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2. D~ nghj SO' Y t~ cac tinh, thfmh phB tn.rc thuQc Trung trO'ng, cac B~nh vi~n,' 
Vi?n co girrO'ng b~nh tqrc thUQC BQ Y t~: 

a. Ph6 bi~n thong bao t~m ngung vi~c mua, ban va sfr d1,mg thu6c b<)t pha tiem 
Mezicef (Cefotaxim 1,5g), SDK: VD-16115-11 da neu t~i Mvc 1 t&i cac ca sa kinh doanh 
va C(J sa Slr dvng thu6c tren dia ban va/hoi;lc can b<) y t~ thu<)c quy~n quan ly dS bi~t va thlJC 
hi~n. 

b. D~ nghi cac Sa Y t~ Cful Tha, Binh Binh, Quang Ninh, Hoa Binh, Bic K~n, B~n 
Tre, Dbng Nai, HaiPhong, Ha Nam, Kien Giang, Binh Duang, Da Nfug, Ninh Thu~n, Lao 
Cai: 

* Chi d~o Trung tam KiSm nghi~m trlJC thu<)c tinh/thanh ph6 l~y mftu, dbng thai cfr 
d~i di~n cua Sa tham gia l~y mftu d6i v&i thu6c b<)t pha tiem Mezicef (Cefotaxim 1,5g), 
SDK: VD-16115-11 ru s6 thu6c c6 bao cao ADR cua 17 ca sa kham chfra b~nh neu tren va 
gfri t&i Vi~n KiSm nghi~m thu6c Trung uang hoi;lc Vi~n KiSm nghi~m thu6c thanh ph6 Hb 
Chi Minh dS kiSm tra ch~t luqng. 

*Chi d~o cac B~nh vi~n c6 bao cao ADR tren dia ban: 

- Kh~n truang ra soat l~i quy trinh, ky thu~t tiem truy~n thu6c b<)t pha tiem Mezicef 
(Cefotaxim 1,5g) va quy trinh bao quan thuoc tC;li B~nh vi~n. 
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16115-11, cu th~ nhu sau: 
+ s6 luqng thu6c aa auqc cung ung vao b~nh vi~n va thai aism cung l:cng. 

+ Thai diSm bit d~u Slr dvng thu6c, s6 luqng thu6c da Slr dvng va s6 luqng thu6c con 
tbn t~i B~nh vi~n. 

+ s6 luqng cac b~nh nhan da xay ra phan l:cng khi dung thu6c tren t6ng s6 b~nh nhan 
da sfr_ <iv!!g thu6c. _ ------o----

- Bao cao tinh hinh sfr dl,lllg thu6c b<)t pha tiem Mezicefneu tren v~ Cvc Quan ly Duqc 
tru&c ngay 10/10/2014. 

c. DJ nghj SiY Y d tinh Hung Yen: 

- Chi d~o Trung tam kiSm nghi~m Duqc ph~m - My phfun tinh Hung Yen l~y mftu 
theo quy dinh, dbng thai cfr d~i di~n cua Sa tham gia l~y mftu d6i v&i thubc b9t pha tihn 
Mezicef(Cefotaxim 1,5g), SDK: VD-16115-11 va ldy mJu nguyen li¢u Cefotaxim natri su 
d\lng dS san xu~t 18 lo thu6c b<)t pha tiem Mezicef (Cefotaxim 1,5g), SDK: VD-16115-11 
neu tren (m~u nguyen li~u a~ nghi lfiy t~i ~lba may san xu~t thu6c b<)t pha tiem 1v1ezicef neu 
tren; truang hqp nguyen li~u da duqc sfr dvng h~t, d~ nghi l~y mftu luu). Mftu sau khi l~y d~ 
nghi gfri d~n Vi~n KiSm nghi~m thu6c Trung uang dS kiSm tra ch~t luqng. 

3. Yeu c:iu Cong ty cB ph:in t~p doim Merap: 
a. Ph6i hqp v&i cac C(J sa phan ph6i va C(J sa Slr dvng thu6c c6 lien quan thlJC hi~n 

thong bao t~m ngung vi~c mua, ban va sfr dvng thu6c b<)t pha tiem Mezicef (Cefotaxim 
1,5g), SDK: VD-16115-11 da neu t~i Mvc 1 dS bao quan bi~t trfr t~i ca sa cho d~n khi c6 
k~t lu~n cu6i cung cua Cvc Quc!m ly Duqc. D6i v&i s6 thu6c chua duqc phan ph6i hoi;lc sfr 
dvng, c~n bao quan theo dung quy dinh ghi tren nhan. 

b. KhAn truang mai d~i di~n Ca quan kiSm nghi~m cac tinh/thanh ph6 trtJc thu<)c trung 
uang neu t~i BiSm b, Mvc 2 l~y mftu thu6c b<)t pha tiem Mezicef (Cefotaxim 1,5g), SDK: 
VD-16115-11 ru s6 thu6c c6 bao cao ADR cua 17 ca sa kham chua b~nh neu tren va gfri t&i 
Vi~n KiSm nghi~m thu6c Trung uang hoi;lc Vi~n kiSm nghi~m thu6c Thanh ph6 Hb Chi 
Minh dS kiSm tra ch~t luqng. 

c. KhAn truang mai d~i di~n Trung tam kiSm nghi~m Duqc phAm - My ph~m tinh 
Hung Yen ph6i hqp zdy mdu thubc b9t pha tiem Mezicef (Cefotaxim 1,5g), SDK: VD-
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16115-11 va ldy mdu nguyen li¢u Cefotaxim natri sir dl;mg dS san xu&t 18 16 thu6c b9t pha 
tiem Mezicef (Cefotaxim 1,5g), SDK: VD-16115-11 neu tren (m~u nguyen li~u dS nghi l&y 
lc;ti Nha may san xu&t thu6c b()t pha tiem Mezicef neu tren; truong hgp nguyen li~u da dugc 
sir dvng h~t, dS nghj l&y m~u luu). M~u sau khi l&y dS nghj gui d~n Vi~n KiSm nghi~m 
.thu6c Trung uong dS kiSm tra chftt lugng. . 

d. Xem xet, ra soat lc;ti hb sa, tai li~u c6 lien quan d~n cac thu6c neu tren nhu tieu 
chuk chftt luqng thanh ph~m va nguyen li~u ban dfru, chftt lugng bao bi (vo n~p va nut), 
quy trinh sfm xuftt g6c va hb SO' 10 san ph~m, diSu ki~n bao qm'm va k~t qua theo doi d9 6n 
dinh cua thu6c, .. . dS tim nguyen nhan va co bi~n phap xu Iy phu hqp. 

d. T6ng hqp tinh hinh luu hanh, phan ph6i, sir dvng thu6c b()t pha tiem Mezicef 
(Cefotaxim 1,5g), SDK: VD-16115-11 neu tren tu ngay 0110112011 d~n nay, theo cac n()i 
dung sau: 

- Danh sach cac don vi phan ph6i, s6 luqng thu6c va s6 16 thu6c da phan ph6i cho tung 
dan vj, s6 luqng thu6c con tbn trong kho cua tung don vj. 

- Danh sach cac CO' sa diSu trj da duqc cung ung thu6c, s6 lugng thu6c da cung ung 
cho tung CO' sa. 

e. Cung cftp dfry du thong tin vS ADR lien quan d~n thu6c b()t pha tiem Mezicef 
(c c . 1 5 '\ ~ ~ K \"" 1 / • • - 1 • ~ . ~ • ~v. ~ . 1.. ~ ' . A 1 ~ • ' • r 1-, ' ' e1otaxnn 1, g;, ~t.r : 'u-..:. b 1 D-11 neu tren ti;i.l · 1~t dam va tren tae gw1 tmu tu ngay 
0 1101120 11 dSn nay. 

f. Bao cao kSt qua thvc hi~n cac n9i dung neu t~i cac DiSm a, b, c, d, d va e cua Mvc 
nay b~ng van ban va gui vS Cvc Quan ly Duqc tru&c ngay 10/10/2014. 

4. D~ nghj Vi~n Ki~m nghi~m thuBc Trung U'O'ng ho~c Vi~n Ki~m nghi~m thuBc 
Tp.Hfi Chi Minh: 

- K..lJ.~n truang kiSm tra chfrt luqng thu6c thanh ph~ va chftt luqng nguyen li~u 
Cefotaxim natri sir dvng dS san xuftt thu6c b()t pha tiem Mezicef (Cefotaxim 1,5g), SDK: 
VD-16115-11 neu tren ngay sau khi nh~ duqc m~u thu theo tieu chu~n da cong b6. 

- Trong trucmg hqp tieu chu~n nha san xuftt c6 khac bi~t vS s6 chi tieu, hay c6 muc 
chftt lugng thftp han quy djnh t~i chuyen lu~n thu6c b9t pha tiem Cefotaxim cua Duqc diSn 
Anh- BP 2013, yeu c~u kiSm tra chftt luqng theo chuyen lu~n t~i Duqc diSn BP 2013. 

- Ngoai ra, trong truemg hqp c~n thiSt, dS nghi kiSm tra them cac chi tieu an to~m khac 
nhu: chat gay sot, d<)c tfnh bat thuong cua thuoc theo Duqc di~n Anh ho~c Duqc di~n My 
phien ban m6'i nhat. 

- D6i v&i vi~c kiSm tra chftt luqng nguyen li~u: ngoai vi~c kiSm tra theo tieu chu~n 
cong b6, dbng thai kiSm tra them chi tieu t~p chftt lien quan theo tieu chu~n Duqc diSn Anh 
- BP 2013. 

Cvc Quan ly Duqc thong bao dS cac Don vi biSt va thvc hi~n./. 

No'i nh9-n: KT. Cl)C TRUONG 
-Nhutren; p C TRUONG 
- Cvc Quan ly Kham chfra b~nh; 
- Cvc Quan Y - BQ Qu6c phOng; 
- Cvc Y t€ - B9 Cong an; 
- Cvc Y t€- B9 Giao thOng V~n tai; /)_ 
- Trung tam DI&ADR Qu6c gia (d8 plhqp); <£ 
- VKN thu6c TW, VKN thu6c TP.HCM (d8 p/hQp); 
- TS. Tnro·ng Qu6c Cucmg - Cvc tnr6ng Cvc QLD ( d8 b/cao ); 
- Website Cvc Quan ly Duqc; 
- T~p chi Duqc & My ph~m - Cvc QLD; 
- PhOng QLCLT, PhOng QLKDD, PhOng DKT; 
- Luu: VT, TT. 
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