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UBND TINH BINH PHV6c
SOYTE

s6: ::f-AJ /SYT-NVD
v/v Dinh chi lUll himh thu6c vien nen

Misoproston SDK VD-20509-14

CONG HOA xA HOI CHUNGHIA VIBT NAM
DQc I~p- T., do ;-H~nhphtic

I'
Binh Phu6'c, ngay);..-thang 04 niim 2018

II

Kinh gUi:- Cac co sa y t~ cong I~p va ngoai cong I~p trong tinh.

Th\IC hi~n Cong van 5674/QLD-CL ngay 02/04/2018. cua C\lC Quim Iy

Duqc - Bt) Y t~ v~ vi~c Dinh chi luu hanh thu&c Len nen Misoproston

(Misoprostol200mcg SDK VD-20509-14, s&10:0207,00: 20/03/20 do Cong ty

cb phfuI sinh hQc duqc ph:1m Ba Dinh sim xuat khong d~t tieu chufuI chat luqng

v~ chi tieu dt) d6ng d~u ham luqng, dt) hoa tan, dinh luqng, nh~m bao dam m\lc

tieu su d\lng thu&c hqp Iy, an toan va hi~u qua. Sa Y t~ tirill Binh Phuac yeu du:
, ,. II

Cac dan vi kiem tra, thu hoi thuoc theo nt)i dung song van tren (Co cong

van dinh kern).

Sa Y t~ thong bao cac dan vi bi~t va th\Ic hi~n.l.f

Ndinh9n:
- Nhutren;
- Ban Gilim d6c;
- Thanh tra Sa;
- Website SYT;
- Lun VT, NVD.
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CONG HOA xA HOI CHiT NGHiA VIET NAM. .

D{lc I~p - T\}' do - JI~nh phuc,

'ng 4 niim 2018

BOYTE
eIje QUANLY DUQ'C
SA. 51>14 /QLD-CL

V/v ilinh chi lint hlmh thlli\r. vifn
nenMisoprostolSDK VD-20S09-1

sa Y T TINH SINH PHUdc

BEliNS6 ..R?~ .
Ngay ..O!it!:f..[.~

Kinh giri: ~
•. " - Sa Y t6 c~p ~liaii1i.j:intnj_\TC.tlil QC TIung Hang;'.""'Cong ty' mBa Dlnh.

I \ "f • ~ J
- Can cu vao cac 9'ui che dlrgc hi~n himh ct'lI\Vi~t Nam.

- Can cu bao c~0.s5 J45/CL ngay 30/3/2018 cua t:)oanki@m tra theo Quy~t
dinh s5 69/QD-QLD clla CvctruOng Cvc QLD v~ ki6m tr~, oanh gia vi~c duy
trl dap (me tll\Tcha11ht6t san xu~t thuGe GNIP.'

Ti6p theo Cong van s6 4764/QLD-CL ngay 20/3/2018 clla Cvc Quan ly
DuQ'c ve vi~c dinh chi lUll hi'mh, thu h6i thu6c Vien nen MisoprostoJ
(MisoprostoJ 200 mcg), SElK: VD-20509-14, s6 10: 020~, HD: 20/03/20 do
C6ng ty C6 ph~n sinh hQc duQ'c ph~m Ba Elinh san xuat khong O(it tieu chuAn
ch~t Iuqng v6 chi tieu 09 d6ng d~u ham luqng, d9 hOa tan, dinh lUQ'llg.

Cvc Quan Jy Dm;rc thOng bao: . " i
1. Dinh chi lUll 118nh, thu hoi toan quoc thuoc Vien nen Misoprostol

(Misoprostol 200 mcg), SElK: VD-20509-14 do Cong ty cli. ph~n sinh 11Qcdugc
ph~m Ba Dinh san xuM.

2. Cong ty C11•phAn sinh h(,lc dugc ph~m Ba Ellnl1ph4i hgp vai nhil philn
ph5i thu6c, phai:

+ Trong thoi gian 03 ngay, gui thong bao thu h6i tai d.c CO' sa ban buon, ban
Ie, Slr dVng thu6c vien nen Misoprostol (MisoprostoI 20p mcg), SDK: VD-
20509-14 do Cong ty san xu~t va ti~n hanh thu h6i toan b9 thu6c neu tren (Iii
duqc san xuit, luu hi'mh.

+ Gui bao cac thu h6i v~ Cvc Qwin ly Dugc trong vong' 0 1 thang k&tir ngay
. kY Cong van nay, h6 so' thu h6i bac g6m s6 lugng slm xugds6 lugng philn ph6i,

ngay san xuat, s6 IUQng thu h6i, cac bfulg chUng v~ vi~c thl,1'Chi~n thu h6i t(ii cac
Co' sa ban buon, btm Ie, su d\lng dii mua thu6c theo quy dinh t\li Thong tu s6
09/2010I1!-BYT ngay 28/04/2010 cua B(>Y t~ hUOng dr vi~c quim ly ch~t
luqng thuoc. .

3, Sa Y t~ cac tinh thimh ph5 tnlc thu9c Trung uO'ng, Y t~ cae ngimhthong
bac cho cac cO'sa kinh doanh, su dVng thu6c thu h6i thu6c vien nen Misoprcstol
SDK: VD-20509-14, ki~m tra va giam sat eae dO'11 vi thl.rc!hi~n thong bao nay;
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. J' .1 - d "h th d' 1 h" J' h' b' I, ~C Q' J'xu y lulung an VI VI P \Un eo quy 1n 1 l~n la11; ao cao ve IIC uan Y
Duqc va cac ca quan chirc nang co lien quan. '[1

4. Sa Y tS tinh B~c Ninh Idem tra va giam sat Cong y c6 ph~l1 sinh hQc
duqc phAmBa Binh tll\TC hi~n vi~c thu h6i theo quy djnh.

~ ' '" ~ /C\lCQulm ly Duqc thong bao de cac d.onvi bietva th\1Cjhi~n , .

NO'inltp"" KT. eve TRUONG
. Nhulrcn; PHO eue TRUONG
- IT TruODPjQuer. CUOn,F! (dA 1:>/e); () l .
. CT Vii Tulin CU9Jg (de hIe); !,.-::~:;;;" r
• VKN thu5e TU':"VKN lhu5e Tp HCM' • ,:.(f,',r':"Ij<:~', ., IAfJ '.';,'"
. Cue Qulin Y -::DQ quec phong ; '" '~i;i~,...~\~ \Q.'-
. Cuo y t! - DQ COng an; \ \'•..: . • ..~.-)JJ
~ eve y t~GTVT - B,QGTVT; C"" \ ••.~~t-:'~:...:""W/b~
. ClIe phOn!'. flKT. QLKDD. Thanh Ira DUQ'e-MP. QLTT.QCT ()':;~'~_..'] ../o)..• \" x "Cue QLD; I l., Iycn Tat Bat
. LlTu: VT. CL (XH). I" .
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