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Cool and Fast!

HARUFEN

(Ketoprofen 30mg)

For relief of the pain and anti-inflammation for the following
diseases and symploms:

1) Osteoarthritis.

2) Periathritis of shoulder.

3) Tendon/Tendonitis.

4) Peritendinitis.

5) Humeral epicandylitis.

6) Muscle pain.

7) Swelling and pain of post-traumatic.

DOSAGE & ADMINISTRATION
Apply one plaster to the affected area, twice daily.

CONTRAINDICATIONS; PRECAUTIONS
See the enclosed package insert for use instructions.

STORAGE: Store at temperature not exceed 30°C in a light-

resistant tightly closed container.

QUALITY SPECIFICATION: in-house.

7piasters

KEEP OUT OF REACH OF CHILDREN

CAREFULLY READ THE INSTRUCTION EEFORE USE

| Mifing dén Harufen Dudmg dimg: Diing ngodi da.

Ddng goi: 7 miing ddn/gi, 50 g6imdp. MBi migng dén chita
Ketoprofen 30mg. Bao quén ¢ nhiét d§ khdng qua 30°C, trong bao bi
kin, tranh @nh sang. Chi dinf, lidu ding & cach diing, chiing chi
dinh; Xin doc trong 10 hudng dfn sit dung. Boc ki hudng ddn si
dyng truc khi ding, DF xa tim tay tré em. San xudt: Sinil
Pharmaceutical Co., Ltd. 28, Boksangpol-gil, Angseong-myeon,
Chungju-si, Chungcheongbuk-do, Han Oudc. 56 18 san xult,

Nody sén xuft, Han dimg, S8 dang ky: xem “Lot No., Mig.Date,
Exp.Date, Visa No."trén bao bi. Cdc théng tin khdc 0¥ nghj xem
trong ta hudng din st dyng kem theo. DNNK:

Lot. No. / S6 16 san xuét:

Mfg. date / Ngay san xubt: dd/mmiyyyy
Exp. dale / Han ding: dd/mmlyyyy
Visa No. / Sé dang ky:

Manufactured by
SINIL PHARMACEUTICAL CO,, LTD.

28, Boksanggol-gil, , Chungju-si,
Chungcheongbuk-do, Republic of Korea
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Box:

- Width: 260mm - m -
- Length: 170mm f[s/ coNaTy

- Height: 135mm |

7 Plasters/pouch
50 Pouches/box
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COMPOSITION:

Each plaster contains:

Ketoprofen.. .30.0 mg
mmcmous DMAL‘.E l. Anmmsmnon
coummmmmus

Please see the enclosed leaflet inside.
STORAGE:

Store at temperature not exceaed 30°C in a light-
resistant tightly closed container.

QUALITY SPECIFICATION: In-house.

KEEP OUT OF REACH OF CHILDREN
CAREFULLY READ THE INSTRUCTION BEFORE USE
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TO HUONG DAN SU DUNG THUOC

AC-PAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC:
Boc k§ hudng dén sir dung trude khi ding,
Dé xa tm tay tré em.

Thong béo ngay cho béc sy hodc duge sy nhitng phan {mg c6 hai gip phai khi sir dung
thudc.

3. THANH PHAN CONG THUC THUOC:
Mdi miéng chita

Thanh phéin hoat chét:

Ketoprofen 30,0mg

Thanh phan td duge:
Dung dich keo dinh acrylic, Dung dich keo dinh cao su, Giay giai phéng, Vai khong dét.

4. DANG BAO CHE:
DANG BAO CHE: Miéng dan.

HINH THUC CUA THUOC: Miéng dén bao gdm vai khéng dét tri véi mot 16p keo trong
sudt va duge phi mét gidy giai phong.

5. CHI PINH:
Giam dau, chéng viém cho cdc bgnh va triéu chirng sau:

Viém xuong khép, viém quanh khop vai, gdn/ viém gan, viém quanh gén, viém mom 18i cdu
canh tay (khuyu tay quan vot, v.v.), dau co, sung/dau sau chan thuong

6. CACH DUNG, LIEU DUNG:

Dan mdt miéng dén & ving bi bénh, dimg hai 1in méi ngay.

7. CHONG CHI PINH:
Khéng dung cho nhiing bénh nhén sau;

|

Y A oA . = . r . 5 o A - . X \ > A
Bénh nhén ¢ tién str man cam voi thude nay hodc bt cir thanh phén ndo ctia thude

|

Bénh nhén mic bénh hen suyén do aspirin (gay ra con hen do thudc chdng viém khéng
steroid, v.v.) hodic ¢6 tién sir hen suyén (co nguy co gady ra con hen).
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— Bénh nhén ¢é tién sir qua man cam véi cac san phe"im o chura tiaprofenic acid, suprofen,
fenofibrate, oxybenzone va octocrylene (kem chéng ning, nudc hoa, v.v.) [Bénh nhén co
tién st qud mén cdm véi cdc thanh phin nay ciing cd thé biéu hién qué man cim véi thudc
ndy.]

— Bégnh nhén ¢6 tién sir nhay cam véi dnh sdng

— Phuy nir & giai doan cudi thai ky

8. CANH BAO VA THAN TRONG KHI DUNG THUOC:
Canh bao

Viée sir dung thude nay c6 thé gdy viém da tiep xuc nghiém trong va nhay cam véi dnh séng,
déng thoi da bio céo cée tr wong hop tién trién thanh phat ban toan than nghiém trong. Chi
nén sir dung thude nay sau khi cin nhéc cin than va khi loi ich diéu tri vugt trdi so vdi nguy
co.

Than trong

Nhiing Ivu § khi sit dung thube

Khéng st dung trén viing da bi ton thwong, mang nhiy, vét cham hoic ving phét ban vi n6é

¢6 thé gay kich img da tai noi ding thuéde,

Nhirng luu y co bian quan trong

— Viém da tiép xic hoic nhay cam dnh sdng c6 thé xdy ra va cdc truong hop phét ban toan
thdn nghiém trong da duge bdo cdo, vi viy bénh nhin cin duge huéng din diy du nhirng
diéu sau trude khi st dung;
Viém da tiép xiic ¢6 thé xay ra khi ti€p xtic vdi tia cue tim, vi viy néu quan sét thdy cac
tri¢u chimg trén da nhw phdt ban, man do, ngtta hosic kich lmg hay nging st dung san

phim ngay 1ap tirc va loai bo san pham khoi viing bi bénh. Luu y rang didu nay c6 thé xay
ra vai ngdy sau khi sir dyng, vi vy hiy cin than.

V1 hién tuo’ng nhay cam vdi dnh sdng cé thé xay ra, nén trénh céc hoat ddng ngoai troi bit
ké thor tiét nhur thé nao khi sir dung san phim nay va ngay ca khira ngoal hang ngay, hay
bao vé viing dung thudc khéi dnh sdng bang quan do, tim I6t, v.v. Luu y rang vai tring va
quin 4o mong c¢6 thé cho phép tia UV xuyén qua, vi vy hiy mic quan 40 c6 mau khong
cho tia UV xuyén qua dé dang. Ngoai ra, céc triéu chimg o thé xudt hién vai ngay dén vai
thang sau khi sit dung, vi vy hiy cin than ngay ca sau khi sir dyng. Néu quan sat thay bat
ky sir bét thuéng nao, hay ngimg st dung san pham ngay lap tirc, che chin khu vyc bi anh
hudng khoi anh séng va thye hién cdc bién phap thich hop.

— Cén luu y ring diéu tri bing thudc gidm dau chéng viém 1a didu tri triéu chirng chir khong
phai diéu tri nguyén nhan.

— Khi str dung thude ndy cho cée bénh mén tinh (viém xuong khdp, v.v.), hily xem xét céc
ligu phap khéc ngoai diéu trj bing thudc nay.

N2\
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Nhiing Iwu y lién quan dén bénh nhén cé hodn canh cy thé

— Bénh nhan hen phé quéan (khéng bao gdm bénh nhén cé hodc ¢6 tién st hen phé quan do
aspirin)
Héy chic chiin ring ban khéng bi hen suyén do aspirin. Ngudi ta cho rfing mot sé bénh
nhan hen phé quan ¢6 thé mac bénh hen suyén tiém 4n do aspirin v cé nguy co gy ra cic
con hen ¢ nhimg bénh nhin nay.

— Bénh nhan bj nhiém tring da
Khi sir dung dé diéu tri tinh trang viém kém theo nhiém triing, nén st dyng dong thoi véi

cde thude khang khun hoic khéng ndm thich hop va phii quan sét cn thin trude khi st
dung. C6 thé giy nhiém trung da & mirc d¢ cdn ldm sang.

Tré em

Chua co thir nghiém 1dm sang nao dugc tién hanh trén tré em

Ngudi cao tubi

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

Theo két qua khao sat két qua str dung sau khi dua thude ra thi {rudng, ngudi ta lhay riing ty

1& mic bénh viém da (2,14% : 43/2.006 trwomg hop) thip hon ¢ ngudi dudi 65 wdi (1,06% :
33 /3.118 trudng hop)

9. SUDUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU:
Phu nit ¢ giai doan cudi thai ky

Khéng duge ding. Néu sir dlmg ketoprofen tai chd & phu nit & giai doan cudi cua thai ky, cb
thé xdy ra hién tuong co thit éng ddng mach cua thai nhi.

Phy nit mang thai (trir nhimg ngieoi o giai doan cudi thai ki) hoge phu nir cé thé mang thai

N6 chi nén dugce sir dung khi loi ich diéu tri dwoc danh gid la I6n hon i ro. Hay st dung nd
mdt cach cin than, dung thude & mire tdi thidu cin thiét, D ¢6 bdo cdo vé tinh trang thiéu 6i
xay ra khi phy nir s dung san pham ketoprofen tai chd trong ba thing thit hai cua thai ky.
Ngoai ra, dd ¢6 béo cdo ring khi sir dung thudc e ché cyclooxygenase (ché phim udng,

thudc dan) & phy nit mang thai, ¢6 thé xay ra réi loan chiic ndng thin va giam luong nudc
tiéu & thai nhi, dén dén thiéu 4i.

Thoi ky cho con bi

Ketoprofen bai tiét dwoc qua sita me, do d6 khéng sir dung thude nay & phu nit cho con
ba.

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

11. TUONG TAC, TUONG KY CUA THUOC:

Khong cé.

=1 =g g &\
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12. TAC DUNG KHONG MONG MUON CUA THUOC:

Céc tac dyng khong mong muén sau diy c6 thé xay ra, vi viily vui long theo dai cdn thin va

thue hién cdc bign phdp thich hop nhwr nglng st dung néu quan st thdy bét ky ddu hiéu bt

thudmg nao.

Téc dyng khdng mong mudn nghiém trong

— Soc (khong 16 ty 18 méc bénh), séc phan vé (dudi 0,1%)
Sée va sde phén vé (phat ban, kho thd, phit mat, v.v.) c6 thé Xdy ra.

— Gay ra cac con hen suyén (hen suyén do aspirin) (dudi 0,1%)
Negtlmg sir dung néu xudt hién cac tridu chirng ban dau nhu tiéng ran khé, the kho khé hodc
kho thé. Ngodi ra, vige giy ra cdc con hen suyén do thude ndy xay ra trong vong vai gio
sau khi sir dung.

— Viémda tiép xtc (dudi 5%, tén suit khong ro trong trirdng hgp niing)
Phat ban/do, ngira, kich &g, ban do, v.v. xuat hién tai vi tri ding thude 6 thé trd nén tram
trong hon va cée trigu chiing viém da nghiém trong nhu sung, phit né, phéng rop/x6i mén
va tang sic t&/mét sfic té ¢o thé xay ra. Hom nira, céc trigu chimg viém da cé thé lan rong
khip co thé va tré nén nghiém trong hon. Luu ¥ ring cdc tridy ching c6 thé xudt hién vai
ngay sau khi sir duna.

— Nhay cam véi anh séng (ty 1¢ chua rd)
Viéc miéng ddn tiép xtc voi tia cuc tim ¢ thé gy ban do kém theo ngira dir di, phat ban,
kich (g, sung tdy, phil né va chay nude. Cae trigu chirng viém da nghiém trong nhir mun
mrde va x6i méon, nam va mat sic td cé thé Xay ra, df‘}ng thoi cic tri¢u chirmg viém da cd
thé lan rong khip co thé va trg nén nghiém trong hon. Luu ¥ céc trigu chimg c6 thé xudt
hién vai ngdy dén vai thang sau khi sir dung.

- - - A -
Cic tde dung khing mong muon khic

Tan suat . . ; - .
) 0,1 dén dudi 5% It hon 0,1% Tan s6 khong xdc dinh
Phan loai

Phét ban cuc bg, do,
sung, nghra, kich | Chiy miu
img, phong rp/x6i | dudi da

mon, ndm

Da

(o M¢ day, phlt mi mit,
Qua man

phu mijt

Luu y) Tan sudt xudt hién bao gém két qua khao sat két qua sir dung.

13. QUA LIEU VA CACH XU TRi:

Triéu chimg: Khong cé qué lidu khi dung ketoprofen ngoai da.
Diéu tri: Khong cé théng tin.
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14. PAC TINH DUQC LUYC HQC:

Ma ATC: M02AAIL0

Ketoprofen la din chit cua acid propionic thude nhém thude chong viém khong steroid.
Thudc e ché COX-2 nén c6 tic dung chong viém, giam dau va ha sét.

Co ché tdc dung

N6 dwge cho la ¢6 tic dyng (e ché sinh téng hop prostaglandin, ting cudng tinh thim cia

mach mau, di chuyén bach cau, bién tinh nhiét protein, én djnh mang té bio va trc ché giai
phong bradykinin.

Tdc dung chéng viém

NG cho thay tac dyng trc ché ddng ké trén ca cde md hinh viem cdp tinh nhw phil chan do
carrageenin va phi chin bam tim & chudt va cac mé hinh viém man tinh nhu tang sinh hat
béng va viém khép bb tro & chuot.

Tac dung giam dau

Cho thay tac dung giam dau déng ké déi voi chimg dau chén do viém va dau khép & chuot.
Két qud lam séng

Bén tém tat vé 1.836 thy nghiém lim sang, bao gdm thir nghiém so sanh mu déi va thu
nghiém lam sang chung, duge thye hién tai tdng 6 285 co s6 & Nhit Ban nhur sau;

Tén bén Lidu cin siv d Thid vln sied Ty 1€ cdi thién (cii thién
én bénh icu cdn st dyn 0 gian st dung
¥ U A SIaung il phéi hofic cao hon) E
. ) 58,8% (410/697 trudng TY
Viém xwrong khép {
hop) AN
Viém quanh khop vai 55,7% (54/97 trudmg hop) AT
A i Sk A //r
Viém gin/vi ; , 2 tudn : =
B | g lin 80,4% (37/46 trémg hop) >
quanh gén 0
) i s moi ngay
Viém mom 161 cau 77,8% (21/27 tredmg hgp)
72,2% (135/187 trwong
Dau cor
hop)
Sung va dau sau chin | tudn 83,4% (361/433 trudng
thirong hop)

15. PAC TINH DUQC PONG HOC:

Nong d trong méu

- Lidu duy nhat

Dan 1 miéng dan trén lung 7 nam gidi trudng thanh khoe manh trong 12 gid, nong do trong
huyét thanh dat 43,11 ng/mL sau 12 gid. Sau 48 gi®, nd gin nhw bién mat khoi huyét thanh.

- Diing lap lai
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Dan | miéng dén trén lung cua 6 nam gidi trwdng thanh khde manh, hai lin mét ngay, diing
lién tuc trong 28 ngay. Nong d¢ trong huyét thanh gin nhu khong thay d6i sau ngay thir 7. No
giam nhanh chéng sau khi két thic dung thude.

Hﬁp thu

- Liéu duy nhdt

(1) Khi | miéng dan duoc dan Ién lung cua 7 nam gidi truémg thanh khoe manh trong 12 gid,
ty 1§ hap thu 14 13,3% lidu dang.

(2) Trong mdt thi nghiém trong dé 3,5 cm’ thude nay (1,5 mg dudi dang ketoprofen) duge sir
dung cho chugt lang trong 24 gidy, ¢ da binh thudmg 26,7% lidu ding dugc hﬁp thu, trong khi
97,4% lidu ding duge h'z:tp thu & viing da bi tén thwrong ma Iép sting bi logi bo.

Phén b

Khi diing mét lin hodc nhiéu lan cho bénh nhan bi viém xwong khép dau gbi. Néng do trong
da. m& dudi da, co vi mang hoat dich ngay bén duéi vi trf ding thuée déu cao hon nong do
trong huyét thanh va néng dd eiam din khi di siu hon.

Trong mot thi nghiém trong d6 3,5 em” thude ne‘ly (1,5 mg dudi dang ketoprofen) duge ding
cho chugt lang trong 24 gity, U da binh thudng nong d§ trong mdu dat tdi da sau 4 gid, Sau 6
gidy, nbng do ¢ ving gin vi co ngay dudi chd ding thude dat mic 6i da. O viing da bi
thieng, nong d¢ cao nhit dat duoc trong mdu v trong tdt ca edc co quan sau 2 gi,

Thai trir

- Liéu duy nhit
Khi 1 miéng dan duwoc dan 1én lung cua 7 nam gidi trwdng thanh khoe manh trong 12 gid,

phin 16n tong lwgng thude duoc bai tiét trong vong 48 gio va ty 18 bai tiét qua nude tidu 1a
35,8% lugng hap thu.

- Duing lap lai

| miéng dén trén lung cia 6 ngudi dan ong truong thanh khoe manh hai 1an mét ngay, khi |
dimg lién tuc trong 28 ngay, lugng bai tiét qua nudc tidu gan nhu khéng dbi sau ngay thir 7,
n6 gidam nhanh chéng sau khi két thic ding thuéc.

- Khi dung trén da binh thwong cuia chudt lang, 24,4% liéu ding duge bai tidt trong mrde tidu
va 0,5% trong phan sau 120 gir. Nguoe lai, ty 16 bai tiét qua nude tiéu khi ding ¢ ving da bi
ton thuong 1a 96,7%.

16. QUY CACH PONG GOI:
7 miéng dan/géi, 50 g6i/hdp.

17. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG:

PILU KIEN BAO QUAN:
Bdo quan ¢ nhié¢t do khéng qua 30°C, trong bao bi kin, tranh 4nh sdng,
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HAN DUNG: 36 théng ké tir ngay sin xui.
TIEU CHUAN CHAT LUQNG: Tiéu chudn nha san xut.

18. TEN, PIA CHI CUA CO SO SAN XUAT THUOC:

San xuat béi:

SINIL PHARMACEUTICAL CO., LTD.

28, Boksanggol-gil, Angseong-myeon, Chungju-si, Chungcheongbuk-do, Han
Quéc.




