BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUANLY DUQC Poc lap — Tu do — Hanh phiic

GIAY XAC NHAN
NOQI DUNG THONG TIN THUOC

Tén Co quan xé4c nhan: Cuc Quan Iy Duoc - By Y té

Xac nhan ndi dung thong tin thudc:

STT Tén thude SO gi-fiy dang ky luu hanh

1 Bonviva VN-16004-12, VN-19535-15

Pon d& nghi sé: PI-IBA-0001-JUL-2017

Tén co sé dé nghi xdc nhan: Van phong dai dién Takeda Pharmaceuticals
(Asia Pacific) Pte., Ltd. Tai TP. H6 Chi Minh

Dia chi: Phong 1, tang 11, Toéa nha A&B, s6 76A Lé Lai, Quan 1, TP. H6 Chi
Minh

Hinh thirc théng tin thudce: Tai liéu thong tin cho cin bo y té

S6 gidy xac nhan: 0321/2017/XNTT/QLD

Ha N¢i, ngayas thang42 nam 2017 < R _
KT. CUC TRUONG A O
PHO CUC TRUON N
A
(_l ¥

guyén Tat Pat



Tai liéu théng tin thuée

y \gm, A2ONF

PIEU TRI LOANG XUONG O PHU NU SAU MAN KINH,
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VAN PHONG
DAI DIEN

Tai ligu théng tin thudc

Thany gong san co chita 3,375mg acid ibandron-
ic,m ydrate tuong duong vai 3mg acid iband-
ronic trongaml _gich.

Dang bao che BIm tiém dong san.

Chi dinh: Bonviva dugc chi dinh dé diéu tri loang xuong & phu ni sau
man kinh, lam gidm nguy cd gay xuong.

Liéu lugng va cach sif dung: Liéu khuyén céo 1a 3mg tiém tinh mach
(trong vong 15-30 giay) moi ba thang. Bénh nhan phai duge bé sung calci
va vitamin D. Néu bi nh& mét liéu, nén tiém lai liéu dé cang sém cang tét.
Vi vay, nén |én ké hoach tiém mdi 3 thang tir ngay tiém cudi cling.

Cdc huéng dan liéu diing ddc biét: Suy gan: khdng cén thiét phai diéu
chinh liéu. Suy than: khéng can thiét phai diéu chinh liéu cho nhimng
bénh nhan ¢é creatinine huyét thanh < 200 umol/l (2,3 mg/dl) hodc dd
thanh thai creatinine (dugc do hodc udc tinh) = 30 ml/phut. Bonviva iv
khéng dugc khuyén cdo dé sir dung cho nhing bénh nhan c¢6 creati-
nine huyét thanh >200 pmol/l (2,3 mg/dl) hodc cé d6 thanh thai creati-
nine (dugc do hodc ude tinh) < 30 mi/phdt do khéng ¢6 céc 56 ligu lam
sang tU cdc nghién cdu trén nhiing bénh nhan nay. Ngudi gia: khéng
can thiét phai thay dai liéu. Tré em: tinh an toan va hiéu qua chua dugc
xdc dinh trén nhitng bénh nhan dudi 18 tuéi.

Chéng chi dinh: bénh nhén dugc biét qué man véi acid ibandronic
hodc véi bat cl td dugc nao, bénh nhan bi giam calci mau khong diéu
chinh duoc.

Canh bao va Than trong: Bonviva gidng nhu céc bisphosphonate
khéc dugc dung dé tiém tinh mach, cé thé gay glam ham Iucng calci
huyét thanh thoang qua. Giam calci mau va cac réi loan khéac vé chuyen
hda xuong va chét khoang nén duo'c diéu tri mot céch hiu hiéu trué

dung ngoai y 1én than nén duoc kham lai mét cach déu dan phihap”
vdi thuc hanh y té tot trong khi diéu tri.
Da c6 bdo cdo cac trudng hap phan Ung phan vé/sdc, bao gbm cé céc
bién ¢ gay tif vong & bénh nhan dugc diéu tri bang acid ibandronic
tiém tinh mach. Phai luén ¢é san cac bién phép ho trg y té va theo doi
thich hgp khi stir dung Bonviva i.v. Néu xdy ra phan (ng phan vé hoic
phan (ing qua man/di (ing nang khac, ngiing tiém ngay Iap tic va bat
dau diéu tri thich hop.

Phai can than khéng dugc tiém Bonviva vao trong déng mach hoic
tiém can mach béi vi diéu nay c6 thé dan téi hiy hoai mé.

Tiéu xugng ham dugc ghi nhén & nhiing bénh nhan diéu tri véi biphos-
phonate. Phén Idn cac trudng hop |a nhimng bénh nhan ung thu dang
lam cac thi thuat vé réng, nhung mét vai trudng hop xay ra trén nhing
bénh nhén bi loang xuong sau man kinh hodc cé cac chan doan khac.
Céc yéu t6 nguy co dugc biét véi tiéu xuang ham bao gém chan doan
ung thu, cac liéu phap diéu tri phéi hop (vi du, hda tri liéu, xa tri, cortico-
steroid), va cac bénh kém theo (vi du thiéu mau, bénh mau déng,
nhiém tring, bénh vé rang ¢é ti trudc). Da sé cac trudng hop & nhing
bénh nhan dugc diéu tri véi bisphosphonate tiém tinh mach nhung
mat vai truang hop & nhiing bénh nhan diéu tri bdng duéng uéng.
Vdi nhitng bénh nhan bi tiéu xuong ham (ONJ) trong khi diéu tri
bisphosphonate, phau thuat rang cé thé lam tinh trang nay nang lén.
Vdi nhitng bénh nhan cin phai lam cac th thuét vé rang miéng, khéng
c6 dir lidu cho réng liéu viéc ngung diéu tri bisphosphonate sé lam
giam nguy cd bi ONJ. Viéc danh gia lam sang clia bac si diéu tri nén chi
ra ké hoach diéu tri cho titng bénh nhan dua trén viéc danh gid lgi ich/
nguy cd cda tiing cd nhan.

Kha nang lai xe va van hanh may méc: Chua cé nghién clu nao dugc
tién hanh vé kha nang 14i xe va van hanh méay méc.

Tuong tac véi cac thudc khac va cac hinh thic tuong tac khac:
Tu'ong tdc thudc - thudc: khong cé tuong tac thude nao dugc xem 1a cd
y nghia |am sang, bdi vi acid ibandronic khéng Uc ché phan ldn cac
isoenzyme P450 & gan ngudi va cing duoc thay la khéng Uc ché hé
théng cytochrome P450 & gan chudt. Ngoai ra, khd ning gin két
protein huyét tuong thap tai néng dé diéu tri va vi vay acid ibandronic
khong thé chd céc thudc khac. Acid ibandronic dugc dao thai chi bdi su
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bai tiét & than va khéng trai qua bat cf bign déi sinh hoc nao. Con
duding dao thai duding nhu khéng bao gém cac hé théng van chuyén
acid hodc ba zo da biét cd lién quan dén su bai tiét cla cac thudc khac.
Cac nghién cdu tuong tac duge dong hoc & nhiing phu nif sau man
kinh @3 chiing minh khéng cé bat ky nguy co tuong tac nao vdi tamoxi-
fen hoac liéu phap diéu tri thay thé hormon (oestrogen).

Khéng ghi nhdn tuang tac nao khi acid ibandronic tiém tinh mach dugc

dung cung véi melphalan/predniscione trén nhitng bénh nhan dau tdy.

Khéng nén diing Bonviva cho phu nir cé thai va cho con bil.

Phu nif ¢ thai: khéng cé kinh nghiém 1am sang véi Bonviva & phu nir ¢é thai.
Cac ba me dang cho con bii: ngudi ta chua biét liéu Bonviva dugc bai
tiét vao trong stta me hay khéng.

Cac tac dung khong mong muon Tinh an to‘an cua Bonviva 2, 5mg

3 ng co doi chung vdi gid dugc. HO soan toan chung cta Bonvi-
va-aq‘jmg diing hang ngay trong tat ca cac nghién cdu nay la tuong tu
_nhu¥gi lafiucc. Trong mét nghién ciiu chi chét 2 ndm & nhing phy
yng sau man ktnh t«nh an toan chung cda Bonviva iv va

ung ngoai y & muc do whe dén trung binh. Ba s6 cac
3@’ gdp phan Ung ngoai y khéng dan dén ngling diéu tri.
fap (> 1/100, < 1/10): viém da day, 1a chdy, dau bung, kho tiéu,

m’, mét mai; dau dau; ban do. *Bd c6 bdo cdo cdc triéu chdng giéng
ctim thedng qua & bénh nhan tiém tinh mach Bonviva, thudng lién quan
vdi ligu dau tién. Bénh giéng cum ké ca cdc phdn ing phu da dugc bdo cdo
la phén ting hodc triéu chung gioi doan cdp tinh, bao gém dau co, dau
khdp, sét, én lanh, mét méi, buén nén, chdn dn va dau xuong. Cdc triéu
ching nay thudng xdy ra trong thoi gian ngdn, mirc @6 nhe hodc trung binh
va qua di khi tiép tuc diéu tri ma khong cdn cdc bién phdp xd ly. It gip
(>1/1.000 va <1/100): dau xuong; suy nhugc; phan Ung tai chd tiém;
viém tinh mach/viém tinh mach huyét khéi. Hiém gap (>1/10.000 va
<1/1.000): Phdn ting qua man; phu mach; sung/ phU mat; ndi mé day.
Cdc bdt thudng vé xét nghiém: Khéng cd bang chiing nao cho thay Bonvi-
va i.v gay ra cac bat thudng vé xét nghiém chi thi cac réi loan chifc nang
gan hoac than, suy gidm hé huyét hoc, gidm calci va gidm phospho mau.
Sau khi luu hanh trén thi trugng: Réi loan co xuang khdp va ma lién két:
da c6 bao cdo vé hoai tr xuong ham rat hiém gdp trén bénh nhén dugc
diéu tri bing acid ibandronic . Réi loan mit: da cé béo cdo cic phan
ung phu viém mét nhu viém mang bé dao, viém thugng ciing mac va
viém cliing mac vdi cac bisphosphonate, bao gom ca acid ibandronic.
Trong mét s6 trudng hop, nhitng phan ¥ng phu nay khéng qua di cho
dén khi ngimg bisphosphonate. Réi loan hé mién dich: da c6 bédo cao
cac truéng hgp phan ung phan vé/séc, bao gém ca cac bién ¢ gay to
vong & bénh nhan dugc diéu tri bdng acid ibandronic. Cac phan ung di
ng bao gom hen phé quan da dugc bdo cdo. Phan ung phu trén da
nghiém trong bao gém héi chiing Stevens-Johnson, héng ban dadang
va viém da bong nudc da dugc bdo cdo.Chan thuong, ngd déc va bién
chung tha thudt: gay than xuong dui va dudi mau chuyén khéng dién
hinh da dugc bao cdo khi diéu tri véi bisphosphonate, bao gém acid
ibandronic, tuy nhién nguyén nhan chua dugc xac dinh.

Nha san xuat: Vetter Pharma-Fertigung GmbH & Co KG, Eisenbahn-
strasse 2-4, D-88085 Langenargen, .

Nha phan phéi: Vimedimex Binh Dusng, s 18L1-2 VSIP |, Duéing s6 3,
KCN Viét Nam-Singapore 2, Thi Dau Mét, tinh Binh Duong.

Lién hé: VPDD Takeda Pharmaceutical (Asia Pacific) Pte., Ltd tai HCM -
Tang 11, Toa nha A&B, 76A Lé Lai, P. Bén Thanh, Q.1, TP HCM- DT: 84 8
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