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Rx: Thube niy chi ding theo don thude

SAGAGESIC

(Naproxen natri 550 mg)
Dé xa tim tay tré em
Doc ki huwdng din siv dung triede khi ditng

1. THANH PHAN CONG THU'C THUOC

M@i vién nén bao phim chita:

Thanh f)hfl:.fi dirge chét: Naproxen natri 550 mg _

Tharnh phan ta dzrqc: Lactose, cellulose vi tinh thé, silic dioxid keo khan, povidon, magnesi
stearat, talc tinh ché, natri croscarmellose, natri lauryl sulfat, Film Coat Indigo Carmine (thanh

phin: hydroxy propyl methyl cellulose (HPMC), titan dioxid, ethyl cellulose, polyethylen
glycol, mau Indigo Carmine).

2. DANG BAO CHE
Vién nén bao phim.
Mé fa: Vién nén bao phim hinh thuén dai mau xanh lam.

3. CHI PINH

Cén cit vao hoat tinh chdng viém cua naproxen cung vai nhitng biéu hién khong dung nap
thude va hiéu qua ctia né so v6i cée thude chong viém khac hién dang luu hanh, naproxen duge
chi dinh han ché & ngudi 1on va tré em tir 15 tudi trd lén:

o Dibu tri triéu chimg 14u dai coa:

- Viém khop mén tinh, dic biét 1a viém khop dang thip, viém cot séng dinh khop hodc cac
hoi chimg lién quan nhur hdi ching Fiessinger Leroy-Reiter va viém khép vdy nén;
- Vigm xuong khop gy tan tit va dau ¢ biét,

e Diéu trj triéu chimg ngén han céc con cfip tinh cua:

- Cac bénh xuwong khép nhu viém quanh khép xuwong ba vai, viém gan, viém bao hoat dich,
- Viém xuwong khop,

- PBau lung dudi,

- Dau ré th_e"in kinh,

- Tinh trang lanh tinh sau chin thuong ctia hé théng co xwong cép tinh;

o Diéutr tridu chimg ngén han con dau do céc biéu hién viém trong nha khqa. Trong chi dinh
nay, cac rui ro lién quan, dgc bi¢t la vige kéo dai qua trinh nhi¢m trong dong thoi, la rii ro
cua NSAID. Céc nguy co nay phai duge ddnh gid trong mdi twong quan véi loi ich giam
dau mong doi.

e Dau bung kinh sau khi tim higéu bénh cén.

4. LIEU DUNG, CACH DUNG
Liéu lirgng:
C6 thé giam thiéu su xudt hién ctia cac phan tng bt lgi bing cach sir dung liéu thip nhét ¢o

thé trong thai gian didu tri ngén nhét can thiét @& giam triéu ching (xem phin Canh bédo va
than trong).

Nguwaoi cao tuoi:
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- Nén theo doi lam sang va sinh hoe trong truong hop dung lidu cao. Mot nghién clru cho
tha}r, & ngudi cao tudi, ndng do ion naproxen tu do trong huyét twong tang gap déi mic di thng
nong do trong huyct tuong khong thay doi.

- Nén xem x¢t giam lidu trong truong hop giam thai trir qua than.
Ngwoi lon:
- Bénh thép khép, phu khoa:
Diéu trj tin cong: 2 vién 550 mg, hodc 1100 mg mdi ngay.
Pidu trf duy tri: 1 vién 550 mg, hodic 550 mg mdi ngay.
- Nha khoa:
1/2 dén 2 vién mdi ngay, tic 12 275 mg dén 1100 mg mdi 24 gid.
Tan suit siv dung:
Liéu ding duge chia thanh 1 hodic 2 lAn/ngay.
Cach ding:
Ding dudng uéng.

Neén nudt nguyén vién thube voi mot coe nude 1on, t6t nhit 1a trong bita fn. ,::71“0:
z . I‘JNG

5. CHONG CHI DINH ;‘j{*:
Thudc nay chong chi dinh trong cac trudng hop sau: IOC P
- Qué mén voi hoat chéit hodic voi bét ky ta duge ndo cia thude, i1y
Tién str di img hodic hen suyé&n do ding naproxen hodc cic chit ¢é hoat tinh twong tw nhu Wy

ciac NSAID khac, acid acetylsalicylic, o
Mang thai, tir diu théang thir 6 (teén 24 tudn v6 kinh) (xem phén St dung cho phu ni¥ ¢o thai),
Tién sir xudt huyét hodic thing dudmg tiéu héa trong qua trinh didu trf trude d6 bing NSAID,

Loét da day dang tién trién, co tién sir loét da day hodc xut huyét tai phét (d3 ghi nhén 2
dot xuat huyét hodc loét 18 rét trd [én),

Suy t& bao gan nang,

Suy thén ning,

Suy tim néng,

St dung mifamurtid (xem phin Twong tac thudc),
Tré em dudi 15 tudi.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC
Canh bdo

Nén tranh sir dung dong thoi vién nén bao phim naproxen natri 550 mg véi cac NSAID khac,
bao gdm ca thude e ché chon loc cyclooxygenase 2 (COX-2).

C6 thé giam thleq su xuat_ hign cta cac tac dung phu bang cach sir dung liéu thf'ip nhét c6 thé
trong thoi gian dicu tri ngén nhat can thiét dé lam giam cac triéu chirng (xem phéan Chi dinh va
phan “Téc dung trén dudng ti€u héa” va “Tac dung trén tim mach va mach mau ndo” bén dudi).
Bénh nhan hen suy&n lién quan dén viém miii mén tinh, viém xoang va/hodc polyp mili ¢6 nguy
ca bidu hién di img cao hon khi dung acid acetylsalicylic va/hoic thude chdng viém khong
steroid & céc dbi twong khéc.

Str dung san phidm thube nay co thé gy ra con hen suyén, dac biét ¢ nhirng ngudi di tmg voi
acid acetylsalicylic hodc NSAID (xem phin Chéng chi dinh).

Ngiedi cao tubi



https://trungtamthuoc.com/

Ngudi cao tudi ¢ nguy co cao bj cée phan timg bét lgi voi NSAID, dic biét 1a xuat huyét va
thimg dudng tiéu hoa co thé gay tir vong (xem phan Liéu dimg).

Tic dung trén tiéu hoa

Chay méu, loét hodc thing duong tiéu hoa, ddi khi géy tir vong, da duge bao cdo vai tt ca cac
NSAID, vao bat ky thoi dmm nao trong qué trinh diéu trj ma khong nhét thiét phai c6 bt ky
d4u hiéu canh bao hodc tién s tac dung phy nao, ciing nhu cdc vén dé nghiém trong vé duong
tiéu hoa.

Nguy co xudt huyét, loét hodic thing dudng ti€u hoa tang theo lidu dung & bénh nhén ¢6 tién
str loét, dic biét kln c6 bién chimg nhw xudt huyét hodic thung (xem phan Lhong chi d;nh) cling
nhu & ngudi cao tudi. O nhimg bénh nhén nay, nén bt dau didu trj & lidu lhap nhét c6 thé. Nén
xem xét liéu phap bao vé niém mac (vi du misoprostol hmc thude tre ché bom proton) cho
nhitng bénh nhén ndy, cling nhu dbi véi nhitng bénh nhén cn diéu tri bing aspirin liéu thap
hodc didu tr bang céc thude khac cé thé 1am ting nguy co trén dudng tiéu héa (xem bén dudi
va phan Tuong tc thuoc)

Bénh nhén c6 tién sit vé duong tidu hoa, dac bigt 1a ngudi cao tudi, nén bao cdo bit ky triéu

ching bat thudmg niao & bung (dic biét 1a xudt huyét duong tiéu hoa), dac biét 1a khi bat diu
diéu tri.

Cén d#c biét chi ¥ dén nhimg bénh nhan dang diéu tri dong thosi 6 thé lam ting nguy co loét
hodc chay mau, chéng han nhu corticosteroid dung duong udng, thude chbng déng méu dudmg
uong nhu watfarin, thude trc ché tai hdp thu thube chon loc serotonin (SSRI) va thude chdng
tidu cAu nhur acid acetylsalicylic (xem muc Twong tac thude).

Néu xay ra xudt l}uyet hodc loét & bénh nhin dung vién nén bao phim naproxen natri 550 mg
thi phai ngirng diéu tri.

Nén str dung NSAID mt cach thin trong va theo doi chat ché & nhitng bénh nhén c6 tién sir
bénh dudng tiéu hoa (viém loét dai trang, bénh Crohn), do nguy co bénh Iy trd nén trAm trong
hon (xem phin Téc dung khéng mong mubn).

Tic dung frén tim mgch va mgch mdu nio

Cén phai theo d&i va khuyén céo ddy di & nhimg bénh nhén c6 tten st tang huyét 4p va/hodc

suy tim nhe dén trung binh, vi cic trudmg hop gilr mudi va phil né da duge béo cdo khi didu tri
bing NSAID.

Céc nghién ciru 1dm sang va dir ligu dich t& hoc cho thy viée sit dung coxib va mjt s6 NSAID
(d&c biét khi st dung & lidu cao va trong thdi gian dal) c6 thé 1am ting nhe nguy co xay ra cac
bién cb huyét khdi dong mach (vi dy nhu nhdi méu co tim hogc dot quy). Mac du nhimg dir
lidu nay cho thiy viéc sit dung naproxen (1000 mg mdi ngay) ¢6 nguy co thdp hon nhung
khong thé loai trir hoan toan nguy co nay.

Bénh nhan ting huyét ap khong kiém soat dugc, suy tim sung huyet bénh tim thiéu mau cuc
b9, bénh ddng mach ngoai bién va/hoic c6 tién sir dot quy (bao gom ¢4 con thiéu mau cuc b
thoang qua) chi nén diéu tri bing naproxen sau khi d& kiém tra can than.

Cén chi ¥ twong tu trude khi bat dau diéu tri lau dai & nhitng bénh nhan co6 yeu t& nguy co mic
bénh ly tim mach (nhu tang huyét ap, ting lipid méu, tiéu dudmg hodc hut thude 14).

Tic dung trén da

Céc phan @ng trén da nghiém trong, mot sb o thé ghy ta vong, bao gdom viém da tréc vay, hoi
chirng Stevens-Johnson, phan tng thudc voi tang bach céu 4i toan va cac triéu chirng toan thin
(DRESS) va hgi chimg Lyell da duge béo cao rat hiém khi diéu tri bing NSAID (xem phin
Tac dung khéng mong mubdn).

Ty 18 mic cée tic dung phu ndy dudng nhu cao hon khi bét dau diéu tri, trong phén 16n cdc
trudmg hop, thoi gian khéi phat 1a trong thang déu diéu tri. Nén ngung dung vién nén bao phim
naproxen natri 550 mg ngay khi xudt hién phat ban trén da, tdn thuong niém mac hozc bat ky
déu hiéu qué mén nao khéc.

b adm —

Wi 7.2
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Suy chirc niing thin

NSAID, bang céch trc ¢ hé tac dung gian mach cia prostaglandin & than, c6 kha ning giy suy
thin chitc nang do giam dd loc cu than. Téc dung phu nay phu thude vao liéu luong.

Khi bat ddu diéu tri hosic sau khi tang lidu, nén theo doi tinh trang loi tidu va chire ning than &
nhirng b&nh nhén c6 cic yéu 16 nguy co sau:

- Dbi twgng nguoi cao tuéi,

- Céc thube lién quan nhw: thude e ché men chuyén, céc sartan, thube lgi tidu (xem _phé“m
Tuong tac thude),

- Giam thé tich mau bat ké nguyén nhin gi,

- Suy tim,

- Suy than man tinh,

- Hé1 chimg thén hu,

- Bénh than lupus,

- Xo gan mét b,

Vi naproxen va céic chit chuyén hoa ciia né duge théi trir phan lén (95%) qua nude tiéu bang

céch loc & céu than, nén thén trong khi sir dung naproxen ¢ nhiimg bénh nhén suy giam chire

ning thin; khuyén cdo theo déi creatinin. Nén ding liéu thip nhét co thé dwgc cho nhitng bénh
nhén nay.

Gilt nwde va natri

Giit nude va natri cd thé gy phu, huyét ap cao hodc ting huyét ap, 1am niing thém tinh trang
suy tim. Cén theo doi 1am sang ngay tir khi bit déu diéu tri trong trudng hop ting huyét 4 ap hodc
suy tim. Co thé giam tac dung ctia thude ha huyét 4p (xem phan Tuong tac thude).

Tang kali mau

Taing kali méu do bénh tiéu duong hodc diéu tri ddng thai véi cée thude ting kali méu (xem
phén Twong tac thudc).

- Chn tién hanh theo dai thudmg xuyén ndng do kali huyét thanh trong nhiing trudmng hop nay.
Than trong khi sir dung

San phdm nay phai duge st dung mot cach thén trong trong truong hop co tinh chét lay nhiém
hoiic lign quan dén nguy co 1y nhiém tham chi dugc kiém sodt tét; do:

- Naproxen cd thé 1am giam kha ndng phong vé tu nhién cla co thé chdng lai nhiém tring,

» Naproxen cé thé che lap céc déu hidu va tridu chiing nhiém tring thdng thuong.

Naproxen lam giam két tip tidu cdu va ting thoi gian chay mau:

- Diéu nay phai duoc tinh dén khi x4c dinh thoi gian chdy méu;

- Bénh nhan bi rdi loan dong mau hodc dang didu tri bing thube can trd cdm mau nén duoc
theo doi can thdn néu dung naproxen.

Vi cac trudng hop h1em gap vé& tac dung phu trén nhén khoa da duoc bao cdo, nén tién hanh

kidm tra nhiin khoa néu bac si thiy cén thiét & nhitng bénh nhan bi rdi loan thi lyc khi st dung
naproxeu.

Trong thoi gian didu tri kéo dai, nén theo ddi sé lugng va céng thiic méu, chire ning gan va
than.
Naproxen, giéng nhu bat k¥ loai thuéc ndo tre ché sy tdng hop cyclooxygenase va

prostaglandin, ¢6 the lam giam kha niing sinh san. Viée sir dung n6 khong duge khuyén khich
& nhitng phu nit mubn thu thai.

Nguy co huyét khoi tim mach:
Céc thudc chdng viém khong steroid (NSAIDs), khéng phai aspirin, ding duong toan than, o

thé 1am ting nguy co xudt hién bién c¢d huyét khéi tim mach, bao gbm ca nhdi mdu co tim va
dot quy, co thé dn @én tr vong. Nguy co nay co thé xuét hién sém trong vai tudn diu ding
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thude va co thé ting 1én theo thoi gian ding thude. Nguy co huyét khdi tim mach duge ghi
nhén chi yéu & liéu cao.

Béc si cAn danh gia dinh ky su xuét hién ciia cdc bién cb tim mach, ngay ca khi bénh nhan
khéng cé cdc triéu chirng tim mach trude d6. Bénh nhan cin duge canh bdo vé cac triéu chimg
ctia bién ¢d tim mach nghiém trong va can thiim kham béc si ngay khi xuét hién cac triéu chimg
nay.

Dé giam thiéu nguy co xuit hién bién ¢6 bit loi, cn sir dung naproxen & lidu hang ngay thép
nhét ¢6 hiéu qua trong thoi gian ngén nhét c6 thé.

Td dwoce:

Natri: Thube nay chira 50 mg natri mdi vién, tuong duong 2,5% liéu toi da hang ngay duge
WHO khuycn nghj 12 2 g cho ngudi Iém. C6 siin céc san pham chira naproxen & cac néng dé
khéc o thé phi hgp hon,

Lactose: Sén phfim nay c6 chira lactose, bénh nhén bi rbi loap di truyén hiém gap nhu khong
dung nap galactose, thicu hyt lactase hoan todn hodic kém hap thu glucose- galactose khong
nén ding thude nay.

7. SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:

Phu nir ¢d thai

Su tre ché téng hop prostaglandin ciia NSAID ¢6 thé anh hudng dén qua trinh mang thai
va‘hodce sy phat trién cta phoi hodc thai nhi.

Neuwy co lién quan dén viée str dung trong 3 thdng ddu thai kp:

D liéu tir cac nghién ciru dich té hoc cho thiy nguy co say thai, di tat tim va tat niit bung ting
181 sau khi diéu tri bang thude e ché tong hop prostaglandin trong giai doan déu cua thai ky.
Nguy co tuyét dm ve di tat tim mach tang tir dui 1% & dén s0 n6i chung 1én khoang 1.5% &
nhimg ngudi tiép xdc véi NSAID. Nguy co dudng nhu téang 1én theo liéu lugng va thoi gian
diéu tri. O dong vat, viée sir dyng chét ic ché tong hop prostaglandin da duge ching minh 1a
lam tang ty 1& séy thai truéc va sau khi phdi lam (0 va tang ty 1é chét phoi-thai. Ngoai ra, ty 1¢
mic mot so di tat nhal dinh cao hon, bao gom ca bénh tim mach, da duge bao cao ¢ dong vit
st dung chit trc ché téng hop prostaglandin trong giai doan hinh thanh co quan clia thai ky.

Nguy co lién quan dén viéc sit dung tir tudn thir 12 ciia thai kp cho dén khi sinh:

Tl tudn thir 12 cla thai ky cho dén khi sinh, tit ca cac NSAID, thong qua viée tc ché tong hop
prostaglandin, ¢6 thé khién thai nhi bi ton thuong chirc néng thén:

- Trong tur cung, c6 thé duge quan sat thay tir khi vo kinh duge 12 tudn (bao thai bit dau lgi

tiéu): thidu 6i (c6 thé xay ra ngay sau khi bét ddu diéu tri va thuong hdi phuc khi ngimg diéu
tri). hodic thdm chi mét 6i noi riéng khi tiép xuc kéo dai.

- Liic m6i sinh, suy than (co thé hoi phuc hoidc khong) ¢6 thé ton tai dai déng, ddc biét trong
trudng hofp tiép xtic mudn va kéo dai (cé nguy co ting kali mau trdm trong mudn)..

Co thitt 6ng dong mach co thé xay ra trong tam c4 nguyét thit hai (thudng héi phuc khi ngimg
diéu try).

Nguy co lién quan d@én viée sic dung sau tudan thic 24 ciia thoi k) vé kinh vé cho dén khi sinh:
S"tu tuan thir 24 cta thoi ky v6 kinh, NSAID ¢ thé khién thai nhi bi nhiém doc tim phm (dong
6ng dong mach sém va ting huyét ap dong mach phéi) va dan dén suy tim phai ¢ thai nhi hodic

tré so sinh hogc tham chi tr vong thai nhi. Nguy co nay 1a ding k& nhat khi lidu thube da gin
hét (kha ning dao nguge it hon). Nguy co nay ton tai ngay ca khi ding mot 1an.

Voo cudi thai ky, ngiedi me v tré so sinh c6 thé ¢é biéu hién:

- Ting thoi gian chay mau do tdc dung chong déng méu c6 thé xay ra ngay cé sau khi ding
thude véi lidu lugng rat thip;

- Ut ché co bop tir cung dan dén sinh chim hodc chuyén da kéo dai.
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Do do:

Trir khi thue s cAn thiét, khong nén ké don thube nay cho phy nir dang ¢6 ké hoach mang thai
hogc trong 5 thang déu cua thal k¥ (24 tuin du tién khi vé kinh). Néu thude nay duoc ding
cho phy nr muon mang thai hoac mang thai dugi 6 thang thi nén dung lidu cang thip cang (ot
va thoi gian diéu tri cang ngan cang t6t. Viée st dyng kéo dai 18 rang khong duge khuyén cdo.

Bat dAu tir tudn th 20 khi vo kinh s cin theo dai tim va than. Néu xay ra thidu &i hodic co that
ong dong mach, phai ngirng diéu tri bing naproxen.

Tir déu théng tha 6 (trén 24 tudn vo kinh): bat ky viée dung thude nay, thiam chi thinh thoang.

bi chdng chi dinh. Viée vo tinh sir dung ké tir ngay nay céin phai ddm bao viée theo doi tim va
théin, thai nhi va/hodc tré so sinh tly thude vao thoi gian phoi nhiém. Khoang théi gian theo
ddi ndy s& duge diéu chinh theo thoi gian ban théi cta hoat chat.

Cho con bu

Vi NSAID qua duge sita me nén thudc nay khong dugc khuyén céo cho phy nir dang cho con
b,

Khi nang sinh san

Gidng nhu tét ca cac NSAID, viée sir dung thube nay c6 thé tam thoi lam giam kha néng sinh
san & phu nit do anh hudng dén sy rung trimg; do d6 khong nén diing cho nhitng phu nir mudn
sinh con. O nhitng phu nit gdp khé khin trong viée thy thai hofic dang trong qud trinh xét
nghiém kha ndng sinh san, nén cin nhéc viéc ngimg dicu tri.

8. ANH HUONG PEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Canh béo bénh nhan v& kha nang xudt hién chong mat, budn ngi va rbi loan thi giac.

9. TUONG TAC, TUONG KI CUA THUOC:
Nguy co lién quan dén ting kali mau

Mot 56 loai thude hodc nhom dieu tri ¢6 kha ndng thiic day su xut hién cua tang kali mau:
mudi kali, thude loi tiu tang kali mau, thude tic ché men chuyén, thuoc d6i khang angiotensin
11, thude chong viém khong steroid, heparin (trong luong phén tir l;hap hoac khong phén doan),
thude ttc ché mién dich nhur cyclosporin. hoiic tacrolimus, trimethoprim.

Su két hop cua cac loat thude nay lam tang nguy co tang kali méu. Nguy co ndy dic biét dang
ké voi thube loi tiéu gitr kali, dic bigt khi ching duge két hop v6i nhau hodc voi mudi kali,
trong khi su két hop gitra thude e ché men chuyén va NSAID chéng han, s& ¢6 nguy co thap
hon cho dén khi thyue hién cac bién phap phong ngira duoc khuyén nghi.

Dé biét nhfing rai 1o va muc dd han 9he cu thé déi vai cac thude tang kali mau, can tham khao
céc tuong tac cy the doi véi timg chat.

Tuy nhién, mdt s6 chat nhat dinh, chang han nhu trimethoprim, khong ¢6 tuong tac cu thé lién
quan dén nguy co ndy. Tuy nhién, ching co thé dong vai trd 1 yéu tb thic déy khi két hop véi
céic loai thude khéc nhw nhimg loai thude da dé cap ¢ trén.

Két hop ching chi dinh

+ Mifamurtid

O lidu cao NSAID, ¢6 nguy co giam hiéu qua cua mifamurtid (xem phéan chéng chi dinh).
Cic két hop khéng dwoce khuyén cdo

+ Cac NSAID khac

Tang nguy co loét va xuat huyét tiéu hoa.

+ Acid acetylsalicylic & lidu chéng viém (= 1 g mdi lidu vi/hoidic >3 g mdi ngay) va & liéu
giam dau, ha sbt (= 500 mg méi liéu vi/ hoiic < 3 g mbi ngay)
Tang nguy co loét va xuét huyét tidu hoa.
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A A - £
+ Thuoe chong ding dudng udng
Tang nguy co chay mau do thude chong dong méau duémg udng (swr xam lan cua niém mac da
day ta trang boi NSAID).
Neéu khoéng thé tranh duge su lién quan, hiy theo d6i lam sang va sinh hoc chit ché.

% Heparm khong phan doan, he]mrm trong lwong phén tit thip va cdc loai lién quan (&
litu diéu tri va/hodic & ngudi cao tudi)

Téang nguy co chay mau (sy xam lan cia niém mac da day t4 trang boi NSAID). Néu khong
thé tranh duoc sy lién quan, hily theo ddi lam sang chat ché.

+Liti

Tang lugng liti méu co thé dat t&i gia tri doc hai (giam bai tiét lithi qua than).

Néu khong thé tranh dugce sy két hop, hay theo dai chat chE ndng do lithi trong huyét thanh va
diéu chinh lidu lugng lithi trong qué trinh ding két hop va sau khi ngimg NSAID.

+ Methotrexat, diing liéu 16n hon 20 mg/tuin

Tang doc tinh huyét hoc cua methotrexat (giam dd thanh thai methotrexat qua than do thude
chong viém).

+ Methotrexate dimg liéu 1ém hon 20 mg/tuin va ketoprofen

Tang doc tinh huyét hoc cua methotrexate (giam do thanh thai methotrexate qua thin do thuée
chong viém),

Duy tri khoang thoi gian it nhit 12 gio gitta khi ngimng hodc bét dau diéu tri bing ketoprofen
va diing methotrexate.

+ Nicorandil

Tang nguy co xuét huyét va loét dudmg tiéu hoa.

+ Pemetrexed (bénh nhiin ¢6 chire néiing thin tir thiip dén trung binh)

Nguy co tang ddc tinh cha pemetxed (giam d¢ thanh thai qua thén cia NSAID).

Sw két hop phai than trong lhi siv dung

+ Ciclosporin, tacrolimus

Nguy co gdy thém tac dung dc cho thén, déic biét & nguoi cao tudi.
Theo dai chire nang than khi bt dau didu tri NSAID.

+ Cobimetinib

Tang nguy co chay mau,

Theo doi lam sang.

+ Thube tre ché men chuyén, thube doi khing thu thé angiutensin 11

Suy thén Cdp & bénh nhan ¢6 nguy co (Ngudi cao tudi vashodc mit mréc) do giam do loc cau
than (tc ché prostaglandin gian mach do NSAID). Hon nita, lam giam tac dung ha huyét ap.

Bu nuéce cho bénh nhén va theo doi chite nang thin khi bat ddu didu trj va thuong xuyén trong
qué trinh phoi hgp.

+ Thube loi tiéu

Suy thin cap & bénh nhin ¢6 nguy co (Ngudi cao tudi vi/hodc mat nudc) do giam do loc céu
thén ({rc ché prostaglandin gian mach do NSAID). Hon nita, lam giam tac dung ha huyét ap.
Bt nuée cho bénh nhan va theo dai chie ning than khi bat déu diéu tri.

+ Methotrexat, dimg véi liéu nhé hon hodic bang 20 mg/tuin

Tang dgc tinh huyét hoc ciia methotrexat (giam dd thanh thai thin cua methotrexat bing thube
chong viém).

Theo déi cong thite mau hang tudn trong nhitng tuan déu tién dung két hop.

Tang cuong theo ddi trong trudng hop suy giam chitc ndng than (thdm chi nhe), cling nhu &
ngueéi cao tudl.
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+ Pemetrexed (bénh nhin ¢6 chive ning than binh thuing)

Nguy co ting dde tinh caa pemetrexed (giam do thanh thai qua thén cia NSAID).
Theo doi sinh hoc chite ndng than.

+ Tenofovir disoproxil

Nguy co tang dge tinh trén thén cua tenofovir, dac bi¢t khi ding lidu cao thude chdng viém
hode khi ¢6 céc yéu td nguy co suy than.

Trong trudng hop phdi hop, theo déi chite nang thén.
Cie két hop cin xem xét

+ Acid acetylsalicylic & litu ching tong hop (tir 50 mg dén 375 mg mbi ngdy, ding 1 liéu
trd 1én)

Téing nguy co loét va xudt huyét tiéu hoa

+ Glucocorticoid (trir hydrocortison trong li¢u phap thay thé)

Téang nguy co loét va xudt huyét dudng tiéu hoa (xem ph?m Canh bio va thin trong)

+ Thubc ching két tip titu ciu

Tang nguy co xudt huyét tidu hoa (xem phan Canh bao va than trong).

+ Thube we ché tidi hap thu serotonin ¢6 chgn loc (SSRI)

Tiing nguy co xudt huyét tiéu hoa,

+ Heparin khong phén doan, heparin trong lwgng phin tir thap va cdc sin phim lién
quan (o licu dw phong)

Tang nguy co chay mau.

+ Thuibc chen beta (trir esmolol)

Giam tac dyng ha huyét ap (trc ché prostaglandin gidn mach biing NSAID va gifr nude va natri
bang NSAID pyrazol).

+ Deferasirox

Téng nguy co loét va xuét huyét tiéu hoa.

+ Tang kali mau

Nguy co ting kali mau, co kha ning gy tu vong.
+ Thude phoi hop adrenergic-serotonergic
Téang nguy co chay méw.

+ Pentoxifylin

Tang nguy co chay mau

Neuy co huyét khoi tim mgch

Céc thude chong viém khong steroid (NSAIDs), khong phai aspirin, dimg dwdng toan than, co
thé lam ting nguy co xudt hién bién ¢6 huyét khdi tim mach, bao odm ca nhdi mau co tim va
dot quy, co thé din dén tr vong. Nguy co nay c6 thé xudt hién som trong vai tudn déu ding
thude va co thé tang lén theo thoi gian ding thude. Nguy co huyét khoi tim mach duge ghi
nhén chu yéu & lidu cao.

Béc si can danh gia dinh k¥ sy xudt hién cua cic bién co tim mach, ngay ca khi bénh nhan
khong co cac trigu chimg tim mach trudc do. Bénh nhén cén duge canh bao vé cic triéu chimg
cua bién ¢d tim mach nghiém trong va cAn tham kham bac si ngay khi xudt hién céc tri¢u chiing
nay.

Pé giam thiéu nguy co xudit hién blen 6 bét loi, can str dung [tén thube] & lidu hang ngay thap
nhét ¢6 hiéu qua trong thoi gian ngén nhét c6 thé,

Tuwong ky cua thube:

Khéng cb théng tin vé tuong ky cla thube

W\ <
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10. TAC DUNG KHONG MONG MUON CUA THUOC:

Cée nghién citu 1Am sang va dit li¢u dich 1€ hoe cho thy viéc sir dung mét s6 NSAID (dac bict
khi st dung ¢ liéu cao va trong thevi gian dai) c6 thé 1am tang nhe nguy co xay ra bién cb huyét
khdi dong mach (vi du, nhéi mau co tim hodc tai bién mach méau néo) (xem phan Canh bio va

thén trong).

Céc tac dung phy duge quan sat thuwdmg xuyén nhét ¢6 tinh chit duomg tiéu hoa. Loét da day,
thing hodc xudt huyét tiéu hoa, doi khi gy (i vong, c6 thé xay ra, dic biét & ngudi cao tudi

(xem phin Canh bdo va thin trong).

Budn nén, nén, tidu chay, déy hoi, tdo bon, kho tiéu, viém miéng loét, dau bung, dai tién phin
den, ndn ra méu, dot cﬁp clia viém tryc (rang hodc bénh Crohn (xem phin Canh bdo v thin

trong) dd duge bao cdo sau khi ding NSAID. It giip hon 12 viém da day.
Phu, téng huyet ap va suy tim da duge bdo cdo lién quan dén didu tri bang NSAID.

Céc hé co quan

Thuit ngir MedDRA
1an sudt

Chira xdc dinh

Réi loan hé thing méu va bach huyét

Giam bach cdu (Giam bach ciu hat)
Giam tidu cdu

Suy tiy xuong

Chimg tan mau, thiéu mau

Rii loan h¢ thong mién dich

Phat ban

May day

Ngtra

Hen suyén

Phti mach

Viém mach mau qud man (Viém mach méu di
ng)

Phan g phan vé**
Rii loan hé thin kinh Pau dau

Chdng mét

Buén ngi

Mét ngi

R6i loan chu ¥
R6i loan tu duy 1
Viém mang ndo vo khuan

A o
Roi loan mat

Viém ddy than kinh thi gidc
Ph gai thi

Roi loan tai vd mé cung

U tai

Roi loan tim va mach mdu

Phu ngoai bien*
Suy tim sung huyet tram trong hon
tdng huyét ap

R6i loan hd hip, ngwe va trung thit

Viém phoi tang bach ciu ai toan

Réi loan tiéu hoa

Dau bung trén

Budn ndn

Non mtra

Piy hoi

kho tiéu

Bénh tiéu chay

Tao hon

Loét miéng

Loét dudng tiéu hoa
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Xuat huyét tiéu hoa ***
Thung dudng tiéu hoa***
Viém da day

Viém thuc quin

Viém dai trang

Viém tuy
Roi loan gan mit Réi loan xét nghiém gan
vang da
] Viém gan*** |
R6i loan da va md duwéi da Nguia
rung tée

Phan ¢mg nhay cam voi anh sang
gia porphyrin
ban xuét huyét
Ban do da dang
C dinh ban @ sic 1
Chimg do da
dia y phing
Héi chitg Stevens-Johnson, phan timg thude véi
tang bach cdu A toan va céc triéu chimg toan thin
(DRESS), hoi ching Lyell
R&i loan thiin v tiét nigu Giir mrére
Tang kali mau
Phil né
Suy thin cép chirc nang
Viém than ong ké thin
Hoai tir ng than
Hoi chimg than hu
Hoai tir nhu thin
(*): Trung binh, & bénh nhan suy gidm chiic néng tim.
(**): vao céc thanh phin.
(***): Nhing truomg hop xudt huyét tiéu héa ndy xay ra thudng xuyén hon khi sir dung lidu lugng cao.
(***4): nang (trong do ¢6 1 trudng hop tir vong).
Khiac
Neuy co huyét khoi tim mach
Xem thém phén Canh bdo va thén trong

Thong bde cho bdc si biét cic tic dung khong mong mubn gip phdi trong qud trink diéu tri

11. QUA LIEU VA CACH XU TRI

Tri¢u chirng:

- Qz"iu hiéu 1am sang cua qua liéu: budn ngi, chéng mit, mat phuong huéng, o chua, kho tiéu,
buon nén hodc non, ngung tho.

- Déu) hiéu sinh hoc qua liéu: thay @i chirc ndng gan, thin, giam protrombin mau, nhiém toan
chuyen hoa.

Xt tri:

- Ngay l4p tire chuyén dén bénh vién;

- Loai bo nhanh chong san phim dé an bang cach rira da day;

- Than hoat tinh dé giam hap thu naproxen;

- Bidu tri triéu chimg.
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12. DAC TINH DUQC LUC HOC

Nhém dugc Ij: Thube giam dau-chong viém khong steroid (NSAID).

Ma ATC: MOLAED2

Naproxen la thqéc chdng viém khéng steroid, cé ngudn gde tir acid aryl-carboxylic thude nhom
propionic. Thudc cd cac dic tinh sau:

- Chéng viém,

- Giam dau,

- Ha sét,

- Uc ché chire ning tiéu céu.

Tét ca nhirng diic tinh nay déu co lién quan dén sy tre ché tong hop prostaglandin.

13, PAC TINH DUQC PONG HOC

Hip thu l‘;\
Sur hap thu nhanh chéng va day du. Nong dd t6i da trong huyét trong 1a 77.4 ug/ml sau khi i A\H
ubng vién 275 mg. Mirc huyét twong t0i da dat duge trong vong chura ddy mot gicrsau khi dung,  €n)= il
O litu lén hon 500 mg, d¢ ting clia naproxen trong huyét twong khong ty 18 thudn véi lidu ;f,;,;"]
ubng. 74

Phiin bo

S lién két vai protein huyét tuong 14 khoang 99%.

Chuyén héa sinh hoc

Naproxen duge chuyén héa chii yéu & gan dudi dang desmethyl naproxer,
Thai triv

Sur thai trir xay ra & dang khéng d6i hodc dang lién hop, chi yéu qua nude tiéu:
- 70% dudi dang naproxen.

- 28% ¢ dang khnr methyl.

D¢ thanh thai huyét twong ciia naproxen khoang 0,13 ml/phit/ke.

Thoi gian ban thai huyét tuong 1a 13 gio.

Cic doi twgng diic bigt:

Péi trong ngudi cao tudi, suy thian: xem phf?ln Canh bao va than trong.

14. QUY CACH PONG GOI
Hop 10 vi x 10 vién nén bao phim

15. PIEU KIEN BAO QUAN: ,

Béo quan ¢ noi kho rao, mat me, nhigt d§ dudi 30°C. Tranh dnh sdng, nhiét d6 va d6 4m cao.
16. HAN DUNG:

36 thang ké tir ngdy san xuAt.

17. TIEU CHUAN CHAT LUQNG:

USP.

18. TEN, PIA CHI CUA CO SO SAN XUAT
SAGA LIFESCIENCES LIMITED

Survey No.198/2 & 198/3, Chachrawadi Vasna, Ta.: Sanand, Dist.: Ahmedabad-382210,
Gujarat, India (An Dd).



