BO GIAO THONG VAN TAI CONG HOA XA HQI CHU NGHIAVIETNAM
CUCYTE Poc lap - Tw do - Hanh phic

j_w /CYT-NVYD&TTBYT Ha Néi, ngay } ;l thang 03 nam 2016
V/v cung cip théng tin lién quan dén
ADR ciia cac thubc chira Cefotaxim

Kinh gtr:
- Cac Bénh vién, Phc‘gng kham da khoa GTVT;
- Cac Trung tdm Y t€ chuyén nganh GTVT.

Ngay 11/3/2016, Cuc Quan Iy Duoc - Bo Y té ¢6 Cong vén s6 3447/QLD-
TT vé viée cung cép thong tin lién quan dén ADR ctia cac thudc chira Cefotaxim.
bay la thudc dugce cac co sd kham, chita bénh bio cdo nghi ngd gdy ra ADR
nhiéu nhét trong cac ndm 2012,2013,2014 va 2015. Trong d6, ADR dugc ghi
nhan cha yéu la: Séc phan vé/ phén Umg phan vé (bao gbém ca tir vong), ban do,
ngua, phat ban, di Uing... (chi tiét tai Céng vin 3447/QLD-TT duwoc ding tdi trén
Website cua Cuc).

DPé dam bao sir dung céc thube chira Cefotaxim hop 1y va an toan, Cuc Y té
GTVT yéu cau cac don vi:

1. Théng bao théng tin trén trong toan don vi va khuyén céo:

+ Tuén thua chi dinh, chéng chi dinh, than trong, lidu dung, tuong tac thude
khi ké don cac thuoc chira Cefotaxim.

+ Chi st dung }huéc sau khi dd kham sang loc, phén loai bénh nhéan, than
trong khi str dung thudc nay cho nhitng bénh nhén cé nguy co cao xay ra ADR.

+ Tang cuong tuan thu huong din str dung khang sinh ban hanh kém theo
Quyét dinh s6 708/QD-BYT ngay 02/3/2015, déc biét Phu luc sb 4 huéng dén vé
tiém/truyén thubc chira Cefotaxim.

2. Tang cuong theo dbi, phat hién, xir tri cac truong hop xay ra phan ung c6
hai cua thubc chtra Cefotaxim (néu c6). Gui béo cdo ADR vé Cuc dé Cuc tbéng
hop, bao cédo Cuc Quén ly dugc, Trung tam Québe gia vé thong tin thube va theo
d5i phan tmg c6 hai cta thube.

Cuc yéu cau cac don vi nghiém tic thuc hién./. /«ﬁ
Noi nhin:

- Nhu trén (Qua website Cuc Y t6 GTVT);
-Luu: VI, NVYD & TTBYT.

Vu Vian Trién



BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap - Tu do - Hanh phiic

sé: 3447 /QLD-TT Ha N¢i, ngay A4. thang .Q3. nam 2016
V/v cung cép thong tin lién quan dén CUC Y_TE 5IAO THONG VAN TAT t
ADR ctia cdc thude chita Cefotaxim CONG VAN DEN

Kinh glfi: - S& Y t€ céc tinh, thanh phé tryc thudc Trung ugng; 16 -03- 2016

[/ﬂv - C4c bénh vién, vién c6 giuong bénh truc thude Bé)o 94 '
5% Theo bédo céo téng két hoat dong béo céo phan ung c6 hat ctra—thudc u-\ux )
nhung nam gan dﬁy cla Trung tdm Quéc gia vé thong tin thudc va theo doi phan tng

ﬂ c6 hai ctia thudc gii vé Cuc Quan 1y Dugc: Cac thudc chita Cefotaxim 1a thudc duoc

céc co s& kham, chita bénh bdo céo ngh1 ngd gay ra ADR nhiéu nhit trong cdc nam
2012, 2013, 2014 va 2015. Trong do, cac phan tng ¢6 hai duoc ghi nhén chl yeu la:
S6c phan ve/ phan tng phan vé (bao gdm ca tir vong), ban do, ngita, phét ban, di ing...

Pé dam bao sir dung céc thudc chita Cefotaxim an toan, hop 1y, Cuc Quan Iy
Duoc dé nghi S6 Y t€ céc tinh, thanh ph6 truc thudc Trung wong, cic bénh vién, vién
c6 givong bénh truc thudc Bo:

1. Thong béo cho céc co sd kham bénh, chita bénh, cdc don vi kinh doanh dugc
trén dia ban thong tin néu trén va khuyén céo:

+ Tuan tha chi dinh, chéng chi dinh, than trong, liéu ding cua thudc, chd y
tuong tac thuoc khi ké don thu6c c6 chita Cefotaxim;

+ Chi str dung thudc sau khi d khdm sang loc, phan loai bénh nhan, than trong
khi can st dung thudc c6 chita Cefotaxim cho nhitng d6i tugng bénh nhan ¢6 nguy co
cao xay ra ADR;

+ Tang cudng tun thi Huorng dan str dung khéng sinh ban hanh kém theo Quyét
dinh s6 708/QD-BYT ngay 02/3/2015 n6i chung, dac biét ndi dung huéng din
tiém/truyén thudc c6 chita Cefotaxim tai Phu luc s6 4 cla tai liéu nay.

2. Huéng dén cé4c co sd khadm bénh, chita bénh trén dia ban phoi hdp cac don vi
kinh doanh thuoc cé chira Cefotaxnn tang cudng theo doi, phat hién va xir tr cic
tru'cmg hop xay ra phan ing c6 hai cla céc thude chira Cefotaxim (néu c6). Gl béo cdo
phan u'ng cé hai cua thuéc vé: Trung tim quéc gia vé Thong tin thuéc va Theo ddi
phan tng c6 hai clia thudc (13-15 Lé Thanh Téng, Quﬁn Hoan Klem Ha No6i) hoac
Trung tam khu virc vé théng tin thudc va theo ddi phan tng c6 hai ctia thusc TP. H6
Chi Minh (201B Nguyen Chi Thanh, Quan 5, TP. H6 Chi Minh).

Cuc Quan 1y Dugc thong bao d€ cdc don vi biét va thuc hién./.

Noi nhdn: KT. CUC TRUONG

- Nhu trén;
- Bo trudng Nguyén Thi Kim Tién (d€ b/c4o) ; CUC TRUGNG

- Céc Tht trudng BO Y 1€ (d8 bcdo); // CER
- Cuc trudng Truong Quéc Cudng (d€ b/cdo) ; L
- Cuc Quan 1y Khdm chita benh (d€ ph6i hop); K i

- Cuc Quan Y - B9 Qudc phong ;
-Cuc Y t€-B0o Cong an ; -
- Cuc Y t€ — B6 Giao thong van tai; RO >
- Trung tam DI & ADR Quéc gia; \%"‘R" 3 X

- Trung tam DI & ADR khu vuc TP. HCM; guyen Tat Dat
- Website Cuc Quan 1y Dugc;

- Phong PKT, QLKD, QLCL - Cuc Quan 1§ Duoc;

-Lw: VT, TT.



