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KELAROLE |

Ketorolac Tromethamine 30mg/ml

RX Prescription drug Iml x 10 ampoules/Box

KELAROLE 1

Ketorolac Tromethamine 30mg/ml
.V/I.M

Manulactured By _ om—

HEALTHFUL LIFE =& BEAUTIFUL LIFE

MEDICA KOREA

904-6. Sangsin-R1. Hyangnam-Myeon. Hwaseong-City, Gyeonggi-Co, Korea

STORAGE: Protem from light, store in tight ooniamer
at room temperature, (below 30°C). S6 Lo/Batch No
SHELF LIFE: 36 months from the manufacturing date. NSX/Mfg. Date:
PACKING: 1 mi/fampoule, 10 ampoules/ carton box HD/Exp. Date:
KEEP OUT OF REACH OF CHILDREN Sé DK/Visa No:
CAREFULLY READ THE INSTRUCTION BEFORE USE

COMPOSITION: Each ampoule (1ml) contains:
Ketorolac tromethamine ... .. . 30mg
INDICATION/ DOSAGE & ADMINISTRATION/
CONTRA-INDICATION/ SIDE-EFFECT/ PRECAUTION:
Please read the instruction inside

SPECIFICATION: In-house

RX Thudc ké don Hop 10 6ng ImL

KELAROLE -....c.

Ketorolac Tromethamine 30mg/ml
Tiém bap hoac tiém tinh mach

Sdn xudt b e ———— Mha nhdp khdu

HEALTHFUL LIFE 4% REAUTIFUL LIFE Elja chi

MEDICA KOREA

9046 Sangsin-Ri, Hyangnam-Myeon Hwaseang-City. Gyeonggii-Do. Korea

TEN THUOC: Thubc tiém KELAROLE
THANH PHAN: M&i 6ng (1mL) chira:
Ketorolac tromethamine . 30mg
CHi BINH/ LIEU DUNG & CACH DUNG/
CHONG CHIi BINH! TAC DUNG PHY/ LUV Y:
Vui long doc tér huérng dan str dung bén trong.

TIEU CHUAN: Nha san xuét

BAO QUAN: Tranh anh sang, trong hdp kin,

nhiét 46 phong, (dudi 30°C).

HAN DUNG: 36 thang ké tw ngay san xust
G GOI: Hop 10 ong 1mL.

XUAT XUF: Han Quéc.

904-6, Sangsin-Ri, Hyangnam-Myeon,
Hwaseong-City, Gyeonggi-Do, Korea.
DE XA TAM Vén TRE EM
POC KY HPONG DAN TRUGC KHI DUNG
CAC THONG TIN KHAC DE NGH] XEM TRONG
T& HUGNG DAN SUF DYNG ﬂtﬂ THED

Nha san xudt: MEDICA KOREA CO., LTD.
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Htaraiae Tromethaming 30mg/m|
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Rx
KELAROLE
(Dung dich tiém bép/tiém tinh mach ketorolac 30mg/ml)
CANH BAO:

Thuéc bdn theo don

DPoc kj huéng din sit dung tricée khi ding.

Néu cén thém théng tin, xin héi § kién bdc si.

Xin théng bdo cho bdc si biét cdc tdc dung ngogi § xdy ra trong qud trinh st dung.
DE thuéc xa tam tay tré em.

Khéng ditng thuéc da qud han si dung.

THANH PHAN:

M®i éng 1 ml dung dich tiém c6 chia:

Hoat chdl: ketoralae toiietamiol coevvvsnsmaimsnsannsaranssmeroeess 30mg/ml

Td dugc: ethanol, natri chlorid, natri hydroxid, nudc pha ti€m.

DUQC LUC HOC:

Ketorolac 1a thudc chdng viém khong steroid c6 cdu tric héa hoc gidng indomethacin va
tolmetin. Ketorolac tc ch& sinh téng hdp prostaglandin. Thudc c6 tdc dung gidm dau, chng
viém, ha nhiét nhung tic dung gidm dau 16n hon tdc dung chéng viém. Khdc vdi cdc thude
opioid, ketorolac khong gdy nghién hodc tic ch€ hd hdp. Ngoai ra, ketorolac con ¢6 tc dung
chdng viém khi diing tai chd & mit. Tuy nhién, vi ketorolac dc ch€ tng hgp prostaglandin,
nén ciing ting nguy cd chdy mdu do e ché& két tdp tifu ciu va ting nguy cd loét da day.
Tuong tu, e ché tdng hdp prostaglandin & than ¢6 thé gy gidm dong chdy qua than ¢ ngudi bi
suy gidm chic ndng than. Ketorolac 12 chdt khong steroid ¢6 tdc dung gidm dau manh va
chéng viém vira phdi, dudc ding thay thé cho cdc thudc nhém opioid va cédc thudc gidm dau
khong steroid, trong diéu tri gidm dau vira d&€n nang sau phiu thuit, va c¢6 thé ding trong diéu
tri dau cd xuong cap hoidc dau khac va viém & mit. Thudc dudi dang mudi trometamol (mubi
trometamol ), ding dudng udng, tiém bdp hoic tiém tinh mach va tra mit.

DUQC PONG HOC:

Hap thu: Sau khi tiém bép hoidc tiém tinh mach, ketorolac hap thu nhanh va hoan toan.

Phan b6 Thé tich phan bd khodng 0,15 - 0,33 lit/kg. Lién két protein rat cao (> 99%).

Chuvén héa: Dusi 50% liéu dudc chuyén hoa.

Thdi trix: Nita ddi thdi trlr & ngudi 16n ¢6 chic ndng than binh thudng khodng 5,3 gid va kéo
dai hon & ngudi gidm chifc niang than (khodng 10,3 - 10,8 gid hodc hon). M4t lugng nhé thude
phan b vao sita me.

CHI PINH:

Thudc duge chi dinh dé diéu tri ngdn ngay dau vira t6i ning sau phiu thuat, ding thay thé
cdc ché phdm opioid.

Thudc ciing ¢6 thé duge ding lam gidm cdc con dau hau phiu sau cdc phiu thudt nhu: phiu
thudt chinh hinh, phdu thuit rang riéng, phau thuit phu khoa...
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LIEU LUYNG VA CACH DUNG:
Liéu lugng:
Liéu théng thuong & nguoi lon:
1. Ngudsi bénh tir 16 - 64 tudi, can ndng it nhat 50 kg va ¢6 chifc ning thin binh thudng:
+Tiém bip: tiém bdp 1 lidu duy nhat 60 mg, néu cin ¢6 thé cho udng thém ketorolac hoic 1
thudc gidm dau khac.
+Tiém tinh mach: tiém 1 liéu duy nhat 30 mg hodc lam nhiéu lan cach 6 gid/1 lan, cho tdi
t6i da 20 liéu trong 5 ngay.
2. Ngudi bénh dudi 50 kg va/hodc ¢6 chic nang than bi suy giam:
+ Tiém bip: tiém bip 1 liéu duy nhat 30 mg, néu can c6 th€ cho udng thém ketorolac hoac
1 thudc gidm dau khiéc.
+ Tiém tinh mach: 15 mg 1 lidu duy nhat hodc lam nhiéu liéu cdch 6 gid/ 1 lan, cho tdi toi
da 20 liéu trong 5 ngay.
Ghi chii: Liéu va s8 lan cho dudc khuyén cdo & trén khong dude ting néu dau khong dd hodc
dau trd lai trong khi dung thude.
Liéu t6i da thong thuong ké don cho ngudi lon:
1. Ngudi bénh 16 - 64 tudi > 50 kg, chic ning than binh thudng: Tiém bdp hodc tinh mach:
120 mg/ngay
2. Ngudi bénh < 50 kg va/ hodc ¢6 chic ning thin suy gidm: Tiém bip hodc tinh mach: 60
mg/ngay.
Liéu thong thuimg & ngudi cao tudi:
Gibng nhu déi véi ngudi < 50 kg hodc ¢ chic ning than suy gidm.
Cdch dung:
Thuéc ding dudng tiém bdp hodc tiém tinh mach
Liéu phip ketorolac phai bit dau bing tiém, sau dé liéu thém c6 thé tiém hodc uéng. Tuy
nhién, thdi gian diéu tri bing bat cit dudng nao hodc phdi hdp cdc dudng (udng, tiém) ciing
khong dudc qud 5 ngay. Ngudi bénh phai dude chuyén sang di€u tri bing 1 thudc gidm dau
khdc cang nhanh khi ¢6 thé.
Liéu tiém tinh mach phdi tiém cham it nhat 15 gidy. Liéu tiém bdp phdi tiém cham, siu vao
trong cd.
CHONG CHI PINH:
Tién st viém loét da day hoac chdy mdu dudng tiéu héa.
Xuat huy€t ndo hodc ¢6 nghi ngd. Cd dia chdy mdu, c6 r6i loan déng mau. Ngudi bénh phai
phiu thudt, ¢6 nguy cd cao chdy mau hodc cim mau khong hoan toan. Ngudi bénh dang diung
thudc chdng dong.
Qud man vdi ketorolac hodc c4c thudc chéng viém khong steroid khdc; ngudi bénh bi di tng
v6i cdc chat de ché€ tdng hgp prostaglandin hodc aspirin.
Hoi chitng polyp mili, phil mach hoéc co thit phé quén.
Gidm thé tich mdu luu thdng do mat nudc hodc bat ky nguyén nhin nio.
Gidm chidc ning than vira va ning.
Ngudi mang thai, lic dau dé va sé thai hoic cho con bi.
Tré em dudi 16 tdi: An toan va hiéu qud cda thudc chua duge xdc dinh. Khong nén diing
ketorolac cho Itta tudi nay.

Vel
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CANH BAO VA THAN TRONG:

Khong két hop ketorolac véi cdc thudc chong viém khong steroid khdc, vdi aspirin va
corticosteroid.

Thén trong néu thay chéng mit hoac budn ngl; khong 1di xe, van hanh mdy mdc hodc lam cdc
cong viéc can tinh tdo.

Khi diéu tri ngudi bénh bi gidm chdc nidng than, suy tim vita hoac bénh gan, dic biét trong
trudng hdp diing ddng thdi vdi thude 10i ti€u, cdn xem xét nguy ¢d gilt nude va nguy cd lam
chic ning than x&u hon. Gidm liéu déi véi ngudi ¢6 trong ludng dudi 50 kg.

Than trong khi diing thudc cho ngudi cao tudi vi § ngudi bénh nay ketorolac théi trif chdm hon
va ho nhay ¢dm hon véi cdc tdc dung ddc vdi thin va ¢6 hai § dudng tiéu hoa.

TUONG TAC THUOC:

Hau hét cdc tuong tdc dudi diy chua dude thdng bdo doi vdi ketorolac, nhung da c6 thong bdo
ddi véi cdc thude chdng viém khong steroid khac, do vdy ciing cin can nhdc va than trong khi
ding ketorolac, ddc biét khi dung thude dai ngay.

Cdc thudce chong viém khong steroid c¢6 thé lam ting nguy cd suy than thit phdt § ngudi bénh
dang diing thudc ldi tiéu, do gidm dong mdu qua than.

Céc thudc chong viém khong steroid 1am gidm d6 thanh théi lithi, din dén ting ndng do lithi
trong huyét twdng hodc huyét thanh.

Ding dong thdi ketorolac va probenecid lam gidm do thanh thdi va Iam ting ndng do trong
huyét tuong, ting dién tich dudi dudng cong (AUC) toan phan va ting nia ddi ctda ketorolac.
SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:

Thdi ky mang thai

Khdng diing thudce nay cho ngudi mang thai.

Thai ky cho con b

Khong diing thudc nay cho ngudi dang cho con bu. —
TAC DUNG KHONG MONG MUON (ADR):

Hau hét cdc phdn tng bat 1gi clia thudc c6 triéu ching & hé than kinh trung wong nhit dau dau,
chéng mat va budn ngd. Ngoai ra, mot s§ phén ing ¢ dudng tiéu hoa thudng gap nhu kho tiéu,
budn non, dau va kich ¥ng. Can luu ¥ ring ngudi bénh diéu tri bing thude chéng viém khong
steroid nhu ketorolac ¢ thé bi suy than cip hoic ting kali huyét hodc ci hai. Pac biét than T
trong trong trudng hgp ngudi bénh da bi suy than trudc do. A
Thuong gap, ADR > 17100

Toan than: Pha, dau dau, chéng mat.

Than kinh trung udng: Mét mdi, ra mé hoi.

Tiéu héa: Budn ndn, kho tiéu, dau bung, ia chiy.

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

Toan than: Suy nhudc, xanh xao.

Mau: Ban xuat huyét.

Thén kinh trung wong: Tram cdm, phan kich, khé tip trung t tudng mat ngd, tinh trang kich
dong, di cdm.
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Tiéu héa: Phan den, non, viém miéng, loét da day, tdo bon dai ding, day hdi, chdy mau truc
trang.

Da: Ngita, may day, nGi ban

H6 hap: Hen, khé thd.

Cd xuong: Pau co.

Tiét niéu: Di tiéu nhiéu, thiéu niéu, bi tiéu.

Mait: Roi loan thi gidc.

Phan tng khdc: Kho miéng, khdt, thay doi vi gidc.

Hiém gdp, ADR < 1/1000

Toan than: Phdn tng phédn vé, bao gdm co thit phé quan, phi thanh qudn, ha huyét dp, ndi ban
da, phil phéi.

Méu: Chdy mdu sau phau thuat.

Thén kinh trung uong: Ao gidc, mé sing.

Da: Hoi ching Lyell, hoi chitng Stevens - Johnson, viém da tréc vdy, ban da dat san.

Cd xuong: Co gidt, tdng van dong.

Tiét niéu: Suy than cap, tiéu tién ra mau, uré niéu cao.

Tai: Nghe kém.

QUA LIEU VA XU TRI:

Diing qud liéu c6 thé gdy dau bung va loét dudng tiéu héa, thudng khoi sau khi nging thudc.
Cén theo doi ngudi bénh cin than va diéu tri theo cdc triéu ching. N€u suy thin, ¢6 thé can
tham tdch mau. Tuy nhién, thim tdch khong chic da loai dudc ketorolac ra khoi cd thé sau khi
dung qué liéu; da c6 thong bdo & ngudi bénh dang thaim tdch, c6 gidm dd thanh thai va kéo dai
nia doi cla ketorolac.

BAO QUAN:

Tranh dnh sdng, trong hop kin, & nhiét do phong (dudi 30'C).

DANG BAO CHE VA QUY CACH PONG GOI:

Hop 10 6ng X 1 ml dung dich tiém bidp/tiém tinh mdLh

TIEU CHUAN CHAT LUGNG: g

Nha sdn xuat.

HAN DUNG:

36 thang ké tir ngay sdn xuat.

San xuit bdi:

MEDICA KOREA CO., LTD.

904-6, Sangsin-ri, Hyangnam-myeon, Hwaseong-ri,Gyeonggi-do, Korea
TUQ. CUC TRUONG

Ngay xem xét lai to hiténg déin sit dung: 16/12/2013 PTRUGNG PHONG

f,gw yen . Wi uy jr?,mg




