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TO HUONG DAN SU DUNG THUOC

® Thudc nay chi dimg theo don thudc

KAITEN

“Dé xa tam tay tré em”

“Doc kj hidng déan sir dung truede khi ding”

THANH PHAN
KAITEN 25 mg KAITEN 2,5 mg/ml

Hoat chit Dexketoprofen ................ 25 mg Dexketoprofen ......icieii0i. 25 Mg
(Dudi dang , Dexketoprofen | (Dudi dang Dexketoprofen
trometamol) trometamol)

Ta dwge Vira da 1 vién. Vira da 10 ml.
(Microcrystallin cellulose, starch | (Duong tring, natri saccharin,
1500, natri  croscarmellose, | xanthan gum, methyl paraben,
copovidon VA64, magnesi stearat, | propyl paraben, propylen glycol,
talc, colloidal silicon dioxyd, | acid citric, dinatri EDTA, natri
opadry white II (polyvinyl alcohol, hydroxyd, huong tuti fruity, nuée
titan dioxyd, polyethylen glycol, | tinh khiét).
talc)).

Dang bao ché | Vién nén bao phim Dung dich udng

Mé td4 sdn | Viénnén tron bao phim mau tring | Dung dich trong, khong mau dén

phﬁm mau vang nhat, huong trai cay

CHI PINH

Dexketoprofen duoc dung & nguoi lon dé didu tri ngan han céc triéu ching dau cap tinh mirc
d6 tir nhe dén trung binh nhu dau xwong khép cép tinh, dau bung kinh hodc dau ring.

LIEU DUNG VA CACH DUNG
Liéu ding
Ding liéu thép nhét c6 hiéu qua trong thoi gian didu tri ngin nhét c6 thé.
Ngueoi lon

Dua vao tinh chat va mire d6 nghiém trong cia con dau, lidu khuyén cdo 1a 25 mg (1 vién
hodc 10 ml) mbi 8 gir. Téng liéu hang ngay khong dugc vuot qua 75 mg (3 vién hodc 30 ml).

Thube chi duge dimg dé diéu tri trong thoi gian ngén va phai duge dung gidi han trong giai
doan cé triéu ching.

Ngueoi cao tuéi

Nén bét ddu diéu tri ¢ lidu thép hon, tong lidu hang ngay khong duge vuot qua 50 mg (2 vién
hogc 20 ml). Liéu khoi dau nay co thé duoc ting din dén lidu khuyén céo thong thlrong (75

mg) néu bénh nhan dung nap t6t. Do nguy co xdy ra cac téc dung khéng mong muon, can theo
d6i bénh nhéan chat ché.

Bénh nhan suy gan

Bénh nhén suy gan mic do tir nhe dén trung binh nén bit dau voi lidu thip hon, téng lidgu
hang ngay khéng duge vuot qua 50 mg (2 vién hodic 20 ml) va can dugce theo doi chit ché.
Khong nén dung dexketoprofen ¢ nhimg bénh nhan suy gan néng.
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Bénh nhan suy thdn

Téng liéu hang ngay nén giam xudng con 50 mg (2 vién hodc 20 ml) & bénh nhéan suy than
nhe (d6 thanh thai creatinin 60 - 89 ml/phut). Khong nén dung dexketoprofen cho bénh nhén
suy than tir trung binh dén nang (d6 thanh thai creatinin < 59 ml/pht).
Tré em
Chwa c6 nghién ctru duge thuc hién, tinh an toan va hi¢u qué clia dexketoprofen ¢ tré¢ em va
thanh thiéu nién chua duoc thiét lap. Do do, khong nén dung thude cho tré em va thanh thiéu
nién.
Céach dung
Dung duong ubng.
Dbi véi dung dich ubng, c6 thé ubng true tiép hodc pha dung dich thude vao mdt cbe mude.
Ubng ddng thoi voi thire 4n c6 thé lam gidm tbe d9 hap thu ciia thude. Do d6, trong nhimg
trudong hop dau cap tinh, nén udng thude trude bita dn it nhat 15 phat.

CHONG CHI PINH

Qua mén v6i dexketoprofen trometamol, cac NSAID khéc hodc bat ky thanh phin ndo cta
thudc.

Bénh nhén bi 1én con hen, con co that phé quan, viém mii cip hozic polyp mili, néi may day
hodc pht mach khi dung cac thudc tuong tu nhu aspirin hodac cac NSAID khéc.

Bénh nhén c6 tién sir di Ung dnh sang hogc phan ing ddc tinh khi gép dnh sdng trong khi dung
ketoprofen hoac cac thudc fibrat.

Bénh nhén c6 tién sir xuét huyét hodc thing da day - rudt, lién quan dén viée diéu tri bing
NSAID trude do.

Bénh nhan d hodc dang bi loét da day - ta trang, xuét huyét hodc thing dudng tiéu hoa.
Bénh nhéan bi kho tiéu man tinh.
Bénh nhan dang bi chay méu hoc réi loan chay mau.
Bénh nhén méc bénh Crohn’s hoic viém loét dai trang man tinh.
Bénh nhéan suy tim nang.
Bénh nhén suy than tir trung binh dén ning (d6 thanh thai creatinin < 59 ml/phut).
Bénh nhén suy gan ning (diém Child-Pugh 10 - 15).
Bénh nhén bi xuét huyét tang va cac rbi loan dong mau khac.
Bénh nhén bi mit nudc nghiém trong (do nén, tiéu chay hoic khong bu du dich).
Phuy nit mang thai ba thang cubi thai ky va phu nir cho con bu.
CANH BAO VA THAN TRONG KHI DUNG THUOC
Than trong khi dung thubc cho bénh nhan c6 tién st di img.
Trénh ding dong thoi dexketoprofen véi cac thude NSAID khéc, bao gdm ca céc thude tc
ché chon lopc COX-2.

Nén ding lidu thip nhat ¢6 hi€u qua trong thoi gian ngin nhit c6 thé dé han ché Xay ra tac
dung khéng mong mudn cia thude.

Tac dung trén duong liéu héa

Xuét huyét, loét hodc thung dudng tiéu hoa, doi khi géy tir vong, dé duoc bdo céo voi tat ca
cac NSAID, diéu nay c6 thé xay ra bdt ky luc nao trong qua trinh di€u tri ma khéng nhit thiét
phai ¢6 déu hiéu canh bao hodc tién sir xay ra téc dung khong mong mudn dudng tiéu hoa
nghiém trong. Néu xdy ra xudt huyét hodc loét dudng tiéu héa khi dang dung dexketoprofen,

nén ngung thudc.
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(o} nhiimg bénh nhén c6 tién sir loét duomg tiéu hoa, dédc blet ngum c6 bién ching cia xuAt
huyét hozc thung, ngum cao tudi s& tdng nguy co xay ra XuAt huyét, loét hoic thung dudmg
tiéu héa khi tang lidu NSAID.

Nguai cao tudi: Nguoi cao tucu ¢ nguy co cao xdy ra cic tac dung khong mong muén khi
dung NSAID, dic biét 1a xuét huyet ticu hoa, co thé gay tr vong. Nhitng bénh nhin nay nén
bt du diéu tr véi liéu thap nhét c6 thé.

Nhur véi tét ca cac NSAID khéc, cén x4c dinh tién sir viém thue quan, viém da day va/hodc
loét da day - t4 trang va dam bao d4 diéu tri dut diém trude khi bat dau dung dexketoprofen.
O nhimg bénh nhan ¢6 trigu chung trén dudng tiéu hoa hodc c6 tién sir bénh duomg tidu hoa
can theo ddi chit ché cac rdi loan tiéu hoa, diic biét 1a xudt huyét tiéu hoa.

Thén trong khi ding céc thuéc NSAID cho bénh nhan c6 tién st bénh dudng tiéu hoa (viem
loét dai trang, bénh Crohn’s) vi tinh trang bénh ¢4 thé tré nén trdm trong hon.

D6i v6i nhitng bénh nhan trén nén xem xét két hop v6i céc thude bao vé niém mac da day
nhu misoprostol hodc cac thude tc ché bom _proton, va ca ¢ nhiing bénh nhan can diéu tri
ddng thoi véi aspirin 1idu thip hogc cac thude khéc co kha niing lam ting nguy cO Xay ra
nhimg tdc dung khong mong muodn trén duong tiéu hda.

Bénh nhan c6 tién sir bi ngd doc dudmg tiéu hoa, dic bu;-l la & ngudi cao tudi, nén thong béo
cho bac st bat ky tridu chimg ndo & bung (dzc biét 12 xuft huyét tiéu hoa) nhét 1a trong giai
doan dau didu tri.

Thén trong khi dung dong thoi dexketoprofen vén cac thube c6 nguy co gdy loét hode xut
huyet tiéu hoa khac nhu corticosteroid dudmg udng, cac thude chong dong mau nhu warfarm
thude tre ché chon loc tai hdp thu serotonin (SSRI) hodc céc thude chdng két tap tiéu cdu nhu
aspirin.

Tdc dung trén thdn

Théan trong khi ding thudc & bénh nhan suy than. O nhimg bénh nl hén nay, viéc ding NSAID
¢6 thé dan dén suy giam chuc ning than, gitt nuée va gdy phu né. Ciing cin thén trong khi
dung thude cho nhun g bénh nhan dang dung thudce loi tiéu hodc nhing bénh nhan cé nguy co
bi giam thé tich tudn hoan, vi nhitng diéu ndy 1am tang nguy co nhiém doc than.

Cén b sung nuwée ddy du cho bénh nhén trong qua trinh diéu tri dé han ché tinh trang mét
nudc va nguy co tdng doc tinh trén than.

Nhu tét ca cac NSAID, dexketoprofen co thé lam ting nong do uré va creatinin trong huyét
tuong. Tuong tw nhu cac chét rc ché tong hop prostaglandin, dexketoprofen ¢6 thé gay ra
nhing ton thuong & thén, dan dén viém cau than, viém than k&, hoai tir nhu thén, héi chiing
than hu va suy than cap.

Ngudi cao tudi 13 nhom déi twong c6 nhidu nguy co bi suy thén.

Tdc dung trén gan

Than trong khi dung thudc & bénh nhén suy gan. Nhu tAt ca cac NSAID, dexketoprofen c6

thé gdy ting nhe va thodng qua ddi véi mot s6 chi sb chirc ndng gan, nhung gdy ting dang ké
d6i véi SGOT va SGPT. Ngimg thudc trong trudng hop nay.

Ngudi cao tudi 1a nhém dbi tuong co nhidu nguy co bi suy gan.

Nguy co huyét khéi tim mach

Céc thude chdng viém khéng steroid (NSAID), khong phai aspirin, dung dudng toan thén, co
thé lam tang nguy co xuat hién bién ¢ huyét khéi tim mach, bao gom ca nhoi méu co tim va
dot quy, c6 thé din dén tir vong. Nguy co nay c6 thé xut hién sém trong vai tudn ddu ding
thudc va co thé tang 1€n theo thoi gian dung thu6e. Nguy co huyét khéi tim mach duge ghi
nhén chu yéu & liéu cao. Bac si can danh gid dinh ky sy xuét hién cta cac bién 90 tim mach,
ngay ca khi bénh nhén khéng c6 cdc triéu chimg tim mach truée d6. Bénh nhan can dugce canh
bao veé céc triéu chimg cua bien o tim mach nghiém trong va can thim khdm bAc si ngay khi
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xudt hién cac triéu chimg nay. D€ giam thiéu nguy co xuit hién bién cb bat li, can sir dung
dexketoprofen & liéu hang ngay thap nhat ¢6 hiéu qua trong thoi gian ngén nhat co thé.

Nguy co tim mach va mach mau ndo

Giam sat va tr vén cho nhing bénh nhan c6 tién sir ting huyet ap va/hoac suy tim tir nhe dén
trung binh vi da c¢6 béo céo vé tinh trang gift nude va phu né lién quan dén NSAID.

D{ liu tir nghién ciru 1am sang va dich (€ hoe cho thay dung mdt s NSAID, nhit 1a dung
liéu cao va diéu tri 14u dai, c6 thé lam gia ting nhe nguy co géy huyét khéi dong mach (nhdi
mau co tim hodc dot quy). Khong loai trir nguy co ndy véi dexketoprofen.

O nhitng bénh nhén bj tang huyét 4p khong kiém soét, suy tim sung huyét, co tim thiéu mau
cuc by, bénh dong mach ngoai bién vaflmac bénh mach mau néo chi nén dung dexketopmf en
sau khi da xem xét k¥ ludng. Tuong tu, cAn cAn nhéc trude khi thuc hién didu tri 14u dai &
nhu*ng bénh nhan c6 cac yéu tb nguy co ctia bénh tim mach (nhu ting huyét ap, tang lipid
mdu, dai thio duomg va ngudi hut thude 14).

Tét ca cAc thube NSAID khéng chon loc déu c6 tac dyung tre ché két tap tiéu ciu va kéo dai
thoi gian chdy mau théng qua vrc ché tﬁng op prostaglandin. Do d6, khéng nén sir dung
dexketoprofen & nhirng bénh nhin dang diéu tri bang cac liéu phap khac can thiép vao qua

trinh déng mau, nhu warfarin, coumarin hodc heparin. %
Ngudi cao tudi la nhom ddi tugng cé nhiéu nguy co bi giam chite nang tim mach. N
Phan ing trén da ?\1
Hiém ¢6 béo cdo xdy ra céc phan tmg da nghiém trong, mot $6 trong do gy tu vong, bao gbm T‘IN
viém da troc vay, hoi chimg Stevens-Johnson va hoai tir biéu bi nhiém déc lién quan dén vige | A
diéu trj bing NSAID. Bénh nhan ¢ nguy co cao nhat xay ra cic tac dung khéng mong muébn ;"%

& giai doan sém trong qua trmh diéu tri, phan 1on 1a trong thang dau dung thudc. Ngimg dung
dexketoprofen ngay khi xudt hién d4u hiéu phét ban trén da, tdn thwong niém mac hoiic bét
ky ddu hiéu qua man nao.

Che ldp ddu hiéu nhiém khudn

Dexketoprofen ¢6 thé lam che l4p c4c tridu chimg nhiém khuan, lam cham tr& trong viée diéu
tri va dan dén tinh trang nhjem khuin tré nén nang hon. Diéu nay da duge ghi nhan trong
bénh viém phdi cong dong mac phal va nhitng bién chimg do nhiém khuén g gdy ra & bénh thuy
ddu. Khi dung dexketoprofen dé giam dau trong nhiimg truong hop nhiém khuan nén theo doi
tinh trang nhlem khudn ctia bénh nhan. Tham khao y kién béo si khi bénh van con tiép dién
hoic tré nén trim trong.

Khac

Dic biét than trong khi dung dexketoprofen cho nhitng bénh nhéan sau:

- Réi loan chuyén héa porphyrin bim sinh (nhu rdi loan chuyén héa porphyrin c¢4p tinh timg
dot).

- Tinh trang mét nuérc.

- Vira thuc hién xong dai phau.

Thudng xuyén kiém tra chiec ning gan, thin va cong thic méu khi didu tri lau dai
dexketoprofen cho bénh nhén.

Rat hiém khi xay ra phan ting qua man cip tinh nghiém trong (nhu soc phan vé). Ngumg thuoc
khi c6 dau hiéu dau tién cta phan tmg. Ty vio triéu chimg, tit ca c4c bién phap hd tro y té
cén thiét phai dugce thue hién béi céc béac st chuyén khoa.

Bénh nhan hen suy&n kém viém miii man tinh, viém xoang man tinh va/hodc polyp miii ¢é
nguy co'¢ di img véi aspirin va/hodc NSAID cao hon. Dung thude nay c6 thé gy khoi phat con
hen suyén hodc con co thét phé quan, dic biét & nhitng ngudi bi di tmg véi aspirin hoac cac
NSAID khac.
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Iranh dung dexketoprofen cho bénh nhén bi bénh thity déu. Vi bénh thuy déu co thé 1a nguyén
nhén pay ra cc bién chiing nhlem khuin da va mé mém nghlcm trong va viée dung NSAID
& nhitng bénh nhan nay 1am trdm trong thém tinh trang nhiém khuén.

Than trong khi diéu tri dexketoprofen cho nhimg bénh nhén bi rbi loan tao mau, bénh lupus
ban d6 hé théng hoac bénh mé lién két hdn hop.

Khi dung déng thoi NSAID va rugu, céc téc dung khong mong mudn ting 18n, dic biét 12 trén
hé tiéu héa va hé than kinh.

Canh bdo td dugc
Dung dich uéng Kaiten 2,5 mg/ml

Thanh phén thuéc ¢6 chira duong tréng, bénh nhan b réi loan di truyén hiém gédp nhu khéng
dung nap fructose, kém hip thu glucose-galactose hoic thiéu hut enzym sucrase-isomaltase
khong nén ding thude nay.

Thanh phan thude c¢6 chira methyl paraben, propyl paraben ¢6 kha ning gdy ra phan (mg di
{mg (phan tmg di tmg c6 thé xay ra mudn).

Thude nay cé chira dudi 1 mmol (8,11 mg) natri trong mdi 10 ml dung dich udng, vé co ban
duge xem nhu ‘khdng chira natri’.

SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Chéng chi dinh diing dexketoprofen cho phu nit mang thai ba thang cubi thai ky va phu nir
cho con bu.

Phu nir ¢6 thai

Su e chc téng hop prostaglandin ¢6 thé ¢6 anh hudng bt lgi dén phu nit c6 thai va/hodc su
phét trién ctia phdi thai. Dir liéu nghién ciru dich te hoc cho thay nguy co sy thai, di tat tim
va viém da day tang 1én khi sir dung thudc te che tong hop prostaglandin ¢ giai d()an dhu thai
ky. Nguy co di tat tim téng tir dugi 1% lén dén khoang 1,5%. Nguy co nay dugc cho 1a tang
theo lidu lugng va thoi gian didu tri. O dong vat, sir dung cac thuoc trc ché téng hop
prostaglandin da cho thiy 1am tang kha nang thit bai truéc va sau khi cdy phéi thai va gdy
chét phéi thai.

Ngodi ra, sy gia tang ti 1& mic phai cac di tat khac nhau, bao gbm tim mach, dé duge ghi nhén
& dong vit ¢6 str dung thude rc ché tng hop prostaglandin trong sudt giai doan hinh thanh
C&c co’ quan. Khong nén dung dexketoprofen trong ba thang déu va ba thang gitra thai ky trir
khi that cin thiét. Néu ding thude cho phu nit dang c¢b géng thu thai, mang thai ba thang déu
hogc ba thang gilta thai ky, nén dung licu thap nhat c6 hiéu qua trong thoi gian cang ngén
cang tot.

Trong ba thang cubi thai ky, tat c4 cac thude trc ché tdng hop prostaglandin c6 thé gdy cho:
Thai nhi:

- Poc tinh tim phdi (d6ng sém éng dong mach va ting 4p hre dong mach phéi).

- Réi loan chite ning than c6 thé dan dén suy than kém thidu 6.

Cho ba me va tré so sinh hoiic & cudi thai ky:

-Co thé; kéo dai thoi gian chay méu va tic dung chdng két tap tiéu cdu c6 thé xay ra ngay ca
& lidu rét thép.

- Ut ché co bop tir cung dan dén tri hoan hoidc kéo dai qué trinh chuyén da.

Phu nit cho con b

Khong biét lidu dexketoprofen cé duge bai tiét vao sita me hay khong, chéng chi dinh ding
dexketoprofen cho phu nit cho con bu.
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ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Dexketoprofen c6 thé gdy ra tac dung khéng mong mubn nhu chong mit, rdi loan thi gide
hodc budn ngu. Trong nhimg trudng hop ndy, kha ning 14i xe va van hanh may moc co thé bj
anh hudng.

TUONG TAC, TUONG KY CUA THUOC
Twong tic thude
Céc tuong tac sau day néi chung cho cac thude NSAID.
Khong nén phéi hop |
Cdc NSAID khdac (bao gom ca cdc thudc tke ché chon loc COX- 2) va aspirin liéu cao (> 3

g/ngay): Ding nhidu NSAID cing luc ¢6 thé 1am ting nguy co loét hodic xuét huyet tiéu hoa,
do tac dung hiép dong.

Thude chong dong mau: NSAID cb thé 1am ting tac dyng ctia cac thude chén g dong méu nhu
warfann do dexketoprofen c6 ti 18 lién két vai protcm huyet tuong cao, irc (.he chirc néng cua
tiéu cau va lam tdn thuong niém mac da day. Neu khéng thé tranh két hop, cin theo déi bénh
nhan chit ch& trén 14m sang va theo di céc chi s6 xét nghiém.

Heparin: Tang nguy co XUt huyet (do 1rc che chitc nang clia tiéu cdu va lam tén thuong niém
mac da day). Néu khéng thé tranh két hop, cn theo doi bénh nhan chit ché trén 1am sang va
theo doi céc chi s0 xét nghiém.

Corticosteroid: Ting nguy co loét hodc xuét huyét tiéu hoa.

Lithi (diwgc nhdc dén véi mot s6 NSAID): NSAID da duoc ghi nhan lam ting nfmg dd lithi
trong méu (do lam giam thai trlr qua thén), c6 thé dat den mirc gay doe. Do do, cén theo dai
can than nong d6 lithi trong huyét twong khi bét ddu didu tri, didu chinh lidu va khi ngung
dung dexketoprofen.

Methotrexat: Dung liéu cao (> 15 mg/tuén), do cac NSAID néi chung déu 1am gidgm do thanh
thai qua than cua methotrexat, tir d6 1am téng doc tinh trén h¢ tao méu. Théan trong khi ding
liéu thép (<15 mg/tudn), can theo ddi thudng xuyén cong thire mau trong nhiing tudn déu
didu tri két hop. Tang cuomg theo ddi khi ¢6 dau hi¢u suy giam chtrc ning than du chi nhe,
ciing nhu khi ding thubc cho ngudi cao tudi.

Hydanioin va sulfonamid: Tang dgc tinh ciia nhitng thudc nay.
Thin trong khi phoi hop

Thude loi tiéu, thudc tec ché men chuyen khang sinh nhém aminoglycosid va thude doi khdng
angiotensin-II: Dexketoprofen c6 thé lam gidm tdc dung cta thude loi tiéu va cac thudc ha
huyét ép khic. O mot s bénh nhén c6 tén thuong than (vi du nhu bénh nhan mét nude hodc
bénh nhan cao tudi cé chirc nang thdn suy giam), dung ddng thoi céc thube e chc
cyclooxygenase voi cac thube ndy c6 thé 1am trim trong thém tinh trang suy than bao gdm
ca suy than cap, nhung diéu nay thudng phuc h01 sau khi ngimg thudc. Do dé, can than trong
khi didu tri két hop, dac biét & bénh nhan cao tudi. Cn bl nuéde day di cho bénh nhén, theo
ddi chirc néng than tai thoi diém bét dau didu tri ddng thoi. Dung dong thoi dexketoprofen
v6i cac thude loi tidu gitr kali co thé dn dén ting kali méu, cAn theo doi ndng d6 kali mau
trong trudng hop nay.

Pentoxyfyllin: Tang nguy co xuét huyét. Tang cuong theo doi trén 1am sang va kiém tra thoi
gian chay mau thudong xuyén hon.

Zidovudin: Tang nguy co xay ra doc tinh trén dong hong cau do tac ddng vao héng cdu huai
voi tinh trang thleu mau nghiém trong sau mat tudn ding NSAID. Kiém tra cong thirc mau
va s6 lwong hdng cdu ludi sau khi ding NSAID tir 1 - 2 tuln.

Sulfonylure: NSAID c6 thé 1am tang tac dung ha dudmg huyét bang cach thay thé tai vi tri lién

két cua sulfonylure véi protem huyét tuong.
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Céin nhic khi phéi hop
Cdc thube chen ff: Ding NSAID ¢6 thé 1am giam tac dung ha huyét 4p do trc ché tdng hop
prostaglandin.

Cyclosporin va tacrolimus: NSAID c6 thé 1am tang ddc tinh trén thin do trc ché prostaglandin.
Cén theo ddi chire ning than néu didu tri két hop.

Thubc diéu tri huyét khoi: Tang nguy co xudt huyét.

Thuéc chong két tap tiéu cau va thude ikc ché tdi hdp thu chon loc serotonin (SSRIs): Tang
nguy co xudt huyét tiéu héa.

Probenecid: Tang nong do dexketoprofen trong huyét tuong. Twong tac nay c6, thé 14 do co
ché trc ché tai vi tri bai tiét & 6ng than va do qua trinh lién hop véi glucuronid, can chinh liéu
dexketoprofen.

Glycosid tim: NSAID c6 thé 1am tang ndng do cia glycosid tim trong huyét tuong.

Mifepriston: Vé Iy thuyét, cac thudc 1rc ché téng hop prostaglandm co the c6 nguy co anh
hwong dén hiéu qua ciia mifepriston. Tuy nhién, dit li¢u han ché cho thdy riang viée dung dong
thei NSAID véi mifepriston khéng lam dnh hwéng dén hiéu qua cia ca hai thude dbi vai sy

gidn nds ¢6 tir cung hodic su co bop cia tir cung va hiéu qua phé thai cua thube. 0570
Khdng Ls:znh quinilon: Dir liéu trén dong vét cho thdy ring dung dong thoi NSAID vai liéu cao 'ONG
cac thudc nhém quinolon c6 thé 1am ting nguy co co giét. 0P
Tenofowr Duing dong thoi véi NSAID c6 thé lam ting ndng dd uré va creatinin trong huyét ge P,

tuong. Can theo ddi chue nang thén dé kiém soét kha ning gdly suy thin tiém tang do tic dung I TH

hiép dong cua thude. ST
P & 0 Te H

—_—

Deferasirox: Ding ddng thari véi NSATD ¢6 thé 1am tang nguy co nhiém doc dudng tiéu héa.
Cén phai theo doi 1am sang chit ché khi diéu tri ddng thoi.

Pemetrexed: Dung ddng thdi véi NSAID c6 thé 1am giam thai trir pemetrexed, do d6, cin
thén trong khi dung liéu cao NSAID. O nhimg bénh nhan suy thén nhe dén trung binh (d6
thanh thdi creatinin 45 - 79 ml/phut), nén tranh dung NSAID trong 2 ngay trudc va 2 ngdy
sau khi dung pemetrexed.

Twong ky
Do khéng ¢6 céc nghién ciu vé tinh tuong ky cta thude, khéng trén 14n thube nay véi céc
thuoc khac.

TAC DUNG KHONG MONG MUON CUA THUOC (ADR)

Vi nong do t6i da (Cmax) cua dexketoprofen & dang dung dich uéng cao hon so voi dang vién,
do d6 khéng thé loai trir vide ting nguy co xay ra c4c tic dung khéng mong mudn trén dudng
tiéu hoa.

Céc tac dung khong mong mudn sau ddy duoc béo cdo véi cac tan sudt tuong ng: Rdt th:mng
gdp (ADR > 1/10), thuong gdp (1/100 < ADR < 1/10), it gap (1/1.000 <ADR < 1/100), hiém
gdp (1/10.000 <ADR < /1. 000) rdt hiém gap (ADR < 1/10.000)

H¢ thong co quan Tén suat Téc dung khéng mong mudn

R6i loan mau va hé | Rdt hiém gap | Giam bach cAu trung tinh, giam tidu ciu.
bach huyét

Hiém gap Phu thanh quan.

Réi loan hé mién dich = : : ,
Rat hiém gdp | Phan img phan vé€, bao gdm ca sdc phan vé.

R&i loan chuyén hoa va | Hiém gap Chén an.
dinh dutng
R&i loan tdm thén It gap Mt ngi, lo lang.
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. : It gap Dau déu, chong mat, budn ngu.
Ro6i loan hé than kinh : : : -
Hiéem gap Di cam, ngét.
R6i loan mat It gap Nhin mo.
Réi loan tai va mé dao | Hiém gap Chong mit, U tai.
y It gap Dénh tréng ngue.
R0i loan tim - 5
Hiém gap Nhip tim nhanh.
It gap Do bimg mit.
Réi loan mach mau Hiém gap Tang huyét ap.
Rat hiém gap | Ha huyét ap.
Réi loan hé hap, 1ong |/ fiém gap Nhip the chém.
ngye va trung that RGt hiém gap | Co thét phé quan, khoé tho,
Thuong gdp | Budn ndn, non, dau bung, tiéu chay, khé tiéu.
It gap Viém da day, tdo bon, kho miéng, diy hoi.
Réi loan tiéu héa Hiém gap Loét da day, xudt huyét do loét da day - té trang
hoéac thuing loét da day - ta trang,.
Rt hiém gap | Viém tuy.
Réi loan gan mat Hiém gap Tén thuong té bao gan.
It gap Phat ban.
e i T G . g g ke Ao
R ioar davarinit it H:(em g'.gp NoOi may day, mun trimg cd, tang tiét mo 11(?1.
da Rat hiém gap | Hoi chimg Stevens-Johnson, hoai tir biéu bi
nhiém doc (hoi chung Lyell), phu mach, phu
mat, phan ing nhay cam da véi anh sang, ngira.
Ri loan co xuong va Hiém gap Dau lung.
mo lién két
Réiloan than va tiét | Hiémgdp | Suy thin cép, da nigu.
nigu. Rdt hiém gdp | Viém than va hoi chimg than hu.
Réi loan hé sinh san Hiém gap R&i loan kinh nguyeét, rbi loan tuyén tién liét.
Réi loan chung va tai vi Vi gap Mét moi, dau, suy nhugc, ring minh, kho chiu.
Lo Hiém gap Phu ngoai bién.
Xét nghiém Hiém gap Xét nghiém chirc nang gan bét thuong.
Cac tac dung khong mong mubn thi udmg gap nhit 13 trén dudng tiéu hoa: Lot da day-td trang,
thiing hozic xut huyét tiéu héa, d6i khi gay tur vong, ddc biét & ngudi cao tudi. Budn ndn, nén,
tiéu chay, day hoi, tao bon, kho ti€u, dau bung, di cdu phan den, nén ra mau, viém loét miéng,
dot cap cia viém dai trang va bénh Crohn’s d4 duge bao cdo sau khi ubng NSAID. {t gip hon,
viém da day da duoc bao cdo. '
Phu mach, ting huyét ap va suy tim da dugce bio céo trong khi dung NSAID.
Ciing nhu cac NSAID khac, khi dung dexketoprofen c6 thé xay ra cdc tac dung khong mong
muon sau ddy: Viém mang ndo vo khuén, chii yéu & nhimg bénh nhén bi bénh lupus ban dé
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hé thong va bénh mo lién két hén hop, phéan tmg huyét hoc (ban xudt huyét, thiéu méu bat san
va thiéu mau tan huyét, hiém khi mat bach cdu hat va suy tiy xuong).

Phéan img nghiém trong nhu hoi chimg Stevens-Johnson va hoai tir bidu bi nhiém doc rét hiém
xay ra.

Dit li€u lam sang va dich t& hoc cho thiy viéc dung mot s6 NSAID (nhat 1a dung lidu cao va
kéo dai) co thé gay tang nhe nguy co huyét khdi tim mach (nhu nhdi méu co tim hodc dot
quy).

Ngoai ra, nguy co huyét khéi tim mach (xem thém phan Canh béo va than trong).

T!mng bdo ngay cho bdc si hodc dwgc st nhitng phéin trng cé hai gap phai khi sie dung
thubc

QUA LIEU VA CACH XU TRi

Khong biét céc trigu chimg khi ding qué lidu. Ciing giéng nhu cac thudc khac, dexketoprofen
c6 thé gay ra rbi loan tiéu hoa (non chén #in, dau byng) va rbi loan than kinh (buon ngl, chéng
mat, mat phuong huémg dau dau). Trong trudng hop xay ra qua lidu,cén diéu tri ngay lap tirc
tiy vao triéu chimg xuat hién. C6 thé ding than hoat tinh néu bénh nhan da ding qué liéu hon
5 mg/kg trong vong mot gio.
Dexketoprofen co thé dugc thai trir bang cach tham phan.

CAC PAC TINH DUQC LY
Duge lue hoe
Nhém duwoc Iy: Thube chdng viém khong steroid (NSAID), Céc dén chét acid propionic
Ma ATC: MO1AE17
Dexketopmfen trometamol 1a mubi tromethamin cta S-(+)-2-(3- benmyl phenyl) acid

propionic, la thudc giam dau, khang viém va ha sbt, thudc nhom chéng viém khong steroid
(MO1AE).

Co ché tde dung

Co ché cua céc thube giam dau chéng viém khong steroid lién quan dén tong hop
prostaglandin bang c4ch (rc ché enzym cyclooxygenase (COX). Dic biét 1a trc ché chuyen hoa
tir acid arachidonic thanh céc endoperoxyd vong, PGG2 va PGH2, 1a nhimg chit san xuét
prostaglandin PGE1, PGE2, PGF2a va PGD2 cfing nhu prostacylin PGI2 va thromboxan
(TxA2 va TxB2). Hon nita, viéc trc ché tong hop prostaglandin c6 thé anh huong dén cac chét
trung gian gdy viém khac nhu kinin, gay ra tac dung gidn tiép nhung lai c6 thé 1a tac dung
truc tiép thém vao.

Tdc dung dugc Iy

Dexketoprofen da duge chimg minh 1a mét chét rc ché hoat dong cia COX-1 va COX-2 trén
dong vat thi nghiém va trén nguoi.

An toan va hiéu qua lam sang

Céc nghién ctru 14m sang duge thuc hién véi mot sé ching dau dé chimg minh hi¢u qua hoat
tinh giam dau ctia dexketoprofen. Bat ddu c6 hiéu qua sau khi udng 30 phut. Tac dung gidm
dau kéo dai tir 4 - 6 gio.

Dwoc dong hoc

Hai thir nghiém tuong duwong sinh hoc duoc ’[h’L_IC hién trén ngudi tinh nguyén khoe manh dé
so sanh duoc dong hoc gitta dang dung dich udng khi uong ciing hoidc khéng cung voi nude
va dang vién nén bao phim.

So sanh gifra vién nén bao phim va dung dich dexketoprofen khi udng cung véi nude thi hai
dang bao ché nay tuong dwong vé dién tich dudi dudmg cong (AUC) nhung Cmax ctia dung

dich uong cao hon 20%, trong khi so véi dung dich uong khong cung véi nude thi hai dang
bao ché nay tuong duong sinh hoc ca vé AUC va Cuna.
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Hap thu

Dexketoprofen duge hip thu nhanh chéng sau khi ubng, Cmax dat dugce sau 15 - 20 phit (trong
khoang 10 - 75 phut) Khi str dung thudc cung bira dn, AUC khong thay d6i nhung Cimax clia
dexketoprofen giam va tdc do hap thu bi chdm lai (ting Tmax).

Phén bé

Thoi gian ban phan bé va thai gian béan thai cua dexketoprofen 14n luot 14 0,35 gidr va 1 .65
gidr. Gidng nhu céc thube cd i 18 1ién két cao véi protein huyet twong (99%), thé tich phéan b
trung binh 12 0,25 I/kg. Céc nghién ctru duge ddng hoc da liéu da ghi nhén thay AUC sau khi
dua thudc lan cudi khong khac biét so véi gia tri AUC thu duge khi dung liéu don, cho thiy
khéng c6 su tich lity thudc.

Chuyén héa va thai trir

Sau khi udng, chi <6 dong phan S-(+) ctia dexketoprofen dugc tim thy trong nudc tidu, diéu
nay chitng minh rang khong c6 su chuyén doi sang dang ddng phén R-(-) & ngudi.

Con dudng thai trir chinh cua dexketoprofen 13 lién hop véi glucuronid, sau do bai tiét qua
nudce tiéu.

QUY CACH PONG GOI

KAITEN 25 mg KAITEN 2,5 mg/ml

Hop2vi,3vi,Svi, 10 vix 10 vién. | Hop 10 éng, 20 511g, 50 émg x 10 ml.

Hép 1 chai 30 vién, 60 vién, 100 vién. | Hop 10 gdi, 20 goi, 50 goi x 10 ml.

Hop 1 chai 30 ml, 60 ml, 100 ml (kém 1 coc dong).

-

-

HAN DUNG:
KAITEN 25 mg KAITEN 2,5 mg/ml
36 thang ké tir ngay san xuét. 24 thang ké tir ngdy san xuét.

Chai thudc sau khi mé ndp: Chi str dung trong 7
ngay.

BAO QUAN: Noi khd rdo, nhiét d6 khong qué 30°C, tranh 4nh sang.

TIEU CHUAN: TCCS.

San xuét tai nha may

CONG TY CO PHAN DUQC PHAM AN THIEN |

L6 C16, Dudng Sé 9, KCN Hiép Phude, Huyén Nha Bé, TP HO Chi Minh
TP. Hb Chi Minh, ngay 21 thang 03 nam 2022

CO PHAN

mid( Puﬂm
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