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Il. BAO CAO ADR TU CAC PON V| SAN
XUAT, KINH DOANH DUGC PHAM

Theo quy dinh clia théng tu s6 13/2009/
TT - BYT V& viéc "Hudng dan hoat dong thong
tin, quang cdo thuéc” do BO Y té ban hanh, trong
qua trinh luu hanh thuéc, cac don vi san xuét kinh
doanh dugc pham, don vi dang ky thudc cé trach
nhiém theo déi va bao céo kip thai vé Cuc Quan
ly dugc va Trung tam DIRADR Quéc gia cac théng
tin mai dugc phat hién clia thudc, cac phan tng
o hai clia thudc va cac biéu hién suy gidm chat
lugng cla thude. Trong nam 2011, Trung tam
DI&ADR Quéc gia da nhan duoc 98 bao cdo ADR
nghiém trong theo mau chudn quéc € CIOMS va
20 béo cdo t8ng hop cac phan Ung cé hai trong
nam 2011 (PSUR) ttr cac don vi san xudt va kinh
doanh dugc pham.

Danh sach cac don vi san xuét va kinh doanh
dugc phdm g bdo cao ADR (theo mau CIOMS, PSUR)
choTrung tdm DI&RADR Quiéc gia trong ndm 2011:

1. CTCP Traphaco; 2. VPBD Novartis Pharma
Services AG; 3. Cong ty Actelion Pharmaceutical
Ltd; 4. Cong ty Daiichi Sankyo Co, Ltd; 5. VPBD
Janssen - Cilag Viét Nam; 6. VPPD Aguettant Asia
Pacific Viét Nam; 7. VPBD Abott Laboratories S.A;
8. VPPD Merk Sharp & Dohme (Asia) Ltd Viét
Nam; 9. Cong ty TNHH Bayer Viét Nam; 10. VPBD
Boehringer Ingelheim Int. GmbH Viét Nam;
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11. Cong ty TNHH Otsuka OPV (VPGD tai Ha
Noi);, 12. VPPD Gedeon Richter Plc tai Viét Nam;
13.CoNg ty Servier Viét Nam; 14.Cong ty Diethelm
Co.ltd Viét Nam; 15. VPBD Fresenius Kabi Pacific
Ltd. Viét Nam; 16. VPDPD Hoffmann-La Roche Ltd.
Viet Nam; 17. Cong ty Merck KGaA Viét Nam;
18. VPBD Glaxo Smith Kline Viét Nam; 19. Cong
ty TNHH Ranbaxy Viét Nam; 20. VPBD Abott
Laboratories S.A; 21. VPBD Pfizer (Thailand) Ltd,;
22. CTCP Y Dugc VP Pharma; 23. CTCP Interdist;
24.Cong ty TNHH Sanofi Aventis Viét Nam.

1. KET LUAN

Nhu vy, cong tac bdo cdo ADR ndm 2011 da
c6 nhimg chuyén bién tich cuc hon, s6 lugng bao
cdo ADR tu nguyén tu cac co s& kham/chtia bénh
clng nhu cac don vi san xudt kinh doanh dugc
phém da tang trd lai. Tuy nhién, so vai thuc té thi
s6 lugng bdo cdo ADR van con rat thap, di kem
dé la chat luong thong tin clia bdo céo chua cao.
Do vay viéc tuyén truyén tap hudn nang cao nhan
thiic va cung cap ky ndng phat hién, theo déi va
bdo cdo ADR cho can bd y té can dugc duy tri va
tang cuong. Trung tam DIRADR Qudc gia chan
thanh cdm on sy hop tac cla cac don vi trong
nam via qua va hy vong trong thoi gian sap tdi
ti€p tuc nhan ducc su hop tac, hé tro tir cac don
vj trong Cong tac canh gidc dugc va ddm bdo an
toan thudc tai Viét Nam.




