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2. Intermediate label :
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DAITOS Inj.

(Ketorolac Tromethamine 30mg/1mL)

Lot No. (S8 16 SX):
Exp.date (HD)

DAI HAN PHARM. Co., Ltd. - Korea
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T hwong dan sir dung

R, THUOC BAN THEO PON

. h -
Daitos Inj.
(Ketorolac tromethamin)
Doc ki hiwéng dan sir dung truée khi diing
Néu can thém thong tin xin hoi y kién bdc s§, duge sv.

Tén thudce: Daitos Inj.

Thanh phan: Mdi 6ng | ml chia

Hoat chat.

30.0mg Ketorolac trorhethamin

Td diroc: Ethanol, natri chlorid, natri hydroxid, nudc cat pha tiém.
Dang bao ché: Dung dich tiém.

Quy cach dong goi: | ml/dng x 10 dng/ hop.

Dic tinh duge lye hoc:

Ketorolac la thude chdng viém khong steroid co céu tric hoa hoe gidng indomethacin va
tolmetin. Ketorolac (e ché sinh tng hop prostaglandin. Thude ¢ tac dung giam dau, chong
viém, ha nhiét nhung tac dung giam dau I6n hon tic dung chong viém. Khac véi cac thude
opioid, ketorolac khong gay nghién hodc (rc ché hd hap. Tuy nhién, vi ketorolac e ché tong
hop prostaglandin. nén cling ting nguy co chay mau do trc ché két tap tiéu ciu va ting nguy co
loét da day. Tuong tu. trc ché tdng hop prostaglandin ¢ than ¢d thé gay giam dong chay qua
than & ngudi bi suy giam chire nang than. Ketorolac 1a chat khong steroid ¢6 tac dung giam
dau manh va chdng viém via phai duge dung trong didu tri giam dau vira dén nang sau phau
thudt. va c6 thé ding trong diéu tri dau co xuong cip hodc dau khac va viém & mat. Véi ducong
ding la tiém bap hodc tiém tinh mach thuong dung dang mudi ketorolac tromethamin.
Dwge dong hoce: ///[}C

O pH sinh 1y, ketorolac tromethamin phan ly dé tao thanh mot phan tu ketorolac anion, it
thim nude hon dang mudi. Néng do dinh trong hu_\-'él tuong cua ketorolac dat dugc sau 30 dén
60 pht. hap thu sau khi tiém bp ¢ thé chiam hon so voi sau khi udng trong mot sb truong
hop. Trén 99 % ketorolac lién két vai protein huyét tuong. Ketorolac kho di qua hang rao mau

Sau khi tiém bip. ketorolac tromethamin dugc hap thu nhanh va hoan toan.

ndo nhung qua dugc nhau thai va mot lugng nho thude duoc phan b vao siia me. Thoi gian
ban thai thong thudng khoang 4 dén 6 gio. khoang 6 dén 7 gio o ngudi 16n tudi va 9 dén 10
gid & bénh nhan roi logn chic nang than. Cac con dudng chuyén héa chinh la lién hop acid
glucuronic, mot phé“m nho chuyén hoa dang para-hydroxy. Khoang 90% licu dung duoc bai tiét
qua nude tiéu dudi dang khong chuyén hoa, chat chuyén hoa lién hop va hydroxy hoa. phan
con lai duge dao thai qua phan.

Chi dinh
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Dicu tri ngan ngay. dau via tdi nang sau phau thuat. s
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Liéu lugng

Cach dung: L idu tiém tinh mach phai tiém chém it nhat 15 gidy. Liéu tiém bap phai tiém
cham. sau vao trong co. Liéu phap ketorolac phai bat dau bang tiém. sau do liéu thém co thé
tiem hodc udng. Tuy nhién, thoi gian diéu tri bing bat cr dudong nao hodc phdi hop céc duong
(udng. tiém) cling khong duge qua 5 ngay. Nguoi bénh phai duogc chuyén sang diéu tri bang
mot thude giam dau khéc cang som cang {6t khi co thé.

Liéu dung:

Liéu thong thirong o né\um lon:

- Nguoi bénh tir 16 - 64 tudi. can nang it nhat 30 kg va ¢o chue nang than binh 1hu0ng3
+ Tiém bap 1 liéu duy nhét 60 mg. néu can. ¢6 thé cho udng thém ketorolac hodc 1 thude
giam-dau khac hodc 30 mg cach 6 gio/1 lin, cho tai 161 da 20 liéu cho trong 5 ngay.

- Tiém tinh mach: 1() mg tiém | lidu duy nhat hoac lam nhidu 1an cach 6 gio/1 lan, cho toi toi
da 20 liéu trong 3 nga\-
- T\Lum bénh < 50 kg va/hoac co chue nang than bi suy L_,mm

Tiém bap: 1 liéu duy nhat 30 mg. néu can o thé cho tiép udng ketorolac hodc | thude giam
dau khac hoac 15 mg cach 6 gio/| l3n. cho t&i toi da 20 liéu trong 5 ngay.
+ Tiém tinh mach: 15 mg | lidu duy nhat hogc lam nhi éu liéu cach 6 giof | l4n, cho 15 i da
20 liéu trong 5 ngay.
Ghi ¢ha: Liéu va sb lan cho duge khuye én cao o trén khong dugc tang néu dau khong do hodc
dau tro lai trong khi dung thudc.
Liéu 16i da thong thwong ké don cho ngueoi lon:
- Nguoi bénh 16 - 64 tudi 50 kg. chire nang than binh thuong: Tiém bap hogc tinh mach 120
mg/ngay.

- Nguodi bénh < 50 kg va/ hodc ¢6 chic nang than suy giam: Tiém bap hodc tinh mach 60
mg/ngay.

;@ﬁ@g_@Ii?gg__gi;ﬂg;@gyp_n@ Gibng nhu déi voi ngudi < 50 kg hodic ¢o chire nang than
suy giam.

Chéng chi dinh

Tidn sir viém loét da day hodc chay mau duong tiéu hoa.

Xuat huyét ndo hodc c6 nghi ngo. /E‘(Lf -

Co dia chay mau. co roi loan dong mau.
Ngudi bénh phai phiu thudt, 6 nguy co cac chay mau hoac cAm mau khong hoan toan. Nguoi
bénh dang dung thude chong dong.

Tién sir man cam voi a%pmn hodc cac thude chéng viém khong steroid khac: ngudi bénh bi di
irng vai cac chat tic ché tdng hop prostaglandin, dang su dung cac thude chong viem khong
steroid khac. aspirin va corticosteroid.

Hoi chang polyp mii, phit mach hoac co thit phé quan.

Giam thé tich méu luu thong do mét nudc hodc bat ki nguyén nhan nao.
Giam churc nang than vira va nang.

Ngudi mang thai. loc dau de va so thai hodc cho con bu.

Trée em dudi 16 tdi: An toan va hiéu qua cua thude chua duge xac dinh. Khon'g’"';
ketorolac cho lira tudi nay.




Thén trgng

Than trong néu thiy chong mat hodc budn ngu; khong lai xe, van hanh may maoc hode lam céc
cong viée can tinh tao.

Khi diéu tri ngudi bénh bi giam chire ning than, suy tim vira hoac bénh gan, dic biét trong
trudng hop dung ddng thoi vai thude loi tidu. cdn xem xét nguy co gilr nude va nguy co lam
chire nang than xau hon. Giam liéu dbi voi ngudi ¢o trong luong duai 50 kg.

Than trong khi ding thude cho ngudi cao tudi vi & ngudi bénh nay ketorolac thai trir cham hon
va ho nhay cam hon vai cac tac dung djc vai than va ¢o hai & duong tiéu hoa. =

Tac dung phu

Héau hét cac phan (g bét loi cua thude co triéu ch irmg & hé than kinh trung uong nhu dau dau.
chong mit va budn nga. Ngoai ra, mot s6 phan mg o duong tiéu hda thuong gap nhu kho tiéu,
budn nén, dau va kich Gmg. Can luu ¥ rang ngudi bénh diéu tri bang thude chdng viém khong
steroid nhu ketorolac cé thé bi suy than cip hodc tang kali huyét hodc ca hai. Dic biét than
trong trong truong hop nguoi bénh da bi suy than trude do.

Thirong gap, ADR = 1/100

Pau tai chd khi tiém.

Toan than: Phu. dau dau, chong mat.

Than kinh trung uong: Mét moi, ra mo hoi.

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

It gap, 171000 < ADR < 17100

Toan than: Suy nhuoc. xanh xao.

Mau: Ban xuat huyét.

Than kinh trung vong: Trim cam, phén kich, kho tap trung tu tuong mét ngu. tinh trang kich
dong. di cam.

Tiéu hoa: Phan den, non. viém miéng. loét da day, tao bon dai ding. diy hoi, chay mau truc
trang.

Da: Ngta. may day. ndi ban

Ho hap: Hen. kho tho.

Co xuong: Dau co.

Tiét niéu: Di tiéu nhiéu, thiu niéu. bi tiéu, /ﬂ/
,./

Mat: R6i loan thi giac.

Phan (mg khac: Kho miéng. khat. thay doi vi gidc.
Hiém gap, ADR < 171000

Toan than: Phan (g phan vé, bao gbm co that phé quan, phii thanh quan. ha huyét ap. ndi ban
da, phu phdi.

Mau: Chay mau sau phau thuat.

Thén kinh trung uong: do giac, mé sang.

Da: Hdi chimg Lyell, hdi chimg Stevens - Johnson, viém da tréc vay, ban da dat san.

Co xuong: Co gidt, ting van dong.

o i "o - L A . - ,\ - L
i€t nigu: Suy than cap. tiéu tién ra mau, uré niéu caoqj"-\?

Tai: Nghe kém.




Huwéng dan cdch xiv tri ADR

Ngung diéu tri khi ¢6 phan trng phu xay ra.
Thong bdo ngay cho bdc sy khi gdp phii cdc tic dung khéng mong muén ciia thuéc.

Tuwong tac thude

Tang nguy co chay mau khi st dung vai cac NSAIDs khac. corticosteroid, ticlopidin, iloprost,

erlotinib. sibutramin, rugu. cc thude nhdm bisphosphonat, hogc pentoxifyllin.

Tang nong dé thude trong huyét tuong khi sir dung voi ritonavir. -

Tang cudng cdc tac dong cua thude chong dong mau (dic bi¢t la azapropazon va

phenylbutazon)

Tang ndng dd tang lithium huyét wong.

Nguy co doc than co thé tang lén khi sur dung voi chat (e ché enzym chuyén hoa angiotensin

(ACE- Angiotensin Converting Enzyme). ciclosporin, tacrolimus, hodc thude loi tiéu. Anh

huong trén chie ning than co thé dan dén giam bai tiét cia mét s loai thube. Ciing ¢6 thé ¢o

ting nguy co tang kali mau véi cac chat Ge ché ACE va mot s thude 1gi tiéu, bao gdm ca

thue loi tiéu Kali. Nhing tac dong ha huyét dp cia mot s thude ha huyét dp bao gdm thude

trc ché men chuyén. thude chen beta. thudc loi tiéu va c6 thé giam xudng. Co gidt co thé xay ra

do su trong tac vai cdce quinolon.

Tang tac dung cuia phenytoin va thube diéu tri dai thao duong nhém sulfonylure

Str dung thude cho phu nir ¢o thai va cho con ba

Khang diing thude nay cho phu nit ¢6 thai va cho con bu.

Anh hudng dén kha niang lii xe va viin hanh may moc

Mot sb tac dung phu cua thudc ¢o thé anh hudng dén kha nang lai xe va van hanh may moc. Do

do, can than trong doi voi cac dbi tuong nay.

Qua liéu va cach xir tri

Dung qua liéu co thé gay dau bung va loét dudng tiéu hoa. thudng khoi sau khi ngiing thude.

Cén theo doi ngudi bénh can than va didu tri theo céc tri¢u clnrnbfmﬁﬁ‘gﬁi"%

tham tach mau. T uy nhién, tham tach khong chic da loai duge kemroiac ra '0‘1

ding qua lidu: da co thong bio o nguoi bénh dang tham tach, u.ﬁlal;n 4o lh’dnh“%h

lhcr] gian ban thdl cua ketorolac. /

Han dung: 36 thang ké tu‘ ngay san xudt.

DE THUOC TRANH XA TAM TAY TRE ¥
Nha san Mml

DA] HAN PH/\RM L() LTD




