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Carsd'sdn xuat ban thanh pham; Berlimed, 5.4

C/Francisco Alonse no 7, Poligono Industrial Santa Rosa,

Alcald de Henares, Madrid 28806 - Tdy Ban Nha

Caso dong go:
GP Grenzach Produktions GmbH
Emil-Barell-Strasse 7, 79639 Grenzach-Wyhlen, Buc

DININK:

SPK: VN-0000¢-a0¢.
Chidinh, cdch diing, chéng chi dinh va cdc théng tin khdc ;
xem trong t& hudng dan su dung thude kém theo,
S5 16 SX, NSX, HD xem “Batch No.", “Mfg. Date”,
“Exp. Date” trén bao bi
Tiéu chuin chat lugng: TCCS.
Bao quan duéi 30°C,
Dé xa tam tay ctia tré em.
Boc ky hudng dan sif dung trudc khi ding.

Mig. Date:

Exp. Date
Batch No.:

63 Chulia Street
BC Centre East, 14" Floor
‘ingapore 049514
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Bayer (South East Asia) Pte Ltd Canesten

2 Tanjong Katong Road, Pé S i, ;
#07-01, Paya Lebar Quarter 3, ¢ X4 fam tay tre em.
Singapore 437 f30c hucmg dan sir dung trude khi dimg.

Tel: 6496 1888 Fax: W {ean ]‘hem théng tin, xin hoi y kién bdc si.

Thanh phin c6ng thire thube

M&i vién nang mém chira:

Thanh phén hoat chit: Clotrimazole 500 mg

Thanh phén ta duoc: Paraffin tréng mém, Paraffin long, Gelatin, Glycerol, Titanium dioxide

(E171), Quinoline vang (E104), mau vang cam (E110), Lecithin, Triglyceride chudi trung binh,
Nito, nude tinh khiét.

Dang bao ché:

Vién nang mém dat 4m dao. Vién nang mém hinh giot nuéc, vo nang gelatin mau vang duc chira
hdn dich dong nhat.

Chi dinh

Diéu trj tai chd viém am dao va co quan sinh duc ngoai ¢ nit giéi do cdc vi sinh vét nhay véi
clotrimazole, vi du nhu ndm (thuong 1a Candida).

Liéu diing va cach sir dung
Liéu don 1 vién diat 4m dao vao budi téi.
Canesten, vién dat am dao nén dat vao budi tdi trude khi di nga vao am dao cang sdu cang t6t

bang dung cu dat thuoc dugc cung cap kém theo trong hdp san pham. TSt nhit nén dit thude & tu
thé nam ngtra, dau gdi hoi gap.

Trong thoi gian mang thai, nén dat thuc vao 4m dao bang ngén tay, khong dung dung cu dat
thudc, dé tranh lam tdn thuong cd tir cung. (h\/
Rira sach tay trude khi ldy thude ra khoi vi va rira lai sau khi dit thude.

1. Lay dung cu dit thudc ra khoi hop. Kéo dau pit tong A dén khi n6 dirng lai. Ldy vién
thude ra khoi vi va dit vién thudc chéc chin vao dau dung thuée B ctia dung cu dit thude

Xem hudng dan dat thude duoe trinh bay dudi day:

2. Vin nhe dé ¢d dinh vién thudc chic chin vio diu dung thuéc B cia dung cu dat thude.
Vién thude dt vira khit dung cu dat thudc.

Canesten soft capsule/CCDS 5.0/P1 VN1 1
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3¢ Can thdn dua dung cu dét thude vao 4m dao cang su cang tot (tot nhét nén dit thube & tu
thé nim ngua, dau goi hoi gép). Gilt yén dung cu dit thude, tir tir nhén pit tong cho dén khi né
dirng hin dé dua thudce vao 4m dao.

Bang quang
'd

l(Tt‘v cung

4. Rat dung cy dit thude ra. De dung cu dit thude noi an toan, xa tim tay tré em. Khong thé
xa dung cu dit thudc qua bdn ciu.

Do vién thudc tan trong am dao, cling c6 thé sir dung thém bang vé sinh.

Néu céc triéu ching khéng thuyén giam sau 7 ngay diéu tri, bénh nhan cin tham vin y kién cua
bac si.

Diéu tri Canesten c6 thé lap lai khi can thiét. Tuy nhién nhitng trudng hop tai phat c6 thé dang c6
mdt bénh Iy nén. Bénh nhan nén dén kham bac si néu cée tricu chirng tai phat trong vong 2 thang.

Néu moi am hd va cac khu vuc lan c4n cling bi viém nhiém, nén két hop dat thube trong am dao
va diéu tri tai chd bing kem bdi ngoai.

Thuée ding cho ngudi 16n va tré em tir 16 tudi trd 1én.

Chéng chi dinh

Nhay cam véi clotrimazole hay bat ¢t thanh phan nao cia thuée
Canh béo va thin trong khi ding thude

Nén tham khao y kién béc si trong truong hop lan ddu tién 6 céc triéu chimg viém am dao do
nam.

Tham khao y kién béc si trude khi diing thude néu cé bat ky van dé nao sau day:
- C6 trén hai dot viém 4m dao do ndm trong vong 6 thang qua.

- Tién str mic cac bénh lay truyén qua dudng tinh duc hodc tirng tiép xiic v&i ban tinh méic bénh
lay truyén qua duong tinh duc.

Canesten soft capsule/CCDS 5.0/P1 VN1 2
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- Pang mang thai hodc nghi ngd mang thai.

- Dudi 16 hodc trén 60 tudi.

- Tién sir qua man véi cac thude nhém imidazole hodc céc san pham didu tri viém 4m dao do ndm
khac.

Khong nén str dung Canesten ma nén tham khao y kién bac si néu bénh nhan c6 bat ky triéu chiing
nao dudi day:

Kinh nguyét khéng binh thudng; xudt huyét m dao bt thuong hoac dich am dao co lan mau; loét,
16 hodc mun nude tai &m hd hodc am dao; dau bung du6i hoac tidu kho; bit ky bién cb bét lm nao,
vi du nhu man do, kich tng hoic sung do viée diéu tri; sot (>38°C) hoac én lanh, budn nén hoic
noén; dau lung; tiéu chay; dich tiét am dao ¢é mui hdi; va / hodc dau vai

Khéng nén diéy tri trong thoi gian kinh nguyét do thudc ¢ thé bi ddy ra ngoai boi dong kinh
nguyét. Viéc diéu tri nén hoan tat trude ky kinh.

Khong str glullg bang vé sinh dang que (tampon), dung cu thut am dao, chét diét tinh tring hodc
cac san pham dung tai 4m dao khac khi dang st dung Canesten.

Nén tranh giao hop khi bi viém dm dao va khi dang sir dung Canesten dé phong viém nhiém c6

thé lay truyén cho ban tinh. Ban tinh cfing nén duge didu tri tai chd néu co triéu ching, vi du ngira,
viém, ...

Didu tri cho ban tinh ¢6 thé gitip ngdn ngura tai nhiém.

Hiéu qua tranh thai va do tin cady cta cac bién phép tranh thai bing latex, nhu bao cao su va mang
ngin am dao, c6 thé bi giam.

Khi st dung thudc trong thoi gian mang thai, khong nén ding dung cu dit thude.

Bén nhan nén tham khao v kién bac s§ néu cac triéu chimg khong thuyén giam trong vong mot
tuan sau khi sir dung Canesten. Canesten c6 thé duge st dung ldp lai néu nhiém nam tré lai sau 7
ngdy. Tuy nhién, néu viém 4m dao do nidm xay ra trén hai lan trong vong 6 thang, bénh nhan nén
tham khao y kién bac sy.

Tranh tiép xtic véi mat.

Khéng nudt. (\Q/
Sir dung thuée cho phu nir ¢6 thai va cho con bl

Phu ni¥ ¢6 thai:

Mic du sé lugng dit liéu 14m sang trén phu nit ¢6 thai con han ché, cac nghién ctru trén dong vat
véi clotrimazole cho thdy doc tinh sinh san & lidu cao khi dung duong udng. Khi sir dung
Clotrimazole trong diéu trj theo dudng am dao, voi mire d6 phoi nhiém toan than thap, khong cho
thdy tac hai truc tiép hodc gian tiép lién quan dén doc tinh sinh san. Clotrimazole c6 thé dugc sir
dung trong thoi ky mang thai, nhung phai dudi sy huéng dan ctia cac bac s§.

Vién diat am dao Canesten sir dung dugc trong thoi gian mang thai do ¢6 thé dat ma khong can st
dung dung cu dit thude.

Cén giif vé sinh bd phén sinh duc dic biét trong 4-6 thang cudi ctia thai ky.

Cho con bu:

Khéng cd dir liéu vé su bai tiét cua clotrimazole vao sita me. Tuy nhién, su hép thu thuée vao co
thé sau khi sir dung 1a t6i thiéu va dudng nhu khéng cé kha ndng géy ra cdc tac dung toan thén.
Clotrimazole ¢6 thé dugc sir dung trong thoi ky cho con bi.

Khi niing sinh sian:

Canesten soft capsule/CCDS 5.0/PI VN1 3



Chua c¢6 nghién ciu nao dugc thuc hién trén ngudi vé anh huéng cua clotrimazole dén kha ning
sinh san, tuy nhién, cic nghién ciru trén dong vat chua chimg minh cé bét ky anh hudng nao cia
thude trén kha ning sinh san.

Anh hwéng cia thube 1én kha ning lai xe, vin hanh may méc

Thude khéng cé hodc anh huéng khong dang ké dén kha nang lai xe va sir dung may mac.

Twong tic, twong ky ciia thude

Twong tic ciia thude

Cac tha nghiém trong phong thi ngluem goi y ring khi sur dung dong thi, san pham nay c6 thé
lam hu hai cac bién phdp tranh thai bing latex. Do d6, hi¢u qua clia cac bién phap tranh thai nay

c6 thé bj giam di. Bénh nhan nén dugc tu van sir dung céc bién phap phong ngira thay thé trong it
nhat nam ngay sau khi sir dung san phdm nay.

Pidu tri dong thoi c]otl imazole vién dit 4m dao véi tacrolimus udng (FK-506; trc ché mién dich)
¢6 thé din dén ting ndng d¢ tacrolimus trong huyét tuong va tuwong tu vadi sirolimus. Vi vdy benh
nhan nén dugce theo doi can than cic tridu ching ctia qua liéu tacrolimus hodc sirolimus, néu cn,
xac dinh néng do trong huyet tuong tuong ung

C!otrzmazole la chat trc ché trung binh cua ssoenzyme CYP3A4 clia microsome gan va la chat trc
che yéu ciia isoenzyme CYP2C9, 3-10% liéu tai chd cta clotrimazole dugc hap thu vao hé thong
tudn hoan ciia co thé. Piéu nay c6 thé anh huong den nong d6 cia cac thudc chuyén hoa qua
isoenzyme CYP3A4 néi riéng, ¢ kha nang lam tang nong do trong huyét tucmg clia céc chét nay
khi sir dung dong thoi. Vi ¢6 tac dung ycu ddi véi isoenzyme CYP2C9 va chi ¢6 mét luqmg nho
cta clotrimazole dung tai chd dugc hap thu toan than, clotrimazole it ¢é anh huéng toi nong d6
clia cic thude chuyén héa qua isoenzyme CYP2C9. Vi vdy, do clotrimazole dugc hép thu rat it khi
ding dudng 4m dao, déc bi¢t 1a voi liéu 500 mg dung mét liéu duy nhat, clotrimazole dang dit Am
dao rét it c6 kha ning gdy bat ky twong tac thude nao c6 ¥ nghia 1am sang.

Twong ky ciia thude
Chua biét

Do khéng c6 cac nghién ctru vé tinh tuong ky cua thube, khéng tron 1an thude ndy véi cac thude
khac

Téc dung khong mong muén ciia thude

Tén sudt céc tac dung khéng mong mudn trong bang dudi day thu dugc tir cac nghién ciru 1am
sang cua cdc dang bao ché clotrimazole dung theo dudng 4m dao.

Hé co quan Phé bién Khéng phd bién Hiém gip (ti
r . A
(tr  >1/100  dén | (tr  >1/1000 dén | >1/10000 dén
1<1/10) <1/100) <1/1000)
R&i loan hé tiéu hoa Dau bung
Réi loan hé thdng Phan trng di tmg
mién dich
Réi loan da va md Phét ban
dudi da
R&i loan hé théng Cam giac nong rat &m | Ngira 4m dao 4m ho Chay mau am dao
sinh san va vu dao am ho Khé chiu ving am
dao am ho
Céc rbi loan chung Kich g tai chd Phti né

Canesten soft capsule/CCDS 5.0/P1 VN1 4
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|lé1 tai vi tri dat thudc | | | 1

Ngoai ra, cac phan ting phu sau ddy dugc ghi nhan trong qua trinh st dung clotrimazole: do cac
phan tng nay dugc béao cdo tu nguyén tir mot quan thé c6 c& miu khéng xdc dinh nén khong thé
wée tinh tan suat xuét hién dya trén nhitng dit li¢u hién c6 (chua biét tin suat xuét hién).

R&i loan hé théng mién dich: phan g phan vé, phtt mach, qua man

R&i loan mach mau: ngat, ha huyét ap

R&i loan hé hap, 16ng ngue va trung thit: khé the

R&i loan tiéu héa: dau bung, budn ndn

R&i loan da va mé dui da: phat ban, may day, ngua.

RAi loan hé théng sinh san va vi: bong da 4m dao, khi hu 4m dao, xudt huyét am dao, ban d6 4m
dao am hg, kho chiu ving 4m dao 4m hd, cam gidc néng rat am dao 4m ho, ngtra &m dao 4m ho,
dau &m hd am dao

Céc r6i loan chung va tai vi tri dit thude: kich trng tai chd, ph né, dau

Théng bdo ngay cho bdc sy hodc dwge sy nhitng phén ieng cé hai gip phai khi sir dung thubc.
Qua lidu va cach xir tri

Hau nhu khéng cé nguy co nhiém dc cdp tinh xay ra sau liéu don dit am dao hodc sau khi sir
dung qua liu mot Ian trén da (dung trén mot dién tich 16n trong diéu kién thuan loi dé hip thu)
hodc uéng phai do vé tinh. Khong cé thuoc giai doc dac hieu

Tuy nhién, 1r0ng truong hop vo tinh nubt phai, hiém khi cin rira da day va chi nén cén nhéc rira da
day néu cac triéu chirng 1dm sang do qué liéu tré nén 1o rang (vi du: chéng mat, budn nén hoic
n6n). Chi nén thue hién rira da day khi c6 cc bién phap bao vé duong tha day da.

Céc phan tng bt loi sau day da duoc ghi nhén khi qua lidu clotrimazole cap tinh: dau bung, dau
bung trén, tiéu chay, khé chiu, budn nén va non.

Dic tinh dwoe lye hoe

Nhom tac dung diéu tri: Thude chéng nim, sir dung cho dit am dao- dén xudt imidazole va
triazole.

M& ATC: GO1 AF02 CE/
Co ché tac dung

Azoles (vi dy clotrimazole) thuong duge khuyén ding dé diéu tri tai chd viém am dao, Am ho do
nam candida dugc dic tr ung bai cic triéu chirng 4m hd- 4m dao nhu ngira, rat, nhiéu khi hu, man
do, sung va dau nhe.

Clotrimazole ¢6 tac dung chong nim bang cach trc ché tong hop ergosterol. Vi€e tic ché tong hop
ergosterol 1am anh hudng dén cdu trac va hoat dong clia mang té bao chit cua nam.

Clotrimazole ¢6 pho tac dung chong nim rong ca in vitro va in vivo bao gbm: nim ngoai da, nam
men, nim (vi du Candida), nAm méc va cac loai ndm khac, vv..

Trong diéu kién thir nghiém thich hcrp, gla tri MIC cua Clotllmamle db6i véi cac loai ndm nay o
trong khoang duéi 0,062-8,0 j1g/ml chat nén.

Hoat tinh cia clotrimazole 1a kim nim hay diét nam phu thude vao nong do clotrimazole tai vi tri
nhiém nim. Thu nghiém in-vitro cho thdy thuéc han ché sy phét trién cta cac thanh phin ndm,
con bao tir ndm chi nhay cam & mire dé nhe.

Ngoai tic dung chdng ném, clotrimazole con ¢6 tac dung trén cac vi sinh vat Gram(+)
(Streptococci / Staphylococci / Gardnerella vaginalis), va céc vi sinh vt Gram(-) (Bacter “oides).

Canesten soft capsule/CCDS 5.0/P VN1 5
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Trén in-vitro, clotrimazole trc ché su nhan 1én ciia Corynebacteria va cau khuan Gram (+) (khong
bao gom Enterococci) & nong d6 0,5-10 pg/ml chat nén.

Khang thudc nguyén phét ciia cc chung ndm nhay cam rét hiém khi xay ra; sy xudt hién ciia
khang thudc thir phat ciia cdc chiing nim nhay cam ciing chi duoc phat hién trén rat it truong hop
don 1& khi diéu tri thude.

Pic tinh dwge dong hoc ’ '

Céc nghién C}i'u dugce dong hoc cho thay, sau khi dat thuéc,cl;i mot luwong nho clotrimazole (3-
10%) dugc hap thu. Do lugng clotrimazole hap thu duge chuyén héa qua gan nhanh chéng thanh
céc chat chuyén héa khong con hoat tinh nén nong d¢ dinh trong huyet twong cua clotrimazole
sau khi dung lieu 500mg la dudi 10ng/ml. Két qua nay cho thay, viéc sir dung clotrimazole dat am
dao hau nhu it gdy ra cac tac dung toan than hay tac dung phu dang ké nao.

Quy cach déng goi

Hdp ¢6 1 vichtra 1 vién nang mém, kem theo dung cu dit thude.

Bio quan va han ding

Han dung ctia thude 14 36 théang ké tir ngay san xuat. Khong ding thudc qua han dung ghi trén bao
bi.

Bao quan dudi 30°C.

Tiéu chuén chét lwong: Tiéu chudn co s

Nha san xuit:

Co s& san xuét ban thanh phé"‘.m: Berlimed, S.A., C/Francisco Alonso no 7, Poligono Industrial
Santa Rosa, Alcala de Henares, Madrid 28806 — Tdy Ban Nha

Co sé dong goi: GP Grenzach Produktions GmbH, Emil-Barell-Strasse 7, 79639 Grenzach-

Wyhlen, CHLB Dric. (B/ '

Pte Ltd
ad,
rter 3,

3 1401
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