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CONG TY CO PHAN DUOC PHAM SONG VAN
31Tan Trang, Phuong 9, Quan Tan Binh, TP H6 Chi Minh
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Clatrimazol 1% wiv
Ta duac vira 80

Chi dinh, cach ding, chéng chi dinh va cac

Boc ky hudng ddn si dung truic khi ding

= théng tin khac: Xem trong ta hudng dan si dung
J % thudc kem theo.
° B Bao quan: Noi kho mat, nhiét d6 dusi 30°C,
N g tranh anh sing
- Tiéu chusn chit lugng: 1CCS
m Dé xa tdm tay tré em

sl sdn xudt
CONGTY CG PHAN DUGC HA T'INH

jona Ha Huy Tap, p

Ha Tinh
[osuﬁarg&,
:onarv €6 PHAN DUCC PHAM SONG VAN

Tar ng, Phuang 9, Quan Tin Binh, TF Ha Ch Minh

Hép 1 chai 100ml

DUNG DICH XIT NGOAI DA

SOTRIZOL

MAU NHAN CHAI, HOP XIN DANG KY

D¢ xa tdm tay tré em
Boc ky huong dén sé dyng trudc khi ding

SBK:
Ngay SX
5018 5X:
HU
Uotnimazo it

CONGTY :0 PHAN DUGCHA TinH

ap. phuong Nam Ha, thanh pi

Costdingky
(Onrm' €0 PHAN nuc( miu SONG VAN

ang, Phwiang 9.G i Binh, TP 4 Chi Minh

Chai 100ml

Indication, contraindication, Desage -
Administration, and Other mfnrmatlnn
See in packge insert inside

Storage: Store in dry place, temperature
below 30°C, protected from light
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1

| Keep out of reach of children ;

Read enclosed leaflet carefully before use.|

Clotrimazol 1% w/v
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Thanh phan: Cho 1ml dung dich
Uotrimazol 1% w/v
Ta duoc via do

Indication, contraindication, Dosage -
Administration, and Other information:
Chi dinh, cich ding, chéng chi dinh va cc See in packge insert inside
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below 30°C, protected from light
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CONGTY CO PHAN DUOC PHAM SONG VAN
31TanTrang, Phudng 9, Quan Tan Binh, TP H6 Chi Minh

Thanh phan: Cho 1ml dung dich
Clotrimazol 1% w/v

DUNG DICH XIT NGOAI DA

MAU NHAN CHAI, HOP XIN DANG KY
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thudc kém theo.
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tranh anh sang

Clotrimazol 1% w/v
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Indication, contraindication, Dosage -
Administration, and Other information:
See in packge insert inside

Storage: Store in dry place, temperature
below 30°C, protected from light
Specifications: In-house

Keep out of reach of children
Read enclosed leaflet carefully before use.|
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Tén thube: SOTRIZOL
dc ddu hi¢u lwu y va khuyén cdo khi ding thube.
Bb(; kf hu’é‘ng dan sir dung trudc khi ding

ﬁe xa im tay tré em”
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Iilémh phén céng thire thude.

“Cho 1 ml thanh pham:
Clotrimazol 1% w/v
Ta dugc: Kolliphor RH40, Ethanol 96%, Propylene glycol, Nudc tinh khiét.

4.

Dang bao ché: Dung dich xit ngoai da

M5 ta: Dung dich xit ngoai da trong sudt, dong nhét, khong mau.

5.

Chi dinh.

Xit ngoai da dé diéu tri:

b
2
3.

Céc bénh da liéu do ndm mébc va cac loai ndm khac, (vi du nhu cac loai Trichophyton).
Céc bénh da liéu do ndm men (céc loai Candida).

Céc bénh ngoai da c6 biéu hién nhiém tring thi phat véi cac loai nam nay.

Thube xit dic biét thich hop cho nhirng truong hgp nhiém tring bao phu nhiing ving da
rong va vung da c6 16ng.

6.

Ciach dung, liéu dung.

Liéu dimg

Xit Sotrizol 1én vung da nhiém trung 2 — 3 lan/ngay trong vong it nhét 1 thing déi véi
nhiém trung da li€u va it nhat 2 tuan doi véi nhiém trung candida va lang ben.

Liéu dung cho nguoi tré va ngudi cao tudi la nhu nhau.

Cdch diung

Trude l4n sir dung dau tién, hiy nhan dau phun xudng mot hodc hai lan, binh xit s& sén
sang dé sir dung.

Néu ban chén bi nhiém nidm, nén rira va lau kho sach s&, dic biét 1a giira cac k& ngon
chan trudce khi xit thudc.

Xit Sotrizol 1én ving da nhiém ndm 2 - 3 lan/ngay, khoang cach xit khoang 15 cm.
Thoi gian diéu tri phu thuge vao loai nhiém trang. T4i thiéu hai tuan va c6 thé kéo dai
t6i bon tudn,

Néu bi nAm da chan, c6 thé sir dung thém bot chéng ndm. Hoi bac st hogc dugc si dé
duoc tu vén.

Céc triéu ching nhiém tring nhu ngira hodc dau nhirc s& cai thién trong vai ngay dicu tri
mic du cac ddu hiéu nhu man do va dong vay c6 thé mét nhiéu thoi gian hon. Néu céc
triéu chirng van con, hdy tham khao y kién béc s
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7. Chéng chi dinh.

Qué mén véi clotrimazole hodc bat cr thanh phén nao cta thude

8. Canh bdo va than trong khi diung thudc.

Sotrizol khong duogc ding gin ngon lia tran, khong duge dé thudce tiép xic véi mét, tai,
niém mac, khéng dugc hit.

Céanh béo ta dugc:

San pham nay c6 chira propylene glycol, c¢6 thé gay kich ung da

9. Sir dung thudc cho phu nir cé thai va cho con bu.

Kha nang sinh sdn:

Khéng c6 nghién ctru nao trén ngudi vé anh hudng cia clotrimazole ddi véi kha nang sinh
san; tuy nhién, cac nghién ciru trén dong vat da khong chimg minh dugc bat ky anh huéng
nao cia thude ddi voi kha nang sinh san.

Thai ky:

Han ché dir liéu vé viéc sir dung clotrimazole & phu nit mang thai. Céc nghién ciru trén
dong vét véi clotrimazole da cho thdy doc tinh déi voi sinh san & lidu udng cao. G muc do
phoi nhiém toan than thép ctia clotrimazole sau khi diéu tri tai chd, tac dung c6 hai dbi véi
ddc tinh sinh san khong dugc dy doén.

Clotrimazole c6 thé duoc st dung trong thoi ky mang thai, nhung chi duéi sy giam sat ciia
béc si hodc nit ho sinh.

Phu nit dang cho con bu:

Dir liéu duge luc hoc va ddc tinh hién c6 ¢ dong vat cho thé‘.y su bai tiét cua clotrimazole
va chét chuyén hoa trong sita sau khi tiém tinh mach. Khong thé loai trir rti ro dbi véi tré
dang bu. Phai tinh dén loi ich cua viée cho con bu déi véi dira tré va loi ich cta viée diéu
tri cho ngudi phu nir dé dwa ra quyét dinh ngung cho con bu hay ngimg diéu tri bing
clotrimazole

10. Anh hwéng cia thudce 1én kha niing lai xe, vin hanh may méc.

Clotrimazole khdéng c6 hodc anh hudng khong dang ké dén kha nang lai xe va van hanh
may moc.

11. Twong tic, twong ky ciia thude.

Chua c6 bédo céo

12. Tac dung khong mong mudn cia thude.

Vi céc tac dung khong mong mubn dugc liét ké dua trén cac bao céo tu phat, nén vi¢c xac
dinh tin suét xuét hién chinh xéac cho tirng tic dung la khong thé.

- Réi loan hé théng mién dich: phan tng dj tng (ngét xiu, ha huyét ap, kho thé, may day)

- Réi loan da va mo dudi da: ndi mun nuéce, khé chiv/dau, phu né, ban do, kich ung, bong
troc/troc da, ngira, phat ban, cham chich/bdng rat.

Théng bdo cho bdc si nhirng tac dung khong mong mudn gp phdi khi sie dung th uoc.
13. Qua liéu va cach xir tri.
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Khong ¢6 nguy co ngd doc cip tinh vi n6 khong c6 kha ning xay ra sau khi boi qua liéu
mot 14n qua da (bdi trén dién rong trong diéu kién thuén loi cho viée hip thu) hodc v tinh
udng phai. Khong c6 thude giai doc dac hiéu.

Tuy nhién, trong truong hop vo tinh udng phai, chi nén thuc hién cac bién phap thong
thuong nhu rira da day néu cac tridu chimg 14m sang cua qué liéu tré nén rd rang (vi du
nhu chéng mit, budn nén hodc ndn). Chi nén ria da day néu duong thé c6 thé duge bao
vé day du.

14. Pic tinh dwgce lwe hoc.

Nhom dwoc ly

Thude chéng ndm ding tai ch - din xudt imidazole va triazole

Ma ATC

DO1A CO1

Co ché tic dung

Clotrimazole hoat dong chdng nidm bang cach trc ché tong hop ergosterol. Uc ché téng
hop ergosterol din dén lam suy giam céu tric va chirc ning ciia mang té bao chét ctia ndm.
Clotrimazole ¢c6 mot phd khang ndm rong trong dng nghiém va in vivo, bao gdbm ndm da,
nam men, nim moc, V.v.

Trong diéu kién thir nghiém thich hop, gia tri MIC (ndng d trc ché tbi thiéu) dbi voi cac
loai ndm nay nim trong vung nhé hon 0,062-8,0 pg/ml co chét. Phuong thuc hoat dong
cua clotrimazole chu yéu la kim ham hodc diét ném tuy thudc vao néng do cua
clotrimazole tai vi tri nhiém trung. Hoat dong in vitro bi han ché déi vai cac yéu td ndm
sinh s6i; bao tir nAm chi hoi nhay cam.

Ngoai tac dung khidng nam, clotrimazole con tac dong lén vi sinh vat gram duong
(Streptococci/Staphylococci/Gardnerella vaginalis) va vi sinh vat gram dm (Bacteroides).
In vitro clotrimazole rc ché su nhén 1én ciia vi khudn Corynebacteria va cau khuén gram
duong - ngoai trir Enterococci - & ndng d6 co chét 0,5-10 pg / ml.

Khang tu nhién véi clotrimazol 1a rat hiém; cho dén nay chi quan st thdy trong nhiing
truong hop rét riéng biét trong didu kién diéu tri.

15. Péc tinh dwge dong hoc:

Céc nghién ctu dugc dong hoc sau khi thoa ngoai da cho thdy clotrimazole duoc hap thu
t6i thiéu tir ving da nguyén ven hodc bj viém vao hé tudn hoan méu ctia con ngudi. Nong
d6 dinh trong huyét thanh cua clotrimazole thip hon gidi han phét hién 0,001 pg / ml, cho
thdy ring clotrimazole bdi tai chd khong cé kha ning dan dén cac tac dung phu hoac tac
dung toan than c6 thé do duoc.

16. Quy cach dong goi:

Hop 1 chai xit 40 ml, hdp 1 chai xit 60 ml, hop 1 chai xit 100 ml.

17. Piéu kién bao quan, han ding, tiéu chuén chét lwgng cia thude.

Bdo quan: Noi kho mat, nhiét dd dudi 30°C, tranh énh séng.

Han ding: 36 thang ké tir ngay san xuét.
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Tiéu chudn chat lwong: TCCS.
18. Tén, dia chi, biéu twgng ciia co sé san xuit.
Sé&n xudt tai:
@ CONG TY CO PHAN DUQC HA TINH '
HADIPHAR S6 167, du’(‘)’ng Ha Huy Tép, phuong Nam Ha, thanh ph6 Ha Tinh, tinh
Ha Tinh, Viét Nam.



