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BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Tu do — Hanh phiic
6: 4#02 /QLD-PK Ha Noi, ngay0§ thdng g ndm 2016

V/v cap nhat thong tin dugc ly a6i
véi thude chira acid zoledronic

Kinh guri:
_ S& Y té cac tinh, thanh phd truc thudc trung uong;

- Céc bénh vién, vién c6 giuong bénh truc thudc BO Y té;
- Céc cong ty dang ky, san xuét thudc luu hanh tai Viét Nam.

Trong thoi gian qua, Uy ban Dénh g1a Nguy co Canh gidc dugc (PRAC)
thudc Co quan Quan ly Dugc pham Chau Au (EMA) thong bao da hoan thién
qua trinh ra soat dinh ky d¢ an toan dbi voi acid zoledronic, mot thude thude
nhom bisphosphonat dugc st dung dé diéu tri lodng xuong va bénh Paget
xuong. Theo d6, PRAC khuyén cdo cép nhét thong tin lién quan dén nguy co
hoai tu xuong ham cua acid zoledronic va cac bién phap giam thiéu nguy co nay
ctia thudc,

Tiép theo Cong van s6 20391/QLD- TT ngay 02/11/2015 cua Cuc Quan ly
Dugc cung cip cac thong tin cho can bd y té v& d6 an toan cla céc thudc chira
acid zoledronic, dé dam bao muc tiéu str dung thudc hop 1y, an toan va hiéu qua,
Cuc Quan ly Duogc yéu cau:

I. D6i véi S¢ Y té cac tinh, thanh pho truc thudc trung wong va cac
Bénh Vlen, Vién c6 giwong bénh tryc thuge Bo Y té:

Ti 1ep tuc théng bao cho cac co s kham chira bénh, cac don vi kinh doanh
duoc pham trén dia ban cac thong tin lién quan dén khuyén cdo ctia EMA da néu
tai Cong van s6 20391/QLD-TT ngay 02/11/2015 cta Cuc Quan ly Duoc; dong
thoi ting cuong thuc hién viée theo ddi tic dung khong mong muon ctia thude
trong qua trlnh st dung va luu hanh; gri bdo cao ADR (néu cd) vé Trung tAm
Qubc gia vé thong tin thudc va theo ddi phan u’ng c6 hai cua thube (13-15 Lé
Thdnh Téng, Ha N¢i) hoac Trung tam khu vyc vé thong tin thudc va theo ddi
phéan ung ¢6 hai cua thude TP, Hd Chi Minh (201B Nguyén Chi Thanh, Quén 5,
TP. HO Chi Mmh)

I1. Pdi voi cac cong ty dang Ky, san xuat:

1. Péi véi cae thude chira acid zoledronic da dwge cap phép luu hanh
trén thi truong:

1.1. Trong vong 03 thang ké tir ngay ky cong van nay, yéu ciu cong ty
dang ky, nha san xuat thuc hién viée cép nhat, bd sung thong tin trong muc
Canh bdo va than trong khi sw dung thuéc va Tdc dung khong mong muén
trén nhan, to hudng dan sir dung thudc cac noi dung theo Phu luc dinh kém cdong
van nay.
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1.2. Hinh thirc cap nhét: Cong ty dang ky, san xuét thurc hién viéc tu cap
nhdt theo quy dinh Khoan 4 Diéu 9 Théng tu sé 44/2014/TT-BYT ngly
25/11/2014 ctia BO Y té quy dinh viéc dang ky thudc.
2. Poi v6i cac hd so diang ky thudc chira acid zoledronic dang cho
xét duyét tai Cuc Quan ly Duore:

Cuc Quan ly Dugc chi xem xét cp sb dang ky sau khi cong ty nop tai liéu
cap nhat, bd sung ndi dung muc Canh béo va than trong khi su dung thubc va
Téac dung khong mong mudn khi sir dung thudc theo Phu luc dinh kém cong van
ndy vao cac phan c6 lién quan ctia h6 so va duge thim dinh dat yéu cau.

Cuc Quan ly Dugc théng béo dé cac don vi biét va thuc hién /.

Noi nhdn:
- Nhu trén; :
- BT. Nguyén Thi Kim Tién (dé b/c);
- TT. Lé Quang Cudng (dé b/c);
- Cuc QLKCB, Thanh tra BYT (d€ ph6i hop);
- Téng cong ty Dugc VN; = by
- Cuc Quan Y — B6 QP; Cuc Y t€ — Bo CA; Cuc Y t€ GI T-;&.;f wpin i B
Bo GTVT; AN w2550 20

CUC TRUQ

- Bdo hiém XHVN;

- TT DI & ADR Quéc gia; TT DI & ADR KV (BV Cho Riy):
- Trung tdm Duoc ly 1am sang — DPH Y HN; g
- Thanh vién HDTV; Chuyén gia PC, DL thdm dinh hé so; g% A 5%‘ 7
- Cuc QLD: Phong QLKDD; Phong QLTTQC thuéc; TC W @W

Dugc & MP; Vian phong Cuc (dé dang tai Website):

- Luu VT, DKT (2b).
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BOQ Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Tu do - Hanh phic

CAC NOI DUNG THAY POI / BO SUNG POI vOI
THUOC CHUA ACID ZOLEDRONIC
(Dinh kém theo cong van s6ATT0L./OLD-PK ngayogymeia Cuc Quan Iy Duoc)

Canh bao va than trong khi sir dung thude
[Siéa lai Cnh bdo va than trong khi si dung thuoc dé bao gom cdc théng
tin sauj

[.]

Hoai tr xuong ham

Hoai tir xwong ham d& dugc ghi nhéan trén nhimg bénh nhéan sir dung acid
zoledronic d& diéu tri lodng xuong (xem thém muc Tac dung khong mong
mudn). Viéc bét dAu dilu tri bang acid zoledronic hodc bat ddu mot dot diéu tri
méi cho bénh nhan nén dugc tri hodn trén nhiing bénh nhan co vét thuong md
mém hé chua lanh tai ving miéng. Bénh nhin c6 cac yéu t6 nguy co dugc
khuyén céo kiém tra dé phong ngtra céc vAn d@ rang miéng va danh gia loi ich -
nguy co trudc khi diéu tri bang acid zoledronic.

Khi dénh gia nguy co hoai tir xwong ham trén bénh nhén, can by té can
can nhic nhiing yeu to sau:

e Hiéu luc cta ché phim thudc gay uc ché tiéu xuong (vi nguy co tang theo
hoat luc cua thudc), dudng dung (nguy co cao hon khi dung thudc duong
tiém) va sy tich liy thude.

e Ung thu, cac bénh méc kém (vi du: thiéu mau, rdi loan d6ng mau, nhiém
khuén) va hit thude.

e Thudc dung déng thoi: corticosteroid, hoa tri liéu, cac chét rc ché tao
mach va xa tri vung dau cd.

e V& sinh ring miéng kém, bénh nha chu, réng gia khong khép, tién st bénh
rang miéng hodc tién hanh tha thuat nha khoa xam 14n nhu nhd rang.

TAt ca bénh nhan dugc khuyén khich duy tri vé sinh rdng miéng, kiém tra
strc khoe rang miéng dinh ky va thong bdo ngay khi gap phai nhiing vén @& vé
rang miéng nhu x4 léch ring, dau hodc sung rang, chay mu khong lanh trong
qua trinh didu tri bang acid zoledronic. Viéc tién hanh cac thu thuét nha khoa
xam l4n trén bénh nhan dang didu tri bang acid zoledronic cin duoc tién hanh
mdt cach than trong va céch xa thoi diém bénh nhan dang diéu tri.

Trén bénh nhén c6 hoai tir xuong ham do st dyng acid zoledronic, can c6
su phdi hop chit ché gita bac s§ diéu tri va nha sy hodc bac s¥ phéu thuat rang
miéng c6 chuyén mon vé hoai tr xuong ham. Néu c6 thé, xem xét viéc tam




L
ngimg dieu trj cho bénh nhan dén khi tinh trang hoai tir xwong ham cai thién va
cac yeu to nguy co giam nhe.

[]

Tac dung khéng mong muén

[Stka lai Tdc dung khéng mong muén d@é bao gém cdc thong tin sau]

foaf

Roi loan co xwong va mo lién két

Ty 1¢ khong xde dinh'

*an trén béo cdo ghi nhan trong qua trinh thuéc luu hanh trén thi truong.
Khong thé x4c dinh tuan suat dya trén nhimng dit liéu hién co.

Hoai tr xuong ham (xem thém muc Canh bdo va than trong khi s
dung thuoc va tidu muc "Téc dung khong mong mudn ctia nhém thube" thude
muyc Téac dung khéng mong mudn)

[.]

MO ta mét s6 tac dung khong mong muon cu thé

[]

Tac dung khong mong muén cuia nhém thude:

[.]

Hoai tir xuong ham

Cac trudng hop hoai tir xuong ham d3 duge ghi nhan, chi yéu trén bénh
nhén ung thu dugce diéu tri bing cdc ché phim thubc gly trc ché tiéu xuong,
trong d6 c6 acid zoledronic (xem thém muc Canh bao dac bi€t va than trong
khi st dung thudc). Trong mét thir nghiém 14m sang 16n tién hanh trén 7736
bénh nhan, bién cb hoai tir xwong ham dugc béo cio trén mot bénh nhan trong
nhém diéu trj bing Aclasta (acid zoledronic) va mot bénh nhan trong nhém diéu
tri bang gia dugc. Cac truong hop hoai tir xwong ham lién quan dén viéc su
dung acid zoledronic da dugc ghi nhan.
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