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Tén san phdm: sINRIGU

| Kich thudc hop: 86 x 25 x 144 (mm)

| Kich thudc vi: 83 x 140 (mm)
Quy cach: 3 vix 10 vién
Ma sé:

Tone mau:
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— Doc k) hudng dén sic dung triede khi ding. = 1
Néu cdin thém théng tin xin héi y Kkién thiy thudc.
Clii divng thudc nay theo sic ké don ciia thiy thudc.

SINRIGU
(Vién nén dai bao phim Etodolac 400 mg)

THANH PHAN

M3i vién nén dai bao phim chira:

Etodolac ... .c..ooveevvevceve cevaenes .. 400 ME

Ta dugc: Cellulose vi tinh thé, lactose monohydrat, povidon, natri lauryl sulfat, silicon dioxyd, magnesi stearal,
hydroxypropylmethylcellulose, polyethylen glycol 6000, talc, titan dioxyd, mau sunset yellow, mau allura red, mau oxyd sdt do... vira |
du I vién. i

Diic tinh dwrgc Iyc hoc:

SINRIGU la Ihug: giam dau chdng viém khdng steroid véi hoat chat chinh la etodolac.

Etodolac 13 mt din chét cia acid pyranocarboxylat, c6 tac dung chéng viém, gidm dau va ha nhiét. Co ché tic djng cia etodolac
gibng nhu cac thube khong steroid khic, chua duge biét rd nhung ngudi ta tin ring c6 lién quan dén sy e ché sinh tong hop
prostaglandin trong qu4 trinh viém. Tac déng gidm dau c6 hi¢u qua sau 30 phit khi ding thubc véi lidu don tir 200 mg t6i 400 mg,
hiéu qua t6i da dat dugc trong 1 —2 gidr va thudmg kéo dai tir 4 — 6 gid.

Diic tinh dugce djng hoc:

Etodolac dugc hép thu nhanh sau khi udng, sinh kha dung tuong dbi 80 — 100%, ndng dj dinh trong huyét tuong dat dugc trong 80
phiit. Phan bd vao cic mé va hoat dich. Gn két protein 99%, thoi gian béan thai khoang 7.3 gid, thoi gian ndy khdng khic nhau & bénh
nhan tré tudi va bénh nhan I6n tudi (trén 65 tudi) nhumg thay déi & nhimg ngudi bi suy thin. Chuyén héa qua gan va bai tiét chi yéu
qua nudc tiéu (72%) & dang hydroxyl héa va lién hop glucuronid, mét it bai tiét qua phén.

CHi DINH:

Etodolac I4 thudc chéng viém khdng steroid irc ché chon loc trén COX-2 (Cyclo-oxygenase 2) dugc ding dé:
. - Dibu trj céc triéu chimg ciia bénh thodi hda khp va viém khop dang thép.

- Giam dau cdp tinh ngén han.

CHONG CHI D]NH:
- Quamin véi etc&dolac hoic bat cir 1ha'g|h phén nao ciia thudc.

- Bénh nhan cé tién sir bj hen suyen, noi may day hoéic nhimg phin (mg kiéu dj tmg khéc sau khi dung aspirin hojic ding cdc chit
chdng viém khéng steroid khac.

- Suy gan ning, suy thin ning. i
- Tréemdudi 15 tudi (do tinh an toan va hiéu qua khi dung cho tré em chua dugc thiét lap). i
- Phy nircé thai 3 thang cudi va phy nit trong théi ky che con bu. i

LUU Y PAC BIET VA THAN TRONG KHI SU DUNG:

- Sirdung cin than cho cac bénh nhin cé tién sit loét da day — 14 trang, xuit huyét tiéu hoa.

- Do loét vi xudt huyét tiéu héa c6 thé xdy ra ma khdng cd triéu chimg béo truéce, bic sT diéu trj cin theo ddi bénh nhén dai ngay
dé kip thai phat hién ciing nhur thang bao cho bénh nhén tim quan trong cia vige theo ddi ndy.

- Cén than voi bénh nhan c6 bénh tim mach, ting huyét p va ngudi cao tudi.

- Cin theo dai thét k§ chirc ning thin va syr bai tiét nuéc tiéu & bénh nhin suy tim, suy gan, suy thin man hojc bénh nhén dang
dung thude loi tidu.

. Cin kiém tra dinh ky hemoglobin va hematocrit dé phét hién ddu hidu thiéu mau ddi khi c6 thé xiy ra & céc bénh nhn ding
thuée chong viém khéng steroid.

- Bénh nhin ding etodolac c6 thé cho phan t'mg duong tinh gid trong xét nghi¢m bilirubin ni¢u do sy hign dién cta céc chit
chuyén héa phenolic ciia etodolac trong nudc ticu,

Pé xa thm tay tré em,

SU'DYNG CHO PHY NU' CO THAI VA CHO CON BU:

. Chua cé nghién ciru day da trén phy n ¢6 thai. Chi nén dung etodolac khi lgi ich mang lai cho ngudi me vugt hin nguy co tic hai cho
thai nhi. Ciing nhu céc thubc khdng steroid khéc, can phai tranh diing etodolac cho phu nir c6 thai trong 3 thing cudi thai ky v phy nir g
trong théi ki cho con ba, A

TAC DONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC: !
Diing thin trong cho ngudi l4i xe va vén hanh may méc vi etodolac cé thé gay chéng mjit, m& mit cho ngudi sir dung.

TAC DUNG KHONG MONG MUON:
Tuong tw nhu cic NSAID khic, etodolac cling cé thé gay nhimg tac dung khdng mong mudn sau;
Nhimg téc dung khong mong muén thudng gip nhét ciia NSAID thuéng 14 réi loan tiéu héa (kho chiu dutmg tiéu héa, &n khong tiéu,,
dau byng, tiéu chy, ddy hai, budn nén, nén mira, tdo bén, viém da diy, tiéu phin den), thudng 4 nhe va ¢6 hdi phuc, nhung mt s6 _

bénh nhin c6 thé xy ra loét da day va xudt huyét tiéu héa ning. Syr trc ché cyclo-oxygenase Fibag
trong cdc thc dung trén dudmg tiéu héa cua NSAID; do d6 etodolac — mjt chilt sy {rc ché
mong mudn trén tiéu héa hon,

PHO CYC TRUONG
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Téc dun khong mong mu.ém ¢6 lign quan dén thén kinh trung uong bao gém: dau ddu, hoa mat, chéng mit, cing thiing, U tai, trim
cim, buon ngd va mat ngu. Phan img qua mian c6 thé xdy ra thutmg xuyén bao gdm sét, phit mach, co thit ph¢ quén va phét ban.
T:HE'T ddc gan va viém mang ndo vo khudn (hiém khi xdy ra) ciing ¢6 thé 1 phan (mg qua min. Mt 56 bénh nhan c6 thé bj réi loan
thi gidc.

Téc dyng khong mong mudn cla céc thudc NSAID trén huyét hoe bao gm thiéu méu, giam tiu cu, giam bach cdu, ting bach chu di
toan va mét bach céu hat. Khéng gibng nhu aspirin, tic dgng trc ché ket tap tiéu cAu c6 thé phuc hdi véi cdc NSAID khéc. Mt bach
cdu hat da duge bio cdo & bénh nhién sir dung etodolac. Thiéu méu tén huyét véi thir nghiém Coombs duang tinh do nhay cam véi cic
chét chuyén hoa cua etodolac cling da dugc bdo cdo.

Mt b téc dung lién quan dén thin nhu viém than k& va hoi chimg thdn hu, suy thin cd thé gdy ra boi NSAID dic biét 12 & bénh nhéin

suy thin tir trude. Tiéu ra méu ciing 4 xdy ra. Gilt nudc c6 thé xdy ra, hiém khi gy ra suy tim & bénh nhan 16n tudi. Str dung lau dai
hodic lam dung thudc gidm dau, bao gdm céc thubc NSAID, c6 thé din dén bénh thin.
Téc dung khdng mong mudn khac bao gdm nhay cim véi énh sing. Viém tai phdi, bénh phéi ting bach cdu &i toan, viém tyy, hoi
chimg Stevens-Johnson va hoai tir thuong bi nhiém ddc Ia tac dung khong mong mudn hiém gap khéc. Gay ra hay lam trdm trong hon
bénh viém rudt két ciing di dugce bio cdo.

£

Théng bdo cho thdy thuéc cdc tac dung khng mong muan gap phdi khi sie dung thudc.

LIEU DUNG - CACH DUNG:

Theo sy huéng dan cia thay thude. Liéu dung cho ngudi lon:

- Thoi hoa khép va viém khop dang thép: Ubng 1 vién x 2 ldn mdi ngdy. Néu can c6 thé tang lidu dén 3 vién mdi ngay.

. Giam dau chp tinh: Ubng % - 1 vién, cich 6 — 8 gio mot Ian, thuéng dén ti da 1000 mg mdi ngdy. Mot sd bénh nhin da dugc
ding dén 1200 mg mdi ngay.

TUGNG TAC THUOC, CAC DANG TUONG TAC KHAC:

Tuong téc lién quan dén NSAID bao gom ting cudng tic dyng cla thubc chéng dong méu (diic biét 1a azapropazon va phenylbutazon),
ting néng 4 trong huyét tuong ciia cyclocerin, lithium, methotrexat va glycosid tim. Nguy co dgc thin c6 thé ting lén néu duge ding
chung véi thudc (e ché men chuyén, cyclosporin, tacrolimus hoiic thude lgi (iéu. Anh huémg trén chirc néng than c6 thé dén dén giam
bai tict mot s loai thube. Ciing cd thé ting nguy co ting ali méu véi cdc thube i ché men chuyén va thudc lgi tiéu tiét kigm kali.
Téc dung ha huyét 4p ciia mdt s6 thude ha huyét ap bao gdm thudc e ché men chuyén, thude chen beta, thuéc loi tiéu co thé gidm
xubng. Co gidt cd the xdy ra do sy tuong tac véi cac quinolon. NSAID cé the lam ting tic dung cua phenytoin va thude trj tiéu dutmg
sulfonylurea.

Tranh sir dung chung vdi cdc NSAID khéc (bao gbm ca aspirin) vi cé nguy co (Ang tac dung khéng mong mudn. Nguy co chay méu
dutmg tiéu héa va viém loét do NSAID ting lén khi dng chung vdi corticosteroid. SSRI, cc thubc chéng két tap tiéu cdu clopidogrel
va ticlopidin, rugu, cdc thudc bisphosphonat, hofic pentoxifyllin. Cé thé ting nguy co djc gan néu sir dung chung vdi zidovudin.
Ritonavir co thé lam ting ndng do trong huyét tuong cda cac thuoe NSAIDs. Mifepriston ¢6 thé irc ché tdng hop prostaglandin ciia
NSAID. Pi ¢6 bao céo ting cdc tac dung khong mong muén khi NSAID dung chung véi misoprostol miic du ddi khi hai thubc duge
sir dyng phoi hop dé lam giam ddc tinh dudng tiéu héa cua NSAID.

Ngoii ra, con ¢6 cdc tuong tic sau:

. Cic thubc khang acid da day c6 thé lam giam ndng d§ etodolac trong mau.

- Khi diing chung vai warfarin lam giam sy giin két vai protein ctia warfarin.

- Phenylbutazon lam gia tang (khodng 80%) etodolac ty do trong mau.

QUA LIEU VA XU TRI:

Triéu chimg; bubn non, non mira, dau bao tir, budn ngd, ngd lim

Xi tri: khong c6 thube gidi dgc dic higu. Can phai sic rudt trong vong 4 gt sau khi ubng mét lugng 16n thubc (tr 5 — 10 lén liéu binh
thuémg). C6 thé gdy ndn hay ding than hoat (60 — 100 g cho ngui lon, 1 —2 g/kg cho tré em) va thubc x& muéi d& lam giam hip thu.

i

Cho lgi tiéu cudng birc, kiém hoa nudc ticu, thim tach méau hay truyén mau c6 thé khong cd lgi cho thudc gdin két protein cao.

PONG GOI: Hop 3 vi x 10 vién.

BAO QUAN: Noi khd réo, trinh anh séng, nhi¢t 49 khong qua 30°C.

TIEU CHUAN CHAT LUQNG: Tiéu chuin nha san xuat,

HAN DUNG: 36 thang ké tir ngdy san xuat.

Sén xudt tai:

CONG TY TNHH DP DAT VI PHU

(DAVI PHARM CO., LTD)

Ld M7A, Pudng D17, Khu CN M§ Phudc 1, Xa Théi Hoa, Huyén Bén Cat, Tinh Binh Duong, Viét Nam
Tel: 0650-3567689  Fax: 0650-3567688
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