TRUNGTAMY TEPAKPO  CONG HOA XA HQI CHU NGHIA VIET NAM

Hoi dong thude & Diéu tri Poc lap-Tuw do-Hanh phiic
Sé6 33/CV - HPT&PT DPak Po; ngay \lthang ¥ ndm 2023

V/v thong bdo thu hoi thubc vi
vi pham murc do 3

Kinh giri:
- Phong ké hoach nghiép vu.
- Céc khoa diéu tri.
-Tramy té x4, thi tran.

Thye hién Céng van s6: 8895/QLD-CL ngay 10 thang 8 nam 2023 cua Cuc
Quan ly dugc vé viée thu héi thude vi pham murc do 3.

Qua kiém tra d01 chiéu thudc vién nén Paineuron 15 ( Meloxicam 15mg) s& dang
ky VD-32650-19, s6 16: 83034, NSX: 29/01/2023, HD: 28/01/2026 do Cong ty co
phan duoc pham Trung wong I — Pharbaco san xuit, miu thubc khong dat tiéu
chuén chét lugng vé chi tiéu d§ hoa tan.

Nay Héi dong thube va diéu tri Trung tam y té huyén Pak Po théng bio Trung
tam y té huyén Pak Po khéng co thudc: vién nén Paineuron 15 ( Meloxicam 15mg)
sO dang ky VD-32650-19, s0 16: 83034, NSX: 29/01/2023, HD: 28/01/2026 do Cong
ty c¢6 phan dugc phdm Trung wong I — Pharbaco san xuit nhu Céng vin sO
8895/QLD-CL.

pé nghi cac cac khoa phong diéu tri, cac tram y té x4 thuc hién theo noi dung
theo Céng vin s6: 8895/QLD-CL ngay 10 thang 8 nam 2023 ctia Cuc Quan ly duoc.

THUONG TRUC HQI PONG GIAM POC
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W) e BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Djc lap - Tu do - Hanh phic
Sé: 8895 /QLD-CL Ha Ngi, ngay 10 thing 08 nam 2023
V/v thong bao thu héi thude vi
. pham mic d6 3
Kinh gui:

- S&' Y té cac tinh, thanh phd truc thuéc Trung wong;

- Cong ty cb phan dugc phdm Trung wong I - Pharbaco (S6
160, phd Ton Puc Théing, phuong Hang Bot, quan Pong Pa,
thanh pho Ha Noi).

Cin clt vao céac quy dinh vé quan Iy dugc hién hanh ctia Viét Nam.

Can cit cong vin sd 86/TTKN-KH ngay 19/05/2023 giri kém phiéu kiém
nghiém sé 23.0327/ML ngay 19/05/2023 cta Trung tim kiém nghiém thudc, m§
pham, thyc phdm tinh Bic Ninh va phiéu kiém nghiém s6 061 ciia Trung tdm kiém
nghiém thudc, my pham, thuc phdm Vinh Phic, Cuc Quan Iy Dugc di ban hanh
Cong vin sb 6839/QLD-CL ngay 28/06/2023 vé viéc xir 1y 16 thudc Vién nén
Paineuron 15 (Meloxicam 15mg), S6 GPKLH: VD-32650-19, Sb 16: 83034, NSX:
29/01/2023, HD: 28/01/2026 do Céng ty cb phan dugc pham Trung uong I -
Pharbaco san xuat. Mau thudc khong dat tiéu chuin chat lugng vé chi tiéu Do hoa
tan. Theo d6, Cuc Quan 1y Dugc di yéu cau Cong ty c¢b phan dugc pham Trung
wong I - Pharbaco phdi hop véi co quan kiém tra chat lugng, co quan kiém nghiém
thuéc Nha nuéc tién hanh 1y 03 miu bd sung va giri mau di lay téi Vién kiém
nghiém thudc Trung uwong hoic Vién kiém nghiém thudc Tp. H6 Chi Minh dé kiém
tra chat lugng ddi véi chi tiéu Do hoa tan.

Ngay 02/8/2023, Cuc Quan Iy Duoc nhan duge cong vin sd 544/ VKNTTW-
KHTH cua Vién kiém nghiém thudc Trung wong giri kém cac phiéu kiém nghiém
s6 53Gt33, 53Gt34 va 53Gt35 ngay 02/8/2023 bao cdo két qua kiém nghiém ddi
véi cidc mau thudc vién nén Paineuron 15, S 16: 83034, NSX: 29/01/2023, HD:
28/01/2026 dugc lay mau bd sung; theo d6, cac mau thudc khong dat tiéu chuén
chat lugng vé chi tiéu Do hoa tan.

Nhu véy 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 xac
dinh la vi pham muc d0 3.

Cuc Quan Iy Dugc thong béo:

l. Thu héi toan qudc Vién nén Paineuron 15 (Meloxicam 15mg), S6
GDKLH: VD-32650-19, S 16: 83034, NSX: 29/01/2023, HD: 28/01/2026 do Cong
ty ¢d phan dugc pham Trung wong I - Pharbaco san xuit.

2. Cong ty c6 phan dugc phim Trung wong I - Pharbaco phéi hop véi nha
phan phoi thudc, phai:
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+ Trong thdi han 02 ngay ké tir ngay ky Cong vin nay, giri thong bao thu hoi
tdi céc co s& ban budn, ban 1é, sir dung Vién nén Paineuron 15 (Meloxicam 15mg),
S6 GPKLH: VD-32650-19, S6 16: 83034, NSX: 29/01/2023, HD: 28/01/2026 do
Céng ty c¢d phan dwgc phdm Trung uong I - Pharbaco san xuét va tién hanh thu hoi
toan bd 16 thubc khong dat tidu chuin chét lugng néu trén.

+ Guri béo céo thu hdi vé Cuc Quan 1y Dugc trong vong 33 ngay ké tir ngay
ky Céng van ndy, hd so thu hdi bao gom sb lugng san xuét, s6 lugng phan phdi,
ngdy san xudt, s6 lugng thu hdi, céc biang chimg vé viéc thuc hién thu hoi tai cac co
s& ban buén, ban 1¢, sit dung di mua thudc theo quy dinh tai Vin ban hgp nhét
06/VBHN-BYT ngay 03/7/2020 ctia B§ Y té quy dinh vé chat lugng thube, nguyén
ligu 1am thude.

3.S6 Y té cac tinh thanh phd truc thuéc Trung wong, Y té cac nganh thong
béo cho céc co s& kinh doanh, str dung thudc thu héi 16 thuc khong dat chét lugng
néu trén, cong bd thong tin vé& quyét dinh thu hoéi thude trén Trang thong tin dién tir
cua S&, kiém tra va giam sat cac don vi thuc hién théng bao nay; xir Iy nhimg don
vi vi pham theo quy dinh hién hanh; bao céo vé Cuc Quaén ly Dugc va céac co quan
chirc néng c6 lién quan.

4.S6 Y té thanh pho Ha Noi kiém tra va giam sat Cong ty ¢ phan dugc
phém Trung wong I - Pharbaco thyc hién viéc thu hdi va xir 1y thudc bi thu hdi theo
quy dinh.

Cuc Quan ly Duoc thong bao dé cac don vi biét va thuc hién ./.

N]?h ”h‘f.": KT. CUC TRUONG
- Nhu trén; A

- Cuc truéng Vii Tudn Cuong (dé b/c): P -:;.,.;~§ UC TRUUN

- VKN thuéc TU, VKN thubc Tp. HCM; oo Nal

- Cyc Quan Y - B§ qudc phong ; // ' \; 11/

- Cuc Y té - B) Cong an; '3[ ous AqTY

- Cuc Y té GTVT - Bd GTVT; \ .\ DI '

- TTKN thubc, my phdm, thuc phdm tinh Bic Ninh; \“\\

TTKN thuéc, my phdm, thuc phim Vinh Phuc;
Céc phong DKT, QLKDD, Website — Cyc QLD;
Quay thudc 34, Vi Minh Tuyén (Ki-5t 63, ddy 4B,
chg Thira, Luong Tai, Bic Ninh (dé thyc hién);

- Lwu: VT, CL (NL).
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