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TTYT HONG DAN Poc lap -Tw do — Hanh phic
S6: 03/TTT-KD Huyén Hong Dén, ngay 17 thang 03 ndm 2025
THONG TIN THUOC

(Vv Cung cdp théng tin thudc theo nguon http.//canhgiacduoc.org.vn)

Kinh gtri: Cac khoa, phong

Khoa Dugc — TTT — VTYT xin giri dén quy dong nghiép thong tin tir ngudn Céanh
gidc dugc.

ANSM: Mé rong chong chi dinh cia thiocolchicosid
do nguy co djt bien gen tiém an

ANSM dua ra cac khuyén cdo méi nhim giam thiéu nguy co dot bién gen tiém 4n
khi sir dung thudc chira thiocolchicosid, bao gbm mé rong chéng chi dinh trén nam
gioi khong sir dung bién phap tranh thai hiéu qua cao. Pong thoi, thoi gian sir dung
bi¢n phap trinh thai sau khi ngirng sir dung thudc 1a 1 thang déi véi nir gidiva 3
thang d6i véi nam giéi. '
Thiocolchicosid dudng udng va duong tiém bip c¢6 nguy co gy dot bién gen. Do vy,
thuéc da c6 chbng chi dinh trén phu nif ¢ thai, phu nit cho con by, nit gi6i trong d6 tudi
sinh san khong sir dung bién phép tranh thai c6 hiéu qua cao.

Theo dé xuat cia Nhém diéu phéi thube sir dung trén nguoi duge phé duyét theo quy trinh
khong tép trung va thira nhén lin nhau (CMDh), nhém chuyén gia danh gi dir liéu tién
lam sang (NcWP) da dua ra y kién chuyén mén vé thoi gian st dung thudc tranh thai trén
nam gi¢i va nir gioi sau khi ngirg thude c6 nguy co dot bién gen.

Cac nghién ctru 14m sang trén dong vat thir thude thiocolchicosid véi ndng do tuong duong
nong d9 quan sat duge trén nguoi, véi lidu ding dudng udng hang ngdy t6i da la 16 mg (8
mg x 2 lan/ngay), cho thdy chat chuyén héa cia thude gdy ra hién tugng l1éch boi (bat
thuong vé s6 lugng nhidm séc thé sau khi phan chia té bao), din dén thay déi DNA ciia
glao tir duc va céi.

Hién tuong léch boi 1a mot yéu td nguy co gay di dang thai nhi, gdy ddc bao thai, ting kha
nang say thai, lam suy gidm kha nang sinh san ctia nam giéi va c6 thé dan dén ung thur.
Nguy co ting 1én khi thoi gian phoi nhiém véi thude kéo dai.

Nham gidm thiéu nguy co tén thuong DNA do thuéc va dam bao giao tir khong bi anh
huéng tai thoi diém thu thai, bénh nhan dugc khuyén céo sir dung bién phép tranh thai c6
hiu qua cao trong nhitng khoang thoi gian sau:

- Trong suét thoi gian sit dung thudc (d6i véi ca nam gidi va nit giGi trong do tudi sinh
san);

- Sau khi ngimng st dung thube: 1 thang dbi véi nix gi6i trong d6 tudi sinh san, va 3 thang
d6i voi nam gidi.

Nguon: https://ansm.sante. J¥/informations-de-securite/specialites-contenant-du-
thiocolchicoside-rappels-et-nouvelles-recommandations-concernant-le-risque-potentiel-
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