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[SPECIFICATION] In-House Specification,
|PACKAGE] 1 Tabiut! Blister/ Box
(STORAGE] Preserve in tight conlaners.

Stare at roam tem parature not exceeding 30°C.

For full preseribing infermation,
please see enclosed leaflet

& PRESCRIPTION DRUG

IBANDROMEX

Ibandronic Acid 150 mg
1 Film-coated Tablet
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[THANH PHAN] M3i vitn nén bao phim chia
Acid i -2 150

(Dudl dang Matri bangronat Mosohvdrat 168,75 mg)
[MO TA 1 Vign nin bao phim, hinh thotin, mdutring dae tring sl
[l DINH] |
Phing va diéu tr lodng ang cho phu nid sau man kinh,
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& TAC DUNG PHU] Xin xem huding din sif dyrg.
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HM#MM.I.M tin,
xin dge 19 hudng d.fn si dyng bén trang hip.

>

Ll

=7
O s
oc s
=B
= i
< s
2= 15

I‘I '\_ Tf\j ”"‘ft”h PH

KOREA UNITED PHARM, II}IC

Kim, Ki-Han

Chief Representative Vietnam



https://trungtamthuoc.com/

Il PT72925C

Lot No. Exp. dale

IBANDROMEX
! Ibandronic Acid 150mg
Film-coated Tablet

<X2F KOREA UNITED PHARM INC.

IBANDROMEX

Ibandeanic Acid 150mg
Film-c oated Tablet
S KOREA UNITED FHARM INC.

IBANDROMEX

Ibandronic Acid 150mg
Film-coaten Tablat
X KUREA UNTED PHARM INC.

IBANDROMEX

Ihandranic Acid 150mg
Fiim-caated Tebler

..a;}mumnpmum ——' | ".‘-;\‘_

o iy e \
/KOREAUNITED PHARW. INC

By

[y

.. ' 3 : e
Kim; Ki-Han__—~~
Chief Representative Vietnam



Lyt

THONG TIN THUOC DANH CHO CANBO Y TE

IBANDROMEX vVién nén bao phim
Acid ibandronic 150 mg

THANH PHAN

Méi vién nén bao phim chita:

ACid Ibandtonit s S0 TP

(Dudi dang Natri ibandronat monohydrat 168,75 mg)

Td duge: Lactose monohydrat, Povidon K-25, Crospovidon, Natri stearyl fumarat, Acid
silicic khan chudi nhe, Opadry white (OY-C-7000A).

MO TA

Vién nén bao phim, hinh thudn, mau tring nhat dén tring.

DUJC LUC HOC

Acid ibandronic, dugc st dung ¢ dang mudi natri, 1a mot aminobisphosphonat ¢6 tic dung
dic hiéu 1én md xwong va e ch€ tiéu xuong manh ma khdng dnh hudng d€n qua trinh
hinh thanh xudng. o] phu nit sau min kinh, acid ibandronic 1am ting khdi lugng xuong va
gidm ty 1& gdy xurong biing cdch gidm sy gia ting qu4 trinh chu chuyén xuong.

C4c nghién cifu 1am sang cho thiy diéu tri bing acid ibandronic 150 mg/ 1an hang thing ¢
phy ni mdn kinh ¢6 thé lam ting ding k€ mat do chit khodng & xudng cdt sdng, xuong
dii, ¢6 xuong dii va mau chuyén sau 1 nidm diéu tri va con ti€p tuc trong sudt qué trinh
dilng thuGc. Nghién ciiu cdn cho thdy diéu tri biing acid ibandronic duge du dodn lam
gidm va ngdn ngirta gdy xuong sau 1 nim dang thuée.
DUQC PONG HQC

Hdp thu: Tbandronat dugc hap thu nhanh & dudng tiéu hda rén sau khi udng va ndng dd
trong huy€t tuong tdng theo ty 1€ liéu ding dudng udng. Néng dé dinh trong huy€t twong

dat dugc sau khodng thiji gian 0,5 d&€n 2 gid (trung binh 12 1 gid) trong diéu kién d6i. Sinh
khd dung tuyét doi clia thudc nhé hdn 1%. Hap thu bi gidm do thite 4n, dic biét 1a cdc sén
phim chifa calci hay cdc cation da héa tri khdc. Sinh khd dung gidm khodang 90% khi
ding dong thdi vdi thife dn, gidm khodng 30% khi ding nfa gid trude khi dn va gidm
khodng 75% khi ding 2 gid sau &n.

Phdn bo: Lién két véi protein huyét wong khodng 87%. Khodng mot nira liéu dude hap
thu s& luu lai & xuong, phan con lai duge bai tiét qua nude tiéu.

Chuyén héa: Céc bisphosphonat khdng chuyén héa qua gan, phan khong duge hap thu clia
thudc s& duge dao thdi § dang khong ddi qua phan.
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Thdi trir: Lugng acid ibandronic hidp thu trong mdu duge hap thu vao xwong (tdc tinh
khodng 40-50% & phu nit man kinh), phdn cdn lai dugc thai wrir dudi dang khong ddi qua
thdn. Phan acid ibandronic khong hap thu duge loai trir dudi dang khéng d6i qua phan.
Khodng thdi gian bdn thdi tuong doi rong, thdi gian bdn thii thudng trong khodng 10-72
gid. Vi cdc gid tri dude tinh phin 16n phu thudc vao khodng thdi gian nghién citu, liéu
diing va do nhay phép dinh lugng nén thdi gian ban thai thuc t€ ¢6 thé dai hon, twdng ty
nhu cdc bisphosphonat khdc. Nong do huy€t twdng ban dau nhanh chéng gidm xudng 10%
nong do dinh trong 3 va 8 gi¢ lan lugt sau khi tiém truyén tinh mach hodc dung dudng
uéng.

Tong d9 thanh thdi acid ibandronic thdp, trung binh trong khodng 84-160 ml/ phit. Do
thanh thdi ¢ thin (khodng 60 ml/ phiit & phu nit man kinh khée manh) chi€m khodng 50-
60% tdng d6 thanh thai va ¢6 lién quan vdi do thanh thai creatinin. Hiéu s6 giita dd thanh
thdi tdng cong va dd thanh thdi & thin phdn dnh mitc d6 hap thu clia xudng.

Pudng théi trif clia thudc khong lién quan dén hé théng van chuyén acid hay bazd cia cdc
thudc khac. Ngodi ra, acid ibandronic khéng tc ché hé enzym cytochrom P450 & ngudi va
khong gy cdm tng hé enzym cytochrom P430 & chubt.

CHI PINH

Phong va di€u tri bénh loing xuong cho phu nif sau man kinh. -
LIEU LUGNG VA CACH DUNG |
Vién 150 mg ding mdt thdng mot lan, vi udng cung mot ngiy trong thing. Ding
[bandromex sau mot dém khong dn (t61 thi€u 6 gid) va 60 phiit trude bira dn hay udng
(khong ké dén nudc) diu tién trong ngay hay trude khi diing bat cif loai thudc hodc thuc
pham bd sung dudng udng nao (bao gdm calci).

- Thudc duge nudt nguyén vién vdi mot cde nude diy (180-240 mL) khi bénh nhin dang
dirng hoic ngdi & tur thé thang lung

- Bénh nhan khong nén nim trude 60 phit sau khi udng acid ibandronic.

- Acid ibandronic chi nén udng véi nudc, khong ding nude khodng vi ¢6 thé chita ndng do
calci cao.

- Bénh nhin khdng nén nhai, mit hay lam v3 vién thudc do thudc ¢6 thé thé giy loét hiu
hong. '

- Bénh nhin khéng nén uéng thudc ndy vao lic di ngd hodc tritc khi ddy trong ngly.

- Huéng din bénh nhian bd sung calci va vitamin D néu ch€ d6 &n udng khéng diy du.
Néu quén udng thudc vao ngay da chon theo k& hoach uéng thuoc:

- Néu ngay ti€p theo clia k& hoach dung Ibandromex l1a hon 7 ngay nita thi udng ngay 1
vién Ibandromex vao budi sdng ngay sau ngay nhd ra. Bénh nhan nén udng lip lai liéu 1
vién Ibandromex 150 mg hang thing vao budi sing clia ngay di chon theo k& hoach diéu

tri.
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- N€u ngy ti€p theo k& hoach diing Ibandromex chi tir 1 d€n 7 ngay nira thi chd tdi lich
diing Ibandromex & thdng ti€p theo s& st dung. Bénh nhidn nén uéng lip lai licu 1 vién
Ibandromex 150 mg hiing thdng vao budi sang cda ngay da chon theo k& hoach diéu tri.

- Bénh nhin khdng dugc sit dung 2 vién liéu 150 mg trong ciing 1 tuln.

Bénh nhin suy gan

Khong cin diéu chinh liéu.

Bénh nhidn suy thdn
Khong cin diéu chinh li€éu & bénh nhin suy thin mc do nhe va trung binh (dd thanh thdi

creatinin > 30 mL/phit). Khéng khuyén cdo ding Ibandromex cho bénh nhén suy thdn
ning (dd thanh thdi creatinin < 30 mL/phut).

Neouwdi cao tudi

Khéng cidn diéu chinh liéu

Tré em

Tinh an toan va hiéu qué cia acid ibandronic & tré em va thanh thi€u nién dudi 18 tudi
chua dugce thiét 1ap.
CHONG CHI PINH
1) Man cdm v6i acid ibandronic hay bit c(f thainh phan ndo cla thudc. =
2) Giam calci huyét.

3) Khong c6 kha ning ditng hodc ngdi thing it nhat 60 phuit.

4) Cédc bat thudng thyc qudn lam chim thdo sach thyc qudn nhu bj hep hodc khdng co
gidn tdm vi thuc qudn.

5) Thudc nay c¢é chita lactose vi vy khong nén st dung cho bénh nhan bi bénh di truyén
hi€m gap nhu khong dung nap galactose, thi€éu hut men lactase hay kém hap thu glucose-
galactose.

THAN TRONG

1) Bénh nhén bi suy thin ning (d6 thanh thdi creatinin < 30 mL/phit).

2) Phai diéu tri chitng ha calci huyét, cdc r8i loan khédc clia xwong va chuyén héa vo co
trude khi bit diu didu tri biing acid ibandronic. Cung cip dd calei va vitamin D rit quan
trong cho'tdt cd cdc bénh nhan. N&u ché& d6 in khong di, phdi hudng din ngudi bénh bé
sung calei va /hodc vitamin D.

3) Sit dung bisphosphonat dudng udng c¢é thé 12 nguyén nhan giy kich ng tai ché niém
mac dudng tiéu héa trén. Bdi vi kha niang giy kich ing va cé thé 1am xidu thém ftinh trang
clia bénh 1§ nén nén cin thin trong khi ding acid ibandronic & ngudi bénh ¢ bénh ly
dang hoat déng vé dudng tiéu héa trén (vi du nhu Barrett's thuc quin, chitng khé nudt,

bénh thuc quan khdc, viém da day, viém hodc loét td trang).
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4) Pi ¢6 bdo cdo vé cdc tac dung khéng mong mudn nhu viém thuc quan, loét thyc quin
va gt thue qudn, trong mét vai trutng hgp ning phdi nhdp vién, hi€m khi kém theo chd y
mdu. hodc ti€p theo 1a hep hoac thiing thue quin § bénh nhan dung bisphosphonat duting
udng. Nguy cd xudt hién cdc tdc dung khong mong mudh ning vé thuc quin gip nhidu
hon & nhitng bénh nhan khong twan thi hudng din diéu ti hay nhitng ngusi vin iép e
uéng bisphosphonat sau khi di xay ra nhing riéu ching cia kich @ng thuc quin, Bénh
nhan nén chi ¥ ddc bi¢t va thuc hién ding theo hudng din diéu tri.

Thdy thudc phdi cdnh gidc trude moi ddu hiéu hodc tricu chitng bdo hiéu phan tng cta
thue qudn, bénh nhin phai dude chi din 12 ngung diing acid ibandronic va gdp thiy thudc
néu thdy khé nudt, nudt dau, dau sau xuong iic hodc ¢ néng.

5) Céc thude khdng viém khong steroid (NSAIDs) c6 thé gay kich tng duding tidu hda,
nén than trong khi ding ciing véi acid ibandronic.,

6) Hoai tif xuong ham da dugc bdo cdo § nhitng bénh nhin diéu tri bing bisphosphonat.
Hau hét cdc trudng hop dude bdo cdo & bénh nhin ung thw dd trdi qua thi thuit nha khoa
nhung cling c6 mot s6 trudng hgp xudt hién & phu ni sau man kinh bi lodng xudng hay
cdc chdn dodn khdc. Cdc y&u (6 nguy co bao gdm ung thy, licu phdp tri liéu ddng théi (vi
du: héa ui, xa tri, corticoid) va cdc r6i loan k&m theo (nhu (hi€u mdu, réi loan dong mdu,
nhiém triing, tién sit bi bénh nha khoa). Hiu hét cdc trudng hdp duoc bio cdo & bénh
nhén diéu tri bing bisphosphonat dudng tinh mach nhung ciing ¢6 mét vai bénh nhin diéu

tri bing dudng uéng.

7) Kiém tra ring va phong ngifa cdc bénh vé ring cin duge xem xét trude khi didu tri

bing bisphosphonat & nhitng bénh nhin dong thdi ¢6 cdc yéu 1o nguy c¢d (vi du ung thu,
héa tri liéu, corticoid, vé sinh ring miéng kém).

8) Khi diéu tri, n€u ¢6 thé bénh nhin nén trdnh cdc thd thuit nha khoa xam 14n. PSi vdi
nhifng bénh nhan hoai tif xwong ham dang diéu tri bing bisphosphonat, phiu thuit ring ¢6
thé lam trdm trong thém tinh trang bénh. Nhitng trudng hdp cdn cic thi thudt lén ring,
khong ¢6 dit li¢u dé nghi ngirng diéu tri v6i bisphosphonat d€ 1am gidm nguy cd hoai tir
xudng ham. Cdc ddnh gid ldm sing cla bdc sT diCu tri nén hudng din viéc diéu tri cia
m6i bénh nhén dya trén ddnh gid nguy co-lgi ich cia clia mdi ngudi.

9) Mot vai trudng hgp bi hily hoai xwdng, khép, va/ hoic dan co niang da duge bdo cdo §
b&énh nhin sl dung bisphosphonat. Thdi gian triéu chitng khdi phdt rdt khdc nhau, tir mot
ngay dén vai thing sau khi bdt ddu udng thudc. Hau hé( trigu chitng gidm sau khi ngitng
thude. Mot s6 it triéu ching tdi phdt khi d8i thude twong tr hodc din chat khdc clia
bisphosphonat. Can cin nhic difng sit dung néu ¢6 tridu chitng ning dugc phdt hién.

10) Gy xuong dui khong dién hinh

Gay xudng dii phan dudi mau chuyén va thin xudng dii da duge ghi nhan (rong khi didu
tri v6i bisphosphonat, chii yéu & nhiing bénh nhan diéu tri chitng loang xuong trong thdi
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gian dai. Gdy ngang hodc giy xéo c6 thé xdy ra bat cif vi tri ndo doc xudng dui tir dudi
méu chuyén nhé dé€n trén 15i cau. Gy xuong xay ra sau khi bénh nhin bi chdn thuong
nhe hodc ngay khi khong bi chin thudng va & vai trudng hgp bi dau ddi hodc hdng thudng
lién quan d&n nhitng chin dodn hinh dnh clia giy vi chdn vai tudn dén vai thing trude khi
bi€u hién giy xuong hoan toan. Gdy xuong thudng & hai bén, do d6 cin kiém tra hai bén
diii & nhitng bénh nhin di€u trj bisphosphat da bi giy thin xuong. Gy xuong dudc bdo
cdo 12 thudng khé chita lanh. Bé&nh nhdn nghi ngd bi gy xudng dii nén dudc cin nhic
ngung stt dung bisphosphat trong qua trinh ddnh gid 1¢i ich-nguy ¢o clia mdi bénh nhin.
Trong qud trinh diéu tri bisphosphonat, bénh nhin nén théng bao n€u cé bat Ki tri¢u
chitng dau diii, dau héng hay dau hdng va nhitng bénh nhén nay can dugc ddnh gi tinh
trang gay xuong dui khéng hodn toin,

11) Khong dung nap lactose: Ibandromex c6 chira lactose monohydrat. Vi vy nén st
dung thiin trong & bénh nhén c6é van dé vé di truyén hi€m gip khéng dung nap lactose,
thi€u hut lapp lactase hodc kém hip thu glucose-galactose.

TAC DUNG KHONG MONG MUON

Thuong gdp, ADR > 1/ 100

Thén kinh: Pau ddu.

Tiéu héa: Viém thiuc quan, viém da day, trio nguge da day thuc qudn, khé tiéu, tiéu chdy,
dau bung, budn nén.

Da va mo dudi da: Phit ban.

Cd - xudng: Pau khdp, dau co, dau cd - xudng, chudt rit, ciing ¢ — xudng.
Toan than: Gid cim.

It gap, 1/1 000 < ADR < 1/ 100

Mién dich: Hen suy&n ning.

Thin kinh: Chéng mit.

Tiéu héa: Viém loét hoiic hep thitc quin va khé nudt, nén, diy hdi.

Co - xwdng: Pau lung.

Toan thin: Mét méi.

" Hiém gdp, ADR < 1/ 1 000

Mién dich: Phin ing qud min.

Mit: Viém mit.

Tiéu héa: Viém ta trang.

Da va moé dudi da: Phi mach, phit mit, may day.

Cd - xuong: Gay xuong dui phan duéi mau chuy€n va thin xuong dii khéng dic dién hinh.
Théng bdo cho bdc si nhitng tic dung khéng mong mubn giip phii khi st dung thuic.
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TUOGNG TAC THUOC

[) Sinh khd dung dudng udng ciia acid ibandronic néi chung gidm xudng khi ¢é thifc in.
Cac sdn phim c6 chita calci nhu sita va cdc ion da héa tri khdc (nhu nhom, magnesi, sit)
¢6 the dnh hudng d&€n sy hip thu cla acid ibandronic cling twong tf nhu cdc nghién citu &
dong vat. Do d6, bénh nhan nén nhin &n cd dém (161 thiu 6 gidy) tru6e va khodng 1 gid
sau khi dung Ibandromex.

Ngoai ra, bénh nhin phdi chd it nhat 60 phiit sau khi udng natri ibandronat mdi uéng bat
cif thude nao khdc, bao gdm thube chfa cation da héa tri (nhu thudc khdng acid, thude bé
sung vitamin).

2) Khi ding chung véi melphalan/prednisolon § bénh nhén da u tdy, khong thiy ¢6 tuong
tac.

3) Khong thiy ttong tic véi tamoxifen hodc liéu phdp thay thé hormon (oestrogen) ¢ phu
n sau man kinh.

4) Thudc bai ti€t qua dng than: Cdc nghién cifu trén dong vét cho thdy ibandronat khong
bai ti€t qua Ong than. Khong thdy twong tic duge ddng hoc vdi cdc thudc bai ti€t qua ng
than.

5) Thudc tdc dung 1én enzym gan: Ibandronat khong gdy cdm tng hodc e ché& isoenzym
cytochrom P-450 va ciling khong chuyén héa tai gan. Khong thdy tuong tdc dude dong hoc
v6i cdc thude tdc dung lén enzym gan.

6) Cdc thudc khdng viém khong steroid (NSAIDs): Aspirin, cdc thuSc NSAID va
bisphosphonat déu ¢6 khd ning gy kich ing cho dudng tiéu hda, do d6 nén thin trong
khi st dung NSAIDs cung vdi natri ibandronat.

7) ThuGc khéng thu thé histamin- Ha hoic thude it ché bom proton: Tudng tdc duge dong
hoc (ting sinh khd dung dudng udng cla ibandronat) khi tiém tinh mach ranitidin trude
(15 hay 90 phtit) va sau khi udng ibandronat 30 phuiit.

Trong cdc nghién cttu 14m sang & bénh nhan dung thude khdng thu thé histamin-H, hay
thudc e ch& bom proton, khong thiy ting tdc dung khéng mong mudn 1én dudng tiéu héa
khi uéng ibandronat so vdi gia dudc.

SUDUNG G PHU NU CO THAI VA CHO CON BU (="
1) Phu nit ¢6 thai '

Chua ¢6 dit liéu day di cda viéc st dung acid ibandronic & phu nit ¢6 thai. Nghién ciu
trén chudt cho thdy dc tinh trén sinh sdn. Nhitng nguy cd tiém 4n trén ngudi 1a chua o
rang. Do d6, khong nén st dung acid ibandronic cho phu nit dang mang thai.

2) Phu nit cho con bu

Chura bi€t chdc chdn acid ibandronic bai ti€t qua sita me hay khong. Nghién cifu trén
chudt cho con bd cho thdy mdt Iwgng nhd acid ibandronic dude ti€t vao sita sau khi tiém

tinh mach. Do d6 khong nén sit dung acid ibandronic cho phy nit cho con bd.
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SUDUNG G NGUGI CAO TUOI

Khong cin di€u chinh liéu.

SUDUNG O TRE EM

P an toan va hi€u qué & tré em chua dugce thi€t lap.

QUA LIEU VA XU TRi

Chua ¢6 thong tin diéu tri qud liéu acid ibandronic. Tuy nhién, quéd liéu dudng udng cé
thé dnh hudng 1én dudng tiéu héa trén, nhy réi loan tiéu héa, ¢ néng, viém thuc quan,
viém hay loét da day. Sita hay thuSc khdng acid cé thé lién k&t véi acid ibandronic. Do
nguy ¢d kich @ng thyc quin va ndn mira, bénh nhin nén duy tri trang thdi thing lung. Loc
mdu khong ¢é hi€u qua trong trudng hgp nay.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Thude khdng dnh hudng hodc dnh hudng khong ding ké 1én kha ning ldi xe va vAn hanh
maiy méc.

PONG GO1

1 Vién/ Vi/ Hép.

BAO QUAN

Trong bao bi kin. J nhiét d6 phong khéng qué 30°C.
HAN DUNG

36 thang k€ tif ngay sin xuAt.

Khong dung qud han si dung ghi trén hop.
TIEU CHUAN
TCCS.

Boc ki hudng din sit dung trude khi diing.
Pé xa tim tay tré em.
Néu cdn thém thong tin, xin héi y kién bdc si.

Thudc nay chi diung theo su ké don ciia bdc si.

Sdn xudt tai: e
KOREA UNITED PHARM. INC. R

25-23, Nojanggongdan-gil, Jeondanéim&tsop,-_'séj_o;ig-ﬂ_,; Han Quéc.
4OR t{A UNITED HARM; INC

L L

Kim, Ki-Han
Chief Rapresentative Vietnam
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THONG TIN THUOC DANH CHO BENH NHAN

IBANDROMEX Vién nén bao phim

Acid ibandronic 150 mg

Thuéc nay chi ditng theo sy ké don ciia thdy thuéc.
Poc ky hudng dan st dung tridc khi ding.

Dé xa tém tay tré em.

THANH PHAN, HAM LUGNG CUA THUOC

Moi vién nén bao phim chita:

Acid Ibandronic.. s sessssiisagsisians 130 g

(Dudi dang natri ibandronat monohydrat 168,75 mg)

Td dugc: Lactose monohydrat, Povidon K-25, Crospovidon, Natri stearyl fumarat, Acid
silicic khan chudi nhe, Opadry white (OY-C-7000A).

MO TA SAN PHAM

Vién nén bao phim, hinh thu6n, miu tring nhat dén tring.

QUY CACH PONG GOI

1 Vién/ Vi/ Hop.

THUOC DUNG CHO BENH Gi

Phong va diéu tri bénh lodng xudng cho phu nit sau man kinh.
NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUGNG

Vién 150 mg dung mot thang mdt 1an, va ubng cing mot ngay trong thdng. Dlng

Ibandromex sau mot dém khéng dn (t8i thiéu 6 gid) va 60 phit trude bita dn hay udng
(khong ké dén nudc) diu tién trong ngay hay trude khi diing bt cif loai thudc hodc thuc
phdm bd sung dudng uéng nao (bao gom calci).

- ThuSc duge nudt nguyén vién vdi mdt cde nude diy (180-240 mL) khi bénh nhin dang
ditng hodc ngdi & tur thé thang lung

- Bénh nhin khdng nén ndm trude 60 phit sau khi uéng acid ibandronic.

- Acid ibandronic chi nén udng véi nudc, khdng diing nude khodng vi ¢6 thé chita ndng do
calci cao.

- Bénh nhan khong nén nhai, mit hay 1am v3 vién thudc do thudc ¢é thé thé giy loét hau
hong.

- Bénh nhin khéng nén udng thudc nay vao ldc di ngd hodc trude khi thic diy trong

ngay.
- Hudng din bénh nhan bd sung calci va vitamin D néu ch& d6 dn udng khong diy dd.
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Bénh nhin suy gan

Khéng cin diéu chinh liéu.

Bénh nhiin suy thin
Khong cdn diéu chinh liéu & bénh nhin suy thin mifc ¢6 nhe va trung binh (d6 thanh thai

creatinin > 30 mL/phit). Khéng khuy&n cdo ding Ibandromex cho bénh nhin suy thin

ning (d9 thanh thdi creatinin < 30 mL/phiit).

Negudi cao tudi

Khong can diéu chinh liéu

Tré em
Tinh an toan va hiéu qué cilia acid ibandronic § tré em va thanh thi€u nién dudi 18 tudi
chua dudc thiét 1ap.

KHI NAO KHONG NEN DUNG THUOC NAY

1) Médn cam véi acid ibandronic hay bt cif thanh phdn ndo cia thudc.

2) Gidm calci huyét.

3) Khong c6 khéd ning ding hodc ngdi thing it nhit 60 phuit.
4) Cdc bat thudng thuc quan lam chim thdo sach thuc quin nhu bi hep hodc khéng co
gidn tdm vi thyc quén.

5) Thudc nay c6 chita lactose vi viy khong nén sit dung cho bénh nhan bi bénh di truyén
hi€m gap nhu khong dung nap galactose, thi€u hut men lactase hay kém hép thu glucose-
galactose.

TAC DUNG KHONG MONG MUON

Thudng gdp, ADR > 1/ 100

Than kinh: Pau diu.

Ti€u héa: Viém thuc qudn, viém da day, trao ngude da day thue quan, khé tiéu, tiéu chdy,
dau bung, budn non.

Da va md dudi da: Phdt ban.

Co - xuong: Pau khép, dau co, dau cd - xudng, chudt rit, cing ¢ — xuong.

Toan thin: Gid cim.

It gép, 1/1 000 < ADR < 1/ 100

Mién dich: Hen suy&n ning.

Than kinh: Chéng mat.

Tiéu héa: Viém loét hodc hep thyc quin va khé nudt, nén, ddy hdi.

Co - xuong: Pau lung.

Toan thdn: Mét moi.

Hiém gdp, ADR < 1/ 1 000

Mién dich: Phén tng qua min.
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Sif dung & tré em

Do an toan va hiéu qud § tré em chua dugc thiét 1ap.
Anh hudng 1én kha niing lai xe va vain hanh mdy moc
Thubc khdng dnh hudng hodc dnh hudng khong ding ké 1&n kha nang lai xe va vin hanh
mdy moc.

KHI NAO CAN THAM VAN BAC SI, DUQC SI

Mot s& d6i tugng cdn dic biét thin trong trong khi dung Ibandromex. Cin bdo cho bic s
trede khi diing thudc néu:

. Cé6 chifc ning thian bt thuting

. C6 vin dé vé r8i loan chuyén héa khodng chit (nhu thi€u hut vitamin D hoic calci)

. C6 vin dé trong qud trinh nudt hoac ti€u hoa.
HAN DUNG

36 théang ké tit ngiy sdn xuat.

Khong diing qud han sit dung ghi trén hop.

San xudt tai: e
KOREA UNITED PHARM. INC. SR

25-23, Nojanggongdan-gil, Jeondong: myedm SEJOH°~§1, Han Quoc.
KORH {{..tﬁDPﬁf%RMINC

Kim, Ki-Han
Chief Representative Vietnam



