
Ciclopirox Gel 0.77%

FOR DERMATOLOGIC USE ONLY.
NOT FOR USE IN EYES.

Rx Only

DESCRIPTION
Ciclopirox gel 0.77% contains a synthetic antifungal agent, 
ciclopirox USP. It is intended for topical dermatologic use only.

Each gram of ciclopirox gel contains 7.70 mg of ciclopirox USP 
EJ�=�CAH�?KJOEOPEJC�KB�LQNEłA@�S=PAN�20-�EOKLNKLUH�=H?KDKH�20-�
carbomer homopolymer NF, sodium lauryl sulfate NF, sodium 
hydroxide NF, and medium chain triglycerides NF.

 E?HKLENKT�CAH�EO�=�SDEPA�OHECDPHU�ŃQE@�CAH�

The chemical name for ciclopirox USP is 6-cyclohexyl-1-hydroxy-
��IAPDUH��Ġ�%
��LUNE@EJKJA�SEPD�PDA�AILENE?=H�BKNIQH=� 12H17NO2 
=J@�=�IKHA?QH=N�SAECDP�KB���������1DA� �0�/ACEOPNU�+QI>AN�EO�
[29342-05-0].  The chemical structure is:

CLINICAL PHARMACOLOGY
Mechanism of Action
Ciclopirox is a hydroxypyridone antifungal agent although 
the relevance of this property for the indication of seborrheic 
@ANI=PEPEO�EO�JKP�GJKSJ�� E?HKLENKT�=?PO�>U�?DAH=PEKJ�KB�LKHUR=HAJP�
cations (Fe3+� KN��H3+), resulting in the inhibition of the metal-
dependent enzymes that are responsible for the degradation of 
LANKTE@AO�SEPDEJ�PDA�BQJC=H�?AHH��

Pharmacokinetics
��?KIL=N=PERA�OPQ@U�KB�PDA�LD=NI=?KGEJAPE?O�KB�?E?HKLENKT�CAH�
and ciclopirox cream (ciclopirox olamine) 0.77% in 18 healthy 
males indicated that systemic absorption of ciclopirox from 
?E?HKLENKT� CAH�S=O� DECDAN� PD=J� PD=P� KB� ?E?HKLENKT� ?NA=I���� ��
gm dose of ciclopirox gel produced a mean (±SD) peak serum 
concentration of 25.02 (±20.6) ng/mL total ciclopirox and 5 gm of 
ciclopirox cream produced 18.62 (±13.56) ng/mL total ciclopirox. 
�LLNKTEI=PAHU����KB�PDA�=LLHEA@�?E?HKLENKT�S=O�AT?NAPA@�EJ�PDA�
QNEJA�SEPDEJ����DKQNO�=BPAN�=LLHE?=PEKJ�SEPD�=�NAJ=H�AHEIEJ=PEKJ�
half-life of about 5.5 hours.

&J�=�OPQ@U�KB�?E?HKLENKT�CAH����IAJ�SEPD�IK@AN=PA� PK�OARANA�
tinea cruris applied approximately 15 grams/day of the gel for 
14.5 days. The mean (±SD) dose-normalized values of Cmax for 
PKP=H�?E?HKLENKT�EJ�OANQI�SANA�����Ġa��
�JC�I)�KJ�!=U���=J@�

238 (±144) ng/mL on Day 15.  During the 10 hours after dosing 
KJ�!=U� �� =LLNKTEI=PAHU� ����KB� PDA� =@IEJEOPANA@� @KOA�S=O�
excreted in the urine. 

Microbiology
Ciclopirox is a hydroxypyridinone antifungal agent that inhibits 
PDA�CNKSPD�KB�L=PDKCAJE?�@ANI=PKLDUPAO��

INDICATIONS AND USAGE
Seborrheic Dermatitis
Ciclopirox gel is indicated for the topical treatment of seborrheic 
dermatitis of the scalp.

CONTRAINDICATIONS
 E?HKLENKT�CAH�EO�?KJPN=EJ@E?=PA@�EJ�EJ@ERE@Q=HO�SDK�D=RA�ODKSJ�
hypersensitivity to any of its components.

WARNINGS
Ciclopirox gel is not for ophthalmic, oral, or intravaginal use.

Keep out of reach of children.

PRECAUTIONS
If a reaction suggesting sensitivity or chemical irritation should 
K??QN� SEPD� PDA� QOA� KB� ?E?HKLENKT� CAH� PNA=PIAJP� ODKQH@� >A�
@EO?KJPEJQA@� =J@� =LLNKLNE=PA� PDAN=LU� EJOPEPQPA@�� �� PN=JOEAJP�
burning sensation may occur, especially after application to 
OAJOEPERA�=NA=O���RKE@�?KJP=?P�SEPD�AUAO��"Bł?=?U�KB�?E?HKLENKT�
gel in immunosuppressed individuals has not been studied. 
0A>KNNDAE?�@ANI=PEPEO�EJ�=OOK?E=PEKJ�SEPD�=?JA�=PKLE?�@ANI=PEPEO�
-=NGEJOKJEOI�LOKNE=OEO�=J@�NKO=?A=�D=O�JKP�>AAJ�OPQ@EA@�SEPD�
?E?HKLENKT�CAH��"Bł?=?U�EJ�PDA�PNA=PIAJP�KB�LH=JP=N�=J@�RAOE?QH=N�
types of tinea pedis has not been established.

Information for Patients
1DA�L=PEAJP�ODKQH@�>A�PKH@�PDA�BKHHKSEJCġ
��� 2OA� ?E?HKLENKT� CAH� =O� @ENA?PA@� >U� PDA� LDUOE?E=J�� �RKE@�

?KJP=?P�SEPD�PDA�AUAO�=J@�IQ?KQO�IAI>N=JAO�� E?HKLENKT�
gel is for external use only.

2. Use the medication for fungal infections for the full 
treatment time even though symptoms may have improved, 
and notify the physician if there is no improvement after 4 
SAAGO�

��� �� PN=JOEAJP�>QNJEJC�OPEJCEJC�OAJO=PEKJ�I=U�>A� BAHP��1DEO�
I=U�K??QN�EJ�=LLNKTEI=PAHU�����PK�����KB�?=OAO�SDAJ�
ciclopirox gel is used to treat seborrheic dermatitis of the 
scalp.

��� &JBKNI�PDA�LDUOE?E=J�EB�PDA�=NA=�KB�=LLHE?=PEKJ�ODKSO�OECJO�
of increased irritation or possible sensitization (redness 
SEPD�EP?DEJC�>QNJEJC�>HEOPANEJC�OSAHHEJC�=J@�KN�KKVEJC
�

��� �RKE@�PDA�QOA�KB�K??HQOERA�@NAOOEJCO�
6. Do not use this medication for any disorder other than that 

BKN�SDE?D�EP�EO�LNAO?NE>A@�

Carcinogenesis, Mutagenesis, Impairment of Fertility
������SAAG�@ANI=H�?=N?EJKCAJE?EPU�OPQ@U�EJ�IE?A�S=O�?KJ@Q?PA@�
SEPD�?E?HKLENKT�?NA=I�BKNIQH=PEKJ�=LLHEA@�=P�@KOAO�QL�PK�������
(100 mg/kg/day or 300 mg/m2/day). No increase in drug related 
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JAKL=HOIO�S=O�JKPA@�SDAJ�?KIL=NA@�PK�?KJPNKH��

1DA�BKHHKSEJC�in vitro�CAJKPKTE?EPU�PAOPO�D=RA�>AAJ�?KJ@Q?PA@�SEPD�
?E?HKLENKTġ�AR=HQ=PEKJ�KB�CAJA�IQP=PEKJ�EJ�PDA��IAO�Salmonella 
and E. coli assays (negative); chromosome aberration assays 
EJ�3��� DEJAOA�D=IOPAN�HQJC�ł>NK>H=OP�?AHHO�SEPD�=J@�SEPDKQP�
metabolic activation (positive); chromosome aberration assays 
EJ�3��� DEJAOA� D=IOPAN� HQJC�ł>NK>H=OP� ?AHHO� EJ� PDA� LNAOAJ?A�
of supplemental Fe3+� SEPD� =J@�SEPDKQP�IAP=>KHE?� =?PER=PEKJ�
ĠJAC=PERA
Ģ�CAJA�IQP=PEKJ�=OO=UO� EJ� PDA�%$-/1�PAOP�SEPD�3���
 DEJAOA�D=IOPAN�HQJC�ł>NK>H=OP�?AHHO�ĠJAC=PERA
Ģ�=J@�=�LNEI=NU�
!+��@=I=CA�=OO=U�ĠE�A��QJO?DA@QHA@�!+��OUJPDAOEO�=OO=U�EJ�
�����DQI=J� ?AHHO
� ĠJAC=PERA
���J� in vitro cell transformation 
=OO=U�EJ���)��?��1��?AHHO�S=O�JAC=PERA�BKN�?AHH�PN=JOBKNI=PEKJ��
In an in vivo� DEJAOA�D=IOPAN�>KJA�I=NNKS�?UPKCAJAPE?�=OO=U�
?E?HKLENKT�S=O�JAC=PERA�BKN�?DNKIKOKIA�=>ANN=PEKJO�=P�=�@KO=CA�
KB������IC�GC�>K@U�SAECDP�

��?KI>EJA@�KN=H�BANPEHEPU�=J@�AI>NUKBAP=H�@ARAHKLIAJP=H�OPQ@U�
S=O� ?KJ@Q?PA@� EJ� N=PO�SEPD� ?E?HKLENKT� KH=IEJA��+K� ABBA?P� KJ�
BANPEHEPU�KN�NALNK@Q?PERA�LANBKNI=J?A�S=O�JKPA@�=P� PDA�DECDAOP�
dose tested of 3.85 mg/kg/day ciclopirox (approximately 1.2 
times the maximum recommended human dose based on body 
surface area comparisons).

Pregnancy
Teratogenic effects: Pregnancy Category B 

1DANA� =NA� JK� =@AMQ=PA� KN�SAHH�?KJPNKHHA@� OPQ@EAO� EJ� LNACJ=JP�
SKIAJ�� 1DANABKNA� ?E?HKLENKT� CAH� ODKQH@� >A� QOA@� @QNEJC�
LNACJ=J?U� KJHU� EB� PDA� LKPAJPE=H� >AJAłP� FQOPEłAO� PDA� LKPAJPE=H�
risk to the fetus.

,N=H�AI>NUKBAP=H�@ARAHKLIAJP=H�OPQ@EAO�SANA�?KJ@Q?PA@�EJ�IE?A�
N=PO�N=>>EPO�=J@�IKJGAUO�� E?HKLENKT�KN�?E?HKLENKT�KH=IEJA�S=O�
orally administered during the period of organogenesis. No 
I=PANJ=H�PKTE?EPU�AI>NUKPKTE?EPU�KN�PAN=PKCAJE?EPU�SANA�JKPA@�=P�
the highest doses of 77, 125, 80 and 38.5 mg/kg/day ciclopirox 
in mice, rats, rabbits and monkeys, respectively (approximately 
11, 37, 51 and 24 times the maximum recommended human 
dose based on body surface area comparisons, respectively).

!ANI=H� AI>NUKBAP=H� @ARAHKLIAJP=H� OPQ@EAO�SANA� ?KJ@Q?PA@�
EJ� N=PO� =J@� N=>>EPO�SEPD� ?E?HKLENKT� KH=IEJA� @EOOKHRA@� EJ�-"$�
����� E?HKLENKT�KH=IEJA�S=O�PKLE?=HHU�=@IEJEOPANA@�@QNEJC�PDA�
period of organogenesis. No maternal toxicity, embryotoxicity 
KN�PAN=PKCAJE?EPU�SANA�JKPA@�=P�PDA�DECDAOP�@KOAO�KB����IC�GC�
day and 77 mg/kg/day ciclopirox in rats and rabbits, respectively 
(approximately 27 and 49 times the maximum recommended 
human dose based on body surface area comparisons, 
respectively).

Nursing Mothers
&P� EO�JKP�GJKSJ�SDAPDAN� PDEO�@NQC� EO�AT?NAPA@� EJ�DQI=J�IEHG��
Since many drugs are excreted in human milk, caution should 
>A�ATAN?EOA@�SDAJ�?E?HKLENKT�CAH� EO�=@IEJEOPANA@�PK�=�JQNOEJC�
SKI=J�

Pediatric Use
1DA�ABł?=?U�=J@�O=BAPU�KB�?E?HKLENKT�CAH�EJ�LA@E=PNE?�L=PEAJPO�>AHKS�
the age of 16 years have not been established.

ADVERSE REACTIONS
&J� ?HEJE?=H� PNE=HO� ���� Ġ���
� KB� ���� OQ>FA?PO� PNA=PA@� SEPD�
ciclopirox gel reported adverse experiences, irrespective of 
NAH=PEKJODEL� PK� PAOP�I=PANE=HO� SDE?D� NAOQHPA@� EJ� �� OQ>FA?PO�
discontinuing treatment. The most frequent experience reported 
S=O�OGEJ�>QNJEJC�OAJO=PEKJ�QLKJ�=LLHE?=PEKJ�SDE?D�K??QNNA@�EJ�
=LLNKTEI=PAHU�����KB�OA>KNNDAE?�@ANI=PEPEO�L=PEAJPO���@RANOA�
ATLANEAJ?AO�K??QNNEJC�>APSAAJ����PK����SANA�?KJP=?P�@ANI=PEPEO�
and pruritus. Other reactions that occurred in less than 1% 
included dry skin, acne, rash, alopecia, pain upon application, 
eye pain, and facial edema.

DOSAGE AND ADMINISTRATION
Seborrheic Dermatitis of the Scalp 
�LLHU�?E?HKLENKT�CAH� PK�=BBA?PA@�O?=HL�=NA=O� PSE?A�@=EHU� EJ� PDA�
IKNJEJC�=J@�ARAJEJC�BKN���SAAGO�� HEJE?=H�EILNKRAIAJP�QOQ=HHU�
K??QNO�SEPDEJ�PDA�łNOP�SAAG�SEPD�?KJPEJQEJC�NAOKHQPEKJ�KB�OECJO�
=J@�OUILPKIO�PDNKQCD�PDA�BKQNPD�SAAG�KB�PNA=PIAJP��&B�=�L=PEAJP�
ODKSO�JK�?HEJE?=H�EILNKRAIAJP�=BPAN���SAAGO�KB�PNA=PIAJP�PDA�
@E=CJKOEO�ODKQH@�>A�NAREASA@�

HOW SUPPLIED
Ciclopirox gel 0.77% is supplied in aluminum tubes and LDPE 
tubes.

30 g tubes (NDC 68462-455-35), 45 g tubes (NDC 68462-455-47) 
and 100 g tubes (NDC 68462-455-94).

Store at 20-25RC (68-77R#
� ĥ0AA� 20-�  KJPNKHHA@� /KKI�
Temperature].

Manufactured by:
Glenmark Pharmaceuticals Ltd.
Colvale-Bardez, Goa 403 513, India 

Manufactured for:

Glenmark Pharmaceuticals Inc., USA
*=DS=D�+'������

Questions? 1 (888)721-7115
SSS�CHAJI=NGLD=NI=�?KI�QO=
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