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CONGTY €& PHAN DUOC PHAM VCP

MAU NHAN PANG KY
THUOC KEM CLOTRIMAZOL VCP

1.Nhan tuyp 15g - ti 1& 150%
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Clotrimazol VCP  *mbum

TRI NAM
Clotrimazol 1% -

SDK/REG.N°:

THUGC DUNG NGOAI
Thanh phan: Mi 1g kem chia: Compasition: Each gram cream contains:
Clotrimazol 10mg Clotrimazole 10mg
Ta dugc vira du 19 Excipients qg.s 1g
Chi dinh. Chéng chi dinh. Cach diing - Liéu dung. Indications. Contra - Indications. Usage. And
Cac théng tin khac : Xin doc trong t& hudng dan st other information : Please read enclosed leaflet.
dung.
PéE xa tam tay chia tré em. Keep out of the reach of children.
Poc ky hudng dan sit dung trudc khi ding. Read carefully the instruction befaore use.
THUOC DUNG NGOAI FOR EXTERNAL USE ONLY
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CONGTY CO PHAN DUGQC PHAM VCP

MAU NHAN DANG KY

THUGC KEM CLOTRIMAZOL VCP

2.Nhan hép 01 tuyp 15g - tilé 100%

W Composition: Each gram cream contains:

W Specifications: Vietnamese pharmacopeia V.
W Storage: in a hermetic container, below 30°C, protect from light.

a 10mg Keep out of the reach of children.
ients q.s 1g Read carefully the instruction before use.
B Indications, Contra- Indi Usage. And " .
Please read enclosed leaflet.

HOP 1 TUYP KEM BOI DA

#® Clotrimazol VCP

Clotrimazol 1%

THUOC DUNG NGOAI

W Thanh phén: M&i 19 kem chifa:
Cl I 10mg D& xa tim tay cila tré em.

W Chi dinh, Cich ding - Liéu ding, Chéng chi dinh. Cic théng
tin khdc : Xin doc trong t hudng din st dung.

M Tiéu chuén: DBVN IV.

M Bao quan: Trong bao kin, dudi 30°C, tranh dnh sdng.

SDK /REG.N:
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Clotrimazole 1%
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KEM BOI DA CLOTRIMAZOL VCP

HUGNG DAN SU DUNG DANH CHO NGUGI BENH
Poc k§ hwéng din sir dung trwée khi ding
Pé xa tAm tay tré em
Théng bao ngay cho bac s§ hodic dwgc s§ nhitng tac dung khéng mong mudn gip phai
trong qua trinh sir dung thube.

1. THANH PHAN, HAM LUQNG: 1 tuyp 15g kem c6 chira

Clotrimazol: 150 mg

T4 duge vira da: 15,0g

(Dau parafin, cetostearyl alcol, cetyl alcol, acid stearic, Vaselin, Natri lauryl sulfat,
propylen glycol, Kali sorbat, nwéc tinh khiét)

2. MO TA SAN PHAM

Kem mijn mau tring sira, ’dck)ng nhé'f, hau nhu khéng mui, dyng trong tuyp nhom kin, miéng
phti mang nhém mong, nip nhya trang.

3. QUI CACH PONG GOI:

Hop 01 tuyp thube 15g va to huéng dan sir dung.

4. THUOC DUNG CHO BENH Gi?

CLOTRIMAZOL VCP diéu tri tai chd cac b@%fm{ nhu: Bénh ndm da, bénh ndm Candida
ngoai da, nam k& ngén tay, k& chan, lang ben do Malassezia furfur, viém méng va quanh
mong...

5. NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQNG:

- Thudc ding ngoai da, tranh boi 1én vét thuong ho, khéng bdi 1én mét. Tranh ding cho vét
thuong rong, dung kéo dai hodc dung khi bi nam toan théan.

- Lam sach va dé khé ving da tén thuong, thoa mdt 16p kem méng vao céc vi tri da bi bénh.
bam bao thudc bao phu déu cac vi tri.

- Liéu ding: Str dung thudc ngay hai 14n, sau 1 — 4 tudn diéu trj khong thiy c6 tién trién can
di kham lai.

6. KHI NAO KHONG NEN DUNG THUOC NAY:

- Céc truomg hop man cam v6i bét cir thanh phin nao cia thube

- Nhiém nim toan thin

- Dung bdi trong miéng & tré em dudi 3 tudi

- Trudng hgp c6 thai hodc cho con bu can dugc dung theo chi dinh va sy theo ddi cua bac si
7. TAC DUNG KHONG MONG MUON:

Céc phéan tmg tai chd (> 1%) bao gdm bong nhe, kich tmg, viém da di img do tiép xtc, dau
rat ving boi thudc & da hodc 4m dao.
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8. NEN TRANH DUNG THUOC HOAC THU'C PHAM Gi KHI PANG DUNG THUOC
NAY:

Chua c6 ghi nhan vé tic dong ciia cdc thubc khic hoic thuc phim dén tic dung cia
CLOTWOL V(?P dung ngoai, Clotrimazol cfing rat it hip thu toan thin khi bbi ngoai da.
Tuy nhién, néu c6 thé nén trénh sir dung cac thude ¢6 twong téc véi Clotrimazol dé han ché gp
céc tirong tic c6 thé xay ra

Clotrimazol: twong téc v6i Tacrolimus (lam ting ndng do Tacrolimus trong huyét thanh)

9. CAN LAM Gi KHI MOT LAN QUEN KHONG DUNG THUOC:

Néu mot 1dn quén khong diing thudc, nén dung lai sém nhit c6 thé. Khong dung ting thém
licu.

10. CAN BAO QUAN THUOC NAY NHU THE NAO?

Thubc duge bao quan trong tuyp nhom, nép kin, dé noi khé, tranh 4nh sang, nhi¢t d dudi
30°C.

11. NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU:
Khéng c6 ghi nhin qua liéu khi sir dung Clotrimazol dung ngoai da

12. CAN PHAI LAM Gi KHI DUNG THUOC QUA LIEU KHUYEN CAO:

Khéng c6 ghi nhan vé qua liéu khi sir dung Clotrimazol ding ngoai da

13. NHUNG PIEU CAN THAN TRONG KHI DUNG THUOC:

- Khong dung clotrimazol cho diéu trj nhiém nim toan thén.

- Khéng ding clotrimazol dudng miéng cho tré dudi 3 tudi, vi chura x4c dinh hiéu qua va do
an toan.

- Néu c6 kich tmg hodc min cam khi ding clotrimazol, Wﬂg thudc va diéu tri thich
hop.

- Phai diéu tri thudc du thoi gian mic du céc tridu chirng c6 thuyén giam. Sau 4 tuén diéu tri,
néu khong do cAn kham lai. Bdo v6i thiy thudc néu c6 biéu hién ting kich tmg & ving boi
thude (do6, ngira, béng, myn nude, sung), déu hiéu cta sy qua min.

-Tranh céc ngudn gay nhiém khuén hogc t4i nhiém.

Phu nir c6 thai: Chua c6 du cic s6 liéu nghién ctru trén ngudi mang thai trong 3 thang dau.
Thudc nay chi duoc ding cho ngudi mang thai trong 3 thang dau khi ¢6 chi dinh rd rang ctia
béc si.

Phu ni¥ cho con bii: Vin chua biét lidu thudc c6 bai tiét qua sira khong, thin trong khi ding
cho nguoi cho con bu.

Ngudi ldi xe, vin hanh may méc: Khong c6 anh huéng cia viée dung thubc dén kha ning
lai xe, van hanh may moc

14. KHI NAO CAN THAM VAN BAC SY, DUQC SY:

- Khi dang mang thai hogc cho con bu.

- Biéu hién ting kich ing & ving bdi thubc (d6, ngira, béng, myn nudc, sung), déu hiéu cta
sy qua min.Khi nudt phai thude.

- Néu tinh trang xAu di hofic c4c triéu chimg khong giam sau 1 — 4 tuan diéu trj
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Néu cin thém théng tin xin héi ¥ kién bac s§ hodc dwge s§.
15. HAN DUNG CUA THUOC: 36 thang ké tir ngy san xuit
16. NGAY XEM XET SUA POI, CAP NHAT LAI NOI DUNG HUONG DAN SU
DUNG:
17. NHA SAN XUAT: CONG TY CO PHAN DUQC PHAM VCP
VCP Pharmaceutical Joint — Stock Company
Thanh Xuén — Sé¢ Son — Ha Ndi — Viét Nam

Dién thoai: 04.35813669 Fax: 04.35813;6;%9/
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HUGONG DAN SU DUNG DANH CHO CANBQ Y TE

1. TEN THUOC: Kem bdi da CLOTRIMAZOL VCP

2. DANG BAO CHE: Kem boi da

3. QUY CACH DONG GOI: Hop 1 tuyp 15g va td huéng din sir dung

4. THANH PHAN CAU TAO: 1 tuyp 15g thudc c6 chura:

Clotrimazol: 150 mg

Téa dugc vira du: 15,0g

(Ddu parafin, cetostearyl alcol, cetyl alcol, acid stearic, Vaselin, Natri lauryl sulfat,
propylen glycol, Kali sorbat, mieée tinh khiét)

5. CAC PAC TiNH DUQC LUC HQC, DUGC PONG HQC

5.1. Dwge lire hoc:

Clotrimazol 1a thuéc chéng nim nhém imidazole phd rong\dtroc ding didu trj cic truong
hop bénh ngoai da do nhiém céc lodi ndm giy bénh khac nhau va ciing c¢6 tic dung trén
Trichomonas, Staphylococcus va Bacteroides. Khong c¢6 tac dung vai Lactobacilli.

Co ché téc dung ciia clotrimazol 14 lién két véi cac phospholipid trong mang té bao nim,
lam thay dbi tinh thAm ciia mang, gay mét céc chét thiét yéu ndi bao din dén tiéu hay té bao
nam.

Invitro, clotrimazol c¢6 tac dung kim ham va diét nam, tuy theo néng dd, vai cac ching
Trichophyton rubrum, Trichophyton mentagrophytes, Epidermophyton floccosum,
Microsporum canis va céc loai Candida.

Khang ty nhién véi clotrimazol hiém gip. Chi phan ldp dwgc mét ching Candida
guilliermondi khéng clotrimazol. Khang chéo giira céc azol 1a phd bién. Khang nhém thudc
azol da dan xuét hién khi didu tri kéo dai va da diéu tri thit bai & ngudi nhifm HIV giai
doan cudi va nhiém ndm Candida & miéng — hong hoic thuc quan

5.2. Dwgc dgng hoc:

Dung béi trén da hoic ding dudng am dao, clotrimazol rit it dugc hap thu:

Séu gid sau khi bdi kem va dung dich 1% clotrimazol phéng xa trén da nguyén ven va trén
da bi viém cép, ndng 6 clotrimazol thay déi tir 100 microgam/ cm’ trong 16p simg dén 0,5 -
1 microgam/cm3 trong 16p gai va 0,1 microgam/ cm’trong 16p mé duéi da.

6. CHi PINH, LIEU DUNG — CACH DUNG & CHONG CHI PINH

6.1. Chi dinh: CLOTRIMAZOL VCP dugc chi dinh dé diéu tri tai chd céc bénh nim nhu:
Bénh ndm da, bénh nim Candida ngoai da, nim k& ngén tay, ké chin, lang ben do
Malassezia furfur, viém moéng va quanh mong....

6.2. Cach dung: Lam sach va dé kho ving da ton thuong, thoa mdt 16p kem mong vao céc
vi tri c6 tdn thuong. Pam bao thudc bao phii déu céc vj tri.
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6.3. Liéu diing: Ding ngoai da: B4i nhe mét lwong thudc vira du 1én viing da bi bénh, 2 14n
/ngay. Néu bénh khong d& sau 4 tudn diéu tri, cin phai xem lai chin doan. Bénh thudong d&
trong vong 1 tuan. C6 khi phai dicu tri dén 8 tuan.
6.4. Chong chi dinh:
- Chéng chi dinh ding cho ngudi bénh min cam véi bt cir thanh phin nao cua thuée.
- Nhiém nim toan thén.
- Ding trong khoang miéng cho tré duéi 3 tudi.
7. THAN TRONG KHI SU DUNG:
Khéng dung clotrimazol cho diéu tri nhiém ném toan than.
Khéng dung clotrimazol duong miéng cho tré dudi 3 tudi, vi chua xdc dinh hiéu qua va do
an toan.
Néu c6 kich tmg hogic min cam khi diing clotrimazol, phai ngimg thuéc va didu trj thich
hop.

x , ol N .
Phai di€u tri thudc du thoi gian mic du céc triéu ching c6 thuyén giam. Sau 4 tudn diéu tri,
néu khong do can kham lai.
Béo véi thdy tl’1u6c néu c6 biéu hién tang kich tmg 6@%i thubc (do, ngira, bong, mun
nuéc, sung), dau hidu cia sy qua man.
Tranh c4c ngudn gy nhiém khuan hodc tai nhiém.
Phu nir ¢6 thai: Chua c6 di cac s6 liéu nghién ctru trén ngudi mang thai trong 3 thang dau.
Thudc nay chi duge dung cho ngudi mang thai trong 3 thang dau khi ¢é chi dinh rd rang cia
béc si.
Phu nif cho con bii: Van chwra biét lidu thudc c6 bai tiét qua sira khong, than trong khi diing
cho ngudi cho con bu.
Nguoi ldi xe, vgn hanh mdy méc: Khong c6 anh hudng cia viéc ding thudc dén kha ning
lai xe, van hanh may méc
8. TUONG TAC THUOC:
Clotrimazol ding ngoai da rat it hdp thu, nén céc tuong tac toan than hiém gap.
Chua c6 thong bdo vé tac dung hiép ddng hay dbi khang giita clotrimazol va nystatin,
amphotericin B hay flucytosin véi céc loai C. albicans.
Nong do tacrolimus trong huyét thanh ctia ngudi bénh ghép gan ting lén khi ding dong thoi véi
clotrimazol. Do vdy nén giam lidu tacrolimus theo zhu cu.
9. TAC DUNG KHONG MONG MUON (ADR):
Cac phan img tai chd (> 1%) bao gdm bong nhe, kich img, viém da dj ung do tiép xiic, dau
rét ving boi thubc & da hogc 4m dao.
10. SU DUNG QUA LIEU VA CACH XU TRi:
Khong c¢6 ghi nhan vé& qua liéu Clotrimazol khi sir dung bdi ngoai da tai cho.
11. BAO QUAN
Béo quéan & noi kho rao, thoang mat, nhiét 49 khong qua 30°C, tranh 4nh sang.

L .
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12.HAN DUNG: 36 thang ké tir ngay san xuit
Khong dang qud thoi han ghi trén bao bi.

CONG TY CO PHAN DUQC PHAM VCP
VCP Pharmaceutical Joint — Stock Co y
Thanh Xuén - S6¢ Son - Ha N§i — Viét Nam
Dién thoai: 04.35813669 Fax: 04.35813670
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