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Korea Prime Pharm Co., Ltd. i 4

865-1, Dunsan-ri, Bongdong-eup, Wanju-Gun, Chonbuk, Korea, |
COMPOSITION: Each tablet contains:

Loxoprofen .............. 60mg. G M P

INDICATION/ DOSAGE & ADMINISTRATION/ CONTRA-INDICATION/

SIDE EFFECT/ PRECAUTION: Please read the packing - insert inside.

STORAGE: At room temperature, in tight container.

Lot No.:
SHELF LIFE: 36 months from the manufacture date. :65;2,? Sg Date:
PACKING: 5 blisters x 10 tablets/ carton box. HD/ Exp. Date -
KEEP OUT OF REACH OF CHILDREN S6 BK/Visa No.:

CAREFULLY READ THE INSTRUCTION BEFORE USE
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| RX 7huéc ké don

Tén thubc: Vién nén LOXOROX

Thanh phan: M3i vién nén chira:

Loxoprofen ............... 60 mg

Chi dinh/ Liéu diing & Céch ding/

Chéng chi dinh/ Tac dyng phul Luu y:

Vui long doc tér hurérng din sir dung bén trong.
Han diing: 36 thang ké tir ngay sdn xudt.
Bao quan: Trong hép kin, & nhiét 49 phéng.
Péng gdbi: Hop 5 vi x 10 vién nén.
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865-1, Dunsan-, Bongdong-eup, Wanju-Gun, Chonbuk, Korea, | = —— = _
Xuét xir: Han Québc

Nha san xudt: KOREA PRIME PHARM Co., Ltd.

865-1, Dunsan-ri, Bongdong-eup, Wanju-gun

Chonbuk, Korea.
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Rx - Thuéc bdn theo don

LOXOROX Tablet
(Loxoprofen 60mg)

CANH BAO PAC BIET

* Doc ky huong dan sit dung trude khi ding.

* Néu can thong tin xin hdi y kién bdc sy.

* Thudc nay chi diugc bdn theo don cuia bdc sy.
* Khong ding qud liéu chi dinh

* Xin thong bdo cho Bdc si biét néu xdy ra bat ky tdc dung ngoai y nao trong/qua trinh sit
dung.

* Khong dung thuéc qud han ding ghi trén nhan.

* Pé thudc xa tdm véi cia tré em.

THANH PHAN
M&i vién nén chira:
Hoat chat: Loxoprofen sodium................ 68.1 mg
(twong dwong 60 mg Loxoprofen) e N

Ta dwgc: Lactose, Low Substituded Hydroxypropycellulose, Magnesium s,
cho mdt vién nén.

DUQC LUC HOC

Loxoprofen, din chét cua acid phenyl propionic, 1a thudc chéng viém -
(NSAID). G:ong nhu céc thude chong viém khong steroid khéc, thudc ¢6 tac dung tﬁong
viém, giam dau va ha sbt.

Co ché chung cho cac tic dung da néu trén la do tc ché tong hop prostaglandin va
leukotrien. Loxoprofen c6 tac dung khang bradykinin va ca tac dung 6n dinh mang
lysosom.

Gibng nhu tit ca cac thube chéng viém khong steroid khac, Loxoprofen lam ting thoi
gian chay mau do trc ché téng hop prostaglandin & tiéu cau, dan dén trc ché két tu tiéu
cau (tac dung trén tiéu cdu lién quan dén liéu ding va c6 thé phuc hdi; véi liéu thong
thuong tac dung nay la vira hodc nhe).

Ut ché tdng hop prostaglandin & than lam giam luu lugng mau dén than. & ngudi ¢6 bénh
tim tir trude, diéu nay c6 thé gay suy than cip va suy tim, dic biét & nguoi co bénh suy
tim man. Giam san xuét prostaglandin & than din dén giir nu6c trong co thé va gay suy
tim cép.

Ut ché tong hop prostaglandin & da day lam giam tao chit nhay & da day, dan dén nguy
co loét da day va chay méau duong tiéu héa, dic biét & ngudi cao tudi.

Trong diéu tri viém khop dang thdp hodc hu (thoai hoa) xuong khép, cac thude ¢
viém khong steroid thudmg dugc ding chi yéu dé giam dau hon la chéng viém; c4
nay chi rc ché tdng hop va rc ché giai phéng cac chit trung gian gy dau
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(prostaglandin, bradykinin, histamin), do dé6 Loxoprofen chi lam nhe b6t céc tri¢u chirng
cua bénh nhu dau, cing do, va lam ting gidi han van dong va cac hoat dong chirc ning;
thudc khong 1am ngimg bénh lau dai hodc dao nguoc qué trinh bénh co ban. Dé dat dugc
diéu do, nguoi bénh phai dugc diéu tri v6i cac thude rc ché mién dich nhu dung i lidu cao
glucocorticoid.

Téc dung gidm dau ctia Loxoprofen 1a do e ché tdng hop prostaglandin. Prostaglandin
lam cac thy thé dau tang nhay cam véi céc kich thich co hoc va véi cac chit trung gian
héa hoc khéc (nhu bradykinin, histamin). Bdi vay, trong 1am sang, Loxoprofen la thudc
giam dau rét c¢6 hiéu luc trong céc truong hop dau sau phau thuat. Vi ¢é nguy co gy
chay méu, khong ding Loxoprofen dé diéu tri dau lién quan dén chay mau kin déo (dau
sau khi bj tai nan) hodc dau lién quan dén chin thuong & hé than kinh trung wong. L /

DUOC PONG HOC /“
Loxoprofen hdp thu nhanh qua dudng tiéu héa. Sau khi ubng 1 liéu thudc & dang vién
nang thong thudng va vién nang giai phong kéo dai, ndng dd dinh trong huyét thanh
twong {mg xuit hién & khoang 0,5 - 2 gid va 6 - 7 gio. Thirc in khong lam thay dbi kha
dung sinh hoc toan b clia Loxoprofen, nhung 1am cham téc do hép thu Loxoprofen. Nita
doi thai trir trong huyét twong cua thudc sau khi ubng vién nang thong thuong va vién
nang gidi phong kéo dai twong tmg 13 2 - 4 gid va 5,5 - 8 giv. Nong dd n dinh cia thude
trong huyét twrong dat dugc trong vong 24 - 48 git sau khi dung thudc lién tuc. )

Loxoprofen lién két manh véi protein huyet tuong (khoang 99%). Thé tich phén bo cua

thudc xap xi 0,1 litkg. Chuyén héa chu yeéu cua thudc 1a lién hop véi acid glucuronic, sau
d6 chit lién hop nay dugc bai tiét chu yéu qua nuéc tidu.

CHI PINH

1. Khang viém va giam dau trong nhirng trudng bénh va tri€u ching sau: i Ak N
Thép kh6p, viém khép, viem khép xuong man tinh, dau lung mic do thap.\wem, quanh
khép xuong vai - canh tay, hoi ching cb-vai-canh tay. Lo ! B
2. Giam dau ha sbt trong tru'(mg hop nhiém khuén cap duorng ho hip trén (bao gom» F
nhiém khuén cép duong hd hip trén kém theo viém phé quan cép.

LIEU LUQNG VA CACH DUNG
- Dung khing viém va giam dau trong nhirng truong bénh va triéu ching: thip khép,
viém khép, viém khép xuong man tinh, dau lung mirc d6 thip, viém quanh khép xwong
vai - canh tay, hdi chirng cd-vai-canh tay: Lidu thong thudng ciia ngudi 16n: udng 1 vién
x 3 lan/ngay hogc dung mét lidu don udng 1-2 vién.
- Giam dau ha sét trong truong hop nhiém khuén cép duong ho hép trén (bao gdbm nhiém
khuén cdp dudng ho hip trén kém theo viém phé quan cdp): Liéu thong thuong cia nguoi
16m: 1 vién x 2 1an/ngay, lidu téi da: 3 vién/ngay.
CHONG CHI PINH
LOXOROX dugc chdng chi dinh dbi véi cac bénh nhén sau:
e Bénh nhén bj loét da day
e Bénh nhan bj cac bénh rdi loan mau nghiém trong
e Bénh nhin bj rdi loan chirc ning gan ning




e Bénh nhén bi rdi loan chirc ning thin ning

e Bénh nhén bi suy tim néng

¢ Bénh nhdn man cdm v&i bt ky thanh phan nao cia thude
e Bénh nhén bij hen suyén khi ding aspirin

e Phu nit mang thai hodc dang cho bu.

THAN TRONG: :
CAn than trong khi sir dung thude cho c4c bénh nhan sau: { ﬁ7 1 E /
e Bénh nhan c6 tién sir loét da day v
e Bénh nhan bénh réi loan vé méu hoic c6 tién sir mic bénh nay
e Bénh nhan c6 bi réi loan chuc ning gan hodc c6 tién str méic bénh nay
e Bénh nhan c6 bi rdi loan chirc ning than hoic ¢6 tién sir mic bénh nay
e Bénh nhan suy tim
Bénh nhan c6 tién sir min cam véi thube
e Bénh nhén bi hen phé quan
e Nguoi gia

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

Thoi ky mang thai

Khéng dung Loxoprofen cho ngudi mang thai, dic biét trong 3 thang cudi thai ky hodc
khi gan chuyén da: Gidng nhu céc thudc rc ché tdng hop prostaglandin, Loxoprofen gy
nguy co ting ap luc phdi tdn lwu & tré so sinh, do déng 6ng dong mach trude khi sinh.
Loxoprofen gay nguy co chdy méu & thai nhi va ngudoi me. Loxoprofen trc ché chirc nang
than cla tha1 nhi gdy v0 ni¢u cho trc SO smh Lox0profen cbn uc che chuyen da de kéo

thudc trong thai ky.
Thoi ky cho con bu

ngudi me trong thoi ky cho con bu.

ANH HUONG PEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Bénh nhén nén than trong trong khi diéu khién dong co va van hanh may moc do thude
¢6 tac dung ngoai y gdy ngi ga, mét moi, mit tap trung.

TAC DUNG KHONG MONG MUON:
Tac dung khong mong muédn ctia Loxoprofen thudng nhe va chi yéu 1a & duong tiéu héa.
Tuy nhién, téc dung khéng mong mudn c6 thé ning téi mic phai ngimg thube & 5 - 15%
ngudi bénh va tin suit tic dung khong mong mudn n6i chung giam khi tiép tuc diéu tri.
Thuong gap, ADR >1/100

Tiéu hoa: Kho tiéu, dau thugng vi, bong rat hong, non.
It géip, 1/1000 < ADR < 1/100

Toan than: Mét méi, nhirc déu, chong mit.

Tiéu hoa: Loét dudng ti€u hoa, ia chay, tdo bon.

Da: Ngira, ndi ban.

Méu: Thoi gian mau chay kéo dai, huyét niéu.




Hiém gap, ADR < 1/1000

Toan than: Sdc phan vé.

Da: Viém da bong vay, ndi may day, phui Quinck, min cam véi anh sang, hoai tir biéu bi
do ddc tinh. : '

Gan: Viém gan. b A

Dudng ho hip: Hen, viém mii. p W

Niéu sinh duc: Viém thén, hdi chirg than hu. '

Huéng dan cdch xir tri ADR

Thiy thudc cin theo dai ngudi bénh diéu tri 1au ngay vé déu hiéu va tridu chimg ctia loét
va chidy mau dudng tiéu hoa, théng bao cho ho theo ddi sat nhimg déu hiéu do. Néu
nhitng déu higu d6 xay ra, nén ngimg thudc.

Khi diéu trj bing Loxoprofen cho nguoi suy tim vira/nhe, suy than hodc ngudi bi bénh
gan nhe, diéu rit quan trong 1 phai theo doi can bing nudc/dién giai, vi ¢6 nguy co giir
nudce.

Ngudi bénh dang ding Loxoprofen ma c6 rdi loan thi luc cin dugc kiém tra, dénh gia vé
mit.

TUONG TAC THUOC

Khi diéu tri ddng thoi Loxoprofen véi va nhitng thudc gén két manh v6i protein huyét
twong nhu cdc thuéc chong dong kiéu coumarin cac sulfonamid, va cac hydantoin (thi du
phenytoin), thay thudc phai theo ddi ngudi bénh chit ché va didu chinh lidu khi cin. Vi
Loxoprofen gin két manh véi protein, nén c6 thé thay chd lién két protein cua
thuée khac.

khong steroid khac hogc corticoid vi lam tang tac dung c6 hai.

Thuéc loi niéu: Loxoprofen diing ddng thoi véi hydroclorothiazid gay gia Bt clo
va kali ra nuéc tiéu so véi chi dung hydroclorothiazid don ddc. Ngudi dun Xﬂﬁé‘d_{i’g}j_f‘-"
niu ddng thoi véi Loxoprofen cé nguy co 16n din dén suy than thir phat do giam dong
mau dén than gay ra bi irc ché tong hop prostaglandin. Do d6, phai theo ddi ngudi bénh
chit ché, didu chinh lidu khi cin va theo ddi cAn bing nuéc/dién giai khi ding dong thoi
Loxoprofen véi thudc 1gi niéu.

Warfarin: Khi diéu tri ddng thdi Loxoprofen véi warfarin, cin phai theo ddi ngudi bénh
chiit che vé ca 2 thudc, vi c6 thé ting nguy co chay mau do prostaglandin c6 vai trd quan
trong trong cdm méu va Loxoprofen trc ché téng hop prostaglandin.

Probenecid: Khong nén dung dong thoi Loxoprofen va probenecid, vi probenecid c¢6 thé
1am ting ndng do trong huyét twong ciia Loxoprofen do lam giam thanh thai Loxoprofen
trong huyét trong khoang mdt phan ba.

Methotrexat: Khong nén ding dong thoi Loxoprofen va methotrexat, vi Loxoprofen ciing
nhu céc thudce chéng viém khong steroid khac c6 thé 1am thay ddi thai trir methotrexa
din dén ting ndng do trong huyét thanh ctia methotrexat va ting ddc tinh. QRARY,
Lithi: Khi sir dung ddng thdi Loxoprofen va lithi, phai theo doi ndng do lithi




ey,

QUA LIEU VA XU TRi

Nhu céc dn chit cia acid propionic khac, Loxoprofen it doc hon aspirin. Phin 16n triéu
chung qué lidu Loxoprofen c6 thé 1a ngu ga, dau bung va nén, nhlmg ciing ¢6 thé ha
huyét ap, co thit phé quan va chay mau duong tidu hoéa.

Khéng c6 thudc dic hidu giai doc. Diéu tri qué lidu thuong 12 diéu tri triéu ching va hd
trg. C6 thé gay non, rira da day, c6 thé ding than hoat dé lam gidm su hp thu va t4i hép
thu ctia Loxoprofen. Khéong thé 4p dung bién phép giy loi niéu manh, kiém héa nudc
tiéu, thim téch mau hodc truyén mau, vi Loxoprofen gin két manh véi protein huyét
tuong. W

BAO QUAN: Trong bao bi kin, & nhiét do phong.

HAN DUNG: 36 thang ké tir ngdy san xuit. Khong sir dung thubc qué han ding.

PONG GOI: Hop 50 vién: 10 vién/vi x 5vi

TIEU CHUAN: Nha san xuét.

Sdn xudt boi: KOREA PRIME PHARM. CO., LTD.
865-1, Dunsan-ri, Bongdong-eup, Wanju-Gun, Chonbuk. KOREA .
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