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Summary of Produd Charaderistic:s 

1 NAME Of THE MEDICINAL PRODUCT 

E\/erdestlny cUndamycln cream 

2 QUAUTATMANDQUANTITATIVECOMPOSmON 

Adapaleot 0.1% w/w 
Excipi"11S wilh known elfKt 
One gram of gel contains 40mg of Propylene glycol (E152Qf 
Meihyl PJrahydroxybenzoa1e (E218). 
For 1he full list of ~cip1ents, se, section 6.1. 

3 PH!l..!!.MACEUTICAL FORM 

Cream 

A smooth white gel, 

, Q.INICAL PARTICULARS 

4.1 n-apeutic lndlcations 

CUpdllmyclris pr~ for the cutaneous treatment of aerie vulgari~ where comedones. p_apules·and pustules predominate, 
Acne of the face. chest or tiack Is aplJ(opnate for treatmeriL 

4.2 l'osol09Y MCI nMthod of administration 

Cllndomydn should be applied to the acne affected a,eas once a· day before ,.iiring and after washing. A thin film of the gel 
should be applied avoiding· the eyes and lips (see 4.4 Speclal warnings· and special IJ(Kautions for use, below), Ensure that the 
affected areas are·dry before application. 

Since it is customary to ~liemate therapies in lhe 1,eatment of acne, Ir is recommended thal thl! physiclan assess the' continued 
impr~t of the patient after three months of treatmenl wlth Olfferin Gel 

With patients fo, whom it ·is nec~s,ry to reduce 1he lrequ,ncy ol appli~1ion or 10 temporarily discontinue 1re.irnent 
frequer,cy of application may be re~tored or thetapy rewmed on~e 11 is judg.d 1.ha1 1he patient can again tol-te lhe 
treatment 

If patients use cosmetics. these should be non•cO<Oedogenk and non,astringent. 

Paediatric P'¥'1t(atiwr The safety and effectiveness of Cllndlmyetn haw not bffn studied .fn children below 12 years of age. 

4,l Cot1b el± dlartlo,w 

P~.gnancy (see section 4,6). 
Women planning a IJ(egl);ln<y. 
Hypersepsltivity to the active substance orto any of the exdpients listed in sec1ion 6.1. 

4.-t Sp• cial -••• and p,.cautlons fof' usa 

If a reaction suggesting sensltlvlty·or, severe irritation•occurs, use of the ~ica11on should be discontinued. ii the degree of 
toe.I lrrit~tlon warrar,ts. I.he p~tient should be directed to use th• mediation le$$ f~uently, to discontinue use tempor~rily 
until symptoms subs~. orto di'scontinue ·use altogether. Olfferin Gel should not come Into contact wltt, 1hi, eyes, 1110Uth, 
angles QI the nose (oute<, lower folds) or mucous membranes. It product enters the eye, wash immediately with -rm water. 
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The product should' not be applied to either bro«~ (cuts·and abfas,ons). sunbu<Md o, eczematous skin, nor should it be used 
io patients with·severe acne involving large a,eas of the llody. 
bposure to sunlight should be.minimised dunng use of OifftfT!l c;.t. 

For useJn women of child bearing pot.ential. p,egnancy and lactotion.- ·section 4.6. 
This medicine c()ntalns 40mg propylene glycol (E 1520) in i,ach g.ram whkh is f!Quivalent to 4;i, w/W. It may. cause• skin irritation. 
This medicine also contains methyl parahydroxybenzoate (E2.18)- It may caus" allergic reactions which can-possibly be delayed. . . 

4.5 lmeradlon wtt:11 otlMf mecliclnal p,od- Ind odMt fotms of hrllltadlon 

There are no J?>own Interactions with other niedk atloos wl,k h might· be used cutaneously and conamently with Oitrerin ~I. 
however, other retinolds or drugs with a similar mode of °"tioo should not be used concurrently with 1dapar.11e. 

Adap_alene is essentfally stable 10 oxygen and light and is chemically non-reactive. Whiist extensive studies In animals and ffl\ln 
have shown neither phototoxk nor pt,;,to;,Dergic~nt:ial for adar.at ~ ttie safety of using adapaltillf dunng iepeaied 
eXl)(>-sure. to sunlight or UV Irradiation has not been established in either animals o, man. Ei<Posure ·10 excessive su~light or UV 
Irradiation sl,ould be avol,ded. 

Absorption of 1dap.alene through human skin is low ($ff S.2 Phawmacokfnflk p,op.eni.s). and therefore lntenctioi'I with 
systemic med_icatlons Is unlikely. There Is no evidence !Nt the~ of oral d~ such as cootr1e•ptives and ontibiotics Is 
lnfluen<:ed by tlie wtaneous use of CLINDAMYCIN c:,eam 

Cliffenn (;el has a po\f!nllal for mild local l~tlofl..and theref~ it Is possiblf! lhal concomiWlt use of peeH119 agents. abrasive 
deane,s, s:tro,ng dryiog agents. astringents or irritanl .products ("10"1"tic and.alcoholi<; "'J'fll:5) may produce ;add_itive irritant 
effec1s. 

Howf!'e.r, e11tani,ous 1n1iacnt trHtment. (e.g. el)'lhromytjn up to 4")-.or cfindamycin phosphlte (1'16 as the base) solutions or 
beozoyl pero, lde w:ater ba~d QtiS up to 10% may be used in the morning~ cu- yc1n used at night as there is n9 
mutual degradatio n o~ cumu~.tr.:e irrit,atiqn. 

4.6 Fertility. pn19nancy and !Ktatklwl 

Pregnabc~ : 
Animal studi.s by'the oral route ha~ shoWII reproduc1lve to•idty .i high sysi:ffl!k e,posutt (Sff .s«tion 5.3). Clinical 
experience with locally applied Adapalone in pregr\1111<)' is limited ,nd the s,fe uu of Oilferin fn pregl'llncy has not bf!on 
established, but the limited availabl• data do not indlcate harmful elfKts on pregnancy or on the health of the foetus expos'e<I 
In early pregnancy. Due to the li,nlted available data and ~ a ve,y-ak cutanoous p.ass,ge of Adapalene is poulble 
Oifferin should not be used In pregnancy-or In thostflntendinq·to conceive. Physicians.should f!nsure'-that female patie.nts ·are 
not pregnant or trying to (onceM!' befote prescrili!ogdincla,nydacase of unexpected pt'egnancy. treatment-should be 
discontinued. · · 

8rl!A$1~[eec;IJng! 
No stud), on animal or human milk transfer WIS cooducted .~ef cu,.,_, applkatlon of Oifferlo. No eff«u on tho suckling 
child are anticipated since.the syslf!mk eJtP.C)'Sure.of the bre_ast•lftding womin to Differin is negligible. Oiflenn can be used 
dunn·g breastfeeding. To avoid contact e,q,osure of the infanl application of Oifferin to the chHt stiould be avoided when used 
during b,east•feediog" . . 

I,, 7 Eff- on abiN'ty to drive Ind ua m■chlMS 

Oifferin G•I has no inftuence.-on the ii>11ity to elf~ .,,d use !Ndhines. 

4.8 Undaslr■ble _,,,_ 

Ctlndunydn'.m~y cause tt,e following adverse drug reactions: 

! Body Sys1en1 (MeORA) l F•~~ 
Skin and subcu)aneous tissue disorders Common (l:.1/ tOO to <1/10) 

03 November2022· 
lalncornmon (l:. 1/1000 to <1/100) 
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~,.. O!'!Qf\e~tion 
Ory skin. 1kln lrrltatlon._ skin tiumlng sensation. 

."'Y.!h!n.ia 
Oerma_litis (0(1~ skin dls(omlon, sunburn. 
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Unknown• 

E~dlsonlen Unknown• 

pruritus. skin exroliation, acne 
Denn1tltls allerglc (allergic contact dermatitis), 
pain of slcl11. skin SWl!ll,ng 
eyelid Irritation. eytlid erythema, eyelid pn,ritus. 
~lid swl!lllng 

lmmUM.~!!." 9i~~~ __ _J/~~ciwn' ______ An!~ ~~!]1~ngi9:"d~ 
• Post martrsing suCYtilfance data 
.. . Most o·f the ,-.scs of .. ,12pliOtion .site bum" nee superfirial b.Jms but c.,ase:s,witb wond deQ<ee bµm reactkMls have be:to 
utJ>nrttcl 

8tP9Uino of suspcmd Mfvene crKJow 
R~po<ting suspected ad~rse reacuons lifter authorisation ol t~ m«ficinal product Is 1mponanl It allows continued 
monitoring of the benefiVrisk balance of the medicinal prodoct. Healthcare professlonal are asked to report any suspec,ed 
adverse ~s via HPRA Phannacovigilance. Eal1sfort Tem,ce, IRL• Dublin 2; Tel+ 353 1 6764971; Fax: + 3531 6762517. 
Website: www h«aift Email: medsafel)t@boca ie 

.t.t O.csdou 

Oifferin 6-1 is not 10 be take<1 orally and k for cutaneous use orly. If the medication k apptltd exC4t$slvely, no more rapid or 
b.!!tto, resulU will be obtained af'(l.marked redness, peeling or dscomlort may occur, 

Unless the ilfflOUl'lt.acddentally ingested is small. an appropriate metl\od of.gastric empty,ng should be considered. 

5 PHARMACOU>GICAL PltOPEmES 

5.1 ~ k p,o,-.tles 

Pha~otherapeutic Group: O10A Anti-Acne Preparations for-Topkal Use 
ATC cede: O10A003 

Ad;,palene is a retinoid-llke compound which in In-vivo and In .vitro models·9f lnflammatioll. has been demonstrated to 
possffl anti -inflamma1ory pr9pertjes: Adapalene is essenti.llly stabl-. to oxygen aod light and is chemically npn-rH(tive. 
Medlanos1Jcally • .idapalene bi11ds r.ke tretinoon to specific retinoi< acid nudur recept9rs bu~ unh~• 1,e1lnion. no1 to cy,osolic 
receptor binding proteins. 

Adapalene lf)Plied cutaneously ,s cornedolytic In· the rhino mouse model and also has~ on the abnormal processes of 
epidermal keratinization and differentiation, both or. which are present in the pathogenesis or acne vulgarl,- The mode of 
action of ~lene Is suggested to be a nonnalisation or ~~lion of follicular epithef~I cells resulting ln decreased 
mkmcomedone ronnation. 

Ad,p1lene is superior 10 referimce retinoids in standarcfantl-lnflammatory assaysc both ln•vivo and ln•vitro, Mechanlitkally, it 
lnhiblls chemotactic and chemolunetic responses of human polymorphonuclear leucocy1es and also the metabofisrn by 
lipoxidatlon of arachidonlc acid 10 p,o-inflammatory mediators. 

The profile suggests tpat the cell mediated inflammatory component of acne "!ay be modified by adapalene. S~ in 
human patienu.provide clinical evidence that,cutaneous adap.ilene is eff!'Cllve in redoong the inflammato.ry componenu of 
acne (p~pules and pustules), 

S.J ~ le propertlft 

Absorptjoo of adapalene through human sltin is low: In dloical trials measurable plasma .idapalene levels·wei'e not found 
follow;ng chronic cutaneous application to large areas of acneic skin with an analytic.a! sens,livity of 0.15 ng/ml. 

Aftef .idminislrat,on of I 14CJ adap.Jlene in rats (IV. IP, oral and rutaneous), rabbfu (IV. oral and cutaneous) and d<?gs (1V and 
oral.). radioactivi1y wH <listribu1ed in -ral !issues. the. highest lewis being found in liver. splffll. adrenals and ovaries. 
Metabolism In ahlmals has bttn t.entatiwly lden1lfied as being malnly 0 -dernethylat.ion. hydroi<ylatl(!n and ~onJugatlon. ~ 
excretion li.p,lmarily by the blll1ry route 

5 .3 Pu .. Ital aafety ci.ta 
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In animal studies, adapalene Wll5 well tolerated on cutaneous application for periods of up 10 six months in rabbits and for up 
10 IWO years In mice. 'The majon ymptoms-of toii<ity found In all animal species by 1he 01.i route were related 10 •n 
hypervitamlnosls A syndrome. and included bone dis.'°lut!on, elevated alkaline phosphai- and s light aneemla. 

large oral doses of adapaiene produced no .dverw neurological, cardiovascular or resplra10,y elf~ in anim-'5. 

Adapalffle is no1 mutagenic. As expected for a retinoid-like substance adapalene produces teratogenic effects by the oral 
route in ,ralS and rabbi!S. At cutaneous doses up to 200 -fold the therapeutic dose. producing circulating plasma levels of 
1d1p.iene, 11 least 3510 120 times higher than plasma·levels demonstrated in therapeutic u.se. a.d.apal- ir,creased the 
incidence of additional ribs in l!'llts and rabbit1, without Increasing the inc.ldence of major malformations. 

I PHAIIMAClUTICAL ,A11T1CULAIIS 

6.1 Lin of dClp ... ts 

(atb!>mer940 
Propylene glycol (E152ll) 
Po~r182, 
Olsodium edetate 
~thyt parahydroxybffl?~te (E2,l8J 
Phenoxyethanol 
Sodl<Jm hydroxide 
Purified wale< 

,.2 tncompatlblllllei 

Nol ~licabl • . 

6.4 Sjleclal ~ for itongo 

06 1101 nor• abovt 2S'C. 
Do not freeze. 

6.5 Na-.,,. Ind-~ of _,n., 
While LOPE tube with White pp $Crew cap. 
P1<k sizes: 30g. 4Sg. SOg and 60g 
Nol all pack sizes may be marlceted. 

6.6 Special prt(Mltlon1 fw dbpoNI end other handling 

No special requlrernen!S. 

A,,f unused medidnal product or'Wa<te mau,rial.should be disposed o,f in accordance with ~•I requirements. 

1 MillCETING AUTHORISATION HOU>ER 
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