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KInh giri: - So. Y to cac tinh, thanh pha tr 

Cac Benh vien, Vien c6 gitrOn 

De xir 1)'/ cac trirong: hap bao cao phan irng c6 hai duce ghi nhan trong nam 
2017 lien quan den thuoc Ama-Power (hoat chat ampicilin/sulbactam), SDK: VN-
19857-16 do Cong ty S.C. Antibiotice S.A. (Romani) san xuAt, Cong ty TNHH 
Dirac phdm DO HA clang 1c)'/, Cue Quan 1y Duce dd co cac cong van so 1 182/QLD-
TT ngay 19/01/2018 giri Vien Kiem nghiem thuoc TW yeu cdu lay mdu va kiem tra 
chat luvng thuoc cac lo thuoc Ama-Power c6 lien quan den cac truing hap ADR 
nai tren. 

Ngay 13/3/2018, Cuc Quan 13'7 DU9:C nhdn duce ket qua kiem nghiem do 
n Kiem nghiem thuoc TW lay mau va kiem tra chat luting dai vari 310 thuoc so 

P232193, P232197 va P232208 (trong do lo P232193 lien quan den truing hap tit' 
vong): ket qua kiem nghiem dat chat luting theo tieu chuan da clang 14 voi Cuc 
Quail 1)"/Duvc. 

Can cir cac quy dinh hien hanh, de dam bao an town cho nguai sir dung, Cuc 
Quail 1)2 Dirac de nghi cat': rBenh vien/Vien c6 gitrang,  benh true thu0c BO Y to va 
So.  Y to cac tinh, thanh phi true thuOc Trung trong tip tuc theo dOi va thong bao 
cac ca so.  dieu a-1 tren dia ban, khi sir dung thuoc Ama-Power (float chat 
ampicilin/sulbactam), SDK: VN-19857-16 can thirc hien: 

1. Tuan thii chi dinh, chang chi dinh, thdn trong, lieu climg ding nhu htrang 
clan tiemitruyen, chit )"/ Wong tic thuOc khi Ice dan thuoc; 

2. Chi sir dung thuoc sau khi da kham sang lcc, phan loci benh nhan, tranh sir 
dung thuoc cho nhung dai Wang benh nhan CO nguy ca cao xay ra ADR; 

3. Tang ctreng tuan tha Htrong d^an sir dung khang sinh ban hanh kern theo 
Quyet dinh so 708/QD-BYT ngay 02/3/2015 not chung, dac biet not dung htrong 
dAn tiem/truyen thuoc c6 chira Ampicilin/sulbactam tai Phu Ivc so 4 ctia tai lieu 
nay; 

4. Xir tri kip, theri cac truing hap xdy ra phan img e6 hai cua cac thuoc Ama-
Power neu tren (neu co) va giri bao cao phan irng co hai ciia thuOc v6: Trung tam 

quac gia ve Thong tin thuac va Theo dal phan irng c6 hai cua thuoc (13-15 

Thanh Tong, Quan HOC.117 'Clem, Ha Ni)"O hoac Trung tam khu vvc ve thong tin 



KT. CVC TRU'ONG 
CVC TRU'ttiNG 

Nguy& Tat NI 

thuOc va theo doi phan Ung co hai cua thuOc TP. HO Chi Minh (201B Nguyin Chi 
Thanh, Quin 5, 1P. Ho Chi Minh). 

Cue Quan 17 Dtrov thong ba.o cue cac Dan vi biet va thi,rc h*./. 

Noi 
Nhu tren; 

- TT. Twang Qu6c Ctrong (c't &cat)); 
Trung tam DI & ADR QuOc gia; 

- Trung tam DI & ADR khu vtrc TP. HCM; 
- Meng QLCL, DKT, TTQC - Cyc QLD; 
- Lau: VT, TT. 
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