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Vién nén phén tan

Thubc niy chi dung theo dom (.hu&c.

Khang ding thubc qud liéu chidjnh.

Khong dung thubc qué han dung ghi trén bao bi.

Dé xa tim tay tré em.

Poc k¥ Inrdn)g dlin sirdung trudc Khidung,

Théng biao ngay cho bic si hodic dux'; si nhirng tic dyng khéng
mong mubn giip phai khi su d[ll'lg shn C.

Néu cin thém thong tin xin héi ¥ Kién béc si.

THANH PHAN '
- Duyge chét: Ketorolac tromethamin 10 mg.
- Té dwge: Manitol, natri carbonat khan, butylhydroxytoluen,

sucralose. natri croscarmellose, calciStearat

MOTASANPHAM ‘ .
Vién nén tron, mau tring dén tring nga, hai mit phing, m{t mit c6
khic vach ngang, canh va thanh vién lanh 1in.

CHIPINH
Ciin nhiic than trong gitra lgi ich va nguy co cua ketorolac tromethamin
vi céc lya chon dicu tri khic trude khi quyét dinh sir dung vién nén
chira ketorolac tromethamin. Dung liéu thap nhat trong thoi gian ngin
nhit c6 thé, tiry thude vao muc tiéu diéu trj cia bénh nhin.
Diéu trj dau cdp tinh o ngwoi lém: Ketorolac tromethamin dugc chi
dinh diéu trj ngin han (< 5 ngay) d6i véi dau cip tinh nghiém trong vira
can gidm dau & cip 46 opioid, thudng sir dung sau phau thudt. Tri li¢u
giam dau véi ketorolac tromethamin thuémg bat dau véi dang tiém tinh
mach holic tiém bap. Dang vién nén duong udng thudmg dung dé duy
tri diéu trj néu cén thiét.

LIEU LUONG VA CACHDUNG

Liéu lugng | ,

Chuyén tir ketorolac tromethamin dang tiém tinh mach hofic tiém bép

(dom liéu hodc da liéu)_sang vién nén ketorolac tromethamin dalicu:

Neweoi lom (17 — 64 tuoi): Uong 1 iéu khat dau 20 mg, sau 36 dung licu

10 mg mdi 4 — 6 gio nhung khong qui 40 mg/ngay.

Nguwoi cao tuoi (2 65 tubi), suy than, va/ hodc can nang dwoi 50 kg:

Liéu khoi dau 10 mg, sau d6 dung licu 10 mg moi 4 - 6 gid nhung

khong qua 40 mg/ngay. ’

- Bénhnhan < 17 tu6i: Khong dung dang udng. B '
Luru y: Dang ubng khong nén dugc sir dung dé khoi dau dicu trj (bit
dau vén dang tiém). Sir dung hiéu thap nhat ¢6 hi¢u qua cho timg bénh
nhén. Khéng rit ngin khoang thoi gian gilra cac 1an dung thude duge
khuyén céo (4 — 6 gid). Tong thi gian diéu trj két hop ketorolac
tromethamin dang tiém tinh mach hodc tuém bap von dang uf)ng khong
qué 5 ngay (do nguy co ting tan suat va tinh chat nghiém trong cua cac
tac dung bt lgi véi liéu duge khuyén céo).

Céchdung :

- Phin tén thubc v6i mft it nuée, sau d6 uong.

- Néu bénh nhiin quén ding thubc, ubng ngay sau khi nhé ra. Néu thoi

diém nho ra gin v4i thoi diém udng liéu tiép theo, hiy bé qua licu da

quén va tiép tyc uodng liéu tiép theo nhur thudmg 1¢. Khong uong lieu
gap d6i dé b cho liéu da quén. ;

Khong c6 yéu cau dac biét vé xir ly thuoc sau khi sirdung. .

- Khong nén virt bo thudc vao nudc thai hay réc sinh hoat. Hoi y kién

dugc s7 cach bo thuoe khong sir dung nira. Nhimg bién phép nay sé

! giap bao v¢ moi truomg.

CHONG CHI P|NH : ;

- Qua méin v ketorolac tromethamin hofic bét ky thanh phén nao cua
thuoc.

- Loét da day, xuét huyét hoic thing duong tiéu héa, bénh nhin c6 tién
sumiccacbénhtrén.

- Tién sir hen suyén, néi mé day hodc qua mén sau khi uéng a§pin'n holic

| cac NSAID khic. Céc phan img phan vé nghiém trong, hiém khi gay

g chét ngudi di duge ghi nhin ¢ nhimg bénh nhén trén.

- Ding nhu thubc giam dau dy phong lGc phau thujt.

- Phong ngira dau khi phiu thuit bic cdu dgng mach vanh (CABG).

- Suy thin tién rién hodc ¢ nguy co suy thin do giam thé tichmau.

- Dung trong chuyén da va sinh ng, vi thong qua tac dong uc ché tong
hop prostaglandin, ¢6 the anh huémg xéu dén tudn hodn thai nhi va rc
ché co thit tr cung, lam ting nguy co xufit huyét tir cung. ‘

| = Then sir hodic c6 nghi ngd xuit huyét nfo, qut huyét ndi tang, hay cidm

3 mau khong hoan toan do thube cé tic dong e ché tiéu cu.
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Dang dung aspirin hojic cdc thude NSAID khic, vi ting nguy o xay ra
phan img c6 hai do NSAID.

Phot hop véi probenecid.

Phothop vén pentoxifyllin.

THANTRONG VA CANH BAO
Canh bdo

Ngl‘l\' caloét, chay mdau hodc thung da day:

+ Chong chi dA'nh ketorolac tromethamin véi nguéi 6 tién sir loét da day

vi/ hoﬁc' Xuit huyét tiéu hoa, vi thude ¢6 th gdy cdc phan (mg c6 hai
trén h¢ ti¢u héa nhu chay mau, loét hojic thing da day, ruft non, ruot
gia, 0‘6 th¢ gly tir vong. Cac phan img nghiém trong nay ¢6 thé xay ra
bitky lic ndo, cé hodc khong kém theo tri¢u chimg.

Chi €6 1/5 bénh nhién tién trién téc dung khong mong muén nghiém
trong trén hé tiéu hoa 14 ¢6 triéu chimg. Nhimg t4c dung khong mong
muon nhe trén hé tiéu hoa nhu khé tiéu, thudmg gip vao bat ky thoi
diém nao trong thii gian diéu trj véi NSAID. Khong ding ketorolac
qud 5 ngdy do ting nguy co bién chimg tiéu héa khi tang thoi gian cling
nhur licu dicu tri. Thim chi, diéu trj ngin han ciing khong loai bo nguy
co gdp phai nhimg bién chimg tiéu hba. Ngoai ra, than trong déi v
bénh nhéin ¢6 tién sir loét hay c6 nhimg yéu t6 lim tang nguy co loét da
day nhu phdi hop corticoid dudmg udng, thude chéng dong, hit thudce
14, diéu tri NSAID kéo dai, ubng nrgu, ngudri cao tudi, suy nhuge. Dic
biét thiin trong & n?én cao tudi va bénh nhén bj suy nhuge do nhimg
bao cdo ca ty phat vé nhimg bién cb tiéu hoa tr vong dugc ghi nhin hau
hét o nhém bénh nhan nay. ,
D¢ giam thiéu nguy co gip phai nhimg tic dung khong mong muon
ndng trén h¢ tiéu héa, nén dung thude & lidu thép nhat ¢6 hiéu qua trong
th&i gian ngin nhét ¢ thé.

NSAID nén dugc dung thin trong & bénh nhin ¢é tién sir viém rudt
(loétdaitrang, b¢nh Crohn) do ¢6 thé gay bung phat viém rudt.

Nguy co xudt huyét: Vi prostaglandin déng vai tro quan trong trong
dong mau va NSAID anh huéng dén si két tip tiéu ciu. Do d6, cin
than trong khi dung ketorolac tromethamin & nhimg b¢nh nhén roi loan
dong mau, can theo ddi chit ché. Bénh nhén dang dung céc thuoc chong
dong mau (heparin hofic cac din chit dicoumarol) néu dung dong thai
voi ketorolac tromethamin s& 1am ting nguy co chay méu. Do d6, bic si
cin dic bi¢t thin trong khi chi dinh phdi hgp cac thude trén.

Anh hwong dén than: Dung NSAID kéo dai gy hoai tir nhi thin va
cac ton thuong khac & than. Cé ghi nhdn ddc tinh trén than & nhimg
bénh nhin ma prostaglandin thdn ¢ vai tro bu dép trong vi¢c duy tri sy
twdi mau ¢ thin. O nhimng bénh nhin nay, NSAID c6 thé giy suy giam
prostaglandin phy thugc liéu, 1am gidam tuéi mau ¢ thin. Nguy co cao ¢
nhimg bénh nhan suy thén, suy tim, roi loan chirc niing gan, dung thudc
loi tiéu va {rc ché enzym chuyén (ACEi), va ngudi cao tudi. Can ngung
ding NSAID vahoi phuc chirc ndng than nhur truge khi diéu tr.

Suy than: Chong chi dinh ketorolac tromethamin & nhimg bénh nhan
suy thén tién trién. Dung thin trong & nhimg bénh nhén suy thin hoic
c6 tién sir bénh than vi ketorolac 1a mot tac nhan trc ché téng hop
prostaglandin. Bénh nhén suy thin c6 nguy co tién trién thin mat bu
hodc suy théan cép. Panh gia nguy co va lgi ich trude khi sir dung thuoc
¢ nhimg b¢nh nhin nay. :
Phan umg phan vé: Nhu cac NSAID khac, cac phan img phan vé ¢6 thé
xay ra & nhimg ngudi chua timg tiép xic hoiic nhay cam véi ketorolac
tromethamin. Khong dung ketorolac tromethamin ¢ b¢nh nhin mic
“tam chimg aspirin” (phirc hgp tri¢u chirng thudng xay ra ¢ b¢nh nhin
hen suyén, ¢/ khong c6 polyp mili hoiic cdc tn¢u chimg nghi¢m trong
cé thé giy cl)ét ngudi nhu co thit phé quan sau khi udng aspirin).

Tdc dong dén tim mach:

Biéncé Izgyé'[ khoi timmach

Céc nghién ctru lim sang cia viée sit dung mot s6 NSAID tic dong
chon lgc hodc khong chon loc 1én COX-2 kéo dai 3 nim lam ting cdc
bién ¢ huyét khoi tim mach, nhoi mau co tim va djt quy, ¢d thé gdy tr
VOng. Tat ca cac NSAID, chon loc hodc khong chon lge COX-2, déu co
cung nguy co. Bénh nhin da bj hodc ¢6 cac yéu to ngu‘}'uco huyél !(h(‘)i co
thé c6 nguy co nhiéu hon. Dé giim thiéu nguy ¢, cin dung li¢u thz‘lp
nhit va diéu trj trong thoi gian ngén nhat c6 thé. Bac si va bénh nhan nén
canh gidc vol sy lifn trién cde bién ¢b nay, ngay ca khi khong ¢6 cic
triéu chimg tim mach tru6c d6. B¢nh nhin can duge w van vé céc trigu
chimg cia bién ¢b tim mach nghiém trong va cic bude xir ly néu Xdy ra.
Khong c6 bing chimg phu hgp vé vige sur dyng f!(‘mg thon vén aspirin
lam giam nh¢ nguy co gip phai bién ¢o huyét khoi tim mach lién quan
dén NSAID. Viéc phi hgp aspirin va NSAID lam ting nguy co gip
phai nhimg bién cf ¢6 hai nghiém trong trén dudng tiéu héa. Hai thr
nghiém ldm sing c6 kiém sodt vé vige sirdung NSAID chon loc COX-
2 diéu trj giam dau trong 10 — 14 ngdy sau phau thudt bic cau dong
mach vanh (CABG) cho thiy ting nguy co nho1 mau co tim va djt quy.

+ Tdng huyétap: Cac thubc NSAID, bao gbm ketorolac tromethamin, ¢
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thé khari phét hofc lim xfu hon tinh trang cao huyét dp dang mic 5y .
lam tang ty 1¢ mic pha; bién cé tim mach. Bénh nhél‘l.dang m}ng thiazig
hoic thubc 191 tiéu quaj c6 thé giam dap (mg khi phoi hop VaINSA |y
Dung NSAID thin trong & bénh nhan cao huyét 4p va tbco ddi chit Ché
huyét ap khi khéiddy va trong subt qué trinh diéu trj vo1 NSAID,

- Suy tim sung huyét vg phir: Tinh trang dich, phu, glﬂ .muéi, thiéy
ni¢u, tng nito uré va creatinin huygt thanh dugc ghi nhin khi gy
ketorolac tromethamin, Ding rit thin trong & nhimg bénh nhin tip,
mét bu, ting huyét ap, hojic c4c tinh trang tuong Y. ,

- Phan img trén da: Céc thubc NSAID c6 thé giy cdc phan tmg nghigp,
trong trén da nhu viém da tréc vay, hoi chimg Stevens-Johnson, hogj 1
da nhiém dO‘C. ¢ thé gy tir vong. Céc phan (mg trén co thé xdy ra ma
khong c6 dau hiéu cinh béo. Bénh nhin cin dugc tu van vé cic ¢f,
hiu va tri¢u ching ciia nhimg biéu hién trén da nghiém trong. Ngymg
dung thude khi xuiit hi¢n cac triéu chimg phat ban, ton thuong niem
mac hofic bi¢u hi¢n ting huyét 4p.

- Phy nit mang thai: Trong giai doan cudi thai ky, khong nén ding
ketorolac tromethamin do nguy co déng sém ong dgng mach.

Thén trong

- Thuonggap. ; '

+ Ketorolac tromethamin khéng diing dé diéu trj thay thé hodc thieu hy
corticoid. Ngung ding dét ngot corticoid c6 thé khién bénh trim trong
hon. Bénh nhan diéu tr kéo dai bing corticoid cn giam lieu tir tir néy
quyétdinh ngung diing thuéc. , ,

+ Téc dung khang viém cta ketorolac tromethamin che giau cic dau higy

chan doan phathi¢n bién chimg cta nhiém tring va cac con dau.

Anh hweong déen gan:

+ Dung thin trong ketorolac tromethamin ¢& bénh nhan suy gan hoic ¢4
tién sir bénh gan. Gidi han cia mét sé xét nghi¢m gan c6 thé ting ¢
khoing 15% G bénh nhin ding NSAID, bao gom ketorolac
tromethamin. Cdc bat thuéng ciin lim sang nay c6 thé tién trién, khong
bién dbi holic thay doi tam thri khi diéu tri.

+ Suting dangkéAST vaALT (>3 lin mic gidi han binh thuémg) dwge

ghi nhdn & khodng 1% bénh nhin. Ngoai ra, mot s phan (mg trén gan
nghiém trong nhu vang da hodc viém gan to1 cap, hoai tir gan hodc suy
gan, ¢6 thé gay tir vong da dugce ghi nhan. B¢nh nhan ¢6 tri¢u chimg/
dau hié¢u cho thdy chirc ning gan suy giam hofic ket qua xét nghi¢m gan
bat thuéng can duge xic dinh mirc 4§ tien trién nghiém trong & gan.,
Néu céc dau hi¢w/ trigu chimg lim sang cho thay b¢nh gan tién trién,
hodc ¢6 cic bi€u hi¢n todn thin (ting bach cdu a1 toan, phat ban...),
phai ngung dungketorolac tromethamin.

- Anh huomg dén huyét hoc: Bénh thiéu mau thinh thoang duge ghi nhin

& bénh nhan ding NSAID. Diéu d6 ¢6 thé do tich nuéc, xuit huyét tidu
héa rd rang hodc che lap va mét so tac dong khong rd rang dén kha
niing tao hong cdu. Bénh nhin diéu tri liu dai véi NSAID cin kiém tra
hemoglobin va hematocrit néu xuat hi¢n tri¢u chimg thiéu mdu.
NSAID trc ché két 1ip tieu cdu, 1am kéo dai thot gian chay mau ¢ mit
s6 bénh nhin. Khdng giéng nhu aspirin, NSAID it anh huéng dén
chirc ning tiéu cau, dién ra ngin hon va c¢6 thé phyc héi. Bénh nhin
dung ketorolac tromethamin ¢é thé giip cac phan tmg c6 hai do thay déi
chirc ning ticu cﬁp, Xxdy ra ¢ nguoi by roi loan dong mau hodc dang
dung cac thudc chong dong. Can theo dd1 b¢nh nhén chit che.

- Tién sit hen suyén: D6i véi bénh nhin c6 tién sir hen suyén mic phai

hen suyén do nhay cim vdi aspirin, dung aspirin c6 thé dn @i co thit
ph¢ quan nghiém trong, ¢6 the gy tir vong. Dj img chéo gilraaspinn va
cdc NSAID khéc duge ghi nhin & bénh nhan hen suyén do nhay cim
vaiaspinin. Tranh dang ketorolac tromethamin trong trudng hgp ndy.

- Nguwoi cao éi (> 65 riéi): Do ngudi cao tudi thai trir chim ketorolac

tromcthemin va nhay cam v nhimg tic dung khéng mong mudn phy
thuge licu NSAID, do d6 cin sir dung cyce ky thin trong & nhém bénh
nhin ndy, nén giam li¢u va theo ddi lim sang chit ché.

SUDUNG CHO PHUNUMANG THAI VA CHO CONBU

Phy nirmang thai :

- Khong ¢é nghién ciru diy du vé ketorolac tromethamin & phy nit mang
thai. Cian nhic gira nguy co va lgi ich dén thai nhi truée khi dung thude.

- Chéng chi dinh dung thude trong chuyén da va sinh nd, vi thng qua
tac ddng re ché tdng hop prostaglandin, ketorolac tromethamin co thé
anh huémg xdu dén tuan hoan thai nhi va (rc ché co thit tr cung, [dm
ting nguy co xudt huyét tir cung.

Phynircho con b
Thén trong khi dung ketorolac tromethamin & phu ni cho con bu. Céc
dir li¢u cho thiy khong ¢6 phan tmg nghiém trong & tré bi me. Tuy
nhién, cdn huéng din bénh nhin lién lac vai bic sTnéu c6 xiy ra bit ky
tic dung khdng mong mudn nio.

ANHHUONG CUATHUOC PO1VO1CONG VIEC

4 1 i

MGt s0 b¢nh nhin c6 thé gap phii nhimg tac dung khdng mong muon
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nhu budn ngu, chong miit, chodng ving, mat ngl hojc trim cam. Khi gip
phii nhimg tac dung khong mong mudn ndy, bénh nhin cin thin trong
khi l41 xe, viin hinh miy méc hay lam nhimg cdng vige cin s chu y.

TUONG TAC., TUONG KY CUATHUOC
Twong tac cua thube

Ketorolac tromethamin gin két manh véni protein huyét tong (trung
binh 99,2%). Trén ngudn va ddng vit, khong cé bing chimg cho thiy
ketorolac tromethamin cam img hodic irc ché enzym gan.

Warfarin. digoxin, salicylar va heparin: Kha ning gan két véi protein
in vitro cia warfarin giam nh¢ bdi ketorolac tromethamin (99,3% so
véin 99,5%) trong khi nong 46 ketorolac tromethamin ting S - 10
ug/mL. Ketorolac khéng lam thay d6i kha ning gin két protein cua
digoxin. Céc nghién clru in vitro chi ra riing, salicylat ¢ ndng 43 diéu trj
(300 pg/mL), kha ning gin két cua ketorolac giam tr 99,2% con
97,5%, the hién bing nong 40 ketorolac huyét thanh ty do cao gﬁp d61.
Nong 4§ dicu trj cua digoxin, warfarin, ibuprofen, naproxen,
piroxicam, acetaminophen, phenytoin va tolbutamid khéng lam thay
d61 kha ning gin két vl protein cua ketorolac tromethamin. Thong
thuomg, warfarin va NSAID c6 tac ddng higp lyc 1én sur xuét huyél tiéu
héa. Do d6, phd1 hop nay lam ting nguy co xuét huyét tiéu héa so vai
dung néng l¢ timg thudc.

Aspirin: Phoi hop ketorolac tromethamin vé&i aspirin lam giam lién két
vin protein cua ketorolac mic du 4§ thanh thai khong d61. Y nghia lam
sing cua tuong tic nay khong rd rang. Tuy nhién, khuyén cdo khong
phdi hop ketorolac tromethamin va aspirin vi lim ting nguy co xdy ra
tac dung khong mong mudn.

Thuoc lon tiéu: Cac nghién clru 1am sang cling nhu bao cdo hiu mii cho
thiy ketorolac tromethamin ¢6 the 1am giam tac dung lgi tiéu natr cla
furosemid va thja;id 0 MmOt sO ngudi. Tuong tac ndy lién quan dén
thugc tinh irc ché tong hop prostaglandin. Trong théi gian phéi hop véi
NSAID, bénh nhin can dugc theo ddi1 chiit che cac dau hi¢u suy thén,
cung nhu dam bao hi¢u qua lg1 ticu.

Probenecid: Phoi hgp ketorolac tromethamin duémg ubng va
probenecid lam giam d¢ thanh thai, giam thé tich phin bd cua ketorolac,
ting dang ké nong 49 ketorolac huyét trong (AUC tang khoang 3 lan,
tr 5.4 pg/h/mL 1én 17,8 pg/h/mL) va tiing thdn gian ban thai (khoang 2
lan, ur6,6 gid'1én 15,1 gio). Do d6, chong chi djnh phéi hop.

Lithi: NSAID 1am tang ndng d§ lithi trong huyét twong va lam giam 49
thanh thai lithi ¢ thin. Nong d6 lithi trung binh ting 15% va d$ thanh thai
giam khoang 20%. Nhimg tic ddng nay do uc ché tong hop
prostaglandin thin gy ra bon NSAID. Do d, khi phoi hop NSAID va
cac thudc chira lithi, can theo ddi bénh nhéin chiit che, 4¢ phong ngd djc
lithi.

Methotrexat: NSAID dugc ghi nhan (e ché canh tranh dén sy tich Iy
methotrexat & l4t cAt thin tho, lam ting dc tinh clia methotrexat. Than
trong khi pho1 hop. j ;

Thube e ché enzym chuyén/ thuoc doi khang thu thé angiotensin 11
M{t s ghi nhin cho thiy phoi hop véi NSAID lam ting nguy co suy
thin, diic bi¢t & bénh nhin giam thé tich, va lam giam tac dung ha huyeét
p ciua thuoc &c ché¢ enzym chuyén hodc thudc d6i khéng thy thé
angiotensin I]. Can xem xét khi phot hgp.

Thube chong dong kinh (phenytoin, carbamazepin): Mgt vii trudng
hop dong kinh dugce ghi nhan khi phoi hgp vai ketorolac tromethamin.
Thuoc chong loan than (fluoxetin, thiothixen, alprazolam): M{t vai
truomg hop bj do giac duge ghi nhin khi phéi hgp véi ketorolac.
Penthaxifyllin: Phbi hop véi ketorolac tromethamin ¢6 nguy co lam
ting xudt huyét. ,

Thuoc gian co khéng ke cwc; MOt s6 ghi nhin cho thiy kha ning
twong tic gilra ketorolac tromethamin va thubc gidn co khong khir cye
c6 thé giy ngung thé. Viée phoi hop 2 thudc nay chua dugc nghién ciru.
Thubc e ché téi Mp thu chon loc serotonin (SSRI): Tang nguy co Xuit
huyét tiéu hoa khi phéi hgp NSAID véi SSRI. Thin trong khi phbi hop.

Twong ky cia thube

Khong ép dung.

TAC DUNG KHONG MONG MUON

Cac tac dyng khong mong muén dugc phin nhom theo tan suit: rit
thuomg gip (ADR 2 1/10), thuong gép (1/100 < ADR < 1/10), it gap
(1/1000 < ADR < 1/100), hiém gép (1/10.000 < ADR < 1/1000), rat
hiém glp (ADR < I/J 0.000) va khong rd tan suat (tan suat khong ude
tinh dugc tir dir li§u sén co). ; S

Rét thuwong gdp: Daubung, dau déu‘. kho tiéu, budn non

Thuomg gdp: Téo bon/ tiéu chay, day hoi, day bung: loét da day - rudt,
thing/ chay méu tram trong, ¢ nong, viém mi¢ng, non. Ngoai ra con c6
bét thuémg chirc néng thin, thiéu méu, chéng mit, ngdy ngit, phu, ting
enzym gan, ting huyet ap, kéo dai thoi gian chay mau, ngira, ban xuit
huyét, phét ban, 0 tai, d6 m6 hoi.

. Cdc tdc dung khong mong muon it gAp va hiém gap.

+  Phan img toan thdn: S61, nhidm trang (it gép). Phit mach. 1
b : o .50
phin v¢, phin Mg 14 phin v¢, phis thanh quin, phi . day o hiérn
gdp). .
+  Tim mach: Suy iim sung huyél danh tréng n i nhip ti
: ' gure, tim tdj, l
nhanh, ngit xiu (it Gﬁg')- Loan nhip tim, chgm nhijp tim, da|u :2:;‘:: :j"(:
bimg, tut huyét ap, nhoi m{tg cotim, viém mach (higm gip). ’
+ Da: };yngtt)bc,:;hgycm'\]ym :nhséng.néim day (it gip). Viém da tréc
vily, hong ban dadang, hoi chimg Lyell, hoi chimg St E
hoai tirda nhiém de (hiém giip). g Stevens-Johnson va
+  Tiéwhoa: Chandn, khdé mig¢ng, ¢ hoi, viém th

da day, viém thanh mdn, viém mach méu, viém an, thém

phin den, xudt huyét radt (it gap). Viem tuy cﬁp% suy gan algér?l:gdg;

viém rudt cip ( |0¢l}<ét tring, b¢nh Crohn) (hiém gip), '

+ Mau, h¢ bach huyét: BAm, ting bach cAu 4i toan, chdy méu cam, mét
b}?%h cn:. l&i‘ I:lu “éfbg _(i;ﬁ’ap)}., lt\;lﬁt bach‘cﬁu hat, thi¢u mau bt sn,
thiéu mau » b¢nh hach bach hu '

) i m’g'(hi .ém 2ip), J yel, gidm todn thé huyét ciu,
+ Dinh dwimg va chuyén héa; Tang can (it gip).

kali huy¢t, giam natri huyét (hiéngl gap)(. 45). T8 dimg eyt thng
+ Than kinh: A% mé}r:g, suy nghi bit thudmg, lo sg, suy nhuge, trim cam,

hung cam, tri¢u €hung ngogi thép, do giac, ting ddng, khé tip trung,

mét ngy, lo lang, dj cam, bugn ngu, ngé ngdn, ru?\, céhégng matl,é rrr)aét mgi

(it gp). Viém mang ndo v6 khuin, co gidt, hon mé, bénh thin kinh

(hi¢m gap).

+ Sinhsan (nit): Véginh (itgdp).

Ho hap: Hen suyen, ho, khé tha, phi phéi, viem miii '
phé quan, \rc ch& hd b_z‘lp. viém phé?(hifm gip). nchod S om
+ Gidc quan: Tha_yxdél Vi gidc, giam thj lirc, nhin md&, 1dng tai (it gip).

Viemketmac (hiemgdp).

+ Tiét ni¢u: Viém bang quang, tiéu kho, tiéu ra mau, ting s6 lan di tiéu,
viém than k&, thiCu ni¢u/ da nigu, protein niéu, suy thin, bi tiéu (it gép).
Pau bén suom ¢6 hodc khénf c6 kém theo tiéu ra mau hodc nito trong
mau, h$i chimg ting ure huyét ¢6 tan huyét (hiém gap).

- Khi dung li¢u cao ketorolac tromethamin nén chi y dén nhimg bién
chimg ¢ hai nghiém trong nhu: loét/ xuét huyét/ thing da day rudt,
xuét huyét hiu phau, suy thin cp tinh, phan img phan v¢ va gia phan
Vé’ Suy gaﬂ'

Huwdmg dan xictricdc tac dung khong mong muéon:

- Bénh nhan can sw cham soc y té kh'é'n cap néu cé cdc triéu chimg sau
ddy: Thé ngan hogdc kho thé, néi 1ap, dau ngyc, simg mit hoéic hong,
yéum§t bén cothé.

- Ngumg thuoc va thong bao cho bdc si ngay Idp tiec néu gap phai bat ky
tac dung khong mong muon nao sau day: Budn ndn; ndn ra mau; mét
mo1 hogc yeéu hon binh thudng; phdn ¢é mau hogc tiéu chay ramau den
va dinh nhu hic in; ngura; ting cdn bz‘;t thuémg; vang da hodic vang mit;
ban da hodic myn nuée kém theo sot; kho tiéu hodc dau bung; sung
cénh tay, cing chin, ban tay va ban chén; cic triéu chimg gidng cim.

QUALIEUVA CACH XU TRI

Tri¢uchimg : ;

- Dung qua liéu NSAID cé'thé gay ngu lim, budn ngu, budn ndn, non,
dau viing thugng vi, c6 thé phyc hoi khi duge hé trg chim soc. C6 the
gy xuat huycf:t dudmg tiéu héa. Hiém khi xay ra ting huyét ap, suy thin
cap, suy h6 hap va hon mé. C6 ghi nhin cac phan ung gia phan v¢.

- Ngo doc don liéu ketorolac tromethamin c6 thé gy céc tri¢u chimg
khéc nhau nhu dau bung, budn ndn, ndn, ting thong khi, loét da day va/
hodc viém da day &n mon, roi logn chirc ndng thin. Cic tinh trang nay
duge hoi phyc sau khi ngung thude.

Céch xirtri
Bénh nhin can duge diéu trj tnéu chimg va chim soc hé trg. Khéng c6
thube gidi dde dac hiéu. Gay non vd/ hojc ding than hoat (60 — 100 g &
ngudi l6m, 1g - 2g/kg & tré em) vi/ hojic dung thube nhudn tring thim
thau danh cho ngudi b qué liéu trong vong 4 gidr sau khi udng hojc ngd
doc lidu cao (5 - 10 1in liéu thong thutmg). Cac phuong phip dung thu
lgi tiéu manh, kiém hoa nudce tigu, th{un phin miu ho{_ic truy¢n mdu ¢o
thé khong hiéu qua do kha niing lién k&t manh voi protein cuia thude.

DUQCLUCHQC |
Phén logi duge1y: Thube giam dau, khang viém khong steroid (NSAID).
MAATC:MOIABIS.

Coché ticdyng '

- Ketorolac tromethamin la thubc khang viém khong steroid (NSAII?)
¢6 tac dung giam dau trén nghién clru 0 dong vat. Cing p{m cé‘c thu‘oc
NSAID khéc, co ché tac dong cua kclorolaf chua dugc hicu hoa.n toan,
nhung phén 16n lién quan dén sy (rc ché 1ong I}qp prostaglandin. Téc
dung sinh hoc cua ketorolac tromethamin c6 li¢n quan dt"n.cﬁu hinh S.
Ketorolac tromethamin khong co tc dyng an thin hodc giai lo 4u.

\rc quan, khat nhi¢u, viém

“+

- Thc dung giam dau manh nhét trong khoang At
khong c6 khic biét ding ké khi diing trong khoan

DUQC DONG HOC

T —

5 _ 3 gity sau khi uong,
a khuyén cdo. Sy

: thon gian giam
khac nhau lém nhit gitta lidy cao vé liéu thip 14 khodng &

dau.

: -]Sva[+]R,
K ctorolac tromethamin tén tai & dang racemics céu hinh [-] |

trong d6 cAu hinh S ¢6 tic dyng giam dau A
Hiép thu: Ketorolac tromc':hagngin dugc hip thu ho:,.,ézoir;‘;ltug& lirﬁ
ubng. Ding ketorolac tromethamin sau bira 4n nd|' S adng [
giam néng 46 dinh va tri hoain thoi gian dat nong 40, -

Thubc khang acid khong dnh huong dén kha nang hip L in
Phin bd: Thé tich phin bé trung binh cva kcgorzl‘z:cvbi e in st
khoang 13 L, khi diing liéu duy nhdt, Kha nang g0 Ko o P | chi nim
99%. Tuy nhién, nong 40 trong huyét trong khqang ) ‘tlhuc")c e do A
trong khoang 5% lugng thubc lién két véi protein. Phao € -3m ndng
dinh trong khoang diéu trj. Tuy nhién, khi nong do albumin g zi tidt qua
do tr do ctia thude ting 1én. Ketorolac tromethamin dugc

sira. 3 5% :
Chuyén héa: Ketorolac tromethamin dugc C’.!“Y.é" hoa mz::h (‘;’: 822
Céc chat chuyén hba gbm hydroxylat va c4c chat lién hgp mbé'ut 'étg ua
Chét chuyén héa va mot it dang khong chuyén héa, dugc bar tiet

han, N

'r;'hii trir: Ketorolac va céc chat chuyén hoa d}IOC' ‘bél tiét q:a Tg:}
Khoang 92% liéu ding duge tim thiy trong nudc ticu, bao g el
dang chuyén héa va 60% dang khong chuyén .héa. Kh9§"8 ° ‘lac
diing dugc bai tiét qua phin. Mt nghién ciru diing don licu ketord -
tromethamin chimg minh ring c4u hinh S dugc 450 that nhz.mh 8:)’{’z
lin c4u hinh R va d§ thanh thai khong phy thugc vao dudng dung. L1t
d6 conghia laty I¢ néng do S/R giém din theo thon gian sau khi uo;g.
Cé6 it hoac khong c6 sy chuyén doi tirdang R thanh dgng S trong co 5
Thoi gian bén thai cita dang S khodng 2,5 gid, so v6i dang R khoang
gir. Trong céc nghién ciru khic, thoi gian bén thai cua hdn hop racemic
khoédng 5 -6 gio. "
Dugre dong hoc o mit 56 doi tuwgmg lam sang ddc bigt:

- Nguoi cao tuéi: Khi ding don liéu, thoi gian bén that cua hon hop

racemic ting 5 — 7 gio & ngudi cao tudi (65 - 78 tudi) khi so voi ngual
tré (24 - 35 tudi). C6 it sy khac biét vé nong do dinh giira 2nhom.
Tré em: C6 it thong tin lién quan dén dugc dong hoc g tre em.

- Suy than: Khi ding don liéu, thai gian ban thai trung binh cua bénh

nhén suy thin 6 — 19 gi& va phy thudc vao mirc d¢ suy than. D¢ thanh
thii creatinin khong lién quan dén dd thanh thai ketorolac
tromethamin toan phin & ngudi cao tudi va bénh nhén suy than.

O bénh nhin bénh thin, AUC cua mdi dang cau hinh ting khoang
100% so vai nguot khoe manh. _né tich phin b ting gflg doi ¢ cau
hinh S va ting khoang 1/5 l4n & ciu hinh R. Thé tich phin bo ketorolac
tromethamin ting 1én cho thay sy ting phan dugce chat ty do.

Ty 1¢ AUC cua cac dang cau hinh ketorolac tromethamin ¢ ngudi khoe
manh va ngudi bénh 1a nhu nhau, cho thay ring khong c6 sy dao thai
chon loc cac dang cau hinh.

Suy gan: Khéng c6 sy khic biét dang ké giira thoi gian béan thai, AUC
va C__ dugc udce tinh ¢ b¢nh nhdn b¢nh gan so vai ngudi khée manh.
Chiing téc: Khong nhin thiy sy khac nhau vé duge ddng hoc giira cac
chung tdc.

QUYCACHDONG GOI

- H¢pO03 vix 10 vién nén phin tan. Vibam AVAL
- Hp 05 vix 10 vién nén phin tan. Vibim AVAL
- Hop 10 vix 10 vién nén phin tan. Vibam AVA).

BAO QUAN

Nao1 kho, dudi 30°C. Tranh énh sang.

HANDUNG

36 thang (ké tr ngdy san xuat).

TIEU CHUAN CHAT LUQNG

Tiéu chuin co sa.

Co s san xuit

CONG TY TNHH LIEN DOANH
HASAN - DERMAPHARM
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