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UBND TiNH PONG NAI CONG HOA XA HQI CHU NGHIA VIET NAM

SOY TE Poc lap — Tw do — Hanh phic
S6: Gyo| /SYT-NV DPéng Nai, ngay 2 | thang 9 ndm 2023

V/v thong béo thu hdi thube vi
pham murc d§ 3

Kinh gui:
- Giam dbc cac don vi truc thudc S& Y té;
- Truéng phong Y té cac huyén, TP. Long Khanh, TP. Bién
Hoa;
- Céac co sd ban budn, sir dung thudc thudc trén dia ban tinh.
(Sau day goi la cac don vi)

Céan cr cong van sb 8895/QLD—CL ngay 10/08/2023 ctia Bo Y té vé viéc thu hdi
thuéc vi pham muc do 3, Giam déc S¢ Y té DPdng Nai théng bao y kién chi dao cia
Cuc Quan ly Dugc-Bo Y té nhu sau:

1. Thu hdi trén toan tinh thudc Vién nén Paineuron 15 (Meloxicam 15mg), s6
GPKLH : VD-32650-19, sb 16: 83034, NSX: 29/01/2023, HSD: 28/01/2026 do Cong
ty c¢b phan duoc phim Trung uong 1 - Pharbaco san Xuét.

2. Giao Trudéng Phong Y té cac huyén, TP.Long Khéanh, TP. Bién Hoa c6 trach
nhiém giri thong bdo cho cac co s& ban 1¢, cac co s& str dung thude ngoai cong lap trén
dia ban quan ly, to chtrc thu hdi thudc néu trén; kiém tra va gidm sat cac don vi thuc
hién théng bao; tdng hop bdo céo; x1t ly nhitng co s& vi pham theo quy dinh hién hanh.

3. Pbi véi cic co sd ban budn, st dung thudc trén dia ban tinh: khong duge mua
ban, ton trit, str dung thudc ndi trén; thuc hién thu hoi thudce trong hé thong kinh doanh
cua co so.

4. Céc don vi gtri béo céo két qua thuc hién v& SG'Y té - Phong Nghiép vu (ké ca
trudong hop khong c6 hodc khong phat hién dugc cac san phim néi trén).

( Pinh kem Céng van s6: 8895/OLD-CL ngay 10/08/2023 ciia Cuc Quén Iy Duge)”

Noi nhdn: /fj@&M bOC

- Nhu trén; VAN

-BGD SYT (dé biét); (8L SO &)

- BVDK Cao su Pong Nai;

- BV tam than TW2;

- Thanh tra S&;

- Website SO Y té; >

- Luu: VT, NV Le Quang Trung

S6 2 - Phan Dinh Phiing, phuong Quang Vinh, thanh phd Bién Hoa, tinh Dong Nai
DT: (02513) 942641, Fax: (02513) 847269, Email: syt@dongnai.gov.vn, Website: syt.dongnai.gov.vn




U\ Ky béi: Cye Quin
1~ 8M.CL.10.05/03

: Co quan: By Y té

S/ BP0 BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
'CUC QUAN LY DUGC Djc 1ap - Ty do - Hanh phiic
S4: 8895 /QLD- Gl Ha Néi, ngay 10 thdng 08 nam 2023

V/v théng béo thu hdi thuoc vi
pham mirc do 3

Kinh gu1
* - S& Y té céc tinh, thanh phd truc thudc Trung wong;
< - Cong ty cd phin dugc phim Trung wong I - Pharbaco (S6
5 160, pho Tén Ptc Thing, phudng Hang B6t, quin Déng Da,
F thanh phd Ha Nbi).

Xesi

Can clr vao céc quy dinh vé quéan 1y dugc hién hanh cta Viét Nam.

K
oo
3

\b Can ctr cong van sé 86/TTKN-KH ngay 19/05/2023 gui kém phléu kiém
'nghlem s6 23.0327/ML ngay 19/05/2023 cia Trung tam kiém nghiém thudc, m§
pham, thuc pham tinh Bic Ninh va phleu kiém nghiém s 061 cta Trung tim kiém
nghiém thuoc m¥ pham thuc pham Vinh Phic, Cuc Quan ly Dugc da ban hanh

Cong van s6 6839/QLD-CL ngay 28/06/2023 v& viée xir 1y 16 thudc Vién nén

~ Paineuron 15 (Meloxicam 15mg), S8 GPKLH: VD-32650-19, S6 16: 83034, NSX:

29/01/2023, HD: 28/01/2026 do Céng ty cb phin dugc phim Trung uwong I -
Pharbaco san xuAt. MAu thudc khong dat tiéu chudn chit luong vé chi tiéu D6 hoa
tan. Theo d6, Cuc Quan ly Dugc da yéu cdu Cong ty cb phan duoc phim Trung
uong I - Pharbaco phéi hop vdi co quan kiém tra chét luorng, co quan kiém nghiém
thuéc Nha nuéc tién hanh 1iy 03 miu bd sung va gu1 mau da lay t6i Vién kiém
nghlem thudc Trung wong hozc Vién kiém nghiém thudc Tp. H3 Chi Minh dé kiém
tra chat lwong ddi véi chi tiéu Do hoa tan.

Ngay 02/8/2023, Cuc Quan ly Dugc nhin duoc céng vdn s6 544/VKNTTW-
KHTH ctia Vién kiém nghiém thudc Trung wong giri kém céc phiéu kiém nghiém
sé 53Gt33, 53Gt34 va 53Gt35 ngay 02/8/2023 béo céo két qua kiém nghiém dbi
véi cic mau thudc vién nén Paineuron 15, S 16: 83034, NSX: 29/01/2023, HD:
28/01/2026 duoc léy mau bd sung; theo d6, cdc miu thube khéng dat tiéu chuin
chét lugng vé chi tiéu Do hoa tan.

Nhu vay 16 thudc Vién nén Paineuron 15 (Meloxicam 15mg), S6 GPKLH:
VD-32650-19, S6 16: 83034, NSX: 29/01/2023, HD: 28/01/2026 néu trén dugc xéc
dinh 1a vi pham muc do 3.

Cuc Quan ly Dugc thong bao:

1. Thu hdi toan qudc Vién nén Paineuron 15 (Meloxicam 15mg), S6
GPKLH: VD-32650-19, Sb 16: 83034, NSX: 29/01/2023, HD: 28/01/2026 do Cong
ty co ph?m duoc phém Trung wong I - Pharbaco san XuAt.

2. Cong ty cb phan dugc phim Trung wong I - Pharbaco phéi hop véi nha
phan phdi thubc, phai:



BM.CL.10.05/03

+ Trong thoi han 02 ngay ké tir ngay ky Cong vin ndy, giri thong bo thu hdi
tdi cdc co s& ban budn, ban 1é, sir dung Vién nén Paineuron 15 (Meloxicam 15mg),
S6 GPKLH: VD-32650-19, S 16: 83034, NSX: 29/01/2023, HD: 28/01/2026 do
Céng ty c¢b phan dugc pham Trung wong I - Pharbaco sén xudt va tién hanh thu héi
toan b 16 thudce khéng dat tiéu chudn chat luong néu trén.

+ Gui bao cao thu hdi vé& Cuc Quan ly Duoc trong Vong 33 ngay ké tir ngay
ky Céng van nay, 'hd so thu hdi bao gom sO luong san xudt, so lu'orng phan phdi,
ngay san xuat so luong thu hdi, cic bang chung vé& viéc thuc hién thu hoi tai céc co
s ban buon “ban 1, st dung da mua thudc theo quy dmh tai Vin ban hop nht
06/V BHN“BYT ngdy 03/7/2020 cia Bo Y té quy dinh vé chit lugng thudc, nguyén
ligu lam- thude.

\3 S& Y té cac tinh thanh phd truc thude Trung uong, Y té cac nganh thong
b\\o‘ cho cac co s¢ kinh doanh su dung thudc thu hoi 16 thudc khong dat chat lugng
"neu trén, cong bé thong tin v& quyét dinh thu hoi thude trén Trang théng tin dién tr
ctia S&, kiém tra va giam st cic don vi thuc hlen thong bao nay; xur ly nhitng don
vi vi pham theo quy dinh hién hanh; bdo cao vé Cuc Quan ly Dugc va cic co quan
chirc ning c6 lién quan.
4.S& Y té thanh phé Ha Noi kiém tra va gidm sit Cong ty cd phan dugc
phim Trung wong I - Pharbaco thuc hién viéc thu hdi va xt Iy thudc b thu hoi theo
quy dinh.

Cuc Quan 1y Dugc thong bao d& céc don vi biét va thuc hién ./.

Noi nhan: KT CuUC TRUONG

- Nhu trén;
- Cuc truomg Vil Tudn Cuorng (de b/c); CUC TRUONG

- VKN thuéc TU, VKN thudc Tp. HCM; £l 100 ; (//

- CucQuanY —B&o quoc phong ;

- CucY té B§ Cong an;

- Cuc Yt GTVT —Bo GTVT;

- TTKN thubc, my pham thuc pham tinh Bic Ninh;

- TTKN thudc, my pham, thuc phdm Vinh Phc;

- Cdc phong DKT, QLKDD, Website — Cuc QLD;

- Quay thudc 34, Vi Minh Tuyen (Ki- -5t 63, day 4B,
cho Thira, Luong Tai, Bic Ninh (dé thuc hién);

- Luu: VT, CL (NL).
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