BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Pjc Iip - T do - Hanh phiic
Sé: 49346 /QLD-CL Hé Ngi, ngay pd thang 44 nim 2019

V/v dinh chi luu hanh thuce Tbucine 400
khdng dat tiéu chuén chét lvong

Kinh gii:
- $& Y té céc tinh, thanh pho truc thude Trung wong;
- Cong ty TNHH dugc pham USA - NIC (USA - NIC Pharma)
(D/c: Lé 11D, duwong C, KCN Tdén Tao, Qudn Binh Tdn, TP.Ho6
Chi Minh).

Cén cir vao cac qui ché duogce hién hanh ctia Vist Nam.

Cén ctr Cong vin s§ 518/VKNT-KHTH ngay 09/10/2019 gii kém phxeu
kiém nghiém sb 0664/VKN-KT2019 ngay 09/10/2019 va cbng van so
548/VNKT—KHTH ngay 22/10/2019 gii kém phieu kidm nghlem sb
O664A/VKN—KT2019 ngdy 22/10/2019 cta Vién kiém nghiém thubc Tp. H)
Chi Minh v& thudc vién nén bao phim Ibucine 400 (Ibuprofen 400mg), SPK:
VD-25569-16, Sb 16: 906019, NSX: 20/06/2019, HD: 20/06/2022 do Cong ty
TNHH dugc pham USA - NIC (USA - NIC Pharma) san xuét. Miu thudce do
Trung tdm Kiém nghiém thude, my pham thuc phém Tp HCM l4y tai Cong ty
TNHH san xuét kmh doanh dugc phim Pam San. MAu thubc khong dat tiéu
chuén chét lugng vé chi tiéu Do hoa tan, tap chit lién quan (vi pham muc d§ 3).

Cuc Quén ly Dugc théng béo:
1. Thu hdi toan quéc thubc. vién nén bao phim Ibucine 400 (Ibuprofen

400mg), SPK: VD-25569-16, S& 16: 906019, NSX: 20/06/2019, HD:
20/06/2022 do Céng ty TNHH dwroc phdm USA - NIC san xuét.

2. Cong ty TNHH dugc pham USA - NIC phdi hop nha phan phéi thudc,
phai:

+ Trong thoi han 48h ké tir ngay ky Céng vin ndy, giri théng bao thu hdi
61 ¢dc co s& ban bubn, ban 1€, st dung thudc vién nén bao phim Ibucine 400
(Ibuprofen 400mg), SDK: VD-25569-16, S6 16: 906019, NSX: 20/06/2019, HD:
20/06/2022 do Cong ty TNHH dugc phidm USA - NIC san xuit va tién hanh thu
hdi toan bd 16 thube khéng dat tiéu chudn chit luong néu trén.

+ Giri bdo céo thu hdi vé Cuc Quan Iy Duoec trong Vong 18 ngay ké tir ngay
ky Céng van nay, hd so thu hdi bao gom s6 Iuo‘ng san xudt; s§ luong phan phdi,
ngdy san xudt, s§ lugng thu hdi, cic bang chu’ng vé viéc thyc hién thu hdi tai cac
co 56 ban budn, ban 1§, s dung dd mua thudc theo quy dinh tai Thong tu sb
11/2018/TT-BYT ngay 04/05/2018 ctia B4 Y t& quy dinh v& chit lugng thubc,
nguyén lidu lam thudc.



3.86 Y té céc tinh thanh phd tryc thudc Trung wong, Y té cic nganh thong
bdo cho céc co s& kinh doanh, sir dung thubc thu hdi 16 thubc khéng dat chét
lwong néu trén, kidm tra va gidm sat cac don vi thuc hién thong bdo nay; xt ly
nhiing don vi vi pham theo quy dinh hién hanh; bdo cédo vé Cuc Quan 1y Dugc

va céc co quan chire ning c6 lién quan.

4.86 Y té Tp. HS Chi Minh kiém tra va gidm sat Céng ty TNHH dugc
phém USA - NIC thyc hién viéc thu hdi va xir 1y thude bi thu hdi theo quy dinh.
Cuc Quan Iy Duoc thong bdo d& cac don vi biét va thuc hién /.

Nei nhin:

- Nhur trén;

- Cue trudng Vi Tuén Cudng (48 b/c);

- VKN thude TU, VKN thubc Tp. HCM;
- Cuc Quan Y - B qudc phong ;

- Cuc Y té - B Cong an;

- Cuc Y GTVT - B GTVT;

- Céc phong KT, QLKDD, Phap ché-Thanh tra, Website

< Cyc QLD;

- Cbng ty TNHH san xuét kinh doanh duge phdm Bam San
(B/e: Lb E23-22, 134/1, T6 Hién Thanh, Phudng 15,

Quin 10, Tp. Hb Chi Minh) (dé thuc hién);
- Lwu: VT, CL (PT).

KT. CUC TRUONG
PHO CUC TRUONG

SO Y TE PONG THAP

S6: 479/SY-SYT
Noi nhin:
- Céc don vi truc thude SO Y té;
- Bénh vién Quén Dén Y;
- Phong Nghiép vu Dugc;
- Luu: VT.

(Biét, thuc hién)

SAO Y BAN CHINH

Pong Thdp, ngay 05 thdng 11 nam 2019
TL. GIAM POC
CHANH VAN PHONG
Co quan: S6 Y té,
— Tinh Dong Thap
Email:
syt@dongthap.go
v.vn

Huynh Ba Tri Tan
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