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Rx: Thudc nay chi dung theo don thude

LAZOROLE Injection

Ketorolac tromethamin 30 mg/ml
Dé xa tam fay tré em
Poc ki huwdng dan si dung trude khi ding

Thanh phin

M&i &ng (1 ml) dung dich tiém ¢6 chia:

Thémh phdn hoat char.: Ketorolac tromethamin. ...... 30 mg

Thanh phfin_ ta diroe: Ethanol khan, natri clorid, natri hydroxid, nudc cit pha tiém.

Dang bao ché: Dung dich tiém

M5 ta: Ong thiy tinh mau ndu c¢é chira chét long trong subt, mau vang nhat

pH: 6,9-7.9

Chi dinh

Thude dé diéu tri ngan han cdc trudng hop dau vira dén nang, ké ¢a dau sau phiu thuat.

Li¢u diimg va cach dimg

Ketorolac ding qua dudng tiém bip hay tiém tinh mach.

Diéu chinh lidu theo mie dd dau va dap (ing cia bénh nhan. Bé giam thiu thc dung khong

mong mudn ciia thude cin ding liéu thip nhét co tde dung trong thdi gian ngin nhét.

O ngudi 16n, tng thoi gian diéu tri bang ketorolac (ké ca thdi gian ding dudmg tiém hay

duding udng) khong qua 05 ngay.

Ketorolac tiém tinh mach cham tir 15 giy trd 1én, tiém bip sau va chim.

Téc dung giam dau bit diu sau 30 phut tiém thudc, tic dung manh nhét 1a khoang 1-2 gio

sau khi tiém. Tde dung giam dau duy tri duoc 4-6 gid.

1. Ding 1 liéu duy nhdt trong ngéay: liéu luong st dung khi diing lidu duy nhét.

Ngudi 1on:

Tiém bip:

= Bénh nhin dudi 63 tudi: Dang mat lidu 60 mg (2 éng).

= Bénh nhan tr 65 tudi trd 1én, bénh nhan suy thin, bénh nhin ¢6 trong lugng co thé dudi
50 kg: Ding mét lidu 30 mg.

Tiem tinh mach:
= Bénh nhin dudi 65 tudi: Dung mét lidu 30 mg.
= Bénh nhén tr 65 tudi trd 1én, bénh nhén suy than, bénh nhén co trong luong co thé dudi
50 kg: Dung mét lidu 15 mg.
Tré em tir 2 dén 16 tudi: Chi nén ding ketorolae lidu duy nhét.
= Tiém bip: Dung mét lidu | mg/kg, thi da 30 mg.
Tiém tinh mach: Ding mdt lidu 0,5 mg/kg, 6i da 15 mg.
. Diing nhiéu liéu trong ngdy (tiém bdp hay tiém tinh mach) cho ngwodi lém:
Bénh nhdn diéi 65 tuoi: 1iéu khuyén dung 12 30 mg cho mdi 6 gio. Lidu tdi da 120
mg/ngay.
Bénh nhdn tiv 65 tuéi e lén, bénh nhdn suy thdan, bénh nhdn cé trong lugng co thé duéi
50 kg: Liu khuyén ding 1a 15 mg cho mdi 6 gid. Lidu t5i da 60 mg/ngay.
Khi can giam dau manh hon thi khong nén ting liéu ketorolac ma nén dung phéi hop thém
vé6i thude giam dau opioid lidu thip néu khéng c6 chdng chi dinh dic biét
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Chéng chi dinh

Bénh nhdn ¢4 tién st man cam véi ketorolac hay bat cit thanh phin nao cda thude.

Bénh nhéan nghi ngd hodc chiic chin bj chay mau ndo, bénh nhéan trai qua phéu thudt ¢6 nguy
co mat mau hogc cAm mau khong hoan toan, bénh nhin c6 nguy co chiay mau cao nhu rbi
loan chay méu, rbi loan déng mau.

Bénh nhén mic hoi ching polyp miii, phit mach, co thit phé quan hoan toan hoic mét phin.
Bénh nhén dang diing aspirin hoiic NSAIDs khéc (ké ca thude e ché chon loc COX-2).
Bénh nhén ¢6 tién sir hen phé quan.

Bénh nhén dang ding thudc chéng dbng bao gdm warfarin va heparin lidu thap (2500-5000
Ul mdi 12 gid).

Bénh nhén loét da day-td trang tién trién, chay méau hodc thing dudng tiéu héa gin day.
bénh nhén c6 tién sir chay méu holc thing dudng tiéu hoa lién quan t6i st dung NSAIDs,
bénh nhan c6 tién st loét da day hoiic chay mau dudng tiéu hoa.

Bénh nhéan suy tim, suy gan. suy than niing.

Bénh nhdn suy than vira hogc nang hodc bénh nhin ¢6 nguy co suy thin do giam thé tich
tuén hoan.

Chéng chi dinh ding ketorolac dé lam thude giam dau du phong trude phiu thudt,

Khong ding & bénh nhan trude va sau giai doan phiu thuit déng mach vanh.

Khéng phéi hop vai probenecid, lithi, pentoxifylin.

Khéng ti€ém ketorolac vao ngoai mang ciing hodc vao tay.

Phuy nit ¢6 thai, dang chuyén da, sinh dé hodc cho con ba.

Tré em dudi 16 tudi.

Cénh bio va thén trong khi ding thude

Neuy co huyer khoi tim mach:

Céc thuée chéng viém khong steroid (NSAIDs), khéng phai aspirin, ding dudng toan than,
cO the lam ting nguy co xudt hién bién cd huyét khéi tim mach, bao gdm ca nhdi méu co tim
va dt quy, c6 thé din dén tir vong. Nguy co ndy ¢6 thé xudt hién sém trong vii tudn diu
dung thude va c6 thé tang 1én theo thdi gian dimg thude. Nguy co huyét khdi tim mach duoc
ghi nhan chu yéu ¢ lidu cao.

Béc s§ can danh gia dinh ky sy xuat hién cia céc bién ¢b tim mach, ngay ca khi bénh nhén
khéng ¢6 triéu chimg cua bién cd tim mach trude dé. Bénh nhén can duge canh bdo vé triéu
chiing ctia bién ¢d tim mach nghiém trong va cén tham kham bac sv ngay khi xudt hién cac
triéu chirng nay.

D¢ giam thiéu nguy co xudt hién bién cd bt loi, cin sir dung Lazorole injection & lidu hang
ngay thdp nhét ¢ hi¢u qua trong thdi gian ngin nhét co thé,

Cdc thén trong khdc:

Khi diéu trj ngudi bénh bi giam chic nang thdn, suy tim vira hodc bénh gan, dac biét trong
trudmg hop ding dong thai vai thude lgi tiéu, cdn xem xét nguy co gift nuée va nguy co lam
chitc nang than x4u hon. Giam liéu ddi véi ngudi cd trong luong dudi 50 kg.

Than trong khi dung thuée cho ngudi cao tuéi vi & ngudi bénh nay ketorolac thai trir chim
hon va ho nhay cam hon véi céde tae dung ddc vai than.

Bénh nhan ¢6 tién st nhiém de dudng tigu héa, dic biét & ngudi gid, cdn chi ¥ cde tridu
chimg bt thuong & bung (dic biét la xudt huyét tiéu héa) trong giai doan diu cia didu tri,
Khi bi xuat huyét tiéu héa hodc loét dudng tiéu hoa cén ngung st dung ketorolac,
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Khi st dyng NSAIDs, nhiing bénh nhén c6 tién sir bénh viém dudng rudt (viém loét dai
trang bénh Crohn) cin duge cham soc cin than vi ¢d thé lam tinh trang bénh trAm trong hon.
Can giam sét va t vén cho bénh nhén cé tién sir tang huyét 4p va /hodc suy tim sung huyét
nhe dén trung binh nhiing tic dung phu nhu gitt nude va ph khi két hop véi liéu phap
NSAIDs.

Than trong khi diing thude cho bénh nhan méc, holic ¢ tién str co thit phé quan.

O bénh nhéan lupus ban do hé théng va rbi loan md lién két hdn hop cé thé ¢ ting nguy co
viém méng nio vé khuan, do dé cin than trong khi sir dyng.

Neén ngung st dung ketorolac khi thiy xuat hién phat ban da. tén thuong niém mac.

Bénh nhan cd réi loan dong mau khoéng nén st dung ketorolac. Nhitng bénh nhan dang diéu
tri bing thubc chéng déng mau khi dung déng thoi voi ketorolac ¢ thé 1am tang nguy co
chay méu.,

Thude c6 chira natri nén can than trong & bénh nhan cé ché dé kiéng natri

Sir dung thubce cho phu nir c6 thai va cho con bi

Chéng chi dinh cho phy nit ¢6 thai va dang cho con bu.

Anh huéng cia thube 1én kha ning Ii xe, vin hinh mav moc

Mét so tde dung phy clia thude ¢6 thé xay ra nhu chéng mit, dau dau do d6 cin than trong khi
st dung thude khi l4i xe va van hanh may moc.

Twong tic, tuong ky ciia thube

Cde thuée sau khong dizoe stk dung dong thoi véi ketorolac:

NSAIDs/Aspirin: Ketorolac khong duge ding ciing cdc NSATDs khac nhu thube e ché chon
loc trén COX-2 hodic & bénh nhan dang dung aspirin vi lam ting nguy co ting tac dung khong
mong mudn cia cac NSAIDs.

Thromboxan: ketorolac ¢ ché két tip ticu cu, lam giam ndng do thromboxan va kéo dai thoi
gian chay mau. Khong gidng nhu nhimg tic dong kéo dai tir aspirin, chirc nang tiéu ciu tro
lai binh thuong trong vong 24-48 ¢id sau khi ngimg ding ketorolac,

Thuée chong dong méu: ketorolac chdng chi dinh két hop véi thube chdng déng méu nhu
warfarin vi khi dimg déng thi s& lam téing tac dung qua mire cla cée thuée chéng déng mau,
Lithiz Céc thube chong viém khéng steroid lam giam do thanh thi lithi, din dén tang ndng do
lithi trong huyét tuong hodc huyét thanh.

Pro!reueud Ding dong thoi ketorolac va probenecid lam giam dd thanh thai va lam ting
ndng d6 trong huyét wong, tang dién tich dudi dudng cong (AUC) toan phén va ting thoi
gian ban thai cioa ketorolac.

Mifepriston: NSAIDs khong ding tir 8-12 ngay sau khi dung mifepriston vi NSAIDs ¢o thé
lam giam tdc dung cua mifepriston.

Oxpentifvllin: Khi ketorolac duge dimg dong thai vai oxpentifyllin & lam tang nguy co chay
mau.

Cdc thudc sau khi dimg vdi ketorolac can than trone:

Thuée loi tiéu: Khi ding dong thoi ketorolac véi thube loi tiéu Vi c6 thé lam giam tdc dyung
loi tidu va Jam tang nguy co ddc tinh trén than ciia NSAIDs.

Thudc loi tiéu var thude ha huyét dp: NSAIDs c6 thé lam giam tac dung cia thude loi tidu va
cdc thude ha huyét ap. Nguy co suy thén uap tinh, ma thuemg la hdi phuc, ¢6 thé tang lén &
mét s6 bénh nhén co chire nang thin bi ton thuong (vi du nhu bénh nhén bi mat nude hojic
bénh nhan cao tudi) khi chit te ché men chuyén angiotensin va‘hodc chat dbi khéng thy thé
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angiotensin IT duge két hop vai NSAIDs. Do dé, su két hop nén duge dung thin trong, dic
biét a 6 nguoi gia. Bénh nhin nén dwoc diéu chinh day du va cAn xem xét dé theo di chire
ndng thn sau khi bit dau diéu tri dong thoi, va dinh k¥ sau do.

Cr!yc osid tim: NSAIDs c6 thé lam trim trong thém suy tim, gidm mic loc cdu than va ting
néng do glycosid trong huyét tuong khi didu tri phdi hop.

Methotrexat: Can than trong khi dung déng thdi véi methotrexat, vi mot sé thube e ché tong
hop prostaglandin da dugc béo cdo lam gidm d6 thanh thai ctia methotrexat, din dén 1am tang
ddc tinh ciia methotrexat.

Ciclosporin: Nhu véi Al ca cic NSAIDs, cin than trong khi st dung déng thoi vai
ciclosporin vi lam gia tang nguy co nhigm déc thén.

Corticosteroid: Nhu véi tht ca cée thube NSAIDs, cdn than trong khi sir dung ddng thoi voi
corticosteroid vi ting nguy co viém loét da day-rudt hodc chay mau.

Khdng sinh quinolon: Bénh nhén ding déng thai NSAIDs va quinolon ¢é thé lam ting nguy
co co giat.

Thude khdng tiéu cdu va thudc vec ché tdi hdp thu serotonin ¢é chon loc (SSRI): gia ting nguy
co chay mau dudng tiéu hoa khi thude khang tiéu cau va SSRI duge két hop véi NSAIDs.
Tacrolimus: nguy co nhiém doc thin khi NSAIDs duge dimg déng thei véi tacrolimus,
Zidovudin: NSAIDs dung déng thai vai zidovudin lam ting nguy co déc tinh trén méu,

Tiac dung khéng mong mubn cia thude

Hau hét cac phan tmg bat loi clia thube ¢ triéu chimg & hé thin kinh trung wong nhu dau
d4u, chéng mat va budn ngti. Ngoai ra, mot sé phan ung ¢ dudng tiéu hoa thuémg gip nhu
kho tiéu, budn non, dau va kich tng. Cén luu y rang ngum bénh diéu tri bdng thube chﬁng
viém khong steroid nhu ketorolac ¢6 thé bi suy than cép hoidc tang kali huyét hodc cé hai,
Dic biét thén trong trong trudng hop ngudi bénh da bi suy than trude do.

Béang tom tat cic phan ing ¢ hai: duoc phin nhom theo tan sudi: rit thudong gap (ADR >
1/10), thuwéng egip (1#]00 < ADR < I/10), it gap (1/1000 < ADR < 1/100). hiém gép (1/1000
< ADR < 1/10000) va rat hiém gdp (ADR < 1/10000).

» Thirong gap: ADR > 1/100

+ Toan than: phi, dau dau, chong mit

+ Than kinh trung uvong: mét mai, ra md ho

- Tiéu hoa: budn nén, khé ticu, dau bung, ia chay, tdo bén

+ Pau tai chd tiém

= [t gaip 1/1000 < ADR < 17100

+ Toan than: suy nhuogc, xanh xao

+ Mau: ban xudt huyét

+ Thén kinh trung uong: trdm cam, phén khich, khé tap trung tu tudng, mat ngu, tinh trang
kich dong, di cam

+ Ti€u hoa: phan den, ndn, viém miéng, loét da day, tdo bon dai déng, day hoi, chay méu truc
trang.

+ Da: ngra, may day, ni ban

+Ho hép: hen, khé the

+ Co xuong: dau cor

+ Tiét niéu: di tiéu nhiéu, thiéu niéu, bi tidu

+ Mat: rdi loan thi giac.

Fiey)
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+ Phéan tng khac: khd miéng, khat, thay ddi vi giac
" Hiém géip: ADR < 171000
+ Toan than: phan {mg phan vé, bao gém co thit phé quan, phi thanh quan, ha huyét ap, ndi
ban da, phi phdi, ting enzyme gan.
+ Mau: thiéu mau, Ge ché sy két tap tiéu cdu, kéo dai thoi gian chay mau.
+ Thén kinh trung wong: ao giac, mé sang
+ Da: hdi chimg Lyell, hdi chitg Stevens — Johnson, viém da troc véy, ban da, dat sn.
— Co xuong: co gidt, ting vén déng
+T'iét niéu: suy than cp, tiéu tién ra mau, ure nidu cao, viém than ke.
+ Tai: nghe kém.
Nguy co huvét khéi tim mach (xem phdn than frong)
Huéng dén cach xir tri ADR:
Netmg thude néu thiy c¢6 phan irng phu xay ra.
Thong bdo ngay cho bdc s§ hogc diwpe s§ nhitng phén ikng c6 hai gip phai khi st dung
thuoe

Qui lidu va cach xir tri

Trigu chitng qua liéw:

Triéu chimg khi ding qua lidu ketorolac: dau bung, budn nén, ndn, ting théng khi, loét da
day va/hodc viém da day va rdi loan chie nang than. Nhitng tri¢u chitng nay ddu mét sau khi
ngung ding thude.

Chay méu da ddy c6 thé xdy ra. Tang huyét ap, suy thin chp. suy hd hip va hon mé c6 thé
xay ra sau khi ding NSAIDs nhung rét hiém.

Nhire du, dau thuong vi. mat phuong huéng, kich thich, budn ngi, chéng mit, 1 tai va ngét
xiu cing d& duge quan sat thiy.

Rét hiém khi tiéu chay va thinh thoang xuat hién co gidt da duogc bdo cdo.

Phan tmg phan vé da duoc béo cdo.

Cadch x1r tri:

Bénh nhan cin duoc cham séc va didu trj tri¢u chimg khi ding NSAIDs qué liéu. Khéong c6
thude giai doc dic hicu. Thim tich khong chic da loai duoc ketorolac ra khoi co thé sau khi
dung qué liéu.

Trong vong mét gidr sau khi udng qué liéu, viéc sur dung than hoat nén dugc can nhéc. Ngoai
ra, & ngudi 16n, rira da day c6 thé duoc thuc hién trong vong mét gi¢r sau khi ubng qua liéu.
Lugng nude tiéu nén duoe dam bao. Chic nang than va gan can dugc theo ddi chit ché. Bénh
nhan phai dugc theo dai it nhit bon gier. Khi co tricu ching co giat thuéng xuyén hoic kéo
dai nén diéu tri bang diazepam tinh mach. Céc bién phap hé trg khic c6 thé duge thue hién
tay thuge vao tinh trang 1dm sang cia bénh nhan.

Biic tinh dwoe luc hoe

Nhom tée dung duge [y: Thude gidm dau, chéng viém khong steroid.

Ma ATC: MO1ABIS

Ketorolac la thuéc chéng viém khong steroid ¢ céu trie héa hoc gibng indomethacin va
tolmetin. Ketorolac trc ché sinh tong hop prostaglandin. Thude ¢6 tic dung giam dau, chong
viém, ha s6t nhung téc dung giam dau Ion hon téc dung chéng viém. Khac véi cac thude
opioid, ketorolac khéng giy nghién hogc rc ché hé hép. Tuy nhién, vi ketorolac irc ché tong
hop prostaglandin, nén ciing ting nguy co chay mau do trc ché két {p tidu ciu va tang nguy
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co loét da day. Uc ché tong hop prostaglandin & than c thé gdy gidm dong chay qua than &
ngudi bi suy giam chire ndng than, Ketorolac ¢6 tac dung giam dau manh va chéng viém vira
phéi, duge ding thay thé cho céc thube nhém opioid va cac thube giam dau Lhong steroid;
trong diéu tri giam dau vira dén dau niing sau phiu thudt, c6 thé ding trong diéu tri dau co
xuong cap hoic dau khac.

Dic tinh dwoe ding hoc:

Hip thc: ketorolac trometamol dugc hap thu sau khi tiém bip.

O pH sinh 1y, ketorolac trometamol phén ly tao thanh dang ketorolac anion it than nudc hon
dang mudi trometamol. Néng dé cia ketorolac trong huyét tuong dat dinh trong khoang thoi
gian 30-60 phut,

Phdn bé: Thé tich phan bd khodng 0,15-0,33 1/kg. Ty 16 lién két véi protein huyét twong rt
cao (trén' 99%). Thoi gian bén thai cia ketorolac 1a 5,3 gid & ngudi 1én cé chirc ning thin
binh thuong va kéo dai hon & ngudi bi suy giam chic ning than (khoang 10,3-10.8 gid hodc
hon). Ketorolac khéng qua hang rdo mdu ndo, tuy nhién qua duge nhau thai va bai tiét mot
[uong nho vao sira me.

Chuyén héa: Dudi 50% liéu duge chuyén hoa. Thube duoc chuyén héa & gan, chi yéu theo
con duong lién hop véi acid glucuronic.,

Thai trir: 90% thude duoe dao thai qua thdn dudi dang khéng thay déi, dang lién hop véi acid
glucuronic, hodc dang hydroxyl hoa; phan con lai duge dao thai qua phan

Quy cich dong goi:

Hép 10 dng x 1 ml.

Bio quin: Bao quan trong bao bi kin, trdnh dnh sang, nhiét do dudi 30°C.

Han ding: 24 thang ké tir ngay san xuét

Tiéu chuin chit lugng: USP

Nha san xudt
AJU PHARM CO., LTD.
23, Sandan-ro 121bcon-gil, Pyeongtaek-si, Gyeonggi-do, Han Qude




