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KOZERAL

Kich thude hop: 111 x 45 x 83 mm
Kich thude vi: 60 x 107 mm
Quy cich: 8 vl x 10 vidn nén bao phim
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Ketorolac tromethamin 10 mg

Sin xuft tal:
CTY THHH DP DAT VI PHO
L8 M7A-CN, Duding D17, Khu CN Mj Phudc,
m Tinh Binh Ducng, Vidt Nam

POC K¥ HUING DAN SU DYNG TRUSC KHI DUNG

THANH PHAN: M&i vién nén bao phim chua:
Ketorolac tromethamin ....
T4 dugc via di

CHI BINH / LIEU DUNG / CACH DUNG / CHONG CHI
BINH / THAN TRONG:
Xin dgc 18 hudng diin sif dyng

BAO QUAN:
Noi khd rédo, tranh dnh sdng, nhiét dd khong qua 30 °C
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KOZERAL

Kich thudc hdp: 111 x 45 x 63 mm
Kich thude vi: 60 x 107 mm
Quy céch: 8 vi x 10 vién nén bao phim
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Kozeral Kozeral
10 mg 10 mg .
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Kozeral Kozeral
10 mg =] 10 mg
Ketoralac tromethamine E Ketorolac tromethamine
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Doc ki) kirdng diin sit dyng triede khi ding.
Néu ciin thém thong tin xin hoi y kién rkdj ) thudc.
Chi diing thudc nay theo sie ké don ciia thdy thudc.

KOZERAL

(Vién nén bao phim Ketorolac tromethamin 10 mg)

THANH PHAN:

Mdi vién nén bao phim chira:

Ketorolac tromethamin.........cvviisimmimmmsissmssonssmsisasonissssassas 10,00 mg

Té diwgc: Lactose monohydrat, tinh bt mi, cellulase vi tinh thé, croscarmellose natri, povidon, talc, magnesi
stearat, silicon dioxyd, hydroxypropylmethylcellulose, titan dioxyd, polyethylen glycol 6000, mau Tartrazin, mau
Green, mau Black PN ... vira di | vién.

DAC TINH DUO'C LUC HQC:

Ketorolac la thudc chong viém khéng steroid ¢6 cdu tric hoa Iu:lc giong indomethacin va tolmetin. Ketorolac trc
ché sinh tong hop prostaglandin. Thudc c6 tac dung giam dau, chong viém, ha nhidt nhung tac dung giam dau ln
hon tac dung chong viém. Khac vai cac thude opioid, ketorolac khong giy nghién hodc irc ché hé hap. Ngoai ra,
ketorolac con c¢é tic dung chong viém khi dung tai chd & mit. Tuy nhién, vi ketorolac vrc ché tong hop
prostaglandin, nén ciing tang nguy co chay mau do trc ché két tap tiéu céu va tang nguy co loét da day. Tuong ty,
trc ché tong hop prostaglandin & thin c6 thé gy giam dong chay (qua thin & ngudi bj suy giam chirc néng thin.
Ketorolac la chat khéng steroid c6 tac dyng giam dau manh va chong viém vira phai, dugc ding thay thé cho cic
thubc nhom opioid va cac thude giam dau khong steroid, trong diéu trj giam dau vira dén nang sau phiu thuat, va
¢6 thé dimg trong diéu trj dau co xuong cdp hodc dau khac va viém & mat. Thude dudi dang mudi trometamol
(mudi tromethamin), dimg dudng udng, tiém bap hodc tiém tinh mach va tra mit,

DAC TiNH DUQC DO\‘G HOQC:

Sau khi tiém bap hoic udng, ketorolac hip thu nhanh va hoan toan. Téc o hép thu gidm khi udng thude cing bira

in co nhlcu chit béo, nhung lugng Imp thu khéng giam. Sy hdp thu khéng bj anh hwdng khi dung ddng thai vai
. céc thudc khang acid. Thé tich phin bo khoang 0,15 - 0,33 L/ kg. Lién két protein rat cao (> 99%). Dudi 50% liéu

duge chuyén hoa. Nira doi thai trir & ngudi 1én c6 chire nang thin binh thuémg khoang 5,3 it va kéo dai hon &

nguai giam chire nang thin (khoang 10,3 - 10,8 gitr hodc hon). Mt lwgng nhé thuoe phéan bé vao sifa me.

CHI PINH: qu/

Diéu trj ngan ngay dau vira (¢i dau ning sau phiu thudt, dang thay thé cic ché phim opioid,
LI_E.U DI[NG CACH DUNG: Thai gian diéu trj khdng qua 5 ngay. L . 3
Udng thude trong bira an hodic an nhe dé giam kich (mg da day. mic di ¢o thé udng 2 liéu ddu vao lic doi dé tac
dung nhanh hodic ding vdi cic thuéc khang acid.
Udng thude vai mot coe nude ddy, va gilt & wr thé dimg thing trong 15-30 phit dé giam nguy co kich img thyc
quan.
Lidu thong thudmg ngudi Iém:
Giam dau: Udng; tiép theo sau li¢u phap tiém ban déu.
#  Ngudi bénh 16 - 64 woi, can ning 50 kg, chirc niing thin binh thuong: 20 mg ban diu, tidp theo 12 10
mg cho tdi 4 14n méi ngay, cach nhau 4 - 6 gie/ | lan, néu cdn.
»  Nguti bénh < 50 kg v/ hodc chirc nang thin suy glam 10 mg cho tdi 4 lan/ ngay, cach 4 - 6 giv/ |
lin néu can, Liéu tdi da thong thudng ké don cho nguii I6n: uong 40 mg/ ngdy.
Li¢u théng thudmg & ngl.ri?n cao tudi:
>  Giam dau: uong (sau khi da tiém): 10 mg, cho 16i 4 ldn/ ngdy, cach 4 - 6 gio/ | 4. Liéu 16i da k& don
cho ngudi cao twdi: udng 40 mg/ ngay.
CHONG CHI DINH:
Tién str viém loét da day hofic chay mau dudng tiéu hoa,
Xuit huyét ndo hogc co nghi ngd. Ca dja chay mau, 6 rdi loan dong méau, Ngudi bénh phai phiu thudt, c6 nguy
co cao chdy mau hofic cdm mau khong hoén toan.
. Ngudi b¢nh dang ding thude chong dong,
Qua man vai ketorolac hofic cc thude chéng viém khéng steroid khac; ngudi bénh bi dj img vdi cac chit irc ché
tong hop prostaglandin hofic aspirin,
Hoi chimg polyp mii, phi mach hodc co thiit phé quan.
Giam thé tich mau luu thdng do mit nurde hozc bat ky nguyén nhin nio.
Gidm chirc nang thén vira va nfing.
Ngubi mang thai, lic dau dé va so thai hogc cho con bu,
Tré em dudi 16 tudi: An toan va hiéu qua cua thudc chura duge xdc dinh. Khéng nén dung ketorolac cho lira tudi
nay.
LUU Y DAC BIET VA THAN TRONG KHI SU DUNG:
Khong két hgp ketorolac vai cac thude chong viém khong steroid khdc, véi aspirin va corticosteroid.
Thin trong néu thdy chong mat hoic budn ngt, khdng lai xe, viin hanh may moc ho"lc lam cac cong viéc cén tinh
140.

Eudi co trong lucmg dm’n 50 kg,
Théin trong khi ding thudc cho ngudi cao tudi vi & ngudi bénh ndy ketorolac thai trir cham-hon-va ho nhay cim
. hon vai céc tac dung doc v6i than va cé hai & dudmg tidu hod. ,IQ\‘} 5758 QL;\\

§ Khong dung thude nay cho phy nir ¢4 thai va cho con bi. &N
DE xa thm tay tré em,
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TUONG TAC THUOC, CAC DANG TUONG TAC KHAC: \ '
Hau hét cdc tuong tic dudi ddy chua dugc thong bio ddi véi ketorolac, nhung da c6 thdng béo ddi véi cac thude |
chépg viém khong steroid khic, do viy ciing cdn cin nhiic va thin trong khi dung ketorolac, dfic biét khi ding If
thude dai ngay. |
Cic thudc chong viém khang steroid c thé 1am ting nguy co suy than the phat & ngudi bénh dang dung thudc lgi
tiéu, do gidm dong mau qua thin. L |
Céc thuoc chong viém khdng steroid lam giam d thanh thai lithi, din dén tang néng do lithi trong huyét twong |
hogic huyet thanh.

Ding dong thai ketorolac va probenecid lam giam d¢ thanh thai va lam tang ndng do trong huyét trong, tang
di¢n tich dudi duémg cong (AUC) toan phan va tang nira doi cuia ketorolac,

SU DUNG CHO PHY NU' CO THAI VA CHO CON BU:

Khéng dung thudc nay cho phu nir ¢6 thai va cho con ba.

TAC DUNG KHONG MONG MUON: : :

Hau hét cac phan img bat lgi ctia thude cd tri¢u chimg & hé thin kinh trung wong nhu dau dau, chang mét va budn
ngu. Ngoai ra, mdt _56 phén img & dudng tiéu héa thuong gip nhur kho tiéu, buén non, dau va kich img. Cén luu y
rang ngudi bénh dicu trj bing thude chong viém khéng steroid nhur ketorolac c6 thé bj suy thin cip hodic ting kali
huyét hofic ca hai. Biic biét thén trong trong trutmg hgp ngudi bénh da bj suy than trude do.

Thiegng gdp, ADR > 1/100

Toan than: Pha, dau diu, chong mat.

Than kinh trung wong: Mgt moi, ra md héi.

Titu héa: Bubn nén, kho ticu, dau byng, ia chay.

It giip, 1/1000 < ADR < 17100

Toan thin: Suy nhugc, xanh xao.

Mau: Ban xuat huyét.

Thén kinh trung vong: Tram cam, phan kich, kho tdp trung t twong ngél ngy, tinh trang kich déng, dj cam.

Tiéu hoa: Phén den, nn, viém migng, loét da diy, téo bén dai ding, day hoi, chay mau tryrc trang,

Da: Ngira, may day, ndi ban

Hé hép: Hen, kho thé.

Co xuong: Dau co,
. Tiét niéu: Di tiéu nhiéu, thiéu nigu, bi tiéu.
Mit: Réi loan thi giac.
Phén {mg khéc: Khé miéng, khat, thay déi vj gidc.
Hiém gap, ADR < 1/1000 : )
Toan thén: Phan img phan v¢, bao gém co thiit phé quan, phii thanh quan, ha huyét 4p, ndi ban da, phi phdi.
Méu: Chay méu sau phau thuit.
Thén kinh trung wong: do gidc, mé sang.
Da: Hgi chimg Lyell, hji chimg Stevens - Johnson, viém da troc vay, ban da dat sin,
Ca xuong: Co giat, tang vin djng.
Tiét niéu: Suy thin cdp, tiéu tién ra mau, uré niéu cao,
Tai: Nghe kém
Théng bédo cho thdy thude nhimg tac dung khéng mong muén &ap phai khi sit dung thude.
TAC DONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC: :
Thén trong néu thay chong mt hoiic budn ngu, khong 14 xe, van hanh may méc hofic lam céc cong vi¢e cdn tinh
1do,
QUA LIEU; : ’
Dung qud lidu co the gdy dau bung va loét dubng tiéu hoa, thutmg khoi sau khi ngimg thude. Can theo doi ngudi
bénh cén thin va diéu tri theo cdc tri¢u chimg, Néu suy than, ¢6 thé cin thim tdch mdu, Tuy nhién, thdm tich
khdng chic da loai dugc ketorolac ra khoi co thé sau khi ding qua lid, da c6 thong béo & nawdi bénh dang thim
tach, co giam d thanh thai va kéo dai nira doi cia ketorolac,

PONG GOI: Hop 6 vi x 10 vién.
BAO QUAN: Noi kh réo, tranh 4nh sang, nhiét d¢ khong qua 30 °C.
TIEU CHUAN CHAT LUQNG: Tiéu chudn nha san xuat.

. HAN DUNG: 36 thang ké tir ngay sin xué,

San xuit tai:

CONG TY TNHH DP DAT VI PHU

(DAVI PHARM CO., LTD)

L6 M7A-CN, Puang D17, Khu CN My Phudc, Tinh Binh Duong, Viél Nam
Tel: 0650-3567689 Fax: 0650-3567688

PHO CYC TRUONG




