
UBND TINH KHANH HOA
SOY TE

S6: 9CJY /SYT-NVD
V/v sir dung thu6c tiem Cefotaxim,

SDK: VN-15303-12

CQNG HOA xA HQI CHU NGHiA VI~T NAM
D<)cl~p - Tg do - H~nh Plnic

Khanh Hoa, ngay )3 thong 5 ndm 2015

Kinh gui:

- Cac don vi Y tS trong tinh;
- Benh vien 22/12; 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 duoc,

Ngay 27/02/2015 Cuc Quan ly Diroc ban hanh van ban s6 4038/QLD-TT

v~ viec sir dung thuoc tiem Cefotaxim, SDK: VN-15303-12, do Cong ty JSC

"Kievmedpreparat'' Ukraine san xuat, Sa Y tS yeu c~u cac ca quan, don vi tai van

ban tai dia chi: www.syt.khanhhoa.gov.vn dS triSn khai thirc hien.

Thanh tra Sa y tS phoi hop voi phong Nghiep V\1Diroc giam sat viec thuc

hien cong tac bao quan, sir dung thuoc va cong tac theo doi, bao cao ADR d~y du

kip thoi tai cac Benh vien,

D~ nghi cac don vi nghiem tuc thirc hi~n./~ie~v

No'i nhiin:
-Nlnr tren;
-Lanh dao Sa;
-NVY, Thanh tra Sa;
-Luu: VT, NVD.



BOYTE
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S6: Lf03Y /Q~D-TT
V/v sir dung thuoc tiem

Cefotaxim, SDK: VN-15303-12,
do cong ty JSC "Kievmedpreparat",

Ukraine san xuat
Kfnh gui:

r--·-·------·--·-·----- , r

\~-:·~--~-T ri•,11 "H \ ·,11 110'- - So Y te cac tinh, thanh pho true thuoc Trung uong;
,... se olOb ~ ... - Cac Benh vien, Vien co giirong benh tnrc thuoc B(>Y tS;
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- Cong ty Co phan San xuat va Thirong rnai Song Son
SJ 20 Nguyen Ngoc Nai, Phuong Khuong Mai, Thanh Xuan, Ha N9i;
- Dai dien Cong ty JSC "Kievmedpreparat" (Ukraine) tai Viet Nam

C<)NG HOA XA H<)I CHU NGHiA VI:E:TNAM
Doc l?p - Tv do - H?nh phuc

Ha N(>i,ngay -2 ·f- thang ())._ndm 2015

Dia chi: 61 T6 Ngoc Van, Qudn Tay H6, Ha N9i.

Ngay 04/8/2014, Cuc Quan ly Diroc nhan diroc cong van s6 77/TTT dS
ngay 29/712014 cua Trung tam Thong tin thuoc va Theo doi phan irng co hai
cua thuoc (Trung tam DI&ADR Quoc gia) bao cao chuci phan irng co hai cua
thu6c (ADR) nghi ngo lien quan dSn thu6c Cefotaxim, dang bao chS: bot pha
dung dich tiem, heat chfit: Cefotaxim lg (duoi dang Cefotaxim sodium), S6
dang ky (SDK): VN-15303-12, do cong ty ce phan San xuat va Thuong mai
Song Son dang ky, cong ty JSC "Kievmedpreparat" (Ukraine) san xufit va
c6ng ty TNHH MTV Duoc pham Trung uong 2 nhap khau,

TiSp do, ngay 07/8/2014, Cuc Quan ly Duce da co cong van s6
13343/QLD-TT giri cac don vi co lien quan thong bao viec tam ngirng sir
dung thuoc, dong thoi dS nghi -~acdon vi lien quan bao cao tinh hinh SU dung
va kiSm tra chfit hrong d6i voi thuoc Cefotaxim, SDK: VN-15303-12 noi tren.

Can cu bao cao tu cac don vi co lien quan, Cuc Quan ly Duce co y kien
nhu sau:

1. Bay (07) lo thuoc Cefotaxim, SDK: VN-15303-12 hien dang con t6n
tai Viet Nam va du s6 luong lfiymftu dS kiem tra chfit chat hrong (bao gom: lo
76331, 80657' 52176, 52175, 74646, 52662 va 72380, trong do chi co lo
52176 thuoc cac lo co bao cao ADR) dSu dat yeu c~u chat hrong theo tieu
chuan da dang ky (tieu chuan ca so) va tieu chu~n Duce diSn Anh 2013 (BP
2013).

2. VS tinh hinh xay ra ADR lien quan den thu6c Cefotaxim, SDK: VN-
15303-12 n6i tren:



- Cac ADR duce bao cao voi cac biSu hien: ban s~n ngira tay tiem
thuoc, ban ngira tai ch6 tiem, man do rai rac toan than, kho tho, sung moi, phu
nS 111?t,phan ling phan ve, soc phan v~ ...co lien quan dSn "phan ling di ling"
da duoc dS cap tai 111\lCTac dung khong mong muon trong Huang d~n sir
dung thuoc Cefotaxim, SDK: VN-15303-12 da diroc Cuc Quan ly Duoc phe
duyet; dong thoi t~n xu~t xay ra cac bieu hien ADR nay phu hop voi t~n suat
hiS111g?p (ADR < 111000) xay ra "s6c phan ve, cac phan irng qua m~n" duce
dS cap tai 111\lCTac dung khong mong 111u6ntai chuyen luan Cefotaxim trong
Diroc thu Quoc gia.

- T~n xuat xay ra ADR tai Viet Nam trong 06 thang d~u nam 2014 va
tren thS gioi tinh tu nam 2012-30/6/2014 d6i voi thuoc tiem Cefotaxim do
Cong ty JSC "Kievemedpreparat" sari xuat phu hop voi khuyen cao trong
Duce thir Quoc gia (dn suat xay ra ADR: hiSm gap), dong thoi t~n su~t nay
nay thap hon t~n suat xay ra ADR d6i voi thu6c tiem chira Cefotaxim noi
chung duce tong hop tai cac Benh vien co bao cao,

Can cu theo cac guy dinh hien hanh, Cuc Quan ly Diroc thong bao:

1. Cho phep tiep tuc duce luu hanh, sir dung tro lai thu6c Cefotaxim,
dang bao chS: bot pha dung dich tiem, hoat chat: Cefotaxim lg (duoi dang
Cefotaxim sodium), SDK: VN-15303-12, do cong ty C6 phan San xuat va
Thirong mai Song San dang ky, cong ty JSC "Kievmedpreparat" (Ukraine)
sari xuat va cong ty TNHH MTV Diroc pham Trung irong 2 nhap khau.

2. DS dam bao an toan cho nguoi SU dung, dS nghi cac ca sa kham chtra
benh tren ph?111vi ca nuoc khi sir dung thuoc tiem Cefotaxim, SDK: VN-
15303-12, do cong ty JSC "Kievmedpreparat" (Ukraine) san xuat, c~n phai:

- Tuan thu nghiem ngat, d~y du diSu kien bao quan thu6c va quy trinh,
ky thuat tiem truyen thu6c theo dung quy dinh hien hanh;

- Tuan thu chi dinh, chong chi dinh, than trong, liSu dung cua thuoc, chu
y nrong tac thuoc khi ke don thuoc;

- Chi sir dung thuoc sau khi da kham sang 19c, phan loai benh nhan,
tranh sir dung thu6c cho nhirng d6i nrong benh nhan co nguy ca cao xay ra
ADR;

- Theo doi chat che va bao cao kip thoi cac tnrong hop nghi ngo xay ra
ADR lien quan toi viec su dung thuoc dSn cac ca quan chirc nang.

3. DS nghi Sa Y tS cac Tinh, Thanh pho true thuoc Trung uong tiSp tuc
chi dao, giam sat cac Benh vien thuoc pham vi dia ban quan ly: tang cuong
giam sat viec thirc hien Cong tac bao quan, sir dung thuoc Va Cong tac theo
doi, bao cao ADR d~y du, kip thoi tai Benh vien.
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4. Yeu c~u Cong ty TNHH MTV Diroc Ph~m Trung irong 2 (Codupha),
Cong ty cb phan San xuat va Thirong ID9-i Song San, Cong ty JSC
"Kievmedpreparat" phoi hop voi cac ca so di~u tri theo doi chat che va bao
cao kip thoi toi ca quan chirc nang cac tnrong hop nghi ngo xay ra ADR lien
quan d~n viec sir dung thuoc tiern Cefotaxim do don vi san xuat, nhap kh~u
va phan phoi.

Cuc Quan ly Duce thong bao dS cac don vi biet va thirc hien.',
NO'i nhiin: KT. CUC TRUONG
- Nhu tr€n; PHO CUC TRUONG
- CT. Truong Qu6c Cuong (dS b/c); •
- Cac Pho CT (dS biet);
- Cuc Quan ly Kham, chua benh (dS p/hop);
- C~1cQuan Y - BQ Quoc phong (dS p/hop );
- C~1cY t~ - 89 Cong an (d6 p/hop );
- Cuc Y tS - 89 G iao thong V~n tai (dS p/hop);
- Vien ki6m ngh iern thu6c Trung uong (d6 p/hop );
- Vien kiern nghiern thuoc TP.HCM (d6 p/hop);
- Trung tam DI&ADR Quoc gia (d6 p/hop);
- Trung tam DI & ADR khu virc TPHCM (de phoi hop);
- Phong QLCL, QLKDD, Website Cuc QLD, Tap chi DMP;
- Luu: VT, TT.
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