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. TO HUGNG DAN SU DUNG THUOC

NIDAL® DAY / NIDAL® FORT

Ketoprofen 50 mg/ 75 mg

Rx-Thubc ban theo don

THANH PHAN: Mbi vién nang mém chira:
NIDAL®* DAY
Ketoprofen....

- Péi véi dau, viém hodc nhing bénh co xuong cap: 50 -
100 mg, 2 - 3 lan/ngay.
.50mg - Péi v6i théng kinh: 50 mg, t6i 3 1an/ngay khi can.
Poi v6i nguoi suy than hodc suy gan: nén giam liéu tir
33% dén 50% liéu thong thudng.

» Suy than nhe: t6i da 150 mg/ngay.

Ta duoc: Polyethylen glycol Kah acetat, Powdon -
Gelatin, Glycerin, Sorbitol, Methylparaben,
Propylparaben, Et!lyl vanillin, Sunset yellow, Allura

red, Nudc tinh khiét. + Suy than vira: toi da 100 mg/ngay.

NIDAL®FORT  Suy gan co ndéng do albumin trong huyét thanh < 3,5
Ketoprofen.... ..75 mg g/dL: 100 mg/ngay.
Ta dugc: Polyethylen glyco] Kali acetat, Povidon, Khong duge dung qua 300 mg ketoprofen mdi ngay.
Gelatin, Glycerin, Sorbitol, Methylparaben, ~ Neén uong thuoe trong hay ngay sau bira an.

Propylparaben, Ethyl vanillin, Allura red, Nudce tinh khiét.
Ma ATC: MO1AEOQ3
TINH CHAT
Duge lue hoce:

CHONG CHI PINH
- Quéa man cam voi ketoprofen hodc bat ky thanh phén
nao cua thuoc.

- Bénh nhan da bi hen suyeén, n6i mé day hodc c6 cac

Ketoprofen 1a thudc khang viém khong steroid c¢6 hoat ~ Pphan tmg kiéu di mg do aspirin hay cac thudc NSAID;

tinh giam dau va ha sot. Dic tinh khang viém c6 duoc
la do tac dung Uc ché tébng hop prostaglandin va
leukotrien. Ketoprofen con c6 tac dung khang
bradykinin va lam on dinh mang lysosom. Tuy nhién,

khac gay ra.

Phu nit mang thai trong ba thang cubi cua thai ky.
Loét da day —
Tré em du6i 15 tudi,

tA trang tién trién.

nhu v6i cac thude NSAIDs khéc, co che tac dung cla

ketoprofen van con chua duge biét rd. - Suy tim nang.

Duge dong hoc: - Suy gan ndng
Ketoprofen duge hap thu nhanh chéng voi ndng do - SW than nang

Pau truge va sau phau thuét trong phau thuat bac cau
dong mach vanh (CABG).

TAC DUNG KHONG MONG MUON (ADR)
Thuwong gip, 1/100 < ADR < 1/10
Tiéu héa: Kho tiéu, budn non, dau bung, non.
It gap, 1/1.000 < ADR < 1/100
Than kinh: Nhirc dau, chong mat, budn ngu.
Tiéu héa: TAo bon, tiéu chay, day hoi, viém da day.
Da va mé dudi da: Nbi ban, ngia.
Toan than: Phi, mét moi.
Hiém gdp, 1/10.000 < ADR < 1/1.000

Mdu va hé bach huyét: Thiéu mau xuét huyét, thiéu
méau do chay mau.

Hé mién dich: Phan tmg phan vé (bao gdm sbc).
Thén kinh: Di cam.

Mdit: Réi loan thi gidc nhu nhin mo.
Tai va 6c tai: U tai.

Hé hé hdp, nguec va trung that: Hen, ¢
Tiéu héa: Viém miéng, loét da day.
Gan mat: Viém gan, tdn minase, bilirubin
huyét thanh cao do viém g

dinh trong huyét tuong dat duge sau 0,5 — 2 gio. -
Ketoprofen lién két rong rdi voi protein huyet tuong
(>99%), chu yeu la albumin. The tich phan b6 khoang
0,1 L/kg. Chuyén héa chu yéu cua ketoprofen la lién
hop v6i acid glucuronic. Thoi gian ban thai cua thude
trong huyet tuwong sau khi ubng 1a 2 — 4 gio, khoang
80% lieu ding cuia ketoprofen dugc bai tiét trong nuoc
tiéu trong vong 24 gid, dudi dang chinh la chét chuyén
hoa glucuronic.

CHI PINH
NIDAL® DAY / NIDAL® FORT dugc chi dinh trong:
- Pidu tri viém khép dang thép va viém khdp thoai hoa.
- Diéu tri dot gut cap.
- Diéu tri dau trong nhirng truong hop:

« Pau lién quan t6i cot song (nhu viém cdt song dinh
khap, dau lung).
« Bénh co xuong céip.

Chén thuong (bong gin va cang co).
» Théng kinh nguyén phat.

+ Dau hau phau.

LIEU LUQNG & CACH DUNG o



Chuea biét tan sudt:

. Madu va hé bach huyét: Mt bach cau hat, giam tiéu
cdu, suy tiy xwong, giam bach cdu da nhin trung
tinh.

Réi logn tém than: Thay dbi tAm trang.

Thdn kinh: Co gidt, réi loan vi gidc, tram cam, 1
lan ao giac, hoa mat, kho chiu, ngt ga, ¢6 bao céo
vé viém mang nao v6 khuén (déc biét la trén cac
bénh nhan cé san cac bénh tu mien nhu lupus ban
do hé théng, bénh mo lién két hon hop) vOi cac
tri¢u chimg nhu cimg ¢d, nhte déu, budn ndn, ndn,
sot hodc mat phuong hudng.

Mgit: Viém day than kinh thi gidc.

Tim: Suy tim, phu.

Mach mau: Cao huyét 4p, gidn mach.

Hé hé hdp, nguc va trung that: Co that phé quan
(ddc biét 1a ¢ nhimng bénh nhan qua man cam vdi
aspirin va cac thube NSAID khac), viém mili, cac
phan tng di ung khong rd nguyén nhan, kho tho.
Tiéu héa: Dot cip cia viém dai trang va bénh
Crohn, xut huyét va thing dudng tiéu héa, dau da
day, phén den, ndn ra mau.

Xut huyét da day rut doi khi co thé gay tir vong,
dac biét 1a & nguoi gia.

Gan mdt: Bt thuong chire ning gan, vang da.

Da va mé dudi da: Min cam véi anh sang, rung
toc, ndi mé day, phu mach, phat ban bong nuce bao
gom hdi ching Steven-Johnson va hoai tir da
nhidm doc, da tréc vay va bong nudc (bao gbm
hoai tir da, hong ban da dang), ban xuat huyet

Thdn va hé tiét ni¢u: Suy thén clp, viém 6ng than
md k&, hoi chimg viém thén, bét thuong xét nghiém
chitc nang than.

Toan than: Nhite dau, rbi loan vi giéc.

Céc dr ligu 1am sang va dich t& hoc cho thay viéc
stt dung céc thuéc NSAID (ddc biét la dung liéu
cao trong thoi gian dai) c6 thé lién quan dén su gia
ting nguy co cac bién c¢b do huyét khébi dong mach
(vi du nhu nhoi mau co tim hodc dot quy).

Tkong bdo cho bdc si nhitng rac dung khong mong
muon gdp phai khi sir dung th ubce

THAN TRONG

Str dung licu thap nhat c6 hiéu qua trong thoi gian ngan
nhat gitp giam thiéu cac tac dung khong mong muon.
Vi ¢ nguy co gy chay mau, khong dung ketoprofen
dé diéu tri dau lién quan dén chay méu kin dao (dau sau
khi bi tai nan) hodc dau li€n quan dén chan thuong & hé
than kinh trung uong.

Suy giam chirc nang tim mach, than va gan

Khi bit dau diéu tri, phai theo ddi chat ché chirc néng
than & cac bénh nhan suy tim, bat thuong chirc nang
gan, X0’ gan va hu than, bénh nhén dang ding thudc loi
tiéu, bénh nhan suy than man tinh, dc biét trén bénh
nhan la nguoi gia. Trén cac bénh nhén nay, dung
ketoprofen co thé lam giam mau t6i than do wc ché
prostaglandin va dan t6i phan hay than.

Céc thuée NSAID ciing da dugc béo céo gy doc than ¢
nhiéu dang khac nhau va didu nay c6 thé dan t6i viém
than mo k&, hoi chirng thén hu va suy than.

O cac bénh nhén €O xeét nghiém chirc ndng gan bat
thuong hoac co tién st bénh gan, nén danh gia muc
transaminase dinh ky, dac biét khi diéu tri dai han.
Vang da va viém gan hiém gap da dugc mo ta khi su
dung ketoprofen.

Tac dung trén tim mach va mach mau nao

Can giam sat va tu vén thich hgp cho céc bénh nhan ¢
tién sir tang huyét 4p va/ hodc c6 suy tim sung huyét
nhe t6i vira vi giir nuée va phu da dugce béo céo khi tri
liéu phbi hgp véi NSAID.

Dir liéu thir nghiém lam sang va dich t& hoc cho thdy
viée sir dung mot s6 NSAID (dac biét khi dung liéu cao
trong thoi gian dai) co thé lién quan tdi su gia ting nho
nguy co cac bién cb do huyét khéi dong mach (vi du
nhur nhdi méau co tim, dot quy). Chua cé du dir liéu dé
loai trir nguy co do ketoprofen.

Bénh nhén ¢6 cac bénh tang huyét ap, suy tim sung huyét,
thiéu mau tim cuc bd, bénh mach mau ngoai bién chua
kiém soat dwoc va/hodc bénh mach mau ndo chi nén dugce
diéu tri véi ketoprofen sau khi da can nhéc ky. Tuong tu,
nén can nhic true khi bat dau diéu tri dai han trén céc
bénh nhén c6 nguy co bénh tim mach (vi du tang huyét
ap, ting m& mau, tiéu duong, hit thude).

Réi loan hé hap:

Bénh nhén c6 bénh hen kém viém miii man tinh, viém
xoang man tinh, va/ hodc polyp mii ¢6 nguy co di img
voi aspirin va/ hodc cic thude NSAID cao hon. Khi
dung thubc nay ¢6 thé gay con hen hodc co thit phé
quan, dac biét la & nhitng nguoi di (mg véi aspirin hodc
cac thude NSAID.

Xudt huyét, loét va thung tiéu hoa:

Xuat huyét, loét va thing tiéu hoéa co thé dan dén tir
vong di dugc bao cao cho tat ca cac thuoc NSAID
trong bat ky thoi gian nao cua qua trinh diéu tri, €6

hodc khong co céc triéu ching canh bao hoac tién str
céc bién c6 nghiém trong & duong tiéu hoa.

Mot s6 bang chimg vé dich té hoc cho thay ketoprofen
¢6 thé lién quan téi nguy co cao gay doc tinh tiéu hoa
nghiém trong, ciing nhu cac thuoc NSAID khéc, dic
biét 1a & liéu cao.

Nguy co Xuét huyet loét va thing tiéu hoa cao hen khi
tang liéu cac thude NSAID, trén cac bénh phdn co tién
str loét, diac biét khi co xuat h o€ thung, va ¢
ngudi gia. Bénh nhan 1on tudi khydlj dad diéu trj vai lidu




thap nhat co thé. Piéu tri phdi hop véi cac thude bao vé
- ftieu hoa (nhu misoprostol hodc thudc e ché bom
proton) nén dugc can nhic trén cac bénh nhén nay, va
cho céc bénh nhan ding dong thdi véi aspirin liéu thap,
hodc cac thudc khac lam ting nguy co trén cho duong
tiéu hoa. Khong nén ding ketoprofen cho cac bénh
nhan c6 tién sir loét dudmg tiéu hoa.

Str dung than trong cac thudc NSAID trén cac bénh
nhan c6 tiéu st bénh tiéu héa (nhu viém loét dai trang,
bénh Crohn) vi ¢6 thé gay bung phat bénh.

Bénh nhén c6 tién sir b] doc tinh tiéu hoa, dac biét khi 1on
tudi, nén bao céo cac dau hiéu bat thuong ¢ bung (nhat 1a
chay méu tiéu héa), trong giai doan dau diéu tri.

Thén trong khi dung cho cac bénh nhéan dung dong thoi
céc thude co nguy co gay loét hodc chay mau khac nhu
corticosteroid uong, hoac thube chong dong mau nhu
warfarin, thudc trc ché chon loc tai hap thu serotonin
hogc thube chong két tap tiéu cau nhu aspirin.

Khi ¢6 xuat huyet hodc loét duong tiéu hoa} & cac bénh
nhan ding ketoprofen, nén ngung dung thude.
Dung cho tré em
Tinh an toan va hiéu qua & nhirng bénh nhi chua dugc
ghi nhan.
Diing cho ngudi 16n tudi
Nhur véi bat ky loai NSAID nao, nén than trong khi diéu
tri cho nguoi cao tudi (65 tudi trdy 1én).

PHU NU' MANG THAI VA CHO CON BU

Phu nir mang thai:

Ut ché tong hop prostaglandin co thé gay anh huong X4u
dén thai ky va/ hodc su phat trién ctia phoi/ thai. Dir liéu tir
céc nghién ctru dich & hoc cho thay ting nguy co xay thai,
di tat tim va ching nit thanh bung (gastroschisis) sau khi
sir dung thube {ic ché tong hop prosta;:landm & dau thai
ky. Nguy co tuyét déi cua di tat tim mach tang lén tir dudi
1% t6i khoang 1,5%. Nguy co nay duge cho la do su tang
liéu va thoi gian diéu tri. Trong ba thang dau va ba thang
gitra thai ky, khéng nén ding ketoprofen néu khong can
thiét. Néu phai ding ketoprofen cho phu nir dang ¢ ging
thu thai hoac trong ba thang dau va ba thang gifta thai ky,
lieu dung nén duge gilr & muc thap va thoi gian diéu tri
cang ngan cang tot

Trong ba thang cubi thai ky. tht ca céc thude e ché tong
hqp protagladin cd thé khién thai nhi:

Ddc tinh tim ph01 (do dong bng dong mach som va
ting huyét ap phdi).

- R&i loan chirc ndng thén, c6 thé dan dén suy than do
it nudce 6i.

- Vao cudi thai ky, me va thai nhi c6 thé co nguy co
chay mau do tac dong chong két tap tiéu cau cua
thudc, ngay ca khi liéu rat thap.

- Ut ché co thét tir cung lam cham sinh hodc kéo dai
thoi gian mang thai.

Do d6, ketoprofen bi chdng chi dinh trong ba thing cubi

thai ky.

Phu nir cho con bi:

Khong ro thude ¢6 bai tiét qua sira me hay khong. Nhu
véi cac thube khac bai tiet qua sira me, ketoprofen
khong dugce khuyén céo ding cho phu nit cho con bi.

ANH HUONG TOI KHA NANG LAI XE VA VAN

HANH MAY MOC
Str dung Ketoprofen ¢o6 thé 1am bénh nhan cam thay
chong mat, budn ngu va anh hudng dén thi luc. Do do,
bénh nhan khong nén lai xe hay vén hanh may, trir khi
bénh nhan danh gia chic chén tac dung ciia thude doi
véi co thé ho, cling nhu bénh nhéan co thé thuc hién
nhitng hoat dong d6 mét cach an toan.

TUONG TAC THUOC
Thuéc chong dong (nhu heparin va warfarin) va thuée
chéng két tdp tiéu cau (nhu ticlopidin, clopidogrel):
Lam tang nguy co chay mau.
Néu khong thé tranh sir dung ddng thoi, nén theo doi
chit ché bénh nhan.
Li-ti:
C6 nguy co tang nong do li-ti trong huyét tuong, doi khi
tang dén nong do giy doc, do giam thai trir li-ti qua
than. Khi can, nén theo ddi sat nong d¢ li-ti trong huyet
twong va diéu chinh liéu li-ti trong va sau khi diéu tri
véi cac thude NSAID.
Cdc thudc giam dau/ thuéc NSAID khdc (bao gom cden:

thuée e ché chon loc cyclooxygenase-2) va cdc

salicylat liéu cao:
Tranh dung dong thoi tir hai thudc NSAID tré 1én (bao
gom aspirin) vi didu nay co thé lam tang tac dung phu

hoa.
Methotrexat:
Tuong tac thudc nghiém trong da dwgc ghi nhan khi
dung lleu cao methotrexat cling voi céc thubc NSAID,
bao gbm ketoprofen do giam thai trir methotrexat.
Vi liéu trén 15 mg/ tuan:
Nguy co gy doc mau ciia methotrexat ting, déc biét
khi dung liéu cao (> 15 mg/ tuan) ¢6 thé lién quan
v&i su chiém chd ctia methotrexat gén két voi protein
va sur g[am thanh thai cua no qua than.
Vi lidu dudi 15 mg/ tuan:
Trong nhirng luan dau diéu tri phdi hop, xét nghiém
tong phén tich té bao mau nén dugc theo ddi chat ché
hang tuan. Neu c6 bat ky thay ddi nao cua chire nang
than hoc néu bénh nhén 1a nguoi gia, thi su theo doi
phai dugc thyc hién thuong xuyén hon.
feprfsron
Khéng nén dung cac thuéc NSAID trong khoang 8-12
ngay sau khi ding mifepriston vi cac thude NSAID c6
thé lam giam hiéu qua cta mifepriston.
Pentoxifyllin:
Tang nguy co chay mau. Theo doi la
xuyén hon va theo ddi thoi gian chay m
Thudc ha huyer dp (thuéc chen beta, t
chuyén, thuéc loi tiéu):

sang thuong

ché men

ctia thube, dac biét 1a loét hodc xuat huyét dudng tleu 5



C6 nguy co lam giam higu lye cuia thude ha huyét ap (do

- Cac thube NSAID wre ché kha nang gdy gidn mach cua
prostaglandm)

- Thudc lgi tiéu:
Cé nguy co lam giam hi¢u lyc cua thuoc loi tiéu. Cac
b¢nh nhén va déc biét 1a bénh nhan mét nude do dung
thude loi tiéu c6 nguy co suy than thi cap cao hon do
giam tudi mau than vi tc ché prostaglandm Vi cac
bénh nhan nay cin bi nude truée khi bat dau tri liéu
phdi hop va theo doi chirc ndng than khi bt dau diéu tri.
Glycosid tim:
Cac thuoc NSAID c6 thé gay boe phat suy tim, giam do
loc cdu than va lam tang nong do glycoside tim trong
huyét twong.
Ciclosporin:
Tang nguy co doc cAu than, dic biét 1a & nguoi gia.
Corticosteroid.
Tang nguy co loét hodc xuat huyét tiéu héa.
Khdang sinh nhém qumo.’on
Céc dir liéu nghién cilru trén dong vat chi ra rang cac
thuéc NSAID c6 thé lam tang nguy co co giat khi dung
chung v&i khang sinh nhém quinolon. Bénh nhan dung
NSAID va khang sinh nhém quinolon ¢6 thé lam tang
nguy co co giat.
Tacrolimus:
C6 thé c6 nguy co doc than khi dung chung NSAID voi
tacrolimus, dac biét la trén nguoi gia.
Probenecid:
Dung dong thoi voi probenecid c6 thé lam giam rd rét
d6 thanh thai trong huyét twong clia ketoprofen.

Thudc tkc ché men chuyén va thuée khang angiotensin I1:
O nhiing bénh nhén ¢6 tén thuong chire nang than (nhu
bénh nhan mat nudc hodc ngudi gia), dung dong thoi
thude tre ché men chuyen hodc thude khang angiotensin
11 v&i thube e ché cyclooxygenase-2 cd thé din dén
suy giam hon nira chtrc nang théan, bao gom kha ning
suy thin cap.
Zidovudin:
Tang nguy co ddc tinh trén huyet hoc khi dung chung
NSAID véi zidovudin. Cé bang ching tang nguy co tu
mau khop va khéi mau tu & nhitng bénh nhan roi loan
dong mau (haemophilia) HIV (+) dugc diéu tri dong
thoi zidovudin va ibuprofen.

QUA LIEU
Céc tri¢u chimg co nang va thuc thé do qua licu NSAID
cap thudng chi gioi han o ngu ga, budn noén, ndn va
dau thuong vi. Xuét huyet tiéu hoa, tut huyét ap, tang
huyet ap, hodc suy thén chp c6 thé xay ra, nhung rat
hiém. Khong ¢6 thudc giai doc dac hiéu. Bénh nhan nén
duge diéu tri triéu ching va diéu tri nang d& sau khi
dung qué liéu NSAID.

BAO QUAN O nhiét do dudgi 30°C. Franh anh sang truc
tlep va noi am udt.

TRINH BAY: Vi Nhom — PVC: vi 10 vién nang mém, 1 vi/
tGi nhom/ hop, 3 vi/ thi nhdm/ hdp, 10 vi/ tai nhém/ hop.
HAN DUNG: 36 thang ké tir ngdy san/Xuat.

*) NSAID (Non-steroidal anti-inflammatory drug): thude khding viém
khéng steroid.

Dé xa tam tay tré em
Doc ky huwéng dan si dung trwée khi ding
Néu can thém thong tin, xin héi y kién thay thubc
Thudéc nay chi diing theo don ciia bdc st

San xuét va phén ph01 bai:

CONG TY CO PHAN DUQC PHAM AMPHARCO U.S.A
Khu Cong Nghiép Nhon Trach 3, Xa Hiép Phudc, Huyén Nhon Trach, Tinh Da

PT: 0613-566202  Fax: 0613-566203

1UQ.CUC TRUONG
P. TRUONG PHONG

(i?{f'f-» )e/:""!f"l’



