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(Ketoprofen 30mg) 

Fast! aes ee 

COMPOSITION: Each plaster contains: 
Ketoprofen 30. 

INDICATIONS. 
For relief of the pain and anti-inflammation for the following =. See Ri aan a 

diseases and symptoms: Miéng dan Harufen Duong ding: Ding ngoai da. | 
a Sievert Dong gdi: 7 ming dén/goi, 50 gov/nOp. MBi ming dan cha | 
3) Tendon/Tendonitis. Ketoprofen 30mg. Bao quan 6 nhiét 6 khng qua 30°C, trong bao bi! 

4)Peritendinitis, = kin, tranh anh sang. Chi dinh, liu ding & cach ding, chéng chi 
——. dint: Xin doc trong td huding dan sif dung. Doc kj huting din sit 

7) Swelting and pain of post-traumatic. dung trudc khi ding. 88 xa tam tay tré em. San xudt: Sinil 

| Pharmaceutical Co., Ltd. 28, Boksanggol-gil, Angseong-myeon, 

acne = scamaniei cies | Chungju-si, Chungcheongbuk-do, Han Qube. S616 san xudt, 
Apply one plaster to the affected area, twice daily. | Ngay san xuat, Han dling, SO dang ky: xem “Lot No., Mfg.Date, | 

| Exp.Date, Visa No."trén bao bi. Cd thdng tin khde dé nghi xem 

CONTRA-INDICATIONS; PRECAUTIONS trong td hudng din sit dung kem theo. DNNK: 

See the enclosed package insert for use instructions. 
Lot. No. / S616 san xuat: 
Mfg. date / Ngay san xuét: dd/mmiyyyy 

STORAGE: Store at temperature not exceed 30°C in alight- Exp. date / Han ding: dd/mm/yyyy 
resistant tightly closed container. Visa No. / S6 dng ky: 

a Manufactured by 

estab beieataausa nuance SINIL PHARMACEUTICAL CO., LTD. 
28, Boksanggol-gil, Angseong-myeon, Chungju-si, 
Chungcheongbuk-do, Republic of Korea 
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Box: 
- Width: 260mm 
- Length: 170mm 
- Height: 135mm 

Cool and Fast! 

(Ketoprofen 30mg) 

Cool and Fast! hy 

(Ketoprofen 30mg) 

7 Plasters/pouch 
50 Pouches/box 

@ SINIL 

7 Plasters/pouch 

50 Pouches/box 

COMPOSITION: 
— plaster contains: 

..30.0 mg 
song DOSAGE & ADMINISTRATION, 

ind dreds ktemeed Cheick 
resistant tightly closed container. 
QUALITY SPECIFICATION: In-house. 

KEEP OUT OF REACH OF CHILDRE! N 
CAREFULLY READ THE INSTRUCTION BEFORE USE I | 

| 
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7 Plasters/pouch 

Cool and Fast! 50 Pouches/box 

‘Ming dan Harufen Duong ding: Ding ngoai da. 
Bing gti: 7 ming dan/pbi, 50 Gove. MOI migng dén chia 

| Ketoprofen 30mg. Bio quiin & nnigt 69 khéng qué 30°C, trong bao bi 
|i, rth sig. Chi dinh, li6u ding & céch ding, ching chi 
| din: Xin dc trong 18 hung dn sit dung. yc Kj huting dan sit 
| dung trude kni ding. Dé xa tim tay tré em, Sin mud: Sind 
Pharmaceutical Co., Ltd. 26, Boksanggol-gil, Angseong-myeon, 

| Chungi-si, Chungcheongbuk-do, Han Oude: S618 san wud, 
Nogay Sin xudt, Han ding, $6 ding ky: xem “Lot No., Mig. Date, 
Exp.Date, Visa No."trén bao bi. Cae théng tin khdc dé nghi xem 
trong 1 hudng ddin si dung Kem theo. DNNK: 

(Ketoprofen 30mg) 
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TO HUONG DAN SU DUNG THUOC 

SA AU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC: 

‘Doc ky huéng dan sir dung triéc khi ding. 

Dé xa tim tay tré em. 

Thong béo ngay cho bac s¥ hoac duge s¥ nhiing phan tmg cé hai gap phai khi su dung 
thuéc. 

3. THANH PHAN CONG THUC THUOC: 

M6i miéng chtra 

Thanh phan hoat chat: 

Ketoprofen 30,0mg 

Thanh phan td duoc: 

Dung dich keo dinh acrylic, Dung dich keo dinh cao su, Gidy giai phéng, Vai khéng dét. 

4. DANG BAO CHE: 

DANG BAO CHE: Miéng dan. 

HINH THUC CUA THUOC: 1 Miéng dan bao gém vai khéng dét trai vGi mét lép keo trong 
sudt va duoc phu mét giay giai phong. 

5. CHI DINH: 

Giam dau, chong viém cho cac bénh va triéu chimg sau: 

Viém xttong khdép, viém quanh khép vai, gan/ viém gan, viém quanh gan, viém mom 161 cau 
canh tay (khuyu tay quan vot, v.v.), dau co, sung/dau sau chan thuong 

6. CACH DUNG, LIEU DUNG: 

Dan m6t miéng dan & ving bj bénh, ding hai lan méi ngay. 

7. CHONG CHi DINH: 

Khéng ding cho nhiing bénh nhan sau: I 

Bénh nhan cé tién str man cam voi thuéc nay hod bat ctr thanh phan nao cua thuéc 

Bénh nhan mac bénh hen suyén do aspirin (gay ra con hen do thuéc chéng viém khong 
steroid, v.v.) hoac cé tién sir hen suyén (cd nguy co gay ra con hen),
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— Bénh nhan cé tién str qua man cam véi cdc san pham cé chita tiaprofenic acid, suprofen, 
fenofibrate, oxybenzone va octocrylene (kem chéng nang, nuéc hoa, v. v.) [Bénh nhan c6 
tién sir qua man cam véi cdc thanh phan nay ciing cé thé biéu hién qué man cam voi thuédc 
nay.] 

— Bénh nhéan cé tién sir nhay cam véi anh sang 

— Phu nit 6 giai doan cudi thai ky 

8. CANH BAO VA THAN TRONG KHI DUNG THUOC: 

Canh bdo 

Viéc str dung thudc nay cé thé gay viém da tiép xiic nghiém trong va nhay cam voi anh sang, 
déng thoi di bao cdo cdc tr wong hgp tién trién thanh phat ban toan thin nghiém trong. Chi 
nén str dung thudc nay sau khi can nhac cin than va khi loi ich diéu tri vuot trdi so voi nguy 
co. 

Than trong 

Nhitng luu ¥ khi si dung thudéc 

Khéng str dung trén ving da bj tn thuong, mang nhay, vét cham hodc ving phat ban vi né 
cé thé gay kich img da tai noi ding thuéc. 

Nhiimg luu y co’ ban quan trong 

— Viém da ti¢p xtic hode nhay cam anh sang c6 thé xay ra va cdc trong hop phat ban toan 
than nghiém trong da duge bao cdo, vi vay bénh nhan can duge huéng dan day du nhimng 
diéu sau trude khi st dung: 

Viém da tiép xtic c6 thé xay ra khi tiép xuc voi tia cue tim, vi vay néu quan sat thay cac 
trigu chitng trén da nhw phat ban, man do, ngtta hoac kich img, hay ngirng str dung san 
pham ngay lap ttre va loai bé san pham khoi vung bi bénh. Luu y rang diéu nay cé thé xay 
ra vai ngay sau khi str dung, vi vay hay can than. 

Vi hién tugng nhay cam vdi anh sang cé thé xay ra, nén tranh cdc hoat d6ng ngoai troi bat 
ké thoi tiét nhu thé nao khi str dung san pham nay va ngay ca khi ra ngoai hang ngay, hay 
bao vé ving ding thuéc khéi anh sang bang quan do, tim lot, v.v. Luu y ring vai trang va 
quan 40 méng cé thé cho phép tia UV xuyén qua, vi vay hay mac quan ao cé mau khong 
cho tia UV xuyén qua dé dang. Ngoai ra, cdc triéu chimg co thé xuat hién vai ngay dén vai 
thang sau khi str dung, vi vay hay can than ngay ca sau khi str dung. Néu quan sat thay bat 
ky sw bat thuéng nado, hay ngimg sit dung san pham ngay lp tite, che chan khu vuc bi anh 
huong khoi anh sang va thyc hién cdc bién phap thich hop. 

— Can luu y rang diéu tri bang thuéc giam dau chéng viém la diéu tri trigu ching chir khong 
phai diéu tri nguyén nhan. 

— Khi str dung thuéc nay cho cdc bénh man tinh (viém xuong khop, v.v.), hay xem xét cac 
ligu phap khac ngoai diéu tri bang thudc nay. 
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Nhiing lwu y lién quan dén bénh nhan cé hoan canh cu thé 

— Bénh nhan hen phé quan (khong bao gdm bénh nhan cé ho&c cé tién str hen phé quan do 
aspirin) 

Hay chic chan rang ban khéng bi hen suyén do aspirin. Ngudi ta cho rang mot s6 bénh 
nhan hen phé quan cé thé mac bénh hen suyén tiém an do aspirin va cé nguy co gay ra cac 
con hen 6 nhttng bénh nhan nay. 

— Bénh nhan bj nhiém tring da 

Khi str dung dé diéu tri tinh trang viém kém theo nhiém tring, nén sit dyng dong thdi véi 
cae thuéc khang khudn hodic khang nam thich hgp va phai quan sat can than truéc khi str 
dung. C6 thé gay nhiém tring da & mirc dé can lain sang. 

Tréem : 

Chua co thir nghiém lam sang nao dugc tién hanh trén tré em 

Negudi cao tudi 

Str dung can than, déng thoi cha ¥ dén tinh trang ctia da noi dan miéng dan. 

Theo két qua khao sat két qua str dung sau khi dua thuéc ra thi trong, ngwoi ta thay rang ty 
lé mac bénh viém da (2,14% : 43/2.006 trudng hop) thap hon 6 ngudi dudi 65 tudi (1,06% : 
33 / 3.118 trudng hop) 

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

Phu nit 6 giai doan cudi thai ky 

Khéng dure ding. Néu sir dung ketoprofen tai ché 6 phy nit 6 giai doan cudi ctia thai ky, c6 
thé xdy ra hién twong co that 6 éng d6ng mach cua thai nhi. 

Phu nit mang thai (tri nhitng ngiedi 6 giai doan cudi thai Ay) hodc phu nit co thé mang that 

N6 chi nén duge str dung khi loi ich diéu tri duoc danh gia la lon hon rui ro. Hay su dung né 
mét cach can than, diing thudc & mite tdi thiéu can thiét, Da cé bao cdo vé tinh trang thiéu di 
xay ra khi phu nfr str dung sin pham ketoprofen tai ché trong ba thang thir hai cua thai ky. 
Ngoai ra, da cé bdo cdo rang khi sir dung thuée tre ché cyclooxygenase (ché pham uéng, 
thudc dan) 6 phy nét mang thai, c6 thé xay ra réi loan chire nang than va giam lugng nude 
tiéu & thai nhi, dan dén thidu di. 

Thoi ky cho con bi 

Ketoprofen bai tiét duoc qua sita me, do dé khéng sir dyng thude nay 6 phu nt cho con 
ba. 

10. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC: 
Khong co tac déng. 

11. TUONG TAC, TUONG KY CUA THUOC: 

Khéng co. 
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12. TAC DUNG KHONG MONG MUON CUA THUOC: 

Cac tac dung khéng mong muén sau day cé thé xay ra, vi vay vui long theo déi can than va 
thuc hién cac bién phap thich hop nhw ngimg sir dung néu quan sat thay bat ky dau hiéu bat 
thuong nao. 

Tac dung khéng mong muén nghiém trong 

— Séc (khéng ré ty 16 mac bénh), séc phan vé (duéi 0,1%) 
Séc va sdc phan vé (phat ban, khé tho, ph: mat, v.v.) c6 thé xay ra. 

Gay ra cdc con hen suyén (hen suyén do aspirin) (didi 0,1%) 

Negimng sur dung néu xuat hién cdc triéu chimg ban dau nhu tiéng ran khé, thé kho khé hoc 
khé thé. Ngoai ra, viéc gay ra céc con hen suyén do thuéc nay xay ra trong vong vai gid 
sau khi sur dung. 

Viém da tiép xtic (dudi 5%, tan suat khong ré trong trudng hgp nang) 

Phat ban/d6, ngira, kich tng, ban do, v.v. xuat hién tai vi tri ding thudc cé thé tré nén tram 

trong hon va cac trigu ching viém da nghiém trong nhu sung, phi né, phéng rdp/x6i mon 
va tang sic t6/mit sic té cd thé xay ra. Hon nia, cdc tri¢u chtmg viém da cé thé lan rong 
khap co thé va tré nén nghiém trong hon. Luu y rang céc triéu chimg cé thé xuat hién vai 
ngay sau khi str dung. 

Nhay cam véi anh sang (ty 1é chua 16) 

Viéc miéng dan tiép xtc voi tia cuc tim cé thé gay ban do kém theo ngtra dit déi, phat ban, 
kich (rg, sung tay, phir né va chay nude. Cac trigu chirng viém da nghiém trong nh mun 
mrée va xdi mon, nam va mat sic té cé thé xay ra, déng thoi cac trigu chimg viém da c6 
thé lan rong khap co thé va tro nén nghiém trong hon. Luu y cac triéu chtmg cd thé xuat 
hign vai ngay dén vai thang sau khi str dung. 

Cac tac dung khéng mong muon khac 

Phan loai 

Tan suat 
0,1 dén dui 5% it hon 0,1% Tan s6 khéng xdc dinh 

Phat ban cuc bé, do, 

sung, ngtra, kich | Chay mau 

img, phéng rdp/xdi | duéi da 
mon, nam 

Mé day, phi mi mit, 
Qua man 

pht mat 

Luu y) Tan suat xuat hién bao gom két qua khdo sat két qua str dung. 

13. QUA LIEU VA CACH XU TRI: 

Triéu chitng: Khong cé qua liéu khi dung ketoprofen ngoai da. 

Diéu tri: Khéng co thong tin. 
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14. BAC TINH DUQC LUC HOC: 

Ma ATC: M02AA 10 

Ketoprofen 1a dan chat cia acid propionic thuéc nhém thudc chong viém khéng steroid. 
Thuéc tre ché COX-2 nén cé tac dung chéng viém, giam dau va ha sét. 

Co ché téc dung 

No duge cho 1a c6 tac dung tte ché sinh tong hop prostaglandin, tang cong tinh tham ctia 
mach mau, di chuyén bach cau, bién tinh nhiét protein, 6n dinh mang té bao va tre ché gial 
phong bradykinin. 

Tac dung chong viém 

N6 cho thay tac dung tre ché dang ké trén cd cdc mé hinh viém cap tinh nhu pht chan do 
carrageenin va phi chan bam tim 6 chudt va cac mé hinh viém man tinh nhu tang sinh hat 
béng va viém khép bé tro 6 chudt. 

Tae dung giam dau 

Cho thay tac dung giam dau dang ké déi voi chitng dau chan do viém va dau khép 6 chuot. 

Két qua lam sang 

Ban tom tat vé 1.836 thtr nghiém lam sang, bao gém thir nghiém so sanh mu déi va thir 
nghiém lam sang chung, durge thy hién tai tong s6 285 co so 6 Nhat Ban nhu sau: _ 

a a a we. . Ty lé cai thién (cai thién Tén bénh Liéu can sir dung | Thoi gian str dung , asa 
vua phai hofic cao hon) 

ig j 58,8% (410/697 truong Viém xuong khép 

hop) 
Viém quanh khdp vai 55,7% (54/97 truong hep) 

Viém gan/viém , , 2 tuan 
“ “ | miéng x 2 lan 80,4% (37/46 trong hgp) quanh gan _ 

; Sen moi ngay ; Viém mom 160i cau 71,8% (21/27 trong hgp) 

72,2% (135/187 trudng Dau co 

hop) 
Sung va dau sau chan | tuan 83,4% (361/433 truong 
thuong hop) 

15. DAC TINH DUQC DONG HOC: 

Nong dé trong mau 

- Liéu duy nhat 

Dan 1 miéng dan trén lung 7 nam gidi truéng thanh khde manh trong 12 gid, nong dé trong 
huyét thanh dat 43,11 ng/mL sau 12 gid. Sau 48 gid, nd gan nhw bién mat khoi huyét thanh. 

- Ding lap lai 



https://trungtamthuoc.com/ 

Dan | miéng dan trén lung cla 6 nam gidi truéng thanh khée manh, hai lan m6t ngay, dung 
li€n tuc trong 28 ngay. Nong dé trong huyét thanh gan nhu khéng thay ddi sau ngay thir 7. N6é 
giam nhanh chéng sau khi két thiic ding thudc. 

Hap thu 

- Liéu duy nhat 

(1) Khi 1 miéng dan duge dan lén lung cia 7 nam gidi trong thanh khde manh trong 12 gid, 
ty lé hap thy la 13,3% liéu dung. 

(2) Trong mét thi nghiém trong do 3,5 cm’ thuéc nay (1,5 mg dudi dang ketoprofen) durge str 
dung cho chudt lang trong 24 gid, 6 da binh thudng 26,7% liéu ding duge hap thu, trong khi 
97,4% liéu ding duge hap thu & ving da bi tén th huong ma lép strng bi loai bd. 

Phan bé 

Khi ding mét lan hoae nhiéu lan cho bénh nhan bi viém xuong khép dau g6i. Nong d6 trong 
da, mo dui da, co va mang hoat dich ngay bén dudéi vi tri ding thuée déu cao hon néng dé 
trong huyét thanh va néng dé giam dan khi di su hon. 

Trong mét thi nghiém trong d6 3,5 cm? thuéc nay (1,5 mg dudi dang ketoprofen) duge ding 
cho chuét lang trong 24 gid. O da binh thuéng, néng d6 trong mau dat tdi da sau 4 gid. Sau 6 
gid, néng dé & ving gan va co ngay dudi ché ding thude dat mirc téi da. G vung da bi 
thong, néng dé cao nhat dat duoc trong mau va trong tat ca cac co quan sau 2 gid. 

Thai trir 

- Liéu duy nhat 

Khi | miéng dan durge dan lén lung ctia 7 nam gidi trudéng thanh khoée manh trong 12 gid, 
phan Ién téng lueng thude duoc bai tiét trong vong 48 gid va ty 1é bai tiét qua nude tiéu 1a 
35,8% lwong hap thu. 

- Dung lap lai 

1 miéng dan trén lung cua 6 ngudi dan éng truéng thanh khoe manh hai lan mét ngay, khi 
ding lién tuc trong 28 ngay, long bai tiét qua nudc tiéu gan nhw khong déi sau ngay thir 7, 
no gidm nhanh chong sau khi két thic ding thudc. 

- Khi dung trén da binh thudng ctia chuét lang, 24,4% liéu ding duge bai tiét trong nude tidu 
va 0,5% trong phan sau 120 gid. Ngugc lai, ty 1é bai tiét qua nude tiéu khi ding & ving da bi 
tén thuong 1a 96,7%. 

16. QUY CACH DONG GOI: 

7 miéng dan/goi, 50 géi/hdp. 

17, DIEU KIEN BAO QUAN, HAN DUNG, TILU CHUAN CHAT LUONG: 

DIEU KIEN BAO QUAN: 
Bao quan 6 nhiét d6 khéng qua 30°C, trong bao bi kin, tranh anh sang. 
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HAN DUNG: 36 thang ké tir ngay san xuat. 

TIEU CHUAN CHAT LUONG: Tiéu chudn nha san xuat, 

18. TEN, DIA CHi CUA CO S86 SAN XUAT THUOC: 

San xuat béi: 

SINIL PHARMACEUTICAL CO., LTD. 
28, Boksanggol-gil, Angseong-myeon, Chungju-si, Chungcheongbuk-do, Han 
Quéc. 
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