UBND TINH KHANH HOA CONG HOA XA HQI CHU NGHIA VIET NAM

SOYTE Poc lap - Tw do - Hanh Phiic

$6:4949 /SYT-NVD Khdnh Hoa, ngay A5 théng 8 nam 2016
V/v dinh chi luu hanh thu6c khong dat
tiéu chudn chét lugng

Kinh gtri:
- Céc donvi Y tétrong tinh;
- Bénh vién 22/12; Bénh vién Tam tri; BV Mat-Sai
Gon-Nha Trang; Cac phong kham da khoa;
- Phong Y té huyén, thi, thanh phd;
- Céc co so kinh doanh thude.

S& Y té nhan cic van ban cia Cuc Quan 1y Duge, gdm c6: Van ban s6
14408/QLD-CL ngay 29/7/2016 va vin ban sb 14450/QLD-CL ngay 01/8/2016 vé
viéc dinh chi luu hanh thudc khong dat tiéu chuén chit lugng, S& Y té yéu clu céc
co quan, don vi, cic co s& kinh doanh va sir dung thudc thuc hién céc ndi dung
sau:

1. Tai cac van ban néu trén tai dia chi: syt.khanhhoa.gov.vn (Muc Vén ban So
Y té) dé trién khai thuc hién.

2. Céac co s& kinh doanh, cac don vi sir dung thudc kiém tra, ra soat, dimg
ngay viéc kinh doanh, st dung, tién hanh thu hdi va bdo céo vé 8¢ Y té (phong
Nghiép vu Dugc) trude ngay 22/8/2016 néu dang kinh doanh, sir dung mét hang
thudc tai c4c van ban néu trén.

3. Thanh tra S&, Phong Nghiép vu Dugc, Trung tam kiém nghiém va Phong Y
té huyén, thi x4, thanh phd c6 trach nhiém kiém tra, gidm st cac don vi thuc hién
thong béo nay; xt Iy cac don vi vi pham theo quy dinh hién hanh, bdo cédo S¢ Y te.

Yéu ciu céc co quan, don vi, cac co so kinh doanh va st dung thudc nghiém
tic thue hién./ ,Ié,}

Noi nhgn: |(T.GIAMDPOC |
~Nhur trén; — PO GIAM POC
-Phong Y té huyén, thi, thanh phd; N

-Trung tdm kiém nghiém;

-Chi cuc QLTT;

-Phong NVY, Thanh tra S¢;

-H6i HNYTTN;

-Bao Khanh Hoa (nha bao Thao Ly);
-Luu: VT, NVD.

Lam Quang Chufng




BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC - . Djelap - Tw do - Hanh phiic
sé: 44408 joLD-cL Ha Ngi, ngay 23 thing % nam 2016

V/y: dinh chi Iru hanh thudc
khong dat tiéu chuén chét lwong

| SO Y TE TINH KHANH HOA

inh gri:

%5145 : - SaYté cac tinh, thanh phd trure thude Trung wong;
D F \T Nqa»)O 16 - - Congty c6 phan Duge Trung uong 3.

- Cé,n cﬁvéghcac qui ché duge hién hanh cia Viét Nam.

- ‘Cén cu Cﬁng vin 56 482/VKNTTW-KH ngay 15/07/201 6 cua Vién Kiém
ngtuﬁm thuée Trung wong giri kém phiéu kiém nghiém s6 461344 ngay
14101“/2016 vé thuoc Vién bao dudng Aronamin Gold, Sé 16: Z11007, NSX:

120/11/2014, HD: 19/1 172017, SDK: VN-5616-10 do Céng ty Ildong Pharm. Co.,

Ltd. (Koi'ea) san xuit, Cong ty ¢b phan Duogc Trung uong 3 (tén cii 1a Cong ty
TNHH MTV Duogc Trung uong 3) nhap khiu. MAu thubc do Vién Kiém nghiém
thuéc Trung wong lay tai Céng ty ¢b phdn Duge phim Trang Vinh (Quéy 442,
ting 4, Trung tdm phan phdi Dugc phim va Trang thiét bj y & Hapu
Medlcenter, s6 01 Nguyen Huy Tuong, Thanh Xuén, Ha N6i). Thude khong dat
tiéu chuén chit luong vé chi tiéu Dinh lugng Fursultiamin.

Cuc Quan ly Dugc thong bédo:

1. Binh chi luu hanh toan quéc thuéc Vién bae dudng Aronamin Gold, S6
16: Z11007, NSX: 20/11/2014, HD: 19/11/2017, SBK VN-5616-10 do Céng ty
Ildong Pharm. Co., Ltd. (Korea) san xuit, Cong ty cd phén Duot Trung ucmg 3
nhép khau

2. Cong ty cb phan Duge Trung wong 3 phm hep v&i nha cung cép va phan
phéi ﬂtmﬁc, phai: «

+ Trong thoi gxan 05 ngéy, gui thong bdo thu hdi 161 céc co s& ban bubn, ban
1, sir dung thudc Vién bao dudng Aronamin Gold, $6 16: Z1 1007, NSX:
Zﬁll 172014, HD: 19/11/2017, SDK: VN-5616-10 do Céng ty Ildong Pharm. Co.,
Ltd, (Korea) san xut, Céng ty cb phan Dugc Trung wong 3 (tén cii 1a Cong ty

TNHH MTV Duogc Trung Irong 3) nhip khdu va tién hanh thu hdi toan bo 16

thuée khoéng dat tiéu chuﬁn ch&t lugng néu trén.

+ Gui béo cdo thu héi vé Cye Quin Iy Duge tude ngay 30/08/2016, hé so
thu héi bao gﬁm 56 lugng nhép khau, ngay nhap khiu, s lugng thu hi, céc
béagﬁhtmg vé viée thyc hién thu hdi 12i cde co s¢ ban budn, ban I¢, sir dung da

 thude theo quy dinh tai Théng t $6-09/2010/TT-BYT ngay 28/04/2010 ciia
B Yémm&nmcm Iy uhat 1u¢ng thudc.




3. jEiii'r ) te cac tmh thanh pho truc thude Trung uong, Y t& cac nganh thong
bdo ¢ o, céc co s& kinh doanh, st dung thube thu hdi 16 thudc khéng dart chét
lugng néu trcn, klem tra va gidm sat cic don vi thyc hién thong béo nay; xu ly
nhimg don vi vi pham theo quy dinh hién hanh; bao cao vé Cuc Quin Iy Dugc
va céac co quan chirc néing c6 lién. quan .

4. JS& Y té Tp. Ha Noi, S& Y té Tp. Pa Nang kiém tra va giam sét cac dcn vi
thyc hnen viée thu hoi va xir 1y thudc bi thu héi theo quy dinh. -

Cklf Quan ly Duqc thong bao d8 cac don vi biét va thyc hién ./.

N%%"”ﬁ" - KT. CUC TRUONG

u 4

- CT Truong Quéc Cudng (d€ b/e); C TRU’(")N G
- huge TU, VKN thuc Tp. HCM;.

- Cue Y —B6 quoe phong;

- Cuc Y té ~ B Cng an;

- Cuc Y té GTVT ~ B GTVT;

- Céc hbng DKT, QLKDD Thanh tra Dugrc-MP QLTTQCT, Tap
_ichi Durge & My pham, Websne Cuc QLD;

Ty E'IIDP Trang Vinh (Quly 42, ting 4, TT PPDP va TTBYT
Hap Medlcentcr, s6 01 Nguyen Huy Tum1g, Thanh Xuéan, Ha
Nﬁ:{ &qe thuc hién);

- Lwu AD). |
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- BOYTE ~ CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC s Doc lap - Tw do - Hanh phie
SOyy45v /QLD-CL Ha Noi, ngay o/ thing Q ndm 2016
Vi/v: dinh chi liru hanh thuéc .
khﬁng dat tiéu cl_man chat lugng
!L“'” VE NSRSV £
+sei Rk = SoY inh, thanh pho I
l LG - SoYté cac tinh, thanh p 6 true thude Trung wong;
D ]31\ n,a,do.ﬂ,.. - - CongtyCb phan Dugc Dai Nam.

| ‘,ruyen

=Cfin cit vio cic qui ché duoc hién hanh cia Viét Nam.

- Can ‘et Cong. van s6 480/VKNTTW-KH ngay 15/7/2016 cia Vién Kiém
ngh1¢ng~1°ﬂméc Trung ‘uong giri kém phiéu kiém nghiém so 461343 ngay
13/7/2 .116_’ve thude Vlen nén bao phim Koact 1000 (Co-amoxiclay tablets BP

25mg), s6 16: NY8715003-A, NSX: 23/05/2015, HD: 22/04/2017, SPBK:
VN-17256. “"‘f' do Cong ty Aurobindo Pharma Ltd. (India) sin Xuit, Cong ty Cb
)ai-Nam nhap khau Mau thuoc do Vién Kiém nghlem thube Trung
uong léy ta; Cfmg ty: TNHH duqc pham An Trucmg Sinh (Quay 332 tang 3
Hapu Medicenter s8 01 Nguyen Huy Tucmg, Thanh Xuan, Thanh phé Ha Ngi).
Thube khéng dat tiéu chuin chét Iuong vé chi tiéu dinh luong, d6 hoa tan cta
acid clavulanic.

Cuc Quan ly Dugc thong béo:

1. Dinh chi luu hanh toan quéc thudc Vién néh bao phim Koact 1000 (Co-
amoxiclav tablets BP 875-125mg), s 16: NY8715003-A, NSX: 23/05/2015,
HD: 22/04/2017, SBK: VN-17256-13 do Céng ty Aurobindo Pharma Ltd.
(India) san xuét, Cong ty C6 phan Duge Pai Nam nhap khau, -

2. Cﬁng ty C6 phan Duoc Pai Nam phm hop véi nha cung Cap va phan phéi
thude, phai: o

+ Trong thoi gian 05 ngdy, gii théng béo thu héi téi cac co s& ban budn, bén
l¢, sir dung thube Vién nén bao phim Koact 1000 (Co-amoxiclav tablets BP 875=
125mg), s6 16: NY8715003-A, NSX: 23/05/2015, HD: 22/04/2017, SPK: VN-
17256-13 do Cﬁ;ng ty Aurobindo Pharma Ltd. (India) san xuit va tién hanh thu
hoi todn b 1B ’thuﬁﬂ khoéng dat tiéu chuén chit lrong néu trén.

+ Gul hﬁo céo thu hoi ve Cuc Quan ly Duge trude ngay 30/8/2016, hd so thu
héi bao gdm sb lugng nhap khau, ngdy nhap khéu, s6 luong thu hdi, céc bing
ch:mg vé_vx@c thye hién thu héi tai cac cor & ban buédn, ban 18, st dung da mua
huoc theo quy dinh tai Théng tu 56 09/2010/TT-BYT ngay 28/04/2010 ctia B6
Yié huémg an wéc quan ly chat luqng thudc.




Cu Y € GTVT - B GTVT;
1
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Heoch

- VKN uée TU, VKN thubc Tp. HCM,

cde co sd kmh doanh, su dung thudc thu hdi 16 thudc khong dat chét
lugng néu treil klem tra va glarn st cac don vi thuc hién thong bdo nay; xir ly
nhimg Pn v1 Vi pham theo quy dmh hién hanh; bio cdo vé Cuc Quan Iy Dugc
va céc( ¢o quan chirc nang cé lién quan '

4, So' Y té thanh ph6 Hb Chi Minh, S& Y té thanh pho-Ha Noi klem tra va |

gidm sat cdc don vi thl,rc hién viéc thu héi va xtr Iy thude bi thu hdi theo quy
dinh. -

Cuﬂ Qlian Iy Duqc thong bao qie c4c don vi biét va thuc hién ./.
H

3 1& Ylte céc tmh thanh pho truc thudc Trung uong, Y té cac nganh T.hong

A

Naaal "F | ] KT. CUC TRU’O\TG
- Nhrteén;, | |
- CT Truong Quée Cudng (dé bic); P{T,L CUC TRU’O’N G

Cuc Qdén Y - B§ quée phong ;-
ﬂa-— B{ Cong an;

- Cécp. ng BKT QLKDD, Thanh tra Duqc-MP QLTT-QCT,
Tapc i lDu'qc &‘, My phim, Website - Cuc QLD;

INE 'guqc phim An Truong Sinh (Quiy 332 tAng 3
enter so 01 Nguyen Huy Tué:ng, Thanh Xuﬁn Thanh
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