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CONG TY CO PHAN DUOC PHAM VCP

MAU NHAN DANG KY
THUOC KEM CLOGINAL 1
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Thanh phdn: Méi 1g kem chufa: Compoasition: Each gram cream contains:
Clotrimazol 100mg Clotri s 100mg
Ta dugc vira dd 1g Excipients q.s 19
Chi dinh. Chéng chi dinh. Cich diing - Liéu ding. Indicati Contra - Indicati Usage. And
Céc thong tin khéc : Xin doc trong té hudng dan s other t Please read enclosed leaflet.
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Bé xa tm tay clia tré em. Keep out of the reach of children.
Boc ki hudng din sif dung trudc khi ding. Read carefully the instruction before use.
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CONGTY €O PHAN DUGC PHAM VCP

MAU NHAN DANG KY
THUOC KEM CLOGINAL 1

2.Nhéan hop 01 tuyp 7g:

B Compasition: Each gram cream contains:
Cl I 100mg Keep out of the reach of children.
Excipients g5 1g Read carefully the instruction before use.
H Indications. Contra - Indications. Usage. And other information :
Please read enclosed leaflet.
M Specifications: Vi ph poeia V.
WSt ight container, dry pl more than 30°C, protect from light.
HOP 1 TUYP D O

Cloginoll

Clotrimazol 10%

Ngay SKMgdate:
SGLOSKBatch':
HOBpdste

San xudt tai: CONG TY CO PHAN DUGC PHAM VCP
vee Bia chi: Thanh Xudn - S6¢ San - Ha Noi - Viét Nam

79

W Thanh phin: Mbi 1g kem chua:

khéc : Xin doc trong t& hudng dan st dung.
m Tiéu chudn: DDVN V.
| Bdo quan: Trong bao kin, nal khé, khéng qua 30°C, tranh anh sang.

Clotrimazel. 100mg Dé xa tim tay cia tré em.
Ta dugc via dd 1g Boc kit hudng dén sif dung trude khi ding.
B Chi dinh, Cach diing - Liéu diing, Chéng chi dinh. Céc théng tin ay .

BOX OF 1 TUBE

Clotrimazole 10%

( Manufactured by: VCP PHARMACEUTICAL J.S.C
vee Address : Thanh Xuan - Soc Son - Ha Noi - Viet Nam

‘ ENEED

Cloginoll

GMP - WHO
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KEM CLOGINAL 1

Doc ki hwong dan sic dung trwée khi dimg
Dé xa tim tay tré em
Thong bdo ngay cho bdc sy hodc dwgc sj nhitng tdic dung khong mong muon gip phii
trong qud trinh sir dung thuéc.

1. THANH PHAN, HAM LUQNG: 1 g kem c6 chira:
Hoat chat: Clotrimazol 100 mg.
Té duge vira du: 1,0g
(Dau parafin, Cetostearyl alcol, Cetyl alcol, Vaselin, Polysorbat 60, Sorbitan monostearat,
Polyoxyl 20 cetostearyl ether, Isopropyl myristat, Propylen glycol, Kali sorbat, nuwéc tinh
khiét)

@® 2 MOTASANPHAM
Dang bao ché: Thuoc kem.
Kem min mau tring sita, dong nhat, hdu nhu khéng mui.
3. CHi PINH, LIEU DUNG - CACH DUNG & CHONG CHI PINH
3.1. Chi dinh:
Kem Cloginal 1 dung dé diéu trj cac trudng hop nhiém nim candida 4m dao.
3.2. Cich ding - liéu ding
Kem duge dua vao trong &m dao nho bo dung cu dua thubc kém theo. Thude nén duoc sir
dung vao bubi tbi trudce khi di ngi.
Nguwoilon:
Rira sach tay va v¢ sinh viing am dao.
M ndp tuyp va gin bo dung cu dua thube vao, kéo thanh pit tong dén vach chia 5g, bop
tuyp dé ldy kem diy dén vach. Thao dung cu dua thudc ra va van nép tuyp lai.

. Pua tir tir, nhe nhang dung cu dua thude vao am dao sdu nhét c6 thé. An tir tir pit tong dé
dua hét kem vao trong 4m dao.
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Luuy:

Khong nén sir dung thude trong thoi ki kinh nguyét vi dong chay kinh nguyét c6 thé rira troi
thude, diéu tri nén duoe két thic trude ki kinh nguyét.

Khong st dung céc loai tampons, dung dich thut rira am dao hodc san phém diét tinh tring
trong qua trinh sir dung thude.

Nén tranh giao hop khi dang bi viém nhiém 4m dao hoic khi dang st dung thude nay vi dbi
tac cling ¢6 thé bi lay nhiém.

Tré em:

Khéng ding cho tré em dudi 16 tudi.

3.3. Chéng chi dinh:

Man cam v6i Clotrimazol hogic bit ki thanh phin nao ctia thuée

4. CANH BAO VA THAN TRONG KHI DUNG THUOC:

Nén tham khao 161 kKhuyén bac si neu cac triéu chimg khong giam sau 1 tuan dleu tri. Kem
Cloginal 1 co thé dugc dung lai néu bj tai nhiém candida sau 7 ngay. Tuy nhién cdn trao ddi
. v6i béc s néu bi tai nhiém nhiéu hon 2 1an trong 6 thang.

San phim ¢6 chira cetostearyl alcol c6 thé gdy phan ting trén da tai chd. (vi du nhu viém da
tiép xtic)

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

Sinh sdn:
Chua c6 ddy di nghién ciru vé anh huéng cia clotrimazole trén kha ning thu thai ¢ ngudi.
Tuy nhién céc nghién ciru trén dong vét thi nghiém khong cho thdy c6 anh hudng.
Phu nit co thai:
C6 it dir liéu vé anh hudng cua clotrimazole trén phy nir c6 thai. Nghién ctru trén dong vat
thi nghiém cho thiy doc tinh sinh sin xudt hién khi dung dudng udng liéu cao. Khi ding
dudng am dao, luong clotrimazole hép thu vao co thé rit thap nén nguy co gy anh hudng
dén su phat trién cua thai nhi la khéng tién lugng duge.
Clotrimazole ¢6 thé st dung cho phu nir ¢6 thai dudi su giam sat ctia nhan vién y té.
Phu nit cho con bu:

. Nghién ctru trén dong vit thi nghiém cho thdy co su xuét hién ctia Clotrimazole trong sita
me khi ding duong tiém tinh mach. Do dé khong thé loai trlr nguy co thube di vao co thé
tré khi bu me va cén nhic hodc ngimg cho bi hoac ngimg diéu trj v6i Clotrimazole.

6. ANH HUONG THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Thude khéng anh hudng hodc anh huong khong dang ké dén kha ning 14i xe va van hanh
may moc.

7. TUONG TAC, TUONG KY CUA THUOC:

Céc thir nghiém trong phong thi nghiém da goi y rang, khi dugc sir dung cung nhau, sin
phdm nay c6 thé phé hiy mang latex ctia bao cao su. Do d6 hiéu qua tréanh thai c6 thé bi
giam. Bénh nhin nén dugc khuyén céo st dung bién phdp phong ngira thay thé trong it nhat
nam ngay sau khi stir dung san phim nay.

Dung ddng thoi Clotrimazole am dao va Tacrolimus dudng ubng (FK-506; trc ché mién
dich) c6 thé din dén tang ndng dod tacrolimus trong huyét twong, twong tu nhu sirolimus. Do
d6 bénh nhén nén duogc theo doi chiit ché cac dau hiéu va triéu chirng cua qua lidu
tacrolimus hodc sirolimus, xac dinh nong do trong huyét tuong néu can thiét.
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8. TAC DUNG KHONG MONG MUON CUA THUOC:

Cac thye nghiém tri liéu va cac nghién ciru lam sang quy mé 16n cho théy Clotrimazol b6i am
dao dung nap t6t. Vi cic tac dung khong mong mudn duge liét ké dya trén cac bao céo tu phat,
khdng thé xac dinh tan sudt xuit hién mot cach chinh x4c.

Réi loan mién dich: Cac phan g di img (Ngét, ha huyét ap, kho thé, ndi mé day)

Réi loan co quan sinh san va tuyén vi: Viém ngtra, phu, ban do, cham chich, phdng rop,
kich tmg khé chiu da va dau viing chau, xuit huyét am dao.

Réi loan tiéu hoa: Pau bung.

9. QUA LIEU VA CACH XU TRi:

Khédng ¢6 nguy co nhiém doc cap tinh khi béi da va am dao qua liéu (khi boi mot lwong 16n

trén mot ving da rong trong diéu kién hép thu thuén loi) hodic do vé tinh nudt phai.

Khéng c6 thude giai doc dac hiéu.

Tuy nhién, trong truong hep vo tinh nudt phai, cac bién phap thong thuong nhu rira da day

chi nén dugc thuc hién néu céc triéu chimg lam sang ctia qua lidu tré nén rd rang (vi du nhu
. chéng mat, budn nén hodc non). Rira da day chi nén dugc thuc hién néu dudng thd co6 thé

duoc bao vé day du.

10. PAC TINH DUQC LUC HQC:

Nhém duge li: Thude sat triing, tri nhiém khuén phu khoa - din xut ctia imidazol

Ma ATC: GO1AF02

Clotrimazol 1a thuc chong nam nhém imidazole phd rong dwgc dung didu tri cdc truong

hop bénh ngoai da do nhiém céc loai ndm giy bénh khéc nhau va ciing ¢6 tic dung trén

Trichomonas, Staphylococcus va Bacteroides. Khong cé tac dung véi Lactobacilli.

Co ché tic dung cua clotrimazol 1a lién két véi cac phospholipid trong mang té bao nim,

lam thay ddi tinh thdm ctia mang, gdy mét cac chit thiét yéu noi bao din dén tiéu hay té bao

nam.

Invitro, clotrimazol c6 tic dung kim ham va diét nam, tuy theo néng dd, voi cac chung
. Trichophyton  rubrum, Trichophyton mentagrophytes, Epidermophyton floccosum,

Microsporum canis va céac loai Candida.

Khang tw nhién véi clotrimazol hiém gap. Chi phan ldp dugc mét chung Candida

guilliermondi khéng clotrimazol. Khéng chéo giita cac azol la phd bién. Khang nhom thude

azol da dan xudt hién khi diéu trj kéo dai va da diéu trj thit bai & ngudi nhidm HIV giai

doan cudi va nhiém nAm Candida & miéng — hong hodc thuc quan

11. PAC TINH DUQC PONG HOQC:

Khi bdi 4m dao, chi ¢6 mot lugng nho Clotrimazol duge hip thu (3-10%), hrong hép thu

dugc chuyén héa nhanh qua gan thanh dang chuyén héa khong hoat tinh. Nong do dinh

trong huyét twong sau khi boi vai liéu 500 mg Clotrimazol nhé hon 10 ng/ml. Vi vy tac

dung hay tac dung phu toan than khi b6i am dao kem Clotrimazol khéng do lurong dugc.

12. QUI CACH PONG GOI:
Hop 1 tuyp 7g, 1 bd dung cu dua thude va 1 to huéng dan sir dung.
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13. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUOQNG CUA
THUOC:
- Bdo quan: Trong bao bi kin, noi kho, nhiét d khong qua 30°C, tranh anh séng.
- Han dung: 24 thang. Khong ding qua thoi han ghi trén bao bi.
- Tiéu chuan chét lwong cua thube: Tiéu chudn DDVN V
14. NHA SAN XUAT: CONG TY CO PHAN DUQC PHAM VCP
VCP Pharmaceutical Joint — Stock Company
Thanh Xuan — Soc Son — Ha Noi — Viét Nam

BNG GIAM BOC

DS Buin Van Gung
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