
UBND TINH KHANH HOA
SOY TE

S6: 3 J!J /SYT-NVD
v/v dinh chi hru hanh va thu h6i

thuoc chira heat chat lysozym; thuoc
khong dat tieu chuan chat hrong

\KHAN Kinh giri:

C(>NGHOA xA HQI CHU NGHiA VI¥T NAM
D<)cl~p - T\f do - H~nh Phuc

Khanh Hoa, ngay ;{J thdng 5 nam 2015

- Cac don vi Y tS trong tinh;
- Benh vien 22112; Benh vien Tam tri; BV M~t-Sai

Gon-Nha Trang; Cac phong kham da khoa;
- Phong Y tS huyen, thi, thanh pho;
- Cac ca so kinh doanh duce.

Sa Y tS nhan duce cac van ban cua Cuc Quan ly Diroc, g6m co: van ban s6.

5131/QLD-CL ngay 23/3/2015 vS viec dinh chi luu hanh va thu h6i cac thu6c

chua heat chat Lysozym; van ban s6 5774/QLD-CL ngay 31/3/2015 vS viec dinh

chi hru hanh thu6c Kyungsol Tab do khong dat tieu chu~n chat hrong; van ban s6

5746/QLD-CL ngay 31/3/2015 vS viec xir ly thuoc prednisolon gia, So Y tS yeu

c~u cac ca quan, don vi tai van ban tai dia chi: www.syt.khanhhoa.gov.vn dS trien

khai thirc hien,

Thanh tra So, Phong Nghiep vu Diroc, Trung tam kiSm nghiem va Phong Y

t6 huyen, thi xa, thanh pho co trach nhiem kiSm tra, giam sat cac don vi thirc hien

thong bao nay; XU ly cac don vi vi pham theo quy dinh hien hanh.

Cac CO' quan, don vi bao cao kSt qua thirc hien noi dung lien quan vs So y

t6 truce ngay 25/5/2015./.

Noi nhiin:
-Nhu tren;
-Lanh dao Sa;
-NVY, Thanh tra Sa;
-H()i HNYTTN;
-Bao Khanh Hoa (nha bao Hai Y~n);
-Luu: VT, NVD.
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BO y TE C(>NGHOA noi xA CHU NGHiA VI~T NAM
eve QUAN LY DUQC D()cl~p - T\f do - H~nh phuc
S6: 5f 5 1 /QLD-CL, Ha N9i, ngay ol3 thang -3ndm 2015

v/v dinh chi hru hanh va thu hoi cac
thuoc chira hoat ch:it Lysozym

Kinh ziri:
~"J_l,1LH~1l!~ll_I;(•If - S&Y tS cac tinh, t~imh phb tnrc thuoc Trung u?Tig; ,

"' so·Jb.4.0 ·-1 - Cac don vi san xuat, kinh doanh, xuat nhap khau thuoc;
DEN "g,,311:::J - cac benh vien, vien co giuong benh,
Cr:uv{'i . . . .... Can ir kSt I;i~ cua ~9i dllng tu vfin cfip s6 dang ky thuoc cua B9 y tS ngay
·-----:------141·+1~ . .. a Quyet dinh so 627/QD-QLD ngay 03/11/2014 cua Cuc Quan ly Diroc

vS viec rut s6 dang ky hru hanh thu6c ra khoi danh muc cac thu6c duce cfip s6
dang ky tai Vi~t Nam d6i voi cac thu6c clnra hoat chfit Lysozym, ngay 23/01/2015,
Cuc Quan ly Duce da co cong van s6 1209/QLD-CL vS viec dinh chi hru hanh va
thu h6i cac thuoc chira hoat chfit Lysozym theo danh muc dinh kem,

Sau khi ra scat viec cfip s6 dang ky, san xufit, nhap khau, hru hanh va tu6i
tho cua thuoc, xet kha nang hru hanh tren thi tnrong cua cac thuoc co s6 dang ky
da hSt hieu Ive nhung duce san xuat, nhap khau tnroc ngay 03/11/2014, dS dam
bao thu hlli triet dS cac thuoc chira hoar chfit Lysozyme va dam bao an toan cho
nguoi sir dung, Cuc Quan ly Duce thong bao:

1. Dinh chi hru hanh tren toan qucc va thu h6i toan b9 cac thuoc chira hoat chfit
Lysozym.

2. Cac don vi san xufit, nhap khau, uy thac nhap kh~u cac thuoc clnra heat chfit
Lysozym phdi hop voi don vi cung cfip va phan phoi thuoc tiep tuc trien khai hoat
dong thu h6i toan b9 cac thuoc clnra hoat chat Lysozym da san xufit, nhap khau;
dirng ngay viec phan phoi, dua vao san xufit s6 luong nguyen lieu Lysozym con
t6n; bao cao kSt qua thu h6i, s6 hrong nguyen li~u Lysozym con t6n va huong xir
ly vS Cuc Quan ly Duce truce ngay 25/4/2015 theo quy dinh,

3. Cac benh vien, vien co gnrong benh dung ngay viec ke don va Slrdung cac thuoc
chirahoat chfitLysozym, thu h6i dS tra lai thuoc cho cac CO'so phan phoi, cung irng.

4. Say tS cac tinh, thanh ph6 tnrc thuoc Trung uong, y tS cac nganh thong
bao cho cac CO'SCTSan xuat, nhap khan, uy thac nhap khau, kinh doanh, sir dung
thuoc ngirng sir dung va thu hoi toan b9 cac thuoc clnra hoat chfit Lysozym; kiem
tra, giam Sat cac don vi tra lai thuoc cho CO'SCTcung Ung Va thirc hien thong bao
nay; xir ly nhtrng don vi vi pham theo quy dinh hien hanh; bao cao vs C\lCQuan ly
Dtroc va cac CO'quan chirc nang co lien quan.

Cuc Quan ly Diroc thong bao dS cac don vi biSt va thirc hien.'.
Nui n!tq.n: KT. CUC TRUONG
- Nhu tren; . _ ~,· •.. RUONG
- C1,1ctnrong !ru°'.!g quoc.~uc'mg (de bao cao); /'. __'.- "'/ '.
- Thanh tra B9 Y te (de phoi hop); ,: ,. ._-·"'-· · .,
- Cuc Qml~ ly kham chtta b~.nh (dS ph6i hop); { 1i':-,· '. • 'i
- VKN thuoc TW, VKN thuoc Tp. HCM; · ·· . · • lr
- Cuc Qu~n Y - B() quoc phong; Cuc Y tS - B() Cong An; v~ .:\~.'t..~.,'., . . ~
- C\lCy te GTVT- B() GTVT;Tong C\lCMi quan - B() Tai chinh; \;.~·..': ·:;=. ,.-...-~--:.-·:'· ·:·,QA-.·' f
- Cac phong trong Cuc, Ti;tpchi Duce MP; website Cuc QLD; ~._C/';,,,,-'
- Luu: VT, CL (DT). ' :='. ·- .~Dong



BOYTE
Cl)C QUAN LY DUQ'C

S6: 5ft'fQLD-CL
V/v dinh chi hru hanh

thu6c khong dat tieu chuan chftt hrong

C<)NG HOA xA H<)I CHU NGHiA VIJ~TNAM
D()c I~p - T\f do - H~nh phuc

Ha N9i, ngay3/1 thdng 0 ndm 2015

.V'nb '.r-:-:-, -,',~--. -~--:--·-----:·--u...••1 gm:
i ••••o' I~,I (\II l\IL\\,ll !I()\ Sc y t:.. , t' h thanh h:.. t th " T,- - a e cac m a p o rue uoc rung irong

ii f) E"..,'N~ s~. ci.O~g·~· · lr,: , - Cong ty c6 phan duoc pham va thiSt bi y tS Da N~ng
1 N ~av. :.1.•.r:1 .•/ :.J 'II . - .

I ''' ' ' I
I ~ .' I
i 0nuver . . . . . e·~ , , , h:.. d hie hanh , y·" Nc ; __ ·---------=- ,an cu vao cac quy c e uc;rc It;!n a cua iet am.

- Can cu cong van s6 161/VKNTTW-KH ngay 17/3/2015 cua Vien KiSm
nghiern thuoc Trung irong giri kem phieu kiSm nghiem s6 45L 98 ngay
17/3/2015 vS thuoc Kyungsol Tab., SDK: VN-6801-08, S6 10: SDM 1304, NSX:
21105/2013, HD: 20/05/2016 do Cong ty Crown pharm Co., Ltd., Korea san
xuat, Cong ty c6 phan duce pham va thiet bi y tS Da N~ng nhap khau. M~u
thuoc duoc lfty tai Cong ty TNHH Diroc pham Th~ng Loi (Quay 122, Tfing 1,
Trung tam phan phoi duoc pham va thiSt bi y tS Hapu Medicenter - se 1,
Nguyen Huy Tuong, Thanh Xuan, Ha N9i). Thu6c khong dat tieu chuan chftt
hrong vs chi tieu dinh hrong betamethason va chi tieu d9 ct6ng ctsu ham hrong
betamethason.

Cuc Quan ly Duce thong bao:

1. Dinh chi hru hanh toan quoc thuoc Kyungsol Tab., SDK: VN-6801-08,
S6 lo: SDM 1304, NSX: 21/05/2013, HD: 20/05/2016 do Cong ty Crown pharm
Co., Ltd., Korea san xuftt.

2. Cong ty c6 phan diroc pham va thiet bi y tS Da N~ng phoi hop voi nha
cung cftp va phan phoi, phai:

+ Trong thoi gian 05 ngay giri thong bao thu h6i toi cac ca so' ban buon,
ban le, sir dung thuoc Kyungsol Tab., SDK: VN-6801-08, S6 lo: SDM 1304,
NSX: 21/05/2013, HD: 20/05/2016 do Cong ty Crown pharm Co., Ltd., Korea
san xuat va tiSn hanh thu h6i toan b9 Io thuoc khong dat tieu chu~n chfit hrong
neu tren.

+Gui bao cao thu h6i vS Cuc Quan ly Duce truce ngay 30/4/2015, h6 so
thu h6i bao g6m s6 hrong nhap khau, ngay nhap khau, s6 Iuong thu hoi, cac
bang chirng vS viec thuc hien thu h6i tai cac C(J so ban buon, ban le, SU dung
thuoc da mua thu6c theo quy dinh tai Thong tu s6 09/2010/TT-BYT ngay
28/4/2010 cua B9 y tS huong d~n viec quan ly chftt hrong thuoc

3. Sa y tS cac tinh, thanh pho true thuoc Trung irong, y tS cac nganh
thong bao cho cac ca so kinh doanh, SU dung thuoc thu h6i lo thuoc khong dat
tieu chuan chat hrong neu tren; kiem tra va giam sat cac don vi thuc hien thong
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bao nay; XU ly nhfrng don vi vi pham theo quy dinh hien hanh; bao cao ve Cuc
Quan ly Duce va cac ca quan clnrc nang co lien quan.

4. Sa Y tS thanh phB Da N~ng, Sa Y tS thanh phB Ha Noi giam sat Cong
ty cb phan duoc pham va thiet bi y tS Da N~ng thirc hien viec thu h6i thu6c va
xir ly thuoc bi thu h6i theo quy dinh.'.

Noi nh(i.n:
- Nhu tren;
- VKN thuoc TW, VKN thuoc Tp. HCM;
- Cuc Quan Y - B9 quoc phong;
- C\lCy t@- B9 Cong An;
- Cuc Y t@GTVT - B9 GTVT;
- Cac phong trong Cuc, Tap chi Duce MP; Website Cuc QLD;
- Website B9 Y t@;
- Cong ty TNHH DP Thang Loi (Quay 122, Tang 1, Hapu

Medicenter - Sb 1,Nguyen Huy Tuong, Thanh Xuan, Ha N9i) (d~
thirc hien);

- Luu: VT, CL (LD).
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BOYTE

eve QUAN Ly DU<}C
C<)NG HOA xAH<)I CHU NGHiA vrer NAM

D(}c l~p - Tl}' do - H~nh plnic

S6: 5f!fh (QLD-TTra Ha N9i, ngay .54 thdng 3 ndm 2015
r • -- ::-c--~-"--Viv-xirtV-th.r uocprednisolongia
~-...;oY -:T Tl~ll l\ll.\ \II H~--

' " So: ~8..85.... l
IDEN Ngay:. 01".A.,15"j Kinh giri: Sa Y t€ cac tinh, thanh ph6 tnrc thuoc Trung irong

Chuyen. : :. ---~gly30/12/2014, Cuc Quan ly Duce nhan duce cong van s6 1002NKNTTW-

KH, kem theo bien ban IAym~u; phieu kiem nghiern s6 45GT11 ngay 26112/2014cua
Vien kiem nghiem thuoc Trung uong, bao cao viec m~u thuoc mang ten Prednisolone
Tablet, SDK VN-11654-10, s6 lo PDT VK019, NSX 02111/2011, HD 01111/2016,
thuoc do cong ty Y.S.P. Industries (M) SDN.BHD - Malaysia san xuat, cong ty cf>
phan Duce lieu Trung irong 2 nhap khau, m~u thuoc duce ldy tai quay thuoc Quang
Thanh (s6 7, khu 1 duong Le Loi, thi trdn Tra On, tinh Vinh Long) khong c6 hoat chdt
Prednisolone.

Ngay 09/3/2015, Cuc Quan ly Duoc nhan duoc cong van s6 145/DL2-KHCN
ngay 13/02/2015 cua cong ty c6 phan Diroc lieu Trung irong 2, kem theo bien ban ldy
m~u; phieu kiern nghiem s6 0003NKN-KT2015 ngay 09/02/2015 cua Vien kiem
nghiem thuoc Tp.Hb Chi Minh, bao cao k€t qua kiem nghiem lo thuoc Prednisolone
tablet, SBK VN-11654-10, s6 10 PDT VK019, NSX 02/1112011, HD 01/11/2016,
thuoc do co~g ty Y.S.P. Industries (M) SDN.BHD - Malaysia san xuat, cong ty c6
phan Dtroc lieu Trung irong 2 nhap khan, m~u thuoc duce ldy tai kho cong ty c6 phan
Duce lieu Trung irong 2 (s6 97 Quang Trung, phuong 8, quan Go Vdp, Tp.Hb Chi
Minh), k€t qua 10 thuoc Prednisolone Tablet neu tren dat yeu cdu chdt hrong cac chi
tieu theo DDVN IV.

Nhir vay, m~u thuoc c6 ten Prednisolone Tablet duce ldy tai quay thuoc Quang
Thanh (s6 7, khu 1 dirong Le Loi, thi trdn Tra On, tinh Vinh Long) la thuoc gia,

1. D€ dam bao an toan cho ngiroi su dung, Cuc Quan ly Duce de nghi Sa Y t€ cac
tinh, thanh ph6 tnrc thuoc Trung uong, Y t€ cac nganh:

- Thong bao cho cac CO' so kinh doanh, SU dung thuoc khong duoc buon ban, SU
dung thuoc mang ten Prednisolone Tablet neu tren, c6 nhan thuoc tren IQdiroc phan
biet voi thuoc th~t tai dong cu6i cung c()tben trai nlur sau:

Miu th~t Miu gia
(mfiunhan do cong ty c6 phan Duce lieu (mfiunhan hru tai Vien kiem nghiem

Trung irong 2 cung c~p) thuoc Trung irong)

203809-04 11*09*27000*S.SIE*122216130*30 203809-04 11*05*107000*S.SKA*122216130*30
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M§.u gia

- Ph6i hop voi cac CO' quan truyen thong d~ thong tin toi cac CO' s&buon ban, SU
dung va ngiroi dan bi~t d~ khong buon ban, sir dung thuoc Prednisolone Tablet gia co
cac dftuhieu neu tren,

2. Sa Y t~ tinh Vinh Long
- Ph6i hop voi cac ca quan chirc nang lien quan ti~n hanh kiem tra quay thuoc

Quang Thanh (s6 7, khu 1 duong Le Loi, thi trftnTra On, tinh Vinh Long) d~ truy tim
nguon g6c lo hang Prednisolone Tablet gia neu tren va XU Iy vi pham theo quy dinh
cua phap lu~t.

- Bao cao k~t qua kiem tra, xtr ly vi pham lo hang tren v~ Cuc Quan ly Diroc.
Cuc Quan ly Diroc thong bao d~cac don vi biet va thuc hien,

Nai nh{in:
- Nhir tren;
- B()tnrong Nguyen Thi Kim TiSn (dS b/c);
- Thu tnrong Ph1.1mLe Tu§n ( dS b/c);
- Cuc tnrong Truong Quoc Ctrong (dS b/c);
- Thanh tra B9 Y tS;
- Cuc Quan y-BQ Quoc phong;
- Cuc Y tS - B()Cong an;
- Cuc Y tS Giao thong v~n tai - B9 Giao thong v~n tai;
- Vien KN thuoc TW, VKN thuoc Tp. H6 Chi Minh;
- Cong ty cb phAn Diroc lieu trung irong 2;
- Website Cuc QLD, T1.1pchi Duqc&My pham;
- Phong DKT, QLITQC thuoc, QLCL thuoc, QLKD
diroc
-Luu VT, TTra.
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