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Rx HUGNG DAN SU DUNG THUOGC CHO CAN BO Y TE
ZOPYLAS 4mg/5ml

(Acid zoledronic 4mg)

Thudc bdn theo dan. Dgc ky hudng dén sit dung trude khi ding. D€ xa tdm tay cia tré em.
Théng bdo ngay cho bdc sT hodc dugc si nhiing tdc dung khdng mong mudn g&p phéi khi sit dung thude.

THANH PHAN: MGi 10 5 ml dung dich chia:

Acid zoledronic 4 mg

Té dugc: Manitol, hydroxypropyl betacyclodextrin, natri citrat, dinatri edetat, nuc cAt pha tiém.

DUGC LUC HOC

Nhom dugc Iy: Thudc e ché hily xuong. M3 ATC: MO5BAO0S.

Acid zoledronic 14 mdt bisphosphonat t6ng hop thudc din xudt imidazol. Acid zoledronic c¢6 c4u tric va téc dung tuong ty
cdc bisphosphonat khac nhu alendronat, risedronat va pamidronat. Cic bisphosphonat déu 1a cdc chat tuong ty
pyrophosphat, c6 &i lyc cao véi hydroxyabatit clia xudng va (c ché& hoat dong clia céc t& bao hlly xuong. Céc bisphosphonat
cling tic ché sy tao thanh va hoa tan céc tinh thé hydroxyapatit, do d6 c6 tiém ning iic ch& qua trinh khodng héa xuong.
Acid zoledronic (ic ché hoat tinh clia céc t& bao hily xuong va sy gidi phong calci tir cac khdi u, do d6 l1am gidm calci méu.
Trén nhiing bénh nhan ting calci mau do khdi u ac tinh, acid zoledronic 1am gidm ndng do calci va phospho huy&t, déng
thoi ting bai tiét cdc chat ndy ra nudc tiéu.

Nghién cifu lau dai trén dong vat cho thdy, acid zoledronic (c ché tiéu xuong nhung khéng c6 tac dung x&u dé&n tao xuong,
khodng hda hodc dgc tinh co hoc clia xuong. Ngoai tc dung tic ché manh trén xuong, acid zoledronic con ¢ nhiéu dic tinh
khang u, gop phdn mang lai higu qud toan bd trong diéu trj di cin vao xudng. C4c dic tinh sau ddy da dugc ching minh
trong cac nghién ciu tién 1am sang:

- In vivo, (ic ch& tiéu xuong do hily c6t bdo lam thay d8i vi mdi trudng tly xudng gy bat Igi cho sy phét trién cac t& bao u,
lam gidm hoat tinh sinh mach méu va c6 tic dung chdng dau.

- In vitro, tc ch& ting sinh nguyén ¢t bao, c6 hoat tinh kim t& bao tryc ti€p va 1am chét cac t& bao u, hiép déng tac dung
kim t& bao két hop v6i cdc thudc chdng ung thu khéc, tic dung chdng bam dinh, xdm I&n t& bao.

DUGC BONG HOC

Ndng do acid zoledronic trong huyét tuong ting 1&n nhanh chdng ngay sau khi truyén tinh mach. Ty I& gdn vGi protein huyét
tuong thdp va rat khc nhau gila cac nghién cifu, khodng 22% dé&n 56%. Acid zoledronic khong bj chuyén héa, khodng 23 -
55% liéu dung dugc thai qua than dudi dang khong ddi trong vong 24 gid, phdn con lai chil y&u luu gilt & xuong va dao thai
rit chdm. Thoi gian b&n thai cudi cung khodng 146 gid. T6c d théi trir acid zoledronic qua thdn gidm xudng & nhiing bénh
nhan suy thdn ndng.

CHI BINH

Piéu trj ting calci méau do khéi u &c tinh.

Di cin xudng do ung thu hay t6n thuong xuong do bénh da u tly xuong.

Bénh Paget xuong.

Phong va diéu tri lodng xudng (& phu nif sau man kinh, nam gi6i 16n tudi, lodng xuong do st dung corticoid)

LIEU LUGNG VA CACH DUNG

Liéu ding:

Nguai Idn:

Tang calci mdu do khdi 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 finh mach trong it nh&t 15 phat, c6 thé I3p lai sau it nhat 7 ngay (néu thdy cdn thiét) cling véi
liu trén. M3i 14n dung khong nén qué 4 mg vi s& lam ting nguy cd tic dung khdng mong mudn trén thén.

Di cdn xuong do ung thu:

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




Pau tdy xuong:

4 mg, chudn bj dung dich tiém truy&n nhu trén, truyén finh mach khéng du6i 15 phat, cich 3 — 4 tudn mét 14n. B§ sung
calci 500 mg (udng) va polyvitamin chifa 400 dvqt vitamin D.

Bénh Paget xuong:

Truyén finh mach mot liéu don 5 mg. D& 1am gidm nguy co gidm calci mau do acid zoledronic, mdi bénh nhan phai dugc
b6 sung 1,5 g calci/ngay (750 mg, 2 I&n/ngay hodc 500 mg, 3 14n/ngdy) va 800 dvqt vitamin D/ngay, ddc biét trong 2 tudn
dAu tién sau khi dung acid zoledronic.

Piéu tri loang xwong (sau man kinh, do corticoid): Mot liéu don 5 mg, truyén finh mach 1 14n/1 nam.

Du phong loang xuong sau man kinh: 5 mg, truyén finh mach khong du6i 15 phat, cach 2 nim/ldn.

Diéu chinh liéu trén bénh nhan suy than:

Cle: > 60 ml/phit: 4 mg (khGng cn chinh liéu).

Cle 50 - 60 mi/phit: 3,5 mg. '

Cl;; 40 — 49 ml/phat: 3,3 mg.

Cler 30 — 39 ml/phat: 3 mg.

Cler < 30 ml/phit: Khong khuyén céo sif dung.

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

Budng dang: Chi ding dudng tiém tinh mach.

Cach ding: Pha lodng dung dich ch& phim v6i cac dung moi tuong hgp. Dung djch sau khi pha dugc truyén finh mach don
ddc trong mdt dudng truyén riéng biét va trong it nhat 15 phit.

Hudng dén pha ché céc liéu gidm cia thude cho bénh nhan suy thén:

Rat mdt 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 dugc pha loang trong 100 ml dung dich natri clorid 0,9 % ho3c glucose 5 %.

Tinh tuong ky

Khong dugc tron I&n dung dich sau khi pha véi cic dung dich tiém truyén chifa calci hodc cation héa tri hai nhu dung dich
Ringer lactat.

Do 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 % ho3c glucose 5 % nén dugc s dung ngay. N&u
chua sit dyng ngay thi dung dich c6 thé bao quén & 2 — 8 °C trong thdi gian khdng qua 24 gid. Dung dich sau khi bdo quan
lanh cdn phéi dugc cdn bdng tai nhiét do phong trudc khi st dung.

CHONG CHi BINH

M&n cam véi acid zoledronic, hodc v6i céc bisphosphonat khéc, hoic man cadm véi bat ky thanh phdn nio clia thudc.

Giam calci mdu.

Phy nif mang thai, cho con ba.

Clgr < 30 mli/phit, hodc b&nh nhdn cé suy than cip.

Khong dung khi bénh nhin dang diéu tri bing mot bisphosphonat khéc.

THAN TRONG

Truéc va sau khi dung acid zoledronic, phai bio ddm co thé c6 dii nudc vi thigu nudc trong co thé d& 1am tén thuong than.
Acid zoledronic &nh hudng dén calci nhiéu hon céc bisphosphonat khéc, do d6 ¢ thé gy gidm calci ndng din dén tetany
hay di cdm. C4n diéu trj tinh trang gidm- calci mdu va diu chinh cac y&u t5 anh hudng d&n chuyén héa xuong hoic mudi
khoéng (nhu suy tuyén cin gidp, phiu thuat tuy&n gidp, phiu thuit tuy&n cn gidp, rGi loan hap thu, cit doan rubt non..)
trudc khi bat ddu liéu phap acid zoledronic ddi véi bénh ting calci mau do khdi u 4c tinh. C4n kim soét néng do cic chit
dién giai, calci, phosphat v magnesi mau trén nhitng bénh nhan nay. Néu c6 gidm ndng do cic chat trén, cdn bd sung
trugc khi diéu tri bdng acid zoledronic. Thi€u hyt vitamin D phai dugc diéu trj trudc khi bit ddu cho acid zoledronic.

Mic du khong thudng xuyén, song céc biéu hién dau xuong nghiém trong (c6 thé din dén yéu xuong), dau cd, dau khdp
ciing da dugc ghi nhdn & nhiing bénh nhan diéu trj bdng bisphosphonat. Trigu chitng dau c6 thé kéo dai tir 1 ngay d&n vai
thdng va sé hét khi ngiing diéu tri. B&nh nhan khi gdp c4c triéu chiing ndy cin bdo cho bdc sT biét. Khdng nén dung cho
bénh nhan co tién sif dau tuong ty khi da diéu trj bing mot bisphosphonat khac.

B o



Thén trong trong trudng hgp suy gan n3ng.

Cac bisphosphonat c6 thé gay co thit khi quin & bénh nhin hen nhay cdm vdi aspirin, cdn dung than trong acid zoledronic

& nhiing bénh nhin nay. '

Hoai tlt xuong ham: .

Hoai tif xuong ham da dugc ghi nhan trén nhiing bénh nhan sit dung acid zoledronic dé diéu trj lodng xuong (xem thém

muc Tac dyng khéng mong mudn). Vigc bdt ddu diéu trj bing acid zoledronic hodc bit ddu mot dgt diu trj mdi cho bénh

nhan nén dugc tri hodn trén nhitng bénh nhén cd vét thuong mé mém hé chua lanh tai ving miéng. Bénh nhan c6 céc yéu

t9 nguy co dugc khuy&n cdo kiém tra dé phong ngita cic vAn dé ring miéng va danh gid Igi ich — nguy co trudc khi didu tri

bdng acid zoledronic.

Khi danh gid nguy cd hoai tif xudng ham trén bénh nhén, can b y t& cin cdn nhdc nhiing yéu t§ sau:

— Higu lyc clia ch& phdm thudc gdy (c ché tiéu xuong (vi nguy cd ting theo hoat Iyc clia thudc), dudng ding (nguy co cao
hon khi dung thudc dudng tiém) va sy tich Iy thudc.

— Ung thu, cdc b&nh mac kem (vi dy: thi€u mau, r6i loan dong mau, nhiém khudn) va hat thudc.

— Thubc dung déng thai: corticosteroid, héa trj liéu, cac chat (c ché tao mach va xa trj viing ddu c8.

— V& sinh rdng miéng kém, bénh nha chu, ring gid khdng khép, tién sit b&nh ring miéng hoc ti€n hanh thil thudt nha
khoa xdm 1&n nhu nhé rdng.

T4t cd bénh nhin dugc khuy&n khich duy tri vé sinh rdng miéng, kiém tra stic khde rdng miéng dinh ky va théng bdo ngay

khi g3p phéi nhiing vin dé vé ring miéng nhu x6 léch ring, dau ho3c sung ring, chdy mii khéng lanh trong qud trinh diéu

tri bing acid zoledronic. Viéc ti€n hanh céc thii thudt nha khoa xdm 1&n trén b&nh nhan dang diéu trj bing acid zoledronic

cdn dugc ti€n hanh mdt céch than trong va cdch xa thoi diém bénh nhin dang diéu tr. '

Trén bénh nhdn c6 hoai tlf xuong ham do sif dung acid zoledronic, cdn c6 sy phdi hgp chit ché giita bac sy diéu tri va nha

sy hoic bac sy phiu thudt ring miéng c6 chuyén mén vé hoai tif xuong ham. N&u c6 thé, xem xét viéc tam nging diéu tri

cho bénh nhan dén khi tinh trang hoai tlt xuong ham cai thién va cdc y&u td nguy co gidm nhe.

Thai ky mang thai

Mic dii chua co nghién ciu trén ngudi v& nguy co ddi véi thai khi me sit dung thudc trong thdi ky mang thai, song nhitng

nghién citu trén dong vat cho thdy bisphosphonat vao xuong thai nhi nhiéu hon vao xuong clia me, do d6 c6 gid thuyét cho

rdng nguy co gdy hai cho thai (nhu b4t thudng hé xuong hodc cc bat thuding khac) c6 thé xay ra ngay ci khi ngudi me c6

thai sau khi d4 hoan tat liéu trinh diéu trj bing bisphosphonat. Nhiing yéu 6 nh hudng t6i sy phat trién clia thai nhu: Thi

gian it khi ngimg bisphosphonat dén khi thy thai, loai bisphosphonat dugc dung va dudng dung bisphosphonat con dang

dugc nghién ctu. Do vdy, khdng nén dung acid zoledronic cho phy nif ¢6 thai. V6i phy nif dang trong do tudi sinh dé, nén

dung thudc trdnh thai trong khi diéu trj bing acid zoledronic.

Thai ky cho con bi

Khdng biét acid zoledronic c6 qua siia me hay khdng, hon nifa, acid zoledronic dugc luu giT & xudng trong mdt thdi gian dai

nén khong dung cho phy nif cho con ba.

Tac dong cha thudc 1&n kha nang lai xe va van hanh may méc

Cac tac dung khong mong mudn nhu dau ddu, chéng mit va nhin md, ¢6 thé anh hubng dén kha ndng ldi xe va vdn hanh

mdy méc. Do do, cdn thdn trong khi sif dung acid zoledronic khi Idi xe va vdn hanh mdy méc.

TUONG TAC THUGC

Cac thudc Igi nidu quai, khang sinh nhém aminoglycosid c6 thé higp déng tac dung lam ting nguy cd gidm Ca** méu clia

acid zoledronic.

Céc thudc co doc tinh v6i than, céc thudc chéng viém khong steroid, thalidomid lam ting nguy co ADR trén thdn cla acid

zoledronic.

Khong dugc tron 14n véi dung dich calci hoic dung dich tiém truyén co cation héa trj 2 nhu dung dich Ringer lactat.

TAC DUNG KHONG MONG MUON (ADR)

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

thj trudng. Khong thé xac dinh tdn sudt dya trén nhitng di liéu hién c6): Hoai tlf xudng ham (xem thém muc Thén trong va

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

Téac dung khdng mong mudn ciia nhom thudc: Hoai tif xudng ham

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

thudc gdy Uc ché tiéu xuong, trong d6 c6 acid zoledronic (xem thém muyc Thén trgng). Trong mét thir nghiém I&m sang I6n



ti€n hanh trén 7736 b&nh nhan, bién ¢d hoai tif xuong ham dugc béo céo trén mdt bénh nhan trong nhém diéu trj bing
Aclasta (acid zoledronic) va mdt b&nh nhan trong nhom diéu trj bing gid dugc. Cic trudng hgp hoai tit xuong ham lién quan
d&n viéc str dung acid zoledronic dd dugc ghi nhan.

Mo t4 mot so' tdc dung khdng mong mudn cu thé:

Thuong gdp, ADR >1/100

Gidm phosphat mau, thi€u mdu, hdi chitng gid cam (dau xuong, dau co, dau khép, s6t, cing cd), réi loan tiéu héa, rung nh,
dau ddu, chong mit, viem k&t mac, suy than (hi€m khi suy than cép).

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

Chén 4n, ri loan vj gidc, khd miéng, viém miéng, dau ngyc, ting huyét ap, gidm huy&t dp, khé thd, ho, thay déi cim gidc,
run cg, lo I4ng, rdi loan gidc ngl, nhin md, ting cén, nglfa, ban dd, d6 mé hoi, chudt rat, huyét nidu, protein niéu, phan tng
qua min (bao gém phu mach), suy nhugc, phii ngoai vi, gidm tiéu cdu, gidm bach cdu, gidm magnesi huyét, gidm kali
huy&t, phan (ng tai chd tiém.

Hiém gdp, ADR < 1/1000

Cham nhip tim, 1d I1&n, ting K*, ting Na* mdu, gidm toan thé huyét cdu, hoai tif xuong ham, gay xuong dui khéng dién hinh,
viém mang mach va viém cling mac.

Thdng bdo ngay cho béc sT hodc dugc sT nhiing tdc dyng khong mong mudn gip phdi khi sl dung thudc.

Huéng dén cach xir tri ADR

Giam sdt chit ché ndng do calci, phosphat v magnesi méu trugc va trong qué trinh diéu trj bing acid zoledronic. B8 sung
calci va vitamin D r4t quan trong dé duy tri ndng do calci mau & b&nh nhan Paget xuong, da u tlly, cic khéi u di cin tGi
Xuong va cd bénh loang xudng. Khuy&n bénh nhin nén bio cho bac si ngay khi c6 cdc ddu hiéu clia gidm calci mdu nhu:
cdm gidc t& hoic dau nhoi ddy thdn kinh (d%c bigt trong hoic quanh miéng) hoc co gidt co xudt hién.

Suy than c6 thé gip trong qué trinh diéu trj bing acid zoledronic, do d6 cdn danh gi4 chic ning than trudc diu trj va dam
béo bl nuéc ddy di trudc, trong va sau khi truyén acid zoledronic (c6 thé t6i 4 lit trong 24 gid). Tuy nhién, ciing khong nén
bu qud nhiu nudc co thé gay suy tim. Tiép tyc dnh gid chitc ndng thdn trén nhiing bénh nhan c6 y&u t6 nguy co nhu: da
c6 suy thdn trudc d6, bénh nhan tudi cao, dang dung thudc c6 doc véi than, thudc Igi tiéu hoic dang trong tinh trang mét
nuéc. 5

QUA LIEU VA XU TRi

Qué lidu acid zoledronic ¢6 thé gdy ra cdc biéu hién clia tinh trang gidm calci mau. D& khic phuc, c6 thé truyén calci qua
dudng tih mach. C4n chd y chitc ning than vi acid zoledronic c6 thé gy suy thn. v

CAC DAU HIEU CAN LUU Y VA KHUYEN CAO

Khuy&n cdo sif dung thudc theo ding liéu chi dinh va theo chi din clia bac sT. Khdng dung thudc qué han sit dung.

Ngay xem xét sita ddi, cap nhat hudng din sit dyung: 25/10/2017

HAN DUNG: 36 thdng k& tir ngdy san xuét.

BAO QUAN: Noi kho, mét (dudi 30°C). Trdnh dnh sdng.
TIEU CHUAN:  Tiéu chun co s& (TCCS).

PONG GOI: Hop 1 1o, hop 4 lo, hop 10 lo

San xuit tai CONG TY 8 PHAN PYMEPHARCO
166 - 170 Nguy&n Hug, Tuy Hoa, Phi Yén, Vigt Nam

T16NG GIAM BOC



Rx  HUGNG DAN SU DUNG THUGC CHO BENH NHAN
ZOPYLAS 4mg/5ml

(Acid zoledronic 4mg)

Thudt bén theo don. Doc ky hudng dén sit dung trude khi ding. DE xa tim tay cia tré em.
Théng bdo ngay cho bac sT hodc duge sT nhiing tdc dung khéng mong mudn gap phdi khi st dung thuée.

THANH PHAN: MGi lo 5 ml dung dich chia:

Acid zoledronic 4 mg )

Té dugc: Manitol, hydroxypropy! betacyclodextrin, natri citrat, dinatri edetat, nudc ct pha tiém.

MO TA SAN PHAM:

Lo thlly tinh trong sudt khdng mau chita dung dich trong subt, khéng mau.

THUOC DUNG CHO BENH Gi?

Acid zoledronic 1 mt bisphosphonat t8ng hgp thudc din xut imidazol. Acid zoledronic (c ché hoat tinh clia cdc t& bao hily
Xuong va sy gidi phong calci tif cdc khdi u, do do lam gidm calci mau.

Acid zoledronic dugc dung dé diéu tri:

- Tang calci mau do khéi u &c tinh.

- Di cdn xuong do ung thu hay tdn thuong xuong do bénh da u tlly xuong.

- Bénh Paget xuang.

- Phong va diéu trj lodng xuong (& phu nit sau man kinh, nam gidi 16n tudi, lodng xuong do sif dung corticoid)

NEN DUNG THUGC NAY NHU THE NAO VA LIEU LUGNG?

Thudc dugc cho bdi can b y t& da dugc dao tao vé céc ky thudt tiém truyén bisphosphonat dudng tinh mach.

Bac sTsé din bénh nhan udng dii nudc truéc mdi 14n diéu tri d& phong ngifa tinh trang mét nuéc.

Nén 1am theo tit ca cdc hudng din clia bac sT, dugc sT hodc diéu dudng.

Liéu ding:

Nguai Ién:

Tang calci méu do khéi u dc tinh:

Dung mdt liu don 4 mg, pha lodng 5 ml dung dich chifa 4 mg acid zoledronic trong 100 ml dung djch natri clorid 0,9 %
hoic glucose 5 %, truyén tinh mach trong it nhat 15 phit, c6 thé I3p lai sau it nhdt 7 ngdy (néu thdy cén thiét) cling véi
liéu trén. MGi 1dn dung khéng nén qui 4 mg vi s& 1am ting nguy co tic dung khdng mong mudn trén than. '

Di ¢dn xuong do ung thu:

Dung mot liéu don 4 mg, phéi pha lodng nhu trén, truyén finh mach 3 — 4 tudn mot I4n.

Pau tdy xudng:

4 mg, phai pha lodng nhu trén, truyén finh mach khong dudi 15 phit, cich 3 — 4 tudn mot I4n. B sung calci 500 mg
(udng) va polyvitamin chifa 400 dvqt vitamin D.

Bénh Paget xuang:

Truyén finh mach mot liéu don 5 mg. D& 1am gidm nguy co gidm calci mau do acid zoledronic, m&i bénh nhan phdi dugc
b§ sung 1,5 g calci/ngay (750 mg, 2 l4n/ngdy hodc 500 mg, 3 I4n/ngay) va 800 dvgt vitamin D/ngay, dic bigt trong 2 tudn
ddu tién sau khi dung acid zoledronic.

iéu tri lodng xuang (sau man kinh, do corticoid): Mt lidu don 5 mg, truyén tinh mach 1 1dn/1 nam.

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

Diéu chinh liéu trén bénh nhan suy than:

Cle, > 60 ml/phiit: 4 mg (khéng cn chinh liéu).

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

Cle, 40 — 49 ml/phat: 3,3 mg.

Cle; 30 = 39 ml/phat: 3 mg.

Cler < 30 ml/phit: Khdng khuyé&n cdo sif dung.

Tré em tir 1 tudi dén 17 tudi: Tinh an todn va hiéu qua chua dugc thit 14p.

Céch ding: Pha loing dung dich ché phdm véi cic dung mdi tuong hgp. Dung dich sau khi pha dugc truyén tinh mach don
doc trong mdt dudng truyén riéng biét va trong it nhdt 15 phit.




KHI NAO KHONG NEN DUNG THUOC NAY?

Khdng nén ding thudc néu b&nh nhin thudc mot trong cdc trudng hop sau:

- Mén cém v6i acid zoledronic, hoic véi céc bisphosphonat khdc, hoic min cim v6i bat ky thanh phin nao clia thudc.

- Gidm calci mau. :

- Phu nit mang thai, cho con ba.

- Cler < 30 ml/phdt, hodc bénh nhin c6 suy than cap.

- Pang diéu trj bing mdt bisphosphonat khéc.

TAC DUNG KHONG MONG MUON (ADR)

Rdi loan co xuong va md lién két (ty 1§ khong xéc dinh: dya trén bao cdo ghi nhin trong qud trinh thudc luu hanh trén
thi trudng. Khong thé xac dinh tdn sut dya trén nhiing di liéu hién c6): Hoai tl xuong ham (xem thém muc Th4n trong va
tiéu myc “Tac dung khéng mong mudn clia nhém thudc” thudc myc Téc dung khdng mong mudn)

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

Cdc trudng hgp hoai tir xuong ham da dugc ghi nhan, chii yéu trén bénh nhdn ung thu dugc diéu trj bing cdc ché phim
thudc gdy Uc ché tiéu xuong, trong d6 c6 acid zoledronic (xem thém muyc Thén trong). Trong mot thir nghiém 1am sang I6n
ti€n hanh trén 7736 bénh nhan, bién c§ hoai tif xuong ham dugc bdo cdo trén mot bénh nhan trong nhom diu tri bing
Aclasta (acid zoledronic) vd m¢t bénh nhan trong nhom diéu trj bing gid dugc. Cac trudng hgp hoai tif xuong ham lién quan
dén viéc sif dung acid zoledronic da dugc ghi nhan.

Md t4 mdt sd tac dung khdng mong mudn cu thé:

Thudng gdp, ADR >1/100

Gidm phosphat mdu, thi€u médu, hdi chiing gid cim (dau xuong, dau co, dau khdp, sét, cing cd), r6i loan tiéu héa, rung nhi,
dau ddu, chéng mat, viém k&t mac, suy than (hi€m khi suy than c4p).

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

Chén dn, r6i loan vj gidc, khd miéng, viém miéng, dau ngyc, ting huy8t 4p, gidm huyét 4p, kho thd, ho, thay déi cam gidc,
run cd, lo Idng, rdi loan gidc ngl, nhin md, ting can, ngda, ban do, d§ md hoi, chudt rit, huyét niéu, protein nidu, phan tng
qui min (bao gém phu mach), suy nhugc, phii ngoai vi, gidm tiéu cdu, gidm bach cdu, gidm magnesi huy8t, gidm kali
huyét, phan (ng tai ché tiém.

Hiém gdp, ADR < 1/1000

Cham nhip tim, 1d I&n, ting K*, ting Na* mé&u, gidm todn thé huyét c4u, hoai tif xuong ham, gay xuong dui khong dién hinh,
viém mang mach va viém cling mac.

Thdong bdo ngay cho bac st hodc dugc sT nhitng tic dung khéng mong mudn gip phai khi sif dung thudc.

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

C4n thong béo cho béc sT hoic dugc s céc thudc dang dung, da dung gdn ddy hoic co thé s& dung.

Pic biét, néu dang dung céc thudc sau:

- C4c thudc lgi niéu quai (dung trong diéu trj ting huy&t 4p), khang sinh nhém aminoglycosid (dung trong diéu trj nhiém
tring n3ng), do c6 thé hiép déng tac dung 1dm ting nguy co gidm Ca** mau clia acid zoledronic.

- Cac thudc ¢ ddc tinh véi than, cac thudc chdng viém khong steroid, thalidomid, do 1am ting nguy co ADR trén thdn clia
acid zoledronic.

CAN LAM GI KHI MOT LAN QUEN KHONG DUNG THUGC?

Thudc dugc cho bdi cdn bo y t& nén kho c6 khd ning bénh nhdn bd I8 liéu dung. Tuy nhién, néu ngudi bénh nghi ring da
bo 18 mdt liéu, hay ndi véi béc sT dé dugc hudng din.

CAN BAO QUAN THUGC NAY NHU THE NAO?

Bao quan thudc noi khd mat (duGi 30°C), trénh 4nh séng. D& xa tdm tay tré em. Khéng dung thubc qud han sir dung, bao bi
bi hu hdng hay c6 ddu hiéu gid mao.

NHONG DAU HIEU VA TRIEU CHUNG KHI DUNG THUGC QUA LIEU

Qué lidu acid zoledronic ¢6 thé gdy ra cdc biéu hién clia tinh trang gidm calci mau. D& khdc phuc, c6 thé truyén calci qua
duong tinh mach. C4n chd y chic ndng than vi acid zoledronic c6 thé gy suy than.

CAN PHAI LAM G KHI DUNG THUOGC QUA LIEU KHUYEN CAO

Lién hé ngay véi bac sT hodc dugc sT.

NHONG DIEU THAN TRONG KHI DUNG THUGC NAY

Trudc va sau khi dung acid zoledronic, phai bio ddm co thé ¢6 dii nudc vi thi§u nuéc trong co thé d& 1am tén thuong thén.
Acid zoledronic anh hudng dén calci nhiéu hon cdc bisphosphonat khéc, do d6 c6 thé gdy gidm calci ning qén dén tetany
hay dj cdm. C4n diéu tri tinh trang gidm calci mé4u v diéu chinh c4c y&u t6 4nh hudng d&n chuyén héa xuong hoic mudi
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khodng (nhu suy tuyén cdn gidp, phdu thudt tuyén gidp, phdu thuit tuyén cdn gidp, r6i loan hap thu, cit doan rudt non..)

truéc khi bt ddu ligu phdp acid zoledronic ddi véi bénh ting calci mau do khGi u 4c tinh. C4n kiém sodt néng do cac chat

dién gidi, calci, phosphat va magnesi mau trén nhitng b&nh nhan nay. Néu c6 gidm ndng do cac chat trén, cdn bd sung

truc khi diéu trj bing acid zoledronic. Thigu hyt vitamin D phai dugc diéu trj trudc khi bit ddu cho acid zoledronic.

Mdc du khong thudng xuyén, song cdc biu hién dau xuong nghiém trong (c6 th& din dé&n yéu xuang), dau cd, dau khdp

ciing da dugc ghi nhdn & nhiing bénh nhan diéu trj bdng bisphosphonat. Trigu chitng dau c6 thé kéo dai tif 1 ngay dén vai

thang va s& hét khi ngiing diéu tri. Bénh nhan khi gip cAc triéu ching ndy cdn béo cho béc ST biét. Khong nén ding cho

bénh nhan c6 tién sit dau tuong ty khi da diéu trj bing mot bisphosphonat khac.

Than trong trong trudng hgp suy gan ning.

Céc bisphosphonat ¢6 thé gdy co thit khi- quin & bénh nhan hen nhay cam véi aspirin, cin ding than trong acid zoledronic

¢ nhitng b&nh nhdn nay.

Hoai tlt xuong ham:

Hoai tif xuong ham da dugc ghi nhan trén nhitng bénh nhan sit dung acid zoledronic dé diéu trj lodng xuong (xem th&ém

myc Téc dyng khdng mong mudn). Viéc bdt ddu diéu trj bing acid zoledronic hodc bdt ddu mt dgt diéu trji méi cho bénh

nhdn nén dugc tri hodn trén nhiing bénh nhén c6 vét thudng md mém h& chua lanh tai ving migng. Bénh nhin c6 céc yéu

t6 nguy co dugc khuyén céo kiém tra dé phong ngira cic van dé ring miéng va dénh gid Igi ich — nguy co trudc khi diéu trj

bing acid zoledronic.

Khi danh gid nguy cd hoai tif xuong ham trén bénh nhén, cin bg y t& cdn cin nhic nhitng yéu 16 sau:

— Higu lyc clia ch& phdm thudc gdy ic ché tiéu xuong (Vi nguy co ting theo hoat Iyc clia thudc), dudng ding (nguy co cao
hon khi dung thudc dudng tiém) va sy tich Iy thudc.

— Ung thu, cdc bénh mdc kém (vi dy: thi§u mau, réi loan déng méau, nhim khun) va hat thudc.

— Thudc dung déng thi: corticosteroid, héa trj liéu, cac chdt dc ché tao mach va xa trj vung ddu cd.

— V& sinh ring miéng kém, bé&nh nha chu, ring gid khong khdp, tién sit b&nh ring miéng hoic tién hanh thil thudt nha
khoa xam 14n nhu nhd ring.

T4t c& bénh nhén dugc khuy&n khich duy tri vé sinh ring miéng, kiém tra stc khde rdng miéng dinh ky va théng bdo ngay

khi gdp phéi nhiing vdn dé vé ring miéng nhu x 1&ch ring, dau hoic sung rdng, chdy mi khong lanh trong qué trinh diéu

trj béng acid zoledronic. Viéc ti€n hanh cac thil thudt nha khoa xdm I&n trén b&nh nhdn dang diéu trj bing amd zoledronic

cdn dugc tién hanh mdt cdch than trong va cdch xa thdi di€ém bénh nhin dang diéu tri.

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

sy hodc bac sy phiu thudt ring miéng c6 chuyén mdn vé hoai tif xuong ham. N&u c6 thé, xem xét viéc tam ngiing diéu tri

cho bénh nhan dén khi finh trang hoai tlf xuong ham cai thién va cac y&u td nguy co gidm nhe.

Phu nif c6 thai va cho con bi

Khong nén dung acid zoledronic cho phu ni ¢6 thai. V6i phy ni dang trong do tudi sinh dé, nén dung thudc trénh thai trong

khi diéu tri bdng acid zoledronic.

Khdng biét acid zoledronic c¢6 qua sfa me hay khdng, hon nifa, acid zoledronic dugc Iuu gidl & xuong trong mét thdi gian dai

nén khéng dung cho phy nit cho con ba.

Tac dong cla thudc 1&n kha ning ldi xe va vdn hanh may méc

C4c tic dung khéng mong mudn nhu dau d4u, chéng mit v nhin md, c6 thé anh hudng dén kha ning I4i xe va van hanh

méy mac. Do d6, cin than trong khi sif dung acid zoledronic khi Idi xe va vdn hanh may méc.

KHI NAO CAN THAM VAN BAC ST, DUGC ST

Théng bdo cho bac sT hodc dugc sT vé tién st dj ing véi céc thudc, vé cdc thubc dang sif dung va cdc tac dung khdng

mong mudn x3y ra khi dung thudc dé can thiép kip thi.

N&u cdn thém thong tin xin hoi ¥ ki€n bac ST hoic dugc sT.

Ngay xem xét sita di, c4p nhat huéng dén s dung: 25/10/2017

HAN DUNG: 36 thdng ké tif ngdy san xut.

BAO QUAN: Noi khd, mét (dusi 30°C). Trénh &nh séng.
TIEU CHUAN:  Tigu chudn co s& (TCCS).

BONG GOI: __ Hop 1 lo, hdp 4 lo, hop 10 lo,

TONG GlIAM POC

N O TUQ CUC TRUONG
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