Doc ky hudng din sir dung trudc khi dung.
Néu cin thém thong tin xin hoi y kién thay thuoc
Chi ditng thuéc nay theo suw ké don ciia thay thudc.

KOZERAL

(Vién nén bao phim Ketorolac tromethamin 10 mg)

THANH PHAN:

Mbi vién nén bao phim chura:

Ketorolac tromethamin ..........cc.ccoovviiieiennen, 10 mg

Ta duogc: Lactose monohydrat, tinh bot mi, cellulose vi tinh thé, croscarmellose natri, povidon,
talc, magnesi stearat, silicon dioxyd, hydroxypropylmethylcellulose, titan dioxyd, polyethylen
glycol 6000, mau Tartrazin, mau green, mau black PN ... vita du 1 vién.

PAC TiNH DUOC LUC HQC:

Ketorolac 1a thudc chong viém khong steroid c6 cdu trac hoa hoc gidng indomethacin va
tolmetin. Ketorolac trc ché sinh téng hop prostaglandin. Thubc c6 tac dung giam dau, chong
viém, ha nhiét nhung tic dung giam dau 16n hon tic dung chéng viém. Khac véi cac thude
opioid, ketorolac khong gdy nghién hoic e ché ho hap. Ngoai ra, ketorolac con co tic dung
chéng viém khi dung tai chd & mét. Tuy nhién, vi ketorolac trc ché tong hop prostaglandin, nén
ciing ting nguy co chay mau do wrc ché két tap tiéu cau va ting nguy co loét da day. Tuong tu, trc
ché tong hop prostaglandin & than c6 thé giy giam dong chay qua than & ngudi bi suy giam chic
nang than. Ketorolac 1a chat khéng steroid c6 tac dung giém dau manh va chong viém vira phéi
duoc dung thay thé cho cac thuéc nhom opioid va céc thudc giam dau khong steroid, trong diéu
tri giam dau vira dén nang sau phau thuat, va co thé dung trong diéu tri dau co xwong cép hoic
dau khac va viém & mat. Thudc duéi dang mudi trometamol (mudi tromethamin), dung duong
uéng, tiém bép hodc tiém tinh mach va tra mét.

PAC TINH DUGC PQONG HQC:

Sau khi tiém bap hoidc udng, ketorolac hdp thu nhanh va hoan toan. Téc do hip thu giam khi
ubng thudc clng bita an c6 nhiéu chat béo, nhung luong hap thu khong giam. Sy hap thu khong
bi anh huong khi dung dong thot voi cac thuoc khang acid. Thé tich phén b6 khoang 0,15 - 0,33
L/ kg Lién két protein rat cao (> 99%). Dudi 50% liéu duogc chuyén hoa. Nira doi thai trir &
nguoi 1on c6 chire nang than binh thuong khoang 5,3 gid va kéo dai hon ¢ nguoi gidm chic nang
than (khoang 10,3 - 10,8 gid hodc hon). Mot lugng nho thudce phan bd vao sita me.

CHI DINH: : o
bicu tri ngan ngay dau vua téi dau nang sau phau thuat, dung thay thé cac ché pham opioid.

LIEU DUNG - CACH DUNG: Thoi gian didu tri khong qua 5 ngay.
Ubng thude trong bira an hodc an nhe dé giam kich ung da day, mac du c6 thé udng 2 liéu dau
vao luc doi dé tac dung nhanh hoac dung véi cac thude khang acid.
Ubng thude véi mot coc nude day va gitr ¢ tu thé dimg thang trong 15 - 30 phat dé giam nguy co
kich tng thuc quan.
Liéu thong thuwong ngudi 16m: .
Giam dau: Uong tiép theo sau li¢u phép ti€ém ban dau.
> Nguoi bénh 16 - 64 tudi, can nang 50 kg, chiac nang than binh thuong: 20 mg ban dau,
tiép theo 14 10 mg cho t4i 4 1an moi ngay, cach nhau 4 - 6 gio/ 1 1an, néu can.
» Nguoi bénh < 50 kg va/ hodc chirc ning than suy giam: 10 mg cho t6i 4 lén/ ngay, cach 4
- 6 g10/ 1 1an néu can. Liéu to1 da thong thuong ké don cho nguoi lon: Uong 40 mg/ ngay.
Liéu thong thwong & nguoi cao tudi:

1/4 0151.T1



» Giam dau: Ubng (sau khi da tiém): 10 mg, cho tdi 4 1an/ ngay, cach 4 - 6 gid/ 1 lan. Liéu
t6i da ké don cho ngudi cao tudi: Udng 40 mg/ ngay.

CHONG CHI PINH:

Tién sir viém loét da day hodc chay mau dudng tiéu hoa.

Xuat huyét ndo hodc c6 nghi ngd. Co dia chay mau, c6 roi loan d6ng mau. Ngudi bénh phai phiu
thuat, co nguy co cao chay mau hoac cam mau khong hoan toan.

Ngudi bénh dang dung thubc chong dong.

Qua man véi ketorolac hodc cac thubc chong viém khong steroid khac; Ngudi bénh bi di ung vai
cac chat trc ché tong hop prostaglandin hodc aspirin.

Hbi chimg polyp miii, phtt mach hoic co thit phé quan.

Giam thé tich mau luu thong do mét nude hodc bat ky nguyén nhan nio.

Giam chtrc nang than vira va nang.

Nguoi mang thai, lac dau dé va so6 thai hoac cho con bu.

Tré em dudi 16 tudi: An toan va hiéu qua cia thudc chua dugc xac dinh. Khéng nén ding
ketorolac cho lira tudi nay.

LUU Y PAC BIET VA THAN TRONG KHI SU DUNG:

Khong két hop ketorolac voi cac thubc chéng viém khong steroid khac, voi aspirin va
corticosteroid.

Than tr(_)ng néu théy chong mat hoac budn ngu, khong 1ai xe, van hanh may moéc hodc lam céc
cong viée can tinh téo.

Khi diéu tri nguoi bénh bi giam chiic nang than, suy tim vira hodc bénh gan, dac biét trong
truong hop dung dong thoi v6i thude loi tiéu, can xem xét nguy co giit nude va nguy co lam
chirc ning than x4u hon. Giam liéu d6i vé6i ngum cod trong luong dudi 50 kg.

Than trong khi ding thudc cho ngudi cao tudi vi & nguoi bénh nay ketorolac thai trir chiam hon
va ho nhay cam hon v6i cac tdc dung doc voi than va co6 hai & duong tiéu hoa.

Khéng dung thudc nay cho phu nit ¢6 thai va cho con bu.

Nguy co huyét khoi tim mach

Cac NSAIDs, khong phai asp1r1n dung du:ong toan than c6 thé 1am tin nguy co xudt hién bién
c¢d huyét khi tim mach, bao gébm ca nh01 mau co tim va dot quy, c6 thé dan dén tir vong. Nguy
co nay ¢ thé xuat hién sém trong vai tuin dau dung thudc va co thé tang 1én theo thoi gian ding
thude. Nguy co huyet khéi tim mach chu yéu ¢ liéu cao.

Bac sy can danh gia dinh ky su xuat hién cua cac bién co tim mach, ngay ca khi bénh nhén
khong c6 céc triéu ching tim mach trude d6. Bénh nhan can dugc canh bao vé cac triéu ching
ctia bién cb tim mach nghiém trong va can thim kham béc sy ngay khi xuit hién cac triéu chimg
nay.

Dg giam thiéu nguy co xuat hién bién cb bt loi, can sir dung ketorolac ¢ lidu hang ngay thap
nhat c6 hiéu qua trong thoi gian ngin nhat c6 thé.

Pé xa tam tay tré em.

TUONG TAC THUOC, CAC DANG TUONG TAC KHAC:

Hau hét cac tuong tac dudi diy chua duoc thong bao ddi véi ketorolac, nhung d c6 théng bao
d6i véi cac thube chong viém khong steroid khac, do vay cling can can nhic va than trong khi
dung ketorolac, dic biét khi dung thude dai ngay:

Céc thudc chong viém khong steroid ¢6 thé lam ting nguy co suy than thir phat & ngudi bénh
dang dung thubc 1oi tiéu, do giam dong mau qua than.

Cac thudc chéng viém khong steroid 1am giam d¢ thanh thai lithi, dan dén ting nong do lithi
trong huyet turong hodc huyét thanh.

Dung dong thoi ketorolac va probenecid 1am giam d6 thanh thai va lam tang ndng do trong huyét
twong, ting dién tich dudi dudng cong (AUC) toan phan va ting nira doi cua ketorolac.

SU DUNG CHO PHU NU' CO THAI VA CHO CON BU:
Khong dung thuéc nay cho phu nit c6 thai va cho con bt.
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TAC DUNG KHONG MONG MUON:

Nguy co huyét khdi tim mach (xem thém phan LUU Y PAC BIET VA THAN TRONG KHI
SU DUNG)

Hau hét cac phan tng bét loi ctia thude c6 tri€u chimg ¢ hé than kinh trung wong nhu dau dau,
chong mat va budn ngu. Ngoai ra, mot so phan ng ¢ duong tiéu hoa thuong gap nhu kho tiéu,
budn nén, dau va kich u’ng Cén luu ¥ rang ngudi bénh diéu tri bang thudc chéng viém khong
steroid nhur ketorolac ¢ thé bi suy than cap hodc ting kali huyét hodc ca hai. Dac biét than trong
trong truong hop nguoi bénh da bi suy than trude do.

Thuong gap, ADR > 1/100:

Toan than: Phu, dau dau, chéng mat.

Thén kinh trung wong: Mét moi, ra md hoi.

Tiéu hoa: Budn nédn, kho tiéu, dau bung, ia chay.

It gap, 1/1.000 < ADR < 1/100:

Toan thén: Suy nhugc, xanh xao.

Mau: Ban xuat huyét.

Thén kinh trung wong: TrAm cam, phan khich, khé tip trung tu twong, mat ngu, tinh trang kich
dong, di cam.

Ti€u hoa: Phan den, ndn, viém miéng, loét da day, tdo bon dai déng, déy hoi, chdy mau truc
trang.

Da: Ngtra, may day, ndi ban.

Ho hap: Hen, kho thé.

Co xuong: Pau co.

Tiét ni¢u: Di tiéu nhicu, thiéu niu, bi ticu.

Mit: Réi loan thi giac.

Phan tng khac: Kho miéng, khat, thay doi vi giac.

Hiém gép, ADR < 1/1.000:

Toan than: Phan ang phan v¢, bao gdm co thit phé quan, phu thanh quan, ha huyét ap, ndi ban da,
phu phoi.

Mau: Chay mau sau phau thuat.

Than kinh trung wong: Ao giac, mé sang.

Da: Hoi chung Lyell, hoi chimg Stevens-Johnson, viém da troc vay, ban da dat san.

Co xuong: Co giat, tang van dong.

Tiét ni¢u: Suy than cap, tiéu tién ra mau, uré ni¢u cao.

Tai: Nghe kém.

Théng bdo cho thay thuéc nhitng tdc dung khéng mong mudn gdp phdi khi sir dung thudc.

TAC PONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC:
Thén trong néu thy chong mat hodc budn ngu, khong 1ai xe, van hanh may moc hodc lam cac
cong vi¢e can tinh tio.

QUA LIEU:

Dung qué lidu c6 thé gay dau bung va loét duong tiéu hod, thuong khoi sau khi ngu:ng thudc.
Can theo ddi nguoi bénh can than va diéu tri theo céc triéu ching. Néu suy than, c6 thé can tham
tach mau. Tuy nhién, thdm tach khong chic da loai duoc ketorolac ra khoi co thé sau khi dung
qué licu, da c6 thong bao & nguoi bénh dang tham tach, c6 giam do thanh thai va kéo dai nira doi
cua ketorolac.

PONG GOI : Hop 6 vi x 10 vién.
- Hop 10 vi x 10 vién
BAO QUAN: Noi kho réo, tranh 4nh sang, nhiét do khong qua 30°C.
TIEU CHUAN CHAT LUQNG: Tiéu chuan nha san xuat.
HAN DUNG: 36 thang ké tir ngay san xuét.
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San xuit tai: ) )

CONG TY CO PHAN DUQC PHAM PAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu Cong nghiép My Phudc 1, Phuong Thoi Hoa, Thi xa Bén Cat, Tinh
Binh Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688
Tén san pham: KOZERAL
M4 sb toa: 0151.T1

- Thém “vira du 1 vién” trong muc thanh phan

- B6 sung thém quy cach dong goi theo cong vin dong y sb
19963/QLD-bK ngay 22.10.2015 cua Cuc QLD

Kiém soat sira doi: - Cap nhat thong tin to huong dan sir dung theo cong van 5749/QLD-
bK ngay 27.04.2017 “Cap nhat huéng dan st dung thuoc chong viém
khong steroid (NSAIDs) va khong phai aspirin”

- Chuyén mé toa tir TOA250BBB sang 0151.T1 theo SOP Q.DK.1003

Nhan vién thiét ké:
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