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CREOBIC®
e GOLD

Terbinafine Hydrochloride 1% wiw
Benzyl Alcohol 1% wiw as preservative
Topical Antifungal Cream

For athlete’s foot, jock itch, ringworm, cutaneous candidiasis and
pityriasis (tinea) versicolor.

Direction For Use:

Apply once or twice daily by smoothing gently onto the affected area.

Krim Rawatan Jangkitan Kulat Topikal

Untuk kulat air, kurap celah kelengkang, kurap kulit, kandidiasis
kulit dan panau.

Cara Penggunaan: Sapukan satu atau dua kali sehari dengan
menyapu perlahan-lahan di bahagian yang dijangkiti.

Kotra Pharma (M) Sdn. Bhd. Melaka, Malaysia.
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For external use only.

Untuk kegunaan luar sahaja.

Keep out of reach of children.

Jauhi dari kanak-kanak.

Store below 30°C. Protect from light.
Please refer to enclosed leaflet for more
information.
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NHAN PHU

Rx Thuéc ké don

Creobic Gold Cream 1% w/w

THUOC DUNG NGOAI

Thanh phin: Mai gam chira:

Terbinafin Hydroclorid 1% w/w

Dang bao ché: Kem

Quy cach dong géi: Hop 1 ‘tuyp x 10 gam.

Chi dinh, cach ding, chong chi dinh va cac théng tin khac:
xem trong t& huéng dan sir dung thude kém theo.

S6 16 SX, NSX, HD: xem "B", "MFG" va "EXP" trén bao bi.
Ngay hét han 1a ngay cudi cling ciia thang hét han.

Tiéu chuén chit lrgng: TCCS.

Piéu kién bdo quan: Bio quan duéi 30°C. Tranh énh sang.
PE XA TAM TAY TRE EM

POC KY HUONG DAN SU DUNG TRUGC KHI DUNG
SPK:

DNNK:

San xudt tai Malaysia béi:

KOTRA PHARMA (M) SDN. BHD.

No. 1, 2 & 3, Jalan TTC 12, Cheng Industrial Estate, 75250
Melaka, Malaysia.
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Duration of treatment:
Tinea pedis (athlete’ s foot), tinea cruris (jock itch), tinea corporis (ringworm) :
1 week of treatment will normally suffice if the cream is applied twice daily.

- Cutaneous candidiasis : 1-2 weeks of treatment.

= “Eéz.mmmm (tinea) versicolor : 2 weeks of treatment.

Store below 30°C. Protect from light.

Please refer to enclosed leaflet for more information.
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Terbinafine Hydrochloride 1% w/w mmmwﬁm

Benzyl Alcohol 1% w/w as preservative
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Topical Antifungal Cream %%@#%Wﬁﬁ,ﬁﬁo At g
For athlete’s foot, jock itch, ringworm, cutaneous nm:aa_mm_m and Rk SR—RER, RETEN 5%
pityriasis (tinea) versicolor. e :
Direction For Use: | For external use only.

4 Untuk kegunaan luar sahaja.
Apply once or twice daily by smoothing gently onto the mmmoﬁn area. Keep o:%oq reach of childran. I
Krim Rawatan Jangkitan Kulat Topikal Jauhi dari kanak-kanak. m
Untuk kulat air, kurap celah kelengkang, kurap kulit, kandidiasis » N
kulit dan meE. o g i P 7 Store below 30°C. Protect from light. 0o o <]
Cara Penggunaan: Sapukan satu atau dua kali sehari dengan ._u_ﬁmmmm M.mhm_. loisnciosed leatettonivions = = m_
menyapu perlahan-lahan di bahagian yang dijangkiti. W inictmatien. i
Kotra Pharma (M) Sdn. Bhd., Melaka, Malaysia , MAL08042384X VN -
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NHAN PHU
Rx Thudc ké don
Creob‘ic Go}d Cream 1‘% w/w
THUOC DUNG NGOAI

Thanh phin: Mdi gam chta:

Terbinafin Hydroclorid 1% w/w

Dang bao ché: Kem..

Quy cach déng goi: Hop 1 tuyp x 20 gam.

Chi dinh, cach diing, chfmg chi dinh va cac thong tin khac:
xem trong t& huéng dan sir dung thudc kém theo.

S6 16 SX, NSX, HD: xem "B", "MFG" va "EXP" trén bao bi.
Ngay hét han 1a ngay cudi ciing ciia thang hét han.

Tiéu chuin chit lwgng: TCCS.

Piéu kién bio quan: Bao quan dudi 30°C. Tranh 4nh sang.
PE XA TAM TAY TRE EM

POC KY HUONG DAN SU DUNG TRUGC KHI DUNG
SPK:

DNNK:

San xuit tai Malaysia béi:

KOTRA PHARMA (M) SDN. BHD.

No. 1, 2 & 3, Jalan TTC 12, Cheng Industrial Estate, 75250
Melaka, Malaysia.
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Creobic Gold Cream 1% w/w
(Kem bbi da Terbinafin hydroclorid 1% wW/W)

Cac diu hi¢u lwu y va khuyén céo:

Doc ky huong dan sir dung trude khi dung.
Dé xa tam tay tré em.

Théng bdo ngay cho béc st hodc dugc sT nhitng tdc dung khong mong muon gdp phdi khi sii
thuéc.

Thudc nay chi dimg theo don thudc.
Thudc ding ngodi.

1. Thanh phan cong thirc thude
Mbi gam chira:

Thanh phin hoat chit:

Terbinafin Hydroclorid 1% w/w
Thanh phi‘m ta dwoc:

Natri hydroxid, benzyl alcohol, paraffin long, natri dihydrogen phosphat khan, cremophor

A25 (Ceteareth-25/ Eumulgin B25), nudc tinh khiét, cetosteayl alcohol propylen glycol,
cremophor A6 (cetereth—6 and stearyl alcohol/ emulgade A6).

2. Dang bao ché: Kem.

Mo ta dac diém thude: Kem mau trang dén tring nga, than nude.

3. Chi dmh

Nhi®m nim da giy ra bai ndm dermatophytes nhu Trichophyton (vi du T. rubrum,
T . mentagrophytes, T. verrucosum, T.violaceum), Mzcrosporum canis va Epzdermophyton
floccosum, nhu bénh nam da chéan (athlete's foot), bénh ndm & vung da bi 4m w6t (dhobie
(jock) itch) va bénh nim gy t6n thuong mang tron (ringworm).

Bénh ndm da ban chan.

Nhiém nim men & da, chi yéu gay ra boi nim Candida (nhu Candida albicans).

Lang ben do Pityrosporum orbiculare (con duoc goi 14 Malassezia furfur).

4. Liéu ding — Cach dung

Liéu ding

Nguoi 16n va tré em tir 12 tudi trd 1én.

Boi kem terbinafin mdt hodc hai lan tiry thudc vao chi dinh.

Thoi gian va tAn suét diéu tri

- Bénh ném da chan: 1 l1an/ngay trong 1 tuln.

- Bénh nam da ban chén: 2 lan/ngay trong 2 tuan

- Bénh ndm ¢ ving da bi a 4m u6t va bénh nim gay ton thuong mang tron: 1 lan/ngay trong 1
tuan.

- Bénh ndm Candida & da: 1 hogc 2 lﬁn/nge‘ly trong 1-2 tuan.

- Lang ben: 1 hodc 2 lAn/ngay trong 2 tuln.

Triéu chimg 14m sang thuong thuyén giam trong vong vai ngdy. Sir dung khong thuong
xuyen hoéc nglimg diéu tri sém dua dén nguy co tai phat. Néu khong c6 dau higu cai thién sau
2 tun, bénh nhan nén dén gap bac si.

Cach dung

Vung da bi bénh can duoc 1am sach va lau kho k§ ludng trude khi boi kem terbinafin.
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Nén boi mot 16p kem méng vao ving da bi bénh va ving xung quanh rOi xoa nhe nhang.
Trong trudng hop nhiém ndm & ving da thudng xuyén co x4t nhau (dudi vi, k& ngon, k&
méng, ben), chd bodi thube c6 thé duge bao phi bing mot miéng gac, dic biét 1 vao ban dém.
Dung thude & cic nhém bénh nhén dic biét:

Nhoém bénh nhdn tré em

Khoéng khuyen c4o str dung cho tré em dudi 12 tudi do chua du dit lidu vé an toan, hiéu qua
trén nhom tudi ndy.

Bénh nhan cao tuoi

Khéng cb bang chung cho thdy bénh nhén cao tudi cAn céc liéu dung khac hodc gip céc tac
dung khong mong mudn khac so véi bénh nhén tré tubi hon.

5. Chong chi dinh
Qu4 man véi terbinafin hodc véi bat ky thanh phan t4 dugc nio cia thude.

6. Canh bdo va thin trong khi dung thube ,ﬁ
Kem terbmaﬁn chi dugc dung ngoai da. Nén tranh tiép xuc VO’l mit vi c6 thé gy kich img -3:73\

cho mit. Trong trudng hop vo tinh tiép xuc véi mat rira k§ mit dudi voi nuéce chay. CONG
Kem terbinafin chira 36 mg bezyl alcohol trong mdi lidu dung hang ngay twong dwong véi 10 'NHH TM
mg/g. Benzyl alcohol c6 thé gdy ra phan tng di {mg. THIEN
Kem terbinafin ¢4 chira cetosteayl alcohol va stearyl alcohol ¢ thé gay phan (mg da tai chd :

(vi du viém da tiép xuc). %——
7. Si dung thudc cho phu nir ¢6 thai va cho con bi IE

Phu nit mang thai

Khong c¢6 kinh nghiém 1am sang vé viéc sir dung terbinafin & phu nit mang thai, do do, trir
khi loi ich mang lai vuot trdi hon bét ky rii ro tiém 4n ndo, khong nén su dung kem
terbinafin trong thoi ky mang thai.

Cac nghién ciru v& doc tinh trén bao thai & ddng vét cho thiy khong c6 tac dung khong mong
mudn.

Cho con bu

Terbinafin duge bai tiét vao sita me. Vi vdy phy nit cho con bu khong nén str dung terbinafin
khi dang cho con bu. Tré so sinh khong dugce phép tiép xuc véi bat ky ving da nio da duge
boi thude, ké ca vi.

Kh4 niing sinh sin

Khong thiy anh hudéng ndo cla terbinafin dén kha ning sinh san trong cdc nghién ciru trén
dong vat.

8. Anh huéng caa thube 1én kha ning l4i xe, vin hanh may méc

Kem terbinafin khong anh huéng dén kha ning 14i xe va van hanh may moc.

9. Twong tic, twong ky ciia thude

Twong tac

Khéng c6 tuong tac thubc di duogc biét v6i dang terbinafin dung tai chd.

Twong ky

Do khong ¢ cac nghién ciru vé tinh tuwong ky cla thude, khong tron 1an thudc nay véi céc
thudc khéc.

10. Téac dung khong mong mudn ciia thude

Céc triu chung tai cho nhu ngia, bong tréc da, dau & chd bdi thube, kich vmg tai chd bodi
thude, rbi loan sic t6, cam giac néng & da, ban do, vay, v.v... c6 thé xdy ra tai cho boi thuoc
Phai phan biét nhitng triéu ching nhe nay voi cac phan Ung qua man bao gdm ca ndi ban
duge béo cdo trong cac trudong hop don 1€ va can phai ngimg dleu tri. Trong truong hgp vo
tinh dinh vao mit, terbmaﬁn hydroclorid c6 thé gay kich tmg mét. Trong nhiing truong hop
hiém gip, nhiém nam co tlr trude co thé néng thém. Cac tac dung khong mong muon dugc
liét ké duéi day theo hé¢ co quan va tAn suét. CAc tAn sudt dugc xdc dinh nhu sau: rdf thuong
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gdp (= 1/10); thuong gap (= 1/100 dén < 1/10); it gép (> 1/1.000 dén < 1/100); hiém gap (
> 1/10.000 dén < 1/1.000); rat hiém gdp ( < 1/10.000) hoic khong ro (khong the udc tinh tir
c4c dit lidu hién ¢6). Trong mdi nhém tan sudt, cic tac dung khong mong muén duoc trinh
bay theo thir ty d§ nghiém trong gidm dan.

Réi loan hé mién dich

Khong r3: Qua min

Réi loan mit

Hiém gap: Kich tmg mét.

Ro6i loan da va mé dwéi da

Thuong gap: Bong troc da, ngtra.

it gap: Tén thwong da, bong vay, 1di loan vé da, rdi loan sic t6, ban d6, cam gidc néng rat &
da.

Hiém gip: Da kho, viém da tiép xic, cham.

Khéng 10: Phat ban.

Réi loan toan thin va tinh trang tai chd bdi thude

ft gép: Dau, dau tai chd boi thude, kich tmg.

Hiém gap: Tinh trang trim trong hon.

Béo céo céac phan ung khong mong muon nghi ngd

B4o cao cac phan ing khong mong mudn nghi ngd sau khi cAp phép luu hanh thudc 1a rat
quan trong. N6 cho phép tiép tuc theo ddi can bang loi ich/nguy co clia thudc. Can bd y té can
béo céo bét ky phan img khong mong mudn nao bi nghi ngd vé Trung tdm Qubc gia hoic
Trung tdm Khu vye vé Thong tin thube va theo doi phan Umg c6 hai cta thude.

11. Qua liéu va céch xir tri

Qua liéu

Su hip thu toan than ctia terbinafin ding tai chd thip nén rat khé xay ra quéa lidu.

Vo tinh nuot phai 1 tuyp kem terbinafin 30 g chira 300 mg terbinafin hydroclond tuong
duong voi uong mdt vién nén terbinafin 250 mg (lidu don vi dung dudng udng & ngudi 16n).
Néu tinh c& nudt phai mét Tuong kem terbinafin 16n hon thi cac tdc dung khéng mong mudn
twong tu nhu quan sat thiy trong truong hop qua lidu vién nén terbinafin dwoc du kién.
Nhitng tac dung khong mong muon nay bao gom nhirc déu, budn nén, dau ving thuong vi va
chéng mit.

X tri

Néu v6 y nubt phai, didu tri qua lidu duogc khuyen c40 bao gdm loai bo hoat chat, chu yéu 1a
ding than hoat va diéu tri triéu chiig hd tro néu can thiét.

12. Dic tinh dwgce lwc hoc

Nhém dwge Iy: Thubc khédng ndm dung tai chd

Mi ATC: DO1AE1S

Co ché tac dong

Terbinafin 12 mot allylamin c6 hoat tinh chong nim phd rong. O ndng do thap, terbinafin diét
nim dermatophytes, nam mdc va mot s6 ndm ludng hinh. Hoat tinh chéng ném 1a diét ndm
hodc kim nam, tuy thudc vao loai.

Terbinafin can thi¢p chuyén biét vao qua trinh sinh tbng hop sterol cia nim & budce ban dau.
Dleu nay dua dén su thiéu hut ergosterol va su tich tu squalen trong té bao, dan den lam chet
t& bao nam. Terbinafin tic dong bang cach trc ché squalen epoxidase trong mang t& bao nim.
Enzym squalen epoxidase khong gan két voi hé cytochrom P-450.

13. Pic tinh dwge dong hoc

Duéi 5% liéu dung duoc hip thu sau khi dung tai chd, vi vay hép thu toan than 12 rét thép.

14. Quy cach déng goi:

Hop 1 tuyp x 10 gram.
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Hop 1 tuyp x 20 gram.

15. Piéu kién bao quin: Bio quin dudi 30°C. Tranh 4nh séng.

16. Han ding: 48 thang ké tir ngay san Xudt.

17. Tiéu chuén chit lwgng: TCCS.

18. Tén, dia chi co s& san xuit thude

KOTRA PHARMA (M) SDN. BHD.

No. 1, 2 & 3, Jalan TTC 12, Cheng Industrial Estate, 75250 Melaka, Malaysia.
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