UBND TiNH DONG NAI CONG HOA XA HOI CHU NGHIA VIET NAM
SO Y TE Poc lap — Tu do — Hanh phic

$é: 0 /syT-NV Déng Nai, ngay 05 thang 0L ndm 2020

Viv xu ly thube Diclofenac khong
dat tiéu chuan chat lugng.

Kinh gur:
- Phong Y té huyén Trang Bom;

Quay thubc Yén Nhi; Dia chi 700 Tay Lac, ap An Chu,
xa Bic Son, huyén Trang Bom, Bong Nai;

Thuyc hi¢n Cong van 56 835/QLD-CL ngay 22/01/2020 cua Cyc Quan ly
Dugc — B Y té vé& viée xir ly thude Diclofenac khong dat tiéu chudn chit lugng;

So Y té Dong Nai giao Phong Y t& huyén Trang Bom: chi dao, huéng dan,
giam sat Quay thude Yén Nhi (Pia chi 700 Tay Lac, ip An Chu, x4 Bic Son,
huyén Trang Bom, Péng Nai) tién hanh huy s6 thude vién nén bao phim tan trong
rudt Diclofenac, SDK: VD-25528-16, s0 16 4011218, NSX: 23/12/2018, HD:
23/12/2021 khéng dat chit lugng dang niém phong tai quay thudc; nhic nhé co

sO trong viée bao quan thude trong qua trinh kinh doanh; bao céo két qua thuc
hién v€ S&¢ Y t,eu

Noi nhén: GIAM POC
- Nhu trén; o
- Luu: VT, NV.
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BO Y 1L CONG JITOA XA 11Q1 CHU NGHIA VIET NAM
CUC QUAN LY DUQC Dée lap - Ty do - Hanh phuae
Sé: /QLD-CL Ho Noi v thang  ndm 2020

Voo ly thube Diclofenac Kkhidny
Jdar tiéu chuin chat forony

Kinh gan
- Sa Y e tnh Bong Nay
- Cang ty ¢4 phin duge phim Khanh Hod

(Dudae 274 khom Ddang Bac. phuong Vinh tlea. Tp. Nha lrang. tnh Khanh Hoa)

Negay 27/11/2019, Cuc Quan v Duge di ¢o cong van 56 19943/QLD-CL
v vige xu ly d6i vol thude Vign ndn }ks g lvhim tan trong rudt Diclofenac, SDIC
VI-25528-16, Sé 16: 4011218, NSX 23/12/2018, HD: 23/12/21 do Cong ty co
phén cuoc ph am [Khanh Floa san xual, l'hm do. Cuc Quan v Dugc yeéu cau
Cony ty ¢o ph in duge pham Khanh Hod g ol wj; vl Co ki kidm ira chat
lmm;, CO quan kiém nghiém thube Nha nuae Gén haoh 1dy mau bo sung it nhit

03 mau thude Diclofenac néu wén dé kiém ta chit fuong.

Neay 06/0172020. Cue Quan Iy Duoe da ningn duoce Van thu o 29/C1.DP
dé neav 03/01/2020 cua Cong tv ¢d phan dJuge ph yam Khianh Hoea bao cao két
qua lay mau bd sung va kicm tra chit lugng thude Diclofenac (kem theo céc
phidu kicm nghidm so 500123, 30GI24. 50625 ngay 23/12/2019 cona Vien
IGiém nghiém thuoe Trung Ll‘()‘HU). Theo do. cac mau thude Diclotenac, S 16:
4001218, NSX 23/12/2018. 1ID: 23/12/21 1ay bd sung dat yéu cau chat lugng
dat véi chi tiéu DO hoa tan.

Can el ede quy dinh idn hanh, Cue Quan 1y Duge:

Yéu cau Cong ty ¢d phin dugce pham Khanh [Toa:

- Dénh gia, ra seat va phon hop voti co so philn phoi dam bio didu kién bao
quan thube theo dang yéu cau trong toan bo qua trinh phén phoi, vin chuyd én dé
duy tei én dinh chét lugng, thube dén tay nguoi st dung.

o

- Tiép we theo do chit luong 1a thude Vién nén bao phim tan trong rugt
Diclofenas, SDR: VD-25528-16. SH 1o: 011218, NSX 23/12/2018, ND:
23/12/21 dang luu hanh trén thi trudng, Gén hanh thu hol néu phat hién thude

ikKhong dat chat luong.
2. Dé nghy So Y té tinh Pong Nai:

- Chi daa, hudng dan virgidm sit Quay thuoe Yén Nhi (700 Tay Lac ap

An Chu. xa Bac Son. huyén Trang Bon tinh D 1 Nai) tién hanh hay 5o thude
Vien nén bao phim tan trong rudt Diclofenac, SDIG VD- 25528-16, SG 1o




4011218, NSX 23/12/2018, 11D; 23/12/21 khong dat chit luong dang niém

phong tai nha thude xu iy vi pham theo quy dinh hién hanh,

Cuc Quan ly Duge théng bao dé cac don vi bidt va thuce uén./.
Noi nhin: KT. CUC TRUONG
- Mrtrén: » . PHO CUC TRUONG
- Cue truoug Va Tuda Cudng (dé bio:

- Cac phong NI, Phap ehe=Thanh - Cue O1LD:
- L MTLCT N ),
/
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