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(R i BOYTE CONG HOA XA HOQI CHU NGHIA VIET NAM

ky: 30-06-

W&/ 2 CUC QUAN LY DUGC Poc 1ap - Tw do - Hanh phic

Sb: 5673 /QLD-CL Ha Néi, ngay30 thdang 06 ndam 2022
V/v mau Ophazidon gia

Kinh gtri: © S¢'Y té céc tinh, thanh phd tryc thudc Trung wong

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

Cin ctr Cong vin s6 533/VKNTTW-KH ngay 17/06/2022 dinh kém Phiéu
kiém nghiém sé 52Gt35 ngay 17/06/2022 cia Vién Kiém nghiém thudc Trung
wong vaBién ban ldy miu xac dinh chat luong ctia Trung tim kiém nghiém Duoc
pham, My pham tinh Cao Bang vé san pham trén nhan ghi: Vién nén Ophazidon,
SPK: VD-26803-17, S6 16: 480821, NSX: 17/08/2021, HD: 17/08/2023, Cong ty
Co phan Duogc pham Ha Noi. Mau khong dat tiéu chuan chat luong vé cac chi tiéu
Dinh tinh, Dinh lugng (cafein) va Dinh lugng (paracetamol);

Can ctr Cong van sd 81/TTKN-CV ngay 22/06/2022 cua Trung tim Kiém
nghiém Duoc pham va My pham Cao Bang giri kém mau san pham trén nhén ghi
Vién nén Ophazidon néu trén;

Can ctr Cong vin sd 48/CV-CTD va 47 CVICT ngay 22/06/2022 ciua Cong
ty C6 phan Dugc pham Ha Nbi bao céo tinh hinh san xuat, phan phdi 16 thude Vién
nén Ophazidon giri kém mau thudc Ophazidon, SPK: VD-26803-17, Sb 16:
480821, NSX: 17/08/2021, HD: 17/08/2023 va mdt s6 tai liéu lién quan;

Sau khi d6i chiéu, xem xét, dé dam bao an toan cho ngudi str dung, Cuc Quéan
1y Duoc dé nghi S6Y té cac tinh, thanh phé truc thudc Trung wong, Y té cac nganh:

1. Thong bao cho céc co so kinh doanh, st dung thude thdng tin vé thude
gia trén nhan ghi: Vién nén Ophazidon, SPK: VD-26803-17, S6 16: 480821, NSX:
17/08/2021, HD: 17/08/2023, Cong ty C6 phan Duoc pham Ha Noi c6 cac dic
diém, dau hiéu phan biét v4i thudc that nhu sau:

a) Thong tin trén nhin thudc:

- Chir in trén nhén thudc c6 phong chit sai khac so v6i thudc that.

- D61 chiéu vi tri trinh bay SO dang ky va So 16 san xuat trén nhan:

Thudc gia Thuoc that

VD-26803-17 | SPK{ VD-26803-17
S0 10]SX:| 480821 ||S6 10|SX: |480821

Chir "S" thang hang véi chir "V* Chir "S" 1éch vé bén trai chit "V"
Chir "X" thang hang véi chir "D" Chir "X" 1éch vé bén trai chit "D"

DAu ":" léch vé bén phai dau "-" DAu ":" 1éch vé bén trai dau "-"




b) Vién thudc: nét khic chit "TK" trén vién thude gia khong sic nét; mau

sac trén vién thuoc gia khong dong nhat.

2. Phéi hop véi cde co quan truyén thong, thong tin tdi cac co sd budn ban,
st dung thudc va ngudi dan biét dé khong budn ban, str dung san pham Ophazidon
gia co cac dAu hiéumnhan biét néu trén.

3. Phéi hop vdi cac co quan chic nang lién quan tién hanh kiém tra cac co
s& kinh doanh thudc trén dia ban; xac minh thong tin va truy tim ngudn gdc vé san
pham Ophazidon gia néu trén, xir Iy cac to chiic, c4 nhan vi pham theo quy dinh
hién hanh; kip thoi phat hién va ngan chan vi¢éc san xuat, budn ban va st dung
thudc Ophazidon gia.

Bao cao két qua kiém tra, xtr 1y vi pham va nguon goc 16 thude gia vé Cuc
Quan 1y Duoc.

Cuc Quan Iy Dugc théng bao dé cac S&' Y té biét va thuc hién./.

No’f1 nhin: KT. CUC TRUONG
- Nhu trén; A A

- Thit truong P Xuan Tuyén (dé b/c); PHO CUC TRUONG
- Cuc truong Vil Tuan Cuodng (dé b/c);

- Thanh tra B6 (dé p/h);

- VKN thubéc TW, VKN thudc Tp. H6 Chi Minh;
- Cuc Quan Y - Bo qubc phong;

-CucY té - B6 Coéng an; .
- Cuc Y té Giao théng van tai - B6 GTVT; \ " /%]

- Cong ty C6 phan Dugc pham Ha Noi (L6 15, KCN.  \J0 /< 4 Manh Hiing
Quang Minh, Mé Linh, Ha N&i); T

- Cuc QLD: PCTTr, QLKD, BKT, website Cuc;

- Luu: VT, CL (DM).
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I-I(‘\/@% anh so sanh san phiam
(ban hanh kém theo cong van s6 5673 /QLD-CL ngay 306 /2022 cia
& Cuc Quan ly Duoc)

Thubc that
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