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UBND 1iNH BlNH pHVoe
SOYTE

S6)JAhSYT-NVD
vIv Dinh chi luu himh thu6c
khong d"t tieu chufrn chAt lUQ11g

eONG HOA xA H(n eHl) NGHIA VIET NAM
DQc I~p - TI! do ..,.H\lnh phuc

Binh PhuO'c, ngay)lthimg 6 niim 2018

Kinh gfri: - Van phOng UBND cac huy~n, thi xii; .

- Cac co sa kham chua b~nh tren dia b~ tinh;,
- Cac ca sa kinh doanh, philn ph6i thu6c;

I

- Trung tam KiSm nghi~m Duqc phAm-My phAm.

/

Th\fc hi~n Cong vim s6 9877 /QLD-CL ngay 31/5/2018 cua Cvc Quim Iy
Dugc - BQ Y tS vS vi~c Dinh chi luu hanh thu6c khong d~t tieu chuAn ch~t

lugng vien nang etmg Neopeptine (Alpha amylase 100mg; papain 100mg; .

Simethicone 30mg) SDK: VN-17152-13, s6 10: R170n, NXS: 20111/2017,

HD: 19/11/2019 do Cong ty Raptakops, Brett & Co., Pvt.Ltd (India) san xu~t,

Cong ty C6 phk duqc phAm BSn Tre nh~p khAu, thu6c khong d~t tieu chuk

ch~t lugng vS chi tieu ham luqng Alpha amylase, nhfun oao dam mvc tieu sir

dVng thu6c hqp Iy, an toan va hi~u qua,

Cac dan vi kiSm tra, thu h6i thu6c theo nQi dung corlg van tren (Co cong

van ainh kern).

Sa Y tS thong bao cac dan vi biSt va th\fC hi~n.lf

Nui nh~n:
- Nhutren;
- Ban Giam d6c;
- Chi C\lC QL IT tinh;
- Thanh tra Sa;
- Website SYT;
- Luu VT. NVD.
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BOYTE
c1)e QUAN LY Dtr(JC
sfi: ~ 1>'11-/QLD-CL
v Iv dinh chi hru hanh thu6c

khOngd~ttieu clM1nch~t luqng

CONG HOA xA HOI C:AiI NGHIA VI~T NAM
f)Qc I~p- TI}' do" H~nh phuc

'.
Hit N9i, ngity 51 thil11g> nam 2018

gui:
s~ VTE TINH BiNH PHV C - Sa Y t~ ell: tin1?,thanh ph? tl'l,l'c.thuQc Trung uO'ng;

II 86., ...,af:....... Cong ty C0.rhan duQ'cpham Ben Tre (Dja chi: 6A3 QL60,

DEN lIit (/] J Phu Tan, Ben Tee),NgaY,l.VI,I,O. f.~

Chuytin ............•... t.'an. ' vao cac qui ch€ duQ'chi~n hmh cua Vi~t Nam,
LtJu h6................. •.....• Cong van s6 339NKNTTW-KH ngay 22/05/2018 cua Vi~n Ki€m

~ ~. ,.,
nghi~m thuoc Trung uO'ng gt'ri kem phieu kiem nghi~m so 48L244 ngay
22/05/7,0III v~ tlmac ~FVien nang clrng Neopeptine (Alpha amylase 100mg;
Papaih 100mg; Simethicone 30mg), SDK: VN-17152-13, s6 16: R17072; NSX:
20/11/2017; lID: 1911'112019do Cong ty Raptakos, Brett:& Co., Ltd, (India) san
xu~t, Cong ty c6 ph~n duQ'cph~m BSn Tre nh~p kh~u, M~u thuoc do Vi~n Ki€m
nghi~m thuoc Trung uO'ng I~y t(li C6ng ty TNHH DuQ'cp'h~m NgQc Di~p (Qu~y
537, tAng 5, Trung tam philn phoi DuQ'c phk va Trang thiSt bi y t~ Hapu
Medicenter, s6 1 Nguy~n Huy TLT<Jng,Thanh Xuiln, Ha NQi). Thuoc khong d(lt
tieu chu~ ch~t luqng v€ chi tieu Ham hrqng Alpha amylase,

Cvc Quan Iy DUQ'cth6ng bao:
I, DInh chi luu hanh toil11qu6c thuoc Vien nang cdng Neopeptine (Alpha

amylase 100mg; Papain 100mg; Simethicone 30mg), SDK: VN-I7I52-13, S5
10:RI7072; NSX: 20/11/2017; HD: 19/11/2019 do Cong ty Raptakos, Brett &
Co" Ltd. (India) san xu~t, Cong ty cli ph~n dugc ph~m B~n Tre nh~p kh~u,

2, Cong ty cli ph~ dugc pham B~n Tre phoi hgp vai nha cung dp va philn
ph6i thu6c, phai:
+ Trong thoi gian 05 ngay, gui th6ng bao thu h6i tai elk cO'sa ban buon, ban

Ie, sti dVng thuoc Vien nang cung Neopeptine (Alpha amylase IOOmg;Papain
100mg; Simethicone 30mg), SDK: VN-17152-13, S$ 10: R17072; NSX:
20/11/2017; HD: 19/11/2019 do C6ng ty Raptakos, Brett '& Co" Ltd, (India) san
xu~t, Cong ty C6 ph~n dugc ph~m B~n Tre nh~p khau va ti€n hanh thu h6i toan
bQ16thu6c khong d(lt tieu cl1U~ ch~t luqng neu tren.

+ Gui bao cao thu h6i v€ evc Quim Iy Dugc trong vang 01 thang k€ tu ngay
ky C6ng van nay, h6 sO'tim h6i baa g6m s6 luqng nh~p !<h~u,ngay nh~p khau,
s6 luqng thu h6i, cac b~ng chUng v€ vi~c th\l'c hi~n thu h6i t(li cac CO'sa ban
buon, ban Ie, su dVng dii mua thu6c thea quy dinh t~i Thong tu s5 09/20101TT.
BYT ngay 28/04/2010 cua BQ Y tS hu6ng d~n vi~c qui'm I~ ch~t luqng thu6c,
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3. Sa Y tS cac tlnh thanh ph6 tn,Ic thuQc Trung u'a~g, Y t€ cac nganh thOng
baa cha cac CO'sa kinh daanh, SlT d\mg thu6c tim hai 16 thu6c khong O\ltch~t
Iuqng IH~U tren, kiSm tra va giam sat cac dan vi thl,Tchi~n thOng baa nl\Y;xu ly
nhilng dan vj vi ph\lm thea quy djnh hi~n hilnb; baa dO' Y~ C1)CQuan ly DIrge
va cac cO'quan ch(rc nang co lien quan. .

4. Sa Y t€ thanh phd Ha NQi, So' Y t€ tinh B€n T~e ki€m tra va giiim sat
". ~. ~ f \ •

COJlg ly Co phall dU(fC phiim Den TIe thl,Tchi~l1vi9C tIm h6i va xu Iy thuoc bi
thu h6i thea quy d)nh.

" '.eVe Quan Iy DUQ'e thong bao de cac dan vj biet va t1wc hi~n ./.

NtTi 1I/IP1l:
- NhLI tren;
• Cpc lmans YO Tufrn Clt<'rng(de I>/c);
. 'YKN th1l6c TV', YKN thu6c Tp. HCM;
• CIICQuan Y - So qu6c phong ;
. Cpc Y te - So Cong an;
. Cpc Y te UTVl' -l:lO UTVT;
• Cac phong flKT, QLKnn. Thanh Ira Dtr(JC-MP, QI.TT-

QCT - Cpc QLD;
. Cong ty TNHH Dlt(Tc plldm NgQc Di~p (QuAy 537, tftnl1

5, Trung tam phiin ph6i Dtr(Tcph~m va Trang thiet bj y te
Hapu Medicentcr, s6 l Nguy€n Huy TLrong, Thanh
Xuan, Ha Noi) (de Ih\lC hi~n);

- Lltu; YT, CL(HP).

KT. eve TRUONG
PRe) C1;JCTRUONG
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