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KEM CLOGINAL 3
Doc kj hudng din sit dung trieée khi diing

Dé xa tim tay tré em
Théng bdo ngay cho bdc st hofic dupc si nhiing tdc dung khong mong muén giip phdi
trong quda trinh siv dung thuoc.

1. THANH PHAN, HAM LUOQNG: 1 g kem c6 chira:

Clotrimazol: 2% (kI/kl)

T4 duoc vira da: 1,0g

(Dau parafin, cetostearyl alcol, cetyl alcol, polysorbat 60, vaselin, propylen glycol, sorbitan
monostearat, kali sorbat, nude tinh khiét)

2. MO TA SAN PHAM

Dang bao ché: Kem.
Kem min mau tring sita, dong nhit hiu nhu khéng mui.

3. CHi PINH, LIEU DUNG — CACH DUNG & CHONG CHIi DINH

3.1. Chi dinh:
Kem Cloginal 3 clung dé diéu trj cac truong hop nhiém ndm am dao.

3.2. Cich ding - liéu ding

Cdch ding:

1. Rira sach tay va v€ sinh ving 4m dao.

2. Mo ndp tuyp va gin b dung cy dua thubc vao, bop tuyp dé ldy kem day dén vach chia trén
6ng dung cu dua thude. Thao dung cu dua thude khéi tuyp va vin nﬁp tuyp lai.

3. Dua tir ti, nhe nhang dung cu dua thude vao 4m dao sau nhit c6 thé. An tir tir pit tong dé
dua hét kem vao 4m dao.

Luuy:

Khong nén sir dung thude trong thoi ki kinh nguyét vi dong chay kinh nguyét c6 thé rira troi
thude, didu tri nén duoc két thiic trwde ki kinh nguyét.

Khong st dyng cdc loai tampons, dung dich thut rira 4m dao hojc san pham diét tinh trung
trong qué trinh sir dung thuéc.

Nén tranh giao hop khi dang bi viém nhiém am dao hoiic khi dang diéu trj vi déi tac ciing ¢6
thé bj lay nhidm.
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Liéu dung
| Dung mdi ngay 1 1in trong 3 ngdy lién tuc. Nén dung thude vao budi toi trude khi di ng.

3.3. Chéng chi dinh:
MiAn cam véi bat ki thanh phin nao ciia thude.

4. CANH BAO VA THAN TRONG KHI DUNG THUOC:

Thudc nay chi dung cho 4m dao, tranh boi Ién mét va miéng.

Tham khdo y kién cuia bac si trude khi sir dung trong céac trudng hop: Nho hon 18 tudi, c6
thai hoic tiéu dudng.

Ngung str dung thubc va tham khéo bac si, duge st néu xuét hién cac kich Gmg, man ngra.
Phai diéu trj thudc du 3 ngay ngay ca khi cdc tri¢u chimg da thuyén giam.

Trao dbi v6i béac sinéu céc triéu chirng khdng gidm sau 4 ngay hodc xuét hién lai sau 2 thang.

5. ANH HUONG CUA THUOC LEN KHA NANG SINH SAN, PHU NU CO THAI VA
CHO CON BU:

Sinh sdn:

Chua c6 ddy du nghién ctru vé& dnh hudng cta clotrimazole trén kha ning thy thai & ngudi.

Tuy nhién cdc nghién ctru trén dong vat thi nghiém khong cho thiy c6 anh huéng.

Phy nit cd thai:

Cé it dir lidu Ve dnh hudng cta clotrimazole trén phy nit ¢6 thai. Nghién ctru trén dong vat thi

nghiém cho thdy doc tinh sinh san xuét hién khi dung dudong ubng lidu cao. Khi ding du:ofng

am dao lwgng clotrimazole hép thu vio co thé rit thip nén nguy co gdy anh hudng dén sy

phét trién cla thai nhi 1a khong tién lugng dugc.

Clotrimazole o thé st dung cho phu nit ¢6 thai dudi sy gidm sét clia nhén vién y té,

Phu nit cho con bu:

Nghién ciru trén dong vat thi nghiém cho thiy c6 sur xudt hién ciia Clotrimazole trong sira me

khi ding dudng tiém tinh mach. Do d6 khong thé loai trir nguy co thude di vao co thé tré khi

ba me va can nhéc hodic ngimg cho bl hodc nging diéu tri véi Clotrimazole.

6. ANH HUGONG THUO(; LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Thubc khong anh hudng dén kha nang 1ai xe va vin hanh méay moe.

7. TUONG TAC, TUONG KY CUA THUOC:

Céc thir nghi¢m trong phong thi nghiém da goiy ring, khi dugce sir dung cing nhau, san
pham ndy c6 thé pha hity mang latex ctia bao cao su. Do d6 hi¢u qua tranh thai c6 thé bi
giam. Bénh nhdn nén dugc khuyen céo str dung bién phép phong ngira thay thé trong it nhét
ndm ngdy sau khi sir dung san phim ndy.

Diing don g thoi Clotrimazole am dao va Tacrolimus duong ubng (FK-506; irc ché mién
dich) c¢6 thé din dén ting ndng do tacrolimus trong huyét tvong, twong ty nhu sirolimus. Do
d6 bénh nhan nén dugc theo ddi chit che céc dAu hiéu va triéu chung clia qua lidu
tacrolimus hodc sirolimus, xac dinh ndng o trong huyét trong néu can thiét.

8. TAC DUNG KHONG MONG MUON CUA THUOC:

Céc thue nghi¢m tri liéu va cac nghién clru lam sang quy mo lon cho thdy kem Clotrimazol sir
dung cho am dao dung nap t6t. Thong bao véi bac si khi gdp cdc tac dung khong mong mudn.
R&i loan mién dich: Céc phén 0 tng dj tng (Ngét, ha huyét 4p, kho tho, noi mé day)

R&i loan co quan sinh san va tuyen vi: Viém ngtra, pht, ban do, cham chich, phong rop,
kich trmg kho chiu da va dau ving chéu, xudt huyét 4m dao.

R&i loan tiéu hoa: Pau bung.

9. QUA LIEU VA CACH XU TRi:
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Khong c6 nguy co nhiém doc cép tinh khi bdi da va 4m dao qué liéu (khi bdi mot lugng l6n
trén mot vang da rong trong diéu kién hép thu thuén lgi) hodc do v6 tinh nudt phai.

Khong co6 thudc giai djc dédc hi¢u. ‘

Tuy nhién, trong trudng hop vo tinh nudt phai, cic bién phéap thong thuong nhu rira da day
chi nén duoc thue hién néu céc triéu chirng lam sang cia qua lidu tré nén 6 rang (vi du nhu
chong mit, budn nén hoic nén). Rira da day chi nén dugc thyc hién néu duong thd ¢6 thé
dugce bao vé dﬁy dn.

10. PAC TINH DUQC LUC HOC:

Nhém duoe Iy: Thude chéng nhim tring va sét tring phy khoa - d4n xuét imidazole

Mi ATC: GO1AF02

Clotrimazol la thuéc chéng nAm nhém imidazole phd réng dugce dung diéu tri c4c trudng hop
bénh ngoai da do nhiém cac loai ndm gdy bénh khic nhau va ciing c¢6 tdc dung trén
Trichomonas, Staphylococcus va Bacteroides. Khong c6 tic dung v6i Lactobacilli.

Co ché tic dung ciia clotrimazol 12 lién két v6i cac phospholipid trong mang té bao ndm, 1am
thay ddi tinh thim ctia mang, gy mét cac chat thiét yéu noi bao din dén tiéu hay té bio nim.
Invitro, clotrimazol c¢é tdc dung kim h&m va diét ndm, tuy theo ndng d6, véi cdc ching
Trichophyton  rubrum, Trichophyton —mentagrophytes, —Epidermophyton floccosum,
Microsporum canis va cac loai Candida.

Khang ty nhién voi clotrimazol hiém gip. Chi phén lap duge mot ching Candida
guilliermondi khang clotrimazol. Khang chéo giita cac azol 1a phd bién. Khang nhém thude
azol di dAn xuét hién khi didu tri kéo dai va da didu tri thit bai & ngudi nhiém HIV giai doan
cudi va nhiém ndm Candida & miéng — hong hogc thuc quén.

11. PAC TINH DUQC PONG HQC:

Khi dung cho 4m dao, chi c6 mot legng nhd Clotrimazol dugc hép thu (3-10%), luong hép
thu duoc chuyén héa nhanh qua gan thanh dang chuyén hoéa khong hoat tinh. Ndng do dinh
trong huyét tuong sau khi ding véi lidu 500 mg Clotrimazol nho hon 10 ng/ml. Vi véy tac
dung hay tac dung phu toan than cta kem Clotrimazol khi ding cho 4m dao khong do lwdng
duge.

12. QUI CACH PONG GOI: ,
Hop 1 tuyp 20g, 1 b dung cy dua thude va 1 t& hudng dén sir dyng.

13. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THUOC:

- Béo quan: Trong bao bi kin, noi kho, nhiét 6 khong qua 30°C, tranh anh sang.
- Han dung; 36 thang. Khong ding qua thoi han ghi trén bao bi.
- Tiéu chuan chit lwvong cua thude: Tiéu chudn DDVN
14. NHA SAN XUAT: CONG TY CO PHAN DUQC PHAM VCP

VCP Pharmaceutical Joint — Stock Company

Thach L8i — Thanh Xuén — Séc Son — Ha Noi

Dién thoai: 024.35813669 Fax: 024.35813670

Ha noi, ngay ,LB rhfingd.g. nam 2023
T()NG-.-QIA—M POC CONGTY )f
’ j & 10y =

=200 1P- 2 TONG GIAM POC
| ps Bidn Vin CGuomg



