UBND TINH DONG NAI CONG HOA XA HOI CHU NGHIA VIET NAM
SOY TE Doc 1ap — Tw do — Hanh phiic
86: SOF9 /SYT-NVD Poéng Nai, ngay [ § thang |2 ndm 2017
V/v Dinh chi luu hanh thude khong
dat tiu chudn chit luong

Kinh gri:
- Gidm dbc c4c don vi truc thude S& Y té;
- Truéng phong Y té cac huyén, thi xd Long Khanh,
thanh phd Bién Hoa;
- Cac co s& ban budn thube trén dia ban tinh.
(Sau day goi la cac don vi)

, Thuc hién Céng vin sb 20508/QLD—CL ngay 06/ 12/2017 cvia Cyc Quan ly Duge- Bo
Y té Vé, Vi§c dinh chi luu hanh thudc khong dat tiéu chuan chat luong; Giam doéc
S& 'Y t€ Dong Nai thong béo:

1. Pinh chi vy hanh trén dia ban tinh Péng Nai thu(f>c Vién nang mém
Bluetec (Cetirizin hydroclorid 10mg) SPK: VD: 22179-15, s6 16 : 010617, ngay
SX: 19/06/2017, HD: 19/06/2020 do cbng ty ¢ phén dugc phdm Medisun san
xuat..

2. Giao Trudng Phong Y t€ cac huyén, thi xa Long Khanh, thanh phé Bién
Hoa c6 trach nhiém giri thong bao cho cic co s& ban 18, cac co s& sir dung thude
ngoai cong 1ap trén dia ban quan 1y biét khong kinh doanh, sir dung céac thube néu
trén; kiém tra va giam sét cac don vi thyc hién thdng bao; xir ly nhitng co s& vi
pham theo quy dinh hién hanh.

3. Céc don vi khong duge mua ban, ton trit, st dung cac thude trén.
S& Y té s& to chirc giam sat, kiém tra, cic co s& thuc hién thong bao nay./.

( Dinh kéem Céng van soé 20508/QLD—CL ngay 06/12/2017 cua Cyc Qudn ly Duge- B Y
té va danh muc thuéc rit s6 ding ky)

Noi nhin: KT. GIAM POC
- Nhur trén; =N ) 1\_ GIAM POC+—~

- BGP SYT (bao c4o); X

- Phong PC15 Céng an Dong Nai,
- Chi Cuc QLTT Péng Nai;

- BVDK Cao su Pdng Nai;

- Bv tim than TW2

- TTKN, Thanh tra S&, P. QLHN;
- Trung tdm TT-GDSK;

- Website S& Y té Dong Nai Phan Huy Anh Vi

S6 2 - Phan Pinh Phing, phudng Quang Vinh, thanh phé Bién Hoa, tinh Pdng Nai
DT: (0613) 942641, Fax: (0613) 847269, Email: syt@dongnai.gov.vn, Website: syt.dongnai.gov.vn
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BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC bjcljp Tydo Hynh phic
86: o8 /QLD-CL Ha Ngi, ngay (£ thdangs 2. ndm 2017

V/v dinh chi luu hanh thube
khéng dat tiéu chuén chit lugng

Kinh guri: ) )
- S6'Y té cdc tinh, thanh phé truc thuge Trung wong;
- Cdng ty c6 phéan dugc pham Medisun.

- Can o1 vao cae qui ché durge hién hanh ciia Viét Nam.

- Can i Coug viin 56 814/VKNTTW-KII ngay 10/11/2017 ¢l Vieu Kidin
nghiém thudc Lrung uvong g kém phiéu kiém nghiém sé 47GtS/ vé thude Vién
nang mém Bluetec (Cetirizin hydrochlorid [0mg), SHK: VD-22179-15, 8b 14
010617, Ngay SX: 19/06/2017, HD: 19/06/2020 do Céng ty ¢ phin dugc phim
Medisun san xuit. Mu thubc do Trung tim Kiém nghiém Thudc-My phim-
Thuc phdm Hai Duong iy tai Kho chi nhanh Céng ty C8 phén Duoc VTYT Hai
Duong tai huyén Thanh Mién, Hai Duong. Thudc khéng dat tiéu chudn chét
luong vé chi tiéu P hoa tan.

Cuc'Quan ly Dugc théng béo:

1. Dinh chi luu hanh todn qudc thudc Vién nang mém Bluetec (Cetirizin
hydrochlorid 10mg), SPK: VD-22179-15, 8§ 16: 010617, Ngay SX: 19/06/2017,
HD: 19/06/2020 do Céng ty c¢b phin dugc phdm Medisun sén xuét.

2. Cong ty cd phin duoc phim Medisun phdi hop v6i nha phan phéi thude,
phai: ‘ '

+ Trong thoi gian 05 ngay, giri théng bao thu hbi téi cac co s& ban budn, ban
1, sit dung thude Vién nang mém Bluetec (Cetirizin hydrochlorid 10mg), SPK:
VD-22179-15, Sb 16: 010617, Ngay SX: 19/06/2017, HD: 19/06/2020 va tién
hanh thu hdi toan b6 16 thude khéong dat tidu chudn chit lwong néu trén.

+ Guii béo cdo thu hdi v& Cuc Quan 1y Dugc trong vong 01 thang ké tir ngay
ky Céng vin ndy, hd so thu hdi bao gbm s lwong san xuft, s§ lwong phan phdi,
ngdy san xudt, sé luong thu hdi, cac bang chimg vé viée thyc hién thu hdi tai cac
co sO ban budn, ban 1é, sir dung dd mua thuéc theo quy dinh tai Thong tu s6
09/2010/TT-BYT ngay 28/04/2010 ctia B4 Y té hudng din viée quan 1y chét
luong thude.

3. S Y té cac tinh thanh phd truc thude Trung wong, Y té cac nganh thong
bao cho cac co s& kinh doanh, st dung thudc thu héi 16 thudc khong dat chét
luong néu trén, kiém tra va giam st cdc don vi thue hién thong bao nay; xir ly
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nhiing don vi vi pham theo quy dinh hién hanh; bdo céo v& Cuc Quén ly Duoc
va cde co quan chite ndng ¢6 lién quan.

4. So Y té tinh Binh Ducmg, $& Y & tinh Hai Duong kiém tra va gidm sat
Céng ty cb phin duoc pham Medisun va Cong ty CP Dugc VTYT Hai Duong
thue hién viée thu hdi va xir Iy thudc bi thu héi theo quy dinh.

Cuc Quéan Iy Duoc théng bao dé cac don vi bidt va thye hién ./.

Noi nhin:

Nhu trén;
TT Truong Quéc Cudng (de b/c),
VKN thuée TU, VKN thude Tp. HCM;

- Cuc Quan Y ~B) quéc phong ;

Cuc Y t8—RBé Cong an:

Cue Y18 GTVT B& GTVT,

Cée phong BXT, QUKDD, Thanh tra Dirge-MP, QLTT-QC
Cuc QLD;

- Cong ty CP Duge VTYT Hai Dirong (4é thye hién);

Luu: VT, CL (NL).
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