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} ADMINISTRATION AND OTHER INFORMATION
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l STORAGE - In a dry, cool place (below 30°C). Protect from light.
| SPECIFICATION - In-house.
| 9360141586259 Keep out of reach of children
Read the leaflet carefully before using
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Rx HUGNG DAN SU' DUNG THUGC CHO CAN BO Y TE
ZOPYLAS 4mg/5ml

(Acid zoledronic 4mg)

Thudc bén theo don. Boc ki hudng ddn st dung trude khi ding. DE xa tdm tay cia tré em.
Thong bdo ngay cho bdc sT hodc duge s nhing tdc dung khéng mong mudn g&p phai khi st dung thudc.

THANH PHAN: MGi I 5 ml dung dich chifa:

Acid zoledronic 4 mg
Té dugc: Manitol, hydroxypropyl betacyclodextrin, natri citrat, dinatri edetat, nudc cAt pha tiém.
DUQC LUC HOC

Nhém dugc Iy: Thudc irc ché hily xuong. M3 ATC: MO5BA0S.

Acid zoledronic 1 mt bisphosphonat tdng hgp thudc din xudt imidazol. Acid zoledronic ¢6 c&u tric va tic dung tudng ty
cdc bisphosphonat khic nhu alendronat, risedronat vd pamidronat. Cic bisphosphonat déu 13 cic chat tuong ty
pyrophosphat, c6 4i Iyic cao véi hydroxyapatit clia xuong va (ic ché hoat dong cla cic t& bdo hily xuong. Cic bisphosphonat
cling (fc ché sy tao thanh va hoa tan c4c tinh thé hydroxyapatit, do d6 c6 tiém ning (fc ché qua trinh khodng héa xuong.
Acid zoledronic (fc ch& hoat tinh clia cdc t& bao hily xudng va sy gidi phéng calci tir cac khdi u, do dé 1am gidm calci mau.
Trén nhitng b&nh nhan ting calci mau do khi u ac tinh, acid zoledronic 1am gidm ndng do calci va phospho huy&t, déng
thdi ting bai tiét cic chdt nay ra nudc tiéu.

Nghién ciu |au dai trén dong vat cho thdy, acid zoledronic tc ché tiéu xuong nhung khdng c6 téc dung x&u d&n tao xuong,
khodng hoa hodc dgc tinh co hoc clia xuong. Ngodi tic dung Uc ch& manh trén xuong, acid zoledronic con cé nhiéu dic tinh
khang u, gop phin mang lai hiéu qud toan bf trong diu tri di cin vao xudng. Cic dic tinh sau ddy di dugc ching minh
trong cdc nghién ciu tién 1am sang:

- In vivo, ic ché tiéu xuong do hily c8t bao lam thay ddi vi mdi trudng tlly xudng gdy bat Igi cho sy phat trién cac t& bao u,
lam gidm hoat tinh sinh mach médu va c6 tic dung chdng dau.

- In vitro, (c ch& ting sinh nguy@n cBt bao, co hoat tinh Kim t€ bao tryc ti€p va lam chét céc t& bao u, hiép déng tac dung
kim t& bao két hgp véi céc thudc chdng ung thu khac, tic dung chdng bam dinh, xdm 1an t& bao.

DUGC DONG HOC

Ndng do acid zoledronic trong huyét tudng ting 1&n nhanh chéng ngay sau khi truyén tinh mach. Ty 18 gdn v6i protein huyét
tuong thdp va rat khic nhau gia cdc nghién ciu, khodng 22% dé&n 56%. Acid zoledronic khong bj chuyén héa, khodng 23 -
55% liéu dung dugc thdi qua than dudi dang khdng ddi trong vong 24 gig, phdn con lai chil y&u luu gil & xuong va dao thai
rdt chim. Thai gian ban thai cudi cung khodng 146 gid. Toc df thai trr acid zoledronic qua thdn gidm xudng & nhilng b&nh
nhdn suy thdn ndng.

CHI BINH

Piéu tri ting calci méu do khéi u 4c tinh,

Di cin xuong do ung thu hay tdn thuong xuong do bénh da u tly xuong.

Bénh Paget xuong.

Phong va diéu trj lodng xudng (& phy nil sau man kinh, nam gidi I6n tudi, lodng xuong do st dung corticoid)

LIEU LUGNG VA CACH DUNG

Liéu ding:

Nguai Ion:

Tang calci médu do khéi u dc tinh:

Dung mot liéu don 4 mg, pha lodng 5 ml dung dich chifa 4 mg acid zoledronic trong 100 ml dung dich natri clorid 0,9 %
hoic glucose 5 %, truyén tinh mach trong it nh&t 15 phat, c6 thé I1p lai sau it nhat 7 ngdy (n8u thdy cdn thiét) cling véi
liéu trén. M&i 14n dung khdng nén qué 4 mg vi s& lam ting nguy co tic dung khdng mong mudn trén thén.

Di ¢dn xuong do ung thu:

Dung mot liu don 4 mg, chudn bj dung dich tiém truyén nhu trén, truyén finh mach 3 — 4 tudn mot I4n.




Pau tiy xudng:

4 mg, chudn bj dung dich tiém truy&n nhu trén, truyén finh mach khong dusi 15 phat, cich 3 — 4 tudn mot I4n. BS sung
calci 500 mg (udng) va polyvitamin chita 400 dvgt vitamin D.

Bénh Paget xuaong:

Truyén finh mach mot liéu don 5 mg. B lam gidm nguy cd gidm calci mau do acid zoledronic, mi bénh nhén phii dugc
bd sung 1,5 g calci/ngay (750 mg, 2 ln/ngay hodc 500 mg, 3 Idn/ngay) va 800 dvqt vitamin D/ngdy, dic biét trong 2 tuin
d4u tién sau khi ding acid zoledronic.

Diéu tr lodng xuong (sau man kinh, do corticoid): Mt liéu don 5 mg, truyén finh mach 1 14n/1 nam.

Dy phong lodng xuong sau man kinh: 5 mg, truyén finh mach khéng du6i 15 phdt, cach 2 nam/an.

Diéu chinh liéu trén bénh nhan suy than:

Cler> 60 ml/phat: 4 mg (khong cén chinh lidu).

Cl; 50 - 60 ml/phat: 3,5 mg. '

Cler 40 = 49 ml/phat: 3,3 mg.

Cl, 30 — 39 ml/phat: 3 mg.

Cle; < 30 mi/phit: Khéng khuyén céo sif dung.

Tré em tir 1 tudj dén 17 tudi: Tinh an todn va higu qud chua dugc thist 1ap.

Budng ding: Chi dung dudng tiém tinh mach.

Céch ding: Pha lodng dung dich ch& phdm voi cic dung moi tuong hgp. Dung dich sau khi pha dugc truyén finh mach don
doc trong mdt duding truyén riéng biét va trong it nhat 15 phat.

Hudng dén pha ché céc liéu gidm ciia thuéc cho bénh nhan suy than:

Rat mot lugng thé tich thich hgp clia dung dich acid zoledronic 4 mg/5 ml nhu sau:

- 4,4 ml cho liéu 3,5 mg.

- 4,1 ml cho liéu 3,3 mg.

- 3,8 ml cho liéu 3 mg.

Lugng dung dich dugc rat ra duge pha loang trong 100 ml dung dich natri clorid 0,9 % hoic glucose 5 %.

Tinh tuang ky

Khang dugc tron Iin dung dich sau khi pha véi cic dung dich tiém truyén chifa calci hodc cation héa tri hai nhu dung djch
Ringer lactat.

P 6n dinh va bdo quan dung dich sau khi pha lodng

Dung djch tiém truyén sau khi pha lodng trong 100 ml natri clorid 0,9 % hodc glucose 5 % nén dugec sif dung ngay. N&u
chua sit dung ngay thi dung dich c6 thé bao quén & 2 — 8 °C trong thdi gian khong qud 24 gid. Dung dich sau khi bo quin
lanh cdn phéi dugc cdn bing tai nhigt do phong trubc khi sit dung.

CHONG CHi BINH

Min cam véi acid zoledronic, hodc véi céc bisphosphonat khéc, hoic man cadm véi bat ky thanh phdn nio clia thudc.

Gidm calci méu.

Phy n@ mang thai, cho con ba.

Clor < 30 ml/phit, hoic b&nh nhan cé suy thin cip.

Khéng ding khi b&nh nhin dang diéu trj bing mot bisphosphonat khéc.

THAN TRQNG

Truc va sau khi dung acid zoledronic, phi b3o ddm ca thé c6 dii nudc vi thiéu nudc trong co thé d& 1am t8n thuong thén.
Acid zoledronic &nh hudng d&n calci nhifu hon cic bisphosphonat khic, do d6 c6 thé gdy gidm calci ndng din dén tetany
hay di cdm. C4n diéu tri tinh trang gidm calci mau va didu chinh c4c y&u t5 anh hudng dén chuyén héa xudng hodc mubi
khodng (nhu suy tuy&n cdn gidp, phiu thuat tuyén gidp, phiu thuat tuy&n cin gidp, r6i loan hip thu, cit doan rudt non..)
trutc khi bit ddu liéu phap acid zoledronic ddi véi bénh ting calci mdu do khéi u 4c tinh. C4n kiém soédt néng do cac chat
dién gidi, calci, phosphat vd magnesi mau trén nhitng bénh nhan ndy. Néu c6 gidm néng do cic chat trén, cin b8 sung
trugc khi diéu trj bing acid zoledronic. Thi€u hyt vitamin D phai dugc diéu trj trudc khi bdt d4u cho acid zoledronic.

Mic du khdng thudng xuyén, song cac biéu hign dau xuong nghiém trong (c6 thé ddn dé&n yéu xuong), dau co, dau khdp
ciing da dugc ghi nhdn & nhiing bénh nhan diéu trj bing bisphosphonat. Triéu chitng dau c6 thé kéo dai tir 1 ngay d&n vai
thdng va sé hét khi ngiing diéu tr|. B&nh nhan khi g3p cac triéu chiing nay cin bdo cho bac sT biét. Khdng nén dung cho
b&nh nhan co tién st dau tuong tu khi da diéu trj bing mgt bisphosphonat khéc.
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Thén trong trong truding hgp suy gan ning.

Cac bisphosphonat cé thé gay co thit khi quin & bénh nhin hen nhay cdm vdi aspirin, cdn dung thén trong acid zoledronic

& nhitng b&nh nhin nay. ’

Hoai tli xuong ham: .

Hoai tif xuong ham da dugc ghi nhdn trén nhitng bénh nhén sir dyng acid zoledronic dé diéu tri lodng xuong (xem thém

myc Tdc dyng khéng mong mudn). Viéc bit ddu diéu trj bing acid zoledronic hojc b4t ddu mot dgt diéu tri méi cho bénh

nhan nén dugc tri hodn trén nhiing bénh nhan cd vét thuong mé mém hé chua lanh tai ving miéng. Bénh nhin c6 cdc yéu

t§ nguy co dugc khuy&n cdo ki€m tra dé phong ngira c4c vAn dé ring miéng va danh gid Igi fich — nguy ca truGc khi didu tri

bing acid zoledronic.

Khi danh gid nguy cd hoai tf xuong ham trén bénh nhin, can b y t& cin cn nhdc nhitng y&u t§ sau:

— Hiéu lyc clia chg phdm thufc gdy Uc ché tiéu xuong (vi nguy co ting theo hoat lyc clia thudc), dudng dung (nguy co cao
hon khi ding thudc dudng tiém) va sy tich Iy thudc.

— Ung thu, cdc b&nh mdc kém (vi dy: thifu mdu, r6i loan déng m4u, nhi#m khudn) va hit thudc.

— Thudc dung dbng thai: corticosteroid, hoa trj lidu, cic cht ic ché tao mach va xa trj ving ddu cé.

— V& sinh réng miéng kém, b&nh nha chu, rdng gid khong khdp, tién sit b&nh ring miéng hoc ti€n hanh thi thudt nha
khoa xam I&n nhu nh§ ring.

T4t ca bénh nhan dugc khuy&n khich duy tri v& sinh ring miéng, kiém tra siic khde ring miéng dinh ky va théng bdo ngay

khi g3p phéi nhiing vdn dé vé rang miéng nhu xB I&ch ring, dau hoic sung ring, chdy mil khéng Ianh trong qué trinh didu

tri bang acid zoledronic. Viéc ti€n hanh cac thii thuit nha khoa xam I&n trén bénh nhin dang diéu trj bing acid zoledronic

cdn dugc tién hanh mdt céch than trong va cdch xa thdi diém bénh nhin dang diéu tri. ‘

Trén bénh nhin cé hoai tif xuong ham do sif dyng acid zoledronic, cdn c6 sy phGi hgp chit ché giita bic sy diéu trj va nha

sy hoic bac sy phdu thudt ring miéng c6 chuy&n mdn vé hoai tif xuong ham. N&u c6 thé, xem xét viéc tam ngling diéu trj

cho bénh nhan dén khi tinh trang hoai tlf xuong hdm cai thign va cdc y&u td nguy co gidm nhe.

Thai ky mang thai

Mic du chua c6 nghién citu trén ngudi v8 nguy ca di voi thai khi me sit dung thudc trong thdi ky mang thai, song nhitng

nghién citu trén ddng vat cho thiy bisphosphonat vao xuong thai nhi nhiéu hon vdo xuong clia me, do d6 c6 gid thuy8t cho

ring nguy ¢ gy hai cho thai (nhu b4t thudng h& xuong hodc cic bt thudng khac) co thé xay ra ngay ci khi ngudi me co

thai sau khi d4 hoan tat ligu trinh diu trj biing bisphosphonat. Nhiing y&u t& dnh hudng t6i sy phat trién clia thai nhu: Thi

gian tir khi ngimg bisphosphonat d&n khi thy thai, loai bisphosphonat dugc ding va duting dung bisphosphonat can dang

dugc nghién cifu. Do vy, khong nén ding acid zoledronic cho phy nif ¢ thai. V6i phy nif dang trong do tudi sinh d&, nén

dung thusc tranh thai trong khi diu trj bing acid zoledronic.

Thai ky cho con bi

Khéng bigt acid zoledronic ¢6 qua sifa me hay khéng, hon nifa, acid zoledronic dugc Iuu gid & xuong trong mdt thai gian dai

nén khong dung cho phy ni cho con b.

Tac ddong cia thudc 1&n kha ndng 14i xe va vdn hanh may mdc

Céc tic dung khong mong mudn nhu dau ddu, chéng mat v nhin md, c6 thé nh hubng dén khd ndng I4i xe va vin hanh

mdy méc. Do dd, cdn thdn trong khi sir dung acid zoledronic khi I4i xe va vdn hanh mady méc.

TUONG TAC THUGC

Cac thudc Igi niéu quai, khdng sinh nhém aminoglycosid ¢ thé hiép déng tac dung Iam ting nguy cd gidm Ca** mdu clia

acid zoledronic.

Cac thudc co ddc tinh véi than, céc thuSc chéng viém khong steroid, thalidomid 1am ting nguy co ADR trén thén cla acid

zoledronic.

Khéng dugc tron 1&n véi dung dich calci hodic dung dich tiém truyén cd cation héa tri 2 nhu dung dich Ringer lactat.

TAC DUNG KHONG MONG MUGON (ADR)

Rdi loan co xuong va md lién két (ty 18 khong xac dinh: dya trén bdo cdo ghi nhan trong qud trinh thudc Iuu hanh trén

thi trudng. Khong thé xac dinh tdn sut dya trén nhitng di liéu hign c6): Hoai tif xudng ham (xem thém muc Than trong va

tifu myc “Tac dung khéng mong mudn clia nhom thudc” thudc muc Téc dung khéng mong mudn)

Téc dung khdng mong mudn cia nhom thudc: Hoai tlf xuong ham

Céc trudng hop hoai tif xuong ham da dugc ghi nhan, chil y&u trén bénh nhan ung thu dugc diéu tri bing cdc ch& phdm

thudc gdy (ic ché tiéu xuong, trong do ¢ acid zoledronic (xem thém muyc Thén trong). Trong mdt thir nghigm Idm sang I6n



tién hanh trén 7736 b&nh nhin, bign c¢f hoai 1 xuong ham dugc béo c4o trén mdt bénh nhin trong nhém didu trj bing
Aclasta (acid zoledronic) va mdt b&nh nhan trong nhdm diéu trj bing gid dugc. Cic trudng hgp hoai tif xuong ham lién quan
dé&n viéc sir dung acid zoledronic da dugc ghi nhan.

Mb t& mét sd tdc dung khdng mong mudn cy thé:

Thudng gdp, ADR >1/100

Gidm phosphat mdu, thi€u mau, hdi ching gid cim (dau xuong, dau co, dau khép, sbt, cing ca), réi loan tiéu héa, rung nhr,
dau ddu, chong mat, viém két mac, suy thdn (hi€m khi suy thin c4p).

It gdp, 1/1000 < ADR < 1/100

Chan n, r6i loan vj gidc, khd miéng, viém miéng, dau ngyc, ting huyét 4p, gidm huyét 4p, kho thd, ho, thay ddi cam gidc,
run co, lo I3ng, réi loan gidc ngl, nhin md, ting cin, ngla, ban dd, d6 mé hoi, chudt rat, huyét nidu, protein niéu, phin (ng
qud min (bao gdm phu mach), suy nhugc, pht ngoai vi, gidm tiéu cdu, gidm bach cdu, gidm magnesi huy&t, gidm kali
huy&t, phdn (ng tai chd tiém.

Hiém gap, ADR < 1/1000

Cham nhip tim, 10 1&n, ting K*, ting Na* m4u, gidm todn thé huyét cu, hoai tif xuong ham, gdy xuong dui khdng dién hinh,
viém mang mach va viém cling mac.

Thong béo ngay cho bac sT hodc dugc sT nhitng tac dung khdng mong mudn gip phdi khi sif dung thudc.

Hudéng dén cach xif tri ADR

Gidm sat chit ché ndng d calci, phosphat vAd magnesi mau truc va trong qud trinh diéu tri bing acid zoledronic. B§ sung
calci v vitamin D rdt quan trong dé duy tri ndng do calci mau & b&énh nh&n Paget xuong, da u tlly, cic khGi u di cin t6i
Xuong va cd bénh loang xuong. Khuy&n bénh nhin nén béo cho bic sT ngay khi c& cdc diu hiéu clia gidm calci mau nhu:
cam gidc t& hodc dau nhéi ddy thdn kinh (d3c bigt trong hodc quanh miéng) hoc co gidt co xudt hién.

Suy than c6 thé gip trong qué trinh diéu tri bing acid zoledronic, do dé c&n danh gid chiic ning than trudc diéu trj va dim
béo bl nuéc dy di trudc, trong va sau khi truyén acid zoledronic (c thé t6i 4 lit trong 24 gid). Tuy nhién, ciing khéng nén
bu qud nhidu nudc co thé gdy suy tim. Tiép tyc dnh gid chitc ning than trén nhing bénh nhan c6 y&u t6 nguy cd nhu: 03
¢ suy than tru6c d6, bénh nhan tudi cao, dang dung thubc co doc véi than, thudc Igi ti€u hodc dang trong tinh trang mét
nudc. .

QUA LIEU VA XU TRi

Qué lidu acid zoledronic ¢6 thé gay ra cdc biéu hién clia tinh trang gidm calci mau. D& khic phuc, cé thé truyén calci qua
duding finh mach. C4n chi ¥ chic ning thdn vi acid zoledronic c6 thé gy suy than.

CAC DAU HIEU CAN LUU Y VA KHUYEN CAO

Khuyén cdo sl dung thuc theo dang liéu chi dinh va theo chi ddn clia béc si. Khdng dung thubc qua han sit dung.

Npay xem xét sita d8i, cap nh4t huéng din sif dyng: 25/10/2017

HAN DUNG: 36 thang k& tir ngdy sén xudt.

BAO QUAN: Noi khd, mét (dui 30°C). Trdnh 4nh sdng.
TIEU CHUAN:  Tiéu chudn ca s& (TCCS).

BONG GOI: Hop 1 1o, hop 4 lo, hgp 10 Io

San xudt tai CONG TY CO PHAN PYMEPHARCO
166 - 170 Nguy&n Hug, Tuy Hoa, Phi Yén, Vigt Nam

14NG GIAM BOC
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Rx  HUGNG DAN SU DUNG THUOGC CHO BENH NHAN
ZOPYLAS 4mg/5ml

(Acid zoledronic 4mg)

Thudt ban theo dan. Boc kyj hudng din su dung trude khi ding. PE xa tim tay cia tré em.
Théng bdo ngay cho bdc sT hodc duge sT nhing tdc dung khéng mong mudn gdp phai khi si dung thuée.

THANH PHAN: MG lp 5 ml dung dich chla:

Acid zoledronic 4 mg )

T4 dugc: Manitol, hydroxypropyl betacyclodextrin, natri citrat, dinatri edetat, nudc cAt pha tiém.

MO TA SAN PHAM:

Lo thiy tinh trong sudt khéng mau chira dung dich trong sudt, khéng mau.

THUGC DUNG CHO BENH Gi?

Acid zoledronic 12 mt bisphosphonat t8ng hgp thudc din xust imidazol. Acid zoledronic dc ché& hoat tinh clia cdc t& bao hily
xuong va sy gidi phong calci tif cdc khdi u, do dé lam gidm calci mau.

Acid zoledronic dugc dung dé diéu tri:

- T4ng calci mau do kh8i u 4c tinh.

- Di cén xuong do ung thu hay t8n thudng xuong do bénh da u tly xuong.

- Bénh Paget xudng.

- Phang va diéu trj lodng xuong (& phy ni sau man kinh, nam gi6i 16n tudi, lodng xuong do sir dung corticoid)

NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUGNG?

Thudc dugc cho bdi can b y t& da dugc dao tao vé cac ki thudt tiém truy&n bisphosphonat dudng finh mach.

Bac sTsé din bénh nhan uSng dii nuéc trudc mdi Ian diéu trj d& phong ngira finh trang médt nuéc.

N&n 1am theo tat ca céc hudng din clia béc si, dugc sT hodc didu dubng.

Liéu ding:

Nguai Idn:

Tang calci méu do khoi u dc tinh:

Dung mét liu don 4 mg, pha lodng 5 ml dung dich chifa 4 mg acid zoledronic trong 100 ml dung dich natri clorid 0,9 %
hodc glucose 5 %, truyén finh mach trong it nh&t 15 phit, c6 thé I4p lai sau it nhdt 7 ngay (néu thay cin thiét) cling véi
lidu trén. MBi 14n diing khong nén qué 4 mg i s& lam ting nguy co tic dyng khdng mong mudn trén than,

Di ¢dn xuong do ung thu:

Dung mdt lifu don 4 mg, phdi pha lodng nhu trén, truyén finh mach 3 - 4 tudn mot ldn.

Pau tdy xudng:

4 mg, phai pha lodng nhu trén, truyén finh mach khong dudi 15 pht, cich 3 — 4 tudn mot I14n. BG sung calci 500 mg
(ubng) va polyvitamin chifa 400 dvat vitamin D.

Bénh Paget xuong:

Truyén tinh mach mot liéu don 5 mg. D& 1am gidm nguy co gidm calci mau do acid zoledronic, mdi bénh nhdn phai dugc
bd sung 1,5 g calci/ngay (750 mg, 2 l4n/ngay hojc 500 mg, 3 I4n/ngay) va 800 dvgt vitamin D/ngdy, ddc biét trong 2 tudn
ddu tién sau khi dung acid zoledronic.

Bigu tri lodng xuong (sau mén kinh, do corticoid): Mot liu don 5 mg, truyén tinh mach 1 1dn/1 nam.

Dy phong lodng xudng sau man kinh: 5 mg, truyén finh mach khdng dudi 15 phit, cdch 2 nadm/Idn.

Diéu chinh li€u trén bénh nhan suy than:

Cle, > 60 ml/phit: 4 mg (khong cdn chinh lidu).

Cle, 50 - 60 ml/phdt; 3,5 mg.

Cl,, 40 — 49 ml/phat; 3,3 mg.

Clg; 30 — 39 mi/phat: 3 mg.

Cle < 30 ml/phiit: Khdng khuy&n cdo sl dung.

Tré em tir 1 tudi dén 17 tudi: Tinh an todn va higu qud chua dugc thiét 14p.

Céch ding: Pha loang dung dich ché phdm véi cdc dung mdi tuong hgp. Dung dich sau khi pha dugc truyén tih mach don
doc trong mat duding truyén riéng biét va trong it nhdt 15 phit.




KHI NAO KHONG NEN DUNG THUOC NAY?

Khong nén ding thudc néu b&nh nhan thudc mot trong cac trudng hgp sau:

- M&n cdm vdi acid zoledronic, hoic v6i cic bisphosphonat khdc, hodc min cam véi bat ky thanh phan nio ciia thudc,

- Giam calci mau. .

- Phu nii mang thai, cho con ba.

- Cler < 30 mi/phit, hodc bénh nhan cd suy thén cip.

- bang diéu trj bing mdt bisphosphonat khac.

TAC DUNG KHONG MONG MUON (ADR)

RGi loan co xuong va md lién két (ty 16 khong xéc dinh: dya trén béo cdo ghi nhan trong qud trinh thudc luu hanh trén
thi trudng. Khong thé xac dinh t4n sudt dya trén nhiing di liéu hién c6): Hoai tlf xuong ham (xem thém muc Th4n trong va
tifu myc “T4c dung khdng mong mudn clia nhom thudc” thudc myc Tac dyng khdng mong mudn)

Téc dyng khdng mong mudn ciia nhém thudc: Hoai tif xuong ham

Céc trutng hgp hoai tif xudng ham da dugc ghi nhdn, chl yéu trén bénh nhin ung thu dugc diéu tri bing céc ché phdm
thudc gy Uc ché tiéu xuong, trong dé c6 acid zoledronic (xem thém muyc Thén trong). Trong mOt thif nghiém Iam sang Ién
ti€n hanh trén 7736 bénh nhan, bién c¢d hoai tif xuong ham dugc bdo cdo trén mdt bénh nhan trong nhom diéu tri bing
Aclasta (acid zoledronic) va mét bénh nhan trong nhom diéu tr| bing gid dugc. Cac trudng hgp hoai tif xuong ham lién quan
dén vigc sif dyng acid zoledronic d4 dugc ghi nhan.

Md t& mdt so téc dung khdng mong mudn cu thé:

Thudng gdp, ADR >1/100

Gidm phosphat mau, thi€u mdu, h§i chiing gid cim (dau xuong, dau cd, dau khdp, s6t, cing co), r8i loan tiéu hoa, rung nhi,
dau ddu, chong mat, viém két mac, suy thin (hiém khi suy than c4p).

It gép, 1/1000 < ADR < 1/100

Chdn an, r6i loan vi gidc, khd miéng, viém miéng, dau ngyc, ting huyét 4p, gidm huyét 4p, kho thd, ho, thay ddi cam gidc,
run co, lo dng, rdi loan gidc ngl, nhin my, ting can, ngifa, ban do, d6 mé héi, chudt rat, huyét nigu, protein nidu, phan ing
qué min (bao gém phii mach), suy nhugc, phi ngoai vi, gidm ti€u cdu, gidm bach cdu, gidm magnesi huyt, gidm Kali
huy8t, phan @ng tai chd tiém.

Hiém gdp, ADR < 1/1000

Cham nhip tim, 1d 1in, ting K*, ting Na* mé4u, gidm toan thé huyét cdu, hoai tll xuong ham, gay xuong dui khong dién hinh,
viém mang mach va viém cling mac.

Thdng bdo ngay cho bac sT hodc dugc sT nhitng tic dung khéng mong muSn gip phai khi sir dung thudc.

NEN TRANH DUNG NHONG THUGC HOAC THUC PHAM Gi KHI DANG SU' DYNG THUGC NAY?

C4n thong béo cho béc sT hodc dugc sT cic thubc dang ding, da ding gin ddy hoic cé thé s& dung.

Pic bigt, néu dang dung cdc thudc sau:

- C4c thudc Igi nigu quai (dung trong diéu tr| ting huy&t 4p), khang sinh nhém aminoglycosid (dung trong diéu trj nhidm
triing n3ng), do ¢6 thé hiép déng tic dung 1am ting nguy co gidm Ca*™ mau clia acid zoledronic.

- Céc thudc ¢ doc tinh véi than, céc thusc chéng viém khong steroid, thalidomid, do 1Am ting nguy cd ADR trén thdn clia
acid zoledronic.

CAN LAM GI KHI MOT LAN QUEN KHONG DUNG THUGC?

Thudc dugc cho bdi can bd y t6 nén kho co khd ning bénh nhin bd I3 liu dung. Tuy nhién, néu ngudi bénh nght ring da
bd 16 mot liéu, hdy néi véi bac sT dé dugc hudng din.

CAN BAD QUAN THUGC NAY NHU THE NAO?

Bio qudn thubc noi khd mat (dui 30°C), trénh 4nh séng. D& xa tim tay tré em. Khéng ding thudc qud han sir dyung, bao b
bi hu hong hay cé ddu hiéu gid mao.

NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUGC QUA LIEU

Qué liéu acid zoledronic ¢6 thé gdy ra cdc bidu hién cha finh trang gidm calci mau. P& khidc phuc, c6 thé truyén calcl qua
duting tinh mach. C4n chd v chic ning than vi acid zoledronic ¢6 thé gy suy than.

CAN PHAI LAM G KHI DUNG THUGC QUA LIEU KHUYEN CA0

Lién hé ngay vdi bac sT hodc dugc sT.

NHUNG DIEU THAN TRONG KHI DUNG THUGC NAY

Tru6c va sau khi dung acid zoledronic, phdi bio dam ca thé c6 di nuc vi thigu nubc trong co thé d& 1am tdn thuong than.
Acid zoledronic anh hudng dén calci nhifu hon cdc bisphosphonat khéc, do dé c6 thé gdy gidm calci ning qﬁn dén tetany
hay dj cdm. C4n diéu tri tinh trang gidm calci mau va diéu chinh cdc y&u t6 anh hubng dén chuyén hda xuong hofc mudi
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khodng (nhu suy tuyén cdn gidp, phdu thudt tuyén gidp, phdu thuit tuyén cin gidp, r6i loan h4p thu, cit doan rudt non..)

truéc khi bt ddu ligu phap acid zoledronic ddi véi bgnh ting calci mau do kh8i u 4c tinh. C4n kim soat nng df cac chat

dign gidi, calci, phosphat va magnesi méu trén nhiing bé&nh nhan ndy. N&u c6 gidm néng do céc chét trén, cin bd sung

trudc khi diéu tri bang acid zoledronic. Thi€u hyt vitamin D phai dugc diéu trj trude khi bt ddu cho acid zoledronic.

Méc du khdng thudng xuyén, song cdc biéu hign dau xuong nghiém trong (c6 thé din dén y&u xuong), dau cd, dau khop

ciing da dugc ghi nhdn & nhiing b&nh nhan diéu trj bing bisphosphonat. Triéu chiing dau c6 thé kéo dai tir 1 ngay dén vai

thang va sé hét khi ngling diéu trj. B&nh nhan khi gip cac triéu chiing ndy cin bao cho béc sT bigt. Khdng nén ding cho

bénh nhén c6 tién sit dau tuong ty khi da diéu trj bing mot bisphosphonat khéc.

Thén trong trong trudng hgp suy gan nang.

Cac bisphosphonat co thé gy co thdt khi-quin & bénh nhin hen nhay cam véi aspirin, cdn ding thin trong acid zoledronic

@ nhitng b&nh nhan nay.

Hoai tif xudng ham:

Hoai tif xuong ham da dugc ghi nhdn trén nhing bénh nhin sl dung acid zoledronic dé diéu trj long xuong (xem thém

myc Tdc dung khdng mong mudn). Vigc bét déu diéu tri bing acid zoledronic hodc bdt ddu mt dot diéu trj méi cho bénh

nh&n nén dugc trl hoan trén nhitng b&nh nhin c6 vét thudng mé mém hé chua lanh tai ving miéng. Bénh nhén cé céc yéu

16 nguy co dugc khuy€n cdo kiém tra dé phong ngira cdc vdn dé ring miéng va danh gid Igi ich — nguy cd trudc khi diéu tri

bang acid zoledronic.

Khi danh gid nguy cd hoai tif xuong ham trén bénh nhén, cdn bg y t& cin cin nhic nhitng yéu t8 sau:

~ Hiéu lyc clia ch& phim thudc gdy (c ché tiéu xuong (vi nguy co tang theo hoat Iyc clia thudic), duting ding (nguy cd cao
hon khi ding thudc duting tiém) va sy tich iy thufc.

- Ung thu, cdc bénh mdc kem (vi du: thi§u mau, ri loan déng méau, nhim khudn) va hat thudc.

— Thuc dung ddng thdi: corticosteroid, hoa trj liéu, cac chat (fc ché tao mach va xa trj ving ddu c6.

— V& sinh ring miéng kém, bénh nha chu, ring gid khong khdp, tién sir bénh ring miéng hoc tién hanh thil thudt nha
khoa xdm 1&n nhu nhd ring.

T4t ¢4 b&nh nhén dugc khuy&n khich duy trl vé sinh ring miéng, kiém tra stic khde ring miéng dinh ky va thong bdo ngay

khi gdp phéi nhitng vn dé vé ring miéng nhu x6 l&ch rdng, dau ho3c sung ring, chdy md khéng lanh trong qué trinh diéu

tri biing acid zoledronic. Viéc tién hanh cdc thl thudt nha khoa xdm I4n trén b&nh nhan dang diéu tri bing acld zoledronic

can dugc ti€n hanh mot cch than trong va cich xa thdi diém bénh nhin dang diéu trj.

Trén bénh nhdn cd hoai tif xuong ham do sit dung acid zoledronic, cdn c6 sif phdi hgp chit ché gilta bac sy diéu trj va nha

sy hodc bac s§ phiu thuit ring miéng c6 chuyén mdn vé hoai tir xuong ham. N&u c6 thé, xem xét viéc tam nging diéu tri

cho b&nh nhdn d8n khi finh trang hoai tif xuong ham cai thién va cac yéu t§ nguy cd gidm nhe.

Phu nif ¢6 thai va cho con bi

Khdng nén dung acid zoledronic cho phy nif ¢6 thai. V6i phy nif dang trong d tui sinh d&, nén dung thudc trénh thai trong

khi diéu tri bing acid zoledronic.

Khong biét acid zoledronic cé qua sifa me hay khdng, hon nifa, acid zoledronic dugc Iuu gilf & xuong trong mft thdi gian dai

nén khdng ding cho phu nd cho con bi.

Tac dong ciia thudc 18n kha niing ldi xe va vdn hanh may méc

C4c tdc dung kndng mong mudn nhu dau d4u, chéng mat va nhin md, ¢6 thé dnh hubng d&n kha ning I4i xe va van hanh

may moc. Do d6, cdn thin trong khi sif dung acid zoledronic khi i xe va van hanh may méc.

KHI NAO CAN THAM VAN BAC ST, DUgc si

Théng bdo cho bic sT hoic dugc T vé tién sl dj Ung véi céc thudc, v& cic thubc dang sif dyng va cdc tic dung khdng

mong mubn xay ra khi dung thudc dé can thigp kip thai.

N&u cin thém théng tin xin hdi ¥ ki€n bac s7 hoic dugc sT.

Ngay xem xét sita d6i, cap nhat hwéng dén si dyng: 25/10/2017

HAN DUNG: 36 thdng ké tif ngdy sdn xuit.

BAO QUAN: Ngi kho, mét (dugi 30°C). Tranh nh séng.
TIEU CHUAN:  Tiéu chuin co s& (TCCS).

BONG GOI: _ Hop 110, hop 4 o, hop 10 lo,

TONG GlIAM BOC

TUQ CUC TRUONG
PTRUD\IG PHONG
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