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R* To HrIoNc UAN stl nuNc rnu6c
l. T\n thudc: KETOTHEPHARM

2. Cdc diiu hiQu luu !,vd khuyiin cdo khi ding thuilc

DA xa fim tay trd em

Dpc lil hudng ddn s* d4ng trudc khi dilng
:.

Thu6c ndy chi dilng theo don thudc

cilng thwc thuiic: Cho 1ml

4. Dgng bdo chii

- Dang bdo chi5: Dung dich ti6m

- M6 ta sin phAm: Dung dich trong, kh6ng mdu ho{c c6 mdu virng nh4t.

5. Cht itlnh

- Di6u tri ng[n ngdy ctau vtra toi n{ng sau phlu thu4t, dung thay th6 c6c chC phAm opioid.

6. Cdch dilng vd liiu dilng

Cdch dilng:

LiQu ph6p ketorolac phai bAt dAu bang ti6m, sau d6 liOu th0m c6 th6 ti6m ho{c uting. Tuy \
nhi6n, thoi gian diOu tri bang b6t cri duong nio ho{c pfrOi hgp c6c du}ng (uting, ti6m) cffng }
kh6ng dugc qu6 5 ngdy. Ngudi bQnh phai dugc chuyiin sang <ti6u tri bAng 1 ttrOc gidm dau t ')'j
kh6c cdng nhanh khi c6 thO. " ')J?
Li6u ti€m tinh m4ch ph6i ti6m cham it nh6t 15 gi6y. LiAu ti6m b6p phai ti6m ch4m, sdu vin {
trong co.

Lidu luqng:

Li6u th6ng thucrng d ngudi lcrn:

Gi6m dau:

Nguoi benh tu 16 - 64tu6i, cdn n4ng it nh6t S0 kg vd c6 chirc ndng th4n binh thuong:

Ti6m bap: 1 liQu duy nh6t 60 mg, n6u cAn, c6 th6 cho u5ng th6m ketorolac ho{c 1 thu6c giim

dau khilc, ho6c:

Ti6m b6p: 30 mg cdch 6 gi</l l6n, cho t<ri ttii Aa 20 li6u cho trong 5 nghy, ho{c:

Ti6m m4ch: 30 mg ti6m 1 liOu duy nh6t hoac ldm nhi6u l6n c6ch 6 gio/l lAn, cho tdi t6i da20

lidu trong 5 ngdy.

Nguoi bQnh < 50 kg vdy'ho{c c6 chric ndng thfn bi suy gi6m:

1

IUv

NC
PH

ffirromethamin 30 mg

Thinh phAn ti dugc:

Natri clorid , ethanol 96%, acid citric, nudc cdt pha fiAm Vta dri 1 ml
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Ti0m bip: I li6u duy nh6t 30 mg, ntiu can c6 th6 cho titlp u6ng ketorolac hodc I thu6c gi6m

dau kh6c; hodc:

Ti6m bip: l5 mg cdch 6gioll lan, cho toi toi da 20 li6u trong 5 ngay, hodc:

15 mg I li6u duy nh6t ho{c lim nhi6u liOu c6ch 6 gitil 1 lAn, cho toi t6i da 20 li6u

so tAn cho duoc khuy6n cin 6 trcn kh6ng duoc t6ng n6u dau kh6ng doho{c

khi dtng thu6c

thucmg k0 <ton cho nguoi l6n:

Ngudi bQnh l6 - 64 tu6i 50 kg, chric ndng th4n binh thudng:

Ti6m bip ho4c tinh mach: 120 mglngity

Ngudi bQnh < 50 kg val ho{c c6 chirc ndng th4n suy gi6m:

Ti6m bip ho4c tinh mach: 60 mg/ngdy.

Li6u th6ng thucrng <r ngucri cao tu6i: Gi6ng nhu d6i vdi ngudi < 50 kg ho{c c6 chirc ndng thdn

suy giim.

7. Chdng chi illnh.

- Ti6n sir viOm lo6t d4 ddy ho{c chdy m6u duong tiOu h6a.

- Xu6t huytit n6o ho{c c6 nghi ngd. Co dla chdy m6u, c6 r6i lo4n d6ng m6u. Ngudi bQnh phii

phiu thu4t, c6 nguy co cao chiy m6u ho{c cAm m6u kh6ng hodn todn. Ngucri bQnh dang dirng

thu6c ch6ng tl6ng.

- Qu6 m6n v6i ketorolac hodc ciic thu6c chting vi6m kh6ng steroid kh6c; nguoi benh bi di tmg

vot citc ch6t ric chi5 t6ng hcro prostaglandin hoflc aspirin.

- HQi chung polyp mfii, pht m4ch holc co thit ph6 quin.

- Giam thO tich m6u luu th6ng do m6t nu6c ho[c U6t ty nguy6n nhdn ndo.

- Gi6m chrlc n[ng th4n vita vd n{ng.

- Nguoi mang thai, hic dau d6 vd sO thai hoflc cho con bri.

- Trd em dudi 16 tu6i: An todn vir hiQu qu6 cria thu5c chua dugc x6c dinh. KhOng n6n dtrng

ketorolac cho hia tu6i ndy

8. Cdnh bdo vd thQn trgng khi dilng thuilc.

- Khdng ktit hqrp ketorolac v<yi c6c thu6c ch6ng vi6m kh6ng steroid kh6c, v6i aspirin vir

corticosteroid.

- Than trgng n6u th6y ch6ng m4t ho4c bu6n ngri; kh6ng liii xe, van hdnh m6y m6c ho4c lim
}.,

c6c c6ng viQc c6n tinh t6o.

- Khi di6u tri ngudi bQnh bi gi6m chric ndng thfn, suy tim vta ho{c bQnh gan, d{c biQt trong

trudng hqp dtng tl6ng th<ri v6i thu6c lgi ti6u, cin *em x6t nguy co git nu6c vir nguy co ldm

chric n6ng thfln x6u hon. Gi6m HAu d6i voi nguoi c6 trgng luqng du6i 50 kg.
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- Than trqng khi dtng thu6c cho nguni cao tu6i vi d ngucri bQnh nny ketorolac thai tru cham

hon vd hq nhay cim h<vn vdi c6c t6c dgng dQc v6i thOn vd c6 h4i cr ducrng ti6u h6a.

- Nguy co huy6t ttrOi tim m4ch:

vi6m kh6ng steroid (NSAIDs), kh6ng ph6i aspirin, dirng rludng todn th6n, c6

xu6t hiQn bii5n c6 huytit ttroi tim mach, bao g6m c6 nh6i m6u ccy tim vd

t10n tu vong. Nguy co niy c6 tho xu6t hign s6rn trong vdi tuin diu dung

l6n theo thoi gian dung thu6c.Ngry co huy6t khoi tim m4ch duoc ghi

cao.

B6c si drinh gi6 dinh ky sp xu6t hiQn cria cric bi6n c6 tim m4ch, ngay c6 khi benh nhan

kh6ng c6 cdc triQu chimg tim m4ch tru6c d6. Benh nhan cAn ducyc c6nh b6o v0 cric triQu

chimg cria bi6n c6 tim mpch nghiOm trgng vd cdn tham khAm b6c si ngay khi xu6t hi6n c6c

tri$u chrlmg ndy.

D,5 gi6m thi6u nguy co xu6t hiQn bi6n cO U6t lgi, cin sri dung Ketothepharm o li6u hing ngdy

thdp nh6t c6 hiQu qu6 trong thoi gian ngan ntr6t c6 th6.

9. Stt dltng thu6c cho phqt ntb cd thai vd cho con bil
- PhU ntc cd thai: Kh6ng dirng thu6c ndy cho ngucri mang thai.

- Phq ntr cho con bil: I(hdngdtng thudc niy cho ngudi cho con bri.

10. inh hwdng cfia thudc l€n khd ndng ldi xe, vQn hdnh mdy mtfic.

Th4n trgng khi dtng thu6c.

11. Twong tdc, twong ky. cfia thuiic,

* Ttong tdc:

- HAu h6t c6c tucrng tric dudi d6y chua dugc th6ng b6o d6i v6i ketorolac, nhrmg dE c6 th6ng

b6o ddi voi ctrc thu6c ch6ng vi6m kh6ng steroid kh6c, do vfy cfing cAn c6n nh6c vd thfn trgng

khi dung ketorolac, dic biqt khi dung thu6c dii ngdy.

- Cdc thu6c ch6ng vi6m khdng steroid c6 th6 ldm tdng nguy co suy th4n thf ph6t d ngudi

bQnh dang dung thu6c loi tir3u, do giim ddng m6u qua th4n.

- C6c thu6c ch6ng vi6m kh6ng steroid lnm ginm tlQ thanh thai lithi, d6n tliln tdng n6ng d9 lithi

trong huy6t tucrng ho4c huytit thanh.

- Dung d6ng thoi ketorolac vir probenecid ldm giim dQ thanh thii vd ldm tdng nding dQ trong

huytit tuong, tdng diQn tich du6i ducrng cong (AUC) todn phAn vd tdng nua ddi cta ketorolac.

* Twong ky.:

- Kh6ng dugc trQn thutic ti6m ketorolac trong ctng bcrm ti6m v6i morphin sulfat, pethidin

hydroclorid, promethazin hydroclorid hoflc hydroxyzin hydroclorid vi c6 thO bittra ketorolac.

- C6 thC pha thu6c v6i c6c dung dich mu6i 0,9%, dextrose 5olo, Ringer, Ringer lactat.

12. Ttic dltng khing mong mudn.
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HAu tr6t c6c phdn tmg b6t loi cria thu6c c6 tri6u chimg d he than kinh trung ucrng nhu dau dAu,

ch6ng m{t vd bu6n ngir. Ngoii ra, mQt s6 phan r?ng o du<rng ti6u h6a thu}ng gflp nhu kh6

dau vd kich ung. Can luu y rArrg ngudi b6nh di6u tr! bing thu6c ch6ng vi6m

ketorolac c6 th6 bf suy thQn c6p ho{c tdng kali huy6t ho{c cd hai. Dac biQt

trudng hgp ngudi benh dA bf suy than tru6c d6.

> I/100

dau dAu, ch6ng mdt.

trung ucrng: MQt moi, ra mO h6i

Ti6u h6a: Bu6n n6n, kh6 ti6u, dau bgng, ia chiy.

h gdp, 1/1000 < ADR < 1/100

Toan thdn: Suy nhugc, xanh xao.

Milu: Ban xu6t huytit.

TKTW: TrAm cim, ph6n kich, kh6 t4p trung tu tu&ng m6t ngri, tinh tr4ng kich dQng, di cim.

Ti6u h6a: Phdn den, n6n, vi6m miQng, lo6t d4 ddy, tiio b6n dai dirrg, dAy hoi, chdy m6u tryc

trang.

Da: Ngria, mdy day, n6i ban

H6 h6p: Hen, kh6 thd.

Co xuong: Dau co.

ti6t niQu: Di ti6u nhiOu, thi6u niQu, bi titiu.

tvtit: R6i lo4n thf gi6c.

Phan tmg khdc: Kh6 mi6ng, kh6t, thay dOi vi giac.

Hidm gQp, ADR < 1/1000

Toirn thdn: Phan img phin vQ, bao g6m co thit phti quin, phtr thanh quin, ha huyiSt 6p, n6i ban

da, phu ph6i.

M6u: ChAy m6u sau phdu thuflt.

TKTW: ho giitc, mO sang.

Da: HQi chimg Lyell, hQi chtmg Stevens - Johnson, vi6m da tr6cvby,ban da d6t sdn.

Co xuong: Co giflt, tang van dQng.

Ti6t niQu: Suy th4n cAp, ti6u tiQn ra m6u, ur6 niQu cao'

Tai: Nghe k6m

Nguy co huy6t ttrOi tim m4ch (xem thOm pnan Canh b6o vd th6n trqng)

HI,ONG DAN XII TRi ADR

Ngung thu6c ntiu th6y c6 ph6n ung phu xiy ra.

Th6ng b6o ngay cho b6c s! ho[c dugc s] nhirng phin img c6 h4i gflp phAi khi sri dpng thuiSc.

13. Quti liiu vd cdch xft tr[.
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* Qu6 li6u: Dtng qu6 li6u c6 thtl g6y dau bpng vi lo6t dulng ti6u h6a, thulng khoi sau khi

ngtmg thu6c.

xu tri: CAn theo d6i ngudi bpnh c6n than vd diAu tri theo cric triQu chimg. Ntiu suy*

cAn thAm tiich m6u. Tuy nhi6n, thAm t6ch kh6ng chic dd loai dugc ketorolac ra

khi dirng qu6 [Au; dE c6 th6ng biio o ngudi bQnh dang th6m t6ch, c6 gi6m dQ

ddi nua dcri cria ketorolac.

dngc lqtc hgc

lf vd md ATC cia Ketorolac: Nh6m thu6c gi6m dau, thu6c ch6ng vi6m kh6ng

steroid, M6 ATC: M01AB1 5.

Ketorolac ld thu6c chdng vi6m kh6ng steroid c6 c6u truc h6a hgc gi6ng indomethacin vd

tolmetin. Ketorolac ric chti sinh t6ng hqp prostaglandin. Thu6c co tirc dgng gidm dau, ch5ng

viOm, ha nhiQt nhung t6c dgng giAm dau l6n hcrn tdc dqng ch6ng viOm. Kh6c vcvi crlc thu6c

opioid, ketorolac kh6ng gdy nghiQn ho{c ric ctrti trO h6p. Tuy nhi6n, vi ketorolac ric ch6 t6ng

hgrp prostaglandin, n6n cflng tdng nguy co chiy m6u do rlc ch6 ktit t4p ti6u cAu vd tdng nguy

co lo6t da ddy. Tucrng tg, fc ch6 t6ng hgp prostagtandin 6 than c6 th6 gdy gi6m ddng chiy

qua th4n o nguoi bf suy giim chric ndng th4n. Ketorolac ld chAt kh6ng steroid c6 t6c dgng

gidm dau manh vd ch6ng viOm vira ph6i, dugc dtng thay thi5 cho c6c thu5c nh6m opioid vd

c6c thu5c gi6m dau khdng steroid, trong didu tri gidm dau vtra dtin n4ng sau ph6u thuQt, vd c6

thi5 dung trong diAu tri dau co xuong c6p ho{c dau kh6c vi vi6m o mit.

15. Dgc tinh duqc ilQng hqc

Sau khi ti6m bdp, ketorolac h6p thu nhanh vi hodn todn. Sg h6p thu kh6ng bi enh huong khi

dtrng d6ng thcri v6i c6c thu6c khring acid. ThC tich ph6n b6 khoang 0,15 - 0,33 litlkg. Li6n ktit

protein rdt cao (> g9%). Du6i 50% li6u dugc chuy6n h6a. Nua ddi thai tru d ngudi lcrn c6

chric nlng thAn binh thucrng khoang 5,3 gio vd k6o ddi hcrn & ngudi gi6m chric ndng th4n

(hhoing 10,3 - 10,8 gid ho4c hon). MQt luqng nho thu6c ph6n b6 vdo sira m9.

16. Qui cdch ttdng gdi:

HQp 10 6ng x 1 ml; HQp 50 6ng x 1 ml, HQp 100 6ng x 1 ml.

17. Diiu kiQn bdo qudn, hgn dilng, fiAu chudn chfu lwfng cfia thuiSc.

17.1. Diiu kiQn bdo qudn:

- Noi kh6, nhiQt d0 khdng quii 30oC, tr6nh rlnh s6ng.

17.2. Hqn dilng:

- 36 thang kii tu ngdy sdLn xu6t.

17.3. TiAu chudn chtit tuqng: TCCS

18. TAn, itla chi co sO sdn xudt fiuiic.
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