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thuéc”

1. Thanh phén ¢dng thirc thube
Cho 1 vién nén bao phim :
Thanh phan dugc chit: Dexketoprofen (dudi dang dexketoprofen trometamol) ... 12,5 mg
Thanh phén t4 duge: Corn starch, Microcrystalline cellulose, Sodium starch glycolate, PVP
K30, Magnesi stearate, Hypromellose, Titanium dioxide, Propylene glycol, Macrogol 6000,

2. Dang bao ché: Vién nén bao phim
M0 ta dang bao ché: Vién nén bao phim hinh trdn, mau trr?'mg dén lrﬁng nhat, canh va thanh vién
lanh lin,

3. Chi dinh:
Giam tri¢u chimg con dau & mitc d6 nhe dén trung binh, nhu dau co xwong khép, dau bung
kinh, dau rang.

4, Céach dung, lidu dung:
Liéu dung:
Ngudi 16n
Tuy thuge vao mitc d6 ning ctia con dau, lidu khuyén cdo thudng 13 1 vién (12.5mg) cho mbi 4
- 6 gity hofic 2 vién (25 mg) cho mdi 8 gidy. Tng liéu hang ngdy khong vugt qua 6 vién,
Giam thiéu sy xuft hign cia tic dung khéng mong mudn bing cach sir dung lidu thip nhét c6
higu qua trong thi gian didu tri ngdn nhit ¢6 thé dé kidm soét con dau.
Dexfen khong duoc ding kéo dai va didu tri chi nén gidi han & giai doan cé con dau.
Ngudi cao tudi
O bénh nhén cao tudi, nén bit diu diéu tri vi lidu thép nhét (tdng lidu hang ngay 13 4 vién). Cé
thé tang lidu 1én dén 6 vien/ngly néu chimg minh dugc kha ning nguoi bénh & d6i twong ndy
c6 kha ning dung nap tét.
Suy gan
Bénh nhéin suy gan nhe dén trung binh nén bit dau dicu trj voi lidu thip hon (tdng liéu 4 vién
mbi ngay) va dugc theo ddi chit chd.
Dexketoprofen khong nén dugc sir dung & nhitng bénh nhéan bi suy gan ning.
Suy than
O nhitng bénh nhén suy than nhe (d6 thanh thai creatinin 60-89 ml/phat), nén gidm téng lidu
ban déu hang ngay xudng 4 vién (xem phin Canh béo va than trong). Dexketoprofen khéng nén
dugc sir dung & nhitng bénh nhin suy than tir trung binh dén ngng (d6 thanh thai creatinine 59
ml/phat) (xem phén Chéng chi dinh)
Tré em
Dexketoprofen chua dugc nghién ciru & tré em va thanh thiéu nién. Do dé, do an toan va hiéu
qua chua duge thiét 1ap, khong nén sir dung thude & tré em va thanh thiéu nién.
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Cach ding:

Diing dudng udng.

Uéng thudc véi thirc 3n 1Am cham téc do hép thu cua thudc (xem phﬁn Dic tinh duge djng

hoc), do d6, trong trudmg hop dau cp tinh va cin giam dau nhanh chéng, nén uéng it nhét 30

phiit trude bita &n, vi thudc s& hip thu dé dang hon.

5. Chéng chi dinh:

Chéng chi dinh sir dung Dexfen trong céc trudmg hop sau:

- Bénh nhin qué min cim véi dexketoprofen hodc bét ky thinh phin ndo clia thude.

- Bénh nhén bj di (g véi aspirin hodc céc loai thudc chéng viém khac.

- Bénh nhan bi cac con hen suyén, co thit phé quan, viém miii ¢dp tinh hodc gy ra polyp mii,
ndi mé day, phit mach hodc thér kho khé khi dung acid acetylsalicylic hodc NSAID khéc.

- Tién sir quang dj img hodc quang ddc té (d6 vashoic phdng rop trén da tiép xiic véi 4nh nfing
mit troi) khi diéu tri v6i Ketoprofen (mét loai thue chéng viém) hojc fibrat (thude gidm
lipid méu).

- Bénh nhin dang bj loét da day/ Xuit huyét tiéu héa hodc cé tién sir xuit huyét tiéu hoa, loét
hoic thiing.

- Bénh nhan mic céc vin dé tiéu hoa man tinh (kho tidu, ¢ chua).

- Tién sir xuit huyét tiéu héa hodc thing, lién quan dén tri lidu NSAID trude dé.

- Bénh dudng rudt kém viém man tinh (bénh Crohn hodc viém loét dai trang)

- Suy tim néng, rbi loan chirc ndng thin tir trung binh dén ngng, suy gan nang.

- Bénh tan mdu bim sinh va cée r5i loan déng mau khic.

- Mt nuéc nghiém trong (do nén mira, tidu chay hodc ubng khéng di nudc)

- 3 thang cudi cua thai k¥ hodc phuy nir cho con bi (xem ph%m Str dung thubc cho phu nir co
thai va cho con bu)

6. Cinh bao va thin trong khi ding thube

Thén trong & nhitng bénh nhin ¢6 tién sir di (mg.

Nén tranh sir dung dexketoprofen dong thoi véi cac NSAID khéc bao gdm ci thubc tre ché chon

loc cyclooxygenase-2.

Giam thiéu sy xuét hién cta tic dung khong mong mudn bang céch sir dung liéu thip nhét c6 hiéu

qua trong thoi gian didu tri ngén nhit c6 thé dé kiém soét cdc triéu chimg (xem phin c4ch ding,

lidu ding va cic nguy co vé dudng tiéu héa va tim mach)

An todn dudng ti€u hoa

Chay méu, loét hogc thing dudmg tiu héa c6 thé giy tir vong dd duge bdo cdo véi tht ca che

NSAID vio bt k¥ thdi diém ndo trong qué trinh diéu trj, ¢6 hodc khéng cé cac tridu chirng canh

béo hodic c6 tién sir cdc bién cb nghiém trong & dudmg tiéu héa. Khi xay ra xuét huyét hoidc loét

duong tiéu hoa & bénh nhan ding dexketoprofen, nén ngimg diéu tri.

Nguy co xuat huyét, loét hojic thing dudomg tiéu hoa cao hon khi ting liu NSAID & nhitng bénh

nhén c6 tién sir loét, didc biét néu c6 bién chimg xuit huyét hodc thung (xem phin chéng chi dinh)

vA & ngudi cao tudi.

Ngudi cao tudi: Ngudi cao tudi c6 tAn sudt phan (mg bét lgi v&i NSAID cao hon, dic biét 1a xuat

huyét va thing dudmg tiéu héa cé thé gdy tir vong (xem phan céch dung, liéu ding). Nhimg bénh

nhén ndy nén bt dau diéu tri véi liéu thp nhét hién c6.

Giéng nhu tit ca cdc NSAID, phai tim hidu moi tién sir viém thue quan, viém da day va/hodc loét
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da day 4 trang dé dam bao khoi bénh hoan toan trude khi bt diu didu trj bing dexketoprofen.
Bénh nhén c6 cac tridu chimg vé dudmg tiéu héa hodc co tién sir bénh dudng tiéu héa cén duoc
theo ddi c4c i loan tiéu héa, dic biét 13 xuét huyét dudng tidu hoa.

Nén than trong khi ding NSAID cho nhitng bénh nhan c6 tién sir bénh dudng tiéu héa (viem loét
dai trang, bénh Crohn) vi tinh trang ctia ho c6 thé trAm trong hon (xem phi’in tac dung khéng mong
muén ciia thuéc).

Nén xem xét didu tri két hop véi cac thude bao vé (vi du misoprostol hoic thude ire ché bom
proton) cho nhimg bénh nhdn ndy va ci cho nhimg bénh nhdn cin ding dong thoi axit
acetylsalicylic lidu thip hodc céc thudc khac cé kha nang lam ting nguy co trén duong tiéu héa
(xem bén dudi va phin twong tic, trong ky ciia thude).

Bénh nhén c6 tién sit nhiém doc dudmg tidu hoa, diic bidt 1A ngudi cao tudi, nén bio cdo bt ky
triéu chimg bét thudng ndo & byung (dic bit 1 xubt huyét tiéu héa), dic biét 1a trong giai doan dau
didu tri.

Cén than trong & nhitng bénh nhin ding ddng thdi cdc thube c6 thé 1am ting nguy co loét hodc
chdy mau, chiing han nhu corticosteroid dudmg udng, thube chbng déng méu nhu warfarin, thude
trc ché tai hap thu serotonin ¢é chon loc hodc thube chéng tiéu ciu nhur axit acetylsalicylic (xem
phin fuong téc, tuong ky ciia thudc).

An toan than

Cén than trong & nhimg bénh nhén bi suy giam chirc ning than, O nhitg bénh nhan nay, viée sir
dyng NSAID c6 thé din dén suy gidm chirc ning than, git nude va phi né.

Ciing cin thin trong & nhitng bénh nhan dang diéu tri bang thudc loi tiéu hodic nhitng ngudi cb thé
bi gidm thé tich méu vi ting nguy co nhiém djc than.

Cin d4m bao cung cip du chit 1ong trong qué trinh diéu tri dé ngin ngira tinh trang mit nudce va
¢6 thé 1am ting ddc tinh trén than.

Gibng nhur tét ca cac NSAID, né cé thé lam ting nito uré huyét twong v creatinine. Gibng nhu céc
chit trc ché tong hop tuyén tién liét khac, n c6 thé lién quan dén tic dung phu trén hé thén, c6 thé
din dén viém than ciu than, viém than k&, hoai tir nha than, h¢i chimg than hur va suy than cﬁp.
Bénh nhan cao tudi ¢6 nhidu khi niing b suy gidm chirc ning thin hon (xem phén céch ding, lidu
ding)

An todn gan

Cén than trong & nhitng bénh nhan bi suy gidm chirc nang gan.

Gidng nhur c4c NSAID khéc, thube cé thé gay ting nhe thodng qua mét s6 théng sb vé gan va ciing
lam tang déing ké SGOT va SGPT. Trong trudng hop c6 sy gia ting dang ké céc thong sé nhu viy,
phai ngimg didu tri,

Bénh nhén cao tudi ¢é nhiéu kha ning b suy giam chitc ning gan hon (xem phan céch ding, lidu
dong).

An toan tim mach va mach méu nio

Cén theo ddi va tu van thich hgp cho bénh nhan c6 tién sir ting huyét ép va/hoiic suy tim nhe dén
trung binh. Cén dic bigt thin trong & nhimg bénh nhén c6 tidn sir bénh tim, dic biét 1a nhimg
ngudi cb tién sir suy tim vi ¢6 nguy co gia tang gdy ra suy tim do  dich va phu né di duoc bao
cdo khi didu tri bang NSAID.

Dit liéu thir nghiém 14m sang va dich t& hoc cho thiy ring viée sir dung mot s6 NSAID (ddc biét &
liéu cao va diéu trj 1au dai) c6 thé lim ting nhe nguy co xdy ra céic bién ¢é huyét khéi dong mach
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(vi du nhu nhdi méu co tim hofic ddt quy). Khong c6 di dit lidu dé loai trir nguy co nhu véy dbi
voi dexketoprofen.

Do d6, nhitng b¢nh nhan ting huyét p khong kiém sodt duroc, suy tim sung huyét, bénh tim thidu
mau cuc bd, bénh dong mach ngoai bién va/hodc bénh mach méu néo chi nén duoc didu tri bé"mg
dexketoprofen sau khi d can nhic cdn than. Cin can nhéc twong tu trude khi bit diu didu trj lau
dai cho nhimg b¢nh nhan c6 yéu t nguy co méc bénh tim mach (vi dy ting huyét 4p, tang lipid
mdu, d4i théo dudng, hit thubc 14).

Tét ca céc NSAID khdng chon lpc déu 6 thé trc ché két tap tiéu cau va kéo dai thoi gian chay mau
théng qua (e ché téng hop tuyén tién liét. Do dé, vige sir dung dexketoprofen & nhitng bénh nhan
dang diéu tri bing lidu phap khéc gay can trd qué trinh cAm méu, ching han nhu warfarin hoiic cc
coumarin hodc heparin khéc 13 khéng duoc khuyén céo (xem Phin twong tac, twong ky clia thuc)
Bénh nhén cao tudi c6 nhiéu khi ning bj suy giam chirc ning tim mach hon (xem phan cach ding,
liu ding).

Nguy co huyét khii tim mach:

Céc thubc chong viém khong steroid (NSAIDs), khong phai aspirin, ding duong toan thén, c6 thé
ldm tdng nguy co xudt hién bién ¢ huyét khéi tim mach, bao gbm ¢4 nhdi méu co tim va dot quy,
¢6 thé din dén tir vong. Nguy co ndy c6 thé xuét hién sém trong vai tuan dau dimg thubc va c6 thé
ting 1én theo thoi gian ding thube. Nguy co huyét khéi tim mach duge ghi nhin chu yéu & lidu
cao.

Bc sT cAn ddnh gi4 dinh ky sy xuét hién ciia cdc bidn cb tim mach, ngay ca khi bénh nhan khong
¢6 cé trigu chimg tim mach trude d6. Bénh nhan cin dugc cinh béo v& cée tridu chimg ciia bién
¢b tim mach nghiém trong va cén thim kham béc si ngay khi xudt hién céc triéu chimg nay.

Dé giam thiéu nguy co xuit hién bién cb bt loi, cin sir dung Dexfen & lidu hang ngdy thip nhét c6
higu qua trong thoi gian ngan nhit c6 thé,

Phén {rng da

Céc phan (g da nghiém trong, mot s6 gy tir vong, bao gdm viém da tréc vay, hoi chimg Stevens-
Johnson va hoai tir biéu bi nhidm djc, di duge bdo cdo rit hiém khi lién quan dén viéc sir dung
NSAID. Bénh nhan dudng nhir ¢o nguy co cao nhét gap phai nhitng phén g ndy sém trong qua
trinh di€u tri, phdn 16n cdc treomg hop khi phét phan mg ndy 1 trong thang du didu tri. Nén
ngimg diéu trj khi xuft hién ban da ddu tién, tén thuong niém mac hodic bat ky ddu hiéu qua mén
nao khdc.

Che ddu céc triéu ching nhidm tring co ban

Dexketoprofen ¢6 thé che gidu cic trigu chimg nhidm tring, didu ndy c6 thé din dén viéc tri hoin
viéc bit déu didu trj thich hop va do d6 lam xAu di k&t qua clia nhiém tring. Didu nay

da duge quan sat thdy & cong dong vi khudn méc phai bénh viém phdi va cdc bién chimg do vi
khudn gdy ra bénh thity dau. Khi ding thude ndy dé giam dau lién quan dén nhidm tring,

nén theo ddi tinh trang nhiém tring. O nhimg noi khdng phéi bénh vién, bénh nhin nén tham khio
¥ kién béc s néu céc trigu chimg van ton tai hodic trim trong hon.

Dic biét, thiy dau cé thé 1a nguf‘m géc cha cdc bién chimg nhiém tring mé mém va da nghiém
trong. Cho dén nay, khéng thé loai trir vai trd g6p phén cia NSAID trong viéc lam trAm trong
thém tinh trang nhiém trang ndy. Vi viy, nén tranh sir dung dexketoprofen trong trudmg hop mic
bénh thuy dau.

Théng tin khic
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Cén dic biét than trong & nhitng bénh nhan c6:
- Rdi loan chuyén héa porphyrin bim sinh (vi du rdi loan chuyén hoa porphyrin cép tinh
g con).
- Miét nuée
- Ngay sau cudc phau thuit 16n
Néu bac si cho ring viée didu tri bing dexketoprofen kéo dai 13 can thiét thi can kiém tra chirc
ning gan, than va cong thirc méu thudng xuyén.
Céc phan img qué min cip tinh nghiém trong (vi du nhu séc phan vé) d3 dugc quan st thiy trong
nhirng trrdng hop rét hiém. Phai ngirng diéu tri khi c6 nhitg du hiéu dAu tién ctia phan mg qua
min nghiém trong sau khi diing dexketoprofen. Tily thudc vao céc trigu chimg, mei thi tyc cin
thiét v& mit y té déu phai dugc cdc chuyén gia chim séc sire khoe chuyén khoa thyc hién.
Bénh nhin hen suyén két hop v6i viém miii mén tinh, viém xoang man tinh va/hofdic polyp miii c6
nguy co di g véi axit acetylsalicylic va/hodic NSAID cao hon so vai nhitg ngudi con lai.
Sir dung san pham thuGe nay c6 thé gdy ra con hen hodc co thit phé quan, dic biét & nhitg ngudi
dj ting véi axit acetylsalicylic hofic NSAID (xem phéan chdng chi dinh).
Nén than trong khi ding Dexketoprofen cho nhirng bénh nhin bj rbi loan tao méu, bénh lupus ban
d6 hé thong hodc bénh mb lién két hdn hop.
7. Sir dung thude cho phuy nif ¢é thai va cho con bi:
Dexketoprofen chéng chi dinh trong ba thédng cudi ctia thai ky va cho con bl (xem phén Chéng
chi dinh)
Thai ky
Su trc ché tong hop prostaglandin cé thé anh hudng xéu dén thai ky va/hodc su phét trién cua
phdi/thai nhi. Dit liéu tir c4c nghién ciru dich t& hoc lam ting méi lo ngai vé viée ting nguy co
sdy thai, dj tdt tim va nitt bung sau khi sir dung thuéc trc ché téng hop tuyén tién liét trong thoi
ky ddu mang thai. Nguy co tuyét déi vé di tat tim mach ting tir duéi 1% 1&n khoang 1,5%.
Nguy co dugce cho 13 ting theo lidu hrong va thoi gian didu tri. O dong vat, viée sir dung chit (e
ché téng hop prostaglandin di dugc chitng minh 13 1am ting tinh trang sy thai trude va sau khi
1am 6 va gdy chét phoi thai. Ngoai ra, ty 18 mic c4c di tat khéc nhau bao gdm ca tim mach ting
1én di dugc béo cho & dong vit duoc sir dung chét e ché tdng hop tuyén tién liét trong giai
doan phat sinh co quan. Tuy nhién, cdc nghién ciru trén dong vit voi dexketoprofen khong cho
thiy ddc tinh sinh san. Tir tun thir 20 cia thai ky trér di, viée sir dung dexketoprofen co thé gay
thidu i do réi loan chirc nang thin cia thai nhi. Pidu nay co thé xay ra ngay sau khi bit diu
didu tri va thudmg hdi phuc khi ngimg thudc. Ngoai ra, di c6 béo cdo vé tinh trang co thét éng
dong mach sau khi didu tri trong tam ca nguyét thit hai, hau hét déu khoi sau khi ngimg diéu tri.
Vi viy, trong ba thang diu va ba théang thit hai ctia thai ky, khong nén ding dexketoprofen trir
khi thuce sur can thiét. Néu dexketoprofen duge sir dung bai phy nit dang ¢b ging thu thai hodc
trong ba thang dau va thir hai cia thai ky, nén giir lidu & mirc thép va thdi gian diéu trj cang
ngin cang tot.
Nén can nhic theo ddi trude sinh vé tinh trang thiéu &i va co thét dng d6éng mach sau khi tiép
xic véi dexketoprofen trong vii ngdy ké tir tudn thai thir 20 tr& di. Nén ngimng st dung
Dexketoprofen ndu phat hién thiéu i hodic co thit éng dong mach
Trong ba thang cudi ciia thai ky, tat ca céc chét (rc ché tdng hop tuyén tién liét c6 thé khién thai
nhi:
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e Poc tinh trén tim phdi (co thit/déng sém Sng dong mach va ting huyét ap phédi)
e R&i loan chire ning than (xem & trén)
Ngudi me va tré so sinh vao cubi thai ky:

o C6 thé kéo dai thoi gian chiy méu, téc dung chéng dong méu co thé xay ra ngay ca & liéu

rét thip.

o Ut ché co bép tir cung din dén chuyén da cham hodic kéo dai.

Phu nir cho con ba
Chura 15 dexketoprofen ¢o bai tiét qua sita mg hay khéng. Dexketoprofen chéng chi dinh trong
théri gian cho con bi (Xem Chéng chi dinh)
Kha ning sinh san
Ciing nhu cdc NSAID khéc, viée sir dung dexketoprofen co thé 1am giam kha néng sinh san &
phu nir va khdng dugc khuyén ¢do & nhimg phy nir dang ch géng thy thai. O nhitng phu nir gip
khé khiin trong viéc thy thai hodc dang diéu trj vé sinh, nén cin nhiic vide ngimg sir dung
dexketoprofen.
8. Anh hwéng ciia thubc 1&n kha ning 14i xe, vin hinh miy méc:
Dexfen cé thé anh hudng nhe dén kha ning van hianh mdy méc tiu xe do c6 thé gdy tic dung
khéng mong mudn 13 chéng mit, rbi loan thi gidc, budn ngi. Néu ban nhin thiy nhitmg déu higu
ndy, khong nén I4i xe hay sir dung méy méc cho dén khi céc triéu chimg bién mit. Can tham khdo
¥ kién bac si.
9. Twong tac, twong ky cia thudc:
# Twong tac ciia thube
Céc twong tac sau day ap dung doi véi thude chong viém khéng steroid (NSAID) néi chung:
Cic thubc khdng nén sir dung ciung:

- Céc NSAID khéc (bao gdm thude tre ché chon loc cyclooxygenase-2) va salicylat lidu cao (>
3 g/ngay): Ding nhiéu NSAID cing nhau c6 thé 1am ting nguy co loét va xudt huyét dudmng
tiéu héa do tac dung higp dong.

- ThuSc chéng déng méu: NSAID c6 thé 1am ting tic dung ciia thubc chéng d6ng mau, ching
han nhu warfarin (xem phﬁn Cénh bao va thin trong), do dexketoprofen gﬁn két véi protein
huyét twong cao va trc ché chirc ning tiéu clu ciing nhu tén thwong niém mac da day ti
tring. Néu khong thé trénh duge su két hop, cén tién hinh quan sit 1dm sang chit ché vi
theo doi cAc gid tri xét nghiém.

- Heparin: Téng nguy co xuét huyét (do vre ché chirc niing tidu cau va tén thuong niém mac da
day t4 trang). Néu khong thé tranh duge sy két hop, ¢in tién hanh quan sat 14m sang chat ché
va theo doi cdc gid tri xét nghiém.

- Corticosteroid: Tang nguy co loét hodc chay méu dudng tiéu hoa (xem phan Cénh bdo va
thén trong).

- Lithium: NSAID Idm ting ning d lithium trong méau, c6 thé dat dén gia tri doc hai (giam
bai tiét lithium qua thin). Do d6, thong s0 ndy can dugc theo dai trong qua trinh bét dau,
didu chinh va chdm ditt diéu trj bang dexketoprofen.

- Methotrexate, ding lidu cao tir 15 mg/tudn trr 1én: lam ting doc tinh v& huyét hoc cia
methotrexate do gidm d9 thanh thai qua thin cta cac thude chdng viém néi chung.

- Hydantoines va sulphonamides: Pc tinh cia cdc chét nay c6 thé ting 1én
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Ciic thudc ciin thin trong khi sie dung ciing:

- Thude 1gi tiéu, thudc frc ché men chuyén angiotensin (thudc e ché men chuyén), khang sinh
aminoglycoside va thudc ddi khang thu thé angiotensin II (ARB): dexketoprofen c6 thé lam
giam tac dung cia thubc 1¢i tidu va thubc ha huyét 4p. O mot sé bénh nhan bi tén thuong
chirc ning than (vi dy, bénh nhian mit nu6c hodc bénh nhin cao tudi bi ton thuong chirc
niing thén), vigc sir dung ddng thoi céc thubc e ché cyclooxygenase va thude e ché ACE
hoic thubc d6i khang ARB hoic khéng sinh aminoglycoside ¢6 thé 1dm niing thém tinh trang
suy giam chirc nidng than thudng c6 thé hdi phuc. Néu két hop dexketoprofen va thude lgi
tiéu, cdn dam bao ring bénh nhan duge cung cip di nude va cin theo ddi chire nang than khi
bat diu diéu tri (xem phén Cianh béo va thén trong).

- Methotrexate, ding & lidu thip, dudi 15 mg/tuan: thudc chdng viém néi chung lam ting ddc
tinh v& huyét hoc cila methotrexate do giam d6 thanh thai & thin. Trong nhimg tuan dau tién
diéu trj khép, cin theo ddi cin than sb lrong huyét hoc. Viéc gidm sat sé dugc tdng cudng
ngay ca khi chirc ning thin bj thay déi nhe, ciing nhur & nhitng bénh nhén cao tudi.

- Pentoxifylline: ting nguy co chiay médu. Viéc gidm sat 1am sang s€ dwgce tang cuong va thoi
gian chay mau s& dugc xem xét thudng xuyén hon.

- Zidovudine: ting nguy co nhiém doc huyét hoc do tac dong 1én hong ciu ludi, din dén thiéu
mau trAm trong mot tudn sau khi bt ddu diéu tr bing NSAID. Kiém tra cong thirc mu toan
phén va s6 lugng hdng ciu ludi tir mot dén hai tudn sau khi bat dau dicu tri bang NSAID.

- Sulfonylurcas: NSAID cé thé lam ting tac dung ha dudmg huyét cia sulfonylurea bing céch
chuyén vi tri géin két véi protein huyét twong,

Ciic thubc cin liwu ¥ khi siv dung cing:

- Thube chgn beta: didu tri biing NSAID c6 thé 1am gidm téc dung ha huyét &p do tc ché tong
hop tuyén tién ligt.

—Clclosponn va tacrolimus: Péc tinh trén thin cé thé ting 1én do NSAID do tac dung qua
trung gian cua prostaglandin & thin. Cin theo ddi chirc ning thdn trong qué trinh diéu trj
phéi hop.

- Thudc tiéu huyét khéi: ting nguy co chay mau.

- Thude chéng tidu chu: lam ting nguy co loét hodc chiy méu dudmg tiéu héa (xem phin Canh
béo va than trong).

- Thudc e ché téi hip thu serotonin ¢6 chon loc (SSRI): ting nguy co xuit huyét tiéu hoa
(xem phén Canh béo va thin trong)

- Probenecid: c6 thé lam ting ndng d¢ dexketoprofen trong huyét twong; Sy tuong tic ndy cé
thé 12 do co ché tre ché & mirc @9 bai tiét & dng than va lién hop glucuron va can phai didu
chinh li¢u dexketoprofen.

- Glycoside tim: NSAID c¢6 thé 1am ting ndng dé glycosml tim trong huyét tong,

- Mifepristone: V& mit 1y thuyét c6 nguy co ring céc chét trc ché tong hop prostaglandm lam
thay déi hidu qua cha mifepristone. Bing chimg khoa hoc han ché cho thay rang viéc st
dung déng thei NSAID vio ngdy dung prostaglandin khéng c6 tac dong bit loi 1én tac dung
ctia mifepristone hodc prostaglandin d6i v&i sy chin mudi cé tir cung hodc sy co bop tir cung
va khong lam giam hiéu qua cua viée ngimg thuoc.

- Khang sinh Quinulone: Di¥ ligu trén dong vét chi ra ring lidu cao quinolone két hop véi
NSAID c6 thé 1dm tang nguy co co giat.

- Tenofovir; Sir dung déng théi véi NSAID c6 thé lam ting nito uré va creatmme huyét
twong. Can theo déi chirc ning than dé theo ddi tac dung higp dong tiém 4n déi véi chire
néng than.
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- Deferasirox: St dung ddng thai véi NSAID c6 thé 1am ting nguy co nhiém déc dudong tidu
héa. Cin phai theo ddi 14m sing chiit ch& khi két hop deferasirox véi cac cht nay.

- Pemeterxed: sy két hop véi NSAID c6 thé 1am giam thai trir pemetxed, vi ly do nay nén than
trong khi ding NSAID liéu cao. O nhitng bénh nhan suy than nhe dén trung binh (d¢ thanh
thii creatinin 45 dén 79 ml/phat), nén tranh ding pemetxed ddng thdi véi NSAID trong 2
ngay trudc va 2 ngay sau khi ding pemetxed.

% Twong kx clia thude

Do khéng c6 céc nghién ciru vé tinh twong ky cia thudc, khong tron lan thude nay vdi céc

thude khdc.

10, T#c dung khong mong mudn ciia thude
Céc tac dung phy dwge béo céo it nhét ¢6 thé lién quan dén dexketoprofen trong céc thir nghiém
1am sang, ciling nhr cic tdc dung phu duge bdo cdo sau khi dua thude dexketoprofen ra thi
trudng, duge trinh bdy dudi ddy, duge phéan loai theo hé¢ théng co quan va duge sip xép theo

tAn sut:
H¢ thong co Thwing gi it gip Hiém gip Rit hiem
quan (> 1/100 dén (>1/1.000 dén | (>1/10.000 dén | gip (<1/10.000)
<1/10) <1/100) <1/1.000)
Roi loan hé v A
bach huyét
Phéan tmg phan
HigmEe | Phi thanh quén | vé, bao gom séc
thong mien dich L =M
phén v¢
Roi loan chuyén
héa va dinh - --- Chan an -
dudng
Roi loan tAm T 2
thin --- Mat ngj.l, lo lang | --- ---
Roi loan hé e Pau dau, chéng [ . . B
thin kinh mit, budn ngil FORES Pl s
Roi loan mat - — --- M& mit
‘ - - b
Roi loan tai va X Chéng mit o, T ta
mé cung
| Roilogn tim [ --- Dénh trong nguc | - Nhip tim nhanh
ﬁ éluloan ogeh | Noéng bing Tang huyét ap Huyét 4p thip
Rdi loan hé hip g £
" - i Co thiat phe
ngire va trung --- - Kho thd quan, khé thér
thit ,
Budn - Loét da day, xuat
R#i loan tiéu va/hodc non, dau V,l - d? dax,ﬂt"m hu.yet Gh  day, 2
héa : than 4 ik b?n, khé miéng, | thung da day Viém tuy
iy ¥ | dly hoi (Xem Canh béo
va thén trong)
Roi loan gan 1y ik Tén thuong té I
mat bao gan K
£ Nbi mé day, mun £l ehin
Roilogndava | Phat ban trim A é’ tin Steven Johnson,
mé duéi da g B | hoai tir biéu bi
tiét md hoi

nhiém doc (hoi
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chimg  Lyell),
phi mach, phu
mdt, phan ing
nhay cam véi
anh sang, ngira

Roi loan co
xuong va mo - - Pau lung ==
lién két

Suy thin cdp | Viém thin hoic
i At tinh, hdi ching thin
da niéu hu

Réi loan thén
va tiét nifu

R&i loan kinh

Réi loan h¢ sinh R ik nguyét, réi loan | ---

ianvd v tuyén tién ligt i)
Mét moi, dau
Réi loan chung | --- gl;uc,]zl;inhﬁcg Phi ngoai bién -—
chiu toan thin
Chi so xét Xét nghiém gan
| nghigm i Ly bt thudmg

= Nguy co huyét khéi tim mach (xem thém phan Canh bao va théan trong)
11. Qua lidu va céch xir tri
Tri€u chimg sau khi ding qud liéu chwra duge biét. Cdc san phim thudc tuong tr da gy ra cac i
loan vé dudng tiéu héa (nén mira, chan n, dau bung) va thin kinh (budn ngu, chéng mit, mét
phuong huéng, nhic dau).
Trong trudmg hop vé tinh hodc udng qué nhiéu, ngay 18p tirc tién hanh diéu trj triéu chimng tiy theo
tinh trang 14m sang ciia bénh nhin. Nén sir dung than hoat tinh néu ngudi 16n hoiic tré em udng
hon 5 mg/kg trong vong mét gio.
Dexketoprofen trometamol c6 thé dugc loai bo bing thim phan
12. Die tinh dwgc lyc hoc
Nhém dwoc I¥: ThuSc khang viém NSAIDs, din xut acid propionic.
Mi ATC: MO1AEL7
Dexketoprofen trometamol 13 mubi tromethamin cia acid propionic 8-(+)-2- (3-benzoylphenyl),
mdt loai thubc gidm dau, ha sdt, chéng viém va thude nhém thubc chéng viém khéng steroid
(MO1AE).
Co ché téc dung
Co ché thc dyng cia thube chéng viém khong steroid c6 lién quan dén viéc giam tdng hop
prostaglandin bﬁng cach irc ché con dudng cyclooxygenase. Cu thé, e ché sy chuyén ddi acid
arachidonic thanh endoperoxid vong, PGG2 va PGH2 san xuflt ra c4c loai tién chit PGE], PGE2,
PGF2a, PGD2, PGS2 va thromboxan (TxA2). Hon nita, sy trc ché tong hop prostaglandin ¢6 thé
dnh huémg dén céc chét trung gian gdy viém khéc nhu kinin, gidn tiép bd sung cho tic dyng tryc
tiép gy viém,
Téc dung duoe luc hoc
Dexketoprofen di duge chimg minh 13 chét e ché hoat déng COX-1 va COX-2 & dong vit thi
nghiém va ngudi.
Higu qua 1am sang va an toan

=

e =
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Céc nghién ctru 1dm sang thyre hién trén mot s6 mé hinh dau di chimg minh tic dung gidm dau
higu qua cia dexketoprofen. Téc dung gidm dau dat dwoc trong mot s6 nghién ciru khoang 30 phut
sau khi ding thu6e. Téc dung gidm dau kéo dai trong 4 dén 6 gio.

13. DPic tinh dugce djng hoc

Hip thu

Sau khi ubng dexketoprofen trometamol, Cmax dat dugc sau 30 phut (khoadng 15 dén 60 phut).
Khi ding dbng thoi véi thire &n, AUC khong thay déi, tuy nhién Cmax ciia dexketoprofen gidm va
tSc d6 hép thu bj giam (ting tmax).

Phan b

Théi gian bén phin bd va thai gian ban thai trir cua dexketoprofen 1in lwot 1a 0,35 va 1,65
gir. Cling nhu céc loai thudc khéc co lign két protein huydt twong cao (99%), thé tich phan bd
trung binh dudi 0,25 lit/ kg.

Trong céc nghién ciru duge déng hoe da lidu, cho thiy ring AUC sau lan dung cubi cung khong
khéc biét so vai thu dwge sau mot lidu duy nhét, thé hién khong c6 sy tich lity thude.

Chuyén hoa va thii trir

Sau khi ding dexketoprofen trometamol, chi thu dugc dong phin dang S - (+) trong nudc tiéu,
chimg 6 ring khong c6 sir chuyén ddi ndo dbi véi ddng phén dang R - (-) xdy ra .

Con dudng thai trir chinh ctia dexketoprofen 1a lién hop glucuronic, va sau do 1a bai tiét qua than.
14. Quy cich déng gbi: Hop 3 vix 10 vién

15. Piéu ki¢n bdo quan, han dimg, tidu chuéin chit lrgng ciia thubce

Biéu kién bdo quan: Noi kho mat, nhi¢t do dudi 30°C, tranh anh sang

Han ding: 30 thang ké tir ngay san xuét

Tiéu chudn chat heong: TCCS

16. Tén, dia chi ciia co s& sén xufit thude:
CONG TY CO PHAN DUQC HA TiNH

$6 167, dwong Ha Huy Tép, phudng Nam H4, thanh phé Ha Tinh,
tinh IT4 Tinh, Viét Nam.

HADIPHAR
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