuc
pham Ha Noi;

- Cuc QLD: PCTTr, QLKD, BKT, website Cuc;
- Luu: VT, CL (VH).

KT. CUC TRUONG
PHO CUC TRUONG
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