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UBND TiN;{ BiN‘H PHUGC CONG HOA XA HOI CHU NGHIA VIET NAM
SOYTE Poc lap - Tw dol Hanh phic |

$é:/156b 1SYT-NVD
V/v Dinh chi luru hanh thubc
khéng dat tiéu chudn chit luong

Binh Phudc, ngay 7/ thang 8 nam 2018

Kinh gtri: i
- UBND céc huyén, thi x&;
- Cac co s& kham chita bénh trén dla ban tinh;

- Céc ¢d s kinh doanh, phan phéi thuoc
- Trung tam Kiém nghiém Duoc pham M§ phim.

Thyc hién Cong van sd 15355/QLD-CL ngay 03/8/2018 ctia Cuc Quan ly '

Duoc - B6 Y t& vé& viée dinh chi luu hanh thudc Vlen nén bao phim Unicet
(Cetirizin hydroclorid 10mg), SPK: VN-18786-15, so |10 UUNE 1703, HD:
02/2020 do Cong ty Bal Pharma Ltd. (India) san xut, Cong ty CP dugc phdm
T™W Codupha nhip khiu, thudc khéng dat tiéu chuan chat lwong vé chi tiéu do
hoa tan, nhdm bao dam muc tiéu st dung thudc hop 1y, an .toan va hiéu qua.

S&Y té yéu cau: u

Céc don vi kidm tra, thu hdi thubc theo néi dung cong van trén (Co cong
van dinh kem)

S& Y té thong bao cac don vi biét va thuc hién./ L

Nuoi nhin:
- Nhu trén;
- Ban Giam déc;
- Chi cuc QLTT tinh;
- Thanh tra S&;
- Website SYT;
- Luu VT, NVD.
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V/v dinh chi hu hanh thuéc khong 03 ang & nam 2018

I l‘

- 86 Y té céc tinh, thanh phé truc thuge TW:
..... - Cong ty cb phén dugc phém Trung ulorné Codupha.

chét lwong
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P :eWVAG cdc quy ché duge hign hanh cia Viét Na:mJ
_ Can cir'¢ong Van, s6 253/VNKT-KHTH ngay 15/6/2018 cta Vién Kiém
nghiém thifoe Tp. H6 Chi Minh giri kém phidu kiém hghiém s& 0043/VEN.
KT2018 gy 1 5/6/2018 vé thubc vién nén bao phim Unicét (Cetirizin‘hydrociorid
10mg), SPK:VN-18786:15, 56 16: UUNE 1703, HD: 02/2020 do Céng ty Bal
Pharma Ltd¢¢India)y s‘an}f{lét, Céng ty cb phin dugc phé‘rﬁ Trung wong Codupha
nhép khéu dic.y-tai‘Céng ty TNHH duoc phim Lan Ah (J18, 134/1 T5 Hidn
Thanh, Phudng 15, Quén 10, Tp. H6 Chi Minh). Thude khdng dat tiéu chuin dhit
"lugng vé chi tiéu d6 hoa tan. i
. Can o viin thu s6 808/2018/CDP/QLCL dé ngay 23/7/2018 cia Céng ty
CP dugc phdm TW Codupha giri kém phiéu kiém nghiém s6 0602/VKN-YC2§18
ngdy 16/7/2018 clia Vign Kiém nghiém thudc Tp. H Chi Minh vé& miu thubc vién
nén bao phim Unicet, s6 16: UUNE 1703 néu trén dugc 14y bd sung i Cong ty
TNHH dugc phim A My (373/1/4A Ly Thudng Kiét, Phuéng 9, Quan Tan Bihh,
Tp. H6 Chi Minh), thuc khéng dat tiéu chuin chét lugng vé’chi tiéu d hoa tdn.

Cuc Quan Iy Dugc thdng bao: T .

1. Binh chi luu hanh thuéc vién nén bao phim Unicet (Cetirizin hydroclofid
10mg), SPK: VN-18786-15, sb 16: UUNE 1703, HD: 02/2020 do Céng ty Bal
Pharma Ltd. (Indiz) sin xult, Céng ty CP duoc phim TW Codupha nhp khiy.

2. Yéu ciu Céng ty CP dugc phim TW Codupha phdi hop véi nha cung
cép va phén phéi thube: b -

- Théng béo thu hdi téi céc co 56 ban budn, ban ¢, si dung thube vién nén .
bao phim Unicet (Cetirizin hydroclorid 10mg), SPK: VN-18786-15, 56 15: UUNE
1703, HD: 02/2020 do Céng ty Bal Pharma Ltd. (India) sanixuét va tién hanh thu
hdi toan b 16 thubc khdng dat tiéu chuén chét lugng néu wen.

- G béo c4o thu hdi vé Cuc Quén ly Dugc trong véng 15 ngay ké tir nggy
ky cong vin nay, hd so thu hdi bao gom sé lugng nhap ‘k'hélil!? ngay nhip khau, 50
luong thu hi, cac bé"mg chimg v& viéc thuc hién thu hdi tai ﬁéc co s¢ ban budn,
ban 1é, sir dung dd mua thudc theo quy dinh tai Théng tu 50 11/2018/TT-BYT
ngay 04/5/2018 cia Bo Y té quy dinh vé chit lugng thudc, n%uyén liéu lam thudc.
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iy 3. 8¢ Y té céc tmh thanh pho truc thuoc Trung ucng, Y té cae nganh thong
bao cho céc co s& kmh doanh, sir dung thudc va cong bé thdng tin vé& quyét dinh
thu héi thube trén Trang théng tin dién fir cia S&; kiém tra ¥ gidm sat cdc don vi
thuc hién théng bao nay, x\r 1y nhiing don vi vi pham theo quy dinh hién hanh.

K : 4.86 Y t& Tp. ‘115 Chi Minh kidm tra va giam st cdc don vj thue hién théng

bao nay, xur ly cac don vi vi pham theo quy dinh hién hanh, kbau:: c4o vé Cyc Quan
ly Dugc va cac co quan chitc néng cé lién quan.
N Cuc Quan Iy Duqc théng bao dé céc don vi b1et va tﬂuc hién./.

Noi nhin: :] KT, CUC TRUONG

- Nhu trén; . :
Cuc trufmg Vi Tuén Cu (& blc);

I3 [VKN thuéc TW, VKN thude Tp. HCM;

-: Cuc Quﬁn Y-Bj quoc phbng,

CucY té - B Cong An;

- Cye Y t6 GTVT - B GTVT;

Y Cac phong BKT, Thanh tra DMP, TTQCT - Cuc
QLD website Cuyc QLD

-!Céng ty TNHH duge pham A My, 373/1/4A Ly

| Thuomg Kiét, P. 9, Q. Tén Binh, Tp. HCM (dé thyc

[ h‘¢n)

{Luau: VT, CL (BT).
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