
UBND TINH BiNH PHu6c
SOYTE

s6:/15YJ ISYT-NVD
vIv Dinh chi luu himh thu6c
khong d':lttieu chuAn chilt luqng

Kinh gui:

CONG HOA xA HOI CHUNGHIA VIET NAM'
Di)c I~p- T\!'do:l- H:.mh phuc

Ii
Binh Phuac, ngay r,thang 8 nam 2018

II
11

Nui nh{in:

- UBND cac huy~n, thi xii;
- Cac ca sa kham chua b~nh tren dia bl'mtinh;

, II ,
- Cac ca sa kinh doanh, phan pMi thuoc;
- Trung tam Ki~m nghi~m Duqc ph~m-My phfim,

, 11

Thl,fchi~n Cong van so 15355/QLD-CL ngay 03/81:2°18 cua C\lC Qui'm ly .
Duqc - B<) Y te ve vi~c dinh chi luu hanh thu5c vied: nen bao phim Unicet
(Cetirizin hydrocIorid 10mg), SDK: VN-18786-15',s5Ii10: UUNE 1703, H?:
0212020 do Cong ty Bal Pharma Ltd. (India) san xuat, qong ty CP duqc phiim
TW Codupha nh~p khfiu, thu5c khong d~t tieu chufin chfit luqng ve chi tieu d<)
hoa tan, nh&mbao dam m\lc tieu su d\lng thu5c hqp ly, anlltoan va hi~u qua. .

Sa Y te yeu du: :i
Cac don vi ki~m tra, thu h6i thu5c theo n<)idung gong van tren (Co eO/fg

.j

van ilinh kem). Ii
Sa Y te thong bao cac don vi biet va thl,fChi~n./k- il

I;
II

- Nhutren;
- Ban Giam d6c;
- Chi C\lC QLTT tinh;
- Thanh tra So';
- Website SYT;
- Luu VT, NVD.
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CONG HDA xA HOI CHd NGH1A V:q:T
DQcI?p - Tl[ d,O - Htloh phuc

Hit N(ji, ngay 03 tl71l,Jg 8' nam 2018

I:
- Sa Y t8 cac tinh, thanh phd trvc thuQP TW;
C• • h' • "- ong ty co p an dugc pham Trung ulcmgCodupha.

C\lCQuan ly DuQ'c thong bao:
I. Dinh chi lUllhanh thudc vien nen bao phim Unicet'(Cetirizin hydroclo id

10mg), SDK: VN-18786-15, s610: UUNE 1703, HD: 02/2020 do Cong ty al
Pharma Ltd. (India) san xu5t, Cong ty CP duQ'cphAm TW ~Jdupha nh?P khfi .

. , ,.

2. Yeu du Cong ty CP duqc ph5.m TW Codupha pj-J6ihgp v&i nha c g
J.. . 1..', J. :t 'I __cap va phan phol thuoc: :.

- Thong bao thu hdi t6'i cac co sa ban buon, ban le, 5Vd\Jhg thu6c vien
bao phim Unicet (Cetirizin hydroclorid 10mg), SDK: VN-18786-15, sdl<3:
1703. HD: 02/2020 do Cong ty Bal Pharma Ltd. (India) san,!,ml1tva tj~n hil.nh
hdi toan bQ 10thu6c khong dllt tieu chudn chAt luqng neutr~n. .

- GJii bao cao thu h6i v6 C\lCQulin Iy Dugc trong yang 15 ngay k6 tirong ,~
ky c<3ngvan nay, h6 so thu h6i bao gdm 55 luqng nh~p .khfi~, ngay nh?P khau, <3
luang thu h6i, cac bfulg chUng v~ vi~c th,!c hi~n thu hOi tlli pac co sa ban bu n,
b~ Ie, sir d\Jhg dii mua thu6c theo quy dinh tIli Thong tu.s6 I 1/20 IS/TT-B T
ngay 04/5/20 IS cua BQY te quy dinh v€ chill lugng thu5c, n~~yen li~u lam thu e.
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f~r~VCQUANLYDUQC
~ S6:;63 fJ-G IQLD-CL

VIv dinh chi !1m hanh thu6c khong. cse chat IUQng
, \ 1'1 6\\111'1 pl'lo 'i1101 \II Kinh'

5 , s6 t t. [1]
\)t~Nga-J)~::~..::.:....
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cnu,/e~:::::: ...~. .....~ cac quy ch8 duge hi~n hanh eua Vi~t N'~.
\.I.1U n . Can e:g'cllng ~viin~s6 253NNKT-KHTH ngay 15/6/2018 eua Vi~n K ~m

nghi~m thJ6c Tp. lid Chi Minh giri kern phi8u ki~rn Jghi~m s6 0043N N.
KT20 18 r4a~ '15/6/20 1-'8v~ thudc vien nen baophim Unicet (Cetirizinhydrocl rid
IOmg), S~:'.iYN.-187.S6:.t5, sd 10: UUNE 1703, HD: 02/2020 do Cong ty al
Pharma Lt(Jr',~lnm1!)'sim ~~t, Cong ty c6 phdn duQ'cphfurl Trung uang Codu ha
nh?p khfiu ~QJ:iy;~i'Cong ty TNHH duQ'cphfimLan A~h (11S, 134/1 To i8n
Thanh, PhuOng 15, QU?n 10, Tp. Hd Chi Minh). Thu6c kh6ng d~t tieu chu~n hl1t
. luqng v6 chi tieu dl) hOatan'i 'I

. Can CII van thu s5 808/2018/CDPIQLCL d6 ngay ~317120 IS cua Con
CP duQ'cph~m TW Codupha giii kern phi€u ki~m nghi~m ~:596021VKN-YC2
ngay 16/7/2018 eua Vi~n Ki~mnghi~m thu5c Tp. H6 Chi J\1irlhv6 m~u thu5c en
nen bao phim Unicet, sa 16:UUNE 1703 neu tren duQ'c 15y b6 sung t?i Can ty
TNHH duQ'cph6 A My (373/1/4A Ly Thuang Ki~t, Phu&ng 9, QU?n Tan Bi h,
Tp. Hd Chi Minh), thudc kh6ng d~t tieu chudn ch5t hIqng y~!eh{tieu dQhoa t. .
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: ~ 3. SaY te cac tinh, tMnh phB tl'\l'c thuQc Trung uang'; Y tBcae nganh thong
b~o cho d,c co sa kinh doanh, sir d\lllg thuBc va cong bB thong tin v~ quy~t diOO
tim h6i thu6c tren Trang thong tin di~n til clia Sa; ki~rn tra ~agiam sat cac dan vi
tlwc hi~n thOng baohay; xli ly nhlh1g dan vi vi ph?ffi thea quy dinh hi~n haOO.
:.:, I:

I : 4. SaY t~ Tp.'H6 Chi Minh kiBrntra va giam sat cac dan vi thiIChi~n thong'
bao nay, xu Iy cac dcm vi vi ph~m theo quy dinh hi~n hanh,:!bao cao v~ CI,ICQUID
iyDugc va cac co q~an chuc nang c6 lien quan. '
, r CI,ICQuim Iy pUQ'c thong bao d€ cac dan vi bich va t~iIc hi~n./.
I,

lVdi nh(ln~ ,I
• NhU' tren, 'i
:' " l.; 'Cpe wang Vii Tuan CUOng(4e b/e);
!:VKN thu6e TW. VKN t4u6e Tp. HCM;
I J, ,.
- Cpe Quan Y - BI) quoe phong;
! 'Cpe Y te - B(i Cong An;
; ;Cpe Y te GTVT - Bii GTVT;
!'caephimg £lKT, Thanh tra DMP, TTQCT - Cpe
IfQLD; website Cpe QLD;
_}Cong ty TNHHd!IQ:e phAmA My, 3731114A Ly,
IIT~uang Ki~~ p, 9, Q. Tiin Binh, Tp. HeM (d~ th\le
I 'hlen);!
11Luu: VT, CL (£In.!
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