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T hwéng dan siv dung thude

NAPROXEN MCN 250 EC

Vién nén bao phim tan trong rugt

Dé xa tam tay tré em.

Poc ki hwéng din siv dung trurée khi dung.

THANH PHAN

- Thanh phin duge chéit: Naproxen 250 mg.

E Thanh phén ti dwee: Natri lauryl sulfat, povidon K30, cellulose vi tinh thé 101, natri
croscarmellose, magnesi stearat, eudragit L.100-55, PEG 6000, titan dioxyd, talc.

DANG BAO CHE, MO TA SAN PHAM
Vién nén bao phim tan trong rudt.

Vién nén hinh caplet, bao phim mau tréng, hai mat 16i, tron, canh va thanh vién lanh lan.

CHI PINH

Puoc chi dinh cho ngudi 16n trong viée diéu tri cac bénh ly sau: Diéu tri viém khép dang the”ip, thoai
héa khép (viem khép thodi héa), viem cot sdng dinh khép, rbi loan co xuong cap tinh (nhu bong
gén va cang co, chin thuong truc tiép, dau xworg cut, viém cot song cb, viém gan va viém co xo)

va dau bung kinh.

LIEU DUNG, CACH DUNG

Liéu ding

Tac dung khong mong mudn ¢6 thé dugce giam thiéu bang cach ding lidu thap nhit c6 hidu qué trong
thoi gian ngan nhat dé kiém sodt triéu ching.

Nguwoi l6n

Viem khop dane thép, viem xuong khép va viém cot song dinh khop

Lidu théng thudong: 500 mg — 1 g, dung 1 1an/ngay hodc chia 2 1in cach nhau mdi 12 gio.
Trong céc giai doan cép tinh sau, nén ding lidu khoi ddu 750 mg hodc 1 g/ngay:

- Bénh nhén dau dir di vao ban dém/hoac ctirng khép vao budi sang.

- Bénh nhan chuyén sang dung naproxen tir mt thudc chéng viém lidu cao khéc.

- Trong bénh thoai hda khép trong dé dau 14 triéu chimg noi bat.

Réi loan co xwong cdp tinh va dau bung kinh

Liéu ban diu 500 mg, sau d6 ding 250 mg cach mdi 6 - 8 gid néu cn, v6i liéu téi da hang ngay sau
ngdy dau tién 1a 1250 mg.

Nguwoi cao tudi
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Té hwéng dén si dung thude

Nghién ciru cho thiy tong nbng d6 naproxen trong huyét twong khong d6i, nhung ty I& naproxen
dang khong lién két v6i protein huyét trong lai ting 1én & ngudi cao tudi. Y nghia l4m sang van
chua duoc biét ro. Nén thin trong, ding lidu thdp nhét co higu qua trong thoi gian ngan nhat c6 thé
vi bénh nhén cao tudi d& gip tac dung phu hon. Theo dai thuong xuyén tinh trang xuét huyét tiéu
héa khi diéu tri bing NSAID. V& téc dung gidm thai trir & ngudi cao tudi, xem muc “Canh béo va
than trong”.

Tré em

Khéng khuyén cdo str dung trong bét ky chi dinh ndo khac & tré dudi 16 tudi.
Suy thin/gan

Nén cén nhic dung lidu thip hon & bénh nhan suy than hodc suy gan. Chéng chi dinh & bénh nhan
¢6 do thanh thai creatinin (Cler) ban dau duéi 30 ml/phut vi da thdy sur tich lity céc chat chuyén hoa
naproxen & bénh nhan suy thén nidng hodc dang chay thén nhan tao.

Pénh gia dinh ky va ngtmg didu tri néu khong cd loi ich hodc xay ra tinh trang khong dung nap.
Cach dung

Dung dudng udng. Nén ubng ciing hodc sau khi 4n, Udng nguyén vién, khong duge nghién nat hay

bé vién.

CHONG CHI PINH

Pang hodc c6 tidn sir loét da day t4 trang hogic xudt huyét tiéu héa tién trién (> 2 lan loét hogc xuat
huyét da duge chin dodn). Tién sir xuét huyét hogic thing dudng tiéu hoa, lién quan dén viée didu
tri bang NSAID trude do.

Qu4 mén véi naproxen, naproxen natri hodc bt ky t4 duge nao. Do c6 kha ning xdy ra phan tmg di
tmg chéo, khong nén dung naproxen cho bénh nhén dang sir dung aspirin hodc cac thudc khang
viém/giam dau khong steroid khac (NSAID) gy ra hoi ching hen suyén, viém miii, polyp miii hodc
n6i may day. Nhimg phan tng ndy c6 kha nang gdy tir vong. Phan Gmg dang phan v€ nghiém trong
v6i naproxen di dugce bdo cdo ¢ nhitng bénh nhén nay.

Suy thdn, gan hogc tim nang.

Chéng chi dinh ding naproxen trong ba théng cudi ctia thai ky

CANH BAO VA THAN TRONG KHI DUNG THUOC

Céac tac dung khong mong mudn c6 thé duoc giam thiéu bang cach st dung lidu thdp nhit c6 hidu
qua trong thoi gian ngén nhét dé kiém soat triéu chimg. Bénh nhén diéu trj 1au dai véi NSAID nén
duge gidm sat y té thuong xuyén dé theo dai cAc tac dung phu.

Ngudi cao tudi va/hoic bénh nhan suy nhuoce dic biét nhay cam véi tac dung phu clia NSAID, nhét
14 xuAt huyét va thing dudng tidu hoa, ¢6 thé giy tir vong. Khéng nén sir dung NSAID kéo dai &
nhitng bénh nhan nay. Khi cin diéu tri kéo dai, bénh nhan can duge téi kham thuong xuyén.
Naproxen ¢o thé lam ha sbt va giam viém, do d¢ lam giam di vai trd cia céc triéu chimg nay trong
chén do4n 14m sang.

Co thét phé quan c6 thé xay ra & b¢nh nhan dang hoiic ¢6 tién sir hen phé quan hodc bénh dj ing.
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Té hwéng dén sir dung thude

Gibng nhu cde NSAID khéc, c6 thé 1am ting mot hoc nhidu xét nghiém chirc nang gan. Nhiing bt
thuong nay co thé 1a do qua man hon 1a do nhiém doc truc tiép. Phan tng gan nghiém trong, bao
gbm vang da va viém gan (mdt sb gy tir vong) ¢i duge bdo cdo véi naproxen va cic NSAID khac.
Phan Umg chéo cling dugc bao céo.

Naproxen lam giam két tap tiéu cdu va kéo dai thoi gian chay mdu. Can luu y dén tac dung nay khi
xdc dinh thoi gian chay mau.

Mic du tinh trang gift natri chua dugc bao cdo, nhung nhirng bénh nhén nghi ng& hodc ton thuong
chirc ndng tim c6 thé c6 nguy co cao hon khi ding naproxen.
Xu#t huyét, loét va thiing dwdng tiéu héa |
Xuét huyét, loét hodc thiing dudng tiéu hoa, c6 thé gdy tr vong, da dugce bdo cdo voi tat ca cac
NSAID vao bét ky thoi diém nao trong qua trina diu tri, ¢6 hogic khong c6 triéu chimg canh béo
hodic ¢6 tién st bién cb nghiém trong & dudng tiéu hoa.

Nguy co xuét huyét, loét hodc thung dudng tiéu héa cao hon khi ting licu NSAID, & nhitng bénh
nhén cé tién sir loét, diic biét néu c6 bién chimg xudt huyét hodc thing va & nguoi cao tudi. Nhimng
bénh nhan nay nén bét ddu diéu tri v6i liéu thip nhat hién c6. Nén xem xét diéu tri két hop voi cde
thudc bao vé (nhu misoprostol hodc thude tre ché bom proton) cho nhém dbi tuong nay va ca bénh
nhan ding ddng thoi aspirin lidu thip hodc cac thude khac lam tang nguy co trén duong tiéu hoa.
Bénh nhan c6 tién sir bién ¢ dudng tiéu hoa, dic biét la nguoi cao tudi, nén béo cao bat ky tridu
chimng bét thudmg ndo & bung (ddc biét 1a xuét huyét tiéu hoa), nhit 1a trong giai doan dau diéu tri,
Cén than trong & bénh nhan ding ddng thoi cac thude 6 thé lam ting nguy co loét hogc xudt huyét,
ching han nhu corticosteroid dudng udng, thuéc chéng déng méau nhu warfarin, thude Ge ché téi hép
thu serotonin ¢6 chon loc (SSRI) hodc thude chdng két tip tidu cAu nhu aspirin.

Néu xy ra xuat huyét hotic loét dudng tiéu héa ¢ bénh nhan ding naproxen, nén nging diéu tri.
Nén thén trong khi diing NSAID cho bénh nhén ¢6 tién sir bénh duong tidu héa (viem loét dai trang,
bénh Crohn) vi ¢6 thé 1am trAm trong thém tinh trang bénh.

Téc dung trén than

Pi ¢6 bao céo vé tinh trang suy giam chirc ning than, suy than, viém than k& cép tinh, tiéu ra mau,
protein ni€u, hoai tir nh(i than va doi khi la hoi chimg thdn hu lién quan dén naproxen.

Suy thin lién quan dén gidm tong hop prostaglandin

Str dung NSAID c6 thé lam giam sy hinh thanh prostaglandin phu thudc vao lidu, c6 ti’lé dan dén
suy thdn. Bénh nhan ¢6 nguy co cao nhit gdm suy giam chirc ning than, suy tim, rbi loan chirc ning
gan, nhitng ngudi dang ding thudc loi tiéu, thube tre ché men chuyén angiotensin (ACEi), thudc d6i
khéng thy thé angiotensin-II (ARB) va ngudi can tubi. Can theo ddi chitc ning than & nhimg bénh
nhén nay.

St dung ¢ bénh nhén suy gidm chire nang thin

Naproxen thai trir chu yéu qua nude tiéu thong qua loc ciu than (95%), nén hét strc than trong,
thudng xuyén theo d&i ndng dd creatinin huyét va/hode Cler khi ding ¢ bénh nhan suy thén. Bénh
nhén can duoc cung cp du nude. Chéng chi dirh naproxen & bénh nhan ¢6 CICr ban dau dudi 30
ml/phut.
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To hwéong din siv dung thube

Chay than nhan tao khong lam giam ndng do naproxen trong huyét twong do mirc do gan két cao
vO1 protein.

M5t s6 bénh nhén, dic biét 1a ngudi ¢6 lvu luong méu qua than bi anh hudng, nhu suy giam thé tich
ngoai bao, Xo gan, han ché natri, suy tim sung huyét va bénh than tir trude, nén duge danh gia chie
ning than trude va trong khi diéu tri bing naproxen. Mot s6 nguoi cao tudi va bénh nhan sir dyng
thubc loi tidu c6 thé bi suy giam chire ning than. Nén cin nhéc giam liéu dé tranh khd ning tich liy
qué muc cac chat chuyén hoa naproxen & nhitng bénh nhan nay.

St dung ¢ bénh nhén suy giam chirc nang gan

Bénh gan man tinh do rugu va cic dang xo gan <hac lam giam t6ng nbng do naproxen trong huyét
tuong, nhung ndng do naproxen tu do lai ting lén. Y nghia lam sang vén chua dugc biét 15 nhung
nén thén trong, st dung lidu thép nhét c¢6 hiéu qua. '
Huyét hoc

Bénh nhan bi roi loan dong méu hodc dang diéu tri bang thudc chéng dong nén duge theo doi can
than. Bénh nhén c6 nguy co chay mau cao hodc dang ditu tri chéng déng mau toan phan (nhu dan
xuét dicoumarol) c6 thé ting nguy co chiay méu néu dung ddng thoi naproxen.

Phan wng phan vé (dang phin vé)

Phan tng qui mén c6 thé xay ra & bénh nhan nhay cam. Phan ing phan vé (dang phan, v¢) c6 thé
Xdy ra & ca bénh nhén c6 va khong co tién sir qua man voi aspirin, cdc NSAID khac hodc céac san
pham c6 chira naproxen. Ciing cé thé xay ra & ngrdi c6 tién sir phit mach, phan tGng co thit phé quan
(vi du hen suyén), viém miii va polyp mii. Phan tmg phan vé, nhu s6c phan vé, ¢o thé gy tir vong.
Steroid

Néu giam hodc ngung steroid trong qué trinh diéu tri, nén gidm liéu steroid tir tir va bénh nhén phai
duoc theo dai chit ch& dé phat hién bét ky bang chimg nao vé tic dung phu, bao gbm suy tuyén
thuong than va 1am trdm trong thém céc triéu chimg viém khop.

Tac dyng trén miit

Céc nghién ctru khdng cho thiy nhiing thay ddi & mét do str dung naproxen. Mot s6 it truong hop,
cée ri loan & mét bao gdm viém nhu, viém day than kinh thi gidc sau nhan cdu va phu gai thi da
duoc bao cao & ngudi str dung NSAID bao gdm naproxen, mac di mdi quan hé nhan qua khong thé
duoc thiét lap. Do d6, bénh nhén 161 loan thi gidc trong qué trinh diéu tri béng naproxen nén duoc
kham nhén khoa.

Nguy co huyét khéi tim mach

Cac thube chdng viém khong steroid (NSAIDs), khéng phai aspirin, ding dudng toan than, cé thé
lam tdng nguy co xuét hién bién cd huyét khéi tim mach, bao gbm ¢ nhdi mau co tim va dot quy,
c6 thé din dén tir vong. Nguy co ndy c6 thé xuét hién sém trong vai tun dau diing thude va cé thé
ting 1én theo thoi gian dung thude. Nguy co huyét khéi tim mach duge ghi nhan chu yéu & liéu cao.
Béc si can danh gi4 dinh ky sur xuéit hién cua céc bién ¢d tim mach, ngay ca khi bénh nhan khong c6
céc triéu chimg tim mach trude d6. Bénh nhan ¢dn duoc canh bdo vé céc tridu ching cta bién cb
tim mach nghiém trong va cAn thim kham béc singay khi xuat hién c4c trigu ching nay.
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Pé giam thiéu nguy co xudt hién bién ¢ bét lgi, cAn st dung NAPROXEN MCN 250 EC ¢ liéu
hang ngay thip nhat c6 hiéu qua trong thoi gian ngén nht c6 thé.

Tic dung lén tim mach va mach mau niao

Cén theo d6i va tu van thich hop cho bénh nhén ¢6 tién st ting huyét 4p va’hodc suy tim sung huyét
nhe dén trung binh vi tinh trang gift nuée va phu né da dwoc béo cdo khi diéu tri bing NSAID.

Dir liéu 14m sang va dich t€ hoc cho thdy cac coxib va mot s6 NSAID (dic biét & liéu cao va lau dai)
¢6 thé 1am tiang nhe nguy co bién ¢b huyét khéi dong mach (nhu nhodi mau co tim hodc dot quy).
Mic du dir liéu cho thdy dung naproxen (1000 mg/ngay) c6 nguy co thdp nhung khong thé loai trir.
Bénh nhén ting huyét 4p khong kiém soat, suy tim sung huyét, bénh tim thiéu mau cyc bg, bénh
dong mach ngoai bién va/hodc bénh mach mau nio chi nén diéu tri bang naproxen sau khi can nhéc
cén than. Cin cén nhic tuong tu trude khi bat dau diéu trj dai han cho bénh nhan c6 yéu td nguy co
bién c6 tim mach (vi du ting huyét ap, tang lipid méu, dai thao dwong, hut thude 14).

SLE va bénh mé lién két hon hop

O bénh nhan méc bénh lupus ban dé hé théng (SLE) va rbi loan mo lién két hdn hop c6 thé ting
nguy co viém mang ndo vo khuan.

Da liéu

Céc phan g da nghiém trong, mot s6 gly tir vong, bao gbm viém da tréc vay, hdi chimg Stevens-
Johnson va hoai t&r biéu bi nhiém ddc, cac phan tng thude vai ting bach cAu 4i toan va hoi chirng
DRESS toan than di duoc bao cdo rat hiém khi (ién quan dén viéc sir dung NSAID. Bénh nhan c6
nguy co cao nhét trong giai doan dau diéu tri, phén 16n truong hop khéi phat cic phan Gmg ndy trong
thang déu didu trj. Nén nglmg st dung naproxen khi xufit hién ban da, t6n thuong niém mac hodc
bat ky ddu hidu qua min nao khic. Néu bénh nhén phat hién hoi chimg Stevens-Johnson, TEN hogc
DRESS khi sir dung NAPROXEN MCN 250 EC, phai ngung diéu tri vinh vién va khong duge tai
didu tri v6i naproxen.

Phéi hop véi cac NSAID khae
Khong nén phdi hop cac san pham c¢6 chita naprexen va cac NSAID khac, bao gdm ca thude e ché
chon loc eyclooxygenase-2 (COX-2), vi ¢6 nguy co tich 1y thudc, gy ra cac tac dung phu nghiém

1

trong lién quan dén NSAID.
T4 dwge

San phdm nay chira it hon 1 mmol natri (23 mg) mdi vién, nghia la vé co ban 1a 'khong chira natri'.

SU'DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Phu niv ¢ thai

Sy tre ché tdng hop prostaglandin ¢ thé anh huong xéu dén thai ky va/hodic sy phat trién cla
phdi/thai nhi. Dt li¢u tir cdc nghién ctru dich t& hoc cho thay nguy co sy thai, di tat tim va nguy co
thoat vi thanh bung tang lén sau khi str dung thube e ché tong hop prostaglandin trong thei ky dau
mang thai. Nguy co tuyét ddi vé di tat tim mach tang tir duoi 1% 1én khoang 1,5%. Nguy co dugc
cho 12 ting theo liéu luong va thoi gian diéu tri. O dong vat, viéc sir dung chit trc ché tong hop

prostaglandin da dugc chimg minh 1a lam tang mét phoi trude va sau khi lam t6 cling nhu chét phoi
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thai. Ngoai ra, ty 1é méc céc di tat khac cling ting 1én, bao gom ca tim mach, da dugc béo cdo ¢ dong

vt sir dung chét tre ché tong hop prostaglandin trong giai doan hinh thanh co quan.

T tuén thtr 20 cia thai ky, viée st dung naproxen c6 thé gay thiéu bi do rdi loan chirc ning thin

clia thai nhi. Diu nay c6 thé xay ra ngay sau khi bit dau diéu tri va thuong hoi phuc khi ngimg

thube. Ngoai ra, di c6 bao cdo vé tinh trang co that dng dong mach khi diéu trj trong ba théng gilta

thai k¥, hiu hét déu khoi sau khi thube. Vi vay, trong ba thang dau va ba thang gitra cua thai ky,

khong nén ding naproxen trir khi thue sy cén thiét.

Néu str dung naproxen cho phu nit dang cb ging thu thai hodc trong ba théng dau va gitra cua thai

ky, nén gitt lidu & mac thdp va thoi gian diéu tri cing ngén cang tot. Nén cin nhéc theo dai trude

sinh vé tinh trang thiéu i va co thit 6ng dong mach khi ding naproxen tir tudn thai thir 20 tré di.

Nén nging st dung naproxen néu phat hién thiéu 6i hoac co that dng dong mach.

Trong ba thang cudi thai ky, tit ca céc chét tic cké tong hop prostaglandin co thé khién thai nhi:

- Déc tinh trén tim phdi (co thit/déng sém dng dong mach va tang huyét 4p phoi).

- R&i loan chite nang than.

Khién me va thai nhi & cudi thai ky:

- C6 thé kéo dai thoi gian chay méu, tac dung chéng két tap tiéu clu co thé xay ra ngay ca & lidu
rat thip.

- Ut ché co bép tir cung din dén chuyén da chdm hoic kéo dai

Do dd, naproxen bi chéng chi dinh trong ba théng cubi thai ky.

Phu nir cho con bi

Naproxen da duoc tim thiy trong stra ctia phu n dang cho con bu. Nén tranh str dung naproxen &

bénh nhéan dang cho con bu.

Kha ning sinh sin

Viée st dung naproxen, ciing nhu bat ky loai thube nao c¢6 tée dung e ché tdng hop

cyclooxygenase/prostaglandin, c6 thé lam giam kha ning sinh san va khong duge khuyén céo & phy

nit dang b géng thu thai. O phu ntt gép kho khén trong viée thy thai hodc dang diéu tri v6 sinh, nén

cén nhiic nglmg sir dung naproxen.

ANH HUGNG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Mdt s& bénh nhan c6 thé cam thiy budn ngu, chong mit, chodng vang, mat ngu, mét moi, rbi loan
thi gidc hodc trdm cam khi stt dung naproxen. Néu bénh nhan gip phai nhiing tic dung khdng mong
mudn nay hodc tuong tu thi khéng nén lai xe hodc van hanh may moc.

TUONG TAC, TUONG KY CUA THUOC

Twong tdc thubce

Dung déng thoi thude khéng acid hogc cholestyramin cd thé 1am cham sy hép thu naproxen nhung
khong anh huéng dén mtc do hp thu. Dung dong thdi véi thirc an c6 thé 1am cham sy hap thu

naproxen nhung khéng anh huong dén murc do hap thu.
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Do naproxen gfin két cao véi protein huyét tuong, bénh nhan dung ddng thoi hydantoin, thude chong
dong mau, NSAID khéc, aspirin hogc sulfonamid gén két cao voi protein nén duge theo doi dau hiéu
qua lidu cua cac thudc nay. Bénh nhan dung ddng thoi NAPROXEN MCN 250 EC va hydantoin,
sulfonamid hodc sulfonylure nén duoc theo dai dé diéu chinh lidu néu can.

Viéc dung NSAID véi thude chdng dong méu nhu warfarin hodc heparin dugc coi la khong an toan
trir khi 6 su gidm sat y té truc tiép, vi NSAID c6 thé tang tac dung cua thude chéng déng mau.
Acid acetylsalicylic: Dir liéu dugc luc hoc lam sang cho thdy viéc str dung naproxen dong thoi trong
hon mot ngdy lién tuc ¢6 thé e ché téc dung ctaacid acetylsalicylic liéu thap déi v6i hoat ddng clia
tidu cAu va su e ché nay c6 thé kéo dai dén vai ngay sau khi nglimg naproxen. Su lién quan lam
sang cua tuwong tac nay chua duoc biét.

Cic thube giam dau khac bao gom thude tre ché chon loc COX-2: Tranh sir dung dong thoi hai hodc
nhidu NSAID (bao gdm ca aspirin) vi ¢é thé 1am ting nguy co tic dung phu.

Khong c6 trong tac ndo duge quan st thiy trong cac nghién ctru 1dm sang véi naproxen va thude
chéng d6ng mau hodc sulfonylure, tuy nhién vAr nén thén trong vi da thdy tuong tic véi cac thude
khong steroid khac thudc nhoém nay.

Cén than trong khi dung dong thoi naproxen véi thudc loi tiéu vi ¢6 thé 1am gidm tac dung loi tiéu.
Tac dung bai niéu natri cua furosemid da dugce béo cdo la bi tc ché bdi mot s6 loai thude thude
nhém nay. Thude loi tiéu c6 thé 1am tang nguy co doc tinh trén than ciia NSAID.

Sy tic ché thanh thai lithi & than dAn dén tang ndng do lithi trong huyét tuong cling da dugce béo céo.
Naproxen va cac NSAID khac c6 thé 1am gidm tdc dung ha huyét ép cta thude didu trj tang huyét
ap. St dung ddng thoi NSAID véi ACEi hodc ARB-II ¢6 thé 1am ting nguy co suy than; dac biét &
bénh nhén ¢6 chiic ndng than kém tir trude.

Probenecid dung ddng thoi 1am ting ndng ¢ naproxen trong huyét twong va kéo dai thoi gian ban
hity ctia thube mét cach dang ké.

Cén than trong khi dung methotrexat ddng thoi vi ¢6 thé lam ting doc tinh ctia thude, do naproxen
da duge bao céo 1a 1am giam bai tiét methotrexat & dng than trong mo hinh dong vét.

NSAID c6 thé lam trdm trong thém tinh trang suy tim, gidm GFR va tang ndng do glycosid tim trong
huyét twong khi ding chung véi glycosid tim. '

Gibng nhur tt ca cac NSAID, nén thén trong kti dung ddng thoi ciclosporin vi ting lam nguy co
nhiém ddc than.

Khéng nén sir dung NSAID trong vong 8 - 12 ngay sau khi ding mifepriston vi NSAID ¢6 thé lam
giam tac dung cua mifepriston.

Gibng nhu tit ca cac NSAID, cin than trong khi ding ddng thoi véi corticosteroid vi ting nguy co
loét hogic xudt huyét dudng tiéu hda. ‘

Dit liéu trén dong vt chi ra rang NSAID c6 thé lam tdng nguy co co giat lién quan dén khang sinh
nhém quinolon. Bénh nhan ding quinolon ¢6 thé ting nguy co bi co giat.

Nguy co xuét huyét tiéu hoa ting 1én khi két hop thude chdng két tap tiéu cdu va SSRI véi NSAID.

C6 thé ¢6 nguy co giy déc cho than khi dung NSAID ciing v6i tacrolimus.
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Nguy co nhiém dc huyét hoc tang 1én khi dung NSAID cing véi zidovudin. C6 bang chimg vé viéc
tang nguy co xuét huyét khép va tu mau ¢ bénh nhin mau khé dong HIV (+) duge didu tfi dong thoi
v6i zidovudin va ibuprofen.

Tam ngung dung naproxen 48 gi¢ trude khi thue hién cc xét nghiém chirc nang tuyén thuong thin,
vi naproxen c6 thé can vao mot sb xét nghiém tim steroid 17-ketogenic. Twong tu, naproxen ¢6 thé
anh hudng dén mot s6 xét nghiém acid 5-hydroxyindoleacetic trong nudc tidu.

Twong ky,

Do khéng cé nghién ctru vé tinh twong ky ctia thube, khong tron lan thude nay véi cac thude khac.

TAC DUNG KHONG MONG MUON CUA THUOC

Céc tac dung phu sau day da duoc bdo cao vo1 NSAILD va naproxen.

R&i loan tiéu héa: Céc tic dung phu thuong gap nhét 1a van @@ lién quan dén dudng tiéu héa.
nong, budn ndn, ndn, tdo bén, tiéu chay, dé‘ly hoi, kho tiéu, kho chiu & bung va dau ving thugng vi.
Céc phan tng nghiém trong hon ¢6 thé xdy ra 1a xuét huyét da day - rudt (d6i khi gay tir vong, dac
bigt & nguoi cao tudi), viém, loét, thung va tac nghén duong tiéu hoa trén va dudi, phan den, ndn ra
mau, viém miéng, dot cép viém loét dai trang va bénh Crohn, viém thye quan, viém da dlz‘ly va viém
tuy.

R&i logn mdu va hé bach huyét: Giam bach cAu neutrophils, giam tiéu cau, giam bach cAu hat gdm
mAt bach cdu hat, ting bach ciu éi toan, giam bach cAu, thiéu mau bét san va thiéu mau tan huyét.
RBi loan hé mién dich: Phan (mg qua mAn da duge bio cdo sau khi diéu tri bing NSAID & bénh
nhan c¢6 hogic khdng c6 tién sir phan (mg qué mén trude d6 véi NSAID. Cé thé bao gdm phén tmg
di tmg khong dic hiéu va sdc phan v¢; phan tmg duong hd hép bao gdm hen suyén, hen suyén niing,
co that phé quan hodc khé thd; cac loai 11 loan da, bao gdm phét ban cac loai, ngira, ngi may day,
ban xudt huyét, phi mach va hiém gip hon 1a bénh da tréc vay va bong nudce (bao gdm hoai tir biéu
bi va héng ban da dang).

R&i loan chuyén héa va dinh dudng: Ting kali méu.

R0i loan tim than: Mat ngt, gidc mo bét thuong, trdm cam, 1G 14n va ao giac.

R&i loan hé thin kinh: Co gidt, chong mat, nhirc dAu, choang vang, budn ngt, di cam, viém day
than kinh thi gidc sau nhan cu, mAt kha nang tip trung va rdi loan chic nang nhan thirc da dugce
bdo cdo. Viém mang ndo vo khuén (d3c biét & bénh nhén mic rdi loan tw mién, nhu bénh lupus ban
do hé théng, bénh mé lién két hdn hep), véi céc triéu chimg nhu cimg b, nhire dau, budn ndn, nén,
sbt hodic mat phuong huéng.

Roi loan vé mdt: Rbi loan thi gidc, duc gidc mac, viém gai thi va phi gai thi.

R3i logn tai va tién dinh: U tai, r6i loan thinh gidc bao gdm suy gidm thinh lyc va chong mit.

Réi logn tim: Phi, danh trdng ngyc, suy tim va suy tim sung huy€t da dugce bio cao. Thir nghig¢m
lam sang va dit liéu dich t& hoc cho thiy viéc st dung coxib va mot s NSAID (dic biét & liéu cao
v lau dai) c6 thé lam tang nhe nguy co xay ra céc bién ¢6 huyét khbi dong mach (nhu nhdi méu co
tim hodc dot quy).

Nguy co huyét khdi tim mach (Xem thém phén Canh bdo va than trong khi dimg thuée).
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Roi logn mach mdu: Tang huyét 4p, viém mach.

R&i loan hé hip: Khoé thd, hen suyén, viém phoi tang bach cu 4i toan va phi phoi.

Roi loan gan mat: Vang da, viém gan gdy tir vong va xét nghiém churc nang gan bt thu‘ﬁmg.

Rbi loan da va mb dwéi da: Phit ban trén da bao gbm phat ban ¢b dinh do thudc, ngira, ndi may
day, bim tim, ban xuat huyét, db md hoi. Rung téc, h(fmg ban da dang, hoi chiing Stevens-Johnson,
héng ban nit, lichen phing, phan tng mun mu, SLE, hoai tir biéu bi, hoai tir bidu bi nhiém doc rit
hiém gip, phan tmg nhay cam véi 4nh sang (bao ¢dm céc truong hop da gidng “gia porphyria”) hodc
phén tmg gidéng bong biéu bi béng nude hiém khi xay ra, cc phan ng thudc véi tang bach céu 4i
toan va hoi chimg DRESS toan than. Néu da méng, phong rdp hodc cac tridu chimg khic goi ¥
pseudoporphyria xdy ra, nén ngung diéu tri va theo d&i bénh nhan. -"

Réi logn co xwong va md lién két: Dau co va yéu co.

Réi loan thin va tiét niéu: Bao ¢dm nhung khong gidi han & viém thén cAu than, viém than k&, hoi
chirng thén hu, tiéu méu, ting creatinin huyét, hoai tir nhi thén va suy thén.

R6i loan hé sinh sdn: Vo sinh & ni.

Réi loan chung: Khat nudc, s6t, mét moi va khé chiu.

Théng bao ngay cho bac si hoac duge st khi gép cac tac dung khéng mong mudn nhu (rén khi st
dung thudc hodc béo céo cac phdn tmg c6 hai cua thubc vé Trung tim Thong tin thubc va Theo doi
phan Ung ¢6 hai cia thude (ADR) Quoc Gia.

Dia chi: 13 - 15 Lé Thanh T6ng - Hoan Kiém - Ha Nbi.

Dién thoai: 024.3.9335.618.

Fax: 024.3.9335642.

Email: di.pveenter(@gmail.com.

QUA LIEU VA CACH XU TRi

Triéu chirng

Cac triéu chiing bao gfjm nhtc diu, o néng, budn non, ndn, dau vung thugng vi, xuét huyét tiéu hoa,
hiém gaip tiéu chay, mit phuong huéng, kich dong, bubn ngn, chéng mit, U tai, ngat. Trong trudng
hop ngd doc nang ¢ thé xay ra suy than chp va ton thuong gan. Suy ho hép va hon mé c6 thé xay
ra sau khi ding NSAID nhung hiém gép.

Trong mét truomg hop, thoi gian prothrombin kéo dai thodng qua do gidm prothrombin huyét, ¢6
thé 1a do e ché chon loc qua trinh tong hop céac yéu t6 dong méu phu thude vitamin K.

Mat sb bénh nhan bi co giat nhung vin chua biét liéu nhitng con ddng kinh nay c6 lién quan dén
naproxen hay khéng. Lidu luong cia thude ¢6 thé gdy nguy hiém dén tinh mang van chua dugc xac
dinh.

Cach xir tri

Bénh nhén nén duoc diéu tri tridu chimg khi cin thiét. Xem xét dung than hoat tinh néu qué lidu
trong vong mot gio. Ngoai ra, & nguoi 16n, rira da ddy nén duoc xem xét trong vong mat gio' sau khi
udng qua liéu c6 kha nang de doa tinh mang. Dam bao du luong nude tiéu. Theo di chirc ning than
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va gan chit ch&. Bénh nhén phai duge theo doi it nhét bdn gid sau khi udng luong thube c6 kha ning
gay doc.

Co giat thuong xuyén hodc kéo dai nén duoc didu tri bang diazepam tiém tinh mach.

Cac bién phép khac c¢6 thé duoe chi dinh tuy theo tinh trang 18m sang ciia bénh nhan.'Chay than
nhan tao khong 1am giam ndng do naproxen trong huyét trong do muc do gan két cao véi protein.
Tuy nhién, chay than nhan tao vin c6 thé thich hop & bénh nhén suy than da dung naproxen.

PAC TINH DUQC LUC HQC

Nhom dwoe ly Thude khang viém khéng steroid.

Ma ATC: MO1AEO2.

Naproxen la mot hop chit giam dau khang viém khong steroid c6 ddc tinh ha sot da duge chimg
minh trong c4c thir nghiém trén ddng vat. Napraoxen thé hién tic dung khang viém ngay ca & dong
vit bi cét tuyén thuong than, cho thdy tac dung clia n6 khong qua trung gian truc tuyén yén - tuyén
thuong than. Naproxen tc ché tong hop prostaglandin (ciing nhu cdc NSAID khéc). Tuy nhién, cling
nhu cac NSAID khéc, co ché chinh xéc Ve tac dyng khéang viém ctia no van chua dugc biét 16.

PAC TINH DUQC PONG HQC

Naproxen duoc hip thu hoan toan qua dwong tiéu hoa va dat ndng d6 dinh trong huyét tirong sau 2
- 4 giey. Naproxen hién dién trong mau chi yéu du6i dang khong ddi, lién két manh v6i protein huyét
tuong. Thoi gian ban huy trong huyét trong tir 12 - 15 gidy, cho phép dat duoc trang théi on dinh
trong vong 3 ngay ké tir khi bat dau diéu tri v6i ché d6 lidu 2 lan/ngdy. Mtc do hip thu khong bi
anh hudéng déng ké boi thire an hodc héu hét cac thube khang acid. Sy bai tiét gan nhu hoan toan
qua nude tiéu, chu yéu dudi dang naproxen lién hop, véi mot phin & dang khéng chuyén hoa.
Chuyén héa & tré em tuong tw nhu & ngudi 16n. Bénh gan man tinh do rugu lam giam téng nbng do
naproxen trong huyét twong nhung ndng dé naproxen tu do lai ting 1én. O ngudi cao tudi, ndng do
naproxen khong lién két tang 1én mac du tong néng do trong huyét tuong khong thay dbi.

Khi naproxen dugce ding dudi dang bao tan tronz rudt, ndng d6 dinh trong huyét tvong bi cham lai
so v&i ndng dd thiy & vién nén thong thudng. Tuy nhién, dién tich trung binh dudi dudng cong ndng
do trong huyét tuong-thoi gian xap xi nhau va do d6 1a kha dung sinh hoc 1a twong dwong nhau. Do
do, vién thube c6 tac dung nhur mong doi, khong bi phan hily cho dén khi dén rudt non, noi qua trinh

hoa tan dién ra nhanh chéng va hoan toan.

QUY CACH PONG GOI
Hop 03 vi x 10 vién nén bao phim tan trong rudt. Vi bdm AI/PVC.
Hop 06 vi x 10 vién nén bao phim tan trong rudt. Vi bim Al/PVC.
Hop 10 vi x 10 vién nén bao phim tan trong ru¢t. Vi bam Al/PVC.

BAO QUAN
Noi khd, khong qué 30°C, tranh dnh sang.
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HAN DUNG
36 thang (ké tir ngay san xuét).

TIEU CHUAN CHAT LUQNG

Tiéu chuan nha san xuéit.

MEDCEN
Co sd san xuit:
CONG TY €O PHAN MEDCEN
L6 F10, Dudng s6 6, KCN Hoa Binh, Nhj Thanh, Thu Thira, Long An, Viét Nam,

Long An, ngay 05 thang 02 nam 2025

Trang 11/11



