BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUCUC Paoc lap - Tu do — Hanh phiic
—
s6: 4§4/-C/QLD-DK
Vv c4p nhat théng tin duge 1y thudc Ha Néi, ng&y/ e thang ¢“1 ndm 2013
chira hoat chdt dabigatran etexilat

Kinh gui:
- Boehringer Ingelheim International GmbH (d/c: Binger S1. 173,
55216 Ingelheim am Rhein, Germany),
- Cac cong ty dang ky, san xuét thudc luu hanh tai Viét Nam.

Sau khi tién hanh dénh gi4 lai cac bién c6 chay méu nghiém trong lién quan dén
thudc chira dabigatran ghi nhdn dugc trong g:m doan thude luu hanh trén thi trudng, Co
quan quan ly dugc phdm va thyc phim My va Co quan quan ly dugc pham Chau Au
khang dinh dabigatran etexilat van cho hiu qua vugt trdi so v&i nguy co khi sir dung trén
nhom doi tugng bénh nhan da dugc phé duyet ddng thoi cac co quan quan Iy ndy ciing
duara cac khuyen céo dbi véi viée sir dung thude.

Thubc chira hoat chét dabigatran etexilat hién chi c6 01 thubc da duoc cp sé ding
ky lhru hanh tai Viét Nam (thuoc Pradaxa, sb diang ky VN-16443-13, ding ky: Boehringer
Ingelheim International GmbH; san xuit: Boehringer Ingelheim pharfna GmbH & Co.
KG - birc).

Can ctr két luén cua Héi déng t vén cp s6 ding ky hru hanh thude - B Y té, trep
theo cong vin s 17352IQLD -TT d€ ngay 31/7/2013 cha Cuc Quan ly Duge gui So Y €
cac tinh/thanh phd va cac bénh vién truc thuge B Y té dé cung cdp thong tin thudc;
nham‘dam bao muc tiéu sir dung thude hop 1y, an toan va hiéu qua, Cuc Quan ly Dugce
véu cau:

1. Céng ty Boehringer Ingelheim International GmbH: Cép nhét thdng tin cac myc
chéng chi dinh, canh bdo va huu y dic biét khi sir dung thude trén nhan va to hudéng dan
str dung dbi véi thude chira hoat chét dabi gatran etexilat. N§i dung cu thé nhu sau:

1.1. Muc chéng chi dinh: Bé sung chdng chi dinh “Bénh nhan 43t van tim nhén tao
co hoe™.

1.2. Nhimg cénh bdo va luu y dic biét khi si dung thudc: B sung canh bao
“Khéng khuyén cao sir dung dabigatran etexilat trén dbi tuong bénh nhin dit van tim
sinh hoc™.

2. Céc ¢ong ty dang ky. san xudt muén tlep tuc dang ky thudc ¢d chira hoat chit
dabigatran etexilat tai Viét Nam phai bd sung day du cac thong tin vé chéng chi dinh.
canh bao va luu y dac biét khi sur dung thudc trén nhan va & hudng din sir dung thuée
nhu da néu tai cdng van nay.

Cuc Quan ly Dugc théng bao dé cac don vi biét va thyc hién./.

Noi nhdn:
- Nhu trén; KT. CUC TRUGNG

- BT. Nguyén Thi Kim Tién (dé b/c);

- CT. Truong Quéc Cudng (d€ bjc);

- Cuc QLKCB, Thanh tra BYT (d& ph6i hop):

- Téng cong ty Duge VN:

-Cuc: Quan Y - BO QP Y 1€ - Bo CA: Y £ GTVT - Bo GTVT;

- Bio hiém XHVN:

- S& Y t& cdc tinh/TP true thude TW;

- Cic BV, vién c6 giudmg bénh truc thude BYT;

- TT DI & ADR Qudc gia; TT DI & ADR KV (BV Chy Ray);

- Cuc QLD: Phéng QLTTQC: QLKDD, QLCL thude; Tap chi
Dugc & MP: Van phong Cuc (dé dang 1ii Website):

- L VT, DKT (2b).
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