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THANH PHAN: Bao quan:
M&i vién nén chira: Bao quan & noi khé réo,
Loxoprofen Sodium thoang mat, nhiét o dwdi 30°C,
twong dwong véi Loxoprofen 60.0 mg tranh anh sang.
CHI BINH, CACH DUNG & DNNK:
LIEU DUNG, CHONG CHi BINH SDK/ Visa No.:
VA CAC THONG TIN KHAC : S0 16 SX/ Batch No.:
Xem t& hwéng dan sir dung thube. NSX/ Mfg.date:
HD/Exp.date:
;f: BUNe: DE XA TAM TAY TRE EM
thang ke tlr ngay san xuat POC KY HWONG DAN~ s DUNG
— TIEU CHUAN :Nha san xuét TRUGC KHI DUNG
BO Y TE 5
. ; . Prescription Drug 10 tablets x 10 blisters
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Loxoprofen [tablet
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Manufactured by:

MEDICA KOREA CO.,LTD
96, Jeyakgongdan 4-gil, Hyangnam-eup, Hwaseong-si,
Gyeonggi-do, Republic of Korea

Loxoprofen [tble]

COMPOSITION:

Each tablet contains:
Loxoprofen Sodium eq.to
Loxoprofen 60.0 mg

SHELF LIFE:
24 months from the date of manufacturer

Storage condition:

Store in dry place, cool, temperature
DOSAGE AND ADMINISTRATION below 30°C, protect from light.
INDICATIONS & CONTRAINDICATIONS
AND OTHER INFORMATIONS:

See the insert paper inside

KEEP OUT OF THE REACH OF CHILDREN

SPECIFICATIONS READ THE ACCOMPANYING

In-house specification INSTRUCTION CAREFULLY BEFORE USE= g
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R, THUOC BAN THEO DON

Medica Loxoprofen tablet

(Natri loxoprofen)
DPoc kj hudng din sic dung truwde khi diing
Néu cin thém thong tin xin hoi y kién bdc sp, dwcoc sy.

Tén thudc : Medica Loxoprofen tablet

Thanh phan : Mdi vién nén chtra:

Hoat chdt:

Natri loxoprofen 68,1 mg (twong duwong vdi 60 mg loxoprofen)

Td dieroc: Lactose hydrat, hydroxypropylcellulose ty trong thap, magnesi stearat.

Dang bao ché : Vién nén

Quy cach déng géi : 10 vién/vi, 10 vi/hop

Pic tinh dugce lue hoc:

Loxoprofen c¢ tac dung giam dau, chong viém va ha st rat tot, dic biét 1a tac dung giam dau.
Loxoprofen la mét tién chét, co tac dung sau khi dugce hﬁp thu qua duong ti€u hoa va chuyén hoa
thanh dang co hoat tinh.

a. Tac dung giam dau

- Tri s6 EDs, cua loxoprofen duoc xac dinh theo phurong phap Randall-Selitto 14 0,13 mg/kg. Tac
dung giam dau ciia loxoprofen manh hon tir 10 dén 20 lan so voi cac thude dbi chiéu nhu
ketoprofen, naproxen va indomethacin.

- Tri s6 IDs, cua loxoprofen duge xac dinh theo phuong phap gdy bong 1a 0,76 mg/kg, twong
dwong v&i naproxen va gap 3 dén 5 1an ketoprofen va indomethacin.

- Tri s6 EDs, cuia loxoprofen xac dinh theo phuong phap gay viém khop 1a 0,53 mg/kg, cao gap 4
dén 6 1an indomethacin, ketoprofen va naproxen.

- Tac dung giam dau cua loxoprofen la tac dung ngoai vi.

b. Tac dung chéng viém

Tac dung chdng viém cua loxoprofen trong cac trudong hop viém cAp va man tinh gan nhu tuong
duong voi ketoprofen va naproxen.

c. Tac dung ha sbt

Loxoprofen ¢o tac dung ha s6t trong duong ketoprofen va naproxen, va cao gip khoang 3 lan so
vo1 indomethacin.

d. Co ché tac dung

Co ché tac dung cua loxoprofen la irc ché qua trinh sinh téng hop prostaglandin va vi tri tac dung
ctia no 1a cyclooxygenase. Sau khi udng, loxoprofen dwge hap thu tir 6ng tiéu hoa dudi dang
khong bién dbi, chi gay kich tng nhe niém mac da day. Sau do, loxoprofen duge chuyén hoa
nhanh chong thanh dang ¢ hoat tinh 1a trans-OH (cau hinh SRS), 1a dang c6 kha nang trc ché
sinh tong hop prostaglandin.

Duwgc dong hoc:
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Khi cho 16 ngudi 16n khoé manh udng loxoprofen véi liéu don 60 mg, thude duge hap thu
nhanh; trong vong tudn hoan khéng chi xuét hién loxoprofen (dang khong bién d6i) ma con ¢co ca
dang trans-OH (dang chuyén hoa co hoat tinh). Sau khi udng, ndng d¢ loxoprofen (dang khong
bién d6i) va dang trans-OH trong mau lan luot dat dinh sau 30 va 50 phiit; thoi gian ban thai ctia
ca hai dang vao khoang 1 gi¢ 15 phit.

Sau khi udng 1 gio, ty 1& thudc gan protein huyét twong 1a 97,0% dbi véi loxoprofen va 92,8%
voi dang trans-OH.

Loxoprofen duoc thai trir qua thin nhanh, phan 16n dudi dang khong bién d6i hoac dang lién hop
glucuronid cua trans-OH. Khoang 50% liéu ding duoc bai tiét qua nudce tiéu trong 8 gid sau khi
ubng.
Khi cho mdt nhém nguoi tinh nguyén khoé manh sir dung lidu 80 mg, ding 3 1dn mdi ngay trong
5 ngay lién tiép, khong phat hién thay su khac nhau dang ké trong hap thu va thai trir giita viéc
dung liéu don va cac lidu ndi tiép, ciing nhu khong phat hién thay sy tich luy thudc.

Chi dinh:
Loxoprofen ¢6 tac dung khang viém, giam dau, ha sot trong cac truomg hop sau:

- Viém khép dang thap, viém khop bién dang, dau lung, viém quanh khép vai, hoi chimng c-vai-
tay.

- Sau phau thuat, chan thuong, sau khi nho rang.

- Viém duong ho hip trén cap.

Liéu lwgng va cach dung:

Ngwoi lon:

- Liéu thong thuong: 1 vién x 3 1an/ ngay. Néu dung liéu don: 1-2 vién x 1 1an/ngay.

- Ha st va giam dau trong viém duong ho hip trén cap: Liéu thong thuong & ngudi 16n 12 1 vién
x 2-3 lan/ngay.

Ngwoi gia: Khong can giam liéu.

C6 thé diéu chinh liéu dung tuy theo tudi va triéu ching. Udng thude sau khi an.

Thubc chi dung khi ¢6 sw ké don ciia bac si.

Chéng chi dinh:

Chéng chi dinh loxoprofen trong cac truong hop:

- Bénh nhan loét duong tiéu hoa.

- Bénh nhan c¢6 bat thuong thuong vé huyét hoc.

- Bénh nhéan suy gan nang.

- Bénh nhéan suy than nang.

- Bénh nhan suy tim nang.

- Bénh nhan qua man voi thube.

- Bénh nhan hen man cam véi aspirin.

- Phu nir cho con bt.

- Phy nir mang thai trong 3 thang cudi cua thai ky.

- Tré em dudi 5 tudi.

- Bénh nhan c6 tién st bénh hen.
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Thén trong:
a. Khi sir dung loxoprofen kéo dai dé diéu tri cac bénh man tinh (viém khép dang thap hozc
viém xuong khdp), can dinh ky xét nghiém (nudc tiéu, mau, chirc nang gan...). Néu phat hién
thdy bt thudong, phai ¢6 bién phap x tri thich hop nhu giam liéu hodc ngung dung thude.
b. Khi str dung loxoprofen trong cac bénh cap tinh, can luu v:
- Can nhic mirc do nghiém trong cua viém cép tinh, dau va sot.
- Theo nguyén tac chung, nén tranh sir dung kéo dai mot thude tuwong tur.
- Can tién hanh diéu tri nguyén nhan khi co thé.
c. Can giam sat chit ché tinh trang bénh nhan dé sém phat hién nhitng phan g bat lgi. C6 thé
xay ra hién tuong ha than nhiét, truy mach hodc lanh cac chi. Can lwu v tinh trang bénh nhan
sau khi diéu tri, ddc biét 1a bénh nhan cao tudi sbt cao hodc cé bénh tudi gia.
d. Thudc c6 thé che gidu cac triéu chimg nhiém tring thong thuong. Vi vdy, nén st dung
loxoprofen cung véi mot khang sinh thich hop.
e. Khong sir dung loxoprofen cing lic voi cac thude chéng viém va giam dau khac.
f. Viéc theo ddi chit ché la dac biét can thiét dé phong ngira cac phan wng bat loi ¢ bénh nhan
cao tudi.
Téac dung phu:
- Ti€u hoa: Da c6 bdo cdo doi khi xay ra tirc bung, dau da day, nén, dau thuong vi, viém sung
miéng, budn ndn, ia chay, dau bung, déy hoi, ¢ néng, chan an, tao bon.
- Hé than kinh trung wong: Déi khi xay ra dau dau, budn ngu.
- Qua man: P6i khi phat ban, eczema. Do ¢6 thé xay ra cac phan tng phan vé nhu ngta, do
bing, sung phong mat, may day hay khé thd, can giam sat chat ché tinh trang bénh nhan. Néu
thﬁy xuat hién nhirng tri¢u chung nay, phai danh gia lai tinh trang bénh nhan.
- Huyét hoc: Co thé xay ra sy giam hong cau, hemoglobin hodc hematocrit; ting bach cau wa
eosin, bach cau hodc tiéu cau.
- Gan: C6 thé tang ALT, AST, ALP, hay y-GTP.
- Than: D3 ¢6 bao cao cho thdy doi khi ting cao BUN, creatinin huyét thanh.
- Cé4c tac dung khac: Thinh thoang xay ra phii né, mét moi toan than.
Théng bao ngay cho bdc sy khi gdp phdi cdc tac dung khong mong muén ciia thuoc.
Twong tac thude:
Nghién ctru trén chudt cho thay khi str dung dong thoi véi loxoprofen s& lam tang hiéu luc cua
tolbutamin va warfarin, do d6 can than trong khi dung loxoprofen cho bénh nhan dang diéu tri
bang cac thude nay.
D3 c6 bao cao vé kha nang xay ra co gidt khi dung dong thoi loxoprofen véi enoxacin trén chudt
nhit, do do, can phai hét sirc than trong ddi véi twong tac nay.
Sir dung thudc cho phu nir ¢6 thai va cho con bu:
- Do sur an toan khi str dung loxoprofen chua duoc kiém chirng, chi nén dung loxoprofen trong
thai ky néu loi ich thu duge vurot han nhimg nguy hiém tiém tang dbi voi thai nhi.
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- Thude duge tim thay trong sira khi thir nghiém trén chudt, do d6 khuyén céo khéng nén dung
loxoprofen cho phu nir dang cho con bt. Néu nhét thiét phai st dung thude, nén ngimg cho con
bu.
Anh hwéng dén kha ning ldi xe va vin hanh may méc:
Do thude ¢6 tac dung khong mong mudn giy dau dau, budn ng nén phai than trong khi ding
thudc trong khi 1ai xe va van hanh may moéc.
Qui lidu:
Chua c6 bao céo vé cac truong hop qua liéu. Néu xay ra qua liéu, nén diéu tri triéu chimg va tién
hanh céc bién phap ho tro.
Bao quan:
Bao quan & noi kho rao, thoang mat, nhiét do dudi 30°C, tranh 4nh sang.
Han ding: 24 thang ké tir ngay san xuét.
PE THUOC TRANH XA TAM TAY TRE EM.
Nha san xuét
MEDICA KOREA CO., LTD
96, Jeyakgongdan 4-gil, Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Han Qudc
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