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S6: J.Og?; /SYT-NVD
v/v XU ly nguyen lieu va thuoc thanh

pham san xuat tu nguyen lieu
Omeprazole, Pantoprazole

CQNG HOA xA H(>I CHU NGHiA VItT NAM
D(}cl~p - Tl}' do - H~nh Phuc

Khanh Hoa, ngay JJ. thdng 5 ndm 2015

Kinh giri:
- 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;
- Cac ca so kinh doanh <luge.

Ngay 24/4/2015 Cuc Quan ly Duce ban hanh van ban s6 7457/QLD-CL vS

viec XU ly nguyen lieu va thuoc thanh pham san xuat tu nguyen lieu Omeprazole,

Pantoprazole tren nhan ghi Cong ty Nifty Labs Pvt. Ltd., India san xuat, Sa Y tS

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

(Muc Van ban Sa Y tS) dS triSn khai thirc hien.

Thanh tra Sa, Phong Nghiep vu Duoc, Trung tam kiem nghiem va Phong Y

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

thong bao nay; XU ly cac don vi vi pham theo quy dinh hien hanh, bao cao Sa y
'te.

DS nghi cac don vi nghiem tuc thirc hi~n./~
~

Noi nh{in:
- Nhu tren;
- Phong Y t~ huyen, thi xa, thanh pho;
- Trung tam Ki~m nghiem;
- Hoi HNYTTN;
- Bao Khanh Hoa (nha bao Hai Y~n);
- Lanh dao Sa;
- NVY, Thanh tra Sa;
- Luu: VT, NVD.



BQYTE
Cl)C QUAN LY DUQC

se: =tts-::r /QLD-CL
v/v XU ly nguyen lieu va thuoc thanh

pham sill xu&ttu nguyen lieu
Omeprazole, Pantoprazole

CQNG HOA HQI xA CHU NGHiA VI~T NAM
Dqc l~p - T\f do - H~nh phuc

Ha N(Ji,ngay.lf thang t ndm 2015

~n' IT Tl\ll l\H\ '11 H0-'[so Y tS cac tinh, thanh phB true thuoc Trung uong;
"' T so ~'604_,. _ ~Cac ca so san xuat, nhap khau, kinh doanh thuoc, nguyen lieu lam thu6c.lJ EN NgayOJ. Q, {)

Cnuv en · can. ed cac guy dinh hien hanh vs Diroc;

Can cu bien ban lam viec s6 65/QLD-BBLV ngay 13/4/2015 gitra Cuc Quan
ly Diroc voi cac don vi lien quan vs nguon g6c nguyen lieu Omeprazole va
Pantoprazole,

DS dam bao an toan cho nguoi sir dung, Cuc Quan ly Duce thong bao:

1. Cac ca so san xufit thuoc:
- Ngirng viec sir dung, dua vao san xuat dBi voi cac nguyen lieu Omeprazole

va Pantoprazole tren nhan ghi Cong ty Nifty Labs Pvt. Ltd., India san xuat nhung
nguon g6c khong dung do Cong ty Nifty Labs Pvt. Ltd., India san xuat, hoac cac
h6 so lien quan (phieu kiem nghiem, h6 so san xufit ... ) khong do Cong ty Nifty
Labs Pvt. Ltd., India ban hanh, cung c~p. Cu the:

+ Nguyen lieu Omeprazole pellet 8,5% cac s6 16: OMEP85/2640714,
OMEP85/2920814, OMEP85/2940814, OMEP85/2930814, OMCP3331213,
OMCP1260512, OMPC2420913, OMCP1270512.

+ Nguyen lieu Omeprazole pellet 8,5% do Cong ty Jai Radhe Sales, India;
Cong ty CSPC Innovation Pharmaceutical Company, China cung c~p.

+ Nguyen lieu Pantoprazole pellet 15% cac s6 lo: QP/PAN/08/14/001,
QP/PAN/08/14/002, GF/PPZ/0020514, PP-0111213, PP-0091013, PP-0010613,
PP-0090313.

+ Nguyen lieu Pantoprazole pellet 15% do Cong ty Austin Pharma
Specialties Co., Hongkong cung cap.

- Phoi hop voi cac nha phan phBi kh~n tnrong giri thong bao thu h6i toi
nhirng noi phan phoi, sir dung va tiSn hanh thu h6i toan b9 cac lo thuoc da sir dung
nguyen li~u Omeprazole va Pantoprazole neu tren.

Gui bao cao vS viec san xuat thuoc tu cac nguyen lieu Omeprazole va
Pantoprazole neu tren tu nam 2012 dSn nay (neu co), bao cao thu h6i, h6 so thu h6i
bao g6m s6 hrong thu h6i, cac bang chirng vs viec thirc hien thu h6i tai cac ca so
ban buon, ban le, sir dung da mua thuoc theo quy dinh tai Thong tu s6 09/201 O/TT­
BYT ngay 28/4/201 Ocua B9 Y tS huong dfin viec quan ly ch~t hrong thuoc vS Cuc
quan ly Duce tnroc ngay 22/5/2015.



2. Cac ca sa co clnrc nang nhap kh~u nguyen lieu:
- Ngirng viec nhap khau, phan ph6i cac nguyen lieu Omeprazole va

Pantoprazole co vi pham neu tren, thong bao cho cac ca so da mua ngirng san xu~t
va thu h6i cac lo thuoc thanh pham duce san xu~t tu cac IO nguyen lieu neu tren;

- Ra soat lai toan b9 h6 so nhap khau, h6 so phan phoi, bao cao vS tinh hinh
nhap khau, phan phoi, sir dung nguyen lieu Omeprazole, Pantoprazole tu nam 2012
dSn nay, bao gom: s6 10, s6 hrong nguyen lieu nhap khau, thong tin nha san xuat
(tren nhan, h6 so nhap khau, phieu kiem nghiem ... ), thong tin vS nha cung irng, s6
hrong nguyen lieu da phan phoi, danh sach cac ca sa da mua nguyen lieu,

Bao cao kSt qua thirc hien cac n9i dung tren bang van ban giri vS Cuc Quan
ly Diroc tnroc ngay 15/05/2015.

3. Sa Y tS cac tinh, thanh ph6 tnrc thuoc Trung irong, Y tS cac nganh thong
bao cho cac ca so kinh doanh, SU dung thuoc va nguyen lieu lam thuoc dS thirc
hien cac noi dung neu tren, kiem tra va giam sat cac don vi thirc hien thong bao
nay; XU ly nhfrng don vi vi pham theo quy dinh hien hanh; bao cao vs C1,1CQuan ly
Duoc va cac ca quan chirc nang co lien quan.

Cuc Quan Iy Duce thong bao dS cac don vi biet va thtrc hien.,',

Noi nh~n:
- Nhu tren;
- VKN thuoc TW, VKN thuoc Tp. HCM;
- Cuc Quan Y - B9 Quoc phong;
- Cuc Y t~- B9 Cong An;
- Cuc y tS GTVT- Bo GTVT;
- Cac Phong: DKT, QLKD Duce, PCHN, Thanh tra Diroc
MP, Tap chi Duce MP - Cuc QLD; website Cuc QLD;

- Luu: VT, CL (DT).

KT. Cl)C TRUONG
Plltl Ctic:.~TRUONG
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