NEPH(IRBAERFBRRAIR-§0Bung thudc Vinrolac
cho can bd y té

Tén thudc

VINROLAC

Thanh phan cau tao ctia thudc: Cho 01 8ng thudc tiém Vinrolac:
Dugc chét: Ketorolac tromethamin
Td dugre: Ethanol 96%, natri clorid, nudc cat pha tiém vd...1 ml

Dang bao ché: Dung dich tiém

Quy cach déng géi: Hop 1 vix 10 6ng x 1 ml. Hop 5vix 10 8ngx 1 ml

Duorc lwc hoc:

M3 ATC: MO1AB15

Ketorolac 13 dan xuét cta acid pyrolizin carboxylic cé cu tric héa hoc gidng
indomethacin va tolmetin. Do (rc ché enzym cyclooxygenase (COX) lam giam sinh
téng hop prostaglandin nén ketorolac c6 téc dung gidm dau, chdng viém, ha nhiét
nhung tac dung gidm dau I&n hon tac dung chéng viém. Ngoai trc ché COX,
ketorolac con cé thé trc ché hda hudng dong bach cau, thay déi hoat dong cac t&
bao lympho, gidm céc cytokin la nhitng yéu t& tién viém gép phan lam giam viém.
Khac véi cac thudc opioid, ketorolac khéng gy nghién hodc (rc ché hd hap. Tuy
nhién, vi ketorolac ttc ché khéng chon loc enzym COX nén ciing lam ting nguy co
loét da day - t4 trang, chdy méu do (rc ché két tap tiéu cau va cd thé gay gidm dong
mdu chay qua than lam gidm sttc loc cau than. Ketorolac la chat khdng steroid c6 tac
dung gidm dau manh va chéng viém vira phai, dugc dung thay thé cho cac thudc
nhém opioid va cac thudc gidam dau khong steroid, trong diéu tri gidm dau vira dén
nang sau phau thuat, va c6 thé dung trong diéu trj dau co xurong cap hodc dau khéc.
Téc dung gidm dau dat duoc sau khi tiém bdp va tiém tinh mach a tuong duong
nhau, khodng 30 phut sau khi tiém, sau 1 - 2 gi®r c6 téc dung gidm dau manh nhat va
kéo dai 4- 6 gio.

Duwoc dong hoc:

Sau khi tiém bap, ketorolac hdp thu nhanh, hoan toan va dat duoc nong do téi da
trong huyét tuong trong vong 30 - 60 phit. Sy hap thu khéng bi anh huéng khi dung
ddng thoi véi cac thudc khang acid.

Trong mau, ketorolac cé ty 1& gén protein rat cao (> 99%), rét it di qua hang rao mau
- n3o va thé tich phan b khoang 13 it (0,15 - 0,33 lit/kg).

Duéi 50% lieu thudc dugc chuyén héa & gan tao ra chat chuyén hda cé téc dung
chéng viém bang 20% ketorolac. Thoi gian ban thai thudc & ngudi lén ¢d chirc ning
than binh thudng khoang 5,3 g, & ngudi gia 6 - 7 gidr va kéo dai hon & ngudi gidm
chirc ndng than (khoang 10,3 - 10,8 gi® hodc hon). Thudc di qua nhau thai va duoc
phén b vao sita me v&i lugng rat nhé.

Chi dinh:

Diéu trj ngén ngay dau cap tinh vira téi ning sau phau thuat.

Liéu dung - cach dung:

Cdch diing: Tiém bép, tiém tinh mach.

Tiém tinh mach phai tiém cham it nhat 15 giay.

Tiém bép phai tiém cham, sau vao trong co.

Liéu ding:

Liéu dung nén dugc diéu chinh theo mitc d6 nghiém trong clia céc con dau va phan
(rng clia bénh nhan. Nén sl dung liéu thap nhat c6 hiéu qua trong thoi gian ngan
nhat dé kiém sodt céc triéu chirng va gidm thiéu céc tac dung khéng mong mudn cd
thé xay ra. Bénh nhan nén duoc theo ddi thudng xuyén vé xuat huyét tiéu héa trong
qué trinh diéu trj véi Vinrolac.

Viéc diéu tri nén dugrc thyc hién trong bénh vién va thoi gian diéu trj t6i da khong
nén vuot qua 2 ngay. Chuyén sang dung dudng udng ngay khi cé thé.

Ngudi Iom: Ligu khdi dau khuyén cdo 1a 10 mg, sau dé tiém 10 - 30 mg, 4 - 6 gio' mdi
[an theo yéu cau. Trong giai doan dau hau phau néu can thiét cé thé thuong xuyén
tiém 2 gioy/lan. Téng liéu hang ngay ti da la 90 mg.

Thudc gidm dau opioid (nhw morphin, pethidin) cé thé duoc dung dong thoi dé dat
tac dung gidm dau t3i wu trong giai doan dau hau phau.

Khi sir dung két hop véi Vinrolac, liéu opioid dugc st dung thap hon so véi liéu
thong thudng. Can can nhic cac tac dung phy clia opioid c6 thé xay ra.

Bénh nhan trén 65 tudi: Nén dung lidu thap hon lidu thong thuong. Téng liéu hang
ngay t8i da la 60 mg.

Tré em dudi 16 tudi: An toan va hiéu qua khi dung thudc cho tré dudi 16 tudi chua
duoc thiét 1ap. Do d6, khdng khuyén cao dung Vinrolac cho tré em dudi 16 tudi.
Bénh nhan suy gidm chirc ndng than murc d6 nhe, bénh nhan cé can nang dudi 50
kg: Nén dung liu thap hon liéu thong thuong. Téng lidu hang ngay t6i da la 60 mg.
Bénh nhan suy gidm chirc nang than vira va ndng: Khéng dung Vinrolac.

Chéng chi dinh:

Quéa man vdi ketorolac tromethamin, ibuprofen, aspirin, cc thudc chéng viém
khéng steroid khac hodc véi bat ky thanh phan nao clia thudc.

Loét da day ta trang hodc bénh nhan cé tién st xuat huyét tiéu héa, loét hodc thiing
rudt.

C4 tién str loét hogc thung da day do st dung thudc NSAID trudc d.

Thudc (rc ché chirc ndng tiéu cau, do d6, chdng chi dinh cho nhitng bénh nhan nghi
ngd hodc da xac dinh xuat huy&t mach mau n3o, c6 nguy co xudt huyét cao hodc
cam mau khéng hoan toan, nhitng ngudi ¢ nguy co bj chdy mau nhu cic tang xuat
huyét, trong d6 c6 réi loan déng mau.

Hi chirng polyp mii, phii mach hoic co that phé quan.

Bénh nhan ¢4 tién st bénh hen.

Chéng chi dinh diu trj ddng thdi véi mot trong cac thudc: Aspirin hodc cac thudc
NSAIDs khéc trong d6 cd e ché cyclooxygenase - 2 (COX 2), probenecid, mudi
lithium, oxpentifyllin, thudc chdng déng mau warfarin va heparin dy phong liéu thap
(2500 - 5000 don vi mbi 12 gity) (xem muc twong tac thudc).

Chdng chi dinh gidm dau dy phong trudc khi phau thuat do trc ché két tap tiéu cau
va trong phau thuat béi lam ting nguy co' chdy mau.

Chéng chi dinh trong cac truding hop nio - tly (ngoai mang cling hodc trong vo) vi
thudc c6 chira ethanol.

Bénh nhan suy gidm chirc ning than vira hodc ning (creatinin huyét thanh > 160
micromol/l) hodc nhitng bénh nhan cé nguy co bi suy than do gidm thé tich hodc
mat nudc.

Bénh nhan suy tim nang, suy gan.

Phu ni trong thoi gian mang thai, chuyén da, sinh con ho3c cho con bu.

Tré em dudi 16 tudi.

Cac truwarng hop than trong khi dung thudc:

Bang ching dich t& hoc cho thay k

day - ruét so v&i mot s thudc NS

dai.

Céc béc sinén luu y rang mot s6

dau sau 30 pht tiém bép hoic tiém tinh mach
Téc dung khéng mong mudn c6 thé dugc gidm thiéu bang cach st dung lidu thap
nhét c6 hiéu qua trong thoi gian ngin nhat dé kiém soat cac triéu ching.

Xuat huyét, loét va thiing da day - rudt da duoc béo cdo voi tat ca cac thuSc NSAIDs,
trong d6 c6 ketorolac, c6 thé xay ra bat ctr lic ndo trong qud trinh diéu tri, c6 hoic
khong cé triéu chirng canh bao.

MGt nghién clru da cho thay ty & xuat huyét tiéu héa & bénh nhan dudi 65 tudi
nhan dugc liéu tiém bap trung binh hang ngay cla ketorolac > 90 mg ting hon so
v&inhitng bénh nhan dung opioid tiém.

O ngudi cao tudi ¢é tan sust ting cac phan ing bét loi do cac thudc NSAIDs, d3c biét
1a xudt huyét hoc thung da day, tham chi cé thé dan dén tlr vong. So v&i ngudi
trudng thanh tré tudi, ngudi cao tudi cd thoi gian ban thai trong huyét tuong ting
va lam gidm do thanh thai ketorolac trong huyét tuong. Nén giam liéu hodc st dung
mét khodng liéu dai hon trén déi tugng nay.

Cling nhu cac thudc NSAIDs khdc, ty Ié va mirc d6 nghiém trong clia cac bién ching
duong tiéu hda co thé ting lén cling véi viéc ting lidu va thoi gian diéu trj bang
ketorolac. Diéu nay dic biét ding & nhitng bénh nhan Ién tudi ¢d liéu trung binh
hang ngay cla ketorolac > 60 mg. Nhitng bénh nhan nay nén duoc bét dau diéu tri
tlr lieu thdp nhat c6 hiéu qua va két hop véi cac thudc bdo vé da day nhu
misoprostol hodc thudc (rc ché bom proton.

Bénh nhan ¢4 tién s& nhiém ddc duong tiéu héa dic biét 1a ngudi cao tudi, nén
béo véi bac sibat ky biéu hién nao trong giai doan dau diéu tri. Khi bj xuat huyét
ho3c loét da day thi nén ngirng diéu tri.

Khi xuat huyét tiéu hda hodc loét xay ra, nén nglrng diéu tri voi ketorolac.

Can theo ddi can than khi dung cac NSAIDs trén nhitng bénh nhan cé tién st bénh
viém rudt (viém ruét két, bénh Crohn) vi cac tinh trang nay cé thé tram trong hon.
Can than trong khi dung ketorolac cling v8i céc thudc nhu corticoid duding udng, cac
chat (rc ché tai hap thu serotonin ¢ chon loc do c6 thé lam ting nguy co bi loét hodc
chay mau.

Anh hudng trén tim mach va mach mdu néo:

Can theo ddi va tu van thich hop cho bénh nhan cé tién st cao huyét ap va/hodc suy
tim xung huyét nhe dén trung binh vi c6 thé gay gilt nudc va phi né c6 lién quan
dén liéu phap NSAID.

Céc thir nghiém 1am sang va dit liéu dich t& hoc cho thdy ring viéc st dung coxibs va
mot s8 NSAIDs (d3c biét & lidu cao va diéu tri lau dai) c6 thé lam ting nguy co nhw
huyét khéi déng mach (nhdi mau co tim hodc dét quy). Midc du ketorolac khéng lam
téng cac nguy co trén nhung lai khdng cé dd dir liéu dé loai trir.

Bénh nhan bj ting huyét dp khong kiém sodt, suy tim sung huyét, bénh tim thiéu
mau cuc bd, bénh dong mach ngoai vi va/hodc bénh mach ndo, bénh nhan cé cac
yéu td nguy co mic bénh tim mach (vi du nhu ting huyét ap, ting lipid mau, dai
thdo duding va hit thudc) chi nén dugc diéu trj véi Vinrolac sau khi xem xét can
than.

Nguy co’ huyét khéi tim mach:

Céc thudc chéng viém khong steroid (NSAIDs), khéng phai aspirin, dung du‘b‘ng toan
than, cé thé lam ting nguy co xuat hién bién c& huyét khai tim mach, bao gom ca
nhdi mau co tim va dot quy, c6 thé dan dén tlr vong. Nguy co' nay cé thé xuat hién
s&m trong vai tuan dau dung thudc va cé thé ting Ién theo thoi gian dung thudc.
Nguy co huyét khéi tim mach duoc ghi nhan cht yéu & liéu cao.

Béc si can danh gia dinh ky su xuat hién cla cac bién c8 tim mach, ngay cé khi bénh
nhan khéng c6 céc triéu ching tim mach trudc do. Bénh nhan can duogc canh bao vé
cac triéu chitng clia bién 8 tim mach nghiém trong va can tham khac béc si ngay khi
xut hién céc triéu ching nay.

DE& gidm thiéu nguy co xuat hién bién cd bat Igi, can sir dung Vinrolac & liéu hang
ngay thap nhat cé hiéu qua trong thoi gian ngan nhat cé thé.

Anh hudng trén hé hdp: Khéng dung thudc cho bénh nhan bj co thit phé quan.

Anh hudng trén thén:

Cling nhu cac NSAIDs khéc, Vinrolac nén duoc st dung can than & nhitng bénh
nhan bj suy gidm chitc ndng than hodc cd tién sir bénh than vi ketorolac la mét chat
(rc ch& manh téng hop prostaglandin, mét chat dong vai tro hd tro' duy tri tudi mau
than, dan dén tinh trang gidm khdi lvgng mau va/hodc luu lugng mau than,

Cling nhu céc thudc (rc ché téng hop prostaglandin khac, ting nong do ure huyét
thanh, creatinin va kali d3 duoc béo cdo c6 thé xdy ra sau khi si* dung mét ligu
Vinrolac.

Ketorolac va céc chat chuyén héa dugc bai tiét chli yéu & than, do dé, khong dung
thudc trén bénh nhan suy gidm chirc ndng than tlr trung binh dén nang (creatinin
huyét thanh I&n hon 160 micromol/l); diéu chinh liéu khi dung thudc trén bénh
nhan suy gidm chirc nang than (xem muc liéu dung) va theo ddi chit ch& chirc ning
than.

Bénh lupus ban dd hé thng (SLE) va bénh mé lién két hdn hop: St dung ketorolac
trén bénh nhan SLE va rdi loan mo lién két hdn hop c6 thé ting nguy co viém mang
ndo vo trung.

Phén trng da: Cac phan (ng trén da nghiém trong, mét s6 trong d6 gy tlr vong, bao
g0m viém da tréc vy, hdi ching Stevens — Johnson, chiing hoai tir biéu bi nhiém
doc da duoc béo céo. Nén nglrng thudc khi cd bidu hién ban dau clia phét ban da,
t6n thuong niém mac hodc bat ky ddu hiéu nao cda phan rng qua man.

Lién quan dén khd ndng sinh sén cda phu nir: Viéc st dung ketorolac ciing nhu bat
ky thudc te ché COX hodc téng hop prostaglandin, c6 thé lam gidm kha ning sinh
san cla phu ni¥ va khéng dugc khuyén céo & phu nit ¢é y dinh mang thai.

Cdc réi logn vé tim mach, than va gan: St dung ketorolac trén nhitng bénh nhan cé
tinh trang gidm khéi lwgng méau va/hodc lvu lvgng mau than cé thé gay suy than
qué mirc. Bénh nhan ¢ nguy co cao nhat cla phan (rng nay 1a nhitng ngudi bi suy
gidm lugng mau do mat mau hodc mat nudc nghiém trong, bénh nhan suy gidm
chirc ndng than, suy tim, réi loan chirc ndng gan, ngudi cao tudi va nhitng ngudi
dung thudc loi tiéu. Nén giam sat chirc ndng than & nhitng bénh nhan nay. Theo dai
chit ch& urea huyét thanh, creatinin va nudc tiéu dugc khuyén céo cho dén khi
bénh nhan chuyén hoa binh thudng. & bénh nhan loc than, do thanh thai cta
ketorolac d3 gidm xu6ng con mdt nlra so vdi ty 1& binh thuwdng va thdi gian ban thai
téng gap ba lan.

Can than trong khi st dung cho nhitng bénh nhan bj suy tim, cao huyét ap.

Bénh nhén suy gidm chirc ndng gan: Bénh nhan suy giam chirc nang gan do xo gan
khéng c6 bat ky sy thay d6i Iam sang nao vé d6 thanh thai ketorolac.

C6 thé xay ra sy thay d6i clia mdt hodc nhiéu xét nghiém chirc ndng gan. Cac triéu
chirng 1dm sang c6 kiém ching 1am sang & duéi 1% bénh nhan cé mic do téng lén

3n glutamat pyruvat transaminase
cetat transaminase huyét thanh

)énh gan phét trién, hodc néu biéu
hién toan than xay ra, ketorolac nén ngirng st dung.
Phdn tng phdn vé:
Céc phan (rng phan vé c6 thé xay ra & nhitng bénh nhan c6 tién str qua man voi
aspirin, cac NSAIDs khéc hodc ketorolac. Nhirng triéu chu’ng nay cling c6 thé xay rad
nhitng ngudi cd tién st phu mach, phan (rng phé quan (vi du nhu hen suyén) va
polyp miii. Cac phan (ng phan vé, nhu chitng qua man, c thé gay tlr vong. Do do,
khéng nén dung ketorolac & bénh nhan cé tién sir hen va & nhitng bénh nhan c6 hdi
chirng polyp miii, phii mach va co thét phé& quan (xem muc chéng chi dinh).
Tdc dung huyét hoc: Bénh nhan bi réi loan déng mau khéng nén dung ketorolac.
Bénh nhan diéu tri chéng déng mau cé thé ting nguy co' chdy mau néu dung
ketorolac dong thoi. Viéc st dung déng thoi ketorolac va heparin liéu thdp dy phong
(2500 - 5000 don vi mi 12 gi), warfarin va dextrans chua dugrc nghién cdru rong rai
va cling c6 thé lam ting nguy co chdy mau. Bénh nhan dung thuc chéng déng mau
hodc nhitng ngudi can dung heparin liéu thap khéng nén dung ketorolac (xem muc
chdng chi dinh). Nhitng bénh nhan dang diéu trj bang thudc khdc cé can thiép bang
cam mdu nén duoc theo ddi can than néu dung ketorolac. Trong cac nghién ciru 1am
sang c6 kiém soat, ty 1& xuat huyét Iam sang sau mé it hon 1%.
Ketorolac (rc ché két tap tiéu cau va kéo dai thoi gian chady méu. Khong giéng nhu tac
ddng kéo dai clia aspirin, chirc ndng tiéu cau s& trd lai binh thuong trong vong 24
dén 48 gitr sau khi ngirng dung ketorolac.
Xuat huyét vét mé d3 dugc bdo cdo cd lién quan dén viéc st dung ketorolac ngay
sau phau thuat. Do d6, khong nén dung ketorolac & nhitng bénh nhan cé nguy co
xudt huyét cao hodc cdm mau khong hoan toan. Can than trong khi str dung ma van
d& cam mau 13 rat quan trong, nhung khdng ap dung & phau thuat thdm my, cit bd
tuyén tién liét hodc cit bd amidan. Cac dau hiéu khac clia xudt huyét vét mé va
ching tran dich khép da duoc béo cdo khi sir dung ketorolac. Cac bac s nén nhan
thirc duoc sy tuong déng vé thudc cla ketorolac véi cac thude khang viém khong
steroid khac trc ché cyclooxygenase va nguy co chdy mau, dic biét & ngudi cao tudi.
Lam dung va Ié thudc thuéc: Ketorolac khéng c6 kha nang gdy nghién. Khong co
triéu chirng cai nghién nao duoc nghi nhan sau khi nglrng thudc dot ngot.
Phu ni¥ c6 thai:
Khodng 10% ketorolac di qua nhau thai. Thudc c6 nguy co gy hai trén tim thai nhi
(ddng 8ng déng mach sém). Ketorolac chdng chi dinh cho phu ni¥ mang thai.
Céc chat (e ché tdng hop prostaglandin cé thé anh hudng xau dén thai ky va/hodc
sy phét trién cla phoi/bao thai. DIt liéu tir cac nghién ctru dich t& hoc cho thay c6
nguy co sdy thai va di dang tim thai sau khi si* dung chat (rc ché t6ng hop
prostaglandin vao giai doan dau cta thai ky. Nguy co nay dugc cho la ting theo ligu
va thoi gian diéu tri.
Trong th&i ky mang thai, tat ca cac chat (rc ché t8ng hop prostaglandin cé thé lam
phoi thai nhi:
-Doc tinh tim phéi (v&i dong clra sém 8ng ddng mach va tang ép luc phéi);
- Réi loan chirc néng than, cé thé tién trién dén suy than.
St dung chat (rc ché t8ng hop prostaglandin vao giai doan cudi thai ky cé thé gay trc
ché céc con co t&r cung dan dén cham hoic kéo dai chuyén da, ting nguy co xuat
huyét tlr cung.
Phu ni¥ cho con bu:
Ketorolac dugc phét hién trong sita me & néng do thap. Chéng chi dinh dung
ketorolac cho nguoi dang cho con bu.
Nguoi véin hanh mdy moc, dang ldi tau xe, ngu'oi lam viéc trén cao va cdc truong
hop khdc:
Thudc c6 thé gay hoa mét, chéng mat, bubn ngl, dau dau, réi loan thi gidc, mat ngl
hay tram cam. Do d6, khong i xe, van hanh mdy mdc hodc lam cac cong viéc can
tinh tdo khi gip céc tac dung khéng mong mudn clia thudc.
Tuong tac thudc:
Cdc thuéc khéng duoc st dung dbng thoi véi thudc tiém Vinrolac:
NSAIDs/Aspirin: Khdng dung ddng thoi ketorolac véi cac NSAIDs khac bao gém thuéc
(rc ché chon loc cyclooxygenase - 2 hodc & nhitng bénh nhan dung aspirin vi ting
nguy co gy ra cac tac dung bat loi nghiém trong lién quan dén NSAID.
Thromboxan: Ketorolac ttc ché sy két tap tiéu cau, lam gidm ndng d6 thromboxan
va kéo dai thoi gian chay méu. Chitc nang tiéu cau sé trd lai binh thudng trong vong
24 - 48 gio sau khi nglrng dung ketorolac.
Thu8c chdng déng mau: Khdng dugrc tiém ketorolac két hop véi thudc chéng dong
mau nhu warfarin hodc heparin dy phong liéu thap (2500 - 5000 don vi mdi 12 gior)
do lam tdng nguy co chay mau.
Mugi lithium: Dung déng thoi véi ketorolac cé thé (e ché sy gidi phéng lithium qua
than, lam ting ndng d lithium huyét twong.
Probenecid: Khéng dung ddng thoi véi ketorolac do lam gidm dd thanh thai trong
huyét tong va thé tich phan b cla ketorolac, do d6 lam tang néng do ketorolac
trong huyét twong.
Mifepriston: Khong duing NSAIDs trong 8 dén 12 ngay sau khi dung mifepriston vi
NSAIDs c6 thé lam gidm tac dung clia mifepriston.
Oxpentifylin: Dng déng thdri véi ketorolac cd thé dan dén xu hudng chay méu nhigu
hon.
Cdc thudc cdn than trong khi ding dng thdi vdi thuéc tiém Vinrolac:
Methotrexat: Can than trong khi dung déng thoi ketorolac vdi methotrexat vi mot s&
thudc trc ché tdng hop prostaglandin da duoc béo co lam gidm sy thanh thai va do
d6 c6 thé lam ting ddc tinh clla methotrexat.
Ciclosporin: Cling nhu tat ca cdc NSAIDs, can than trong khi phdi hop véi ciclosporin
vi tang nguy co ddc trén than.
Corticosteroids: Cling nhu tat cd cadc NSAIDs, can than trong khi phdi hop véi
corticosteroid vi tang nguy co loét da day - rudt hodc chay mau.
Glycosid tiém: Cling nhu tat ca cac NSAIDs, can than trong khi phéi hop véi glycosid
tim vi ¢4 thé lam trdm trong thém suy tim, gidm GFR va tidng néng do glycosid trong
huyét twong.
Furosemid: Khi dung déng th&i cé thé lam gidm tac dung loi tiéu va ting nguy co doc
than & cac NSAIDs.
Thudc lgi ti€u gidm huyét ap: Cac NSAIDs c6 thé lam gidm tac dung clia thudc lgi tiéu
ha huyét ap. Nguy co suy than cap, thuding cé thé ddo nguorc, cé thé ting Ién & mot
s6 bénh nhan c6 chirc ndng than b suy gidm (vi dy: bénh nhan mat nuwdc hodc ngudi
cao tudi) khi thudc (rc ché ACE va/hodc thudc ddi khang thy thé angiotensin Il dugc
két hop v&i NSAIDs. Vi vy, khi phdi hgp can than trong, dic biét & ngudi cao
tudi. Bénh nhan nén duoc theo ddi day dd va danh gia chitc ndng than khi bét dau
diéu tri va dinh ky sau d6.

Khéng sinh quinolon: Bénh nhan dung déng thoi NSAIDs va quinolon c6 thé c6 nguy
o bi co giat.
Céc tac nhan chéng két tip tiéu cAu va cac chat (rc ché tai thu nhan serotonin cd
chon loc (SSRIs): Nguy co xudt huyét tiéu hoa tang cao khi cac thudc chdng két tap
tiéu cau va SSRIs duorc két hop véi NSAIDs.
Tacrolimus: C6 thé cé nguy co doc than khi dung dong thoi NSAIDs véi tacrolimus.
Zidovudin: NSAIDs duorc dung dong thoi véi zidovudin c6 thé 1am ting nguy co doc
tinh huyét hoc.
Digoxin: Ketorolac khong lam thay d6i sy gan két cia digoxin vé&i protein.
Nong d6 diéu tri clia digoxin, warfarin, ibuprofen, naproxen, piroxicam, paracetamol,
phenytoin va tolbutamid khéng lam thay déi sy két hop ketorolac véi protein.
Thudc khang acid: Khéng anh hudng dén mirc dd hap thu.
Ketorolac khong lam thay d6i duoc dong hoc clia cac thudc khac do kich thich hay
(rc ché enzym gan.
Tac dung khéng mong mudn (ADR):
Nguy co huyét khéi tim mach (xem thém phan Canh béo va than trong).
Bénh nhan dung Vinrolac tiém cé thé gip cac téc dung khéng mong mudh sau:
(Tan sut céc tac dung khdng mong mudn chua dugc xac dinh, bdi vi chiing dugc
bao cao tlr cac nghién cru c6 kich thuére khong chic chén)
RGi loan tiéu hda: C6 thé gay ra loét da day, thing hodc tiéu chay, doi khi gay tir
vong, dic biét & ngudi cao tudi. Budn non, kho tiéu, dau bung/khé chiu, phu ng,
viém miéng, khd miéng, viém thuc quan, tiéu chay, 6i mira, téo bén, day hoi, chay
mau tryc trang, viém loét da day, viém tuyy, tram trong thém viém dai trang va bénh
Crohn, d3 dugc bdo cao sau khi diéu tri. Viém da day d3 duoc quan st thay tuy it
gap hon.
RGi loan hé thdng mau va bach huyét: Gidm tiéu cau, xuat huyét, gidm bach cau
trung tinh, tdng bach cau thi€u méu cuc bg, thi€u mau do tan huyét.
RGi loan hé thdng mién  dich: Phan u’ng phan vé nhu s3¢ phan vé, cd thé dan dén tir
vong, phan (rng qua man nhu co that phé quan, phét ban, ha huyét p, phii thanh
quan.
Nhiém triing: Viém mang ndo vo trung (d3c biét & nhitng bénh nhén c6 réi loan ty
mién nhu lupus ban dd hé thng, bénh mo lién két) véi cac triéu ching nhu cirng cd,
nhirc dau, budn ndn, ndn, st hodc mat phuong hudng.
RGi loan trao di chat va dinh dudng: Biéhg n, ha natri mau, ting kali mau.
RGi loan tdm than: Tw duy bét thuong, tram cam, mat ngd, lo Iang, cing thang than
kinh, gidc mo bt thuong, 3o giac, khong cé kha ning tap trung, budn ngd, 1an [6n,
kich thich.
RGi loan hé than kinh: Chdng mat, nhirc dau, mat cam gidc, co gidt, vi gidc bat
thuong.
RGi loan mét: Viém day than kinh thj giac, thi luc bat thudng, rdi loan thi gidc.
R6i loan tai: Giam thinh lyc, U tai, chdng mat.
RGi loan than va tiét niéu: Tang tiét niéu, sdi niéu, suy than cap, hdi chirng ting ure
mdu tan mau, dau viing sudn (c6 hodc khdng cé mau, chirng mat mau), viém than
k& bi tiéu, hdi chirng than hw. Ciing nhu céc thudc khac (e ché téng hop
prostaglandin than, ddu hiéu suy than, ching han nhu ting creatinin va kali c6 thé
xay ra sau mot liéu ketorolac.
R6i loan vé tim mach: Nhip tim cham, danh tréng ngurc, suy tim.
R6i loan mach mau: Xanh xao, tdng huyét ap, phu, ha huyét 4p, bang huyét sau mé.
Hé théng sinh san: V4 sinh
RGi loan ho hap, I6ng nguc: Suyén, hen, phii phdi, chitng dau that nguc.
R&i loan mat: Viém gan, vang da va suy gan.
RGi loan da va mé dudi da: Ngtra, ndi mé day, phii né, viém da tréc vay, phat ban da
nang, ra md hdi, hdi chirng Stevens - Johnson va hoi chirng biéu bi nhiém ddc. Ngoai
ra con thdy héng ban da dang va nhay cam véi da.
R&i loan mé co xuong va mé lién két: Dau co, rdiloan chirc nang.
Toan than: Suy nhuoc, téng can, sét, phan (ng tai chd tiém, mét moi.
Khac: Thoi gian chdy mau kéo dai, ting uré huyét thanh va creatinin, chirc ning gan
bat thudng
Huwéng dén cdch xir tri ADR:
Ngtrng thudc néu thay cé phan (ng phu xay ra.
“Théng bdo ngay cho bdc sT hodc dworc si nhifng tdc dung
khéng mong muén gdp phdi khi si¥ dung thuéc”
Tuwong ky:
Khéng dugc tron thudc tiém ketorolac trong cling bom tiém véi morphin sulfat,
pethidin hydroclorid, promethazin hydroclorid hodc hydroxyzin hydroclorid vi cé thé
bi tba ketorolac.
C6 thé pha thudc véi cac dung dich mudi 0,9%, dextrose 5%, Ringer, Ringer lactat.
Qué liéu va cach xir tri:
Cdc triéu chimg qud liéu:
Qué liéu don ketorolac cé biéu hién: Dau bung, budn nén, ndn, loét, viém da day, réi
loan chirc ndng than. Cac triéu chirng nay s& hét ngay sau khi nglrng thudc.
Nhirc dau, dau thuwong vi, chéng mit, mat phuong huéng, kich thich, U tai, budn
ngl cling da dugc nghi nhan.
Cac trwdng hop bi tiéu chdy hodc co giat cling d3 dugc bdo cdo nhung hiém.
Phan (*ng phan vé da duoc bao céo khi st dung qua liéu cac NSAIDs.
Diéu trj:
Bénh nhan nén duoc theo ddi, diéu tri hd trgr va triéu chiing. Khong cé thude gidi
ddc dic hiéu. Loc mau cling khdng gidm dang ké nong do ketorolac cé trong méu.
Chirc nang than va gan nén dugc theo di thudng xuyén. Bénh nhan nén dugc theo
dai it nhat 4 gio sau khi st dung thudc qua liéu. Trudng hop co giat thudng xuyén
hoc kéo dai, c6 thé tiém tinh mach diazepam. Cac bién phap khac c6 thé duoc dua
ra tly thudc vao tinh trang lam sang clia mdi bénh nhan.
Cac ddu hiéu can lwu y va khuyén cio:
“Thudc nay chi dung theo don clia bac si”
“Pé xa tam tay tré em”
“Doc ky hwéng dan sir dung truérc khi ding”
Piéu kién bao quan: Noi kho rao, nhiét d6 dudi 30°C, tranh anh séng.
Han dung: 36 thang ké tr ngay san xuét.
Tiéu chuan ap dung: USP 38
Tén, dia chi co’ s& san xuat: )
CONG TY CO PHAN DUQIC PHAM VINH PHUC
S8 777 Buding M@ Linh - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phtic
DT: 02113 861233 Fax: 02113 862774
Dia chi nha may:
Thén M3u Théng - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phdc
Ngay xem xét sira ddi, cap nhat lai ndi dung hwémng dan st dung thudc:
Ngay 7 thang 6 nam 2018
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NGi dung t&” hwéng déin si dung thuéc Vinrolac cho ngudi bénh

Tén thudc
VINROLAC

“Thuéc nay chi diing theo don cta bdc s’
“DE xa tam tay tré em”
“Doc ki hwdng ddn sir dyung trurre khi ding”
“Théng bdo ngay cho bdc sT hodic dworc si nhifng tdc dung
khéng mong muén gdip phdi khi st dung thuéc”

Thanh phan, ham lwgng clia thudc
Cho 01 6ng thudc tiém Vinrolac:
Durorc chét: Ketorolac tromethamin..............eveeerveennneees 30mg
Td durgre: Ethanol 96%, natri clorid, nudc cat pha tiém vd...1 ml
M6 ta san pham
Dang bao ché: Dung dich tiém.
Hinh thitc: Dung dich trong, déng trong 6ng thiy tinh han kin, khéng ran nit, khéng
den dau.
Quy cach déng géi Hop 1 vix 10 8ng x 1 ml. Hop 5 vi x 10 ng x 1 ml.
Thuédc dung cho bénh g|
Diéu trj ngén ngay dau cap tinh vira téi ning sau phau thuat.
Nén dung thudc nay nhw thé nao va liéu lwgng
Cdch diing: Tiém bép, tiém tinh mach.
Tiém tinh mach phai tiém cham it nhat 15 gidy.
Tiém bép phai tiém cham, sau vao trong co.
Liéu ding:
Liéu dung nén dugc diéu chinh theo mitc d6 nghiém trong clia céc con dau va phan
(rng clia bénh nhan. Nén sl dung liéu thap nhat c6 hiéu qua trong thoi gian ngan
nhat dé kiém sodt céc triéu chirng va gidm thiéu céc tac dung khéng mong mudn cd
thé xay ra. Bénh nhan nén duoc theo ddi thudng xuyén vé xuat huyét tiéu héa trong
qua trinh diéu trj véi Vinrolac.
Viéc diéu tri nén dugrc thyc hién trong bénh vién va thoi gian diéu trj t6i da khong
nén vuot qua 2 ngay. Chuyén sang dung dudng udng ngay khi cé thé.
Ngudi I6m: Ligu khdi dau khuyén cdo a 10 mg, sau d6 tiém 10 - 30 mg, 4 - 6 gio mdi
[an theo yéu cdu. Trong giai doan dau hau phau néu can thiét cé thé thuong xuyén
tiém 2 gior/lan. Téng liéu hang ngay t&i da 1a 90 mg.
Thudc gidm dau opioid (nhw morphin, pethidin) cé thé dugc dung dong thoi dé dat
tac dung gidm dau t6i wu trong giai doan dau hau phau.
Khi str dung két hop véi Vinrolac, liéu opioid dugc st dung thap hon so véi ligu
théng thuding. Can can nhic cac tac dung phy clia opioid c6 thé xay ra.
Bénh nhan trén 65 tudi: Nén dung lidu thap hon lidu thong thuong. Téng liéu hang
ngay t8i da |a 60 mg.
Tré em dudi 16 tudi: An toan va hiéu qua khi dung thudc cho tré dudi 16 tudi chua
duoc thiét 1ap. Do d6, khdng khuyén cao dung Vinrolac cho tré em dudi 16 tudi.
Bénh nhan suy gidm chirc ndng than murc d6 nhe, bénh nhan cé can nang dudi 50
kg: Nén dung liu thap hon liéu thong thuong. Téng lidu hang ngay t6i da la 60 mg.
Bénh nhan suy giam chitc nang than vira va nang: Khong dung Vinrolac.
Khi ndo khdng nén dung thudc nay
Quéa man vdi ketorolac tromethamin, ibuprofen, aspirin, cc thudc chéng viém
khéng steroid khac hodc véi bat ky thanh phan nao cla thudc.
Loét da day ta trang hodc bénh nhan c6 tién st xuat huyét tiéu héa, loét hodc thiing
rudt.
C4 tién str loét hodc thung da day do st dung thudc NSAID trudc dé.
Thudc (rc ché chirc ndng tiéu cau, do d6, chdng chi dinh cho nhitng bénh nhan nghi
ngd hodc da xac dinh xuat huy&t mach mau n3o, c6 nguy co xudt huyét cao hodc
cam mau khéng hoan toan, nhitng ngudi ¢ nguy co bj chdy mau nhu cic tang xuat
huyét, trong d6 c6 réi loan déng mau.
Hi chirng polyp mii, phii mach hoic co that phé quan.
Bénh nhan ¢4 tién st bénh hen.
Chéng chi dinh diu trj ddng thdi véi mét trong cac thudc: Aspirin hodc cac thudc
NSAIDs khéc trong d6 cd e ché cyclooxygenase - 2 (COX 2), probenecid, mudi
lithium, oxpentifyllin, thudc chdng déng mau warfarin va heparin dy phong liéu thap
(2500 - 5000 don vi mbi 12 gity) (xem muc twong tac thudc).
Chdng chi dinh gidm dau dy phong trudc khi phau thuat do trc ché két tap tiéu cau
va trong phau thuat béi lam ting nguy co' chdy mau.
Chéng chi dinh trong cac truding hop nio - tly (ngoai mang cling hodc trong vo) vi
thudc c6 chira ethanol.
Bénh nhan suy gidm chirc ning than vira hodc ning (creatinin huyét thanh > 160
micromol/l) hodc nhitng bénh nhan cé nguy co bi suy than do gidm thé tich hodc
mét nudc.
Bénh nhan suy tim nang, suy gan.
Phu ni trong thoi gian mang thai, chuyén da, sinh con ho3c cho con bu.
Tré em dudi 16 tudi.
Tac dung khéng mong mudh (ADR)
Nguy co huyét khéi tim mach (xem thém phan Canh bao va than trong).
Bénh nhan dung Vinrolac tiém cé thé gip cac téc dung khéng mong mudh sau:
(Tan sut céc téc dung khdng mong mudn chua dugc xac dinh, bdi vi chiing dugc
bao cao tlr cac nghién cru c6 kich thuére khong chic chén)
RGi loan tiéu hda: C6 thé gay ra loét da day, thing hodc tiéu chay, doi khi gy tir
vong, dic biét & ngudi cao tudi. Budn non, kho tiéu, dau bung/khé chiu, phu ng,
viém miéng, khd miéng, viém thuc quan, tiéu chay, 6i mira, téo bén, day hoi, chay
mau tryc trang, viém loét da day, viém tuy, trdm trong thém viém dai trang va bénh
Crohn, d3 dugrc bao cdo sau khi diéu tri. Viém da day da duoc quan sat thay tuy it
gap hon.
RGi loan hé thdng mau va bach huyét: Gidm tiéu cau, xuat huyét, gidm bach cau
trung tinh, tdng bach cau thi€u mau cuc b, thi€u mau do tan huyét.
RGi loan hé thdng mién  dich: Phan u’ng phan vé nhu s6¢ phan vé, c6 thé dan dén tir
vong, phan (rng qua man nhu co that phé quan, phét ban, ha huyét p, phii thanh
quan.
Nhiém triing: Viém mang ndo vo trung (dic biét & nhitng bénh nhén c6 réi loan ty
mién nhu lupus ban dd hé thng, bénh mo lién két) véi cac triéu ching nhu cirng cd,
nhirc dau, budn ndn, ndn, st hodc mat phuong hudng.
RGi loan trao di chat va dinh dudng: Biéng &n, ha natri mau, ting kali mau.

RGi loan tdm than: Tu duy bat thu
kinh, gidc mo bat thuong, 3o giac,
kich thich.

RGi loan hé than kinh: Chéng m:
thuong.

RGi loan mét: Viém day than kinh thj giac, thi luc bat thudng, réi loan thi gidc.

R&i loan tai: Giam thinh lic, U tai, chdng mét.

RGi loan than va tiét niéu: Tang tiét niéu, sdi niéu, suy than cap, hdi chitng tang ure
mau tan mau, dau ving suon (cé hodc khong cé mau, chirng mat mau), viém than
k&, bi tiéu, hoi chirng than hw. Cling nhu cac thudc khac (e ché téng hop
prostaglandin than, ddu hiéu suy than, ching han nhu ting creatinin va kali c6 thé
xay ra sau mot lidu ketorolac.

R&i loan vé tim mach: Nhip tim cham, danh tréng nguec, suy tim.

R6i loan mach mau: Xanh xao, tdng huyét ap, phu, ha huyét 4p, bang huyét sau mé.
Hé théng sinh san: V4 sinh

RGi loan ho hap, Ing nguc: Suyén, hen, phii phdi, ching dau that nguc.

RGi loan mat: Viém gan, vang da va suy gan.

RGi loan da va md dudi da: Ngira, ndi mé day, phu né, viém da tréc vay, phat ban da
nang, ra mo hoi, hdi chirng Stevens - Johnson va hoi chitng biéu bi nhiém déc. Ngoai
ra con thdy hong ban da dang va nhay cam véi da.

R6i loan mé co' xuong va mé lién két: Dau co, réi loan chirc ndng.

Toan than: Suy nhuoc, téng can, s6t, phan (ng tai chd tiém, mét moi.

Khdc: Thoi gian chdy mau kéo dai, tng uré huyét thanh va creatinin, chirc ning gan
bat thuong

Huréng dan cdch xir tri ADR:

Nging thudc néu thay cé phan tng phy xay ra.

Nén tranh duing nhirng thudc hodc thwe pham gi khi dang st dung thuéc nay

Cdc thuéc khéng duoc st dung dbng thoi véi thudc tiém Vinrolac:

NSAIDs/Aspirin: Khdng dung ddng thoi ketorolac véi cac NSAIDs khac bao gom thuéc
(rc ché chon loc cyclooxygenase - 2 hodc & nhitng bénh nhan dung aspirin vi ting
nguy co gy ra cac tac dung bat loi nghiém trong lién quan dén NSAID.

Thromboxan: Ketorolac ttc ché sy két tap tiéu cau, lam gidm ndng do thromboxan
va kéo dai thoi gian chay mau. Chitc nang tiéu cu sé trd lai binh thudng trong vong
24 - 48 gio sau khi nglrng duing ketorolac.

Thudc chéng déng mau: Khéng duoc tiém ketorolac két hop véi thudc chéng déng
mau nhu warfarin hodc heparin dy phong liéu thap (2500 - 5000 don vi mbi 12 gior)
do lam tang nguy co chay mau.

Mudi lithium: Dung déng thoi véi ketorolac ¢é thé e ché sy gidi phéng lithium qua
than, 1am ting ndng d6 lithium huyét twong.

Probenecid: Khéng dung ddng thoi véi ketorolac do lam gidm dd thanh thai trong
huyét tong va thé tich phan b cla ketorolac, do d6 lam tang néng d ketorolac
trong huyét twong.

Mifepriston: Khéng dung NSAIDs trong 8 dén 12 ngay sau khi dung mifepriston vi
NSAIDs c6 thé lam gidm tac dung clia mifepriston.

Oxpentifylin: Dung dong thdi véi ketorolac c6 thé dan dén xu hudng chay mau nhigu
hon.

Cdc thuéc can than trong khi ding déng th'i vdi thudc tiém Vinrolac:

Methotrexat: Can than trong khi dung déng thoi ketorolac véi methotrexat vi mot s&
thudc trc ché t8ng hop prostaglandin d3 dugc béo cao lam gidm sy thanh thai va do
d6 c6 thé lam ting ddc tinh clia methotrexat.

Ciclosporin: Cling nhu tat ca cdc NSAIDs, can than trong khi phdi hop véi ciclosporin
vi tang nguy co ddc trén than.

Corticosteroids: Cling nhu tat cd cadc NSAIDs, can than trong khi ph&i hop véi
corticosteroid vi tang nguy co loét da day - rudt hodc chay mau.

Glycosid tiém: Cling nhu tat ca cdc NSAIDs, can than trong khi phéi hop véi glycosid
tim vi ¢4 thé 1am tram trong thém suy tim, gidm GFR va tidng ndng do glycosid trong
huyét twong.

Furosemid: Khi dung déng thoi cé thé 1am gidm tac dung loi tiéu va ting nguy co doc
than & cac NSAIDs.

Thudc loi tiéu gidm huyét ap: Cac NSAIDs c6 thé lam gidm tac dung clia thudc loi tiéu
ha huyét dp. Nguy co suy than cap, thuding cé thé ddo nguor, cé thé ting I1én & mot
s6 bénh nhan cd chirc ndng than bj suy giam (vi du: bénh nhan mat nudc hodc ngudi
cao tudi) khi thudc (rc ché ACE va/hodc thudc ddi khang thy thé angiotensin Il dugc
két hgp v&i NSAIDs. Vi vy, khi phdi hgp can than trong, dic biét & ngudi cao
tudi. Bénh nhan nén duoc theo ddi day dd va danh gia chitc ndng than khi bét dau
diéu tri va dinh ky sau dé.

Khéng sinh quinolon: Bénh nhan dung déng thoi NSAIDs va quinolon c6 thé c6 nguy
o bi co giat.

Céc tac nhan chéng két tip tiéu cAu va cac chat (e ché tai thu nhan serotonin cd
chon loc (SSRIs): Nguy co xudt huyét tiéu hoa tang cao khi cac thudc chdng két tap
tiéu cau va SSRIs dugrc két hgp véi NSAIDs.

Tacrolimus: C6 thé cé nguy co' ddc than khi dung déng thoi NSAIDs véi tacrolimus.
Zidovudin: NSAIDs dugc dung dong thdi véi zidovudin cé thé lam ting nguy co doc
tinh huyét hoc.

Digoxin: Ketorolac khong lam thay d6i sw gan két clia digoxin véi protein.

Nong d6 diéu tri clia digoxin, warfarin, ibuprofen, naproxen, piroxicam, paracetamol,
phenytoin va tolbutamid khéng lam thay déi sy két hop ketorolac véi protein.

Thudc khang acid: Khéng anh hudng dén mirc dd hap thu.

Ketorolac khéng lam thay d6i duoc dong hoc clia cac thudc khac do kich thich hay
(rc ché enzym gan.

Can 1am gi khi mét [an quén khéng dung thudc

Khi quén dung thudc, liéu tiép theo duoc dung nhu trong chi dinh. Khong dung ting
liu khi quén dung thudc.

Can bao quan thudc nay nhu thé nao

Noi khé rdo, nhiét d6 dudi 30°C, tranh anh sang

Nhirng dau hiéu va triéu chirng khi dung thudc qua liéu

Cdc triéu chimg qud liéu:

Qué liéu don ketorolac cé biéu hién: Dau bung, budn nén, ndn, loét, viém da day, réi
loan chirc ndng than. Cac triéu chirng nay s& hét ngay sau khi nglrng thudc.

Nhirc dau, dau thuwgng vi, chéng mit, mat phuong huéng, kich thich, U tai, budn
ngl cling da dugc nghi nhan.

Céc truding hop bi tiéu chay hodc co giat cling d3 dugc béo cdo nhung hiém.

Phan (ng phan vé d3 dugrc bao cao khi sir dung qud liéu cdc NSAIDs.

Can phai lam gi khi dung thuéc qua liéu khuyén céo

Bénh nhan nén dugc theo ddi, diéu tri hd tro va triéu chirng. Khong cé thudc gidi
ddc dic hiéu. Loc mau cling khong gidm déng ké ndng dd ketorolac ¢ trong mau.
Chirc nang than va gan nén duogc theo ddi thuong xuyén. Bénh nhan nén dugc theo

Truong hgp co giat thuong xuyén
¢ bién phap khéc c6 thé dugc dua
nhan.

Bang ching dich t& hoc cho thay ketorolac cé thé cd nguy co cao hon vé déc tinh da
day - rudt so voi mot s6 thudc NSAIDs khac, dic biét khi sir dung liéu cao hodc kéo
dai.

Céc bac st nén luu y ring mot s6 truong hop bénh nhan khong dat tac dung giam
dau sau 30 pht tiém bép hoic tiém tinh mach.

Téc dung khéng mong mudn c6 thé dugc gidm thiéu bang cach st dung lidu thap
nhét c6 hiéu qua trong thoi gian ngin nhat dé kiém soat cac triéu ching.

Xudt huyét, loét va thiing da day - rudt da duoc béo cdo voi tat ca cac thuSc NSAIDs,
trong d6 c6 ketorolac, c6 thé xay ra bat ctr lc ndo trong qud trinh diéu tri, c6 hoic
khong cé triéu chirng canh bao.

M6t nghién clru da cho thay ty & xuat huyét tiéu héa & bénh nhan dudi 65 tudi
nhan dugc liéu tiém bap trung binh hang ngay cla ketorolac > 90 mg ting hon so
voinhitng bénh nhan dung op|0|d tiém.

o] ngu‘o‘l cao tudi cé tan suat ting cac phan (rng bt loi do cac thudc NSAIDs, dic biét
1a xuat huyét hojc thung da day, tham chi cé thé dan dén tlr vong. So véi ngudi
trudng thanh tré tui, ngudi cao tudi cd thdi gian ban thai trong huyét tuong tang
va lam gidm do thanh thai ketorolac trong huyét tuong. Nén giam liéu hodc st dung
mdt khodng liéu dai hon trén déi tugng nay.

Cling nhu cac thudc NSAIDs khdc, ty Ié va mirc d6 nghiém trong clia cac bién ching
duong tiéu hda co thé ting lén cling véi viéc ting lidu va thoi gian diéu trj bang
ketorolac. Diéu nay dic biét ding & nhitng bénh nhan Ién tudi ¢d liéu trung binh
hang ngay cla ketorolac > 60 mg. Nhitng bénh nhan nay nén duoc bét dau diéu tri
tir lieu thdp nhat c6 hiéu qua va két hop véi cac thudc bdo vé da day nhu
misoprostol hodc thudc trc ché bom proton.

Bénh nhan ¢4 tién s& nhiém ddc duong tiéu héa dic biét 1a ngudi cao tudi, nén
béo v&i bac sT bat ky biéu hién nao trong giai doan dau diéu tri. Khi bj xuat huyét
hodc loét da day thi nén ngirng diéu tri.

Khi xuat huyét tiéu hda hodc loét xay ra, nén nglrng diéu tri voi ketorolac.

Can theo ddi can than khi dung cac NSAIDs trén nhitng bénh nhan cé tién st bénh
viém rudt (viém rudt két, bénh Crohn) vi cac tinh trang nay cé thé tram trong hon.
Can than trong khi dung ketorolac cling v8i céc thudc nhu corticoid duding uéng, cac
chat (rc ché tai hap thu serotonin ¢ chon loc do c6 thé lam ting nguy co bi loét hodc
chay mau.

Anh hudng trén tim mach va mach mdu néo:

Can theo ddi va tu van thich hop cho bénh nhan cé tién st cao huyét ap va/hodc suy
tim xung huyét nhe dén trung binh vi cé thé gay gilt nudc va phu né c6 lién quan
dén liéu phap NSAID.

Céc thr nghiém 1am sang va dit liéu dich t& hoc cho thay rang viéc st dung coxibs va
mdt s8 NSAIDs (d3c biét & liéu cao va diéu trj lau dai) cé thé lam ting nguy co nhw
huyét khéi déng mach (nhdi mau co' tim hodc dét quy). Midc du ketorolac khéng lam
téng cac nguy co trén nhung lai khdng cd dd dit liéu dé loai trir.

Bénh nhan bj ting huyét dp khdng kiém sodt, suy tim sung huyét, bénh tim thiéu
mau cuc bd, bénh dong mach ngoai vi va/hodc bénh mach ndo, bénh nhan cé cac
yéu td nguy co mic bénh tim mach (vi du nhu ting huyét ap, ting lipid mau, dai
thdo duding va hit thudc) chi nén dugc diéu trj véi Vinrolac sau khi xem xét can
than.

Nguy co’ huyét khéi tim mach:

Cac thudc chdng viém khéng steroid (NSAIDs), khdng phai aspirin, dung dudng toan
than, c6 thé 1am ting nguy co xuat hién bign c& huyét khai tim mach, bao gom ca
nhdi mau co tim va dot quy, cé thé din dén tir vong. Nguy co' nay cé thé xuat hién
s&m trong vai tuan dau dung thudc va cé thé ting Ién theo thoi gian dung thudc.
Nguy co huyét khéi tim mach duoc ghi nhan cht yéu & liéu cao.

Béc si can danh gia dinh ky su xuat hién cla cac bién c8 tim mach, ngay cé khi bénh
nhan khéng c6 céc triéu ching tim mach trudc dé. Bénh nhan can duogc canh bao vé
cac triéu chitng clia bién c8 tim mach nghiém trong va can thdm khac béc s ngay khi
xut hién céc triéu ching nay.

DE gidm thiéu nguy co xuat hién bién cd bat o, can str dung Vinrolac & liéu hang
ngay thap nhét cd hiéu qua trong thdi gian ngén nhat cé thé.

Anh hudng trén h6 hép: Khéng dung thudc cho bénh nhan bj co thit phé quan.

Anh hudng trén thén:

Cling nhu céc NSAIDs khéc, Vinrolac nén duoc sit dung can than & nhitng bénh
nhan bj suy gidm chitc ndng than ho3c cd tién sir bénh than vi ketorolac 1 mdt chat
(rc ch& manh téng hop prostaglandin, mét chat dong vai tro hd tro' duy tri tudi mau
than, dan dén tinh trang gidm khdi lvgng mau va/hodc luu lugng mau than,

Cling nhu céc thudc (rc ché téng hop prostaglandin khac, ting nong d6 ure huyét
thanh, creatinin va kali d3 duoc béo cdo c6 thé xdy ra sau khi si* dung mot lieu
Vinrolac.

Ketorolac va céc chat chuyén héa dugc bai tiét chli yéu & than, do dé, khong dung
thudc trén bénh nhan suy gidm chirc ndng than tir trung binh dén nang (creatinin
huyét thanh I6n hon 160 micromol/l); diéu chinh liéu khi dung thudc trén bénh
nhan suy gidm chirc ndng than (xem muc liéu dung) va theo ddi chit ché chirc ning
than.

Bénh lupus ban dé hé thong (SLE) va bénh mé lién két hén hop: St dung ketorolac
trén bénh nhan SLE va rdi loan mo lién két hdn hop c6 thé ting nguy co viém mang
ndo vo trung.

Phdn tng da: Cac phan (rng trén da nghiém trong, mét s8 trong d6 gay tr vong, bao
g0m viém da tréc vy, hdi ching Stevens — Johnson, chiing hoai tir biéu bi nhiém
doc da duoc béo céo. Nén nglrng thudc khi cé bidu hién ban dau clia phét ban da,
t6n thuong niém mac hodc bat ky ddu hiéu nao cda phan (rng qua man.

Lién quan dén khd ndng sinh sén cda phu nir: Viéc st dung ketorolac ciing nhu bat
ky thudc trc ché COX hodc téng hop prostaglandin, ¢ thé lam gidm kha ning sinh
san cla phy nit va khéng dugc khuyén céo & phu nit ¢ y dinh mang thai.

Cdc réi logn vé tim mach, thdn va gan: St dung ketorolac trén nhitng bénh nhan cé
tinh trang gidm khéi lwgng méau va/hodc lvu lugng mau than cé thé gy suy than
qua murc. Bénh nhan cé nguy co' cao nhat clia phan tng nay Ia nhitng ngudi bi suy
giam lugng mau do mat mau hodc mat nudc nghiém trong, bénh nhan suy gidm
chirc ndng than, suy tim, réi loan chirc ndng gan, ngudi cao tudi va nhitng ngudi
dung thudc loi tiéu. Nén giam sat chirc ndng than & nhitng bénh nhan nay. Theo dai
chit ch& urea huyét thanh, creatinin va nudc tiéu dugc khuyén céo cho dén khi
bénh nhan chuyén hoa binh thudng. & bénh nhan loc than, do thanh thai cta
ketorolac @4 gidm xu6ng con mdt nlra so vdi ty 1& binh thuwdng va thdi gian ban thai
téng gap ba lan.

Can than trong khi st dung cho nhitng bénh nhan bj suy tim, cao huyét ap.

Bénh nhén suy gidm chirc ndng gan: Bénh nhén suy giam chirc nang gan do xo gan
khéng c6 bat ky sy thay d6i Iam sang nao vé d6 thanh thai ketorolac.
C6 thé xay ra sy thay d6i clia mdt hodc nhiéu xét nghiém chirc ndng gan. Cac triéu
chitng 1am sang c6 kiém ching Iam sang & dudi 1% bénh nhan cé mirc d6 ting lén
6 y nghta (hon gap ba [an so véi binh thudng) trén glutamat pyruvat transaminase
huyét thanh (SGPT/ALT) hodc glutamat oxaloacetat transaminase huyét thanh
(SGOT/AST).
Néu c6 cac dau hiéu va tridu chirng Iam sang clia bénh gan phat trién, hodc néu biéu
hién toan than xay ra, ketorolac nén nglrng st dung.
Phdn tng phdn vé:
Céc phan (rng phan vé c6 thé xay ra & nhitng bénh nhan cd tién str qua man voi
aspirin, cac NSAIDs khac ho3c ketorolac. Nhitng triéu chitng ndy cling cé thé xay ra &
nhitng ngudi cé tién str phit mach, phan tng phé quan (vi du nhu hen suyén) va
polyp miii. Cac phan (rng phan vé, nhu chirng qua man, cé thé gay tr vong. Do dé,
khéng nén dung ketorolac & bénh nhan cé tién st hen va & nhitng bénh nhan c6 hoi
chirng polyp miii, phii mach va co thét ph& quan (xem muc chdng chi dinh).
Tdc dung huyét hoc: Bénh nhan bj réi loan déng méu khéng nén dung ketorolac.
Bénh nhan diéu tri chéng déng mau cé thé ting nguy co' chdy mau néu dung
ketorolac dong thoi. Viéc stir dung ddng thoi ketorolac va heparin liéu thap dy phong
(2500 - 5000 don vi mdi 12 giv), warfarin va dextrans chua dugc nghién ciru rong rai
va cling c6 thé lam ting nguy co chdy mau. Bénh nhan dung thuc chéng déng mau
hodc nhitng ngudi can dung heparin liéu thap khéng nén dung ketorolac (xem muc
chéng chi dinh). Nhitng bénh nhan dang diéu tri bang thudc khdc cé can thiép bang
cam mdu nén duoc theo ddi can than néu dung ketorolac. Trong cac nghién ciru 1am
sang c6 kiém soat, ty 1& xuat huyét 1am sang sau mé it hon 1%.
Ketorolac (rc ché két tap tiéu cau va kéo dai thoi gian chay mau. Khong giéng nhu tac
ddng kéo dai clia aspirin, chirc ndng tiéu cau s& trd lai binh thuong trong vong 24
dén 48 gity sau khi ngirng diing ketorolac.
Xuat huyét vét mé d3 duoc bao cdo cd lién quan dén viéc st dung ketorolac ngay
sau phau thuat. Do d6, khong nén dung ketorolac & nhitng bénh nhan cé nguy co
xudt huyét cao hodc cdm mau khdng hoan toan. Can than trong khi st dung ma van
d8 cam mau 13 rat quan trong, nhung khdng ap dung & phau thuat thdm my, cit bd
tuyén tién liét hodc cit bd amidan. Cac dau hiéu khac clia xudt huyét vét mé va
ching tran dich khép da duoc bdo cdo khi sir dung ketorolac. Cac bac si nén nhan
thirc duoc sy tuong déng vé thudc cla ketorolac véi céc thudc khang viém khong
steroid khac trc ché cyclooxygenase va nguy co chdy mau, dic biét & ngudi cao tudi.
Lam dung va Ié thudc thuéc: Ketorolac khéng c6 kha nang gdy nghién. Khong co
triéu chirng cai nghién nao duoc nghi nhan sau khi nglrng thudc dot ngot.
Phu ni¥ c6 thai:
Khoang 10% ketorolac di qua nhau thai. ThuSc cé nguy co gay hai trén tim thai nhi
(d6ng 8ng dong mach sém). Ketorolac chdng chi dinh cho phy ni¥ mang thai.
Céc chat (e ché tng hop prostaglandin cé thé anh huwdng xau dén thai ky va/hodc
sy phét trién cla phdi/bao thai. DIt liéu tir cac nghién ctru dich t& hoc cho thdy c6
nguy co sdy thai va di dang tim thai sau khi si* dung chat (rc ché t6ng hop
prostaglandin vao giai doan dau cla thai ky. Nguy co nay dugc cho la ting theo ligu
va thoi gian diéu tri.
Trong th&i ky mang thai, tat ca cac chat (rc ché t8ng hop prostaglandin cé thé lam
phoi thai nhi:
- Do tinh tim phéi (v&i dong clra sém 8ng ddng mach va tang &p luc phéi);
- Réi loan chirc ndng than, cé thé tién trién dén suy than.
St dung chat (rc ché tdng hop prostaglandin vao giai doan cudi thai ky cé thé gay trc
ché céc con co t& cung dan dén cham hoic kéo dai chuyén da, ting nguy co xuat
huyét tir cung.
Phu ni¥ cho con bu:
Ketorolac duogc phét hién trong sita me & néng do thap. Chéng chi dinh dung
ketorolac cho nguoi dang cho con bu.
Nguoi véin hanh mdy moc, dang ldi tau xe, nguoi lam viéc trén cao va cdc truong
hop khdc:
Thudc c6 thé gy hoa mét, chéng mat, bubn ngl, dau dau, réi loan thi gidc, mat ngl
hay tram cam. Do d6, khong i xe, van hanh mdy mdc hodc lam cac cong viéc can
tinh tdo khi gip céc tac dung khédng mong mudn clia thudc.
Khi nao can tham van bac si, dworc si
Khi gdp cac tac dung khdng mong muén clia thudc, can tham van béc si, dugcsi.
“Né&u can thém thdng tin xin hoi y kién béc st hodc dworc si”
Han dung clia thuéc
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