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Thanh phén: Cach ding, lidu ding:

Ketoprofen ... Lidu dung:

Ta duge: ... [ — }

Chi dinh: g dau trong céac tinh trang BOi 2 - 49 gel tai chd dau, ngay 2 - 4 l&n.

chén thuodng mé mém, bao gém chén thudng thé thao, ggtc:“iu tri ?(hang qua 10 ngay.
bong gén, cang co, viém co-gan, sung tdy, dau lung va S aung:
dau thdp khdp. - Bai ngoai da.
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Chéng chi dinh va cac théng tin khéc: SBK:

Xem trén t& hudng dan sl dung bén trong hdp. S35 16 SX:

Bao quan: Nai kh rao, nhiét dd khéng qua 30°C, Ngay SX:

tranh anh sang tryc tiép. HD:

g g 46 Sukiig A K B8 S 0 C3 53 san xust: CONG TY G PHAN DUGC VAT TU Y TE WAl DUONG

Tiéu chuén: TCCS.
2 - . Dia chi: 3 102, phd Chi Lang, phuting Nguyén Trai, thanh
Boc kf hiidng ddn sii dung tnidc khi doing. D€ xa t4m tay iré em. phé Hai Dudng, tinh Hai Dudng
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Poc ki hudng din si dyng trudc khi ding.
Dé xa tdm tay trd em.
Béo quan: Noi kho rdo, nhiét d khéng
qua 30°C, tranh anh séng tryc tiép.
diing va céc thong tin khéc: Han dimg: 36 thang k& tif ngay san xut.
Xem trén 13 hudng d&n sil dung bén rong hdp.  Tiéu chudin: TCCS.

C 58 sén xust: G Yol plnouc T Ty Elinome S8 16 SX:
Dia chi: 56 102, phis Chi Liing, phubng Nguylin Tré, thinh  Ngay SX:
phé Hai Duang, tinh Héi Duong HD:
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Thanh phén: Cach dung, liéu ding:

T r L | e 2,5% (klkl) Liéu dung:

L T Viia dis 20g - B6i 2 - 4g gel tai ché dau, ngay 2 - 4 lan.
Chi dinh: Giam triéu chiing dau trong céc finh irang Dot didu tri khdng qua 10 ngay.

chén thudng mé mém, bao gém chén thuong thé thao, Céch ding:

bong gan, cing cd, viém cd-gan, sung tdy, dau lung va - Bdi ngoai da.

dau thdp khdp.
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Chéng chi dinh va cac théng tin khéc: SBK:

Xem trén 14 hudng dén sl dung bén trong hdp.
Béo quén: Noi kho rao, nhiét do khdng qué 30°C,

tranh anh sang truc tiép.

Han dimn u§n36 thang ké tif ngay san xudt.

Tiéu ch TCCS.

Boc ky huidng dén st dung tnidc khi ding. Dé xa tém tay tré em.

ding va cac théng tin khéc:

Ketoprofe

C4 s sin st STV PRI TV Y ERiiums 5510 SX:
Bia chi: 55 102, phé Chi Liing. phuting Nouyln Tréi, thash N@YS"

ph Hli Dudng, tinh HAi Ducng

Xem trén 5 hudng afin sl dung bén trong hp. 1Y

ZENOYLD

C& & san xuét: CONG TY C PHAN DUGC VAT TU ¥ TE HAI DUONG
Bia chi: S6 102, phé Chi Lang, phuting Nguyén Tréi, thanh
phé Hai Duong, th Hai Dudng

06— Bao quén: Noi kho rao, nhiét d§ khong
cmamm&mﬁmcum uu mmmmm

tnye tiép.
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TCCS.
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Thanh phén: Céch ding, liéu ding:

Ketoprofen .............. 2,5% (ki/ki) Lidu diing:

TAOC i s Viia di 30g 2 = 5 3

Chi dinh: Giam triéu chiing dau trong cac tinh trang o 2 - 49 gel tai ch5' dhut, n‘gay 2-41én.
chén thudng mé mém, bao gém chén thuong thé thao, Bat d'é‘f tri khdng qua 10 ngay.

bong gan, cing cd, viém cd-gan, sung tdy, dau lung va Céch dung:

dau thap khdp. - B6i ngoai da.

ZENOYLD
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Chéng chi dinh va céc théng tin khac: SPK:
Xem trén t& hudng din s dung bén trong hép. S6 16 SX:
Bao quan: Ndi khé rao, nhiét 49 khong qua 30°C, Ngay SX:
tranh anh sang tryc tiép. HD:
Han ding: 36 thang ké tif ngay sén xudt. C& & san xut: CONG TY C PHAN DUGC VAT TU ¥ TE HAI DUONG

Tiéu chuan: TCCS. Bia chi: S6 102, ph6 Chi Laing, phudng Nguyén Trdi, thanh

Boc kf huidng din sil dyng trudc khi ding. DE xa tam tay tré em. phé Hai Dudng, tinh Hai Duong

Th&ﬁhph&n: 0 > ky ddin st dyng trude khi ding.
Ke gy = x2 tm tay tré em.

Ta dugc: ... 30g Béo quéan: Noi khé rdo, nhigt 6o khong
Chidinhﬁhulgdﬂdinh Cichdtmg liéu  qua 30°C, tranh 4nh sang tnjc tisp.

ding va céc thong tin khac: Han diing: 36 thang k& tif ngay san xuét.
Xem trén & hudng dén st dyng bén trong hdp.

Ketoprofe

Cé s sin xudt CHBTYCHPRRDCVAT VY TEwizoume 5510 SX:

Bl ch S6 102, pht ChiLing, phutng Nouydn T, bash  [102Y ~*-
phé Hai Duong, tinh Hi Duong
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Thanh phén: Céach dung, liéu dung:

T 2,5% (ki) Liéu ding:

Ei;i:?ch e cgga:m - BAi 2 - 4 gel tai chd dau, ngay 2 - 4 14n.
nn: U n 0] 5 >
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bong gan, cing cd, viém cd-gan, sung tdy, dau lung va Béi gda

dau th4p khdp. AR L
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Chéng chi dinh va céc thong tin khac: SBK:

Xem trén i hudng dén st dung bén trong hdp. 8616 SX:

Béo quan: Noi kho réo, nhigt 66 khong qua 30°C, Ngay SX:

tranh &nh séng tryc tiép. HD:

Han diing: 36 théng ké tif ngay sn xudt. & s sin xust: GONG TY ¢ PHAN DU VAT TU Y TE ki DUONG
Tiéu chuan: TCCS. . ia chi: S§ 102, ph Chi Lang, phuing Nguyén Tréi, thanh
Boe k hudng dén s dung s ki ding. D xa tm ay i em. ph Hai Duong, tish Hai Duong

Boc k hudng dén sif dung inidc khi ding.
> xa tm tay tré em.

Bao quén: Noi khd rdo, nhiét dd khdng
Chi dinh,Chéng chi dinh, Cich ding - lidu qué 30°C, tranh 4nh sang tryc 1i8p.
diing va céc thong tin khic: Han dilng: 36 thang ké ti ngay sdn xudt.
Xem {rén 18 hudng dén sif dyng bén trong hdp. Tiéu chudn: TCCS.

ZENOYL

C& 54 sn xuse: CINETY of Pk g viT TV ¥ A UG sdlogig
Bia ci: 54 102, ph Chi Ling, phuing Nguyén Ti, thénh 2
phd Hai Dudng, inh H3i Dudng
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HUONG DAN SU DUNG

Tén thudc: ZENOYLD

Doc kj huedng dan sir dung trueée khi ding. Dé xa tam tay tré em.

1. Thanh phan, him lrgng ciia thube: M3i 10g Gel c6 chua:

Thanh phan Ham lugng
2,5%
Ketoprofen -
(kl/k1)
Ta duge: Propylen glycol, PEG 400, Carbopol 940, Triethylamin, Vira du
Ethanol 96%, Huong Aloe fresh, Nudc tinh khiét. 10g

2. Dang bao ché: Gel thé chit min, mém, ddng nhat.

3. Chi djnh:

- Giam tri¢u chimg dau trong c4c tinh trang chén thuong m6 mém, bao gdm chin thuong thé
thao, bong gan, cang co, viém co-gn, sung tiy, dau lung va dau thap khop.

4. Cdch dung, liéu dung:

4.1. Liéu ding:

- B6i 2 — 4g gel tai chd dau, ngay 2 - 4 Ian. Dot didu tri khéng quéa 10 ngay.

4.2, Cdch ding:

- B6i ngoai da.

5. Chéng chi dinh:

- Man cam véi bt ctr thanh phin nio cta thubc.

- Cdc phan tmg qua mén khéc da dugc biét nhu hen suy&n, viém mii dj tng, di tmg vai
ketoprofen, fenofibrat, acid tiaprofenic, acid acetylsalicylic ho#ic v4i cac NSAID khac.

- Ngudi ¢6 tién sit di ing da vé&i Ketoprofen, acid tiaprofenic, fenolibrat, kem chéng n?mg
UV hodc cdc mui huong.

- Tiép xtc ving da sir dung thudc véi anh sdng mat trdi trong sudt qué trinh didu tri va 2
tudn sau khi ngimg thubc.

- Céc trudng hgp suy yéu bénh Iy nhu eczema, mun trimg céd, nhiém tring da hodc céc vét
thuong hé.

- Ba thang cudi cua thai ky.

- Tinh an toan va hi¢u qué cla gel Ketoprofen & tré em dudi 18 tudi chua duoc dénh gia.

Khoéng nén diing gel ketoprofen cho lira tudi nay.
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6. Cinh bdo va thin trong khi ding thudc:

- Cén than trong khi sir dung thudc & céc bénh nhan bi suy gidm chutc ning tim, gan, than.

- Chi sir dung thudc ngoai da. Rira tay that k¥ trude va sau khi sir dung thudc (trir khi d6 1a
viing da str dung thudc).

- Trénh dé ving da st dung thuée tiép xtic véi 4nh sang trong sudt qua trinh didu tri va trong
2 tudn sau khi ngimg str dung thudc.

- Thoi gian diéu tri khong nén kéo dai qua thoi gian chi dinh do sé& ting nguy co viém da do
tiép xuc va nhay cadm voi 4dnh séng,

- Bénh nhén hen suyén c6 lién quan t6i viém miii man, viém xoang man va/hoic polyp miii
¢6 nguy co gia ting cic phan img di img véi Aspirin va/hoiic NSAIDs.

- San phém chira Propylen glycol nén 6 thé gay kich tmg da.

7. St dung thube cho phu ni¥ ¢6 thai va cho con ba:

- Khong dung ketoprofen cho ngudi mang thai, dic biét trong 3 théng cubi thai ky hodc khi
gan chuyén da do ketoprofen wc ché tong hop prostaglandin, gy nguy co ting 4p luc phdi
t6n lwu & tré so sinh, do déng dng dong mach trude khi sinh. Ketoprofen gy nguy co chay
mau & thai nhi va nguoi me. Ketoprofen trc ché chirc ning than cta thai nhi gy vo niéu cho
tré so sinh. Ketoprofen con e ché chuyén da dé, kéo dai thoi gian mang thai va c6 thé giy
doc cho dudng tiéu héa va it nudc 6i, néu ding thube trong thai ky

- Ketoprofen tiét vao sita ngudi véi ndng do thép. Khuyén céo khong ding thudc ndy cho
ngudi me trong thoi ky cho con bu.

8. Anh huéng ciia thudc 1én kha niing I4i xe, vin hanh méy méc:

- Chua ghi nhin dugc béo céo phan {mg bét loi vé anh hudng ciia thubc 1én kha ning l4i xe,
vén hanh mdy méc.

9. Twong tic thudc, twong ky ciia thubc:

* Twong tdc thubc:

- Tuong téc véi cac thube khac kho c6 thé xay ra vi ndng dé Ketoprofen trong huyét thanh
sau khi bdi qua da rat thap. Tuy nhién, khi dung dong thoi aspirin hodc cdc NSAIDs khac c6
thé 1am ting ty 16 phan ung c6 hai. Céc tuong tic nghiém trong da dugc ghi nhan sau khi st
dung methotrexate liéu cao véi céc thubc chéng viém khdng steroid, k& ca ketoprofen, khi
dung theo dudng toan than.

* Twong ky thuédc:
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- Do khéng c6 nghién ctru v& tinh twong ky cta thudc, khong tron 14n thube nay vdi céc
thude khac.

10. Tac dung khéng mong muén cia thube:

- Ketoprofen hip thu qua da it nén chu yéu tac dung khéng mong muén trén da. Tac dung
khong mong muén gidm dang k& nu han ché tiép xac véi 4nh sang mdt troi trong subt qua
trinh diéu trj va 2 tudn sau khi ngimg ding thuc.

- Mirc d6 xéy ra céc tic dung khéng mong mube duoc phén loai nhu sau: Rat thuong gip (>
1110), thuong gip (1/100 < ADR < 1/10), it gap (1/1000 < ADR < 1/100), hiém gip
(1710000 < ADR < 1/1000), rat hiém gip (ADR < 1/10000), chua duge biét (T3 18 khong
thé x4c dinh duoc béng cac dir li¢u hién co).

- Réi logn hé thc‘;ng mién dich:

+ Chua duge biét: Sdc phan vé, phi mach, phan tng qua mén.

- Bénh Iy ciia da va mé dudi da:

+ Chua dugc biét: Phan tng da tai chd nhu ban d6, cam gidc néng rat.

+ Hiém gép: Phan tmg ngoai da: man cam véi 4nh sang, ndi mé day.

- Thén - tiét nigu:

+ Rat hiém ggp: Truong hop xAu di ctia suy than trude dé.

Thong bdo cho bdc sy tdc dung khéng mong mudn gdp phdi khi sir dung thudc

11. Qu4 liéu va cdch xir tri:

11.1. Qud liéu:

- Qua lidu khé c6 thé xay ra khi dung tai ch3.

- Néu v6 tinh udng phai, gel ¢6 thé gy ra céc tac dung phy toan than tuy thudc vao luong
uéng vao.

11.2. Xir tri:

- Thong bédo ngay cho béc si hodc dén co s& y té gin nhat.

- Theo ddi tich cyc, diéu trj triéu trimg.

12. Djc tinh dwgc lwe hoc:

- Nhém tac dung dugc ly: Thude chéng viém khéng steroid (NSAID).

- Ma ATC: M02AA10.

- Ketoprofen 1a dn chit cta acid propionic thudc nhém thubc chéng viém khéng steroid ¢6
2 dang déng phan dbi quang. Déng phén dang S-(+) dexketoprofen cé tac dung giam dau

manh hon gép 2 lan ketoprofen. Do ketoprofen trc ché cyclooxygenase khéng chon loc
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(COX-1, COX-2) lam giam tbng hop cac prostaglandin. Thuéc trc ché COX-2 nén c6 tic
dung chong viém, gism dau va ha sét. - Ngoai trc ché COX, ketoprofen con cé thé trc ché
héa huéng dong bach ciu, thay dbi hoat dong céc té bao lympho, gidm cac cytokin 1a nhitng
yéu t6 tién viém, én dinh mang lysosom, khéng bradykinin nén g6p phan lam giam viém.

- Trong diéu trj viém khép dang thap hodc hu (thoai h6a) xwong khép, céc thudc chéng
viém khong steroid thuong duge ding chu yéu dé gidm dau hon 1a chéng viém; cac thudc
ndy chi trc ché tong hop va we ché gidi phéng cdc chét trung gian gdy dau va viém
(prostaglandin, bradykinin, histamin), do d6 ketoprofen chi 1am nhe bét cac triéu ching cua
bénh nhu dau, ctmg khép budi sang, dau lic nghi va cai thién van dong; thubc khéng lam
ngimg bénh 1du dai hoic ddo nguoc qué trinh bénh co ban. Dé dat duoc didu dé, ngudi bénh
phai dugc didu tri v6i cac thube trc ché midn dich nhu ding lidu cao glucocorticoid.

- Téc dung gidm dau ctia ketoprofen 14 do trc ché tdng hop prostaglandin dan dén lam giam
sy nhay cdm cla cdc thy thé dau véi cac kich thich co hoc hodic/va véi cic chét trung gian
héa hoc nhu bradykinin, histamin. Béi véy, trong l&m sang, ketoprofen 14 thudc giam dau rat

¢6 hiGu qua trong cac trudng hop dau sau phiu thuit. Vi c6 nguy co gdy chdy mdu, khong

dung ketoprofen dé diéu trj dau lién quan dén chay méu kin ddo (dau sau khi bi tai nan)
hogc dau lién quan dén chén thuong & hé TKTW.

13. Dic tinh dwge djng hoc:

- Thude hép thu rét it qua da. Sinh kha dyng ctia Ketoprofen khi diing tai chd bing khoang
5% so vdi sinh kha dung khi ding dudng udng.

- Thudc lién két véi protein huyét twong khoéng 99%. Ketoprofen dugc thai trir qua thén
chi yéu duéi dang lién hop glucuronid.

14. Quy cach dong goi:

Hop 1 tuyp 10g, hop 1 tuyp 20g, hop 1 tuyp 30g, hép 1 tuyp 50g; kém huéng dan str dung,
15. Diéu ki¢n bio quan, han ding, tiéu chuin chét lwgng cia thubc:

- Diéu kién bdo quan: Noi khd réo, nhiét d6 khong qua 30°C, tranh 4nh sang tryc tiép.

- Han diing: 36 thang ké tir ngay san xuit.
- Tiéu chudn chdt lwong: TCCS.

16. Tén, dia chi ciia co sé san xui
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CONG TY CO PHAN DUQC VAT TU' Y TE HAI DUONG
Dja chi: S6 102, phd Chi Ling, phucng Nguyén Trdi,
thanh phé Hai Duong, tinh Héi Duong.
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