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2. MAU NHAN Vi IBUCINE 600 (1 vi x 10 vién nén bao phim)
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3. MAU HOP IBUCINE 600 (Hop 10 vi x 10 vién nén bao phim)

Rx Thuéc ban theo don

Ibucine 600

Ibuprofen 600 mg

P

Ibuprofen 600 mg

-
Ibucine®600

Cong thee:
Ibuprofen............ccoccon........ GO0 MQ
Ta duge vd .1 vién nén bao phim

cHl DN, CACH DONG, cinG CHi BINH,
THAN TRONG VA CAC THOMG TIN KHAC:
Xin dgc trong t huing ¢4n sif dyng.
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San xudt tai: 3
CONG TY TNHH DUQC PHAM USA - NIC
L3 11D, Buing C, KCN T4n Tao, Q.Binh Tan, TP.HCM o
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Bss ucine 600
g < lbuprofene 600 mg
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\\ . Box of 10 blisters x 10 fl.l'm cocléd ioblets
COMPOSITION:
Ibuprofene .. 60O mg

Excipients g.s.p .. 1 film coated tablet
INDICATIONS, CONTRA-INDICATIONS, DOSAGE,
WARNINGS AND OTHER INFORMATION:
Read the package insert carefully.
BE XA TAM TAY ClA TRE EM
BOC K¥ HUONG DAN SU DUNG TRUOC KH DUNG
BAO QUAN NOI KO MAT, MET BO DUOIS0°C, TRAMH ANH SANG.

Manufactured by:

USA - NIC PHARMA Co., Ltd
Block 11D, Road C, Tan Tao IP, HCMC
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Rx Thubc bin theo don

TO HUONG DAN SU DUNG CHO CANBO Y TE
Vién nén bao phim IBUCINE 600

1. Tén thudc: IBUCINE 600
2. Thanh phin céu tao ciia thudc: (cho mdt vién)

(Tinh bot ngd, bot tale, PVP K30 (Polyvinylpyrrolidon), avicel 102, primellose (Natri| C
croscarmellose), aerosil, magnesi stearat, HPMC 615 (Hydroxypropyl methylcellulose), titan
dioxyd, PEG 6000 (Polyethylen glycol)).

3. Dang bao ché: Vién nén

4. Cac dac tinh dwgce Ire hoe, duwge dong hoc:

Duoe lre hoe /

- Nhom dugc ly: Khang viém giam dau NSAID /)"

- MaATC: COIEB16

- Ibuprofen 1a thube chong viém khéng steroid, din xuat tir acid propmmc Tuong tu nhu
cdc thude chéng viém khong steroid khéc, ibuprofen ¢6 tac dung giam dau, ha sot va
chéng viém. Co ché tic dung cuia thude 12 tre ché enzym prostaglandin synthetase va do
dé ngin tao ra prostaglandin, thromboxan va céc san pham khéc cua enzym
cyclooxygenase. Ibuprofen ciing trc ché tong hop prostacyclin & thén va co thé gay nguy
co {r nude do 1am gidm dong méu téi thian. Can phai lru y dén dleu nay khi chi dinh cho
ngudi bénh cé suy than, suy tim, suy gan va cdc bénh ¢6 rdi loan vé thé tich huyét turong.

- Tdc dung chéng viém ciia ibuprofen xuat hién sau hai ngay diéu tri. Ibuprofen ¢6 tac dung
ha sét manh hon aspirin, nhung kém indomethacin. Thuoc ¢6 tac dung chéng viém tdt va
¢6 téc dung giam dau tot trong diéu tri viém khép dang thép thiéu nién.

Dwoc dong hoe -

- Ibuprofen hap thu tot & ong tiéu hoéa. Nong 46 ti da cua thudc trong huyét tucmg dat
duge sau khi uong tir 1-2 gidr. Thude gén rat nhiéu vai protein huyét twong. Thai gian ban

thai khoang 2 gio. Ibuprofen déo thai rat nhanh qua nuéc tiéu (1% duéi dang khéng dbi,
14% duéi dang lién hop).

5. Quy cach déng géi:
- Hép 10 vi x 10 vién.
- Chai 100 vién.
6. Chi dinh, litu ding, cich ding, chéng chi dinh:
a. Chi dinh:
- Ibuprofen dugc ding giam dau va chong viém trong diéu tri viém khop dang thap (bao

gom viém khop dang thap thiéu nién hodc bénh Still), viém cot song dinh khép, viém
xuong khop va cdc bénh khép khac.

- Ibuprofen ciing dugc chi dinh cho tac dung giam dau tir nhe dén dau vira nhu dau bung
kinh, dau ring va hdu phiu va giam triéu chimg dau déu, bao gdm dau nira dau dau

dau.
b. Liéu ding, cich ding:
- Cha )‘x
+ Dé giam tac dung khong mong mudn nén diing liéu thép nhat c6 hidu qua va dung
trong thoi gian ngan nhat.

+ Phai tham khdo y kién cua béc si néu dunf, trong thoi glan dai ngay (hon 10 ngay)
+ Nén udng thube sau khi an, lidu gitta 2 lan sur dung lién tiép it nhit 4 gio.
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- Ngudi 16n va tré em trén 12 tudi:

+ [:iéu luong khuyén céo cia ibuprofen la 1200-1800 mg méi ngay chia lam nhiéu
lan. Mot s6 bgnh nhan c6 thé dugce duy tri trén 600-1200 mg m(?i ngay. Trong mgt
s6 bénh trim trong hoéc cap tinh, n6 ¢é t!'lé ting licu cho dén tong liéu hang ngay
khéng vugt qua 2400 mg chia lam nhiéu lan.

- Tré em: Liéu hang ngay cta ibuprofen 12 20 mg/kg trong luong co thé chia 1am nhiéu
lan. \

- Trong viém khép dang thap thiéu nién, lidu 1én dén 40 mg / kg trong luong co thé mdi
ngay chia lam nhiéu lan. VEN

+ Tré em dudi 12 tudi: Khong nén ding. f_.-J:‘; i

- Ngudi cao tudi: Néu NSAID duge coi 1a cin thiét, dé tranh nguy co tac dung phy ﬁén
dung liéu thdp nhat va sir dung va trong thai gian ngén nhét. Bénh nhén cin duge theo
d6i xuft huyét tiéu hoa trong khi didu trj thudc nay.

- Chua xdc dinh dugc df an toan cia thude & ngudi suy than. DE tranh thubc tich liiy qua
nhiéu, nén giam liéu ibuprofen & ngudi c6 ton thuong chirc nang théan.

¢. Chéng chi dinh: A/f;
- Mén cam véi ibuprofen hay bét ky thanh phan nao cua thube. }/ i s
- Loét da day ta trang tién trién. ' | * . !::

- Qua mén véi aspirin hodic v6i cdc thube chéng viém khong steroid khéc (hen, viém |,
miii, n6i may day sau khi dung aspirin).

- Ngudi bénh bj hen hay bj co thit phé quén, rdi loan chay méu, bénh tim mach, tién str
loét da day td trang, suy gan hodc suy than (mirc loc cau than duéi 30 ml/phit).

- Nguoi bénh dang duge diéu tri bang thude chdng déng coumarin.

- Ngudi bénh bi suy tim sung huyét, bj giam khéi luong tudn hoan do thude 101 niéu
hodc bi suy thén (ting nguy co roi loan chirc ning than).

- Ngudi bénh méc mot trong nhém bénh tao keo (¢o nguy co bi viém mang ndo v
khuan; can cha y 12 tat ca ngudi bénh bi viém mang nfo vo khuan déu da co tién sir
méc mot bénh ty mién).

- Ba théng cudi cua thai ky. 1

- Tré so sinh thiéu théng dang c6 chay mau nhu chay mau da day, xuét huyét trong so va
tré ¢ giam tidu cdu va réi loan dong mau. Tré so sinh co nhiém khudn hodc nghi ngo
nhiém khuén chua dugc didu tri. Tré so sinh thiéu thang nghi ng& viém rudt hoai tir.

7. Thén trong khi dung thube:

- Cén than trong khi dung ibuprofen déi véi nguoi cao tudi.

- Ibuprofen cé thé lam cdc enzym transaminase tang 1én trong méu, nhung bién ddi nay
thodng qua va hoi phuc duoc.

- Réi loan thi gide nhu nhin mé 1a déu hi¢u chi quan va ¢6 lién quan dén téc dung c6 hai
cta thuoe nhung s& hét khi ngirmg dung ibuprofen.

- Ibuprofen wre ché két tap tiéu cAu nén c6 thé lam cho thi gian chay mau kéo dai.

- Cz;m‘theo ddi chue ning gan thuomg xuyén khi st dung ibuprofen lau dai. Néng do ALT
huyet twong la chi s6 nhay nhét dé dénh gia nguy co lam giam chirc ning gan cla thube
chong viém khéng steroid. Cin than trong va theo ddi chiit ché bénh nhan suy giam chire

néng than khi sir dung ibuprofen.

- Céan theo ddi chit ché nguy c¢o chay mau khi dung ibuprofen ¢ tré so sinh thiéu thang.

- Than trong khi sir dung ibuprofen & tré em so sinh thiéu thang ¢6 nguy co nhidm khuin
hogic nhidm khuén chwa duoc kidm sodt diy du.

- Khi sir dung ibuprofen c6 ti}é lam ting huyét 4p hodc lam ndng hon bénh ting huyét 4p,
lam ting nguy co céc bién ¢d tim mach.

- _Ibuprofen 1am ting nguy co bién ¢ tim mach nghiém trong do huyét khéi. Nguy co bién
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co tim mach cua ibuprofen tang ¢ bénh nhan ¢é bénh tim mach hodc ¢6 }géu t():' nguy co
méc bénh tim mach. Dé giam thiéu cac bién ¢ tim mach nén dung li€u thap nhét c6 hiéu
quéa va trong théi gian ngén nhit. Bénh nhan cin dugc thong tin vé cac triéu chimg dc
tinh nghiém trong trén tim mach (dau ngye, khé thé, yéu, néi khé) va huéng dan xir tri
khi céc triéu chimg nay xay ra.

Ibuprofen nén sir dung than trong & bénh nhan cé tr dich, suy tim vi dd c6 bdo cdo vé tic
dung phy @ dich va phu x4y ra khi sir dung cac thude nay.

Cin thén trong vi tac dung ha nhiét va chéng viém cua ibuprofen cé thé che mo cac ddu
higu va tri¢u chimg viém cua cac bénh khic. Ibuprofen nén than trong khi sir dung & bénh
nhan tang bilirulin toan phan vi nguy co foribuprofen thay thé bilirubin trong lién két véi
albumin.

Nguy co huyét khéi tim mach:

Cic thude chéng viém khong steroid (NSAIDs), khéng Phéi aspirin, dung dwdng
toan thin, c6 thé lam ting nguy co xuit hi¢n bién cb huyét khoi tim mach, bao gom
ci nhdi mdu co tim va djt quy, c6 thé din dén tir vong. Nguy co nay ¢6 thé xuét hién
s6m trong vii tuidn diu diing thudc va c6 thé ting 1én theo thoi gian dung thubc.
Nguy co huyét khoi tim mach duwge ghi nhin chii yéu & lidu cao.

Bic s cin danh gid dinh ky sy xudt hién cia cic bién 6 tim mach, ngay ci khi bénh
nhén khong ¢6 cic tri¢u chirng tim mach trwée dé. Bénh nhin cin dwgc canh bio vé
cdc tridu chimg cia bién c6 tim mach nghiém trong va can thim khim bic si ngay
khi xuat hi¢n céc tri¢u chirng nay.

Pé giam thiéu nguy co xuit hién bién cb bit lgi, cin sir dung Ibucine 600 & lidu hang
ngay thap nhit ¢é hi¢u qua trong thoi gian ngiin nhit c6 thé. b

Twong tdc ciia thube: :

Ibuprofen hiép dong tac dung v6i warfarin gay chay mau da day. Phéi hop hai thuéc nay
lam téng nguy co gdy chay mau da day cao hon khi dung timg thudc don déc.

Ibuprofen khi dung ddng thoi voi aspirin lam ting nguy co chay mau da day. Céc nghién
clru trén ddng vit cho thiy ndng do ibuprofen gidm khi ding dong thoi véi aspirin, mat
du nhitng nghién ctru trén ngudi con han ché va khong thiy su giam ndng do nay. Ngoai
ra, ibuprofen d6i khang tac dung e ché két tip tidu cau khéng héi phuc ciia aspirin nén
lam giam tic dung cua aspirin trén tim mach va 1am ting nguy co tim mach. Liéu
ibuprofen 400 mg x 3 lan/ngay ding dong thoi véi liéu aspirin 81 mg lam trc ché téc dung
tc ché hoat tinh cia enzym cyclooxygenase-1 ctia tiéu cau ciing nhu tac dung trc ché két
tap tiéu cau cua aspirin khi ding aspirin kéo dai. Str dung aspirin truéc 2 gitr khi dung liéu
ibuprofen budi sang khéng trénh dwgc xiy ra céc tuong tac khi ding ché d5 nhidu lidu
ibuprofen trong ngay, méc du thay dbi thoi gian str dung 2 thudc cé thé tranh dugce khi
dung ché d¢ don liéu ibuprofen trong ngay. Co quan quan ly duge phim va thye phim
My (FDA) khuyén cdo ¢ bénh nhan sir dung lidu ibuprofen 400 mg/lan/ngay phdi hop véi
vién giai phéng ngay 1dp tirc, ham lugng thip aspirin, nén sir dung ibuprofen 8 gi¢r truée
hodc it nhat 30 phiit sau khi diing aspirin. Do nguy co tang tac dung phu nén khuyén céo
khdng nén dung dbng thoi thude chéng viém khong steroid vai aspirin.

Da ¢6 bao cdo ibuprofen lam ting ndng do huyét twong cua lithi 1én 12-67% va giam thai
trir lithi qua than. Co ché caa trong tac nay chua rd nhung sy (e ché tong hop
prostagrandin ¢¢ the anh huong dén sy thai trir lithi & than. M3t s6 nha lam sang khuyén
céo khong nén dung dong thai lithi véi ibuprofen. Tuy nhién, néu dung dong thoi phai
theo dai chat che cac dau hi¢u ngd doc lithi va ndng do huyét trong cia lithi phai dugc
theo doi khi\bét dau sir dung ddng thoi hai thube va hiéu chinh céc liéu tiép theo. C6 thé
phai giam li€u lithi & mét s bénh nhan va cin hiéu chinh lithi khi ngimg dung ibuprofen.
C6 mot sé bang chimg vé higp ddng tac dung ¢ ch{i prostagrandin khi ding dong thoi
ibuprofen véi céc thude e ché enzym chuyén hay d6i khang thu thé angiotensin II lam
gidm hi¢u qua cua cdc nhom thude nay trén huyét ap. Phai theo dai chat ché huyét ap khi
phoi hop thude chong viém khong steroid & bénh nhan dang dung trc ché enzym chuyén
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hay chen thuy thé angiotensin 1. C6 it dir liéu ve viée gay glam chiic nang thin cap tinh
khi phdi hop thude chéng viém khong steroid va thudc e ché enzym chuyén, tuy nhién
khong thé loai trir nguy co nay vi mdi nhém thude khi dung don doc déu gdy ADR nay.

Str dung dong thoi corticoid va thude chéng viém khong steroid lam tang nguy co loét da
day.

Ibuprofen va cac thudc chong viém khong steroid khéc lam ting ADR ctia cac khang sinh
nhém quinolon 1én hé than kinh trung vong va co thé din dén co giat.

Magnesi hydroxyd lam ting su hdp thu ban déu cua ibuprofen, nhung néu nhém hydroxyd
cung co mat thi lai khong ¢6 téc dung nay.

Véi cac thude chdng viém khong steroid khéc: Ting nguy co chay mau va gdy loét.
Methotrexat: Ibuprofen lam ting doc tinh cia methotrexat.

Furosemid, cdc thiazid: Ibuprofen c6 thé lam giam tac dung bai xuét natri niéu cia
furosemid va céc thude loi tiéu.

Digoxin: Tbuprofen c6 thé lam ting nong d¢ digoxin huyét tuong.
Tac dung khéng mong mudn:

5-15% ngudri bénh c6 tac dung phy vé tidu héa.

Nguy co huyét khéi tim mach.

Thudng gép (ADR>1/100):

+ Toan than: S&t, méi mét.

+ Tiéu héa: Chudéng bung, budn ndn, non.

+ TKTW: Nhirc diu, hoa miit chong mit, budn nén.

+ Da: Mén ngira, ngoai ban )
it gap (1/100> ADR > 1/1000): L1

+ Toan than: Phan img di tmg (dédc biét co thic phé quan & ngudi bénh bi hen), viém mili,
ndi may day.

+ Tiéu héa: Pau bung, chay méu da day-rudt, lam loét da day tién trién.
+ TKTW: Lo mo, mét ngu, U tai.

+ Mit: Réi loan thj gidc.

+ Tai: Thinh luc giam.

+ Mau: Thoi gian chady méu kéo dai.

Hiém gap (ADR< 1/1000):

+ Toan thén: Phu, ndi ban, hoi chimg Stevens-Johnson, rung toc, ha natri.

+ TKTW: Trdm cam, viém mang ndo vo khuan va hén mé, nhin mé, réi loan nhin mau,
giam thi luc do ngo dée thude.

+ Mau: Giam bach céu, giam tiéu cdu, giam bach cau trung tinh, ting bach cau wa eosin,
giam bach céu hat, thiéu mau.

+ Tiéu héa: Réi loan co bop tii mét, cac thir nghiém thiam do chirc nang gan bit thuomg,
nhiém ddc gan. Viém ruét hoai tir, hoi chung Crohn, viém tyy.

+ Tiét niéu-sinh duc: Viém bang quang, tiéu ra mau, suy than cap, viém than k&, hoi
chimg thén hu.

+ Da: Nhay cam v¢éi anh sang.
Thong bao cho béc si nhimg tac dung khéng mong mudn gip phai khi sir dung thudc
Hu-o'ng diin cach xir tri ADR:

Néu nguoi bénh thdy nhin mo, giam thi luc, hogc rdi loan cam nhan mau sic thi phai
ngtmg dung 1buprofen

Néu c6 rdi loan nhe vé tidu hoa thi nén udng thube lde an hay uong vOi sira.
Qui liéu va cdch xir tri:

Cé it thdng tin v& xdy ra ddc tinh cip véi ibuprofen. ADR do qua liéu ibuprofen thudomg
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13

14.

phu thude vao lugng thudc udng va thai gian udng. Tuy nhién vi sy dép (mg véi thudc 1a
khéc nhau nén qua lidu phal danh gi4 trén timg c4 thé.

Céc triéu chimg vé qua lidu ibuprofen da duge bdo céo gom Pau bung, budén nén, nén,
thd o va ngl ga, ¢6 thé xay ra dau du, con co cing, trc ché TKTW co giat, ha huyet ap,
nhip nhanh, th¢ nhanh va rung nhi. C6 béo cdo nhung hlem vé nhiém toan chuyé‘n hoéa,
hén mé, suy thén cép, ting kali huyet ngimg thé (chu yéu & tré nho), tc ché hd hip va
suy hé hip. C6 sur lién quan rat it gilta nong d¢ ibuprofen trong méu va cac phan (g
nghiém trong xay ra khi qua lidu tbuprofen.

O tré em tinh liéu theo trong luong co thé c6 thé glup dy dodn truéc nguy co djc tinh
nhung nén danh gia trén timg cd thé. Mt nha san xuét va mot s6 nha 1am sang khuyé‘n
c4o rang liéu dudi 100 mg/kg it xay ra doc tinh ¢ tré em. Liéu 100-400 mg/kg can udng
khi d6i va theo ddi tré tai co so'y t€ 4 gidr sau khi uéng thuoc Vi liéu trén 400 mg/kg can
can thi¢p béng thuée ngay lap tirc, theo dai chat ché, diéu trj hd tro, khéng khuyén céo sir
dung c4c thude gy nén do nguy co gdy co glat va h1t vao da day.

Thuomg la diéu tr triéu chimg va hé trg. Néu da uong qua lidu thi can ap dung nhitng bi¢n
phép sau day nham tang dao thai va bat hoat thudc: rira da day, gy non va loi tiéu, cho
uong than hoat hay thudc tdy mubi. Neu ngng: tham tach méu hoac truyén mau. Vi thude
gdy toan hoa va dao thai qua nuéc tidu nén vé ly thuyét s& c6 loi khi cho truyén dich kiém
va loi tidu. Cén phai theo dai, kiém soat nguy co ha huyét 4p, chay méu da day va toan
hdoa mau.
Cic déu hi¢u cin luu ¥ va khuyén cio:
Sur dung cho nguoi lai xe va vin hanh mdy méc: Thudc c6 thé giy nhire diu, hoa mit
chéng mét nén than trong cho nguoi 1ai xe va van hanh may méc. W
St dung cho phu nir mang thai va cho con bu: /

+ Thoi ki mang thai: lbuprofen co thé trc ché co bop tir cung va la.m chdm dé. Ibuprofen
cung c6 thé gay tang 4p luc phdi ning va suy hé hdp ning & tré so sinh do déng som
ong déng mach trong tu cung. Ibuprofen trc ché chirc nang tiéu cau, 1am tang nguy co
chay mau. Do trc ché tong hop prostaglantm nén c6 thé gay tic dung phu trén hé tim
mach cua thai. Sau khi udng cac thuée chéng viém khong steroid cling ¢6 nguy co it
nudce 6i va vo niéu & tré so sinh. Trong 3 thang cudi thai ky, phai hét sirc han ché sir
dung d6i véi bt cir thude chéng viém nao. Céc thube nay chéng chi dinh tuyét déi
trong vai ngay trude khi sinh.

+ Thoi ky cho con bu Ibuprofen vao sira me rét it, khong dang ke it kha ‘nang xay ra
nguy co cho tré & liéu binh 1hlrémg voi me. Cac nha san san xuat van khuyén céo khéng

nén dung ibuprofen trong thoi gian cho con bu vi nguy co tre ché prostaglandin tiém
tang ¢ tré so sinh.

Picu kién bio quan, han dung:
Noi khé mat, nhi¢t do duéi 30°C, tranh 4nh sang.
Han diing: 36 thang ké tir ngdy san xuit.
Tén, dia chi clia co sé san xudt:
CONG TY TNHH DUGC PHAM USA - NIC (USA - NIC PHARMA)
L6 11D dudng C — KCN Téan Tao — Q.Binh Tan — TP.HCM
DT : (08) 37.541.999 — Fax: (08) 37.543.999
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