' U TUYP CANDIPA
(Tuyp 5 9)
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Clotrimazol 1%

CANDIPA .. ™"

WHO-GMP

CONG TY CO PHAN

42,00 mm

Topical cream A Pimsd

() CANDIPA ...

S50 mg WHO-GMP

OINT STOCK COMPANY

Vi tri déng s0 16 san xuat, han ding
$0 16 san xuat va han ding dudc dap ndi trén tuyp
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AU HOP CANDIPA
(Hop 1 tuyp 5 g)

Réng: 18 mm
Cao: 26 mm

Kem bdi da A Dimed

CANDIPA Kem

S
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Clotrimazol 1%

DE XA TAM TAY TRE EM
BOC KY HUONG DAN SU DUNG TRUOC KHI DUNG.

Thanh phin: M&i tuyp 5 g chia:
Clotnmazol.....
Tadwocviradl................. .
Chi dinh, cach dang, chéng chi d@jnh va cac théng
tin khéc: Xin doc trong t& huéng dén siv dung

Bao quan: Dé noi khd réo, tranh anh sang, nhiét dd
khéng qua 30T

Topical cream

WHO-GMP

Tiéu chudn: USP
imed

A

Co s san xudt

CONG TY CO PHAN DUQ'C APIMED
Oureng N1, cum ¢ong nghiép Phu Thanh-Vinh Thanh
x8 WInh Thanh, huyén Nhon Trach, tinh Bdng Nai

SPK / Visa No

TJ\ : irned_

CANDIPA Cream

Clotrimazole 1%

KEEP OUT OF REACH OF CHILDREN.
READ THE PACKAGE INSERT CAREFULLY BEFORE USE.

Composition: Each tube 5 g contains:
Clotrimazole..
Excipients q.s... ’
Indications, administr:
other precautions: Read the package inser inside
Storage: In a dry place, protect from light, do not store
above 30T.

- 95,00 mm

WHO-GMP

Specification: USP

A pimed

Manufactuied by
APIMED PHARMACEUTICAL JOINT STOCK COMPANY
N1 Stieet. Phu Thanh-Vinh Thanh industriai group, Vinh Thanh
commune, Nhon Trach district, Dang Nai province

|

S 16 SX /
Baich No

NSX /

Size:95x26x18

18,00 mm - 26,00 mm B
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Mg Date

HD /

Exp Dag



Rdng: 50 mm
- 80,00 mm B 1500 mm -
‘ K bbi d
o~ DIP A
CAN A Kem
- 4
Clotrimazol 1% |
Thanh phan: Mai tuyp 10 g chira
Clotrimazol 100 mg WHO-GMP
E Ta duge vira du 1049
€ CONG TY CO PHAN DUGC APIMED
=
S &
g Topical cream Amm&k_d‘\ e
CANDIPA Cream &
Clotrimazole 1% - s
WHO-GMP &

U TUYP CANDIPA
(Tuyp 10 g)

Vi tri dong s0 16 sén xuat, han ding

S6 16 san xudt va han ding dudc dap ndi trén tuyp
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Kich thugd
ich th APIMED_

Rong: 20 mm
Cao: 30 mm

Kem bdi da Aplmed

CANDIPA Kem

Clotrimazol 1%

BE XA TAM TAY HIIE EM WHO-GMP
BOC KY HUGNG DAN SU DUNG TRUOC KHI DUNG.

Thanh phan: M&i tuyp 10 g chua Tiéu chuén: USP
Clotrimazol & o 100 mg
| Ta dugc vira du .10g R
| Chi dinh, cach dung, chéng chi dmh 'va che thong APIMed ok visa no
tin khac: Xin doc trong tor huréng dén st dung Cor 8¢ 83 xult:
| Bao quan: DA noi kho rao, tranh anh sang, nhiét 6 CONG Ty CO PHAN DUGIC APIMED
2 . | eym i Thanh-Vinh Than
! khong qua 30t by VTnnghYlun:_ Huy‘:qﬂ :lnmr\pTﬁ:n tinh Déng Nai
4
Topical cream Pimed
HARMA

CANDIPA Cream

Clotrimazole 1%

KEEP OUT OF REACH OF CHILOREN
READ THE PACKAGE INSERT CAREFULLY BEFORE USE WHO-GMP

wearny

Composition: Each tube 10 g contains Specification: USP
Clotrimazole......... ; S 100 mg

Excipients q.s i ....10g

Indications, administration, contramdscatlons and Plg}eﬂ

Manutactured by.
APIMED PHARMACEUTICAL JOINT STOCK COMPANY
N1 Street, Phu Thanh-Vinh Thanh industrial group. Vinh Thanh
commune, Nhon Trach district, Dong Nai province

other precautions: Read the package insert inside.
Storage: In a dry place, protect from light, do not store
above 30C.

- 105,00 mm

S6 168X/
Baich No

NSX /

Size: 105x30%20

|

-a 30,00 mm

Mg Date
HD /

Exp Dale

B 20,00 mm -



AU TUYP CANDIPA
(Tuyp 15 g)

Rong: 60 mm
~ 95,00 mm B 1500 mm -
N . A
Kem bdi da A P|med
Clotrimazol 1% =
'I_' a n: Moi tuyp 1 WHO.GMP
%
- F; £
CONG TY CO PHAN DUQC APIMED (=
S
: =)
Topical cream TJ_\\PiH'IEq ©
Clotrimazole 1% T
C ition: Each tub S
c WHO-GMP

APIMED PHARMACEUTICAL JOINT STOCK COMPANY

Vi tri dong s0 16 sén xuat, han ding
S0 10 sdn xuat va han ding dugc dap ndi trén tuyp
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Rong: 20 mm
Cao: 30 mm

Kem béi da

Clotrimazol 1%

DE XA TAM TAY TRE EM.
BOC KY HUONG DAN SU DUNG TRUGC KHI DUNG.

Thanh phén: Méi tuyp 15 g chira:
Clotnmazol..... Free cerenenne. 150 MG

Ta duoc vira du
Chi dinh, céch dung, nhOng chl dlnh vé céc théng tin khéc:
Xin doc trong t& huréng dén st dung.

Bac quan

Dé noi khé réo, tranh &nh séng, nhiét 46 khong qua aot.

Topical cream

WHO-GMP

Tiéu chuédn: USP

A Pimed SBK / Visa No:
Co s&r sdin xudt
CONG TY CO PHAN DUQC APIMED
Buéng N1, cym cdng nghiép Phi Thanh-Vinh Thanh
x4 Vinh Thanh, huyén Nhon Trach, tinh Déng Nai

Pumed

HARMA

CAN D IPA Cream

15

Jras Clotrimazole 1%

KEEP OUT OF REACH OF CHILDREN
READ THE PACKAGE INSERT CAREFULLY BEFORE USE.

Composition: Each tube 15 g contains.
Clotrimazole...................co.... Rk REREs R 10 myg
Excipients q.5 N ....15¢g
Indications, administration, t:ontralndlcallons and other
precautions: Read the package insert inside

Storage:

In a dry place, protect from light, do not store above a0t.

- 120,00 mm

WHO-GMP

Specification: USP

plmed

WARMA
Manufactured by

APIMED PHARMACEUTICAL JOINT STOCK COMPANY
N1 Street, Phu Thanh-Vinh Thanh industrial group. Vinh Thanh
commune, Nhon Trach district, Dong Nai province.

S 168X/

Size:120x30x20

Baich No

NSX /
Wig Date
HD /

30,00 mm |

-

- 20,00 mm

S

Exp Date
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Kem boi da CANDIPA

Ngay 12 théng .09 nam 018
Co s& ding ky va san xuit thude

ong Giam DPoc

Ds. Pham Bao Anh
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Huome dan sir dung thudc

Kem boi da CANDIPA

“Boc kj hudng din sir dung trwdc khi ditng”
“Dé xa tam tay tré em”
“Thuéc ding ngodi”

THANH PHAN VA CONG THUC THUOC
Thanh phén trong 10 g ché phim:

Théanh phan duge chét:
CLOITIMAZOL o.iovrevviiesirrieisreeries s e eccssse et is b e s s bt st sn e s resse s nesmt s resnnsotstsbs s s Rbs s nneaEeaanasbssanasresatatons 01lg

Thanh phan t4 duoc:

Propylen glycol, parafin long nang, cetostearyl alcol, cetomacrogol 1000, methylparaben,
propylparaben, nudc tinh Khi€t........ccoooviiiiimii vira du 10 g.

DANG BAQ CHE
Kem bdi da.
Kem déng nhit mau tring dén tring nga.
CHI PINH
CANDIPA dugc chi dinh @ diéu tri:
Cac bénh nhlem nim ngoai da do nim da, ndm men (Candida), nédm méc, va ndm khac (vi du nim

k& chan, nim da tay, nim da thin minh, ndm ben, lang ben) va erythrasma (bénh nam do
Crynebacterium minutissimum).

Bénh ngoai da c6 nhiém tring thir phat do nim.

Viém 4m hd do nédm & nit va viém quy dau do ndm & nam.
LIEU DUNG, CACH DUNG
Liéu dung:
Thoa mét 16p mong kem vao vi tri bi nhiém nam va ving da xung quanh, thoa cho thudc thim deu

2 — 3 1an méi ngay. Diéu tri lién tuc cho dén 1 thang hoic tdi thidu 2 tuan (d6i vai nhiém nim
Candida) sau khi hét cac triéu ching dé ngira tai phat.

Triéu chung lam sang thuong duge cai thién, giam nglra trong tudn déu tién. Tiép tuc ding thudc
cho dén hét liéu trinh.

Néu khong thdy cai thién triéu chimg sau 4 tudn cin xem lai chin doan hodc d6i thudc khéc.
Cach dung:
- Thubc dung boi ngoai da.

Rira sach va lau khé ving da bj nhiém nam trude khi boi thudc. Viée dam bao vé sinh 1a rat quan
trong trong diéu tri cac bénh ndm dac biét 1a & cac vung k& va ban chén.

026
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- Xit Iy thuéc sau khi sir dung:

Khong tiéu hiy thude bang cach virt thude vao rac thai sinh hoat hodc cac ngudn nude, hoi duge s
cach tidu huy thude dé dam bao khong gay anh hudng dén méi truong.

CHONG CHI PINH
- Ngudi min cam vdi clotrimazol hogc bét cir thanh phan nao cia thude.
- Khéng ding dé diéu tri nhim tring méng va da dau.
CANH BAO VA THAN TRONG KHI DUNG THUGC
Khéng dung CADIPA cho diéu trj nhiém nam toan thén.
Tranh tiép xtic véi mat.
Khéng duoc nubt.
Néu ¢6 kich img hodc min cam khi dimg CANDIPA, ngung diéu tri va thay bang liéu phap khéc.

Phai didu tri thudc du thoi gian mdc du cac triéu chung cé thuyén giam. Sau 4 tudn didu tri, néu
tinh trang bénh khong duge cai thién can kham lai.

Thanh phén ta dugc cua thudce co chira cetosteryl alcol co thé gay phan ng da tai chd (viém da
tiép xuc).
SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Phu nir ¢6 thai:

Dir li¢u vé viée sir dung clotrimazol trén phu nir ¢4 thai han ché. Cac nghién ciru trén déng vat khong
cho thay tac hai truc tiép hodc gian tiép lién quan dén doc tinh sinh san. Nhu mét bién phap phong
ngira, tot nhét 1a tranh sir dung clotrimazol trong 3 théng déu cia thai ky.

Phu nir cho con bu:

Dit liéu vé dwoc dong hoc va doc tinh trén dong vét cho thiy clotrimazol va chit chuyén héa bai tiét ra
sitta. Can nhac nén nging dung thudc hodc ngimg cho con bu dya vao tam trong cia thude doi vai
ngudi me.

ANH HUOGNG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Thubc khong anh hudng hodc anh huong khong dang ké 1én kha nang 141 xe va van hanh may méc.
TUONG TAC THUOC

Chua duoc biét cac tuong tac cua clotrimazol véi bét kv loai thude cling nhur céc loai thirc an, dd uéng
nao.

TAC DUNG KHONG MONG MUON CUA THUOC
Réi loan hé théng mién dich: Phan img di tmg (ngat xiu, ha huyét ap, kho tho, ndi mé day).

Réi loan & da va t6 chirc dusi da: Mun nude, kho chiu/ dau, phi né, kich g, bong tréc da, ngita, phat
ban, dau nhoi/ bong.

Bio cdo cic phan ing c6 hai: Hay bao cho bac s, dwoc s néu ngudi dung thube nhén thdy bit ky tac
dung phu nao, ké ca cac tac dung chua dugc liét ké, hodc bdo cao cac phan tmg c6 hai cia thudc vé
Trung tdm Thong tin thuc va Theo doi phan ing cé hai cia thude (bao cao ADR online tai dia chi
http://baocaoadr.vn).

QUA LIEU VA CACH XU TR
Qui lidu
Héu nhu khéng co nguy co nhiém doc cap tinh xdy ra sau khi bdi qua lidu 1én da (bdi trén dién rong
trong di¢u kién hap thu tot) hodc do vo tinh nudt phai thudc.

024
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Xir tri

Khéng co thude giai doc dac hiéu. Cac bién phap thong thudong nhu rira da day chi nén dwoc thuc hién
trong truong hop nuot phai thude va biéu hién cac triéu chung qua liéu 16 rang nhu chong mat, budn

nén, nén mira.

PAC TINH DUQC LUC HQC

Nhém dwge 1Y: Thude chong nam tai cho, phé réng

Ma ATC: D014ACOI1

Clotrimazol 1a mét thudce chéng nim tbng hop thuge nhom imidazol pho rong dwoc dung diéu tr tai
chd cac truong hop bénh nam trén da. Co che tac dung cua clotrimazol la lién ket v@i cac phospholipid
trong mang (¢ bao nim, lam thay déi tinh thdm cua mang, gy mat cac chét thiét yéu noi bao din dén

tiéu huy té bao nam.

DAC TINH DUGC PONG HOC

Dung béi trén da, clotrimazol rat it dugc hip thu vao méau.

6 gior sau khi bdi thude, clotrimazol cé gin déng vi phong xa trén da nguyén ven va trén da bi viém
cap, nong dd clotrimazol thay déi tir 100 microgam/ ml trong 16p simg dén 0,5 - 1 microgam/ ml

trong 16p gai va 0,1 microgam/ ml trong 16p mé dudi da.

Néng d5 dinh huyét thanh trung binh x4p xi 0,01 microgam/ ml sau 8 - 24 gi& néu dung 5 g kem

clotrimazol *C 1 %.
QUY CACH PONG GOI

Hop 1 tuyp 5 g

Hop 1 tuyp 10 g

Hop 1 tuyp 15 g.

DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC

- Diéu kién bao quén:

bé thude noi kho rao, tranh anh sang, xa tdm tay cua tré em.

Béo quén thude & nhiét d6 dudi 30°C.
- Han ding:
36 thang ké tir ngay san xut.

- Tiéu chuin chét lwgng cia thudc: USP.

CO SO SAN XUAT
Cong ty C6 phan Dugec APIMED

N
Sy

'i*UQ.CUCTRUgﬁNG
S/ PTRUGNG PHONG

- Dia chi try s&: 263/9 Ly Thuong Kiét, Phuong 15, Quan 11, thanh phé H Chi Minh

- bia chi nha may: Buong N1, cum cbng nghiép Phii Thanh - Vinh Thanh, x& Vinh Thanh, huyén

Nhon Trach, tinh Dong Nai.
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