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IBUPROFEN 400mg
FAST ACTING

{present as free acid and patassium 53!

Indications.. . o

- qo.._..oa_;_._:_ t o__ _._.___._o_. wn:mu m:a pain 3ssacTe
wlih the common cold, headache togthache, muscular
aches, backache, minar patn of arthritls. pain of
menstrual cramps (dysmenarhea).

- Ternporanly reduces fever

Dasaga:
Adults and children aver 12 years :
Take 1 capsule every 4-6 hours while symptoms oceur.

IBUPROFEN 400mg
Side Effects __ uin-.__:n.._- !

Canteaindi FAST ACTING

Please see n:n.ummn_ leafiet for mare details

Product Spacification | Manufacturer 6x10 Softgel Capsules

Store below 30'C In a dry place,

away fram direct sunlight.

Keep out of reach of children.

Aead the instructions carefully before use.

Manuractured under license from :

MEGA LIFESCIENCES (AUSTRALIA) PTY. LTD.
Victoria, Australia

By - MEGA LIFESCIENCES Public Campany Limited
3B4, Pattana 3 Road, Bangpoo Industrial Estate,
Samutprakarn 10280, Thalland

MM Reg. No  1501AAZO6E
VN Visa Na @ WN-7743-09
|MEGA LIFESCIENCE PTY, LTD.

| %eg (CAM03-7263 |
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GOFEN 400 CLEARCAP

(Sub label in Viemamese)

100%

GOFEN 400 Clearcap VN-Xxxx-xx
Thinh phan mdi wén ok 0 chits #0mp Bhugrefon, Chi dinh, chang chi

dinh, e ding, cich ding, mrwl thang tin kbar wom b larimg
shan s g Hiro quin: Bao ' w tranh anh sing e
tep Trink by, Hip 6 i il i Hp 4 10 v rang mém
SPK. S 15 SX, NSX. 1 ey Vo ho o 1-}?,, tén bua b San
Z@Jmu

xuit b, Mega | m‘pfu%ﬁw Loamipany Ciwiged NNK Laro
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GOFEN 400 CIear;BB;’/VN-xxxx-xx

Thanh ph:’in: mdi vién nang mém chira: 400mg Tbuprofen. Chi dinh, chéng chi
dinh, lieu dung, cich ding, duwdng ding va cic thong tin khac: xem to huong
dan st dung. Bao quan: Bao quan dudi 30" C 0 noi khé rao, tranh anh sang tnre
tiép Trinh bay' Hop 6 vi x 10 vién nang mém; Hdp 5 vi x 10 vién nang mém
SHK, $6 16 SX, NSX, HD" xem VN Visa No., Lot Mfg., Exp. trén bao bi. San
xuit béi: Mega Lifesciences Public Cumpan) Limited Thai lan. DNNK:
Luu §: Dé xa tim tay tré em, doc ki hweong din sic dung trueée khi ditng.
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GOFEN 400 CLEARCAP

(Vién nang mém Ibuprofen 400 mg)

THANH PHAN:

Méi vién nang gelatin mém chira:

[buprofen hoa tan. tuong duong 400mg Ibuprofen (dang khéng co acid va mudi nairi)

Ta duee: Polyethylen, Glvcol 400, Propylen glycol, Povidon K90, Kali hvdroxid. Nudc tinh khiét
Vo nang: Gelaun, Glveenin, Nuge tinh khiét. Mau xanh No 3.

MO TA: _
Vien nang gelain mém. mau xanh, hinh thuén, 20 minim.

PAC TINH DUQC DPQNG HQC
Hap thu: 1buprofen hap thu nhanh tir duong tiéu hoa va ndng dé dinh trong huvét trong dat duoc | dén 2 gio sau khi
udng Thot gian ban thai trong huvét tuong khoang 2 !_.,IfJ
Piin hé: 1buprofen 51’1n manh (99%) vén protein huyét tuong. nhung thudc chi chiém mét phin nho trong (éng sé cac
digm gan vai thuée o ndng do théng thuong, Ibuprofen tham qua chdm vao hoat dich va ndng dé trong hoat dich co thé
cao hon trong huyvét tuong. Trén déng vat thi nghiém. ibuprofen va cac chat chuyén hoa cua no tham dé dang qua nhau
that.
Chuyén hod: 1buprofen duoc chuvén hoa ¢ gan tao thanh 2 chit chuvén hoa khéng hoat tinh. nhimg chat nay duoc dao
that qua than cang vén ibuprofen dudi dang hhong ddi hodc o dang lién hop cua chung Su dao thai qua than |14 nhanh va
hoan toan.
Thai trir: buprofen thai trir nhanh va hoan toan Trén 90% liéu udng thai trir qua murde tiéu dudi dang chat chuvén hoa
hodc lién hop va dang ibuprofen chua chuvén hoa trong nudc tigu Phin 1on chédt chuyén hoa dudi dang hvdroxyvlat va
carboxylat

Bang I: Thong tin duwgc dong hoc ciia Ibuprofen trén npuai

Thuoc  [BA* T2 [Vol** [P |Nong |Gan voi[Thar [Tha |
i([..iﬁi (gie) [Dist |thanh [dd  jprotcin |tnr  finr |

| (I/kg) fthai |dinh jhuyét  jqua |qua | f/v
| i (1/gio)l(g1o) [twong  |[nuoc |phz'|n1
a ! ) fien (%) |
! (%} i
Ilhuprofcn =80 | 182 | 015 |3-3.5] 1-2 | 99% [45. ‘ml '

*1eeng dieng sinh hoc

PAC TiNH DU JC LUC HQC

Ibuprofen la thuéc chéng viém khéng steroid, din xudt tir acid proplomc Gidng nhu cac thude chéng viém khéng steroid
khac, 1buprofen co tac dung giam dau, ha sét va khang viém Co ché tac dung cua thubc la irc ché cac prostaglandin
svnthetase va do do ngan ao ra prostaglandin, thromboxan va cac san pham khac cua cv clooug.,enase Ibuprofen ciing irc
ché Long hop prostacy clin ¢ thin va c6 thé gy nguy co ir nude do lam giam dong méu 161 thin. € in phai dé v dén diéu
nay db1 vén cac ngudi bénh suy than. suv tim, suy gan va cac bénh co rdi loan vé thé tich huvét tuong,

Tac dung chong viém cua ibuprofen xuét hién sau hai ngay didu tri. Ibuprofen co tac dung, ha sot nhanh hon aspinn,
nhung kém indomethacin. Thude ¢6 tac dung chéng viém 16t va ¢6 tac dung giam dau 1ot trong diéu trj viém da khop
dang thap thiéu mién

Ibuprofen la thudc an toan nhat trong cac thudc chéng viém khéng steroid.

CHi DINH

- Giam dau do cam cum, dau ddu. dau rang. dau nhirc co, dau lmg, dau nhe do viém khop, dau do bong gin, dau bung
kinh

- Haso . -

LIEU LUQNG, CACH DUNG VA DL"O’NG DUNG

Liéu heong: Nguot lom va tre em trén 12 woi. 1 vién mdi 4-6 gio,

burdmg ding: Duomg uong

TUONG TAC THUOC

Khoug phoi hop voi:

- Cac thude Khang viém khéng steroid khac, bao aém cac sabcylat iéu cao: ¢o nguy co gay loét va xuat huvet duong
tiéu hoa do hiép ddng tac dung,

- Magnesi hvdroxvd 1am tang su hap thu ban dau cua ibuprofen; nhung néu nhom nhém hyvdroxyd cung c6 mét thi lai
khéng co tac dung nay

- Vi cac thude khang viém khong steroid khac: ting nguv co chay mau va gav loét.

- Cac thuéc chong déong duang udng, heparin tiém va ticlopidin: lam tang nguv co xudt huvét do e ché chirc nang uéu
cdu va lam suy véu niém mac da dav ta trang

- Lithi: tang hithi mau,




@ \We care

- Methotrexat: tang doc tinh vé huyét hoc cua chat nay, dac biét khi dung metholrexal voi lidu trén | Smg/tuan,

- Cac sulfamid ha duomg huyét: do ting hiéu qua ha duong huvét.

Than trong khi phdi hop voi:

- Cac thude lot tidu: nguy co gdy suy thin cip & nhimg bénh nhin bi mat nuoc do glam dg loc tiéu cau

- Nén cin nhac khi pho: hop véi cac thude didu tri cao huvét ap (chen beta. {rc ché men chuyén, lon tiéu): giam tac dung
cac thude nay do trc ché prostaglandin diin mach

- Digoxin: lam gia tang néng dé digoxin trong mau

CHONG CHI BINH

- Man cam véi ibuprofen va cac thanh phan khac cua thudc

- Bénh nhén loét da day ta trang tién tnén

- Bénh nhan cé tién su hen, mav day hodc mén cam v6i aspirin va cac thude khang viém khéng steroid khic.

- Bénh nhan c6 tién sur chay mau hodc thung durdng tiéu hoa ¢6 lién quan dén viéc st dung cac thudc khang vidm khong
steroid khac truoc do.

- Nguai bénh bi hen hay bi co that phé quan. réi loan chay mau, bénh tim mach,

- Ngudn bénh dang duoc diéu tri bang thudc chong déng coumarin,

- Ngudi bénh bi suv tim sung huyét. bi giam khéi luong tudn hoan do thude loi niéu hoic bi suy than (1ing nguy co ré1
loan chirc nang than).

- Ngut1 bi bénh tao keo (co nguy co bi viém mang néo v khuan. Cén chi v 14 tat ca cac nguon bénh bi viém mang nio
vé khuan déu da co tién st mac mét bénh tu mién).

- Suy chuc nang gan va thian nang,

- 3 thang cudi cua thai kv,

PHY NU"MANG THAI VA CHO CON BU

Khéng nén dung cho phu nir co thai (nhit Ia trong 3 thang diu va 3 thang cudi cua thai ky). dang chuyén da hay phu nir
dang cho con bu. Cac thuéc chong viém khong steroid ciing co thé gy tang ap lirc phoi niang va suy hd hip nang o tré so
sinh do dong som ong déng mach trong tu cung.

Cac thuoc chong viém ¢o thé (rc ché co bop tur cung va lam cham de

Cac thude chong viém cung ¢o thé tc ché chirc nang tiéu cAu, lam ting nguy co chay mau

Ibuprofen vao sita me rat it, khéng dang ké. It kha nang xdy ra nguy co cho tre ¢ liéu binh thuong vén me

ANH HUGNG LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Khéng lai xe hoic van hanh may méc néu ban thay bi chong mat. hoa mat, ngu lo me hodc réi loan 1dm nhin

THAN TRONG

- Khéng phéi hop ibuprofen véi aspinn va cac thuoc khang viém khéng steroid khac vi co nguv co gay kich tmg duong
tiéu hoa.

- Khéng udng thuée chung vai thirc udng co con.

- Than trong vo1 bénh nhan bi loét da day 1a trang.

- Ngung dung ibuprofen va hoi ¥ kién bac st néu van con sét sau 3 ngay va‘hodc con dau sau 10 ngay dung thudc d?/

TAC DUNG KHONG MONG MUON

Ciing gidng nhu cac thudc khac, ibuprofen co thé gy ra cac tac dung khong mong muén. khéng phai tat ca nguon dung

deu gap

- Thweng gap. ADR 1 100. sdt, méL moi, chudng bung. budn nén, nén, nhirc ddu, hoa mat. chong mat, bén chon. man
ngua, may day.

- It gdp. 1 100-ADR- 1 1000: phan {mg di img (dac biét co thit phé quan ¢ nguoi bi hen), viém miii. ndi may day. Pau
bung, chay mau da day — rudt. lam loét da dav tién trién Lo mo. mit ngu, i tai, r6i loan thi giac, thinh luc giam, chay
mau keéo dan. _ _

- Hiém gap. ADR- 1 1000: phi, n6i ban, hdi chimg Steven — Johnson, rung toc. trim cam, viém mang ndo vo khudn,
nhin mé. réi loan nhin mau. giam thi lyc do ngé déc thude, Giam bach ciu, thiéu mau, nhiém déc gan, réi loan co bop
Ll mat. viém bang quang, dai ra mau, suy than cip. viém thin k&, héi ching than hu

Théng bio cho Bde si nhitng téc dung khong mong muin gap phii khi sir dung thudc.

QUA LIEU VA CACH XU TRIi ‘ , . _
Tri¢n chimg: riéu chimg qua lidu la buon nén. nén, chong mét, co gidt, mat ¥ thirc va trim cam. Thong thuong liéu lon
dugc hép thu 6t khtl khéng su dung kg‘el hop v6i cac thude khac . .

Diéu ri: Neu da uong qua Iiéq th can ap dung nhirng bién phap sau ddy nham tang dao thai va bat hoat thude ria da
dav. gdv ndn va lgi tiéu, cho udng than hoat hoac thude ty mudi Néu nang;: thim tach mau hodc truyén mau. Vi thude
giy loan héa va dao thai qua nurdc tiéu nén vé Iv thude s& co lot khi truvén dich kiém va loi tiéu.

HAN DUNG: 24 thang ké tir ngay san xuat,

PIEU KIEN BAO QUAN: Bao quan noi kho mat, dudi 30°C. Tranh anh sang truc tiép

TIEU CHUAN: Nha san xuét

PONG GOI: Hop 6 vi x 10 vién nang mém.
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Pé thuic xa tim tay tré em.

Doc kp kuwtong din triedc khi si dung.

Khong ding thude qud kan ding.

Khong diing thude néu thdy bién thudc co bdt ky ddu higu bét thuomg nao.

Sin xudt duti s nhiegng quyén cia:

MEGA LIFESCIENCES (Australia) Pty., Ltd.

Victoria 3810, Australia.

Nha san xuit: MEGA LIFESCIENCES Public Company Limited.

384 Moo 4, Soi 6, Bangpoo Industrial Estate, Pattana 3 Road, Praeksa, Mueang, Samutprakarn 10280, Thai Lan.
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TO THONG TIN CHO BENH NHAN

1. Tén san phim: GOFEN 400 CLEARCAP

2. M ta san phadm: Vién nang gelatin mém, mau xanh, hinh thuén. 20 minim.

3. Thanh phin ciia thubc:

Maéi vién nang gelatin mém chira:

Ibuprofen hoa tan, tuong duong 400mg Ibuprofen (dang khéng cé acid va mudi natri)

Ié deoe: Polyethylen, Glycol 400, Propylen glycol, Povidon K90, Kali hydroxid, Nuoc tinh khiét.

Vo nang: Gelatin, Glycerin, Nudc tinh khiét, Mau xanh No.3.

4. Ham lugng cia thude:

Ibuprofen hoa tan, tuong duong 400mg Ibuprofen (dang khong co acid va muoi natri)

5. Thudc dung cho bénh gi?

- Giam dau do cam cum, dau dau, dau rang, dau nhirc co, dau lung, dau nhe do viém khop, dau do

bong gan, dau bung kinh.

- Ha sot.

6. Nén ding thube nay nhw thé nao va liéu lugng?

- Duong ding: Duong udng . N i

- Liéu luwgng: Nguoi [on va tré em trén 12 tudi: 1 vién moi 4-6 gio. AZ/

7. Khi nao khong nén ding thude nay?

Man cam voi ibuprofen va cic thanh phén khac cua thudc.

- Bénh nhan loét da day ta trang tién trién.

- Bénh nhan co tién sir hen, may day hodc man cam vai aspirin va cac thubc khang viém kho

steroid khac.

- Bénh nhan c6 tién sir chay mau hodc thung duomg tiéu hoa co lién quan dén viéc sir dung ca

thuéc khang viém khong steroid khac trudc do.

- Nguoi bénh bi hen hay bi co that phe quan, roi loan chay méau, bénh tim mach.

- Nguoi bénh dang duoc diéu tri bang thude chong dong coumarin.

- Nguoi bénh bi suy tim sung huyét, bi giam khoi lugng tuan hoan do thude lgi niéu hoic bi suy

than (tang nguy co roi loan chirc nang than)

- Nguoi b1 bénh tao keo (co nguy co bi viem mang nao vo khuan. Can chu y la tit ca cac nguoi

bénh bi viém mang nio vé khuan déu di co tién str miac mot bénh tu mién).

- Suy chire nang gan va than niang. »
- 3 thang cudi cua thai ky.

8. Tac dung khong mong mudn

Cuing giong nhu cac thude khac, ibuprofen co thé gy ra cac tic dung khong mong mudn, khong

phai tit ca ngudi dung déu g gap.

- Thwong gap, ADR 1 100: sOt, mét moi, chuéng bung, buon ndn, nén, nhirc dau, hoa mit, chong
mit, bon chon, man ngira, may day.

- It gap. 1100 -ADR 1 1000: phan ung di (mg (dic biét co thit phé quan ¢ nguoi bi hen), viém
mii, n01 may day. Pau bung, chay mau da day - rudt, lam loét da day tién trién. Lo mo, mat ngu,
u tai, roi loan thi giac, thinh luc giam, chay mau kéo dai.

< Hidh gap, ADR- 1 1000: phu, nbi ban, hoi chirng Steven — Johnson, rung toc, tram cam, viém
mang nio vo khudn, nhin mo, rdi loan nhin mau, giam thj luc do ngd doc thudc. Giam bach cau,
thiéu mau, nhiém doc gan, r6i loan co bop tui mat, viém bang quang, dai ra mau, suy than cap,
viém than k€, hdi chung than hu.



9. Nén tranh diing nhirng thudc hodic thye pham gi khi dang sir dung thube nay?
Khéng phoi hop voi:
- Cac thude khang viém khong steroid khac, bao gdm cac salicylat liéu cao: co nguy co gy loét va
xudt huyét duong tiéu hoa do hiép dong tac dung,
- Magnesi hvdroxyd lam ting su hap thu ban dau cua ibuprofen; nhung néu nhom nhom hydroxyd
cung co mat thi lai khong co tac dung nay.
- Vi cac thude khang viém khong steroid khac: tang nguy co chay mau va gy lo€t,

- Cac thude chom:, dong duong udng, heparm tiém va ticlopidin: lam tang nguy co xuat huyét do (c
ché chire ndng tiéu cdu va lam suy véu niém mac da day ta trang,
- Lithi: tang lith1 mau.
- Methotrexat: tang doc tinh vé huyét hoc cuia chat nay, dic biét khi dung methotrexat voi li¢u trén
I Smg/tuan.
- Cac sulfamid ha duong huyét: do tang hiéu qua ha duong huyét.
Than trong khi phm hop voi:

- Cac thude loi tiéu: nguy co gay suy than cap & nhitng bénh nhan bi mat nudc do giam dd loc tiéu
cau.
- Nén can nhac khi ph6i hop voi cac thudc diéu tri cao huyél ap (chen beta, uc ché men chuyén, lon
tieu): giam tac dung cac thudc nay do (rc ché prostaglandin dan mach.
- Digoxin: lam gia tang nong do digoxin trong mau.
10. Can lam gi khi mot lan quén khéng dung thudc?
Néu quén udng thuoc, nén uong » thude ngay sau khi nho ra. Néu thoi diém nay gan voi liéu ké tiép,
ba liéu da quén. Khong udng bu lidu da quén.

- Cin bao quan thudc nay nhu thé nao? ‘ J{L
Bao quan noi kho mat, dua 30°C. Tranh anh sang truc tiep. /

- Nhirng ddu hiéu va triéu chimg khi diing thude qua liéu
Triéu chung qua héu la buon non, non, chong mat, co giat, mat y thirc va tram cam. Thong thuong
lieu lon duoc hap thu tot khi khong su dung két hop voi cac thuoe khac.

- Cén phai lam gi khi ding thude qua liéu khuyén cdo

f.ién lac vo1 bac s7 hodc bénh vién g,fm nhat néu ban da dung thudc qua liéu khuvén cao

Didu tri: Néu da udng qua liéu thi can ap dung nhimg bién phap sau day nham tang dao thai va bat
hoat thudc: rira da day gdy non va loi tiéu, cho uéng than hoat hoac thuoc ta\ mu01 Néu nang: tham
tach mau hodc truyén mau. Vi thudc gdy toan hoa va dao thai qua nudc tiéu nén vé |y thude sé co loi
khi truyén dich kiém va loi tidu.

- Nha san xuat va chu sé hiru gidy phép ding ky san pham:

MEGA LIFESCIENCES Publiec Company Limited.

Dia chi: 384 Moo 4, Soi 6, Bangpoo Industrial Estate, Pattana 3 Road, Praeksa, Mueang,
Samutprakarn 10280, Thai Lan.

- Nhirng diéu can than trong khi ding thudc nay

- Khong phoi hop ibuprofen voi aspirin va cac thude khang viém khong steroid khac vi co nguy co
gay Kich ung duong tiéu hoa.

- Khéng uong thude chung voi thire udng co con.

- Than trong voi bénh nhan bi loét da day ta trang.

- Ngung dung ibuprofen va hoi y kién bac si néu van con sét sau 3 ngay va‘hoic con dau sau 10
ngay dung thudc.

Phu nir mang thai va cho con bi

- Khong nén dung cho phu nif co thai (nhat la trong 3 thang dau va 3 thang cudi cua thai ky), dang

Chuyen da hay phu nir dang cho con bu. Cac thude chong viém khong steroid cling co thé gay tang
ap luc phdi nang va suy hd hip nang & tré so sinh do dong som éng dong mach trong tir cung,



- Cac thudc chon}: viém co thé rc ché co bop tir cung va lam chém d¢.
- Céc thuée chong viém cling co thé e ché chirc ning tiéu cdu, Jam tang nguy co chay mau.

- Ibuprofen vao sira me rét it, khong dang ké. It kha ning xay ra nguy co cho tré & liéu binh thuong
voi me.
Anh huéng 1én kha niing van hanh may méc va tiu xe:
- Khéng lai xe hodc vin hanh may moc néu ban thdy bi chéng mit, hoa mit, ngu lo mo hodc rdi
loan tam nhin.

- Khi nao cin tham vén bac sj: Néu ban cam thay bat thuong khi dung thudc, nén lién lac voi bac
si ctia ban.

- Ngay xem xét sira doi lai t& thong tin cho bénh nhén: 25.03.2014

¥ "MJM
PHO CUC TRUONG
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