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Composition: Each 1g of cream contains:
Active ingredients: Clotrimazole ............ccccccceeeeuenne .10 mg
Excipients q.s 19}

ge and other inft
Refer to package insert for use instructions.
Storage:In adryand cool place, atthe temperature not exceedlng
30°C. Keep the tube tightly closed.
Specification: Manufacturer’s.
Keep out of reach of children.
Carefully read the package insert before use.
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ASCLOTRIZ CREAM

Clotrimazole 10 mg/g cream

| - P S S Sy il AP = |
00000000 0C0OCCCORROORNE

Tube 20 g

MA Holder: ASSOPHARMA®
480C Nguyen Thi Thap Street, Tan Quy Ward,
District 7, HCMC, Vietnam.

Manufacturer: SOFARIMEX — INDUSTRIA
QUIMICA E FARMACEUTICA, SA..

Av. das Industrias — Alto do Colaride, Cacém,
2735 - 213, Portugal.

Reg. No.: Importer:
ASCLOTRIZ CREAM
Clotrimazole 10 mg/g cream Tube 20 g
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ASCLOTRIZ CREAM

Clotrimazole 10 mg/g cream Tube 20 g
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Composition: Each 1 g of cream contains:
Active ingredients: Clotrimazole ............c.ccccouecvmecccennennnnnens 10 mg
ipi L 1
Storage: Irfl a dry cool place, at the temperature not exceeding ?
30°C. Keep the tube tightly closed.
Manufacturer: SOFARIMEX- INDUSTRIA QUIMICA E FARMACEUTICA, S.A.
Av. Das IndUstrias — Alto do Colaride, Cacém, 2735-213, Portugal.
KEEP OUT OF REACH OF CHILDREN.
CAREFULLY READ THE PACKAGE INSERT BEFORE USE.
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N&i dung ghi nhan phu
KT: 68 x 24 mm

ASCLOTRIZ CREAM

mSi1 g kem chia: Kem 56i ngoai da

o — .1, "} Nhi LSX SOrARIMEX: INDUSTRIA QUIMICA &
Ta duoe vira du X q
HGp 1 tuyp x 2 Av. Das Indusnns - Aiq do Colaride, Cacém,
5616 X, NSX £ Xem “Batch No, Mig. Date. Exp. 2735213, 86 a0 Na,
Date” trén bag bi. Chis s& hiru SBK: Cang ty TNHH Diroc phim
Chi dinh, chdng chi dinh, liu diing va cic thang Uin Hop (ASSOPHARMA®
tin khac: Xem t& HDSO kem theo. 0C Nguy3n Thi Thap, P.Tan Quy, Q.7 Tp.HCM,
B4 xa tim tay tré sm. Boc ky hudng ddn sz dung vm Nam.
trude khi dung. ﬁeu chuén cht lrgng: Tiéu chudn ca s&

Bao quan: Nai khé rao, thodng mat, tranh dnh sing, SOl
hist d5 khang qua J0°C. G cho fuyjp kem ddy nap chal, B:

Phéng to 180%

© M 1 g kem chira: Kem béingoai da

. Hoat chét: Clotimazole 10mg Nha SX: SOFARIMEX- INDUSTRIA QUIMICA E

: Taduocwradii g FARMACEUTICA, S.A.

: Hop 1 tuyp x 20 g. Av. Das Industrias — Alto do Colaride, Cacém,
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Chi dinh, chéng chi dinh, liéu ding va céc thong Lién Hop (ASSOPHARMA?®)

: tin khac: Xem t& HDSD kém theo. _ 480C Nguyén Thi Thap, P.Tan Quy, Q.7, Tp.HCM,

© D& xa tam tay tré em. Boc ky hwéng dan str dung Viét Nam. | N

¢ trwée khi dung. Tiéu chudn chét lwong: Tiéu chudn co s&
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- nhiét do khdng qua 30°C.Gilr cho tuyp kem ddy nap chat. DNNK:
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ASCLOTRIZ CREAM
(Clotrimazole 10 mg/g)
Dé xa tam tay tré em;
Doc kj hwdng din siv dung trwéc khi ding;
Néu cin thém thong tin xin héi y kién bdc st hodic dwoc si;
Khong sir dung thudc qud han ding;
Thong bdo ngay cho bdc si hodc dwoc si nhitng phdn veng cé hai gap phdi khi st dung thubc.

THANH PHAN CONG THU'C THUOC
Moi 1 g kem chira:

Thanh ph:?m hoat chét: Clotrimazole....... 10 mg
Thanh phan td dwge ................... viadul g

(Stearic acid, sorbitan stearate, sorbitan oleate, polysorbate 60, propylene glycol, methyl
parahydroxybenzoate, propyl parahydroxybenzoate, purified water).

DANG BAO CHE
Kem bdi ngoai da. : . ,
Kem mau trang, dong nhat, khong nhiém tap chat.

CHi PINH

Thubc dung dé diéu tri:

(i) T4t ca c4c bénh nidm da do nAm médc va céc loai ndm khéc (vi du: loai Trichophyton).
(ii) TAt ca cac bénh ndm da do ndm men (loai Candida).

(iil) Bénh ngoai da cho thiy nhi®m thir phét cac loai nim nay.
(iv) Ham ta do ndm Candida, viém 4m hd va viém quy dau.

LIEU DUNG, CACH DUNG

Khéng c6 lidu riéng biét cho ngudi tré hodc ngudi cao tudi.

Kem nén dugc thoa mot 16p mong 2-3 lan mdi ngay va xoa nhe nhang. Mot doan kem (dai %
cm) la du dé diéu tri mdt ving da cé kich thude bang ban tay. Nén ti€p tuc dieu tri it nhat mot

thang ddi v6i nhiém nam dermatophyte va it nhat hai tuan d6i véi nhiém nam candida.

Néu bi ndm chén, nén rira sach va lau khd ban chén, dac biét 1a gitta cac ngdén chan, trude khi
thoa kem.

CHONG CHI PINH

Quéa man cam vdi hoat chat hodc voi bat k¥ ta duoc nao cta thude.
Khong ding kem dé diéu tri nhiém ndm moéng hodc da dau.
CANH BAO VA THAN TRONG KHI DUNG THUOC

San phdm nay c¢6 chira propylene glycol, c6 thé gy kich tmg da. Kem ciing chira paraben c6 thé
gdy phan Ung di ung (c6 thé xay ra cham).

Khong hat thudc hodc dén gan ngon lira tran - nguy co bi bong ndng. Vai (quan do, khan trai
giwong, bang, v.v.) da ti€p xic véi san pham nay dé chdy hon va cé nguy co xay ra hoa hoan
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nghiém trong. Giat quan 4o va ga trai givong c6 the lam giam tich tu san pham nhung khong loai
bd hoan toan.

SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Phu nir ¢6 thai

C6 rét it dit liéu vé viéc st dung clotrimazole & phu nit ¢6 thai. Céc nghién ctru trén dong vét voi
clotrimazole d3 cho thdy doc tinh sinh san khi dung dwong udng liéu cao. Véi mirc tiép xtc toan
than thap clia clotrimazole sau khi diéu tri tai chd, tac dung c6 hai lién quan dén doc tinh sinh san
khong duge dy doan. Clotrimazole c6 thé duoc str dung trong thoi ki mang thai, nhung phai
dudi su gidm sét cua can bd v té.

Phu nit cho con b1

Khéng c6 dir liéu vé su bai tiét cua clotrimazole vao sita me. Tuy nhién, sy hdp thu toan than 1a
rat it sau khi dung va khong c6 kha nang dan dén tac dung toan than. Clotrimazole c6 thé duoc
st dung trong thoi ky cho con bu. Néu st dung tai chd trén ving nim v, rira sach v truée khi
cho tré bu.

Kha ning sinh san

Khong c6 nghién ctru trén nguoi vé tac dung cua clotrimazole d6i v61 kha ning sinh san duoc
thuc hién; tuy nhién, cac nghién ctru trén dong vat khong chimg minh dugce anh hudng cua thudc
d6i v6i kha nang sinh san.

ANH HUGONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Kem clotrimazole khong cé hodc ¢6 it anh hudng 1én kha nang lai xe hodc van hanh may moc.
TUONG TAC, TUONG KY CUA THUOC

Céc thir nghiém cho thdy rang, khi duge sir dung cung nhau, san pham nay c6 thé gay hu hong
céc bign phép tranh thai latex (bao cao su, mang ngan). Do do, hiéu qua cua céc bién phap tranh
thai nay c6 thé bi giam. Bénh nhan nén duge khuyén st dung cac bién phap phong ngira thay thé
trong {t nhat nam ngay sau khi st dung thudc nay.

Khi dung ddng thoi véi Tacrolimus, mot loai thude e ché midn dich duoc st dung sau khi cdy
ghép tang, Asclotriz ¢ thé 1am ting ndng do trong huyét tuong cua thude do e ché canh tranh
enzym.

Twong ky,

Do khong ¢é céc nghién ctru vé tinh tuong ky cua thude, khong tron lan thudc nay voi céc thude
khéc.

TAC DUNG KHONG MONG MUON CUA THUOC

Vi cdc tdc dung khong mong muon dwoc liét ké dwa trén cdc bdo cdo tu phdt, nén khong thé xdc
dinh tan sudt chinh xdc cho tung tdc dung.

R&i loan hé mién dich: phan tmg phan vé, phtt mach, qué man.
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R6i loan mach: ngét, ha huyét ap.
R&i loan hd hép, 16ng nguc va trung that: khé tho.

R&i loan da va md dudi da: phé)ng rop, viém da tiép xUc, ban do, di cam, tréc da, ngtra, phat ban,
may day, cam giac da cham chich/ nong rat da.

Céc 161 loan chung va tai noi bdi thude: kich tmg tai chd boi thudc, phan tmg tai chd bdi thude,
phu né, dau.

Bio cdo cac phan tng khong mong mudn nghi ngd

Béo cdo cac phan tng khong mong mudn nghi ngd sau khi thudc luu hanh 1a rat quan trong.
Dleu d6 cho phép tiép tuc theo ddi loi {ch/nguy co cua san phdm thudc. Cac can bo y té duge yéu
céu béo céo bat ky phan tmg khong mong mubn nao nghi ngd.

QUA LIEU VA CACH XU TRI

Khong ¢6 nguy co nhiém doc cép tinh vi diéu d6 kho xay ra sau khi diing qué lidu mot lan trén
da (dung trén mot dién tich 1én trong diéu kién thuan lgi d€ hap thu) hodc vo tinh nudt phai.
Khong cé thude giai doc déac higu.

Tuy nhién, trong trudng hop vo tinh nudt phai, rira da day hiém khi duoc yéu cau va chi nén xem
xét néu lugng clotrimazole de doa dén tinh mang da dugc udng trong vong mot gio trude do
hodc néu céc triéu chirng 1am sang cua qua lieu tr¢é nén rd rang (vi du: chong mét, budn ndn hoac
non). Rira da day chi nén dugc thuc hién néu duong the cé thé duoc bao vé day du.

PAC TINH DUGC LUC HQC

Nhém dwoe 1y: Thude khéang ndm ding tai chd — dan chat imidazole va triazole

Ma ATC: DO1A CO01

Co ché hoat dong

Clotrimazole khang nim bang céch wc ché tong hop ergosterol. Su ché tong hop ergosterol
dan dén suy giam cau triic va chirc ndng clia mang t& bao nam.

Clotrimazole ¢ phé tac dung khang nam rdng in vitro va in vivo, bao gdom nam da, nam men,
nam moc,...

Trong cac diéu kién thir nghiém thich hop, gi4 tri MIC cta céc loai ndm nay nam trong khoang
nho hon 0,062-8,0 pg/ml co chat Phuong thic tac dung cia clotrimazole chi yéu 1a kim ndm
hodc diét ndm tiry thude vao ndng do cua clotrimazole tai vi tri nhiém. [n vitro, hoat ddng duoc
gi6i han trong céc yéu t6 ndm tang sinh; bao tir nAm chi hoi nhay cam.

Ngoai tac dung khang nam, clotrimazole con tac dung 1én vi khuan gram duong (Streptococci /

Staphylococci / Gardnerella vagis) va vi khuan gram am (Bacteroides).

In vitro, clotrimazole (tc ché su nhan 1én cta Corynebacteria va cau khuan gram duong - ngoai
trlr Enterococci - & nong do 0,5-10 pg/ml co chat.
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Céc bién thé khang chu y€u cua cac loai nam nhay cadm la rat hi€m; su phéat trién tinh khang thr
cap cua cac loai nam nhay cam cho dén nay chi dugc quan séat thay trong nhitng truong hop rat
riéng bi¢t trong di€u kién diéu tri.

PAC TINH DUGC PONG HOQC

Céc nghién ctru duoc dong hoc sau khi bdi ngoai da cho thiy clotrimazole dwoc hip thu rat it tir
vung da nguyén ven hodc bi viém vao hé tudn hoan mau cua nguoi. Két qua la néng doé dinh
trong huyét thanh cua clotrimazole nim dudi giéi han phat hién 14 0,001 meg/ml, cho thiy rang
clotrimazole bdi tai chd khong c6 kha nang dan dén tac dung toan than hoac tac dung phu c6 thé
do ludng dugc.

QUY CACHDPONG GOI: Hop 1 tuypkem 20 g
PIEU KIEN BAO QUAN: Bao quan noi kho réo, thoang mat, tranh anh séng, nhiét d6 khong
qué 30°C. Gitt cho tuyp kem day nép chat.

HAN DUNG: 5 nim

TIEU CHUAN CHAT LUQNG: Tiéu chuén co s&

NHA SAN XUAT: Sofarimex- Industria Quimica e Farmacéutica, S.A.
Av. Das Industrias — Alto do Colaride, Cacém, 2735-213, B6 Pao Nha.
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ASCLOTRIZ CREAM
(Clotrimazole 10 mg/g)

Keep out of reach of children;

Read the instructions carefully before use;

For further information, please contact your doctor or pharmacist;
Do not use the drug exceed to expiry date;

If you get any side effect, talk to your doctor or pharmacist.

COMPOSITION

Each 1 g of cream contains:

Active ingredients: Clotrimazole ...... 10 mg
EXCIPIBIES . ....cooiniininenimosonsedssnises qslg

(Stearic acid, sorbitan stearate, sorbitan oleate, polysorbate 60, propylene glycol, methyl
parahydroxybenzoate, propyl parahydroxybenzoate, purified water).

PHARMACEUTICAL FORM
Cream for topical use.
White cream, homogeneous without apparent contamination.

INDICATIONS
For the treatment of:

(i) All dermatomycoses due to moulds and other fungi (e.g. Trichophyton species).

(ii) All dermatomycoses due to yeasts (Candida species).

(ii1) Skin diseases showing secondary infection with these fungi.

(iv) Candidal nappy rash, vulvitis and balanitis.

POSOLOGY AND METHOD OF ADMINISTRATION

There is no separate dosage schedule for the young or elderly.

The cream should be applied thinly 2-3 times daily and rubbed in gently. A strip of cream (2 cm
long) is enough to treat an area of about the size of the hand. Treatment should be continued for

at least one month for dermatophyte infections and at least two weeks for candidal infections.

If the feet are infected they should be washed and dried, especially between the toes, before
applying the cream.

CONTRAINDICATIONS

Hypersensitivity to the active substance or to any of the excipients.
Do not use the cream to treat nail or scalp infections.

SPECIAL WARNINGS AND PRECAUTIONS FOR USE

This product contains propylene glycol, which may cause skin irritation. The cream also contains
parabens which can cause allergic (possibly delayed) reactions.
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Do not to smoke or go near naked flames - risk of severe burns. Fabric (clothing, bedding,
dressings etc) that has been in contact with this product burns more easily and is a serious fire
hazard. Washing clothing and bedding may reduce product build-up but not totally remove it.

PREGNANCY AND LACTATION
Pregnancy

There is a limited amount of data from the use of clotrimazole in pregnant women. Animal
studies with clotrimazole have shown reproductive toxicity at high oral doses. At the low
systemic exposures of clotrimazole following topical treatment, harmful effects with respect to
reproductive toxicity are not predicted. Clotrimazole can be used during pregnancy, but only
under the supervision of a physician or midwife.

Lactation o

o2
There are no data on the excretion of clotrimazole into human milk. However, systemic ﬁ
absorption is minimal after administration and is unlikely to lead to systemic effects. ™
Clotrimazole may be used during lactation. If used topically on the nipple area, wash breasts uge
before feeding child. VED

.
Fertility LT

No human studies of the effects of clotrimazole on fertility have been performed; however,
animal studies have not demonstrated any effects of the drug on fertility.

EFFECTS ON ABILITY TO DRIVE AND USE MACHINES

Clotrimazole cream has no or negligible influence on the ability to drive or use machines.

DRUG INTERACTION AND INCOMPATIBILITIES:

Interactions

Laboratory tests have suggesfed that, when used together, this product may cause damage to
latex contraceptives. Consequently, the effectiveness of such contraceptives may be reduced.

Patients should be advised to use alternative precautions for at least five days after using this
product.

When administered concomitantly with Tacrolimus, an immunosuppressive drug used after
organ transplantation, Asclotriz may increase the plasma concentration of the former due to
enzymatic inhibition by competition.

Incompatibilities

There is no study on drug incompatibilities. Do not mix this drug with other drugs.

UNDESIRABLE EFFECTS

As the listed undesirable effects are based on spontaneous reports, assigning an accurate
frequency of occurrence for each is not possible.
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Immune system disorders: anaphylactic reaction, angioedema, hypersensitivity.
Vascular disorders: syncope, hypotension.
Respiratory, thoracic and mediastinal disorders: dyspnoea.

Skin and subcutaneous tissue disorders: blister, dermatitis contact, erythema, paraesthesia, skin
exfoliation, pruritus, rash, urticaria, stinging skin/burning sensation skin.

General disorders and administration site conditions: application site irritation, application site
reaction, oedema, pain.

Reporting of suspected adverse reactions

Reporting suspected adverse reactions after authorisation of the medicinal product is important.
It allows continued monitoring of the benefit/risk balance of the medicinal product. Healthcare
professionals are asked to report any suspected adverse reactions.

OVERDOSE AND TREATMENT

No risk of acute intoxication is seen as it is unlikely to occur following a single dermal
application of an overdose (application over a large area under conditions favourable to
absorption) or inadvertent oral ingestion. There is no specific antidote.

However, in the event of accidental oral ingestion, gastric lavage is rarely required and should be
considered only if a life-threatening amount of Clotrimazole has been ingested within the
preceding hour or if clinical symptoms of overdose become apparent (e.g. dizziness, nausea or
vomiting). Gastric lavage should be carried out only if the airway can be protected adequately.

PHARMACODYNAMICS PROPERTIES

Pharmacotherapeutic group: Antifungals for topical use — imidazole and triazole derivatives
ATC Code: DO1A C01

Mechanism of Action

Clotrimazole acts against fungi by inhibiting ergosterol synthesis. Inhibition of ergosterol
synthesis leads to structural and functional impairment of the fungal cytoplasmic membrane.

Clotrimazole has a broad antimycotic spectrum of action in vitro and in vivo, which includes
dermatophytes, yeasts, moulds, etc.

Under appropriate test conditions, the MIC values for these types of fungi are in the region of
less than 0.062-8.0 ng/ml substrate. The mode of action of clotrimazole is primarily fungistatic
or fungicidal depending on the concentration of clotrimazole at the site of infection. /n
vitro activity is limited to proliferating fungal elements; fungal spores are only slightly sensitive.

In addition to its antimycotic action, clotrimazole also acts on gram-positive microorganisms

(Streptococci / Staphylococci / Gardnerella vaginalis), and gram-negative microorganisms
(Bacteroides).
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In vitro clotrimazole inhibits the multiplication of Corynebacteria and gram-positive cocci - with
the exception of Enterococci - in concentrations of 0.5-10 pg/ml substrate.

Primarily resistant variants of sensitive fungal species are very rare; the development of
secondary resistance by sensitive fungi has so far only been observed in very isolated cases
under therapeutic conditions.

PHARMACOKINETIC PROPERTIES

Pharmacokinetic investigations after dermal application have shown that clotrimazole is
minimally absorbed from the intact or inflamed skin into the human blood circulation. The
resulting peak serum concentrations of clotrimazole were below the detection limit of 0.001
mcg/ml, suggesting that clotrimazole applied topically is unlikely to lead to measurable systemic
effects or side effects.

PACKAGE CONTENTS: Each pack of Asclotriz cream contains 20 g of cream packed in
aluminum tube.

STORAGE CONDITIONS: Store in a dry and cool place, keep away from sunlight, at
temperature not exceeds 30°C. Keep the tube tighly closed.

SHELF LIFE: 5 years \3)

= I

SPECIFICATION: Manufacturer’s ) ; /
Y

MANUFACTURER: Sofarimex- Industria Quimica e Farmacé&utica, S.A.
Av. Das Industrias — Alto do Colaride, Cacém, 2735-213, Portugal.
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