BO YTE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY DUQOC Poc lap - Tw do - Hanh phc
So: /QLD-CL Ha Noi, ngay  thangPQ nam 2019

V/v dinh chi lvu hanh thubc vién
nang mém Halaxamus khong dat
tiéu chuan chat luong

Kinh gti:

- SO Y té cac tinh, thanh phé truc thuéc Trung wvong;

- Chi nhanh Cong ty c6 phan dwgc phdm Phong Phu - Nha
may san xuat dwgc phdm Usarichpharm (L6 s6 12 Buong
s6 8, khu cdng nghiép Tan Tao, phuwong Tan Tao A, quan
Binh Tan, Tp. H6 Chi Minh).

Can clr vao cac quy ché duoc hién hanh cuiia Viét Nam.

Can clr cong van s6 112/TTKN-HCTH ngay 30/8/2019 gui kém phiéu
kiém nghiém s6 410 ngay 30/8/2019 cla Trung tdm kiém nghiém thudc, my
pham, thuwc pham tinh Vinh Phic, Cuc Quan ly Dwgc dd ban hanh cong van so
15405/QLD-CL ngay 09/9/2019 vé viéc x&r ly 16 thu6c vién nang mém
Halaxamus (Acetylcystein 200 mg), SPK: VD-25911-16, s6 16: 6880119; ngay
SX: 11/6/2019; HD: 11/6/2022 do Chi nhanh Cong ty c¢d phan dugc pham
Phong Phu - Nha may san xuat dwgc pham Usarichpharm san xuat. Mau thuéc
khong dat tiéu chuan chat lwvong vé chi tiéu tinh chat, dinh lwvong, do dong déu
khéi luvong.

Theo d6, Cuc Quan ly Duoc da yéu cau Chi nhanh Cong ty co phan dwoc
pham Phong Phi - Nha may san xuat dwgc pham Usarichpharm phéi hop voi co
quan kiém tra chat lwgng, co quan kiém nghiém thudc Nha nuwéc tién hanh lay
03 mau bd sung va glri mau di lay toi Vién kiém nghiém thudc Trung wong
hodc Vién ki€ém nghiém thuéc Tp. HO Chi Minh dé kiém tra chat lwvgng doi voi
chi tiéu tinh chat, dinh lugng, do dong déu khoi luvong.

Ngay 14/10/2019, Cuc Quan ly Duoc nhan dugc cong van sO
695/VKNTTW-KH clia Vién kiém nghiém thuéc Trung wong giri kém cac phiéu
kiém nghiém s6 49GT.89, 49GT90 ngay 11/10/2019 bao céo két qua ldy mau bo
sung d6i véi 16 thudc viéen nang mém Halaxamus s6 16: 6880119; ngay SX:
11/6/2019; HD: 11/6/2022 néu trén la khong dat tiéu chuan chat lwvgng vé chi
tiéu dinh lwong.

Nhuv vay 16 thubc vién nang mém Halaxamus (Acetylcystein 200 mg),
SBbK: VD-25911-16, sb 16: 6880119; ngay SX: 11/6/2019; HD: 11/6/2022 néu
trén dwgc xac dinh la vi pham mtc do 2.

Cuc Quan ly Duogc théng bao:

1. Thu hoi toan qudc vién nang mém Halaxamus (Acetylcystein 200 mg),
SbK: VD-25911-16, sb 16: 6880119; ngay SX: 11/6/2019; HD: 11/6/2022 do



Chi nhanh Coéng ty c6 phan dwgc phdm Phong Phil - Nha may san xuét duoc
phdm Usarichpharm san xuét.

2. Chi nhanh Cong ty c¢d phan dugc pham Phong Phi - Nha may san xuat
dwoc pham Usarichpharm ph6i hop véi nha phan phdi thu6e, phai:

+ Trong thoi han 48h ké tir ngay ky cong van nay, gti thdng bao thu hoi
t¢i cac co s& ban budn, ban 1é, st dung thudc vién nang mém Halaxamus SBK:
VD-25911-16, sO 16: 6880119; ngay SX: 11/6/2019; HD: 11/6/2022 do Chi
nhanh Cong ty cd phan dwgc phdm Phong Phl - Nha may san xudt dugc pham
Usarichpharm sdn xuat va tién hanh thu hoi toan bd 16 thudc khong dat tiéu
chuén chat lwong néu trén.

+ GUri bao cao thu hoi vé Cuc Quan ly Dwoc trong vong 18 ngay ké tir
ngay ky cong van nay, ho so thu hdi bao gdbm s6 luvong san xuat, s6 lvgng phan
phdi, ngay san xudt, so lwong thu hdi, cac bang ching vé viéc thuc hién thu hoi
tai cac co s& ban budn, ban 18, st dung da mua thudc theo quy dinh tai Thong tw
s6 11/2018/TT-BYT ngay 04/05/2018 cla B0 Y té quy dinh vé chét luong
thudc, nguyén liéu lam thudc.

3. S0 Y té céc tinh thanh pho tric thudc Trung wong, Y té cac nganh
thong bao cho cac co s& kinh doanh, st dung thu6c thu hoi 16 thuéc khdéng dat
chat lwong néu trén, kiém tra va giam sat cac don vi thwc hién thong bao nay; xu
ly nhiing don vi vi pham theo quy dinh hién hanh; bao cao vé Cuc Quan ly Duoc
va cac co quan chirc nang co lién quan.

4. S0 Y t€ Tp. HO Chi Minh kiém tra va gidm sat Chi nhanh Coéng ty c6
phan duoc phdm Phong Phu - Nha may san xuat duoc phdm Usarichpharm thuc
hién viéc thu hoi va xt ly thudc bi thu hoéi theo quy dinh.

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

NoNlhnhén: KT. CUC TRUONG
- w trén; A 2
- Cuc trwdng Vi Tudn Cuong (dé blc); PHO CUC TRUONG
- VKN thudc TU, VKN thu6c Tp. HCM;
- Cuc Quan Y - Bo quéc phong ;
- Cuc Y té - Bo Cong an;
- Cuc Y t€ GTVT - B0 GTVT,;
- Cac phong BKT, QLKDD, Phap ché-Thanh tra, website
-Cuc QLD;
- Khoa dwgc Trung tdm y t€ huyén Séng L6, xa Nhao Son,
huyén Song L6, tinh Vinh Phic (dé thuc hién);
- Lwu: VT, CL (BT).



