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HU'O'NG DAN SU’ DUNG THUOC DANH CHO CAN BO Y TE

IDROUNAT

1. Thanh phin, ham lwong ciia thudc:
Moi vién nén bao phim IDROUNAT chira:
Acid Ibandronic: 150mg ( mot tram ndm muoi miligram)
(Dudi dang Natri Ibandronat monohydrate 168,75 mg)
Ta duge vira du 1 vién
(Microcrystalline Cellulose, Lactose, Natri crosscarmellose, Colloidal silicon dioxide,

Magnesi stearat, HPMC, Titanium dioxide, Polyethylen glycol 6000, FD&C Red No.40
aluminum lake, FD&C Blue NO.2 Aluminum lake)

2. MO ta san phim: Vién nén tron bao phim mau hdng
Quy cach déng géi: Vi 1 vién - hop 1 vi
4. Cac dic tinh dwgce lue hoe, duwge dong hoc:

4.1. Co ché tic dung:

2

Téc dung cua Ibandronat trén xuong dua trén 4i luc ciia thude véi Hydrox it, 1 thanh phan chét
nén ctia xuong. Ibandronat rc ché hoat déng hily xwong, giam sy tiéu xu g va thay xuong. O phu
nit mén kinh, thudc lam giam tdc d6 thay xuong, dan dén tang khéi luong xuoeng.

4.2. Pac tinh dwge Iye hoc:
IDROUNAT la ché phdm tao ra su thay ddi héa sinh 1am giam d4u hiéu coa viéc thay xwong ké ca *
giam céc d4u hiéu ctia su thodi bién collagen cia xwong (nhu deoxypyridinoline, va lién két ngang C- s
telopeptide Type collagen) & phu nit sau mén kinh.
Phéc d6 diéu tri Ibandronat 150mg mdi thang mot 1an thi muc gidm trung binh CTX trong huyét
thanh la 76% sau khi diéu trj 1 nam.
Nghién ctru sy giam CTX trong huyét thanh ctia nhimg bénh nhan udng 150mg mdi théng trong vong
1 ndm 1a 49.8% so v&i nhitng bénh nhan dung gia duoc.

4.3. Pic tinh dwge dong hoc:

4.3.1. Hip thu:

Hap thu cta Ibandronate xay ra ca & thue quan. Nong do thudc trong mau ting tuyén tinh khi dung
dudng udng liéu dén 50mg, nhung khi ding trén lidu nay thi khéng con méi quan hé tuyén tinh nira.
Néng d¢ dinh dat duoc sau khi udng khoang 0.5-2 gitr (trung binh 1 gio).
Kha nang hép thu thudc anh huong béi thirc dn va nude udng (trir nude thuong), sinh kha dung cua
IDROUNAT giam dén 90% khi dung chung véi bita an so v&i ding khi bung déi. Sinh kha dung

gidm khong c6 ¥ nghia khi dung Ibandronat it nhat 60 phut trudc an, nhung ca sinh kha dung va tac
1



HU'ONG DAN SUF DUNG THUGC DANH CHO CAN BO Y TE

dung cta thudc 1én mat do xwong déu giam khi an hodc ubng (trir nuée thuong) trudce 60 phut tir khi
udng Ibandronat.

4.3.2. Phian bé

Sau khi hap thu, Ibandronat nhanh chéng gén vao xuong hoac 1a duoc thai trir qua nuge tiéu. & ngudi
thé tich phan bd it nhat la 90L, trong d6 luong gan vao xurong chiém 40-50% so véi nong do luu hanh
trong méu. Ibandronate gin ket v6i protein huyét tuong tir 90,0% dén 99,5% tuong tmg véi ndng do
Ibandronate tir 2-10 ng/mL

4.3.3. Chuyén héa

Ibandronat khong chiu sy chuyén héa qua gan va khéng trc ché Cytochrom P450. Ibandronat dugc
dao thai qua than. Khong c6 bang chimg cho thdy Ibandronat dugc chuyén héa & ngudi.

4.3.4. Thai trir

Phan Ibandronat hép thu khéng gin véi xuong dugc dao thai qua than & dang khong ddi (chiém
khoang 50-60% li¢u hép thu), phan khong dugc hip thu duoc dao thai qua phén.

Qua trinh thai trir Ibandronat khé phtrc tap, d6 thanh thai va phan b thubc vao xuong cho thiy su
thay d6i ndng do trong huyét trong kha nhanh va sém, dat khoang 10% ndng dé dinh sau khi udng 3-
8 gitr. Theo d6 d6 thanh thai chdm hon dbi véi Ibandronat di gin vao xuwong duoc tdi phian bd vao
mau.

Nhin chung thoi gian ban thai cta Ibandronat phu thudce vao lidu va nhay cam liéu, thong thuong
khoang 37-157 gio.

D¢ thanh thai toan phan cta Ibandronat thip, trung binh 84-160ml/min, do thanh thai cuapk 4n chiem
50-60% d¢ thanh thai toan phan va con lién quan dén do thanh tha1 creatinin. Sy chénh l¢ch gitra do
thanh thai toan phan va d6 thanh thai cua than cho thy kha ning gin vao xwong cua thudc!

5. Chi dinh, liéu dung, cich dung, chéng chi dinh:
5.1. Chi dinh:
- IDROUNAT duoc chi dinh dé diéu tri va phong ngira lodng xuong & phu nit sau man kinh
- Tiang mat d khoang xuong (BMD) va giam nguy co giy xuong cdt sdng.
- Thoi gian tdi vu sir dung chua duge xéc dinh. Can danh gia lai BMD dinh ky. Bénh nhén c6
nguy co giy xwong thip can dugc xem xét cho ngung thude sau 3-5 niam sir dung. Nhitng
bénh nhin khéng tiép tuc diéu tri nén duge dénh gia dinh ky dé xem xét nguy co.

5.2, Liéu ding —Céch ding:
Ubng mot vién 150mg mdi thang.
- DPétdi da hoa su hap thu va hidu qua nén ubng IDROUNAT it nhit 60 phut vao bita séng
trude khi 4n hodic ubng, trude khi ding bat cir thuc udng hoic ché phim bd sung nio
khac, bao gém canxi, thudc khang acid, hoac vitamin
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HUONG DAN SU" DUNG THUOC DANH CHO CAN BO Y TE

Pé thuc déy s van chuyén thubc vao da day nham giam kha nang kich tmg thuc quan,
nén udng IDROUNAT ca vién véi mot ly nude ddy (200-250 ml) & tu thé dimg hodc ngdi
thang. Bénh nhan khong dugc nim trong 60 phit sau khi ubng IDROUNAT

Khéng nén n, ubng bit cir gi (ngoai trir nudce), hodic dung bt cir thude khéc it nhat 60
phiit sau khi ubng IDROUNAT dé tranh anh huong dén sinh kha dung ctia thudc.

Chi nén udng IDROUNAT véi nude loc. Luu y ring mot sé nuée khoang ¢6 thé chira
nbng d6 canxi cao, do d6 khong nén dung.

Bénh nhén khong dwoc nhai hay mit vién thude vi né cé nguy co gdy loét hdu hong.
Khéng can diéu chinh liéu cho bénh nhén suy than trung binh hodc nhe.

Khéng can diéu chinh lidu cho ngudi cao tudi, hodc suy gan.

A 3 A _sa A . 2 . .
*%% Khuyen cao vé viéc bo sung Canxi va vitamin D

Bénh nhan cin dugc bd sung Canxi va vitamin D néu ché d6 dinh dudng khong dap tng
du

##% Huéng din khi quén lidu: Néu bénh nhin quén liéu, hdy huéng dan bénh nhan nhu sau:

Néu lidu tiép theo hon 7 ngay ké tir khi s& udng lidu di quén, udng 1 vién 150mg
IDROUNAT vio budi sang hom sau va tiép tuc str dung IDROUNAT theo lich udng dinh
ky hang thang nhu binh thuong.

Néu liéu tiép theo dudi 7 ngay, hdy bo qua liéu nay, doi dé tiép tuc str dung IDROUNAT
theo lich uéng dinh ky hang thang nhu binh thuong.

5.3. Chong chi dinh: ‘ i f\\\/
Bénh nhén c6 bat thudng vé thuc quan lam cham qua trinh lam rong nhu hep thuc quan,

co thit dng thuc quan.

Ha Calci méu khong kiém soat duoc

Bénh nhén khong c6 kha néng dimg hay ngdi thang trong it nhit 60 phut
Qué min v6i IDROUNAT hodc bit ky thanh phan nao cta thude

6. Tac dung phu:

Trén hé tiéu hoa: kho tiéu, budn ndn, ti€u chay, tdo bon va dau bung

Trén co xwong khop: dau lung, dau khép va dau co, chudt rit

Viém mii hong, viém phé quan, nhiém tring duong tiét niéu, nhidm trang ho hép trén
Tang huyét ap, dau dau, chong mit, phat ban, mat ngu.

7. Than trong:
7.1. Phén ting bt lgi & dwong tiéu hoa trén:

IDROUNAT ciing nhu céc loai thudc Bisphosphonates dung duong udng khac, c6 thé giy
kich tmg tai chd niém mac dudng tiéu héa trén. Vi tinh chét kich vmg nay va nguy co c6
thé 1am nang thém bénh, nén can than trong khi chi dinh IDROUNAT cho nhitng bénh
nhan c6 van dé vé dudng tidu héa trén (nhu Barrett thuc quan, kho nudt, cac bénh thuc
quan khac, viém hoéc loét da day ta trang).
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HUONG DAN S DUNG THUOC DANH CHO CANBO Y TE

Céc tac dung phu & thuc quan nhu viém thyc quan va loét thuc quan, déi khi kém Xuét
huyét va hiém khi gdy hep hodc thing thuc quan, didu ndy dd duoc bao cdo & nhitng bénh
nhan duoc didu tri v&i thude bisphosphonates dang udng. Trong mét sd truong hop phan
{rng ning bénh nhan can phai dugc nhap vién. Do d6, bac si nén canh gidc véi bét ky dau
hidu hodc triéu chimg bao hidu phan tmg bt loi trén thuc quan, bénh nhén can duoc
huéng din ngimg sir dung IDTOUNAT va di kham néu khi dung thudc cam thay ning
thém tinh trang kho6 nudt, nudt dau, dau sau xuong ire, o néng hodc ¢ néng méi xudt
hién.

Nguy co bi téc dung phu néng tai thuc quan thuong gip trén nhimg bénh nhén nim sau
khi uéng bisphosphonates va / hoic nhimg ngudi khong ubng thudc voi luong nudc du
(200-250ml), va / hodc nhitng bénh nhén tiép tuc ding udng bisphosphonates sau khi phat
hién triéu chimg goi y kich tmg thuc quan. O nhimg bénh nhan rdi loan tim than khong
tuan thi huéng dan stir dung thube, viéc diéu tri véi IDROUNAT nén duoc gidm sat can
than.

D3i c6 nhitng béo cdo vé loét da day, ta tring khi sir dung bisphosphonate, vai truong hop
bi bién chimg ning, Tuy nhién, khong co su gia ting nguy co bién chimg dugc tim thiy
trong thir nghiém lam sang.

7.2. Ha calci mau va chuyén hos chat khoang

Ha Calci mau da c6 bao cao khi sir dung IDROUNAT, do d6 bénh nhan phai duoc di‘éu tri
ha Calci méu va cac bat thuong chuyén hoéa khoang cua xuong trudce khi di€u tri
IDROUNAT. Cén cho bénh nhan b6 sung Calci va vitamin D néu ché dd &n khong cung
cap du.

7.3. Pau co xwong khop

cling nhu khi diéu tri v6i Bisphosphonates khac. Thoi gian khai phét cac tridu chy
mdt ngay dén vai thang sau khi bat ddu dung thudc. Hau hét cac bénh nhan giam c '
chimg sau khi ngung thude. Bénh nhan co thc dau trd lai khi tai didu tri. Nén n
dung néu cac tridu chimg nghiém trong tién trién.

Doi khi ¢6 phan tmg nghiém trong lam hity xwong, dau co, khép khi udng IDROUNAT
o
eu

g su

7.4. Hoai tir xwong ham

Hoai tir xvong ham c6 thé xay ra mét cach tu nhién hoic lién quan den rang (nhu
nhé,nhidm trung cham lanh) khi st dung Bisphosphonates. Nhimg yéu t6 nguy co giy
hoai tir xwong ham la cac thu thuét nha khoa (nhd rang, phau thuat, ciy ghép ring,..), ung
thur, diéu tri phdi hop ( hoéa tri, corticosteroid, e ché tao mach,...), vé sinh ring miéng
kém, cac bénh kém theo ( nha chu va cic bénh vé rang cé trude do thiéu mau, rdi loan
déng mau, nhiém trung, ring gia khong khép). Va céc nguy co nay ting khi dung
Bisphosphonates.

Hau hét céc truomg hop duoc bao céo trén nhitng bénh nhén diéu tri biphosphonate truyén
tinh mach nhung ciing ¢ vai ca xay ra trén bénh nhan dung dudng udng.

D6i v6i bénh nhan bi hoai tir xwong ham khi diéu tri bang bisphosphonate, phau thuét nha
khoa c¢6 thé 1am trAm trong thém tinh trang nay. Ddi véi bénh nhan doi hoi phai ¢6 thu
thudt nha khoa hién nay khong c6 dit lidu c6 khuyén nghi viéc c6 nén ngimg diéu tri
bisphosphonate dé giam nguy co hoai tir xwong ham hay khong. Viéc danh gia 1dm sang
cuia bac sT diéu tri s& giup dinh hudng xi tri cho ting truomg hop cu thé.
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7.5. Gay dwéi miu chuyén va gdy xwong dui khong dién hinh.

- Giy xuong dui khong dién hinh, hay giy do chan thuong nhe dd dugc bdo cédo & nhimg
bénh nhan diéu tri véi Bisphosphonate. Nhimg loai gay nay c6 thé xay ra & bt cir noi nao
trén than xwong dui tir dudi mau chuyén nho den trén 161 cau. Nguyén nhin chua dugc xac
minh tuy nhién su gdy xuong dang nay ciing xuat hién trén nhitng bénh nhan chua diéu tri
bang Bisphosphonates.

- Gay xuong dui khong dién hinh thudng xudt hién khi cé chin thuong nhe hay khéng chin
thuong. N6 ¢6 thé bi hai bén va nhiéu bénh nhén c6 triéu chimg béo trude tai ving bi anh
huong, théng thuomg tri¢u ching la dau ving dui, nhidu tudn dén hang thang trudce khi
giy xuong xuat hién. Mot so truong hop gy xwong khi bénh nhén dang diéu tri cung lic
v4i glucocorticoide (predmsone -

- Mot vai bénh nhan v6i bénh sir dung Bisphosphonate ma xuat hién dau & dui hay hang
nén nghi ngd ¢6 gy xuong khong dién hinh. Bénh nhéan dugc phat hién ¢ gy xuong
khong dién hinh ciing nén dénh gia nhiing triéu chimg va cac d4u hiéu cua giy xuong &
chi déi bén. Diéu trj Bisphosphonate ngit quing nén dugc cén nhic, cin bang gitra lgi ich
va nguy co ¢ timg bénh nhén.

7.6. Suy thian ning
- IDROUNAT khdng dugc khuyén cao dung cho bénh nhéan c6 suy thén nang (d9 thanh thai

creatinin< 30ml / phut).

7.7. Ngwoi cao tudi
Trong nghién ciru IDROUNAT mdi ngay diéu tri lodng xuong sau mén kinh. Khong co6 khac
biét vé hiéu qua hay tinh an toan trén bénh nhén cao tudi so véi ngudi tré nhung mot s6

trudmg hop 16m tudi cé thé tang tinh nhay cam

7.8. Phu nir giang mang thai va phu nir dang cho con bu: chua c6 nghién ciru lidu Ibandronate
¢6 hai d6i v&i thai nhi hay ¢6 qua dugc sira me hay khéng va ciing chua co nghiénw
bé bu me udng Ibandronate c6 gy hai hay khong. Do d6 khong nén sir dung cho phu nit

dang mang thai va dang cho con bu.

7.9. Ngwoi lai xe va vin hanh may moéc: Thubc khong gay ngu nén st dung dugc cho ngudi lai
xe va van hanh may moc

T4c dung khéng mong mudn:

Céc phan tmg bét loi duoc liét ké theo loai hé co quan theo tir dién y khoa va loai tén sb.

Céc phan tng phu duoc liét ké dudi déy theo tan sudt va hé co quan. Cac tan sudt duge xac dinh nhu
sau: Rat thuomg gip (> 1/ 10), thuong gap (=1/100 dén <1/ 10), it gap (> 1/ 1.000 dén < 1/100),
hiém gip (> 1/ 10.000 d&n < 1/ 1.000) hodc rat hiém gip (< 1/ 10.000), khong gap (tan s khong thé
dy doan tir dir liéu c6 san).

Bang 1: Cac phan Ung phu xay ra ¢ phu nit sau man kinh udng 150mg axit ibandronic mt lan m01
thang hodc axit ibandronic 2,5 mg moi ngdy trong nghién ctru pha I1I va trong kinh nghiém sau tiép

thi.

Iy /]

Y



HU'O'NG DAN S’ DUNG THUOC DANH CHO CANBO Y TE

Hé co quan Thwong gap Khongﬁtll;urong Hiém gip Rét hiém gip
Réi loai hé thong Y Phan {mg qua Phan tmg/ sbc
mién dich Y min phan vé
Réi loai hé thong R ot
i kink Dau dau Chong mat
Réi loan thi gidc Viém mat
Viém thuc quan,
Viém da day, Viém thuc quan
Bénh trao nguoc | bao gom loét thuc
Roi loan dwomg | da day thuc quan, quan hoéc hep T
rujt Ching kho tiéu, | thuc quan va kho viem laiang
Tiéu chay, Dau nuot, nén mira,
bung, Budn nén day hoi
Hoi chung
Steven-Johnson,
Roi loan da va Phat ban Phu mach, phu Erythema
moé dwdéi da mait, ndi mé day, | Multiforme, Viém
da Bollous
Pau khdp, dau co, Hoai tir xwong
. A dau co xurong S o st ham, hoai tir kénh
Roi loan mé co Yooy, bt 1 Cac gy xuong hinh oi4 ..
xwong va md lién | o 0P C M D Dau lung dui phu va khoén Rintgleomgod
i bap, cing khép co = Sy & (phan tmg phy”
két ’ dién hinh . \/
xuong i
Bisphosphonate)
Roi loan chung x
va tinh trang Gmngcz};r L Mét mai

uong thuoc

9. Twong tac thuc':c
9.1. Thubc b sung canxi/ thudc khang acid
San phdm chtra canxi va cac ion duong da hoa tri (nhém, magie, sit) c6 anh huong viée hip

thu IDROUNAT ’ ’
Nén uong it nhat 60 phut trudc khi uéng cac thudc chira ion duong da hoa tri, khang acid,

vitamins

Thudc Aspirin/thudc khang viém non-steroide (NSAIDs): Vi aspirin, NSAIDs, biphosphonat
déu gy kich thich da day rudt, nén chd ¥ khi phdi hop sir dung céc thude nay.

9.2. Thuéc khang H2: Khi dung chung Ranitidin lam tdng 20% hoat tinh sinh hoc cla

Ibandronate

\ O\
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HUONG DAN S DUNG THUOC DANH CHO CAN BO Y TE

9.3. Twong tic véi thube khic: Biphosphonate c6 tuong tac véi thudc dung chup hinh xwong.
Nghién ctru cua Ibandronate chua dugc ti€én hanh

10. Qua liéu va cach xir tri:

- Khong c6 thudc dic hidu dé diéu tri qua lidu khi udng Ibandronate, dwa vao dic tinh clia
hoat chat va thong tin c6 duge thi qua liéu din dén ha Calci méu, ha Phospho mau, kich
ing duong tiéu hoa trén nhu chudng bung, day hoi, viém loét da day, viém loét thuc quan.

- Nén cho bénh nhan ubng sita hoic khang acid. Tham tich mau khong c6 hi¢u qua.

- Khong dugc 1am nén bénh nhan va phai gitt bénh nhan & tu thé thing ding vi nguy co
kich tmg thuc quan.

11. Piéu kién bio quan: Bao quan noi kho mat, tranh anh sang, nhiét d6 khong qué 30°C

12. Han dung cita thudc: 36 thang ké tir ngay san xuit A\
*%% Tén, dia chi co s¢ san xuit:
Céng Ty ¢b phin Dwgc phdm Medisun
Dia chi: 521 An Loi, Hoa Loi, Bén Cat, Binh Duong, Viét Nam.
Dién thoai: 0650. 3589 036
Fax: 0650. 3589 297

*%% Tén, dia chi co s¢ ding ky thuoc:

Céng ty TNHH SUNRISE (SUNRISE Co., Ltd ) W
Dia chi : 61 duong sb 7, Khu dan cu Ap 5, Xa Phong Phu, huyén Binh Chanh, thanh phd H6 Chi
Minh, Viét Nam j

DPién thoai : 028.38.632.632
Fax : 08.38688169

*%% Ngdy xem xét sita ddi, cAp nhit lai ndi dung hwémg din sir dung thube
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HUGNG DAN SU DUNG THUOC DANH CHO NGUOI BENH
_ RUONG DAN sU DUNG LHUOL DANG LUV NUUAL DRSS

IDROUNAT

BPoc kj huong dan sir dung trude khi ding
Pé xa tam tay tré em
Théng bdo ngay cho bdc sy hodc dugc sy nhing tac dung khong mong muén gdp phai khi ste dung thude
Néu can thém théng tin xin hoi y kién bdc sy

Thuéc nay chi dimg theo don cua bdc sp

1. Thanh phin, ham lweng ciia thudc:

M3i vién nén bao phim IDROUNAT chira:

Acid Ibandronic: 150mg ( mot tram nam muoi miligram)
(Duéi dang Natri Ibandronat monohydrate 168,75mg)
Téa duge  vira da 1 vién

(MicrocrystallineCellulose, lactose, Natri crosscarmellose, Colloidal silicon dioxide, Magnesi
stearat, HPMC, Titanium dioxide, Polyethylen glycol 6000, FD&C Red No.40 rluminum
lake, FD&C Blue NO.2 Aluminum lake) \

2. MO ta san phdm:Vién nén tron bao phim mau hong
3. Quy ciach déng goi: Vi 1 vién - hop 1 vi
4. Ibandronate (IDROUNAT) la gi?

2
-

Ibandronate thudc nhém Bisphosphonates,Ibandronate lam thay d6i chu ky ciia sy hinh thanh va thoai bién
xuong trong co thé. Ibandronate 1am cham su thodi bién cila xwong nho d6 lam ting khdi lwgng xwong, c6
thé ngin ngira gdy xuong.

Ibandronate dwgc sir dung dé diéu tri hodc ngin ngira loang xuong ¢ phu nir sau mén kinh.
Ibandronate ciing c6 thé dugce sir dung cho cdc muc dich khong dugc liét ké trong hudng dén thudc.

5. Nhirng tac dung phu ¢6 thé gip:
—  Cantro gitp y té khén cap néu ban ¢6 bt cir dAu hiéu cia mot phan img di ing: phét ban; khé thd;
sung mat, moi, ludi, hodc hong.
— Ngimg sir dung Ibandronate va goi cho béc si ngay néu ban c6 bt ctr phan tmg phu nghiém trong:
e Tuc nguc;
e Kho khan hodc dau khi nuét;
¢ Pau hay rat dudi xuong suon hodc ¢ phia sau;
e  Xuét hién triéu ching o hoi hodc lam x4u di tinh trang ¢ hoi trude do;

1
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e DPau nhirc nghiém trong khdp, xuong, hoédc co;
e Pau méi hay bat thudong & dui hodc hong; hodc 1a
e Ham dau, té, hodc sung.
—  Téc dung phu it nghiém trong bao gbm:
e DPau lung, nhirc dau;
e P hodc sung mét;
e Tiéu chay;
e Triéu chirng nhu cum;
e Budn non hodc dau bung;
e Dau & canh tay hodc chan.

Q
[

Trén day khong phai la mot danh sach day du cac tac dung phu ¢ thé xay ra. Hay tham van bac si dé duoc
tu van day du.

6. Téi cin thio ludn véi bac s¥ nhirng théng tin gi truée khi quyét dinh sir dung Ibandronate
(IDROUNAT)

- Ban khong nén su dung thube nay néu dj mg véi Ibandronate, hogc bénh than ndng, hodac né)ng do
Calci trong mau thdp (giam calci mau), hodc c6 van dé voi thuc quan (dng ndi miéng va da day cua
ban).

- Khéng nén dung Ibandronate (IDROUNAT) néu ban khong thé ngdi thang dimg hay dimg trong it
nhat mot gior day di. Ibandronate ¢ thé gay ra vin dé nghiém trong cho da day hay thu quan. Ban sé
¢in phai dimg thang trong it nhét 60 pht sau khi ubng thude nay. L-\/m

- Dé chic chiin ring ban c6 thé an toan sir dung Ibandronate (IDROUNAT), hay béo cho bac si néu ban
c6 bat ky cac van dé: '

o Di tmng thube

Thiéu vitamin D;

Bénh thin;

Nong do Calci trong mau thép (giam Calci mau) .

Loét da day hay thue quan ; hodc la kho nudt. P

Vén dé vé nha khoa

Réi loan dong méau

Thiéu mau (t bao hong cau thap)

Phiu thuit nha khoa hodic cac van dé nha khoa tir trude.

Ung thu hodc da dugc diéu tri bfmg hoa tri, xa tri, hodc steroid

Pang mang thai hogc du dinh ¢6 thai trong khi sir dung thudc nay

Pang cho con ba

- Hay tham van bac s dé can nhic vé nguy co va lgi ich cua viée sir dung thudc nay.

[/ S
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7. Si dung Ibandronate IDROUNAT) nhu thé nio

- Dung ding lidu chi dinh. Khong sir dung véi s6 lugng lém hon hogc nho hon hogc Jau hon so véi
khuyén céo.

- Vién Ibandronate (IDROUNAT) dugc ubng méi thang mot lan, giam thoi gian dung thudc nhung vin
dam bao hiéu qua diéu tri so véi lidu dung hing ngay.



HUONG DAN SU DUNG THUOC DANH CHO NGUOI BENH

Khoéng nén dung Ibandronate (IDROUNAT) néu ban khéng thé ngdi thing ding hay dimg trong it
nhit mot gir diy du. Ibandronate c6 thé gy ra van dé cho da day hay thuc quan (6ng ndi miéng va da
day ctia ban). Ban sé& can phai & tu thé dimg thang trong it nhat 60 phut sau khi udng thude.

Ubng Ibandronate (IDROUNAT) vao budi sang, it nhat 1a 1 gid (60 phut) trude khi an hodc udng bat
cir thire dn hoac thude gi.

Ubng mdi vién Ibandronate (IDROUNAT) véi mét cde nude ddy (180-240ml) va chi sir dung nudc
thuong (khong phai nude khoang).

Sau khi uéng Ibandronate (IDROUNAT) it nhit 1 gid (60 phut) khong nim xudng hoic twa lung;
khong dn hodc udng bét ctr thir gi khac ngoai nudc thiong; va khong ding bét ky loai thude khac ké
ca vitamin, canxi, hodc thudc khang acid.

Mot s6 nguoi str dung cac loai thube twong ty nhu Ibandronate d4 phét trién mat xwong & xuong ham
(hoai tir xwong ham). Céc triéu chimg cua tinh trang ndy c6 thé bao gom dau ham, sung, té, rang lung
lay, nhiém tring nuéu, hodc chdm lanh sau khi chén thuong hodc phiu thuat lién quan dén nudu ring.
C6 thé c6 nhiéu kha nang dé phat trién hoai tir xuong ham néu ban bi ung thu hodc da duogc diéu tri
b?mg héa tri, xa tri, hodc steroid. Cac diéu kién thuan loi khac lién quan dén hoai tir xuong ham la: roi
loan déng mau, thiéu méau (té bao hdng cau thap), va cac van dé nha khoa tir trude.

Néu ban cé vin d& vé nha khoa (dac biét 13 phau thuat), hiy bao véi nha st néu ban dang sir dung
IDROUNAT. Ban cé thé can phai ngimg st dung thudc trong mét thoi gian ngén.

Khi uéng phai nudt ca vién thudc, khdng dugc bé, nhai, nghién vién thude. -
Sau khi uéng thudc Ibandronate (IDROUNAT), cén thian lam theo nhimg huéng din néiy:kﬂa/

o Pimg nim xudng hoic ngdi tua lung trong it nhit 60 phut sau khi udng Toahdronate
(IDROUNAT). cl

o Khoéng an hodc udng bét cir thir gi khac ngoai nuéce thuong.

o Khong dung bat ctr loai thude khac bao gdm vitamin, canxi, hodc thudc khang acid it nhat 60
phut sau khi udng Ibandronate. Céc loai thudc khac c6 thé udng tét nhat vao thoi diém khac
nhau trong ngay. Hay hoi bac sT vé lich udng thudc tdt nhat cho céc loai thude khac cia ban.

Ban can phai kiém tra mat do xuong thuong xuyén dé chic chin su cai thién tinh trang ve Xurong cua
ban.

Diéu tri bing Ibandronate (IDROUNAT) két hop v6i thay déi ché do an udng, tap thé duc, bd sung
canxi, vitamin.

Thude duoc dé & nhiét d6 phong, tranh 4m va nhiét.

Lam gi khi quén dung Ibandronate (IDROUNAT)

Néu ban quén udng Ibandronate (IDROUNAT) theo lich trinh, hiy udng vao budi sang ngay ngay
hom sau khi ban nhé liéu dd quén. Sau d6 udng thude theo lich trinh hang thang ma ban da chon.

Tuy nhién néu thoi gian ké tir khi udng liéu da quén va lidu theo lich tiép theo ciia ban it hon 7 ngay,
hiy bo qua liéu da quén va chd cho dén ngay udng thudc tiép theo theo lich trinh hang thang. Khéng
nén dung hai (2) vién thudc trong mot tuan.

Khi diing thudc qua liéu

Triéu chimg qua liéu ¢ thé bao gdbm budn ndn, ¢ néng, dau da day, tiéu chay, chudt rit, co bép, té
hodc ngtra ran, co cirng co mat, co giit, cau gét, nhirng suy nghi va hanh vi khéng binh thudng.

Hay tim kiém su cham séc y té khan cap.

Ubng mdt cde day sira va goi cho trung tim kiém soat chit doc dia phuong hodc phong cip ciru ngay
lap tue.

), S
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—  Pimng l1am cho minh bi nén mira va khéng duge nam xudng.

10. Nén tranh nhimg gi khi sir dung Ibandronate (IDROUNAT)

- Khéng udng cling bat ky thudc nao ké ca Vitamins, Calci, khéng acid trong it nhat 60 phut sau khi
udng Ibandronate (IDROUNAT)

- Tranh sir dyung sira va céac san pham tir sita

11. Nhitng thudc c6 anh hudng khi dung cing Ibandronate
— Hay bao cho bac si vé tit ca cac loai thudc khac ma ban dangsur dung, dac biét la aspirin hodc cac

NSAID khéc (thubc khong steroid chéng viém) nhur: “\’*
o Celecoxib (Celebrex); o
o Diclofenac (Voltaren); A4
o Diflunisal (Dolobid); ﬁ
o Ibuprofen (Motrin, Advil), SE
o Indomethacin (Indocin); ]
o Ketoprofen (Orudis) %
o Ketorolac (TORADOL);
o Naproxen (Aleve, Naprosyn); hodc la
o Piroxicam (Feldene), va nhitng thude khéc.
— Danh sach nay khong phai la tAt ca cac loai thudc c6 thé twong tac véi Ibandronate (IDROUNAT). ‘
— Hay bao cho béc st vé tAt ca cac loai thudc ma ban dang sir dung, bao gbm ca thude ké t:W
toa: vitamin, va cac san pham thao duoc....
—~ Khoéng duoc sir dung thuée khac khi dang ding Ibandronat (IDROUNAT) ma khong béao!vdi bac si
cua ban. ’
12. Pidu kién bio quin: Bao quan noi khé mat, tranh 4nh sing, nhiét do khong qué 30°C A
13. Han dung cua thudc: 36 thang ké tir ngay san xuit
L
#%% T¢n, dia chi co’ s san xuit: }5

Céng Ty ¢b phan Duoc phim Medisun
Pia chi: 521 An Loi, Hoa Loi, Bén Cat, Binh Duong, Viét Nam.
Pién thoai: 0650. 3589 036
Fax: 0650. 3589 297
*%% Tgn, dia chi co sé dang ky thube:
Céng ty TNHH SUNRISE (SUNRISE Co., Litd )

Dia chi : 61 dudng s6 7, Khu dan cu Ap 5, Xa Phong Phu, huyén Binh Chénh, thanh phé H6 Chi
Minh, Viét Nam

Dién thoai : 028.38.632.632
Fax : 08.38688169
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