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Kpépna oaAlKUALKOD 0E€0C 5% Kal aKkeTovidiov
TPLAMKLVOAOVYNG 0,1%

Salicylic acid 5% and triamcinolone acetonide 0.1%
cream

BLBALoypagiki avagopd - Tomkr vtoBétnon / Reference monograph - Local adoption

MpoéAsvon kKatL mpdéoRaocn otnv mnyn / Provenance and source access

H npoéAevon, n €k6oon Kol Ta dpLa TWY MAPEXOUEVWY QAMOCTIACUATWY/BLRALOYPAPLKWY avapopwyv dlatnpoldvTal.
To ke{pevo glval n mapexduevn Kat avabewpnuévn eyypaen Sikalias, éxL véa mARpNG avadnuoaoievon tou
npwTtoTiNoL TG NMNYNG. MNpdoPfacn oto MAAPEG MPWTOTLTO Y{vETAL OTOV EMONUO EKOATN, PE TNV AMALTOOUEVN
4beta fj ouvdpopr. Agv BNAWVETAL OTL EKKPEUEC alTnua emavdypnong €xeL eyKpLOel.

Source provenance, edition and limits of supplied extracts/references are retained. This is the supplied and
revised Sikalias record, not a newly supplied complete publisher-original text. Consult the official publisher for full
originals under the required licence or subscription. No pending reuse request is represented as approved.

Z0vOeon avagopdc / Reference formula

Bdon / Basis: 100 g

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

ZaALKUALKS 0ED 59
Salicylic acid

AKETOVI(BLO TPLAUKLVOAGVNG 0.1g
Triamcinolone acetonide

MpPomnuAevoyALKOAN g.s. g
Propylene glycol

Avlovikd yoAdkTwua O/W EX007 g.s.ad 100 g
Anionic O/W emulsion EX007

Meplypa@n okevaopatog / Preparation description
AELKN KPEUQ JUE CLUVEKTLKA LOH.
White cream with a firm consistency.

References: [1]

Apaon kai xpAon / Action and use

H AEMPS meplypd@el CUUMTWHUATLKY QVTIHETWMLON SEPPATIKWY BAABWY Ywplaong. ZaAKUALKS 0E0: KEPATOAVTIKNA
8pdon. TPLaUKIVOAOYN: KOPTIKOOTEPOELSEC E AVTIPAEYHOVWION dpdon.

AEMPS describes symptomatic treatment of psoriatic skin lesions. Salicylic acid is keratolytic; triamcinolone is an
anti-inflammatory corticosteroid.

References: [1]
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Mpobiaypagéc / Specifications

A€LKA KpEpa PE GUVEKTIKA LY. NMoodTNTEG/MOLOTNTA MPWTWY LAWY KATA §3. Agv apéyeTal E6LkS aplBUNTIKS
OpLO MEPLEKTIKOTNTOG TEALKOU TPOIGvVTOG.

White cream with a firm consistency. Quantities/raw-material quality follow §3. No specific numerical
finished-product assay limit is provided.

References: [1]

®wg / Light
To TeAlk6 okebaoua QUAGCTETAL TPOCTATEVHEVO amd PWE KAaTd Tn Hovoypapia.
The finished preparation is stored protected from light under the monograph.

References: [1]

Aépac Kat o€eidbwaon / Air and oxidation

Aev mapéxeTal HEAETN 0EEWOWTIKAC OTABEPATNTAC TOL TEALKOD HiyPaTog o0TE anaitnon adpavolg aTtudéoealpac.
Tnpe(tal o MEPLEKTNG TNG MNYAG.

No oxidative stability study of the finished mixture or inert-atmosphere requirement is provided. Use the source
container.

References: [1]

Nepo kat dtaAvtéTnTa / Water and solubility

To caAltkuALKS 0€D elvat Alyo 6laAuTd oTto vepPd Katl eLBLEALTO TNV alBavéAn katd PAO33.
MpomuAgvoyAvkdAn: n avtiotolxn kabapr mpwtn OAN Katd JP elvat avaui§iun oto vepd.
ZOALKUALKG 0ED: Alyo SlaAvutd o€ vepd- anueio THENC mMpwTNG OANG 158-161 °C.

Salicylic acid is slightly soluble in water and freely soluble in ethanol under PA033.
Propylene Glycol: JP classifies the corresponding pure raw material as miscible in water.
Salicylic acid is slightly soluble in water; raw-material melting range 158-161 °C.

References: [4], [6]

Yypaoia / Humidity

MpomuAeVOYAUKOAN: LYPOOKOTILKH - KAE(vETE auéows To Soxelo HeETA TN AYn TNG AMALTOOUEVNG MOCOTNTAG.
MponuAevoyAvkOAn: n mpwtn OAN elval vypookoriky Katd JP.

Propylene glycol is hygroscopic; close its container promptly after measuring.
Propylene Glycol: the raw material is hygroscopic according to JP.

References: [5], [6]

Oeppokpacia / Temperature

®OAaEN TeEAKOD mpoidvToc: Mpootaoia and ewg, kK&Ttw and 30°C. H eneEepyacia akoAovBEel TIG LBLKEC
Bepuokpaoieg TNG peBBdOUL.

Finished-product storage: Protect from light; below 30°C. Processing follows the method-specific temperatures.

References: [1]

pH kat cuppatétTnta / pH and compatibility

Agv op{CeTtat €18kd €0pog pH TOL TEALKOU OKELAOTUATOG. Agv TipooT(BeTal pLOULOTAG PH XWPIG TEKUNPLWHEVN
aAAayrf TnG obvBeang.

No finished-product pH range is specified. Do not add a pH adjuster without a supported formula change.
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References: [1]

AAAec aAAnAenibpaoclg / Other interactions

ZaALKUALKO 0§0: aovpBaTtdéTnTEG HE OAKEAL, dAaTa Fe/Pb kat twdlo. Ndvw and 2% pnopel va dnutovpyel
MPOBAAMATA OF [N LOVIKE YOAGKTWHUATA.

Salicylic acid: incompatibilities with alkalis, Fe/Pb salts and iodine. Above 2%, problems may occur in nonionic
emulsions.

References: [4]

Eldika otolxeia cvotaTtikwy / Ingredient-specific information

AkpBeic TauTdTNTEG: ZAAKUALKS 0D / Salicylic acid; Aketoviblo TplapkivoAdvng / Triamcinolone acetonide;
MpomuAevoyALKOAN / Propylene glycol; Aviovikd yaAdkTwua O/W EX007 / Anionic O/W emulsion EX007.
XPNOoLUOTOLo0VTAL PAPHAKOTIOWOKES TMTPWTEG DAEG TNG OPATEUTOHNEVNG €KBooNG, Ue emaAfBevon CoA. Aev aAA&CeL
avBaipeta dAag, evuddtwon A MEPLEKTIKAOTNTA. H moodTNTA g.S. KATAYPAQETAL 0TNY TTOPTIOA.

MpomuAgevoyAukdAn (1,2-nponavodidAn): dyxpwpo, LEWdeG vypd avapi&Lpo pe vepd, mov Aettovpyel WG ouvdLAADTNG
KoLl LYpavTiké. H napovaia tTnG o€ pikpr moodtnTa dev anodelkvieL enapkr ouvtripnaon.

MPOTMLAEVOYAUKOAN: MPWTN OAN UE XOPAKTNPLOUO SLaALTOTNTAC OTO VEPS «avaM(ELUN» KaTd JP.
MPOTMULAEVOYAUKOAN: MopaAaBr HE TALTOTNTA ApPXLKOL Mapaywyoy, mapTida kat aELdmioTo moTtonolnTikd. MNa TLg
OXETLKEG MPWTEG VAEG, TO FDA avagépel EAeyx0 SLatBuAevoyAukOANnG (DEG) kat atBuAevoyAukdAnG (EG), kaOegudg
€w¢ 0,10% oOpeWva PE TNV EQapPooTéa ovoypagia. To dplo agopd TNV MPwTn VAN.

Exact identities: ZaAlkvuALlké oED / Salicylic acid; Aketovidlo TpLlapkivoAdvng / Triamcinolone acetonide;
MpomuAevoyALKOAN / Propylene glycol; Avioviké yaAdkTwua O/W EX007 / Anionic O/W emulsion EX007. Use
pharmacopoeial raw materials of the referenced edition, with CoA verification. Do not arbitrarily change salt,
hydration state or strength. Record the actual q.s. amount in the batch.

Propylene glycol (1,2-propanediol): colourless viscous water-miscible cosolvent and humectant. A small amount
does not establish adequate preservation.

Propylene Glycol: raw-material water solubility is classified as miscible by JP.

Propylene glycol: retain original manufacturer, lot and reliable certificate. For the applicable raw materials, FDA
describes DEG and EG testing, each limited to 0.10% under the relevant monograph. This is a raw-material limit.

References: [11], [5], [6], [7]

ZuvOnkec mapaockevng / Compounding conditions

Epyaotnplakd meptBAAAOV KaTd Tov Mapaneunduevo AEMPS PN: 25+5°C kat oxeTikr vypacia =60%, eKTéG av n
€101k obvBeon anattel SlagopeTikd. H Beppokpacia meptBdAAovtog dlagépet and tn Bepuokpaoia eneEepyaoiac.

Laboratory environment under the referenced AEMPS procedure: 25+5°C and relative humidity =60%, unless the
specific formulation requires otherwise. Room temperature differs from processing temperature.

References: [2]

Mpootacia epyalopévwy / Staff protection

KaBapr mpootateuTikr evbupaoia kat KAAVUHO KEQAARG Katd AEMPS PN/L/PG/002/00. Onov undpyet mbavéTnTa
MG, KATAAANAa ydvTia: mpootacia avamvonG/oe0aApwy 6mov o Xelplondg okévng To anattel. To akpLBEG
LALKS yavTLol, 0 aepLoudc Kat n mpootaoia avanvori¢ kabopilovtatl and SDS kat Tomkr ektinnon ékBeong.
ZaALKUALKG 0&0: amopUyeTe okdvn, €Lamvor Kat enaer pe pdtia/BAevvoydvous: mpooTacio 0POAAUWY.

Kabapr HoKpLUPAVLIKN EpyaoTnplakr evdupaoia, KEAALYN HAAALWY KL YEVTLO KATA TOV XELPLOUS. AAAQYH YOVTLWV
META amnd emudAvvaon/ebopd.

Xelplotelte TN TOyLon kot AstotpiBnon oe xwpo/dldtagn mov neplopifel Hlaomopd Kovlwy, e mpooTaaia
0QOAAHWY- 0 TUTIOG AVATVELOTIKAG TpooTaciag kaBop(leTal and tTn ocLYKEKPLUEVN €KBEDN.

Clean protective clothing and head covering under AEMPS PN/L/PG/002/00. Use suitable gloves where contact is
possible and respiratory/eye protection where powder handling requires it. Exact glove material, ventilation and
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respiratory protection must follow the SDS and local exposure assessment.

Salicylic acid: avoid dust, inhalation and eye/mucosal contact; use eye protection.

Clean long-sleeved laboratory clothing, hair covering and gloves during handling; change gloves after
contamination or damage.

Contain powder during weighing and trituration and use eye protection; select respiratory protection for the
actual exposure.

References: [3], [4], [8]

ExTtipnon kivdovov / Risk assessment

KopTlkooTepoelbég ae XapnAn MepLeKTIKOTNTA: Kp{own n akpiBela COylong Kat n opoloyévela. H mnyri avaeépel
OLOTNUOTLKA TOEKAOTNTA O HEYAAEC EMPAvELEG/uYNAEG BOoELg, 1BIWC oe MaLdLd Kal gg vePPLKN i NMATIKA
QveENApKELQ.

MpomuAevoyAvkOAn: vroAoy{CeTal N cLVOALKH €kBean amd dAa Ta pdpuaka, Wlwg o veoyvd, madld KATwW TwWv 5
ETWV KoL veppLkA/NnaTikr duoAettovpyla. MNa and tov otduatog xopriynon: mg/kg/nuépa = mg/mL X mL avd
nuépa + Bapog kg.

ZuykekpLuévn moptida avagopdg: 100 g. MpwTo ovoTaTikéd: ZaAKLUALKS 080, 5 g. EAEYETe avegdpTnTa TN XNMUIKA
HOP®H, TIC HOVABEC Kal KABe KALLdKkwaon mpy and Joylon.

EAéyETe oelpd mpoadrikng, dlagopd Bepuokpaciac pdoewy Kal opoloyEévela HETA TNV YOEN. AlaXWPLOUOG ATEWY
propel val aAAGEEL TOTILKA TIEPLEKTIKOTNTA KOl KATAVOUN cuvTnenTikoU- 6ev anokablotatal avbaipeTa pe
nPdoBeTO VEPS 1] YOAAKTWHATOTIOWNTH.

Kataypdyte yla TNV TOMKA avdAuvon nocdtnTa avd Napaokevr, ouxvéTnta epyaciog, dLapKeLa avolkTol
XELPLOMOD, TBAVEG 06006 €KBEONG KL AMOTEAECUATIKOTNTO TWY HETPWY eAEYX0L. AuTd elval atowela elaédouv
NG agloAdynong: 6ev amodibeTal MPOoXNUATIKAC TEALKOS BaBudC KlvdOvou.

Znueio eAéyyov amodéopevons: EAEYETE CLUOOWHATWUATA, KPLOTAAAOLC, TOTILKEG BLOPOPEC LPNG KaL EAEDBEPO
LYPO HETE TNV OAOKARPWON TNG HUEBBBOL. KaTtaypdyte yewpeTpla avduEng, péyeboc naptidag Kol MPAYHATIKES
Beppokpaoiec: peTa@opd aplBpol oTPoPWY 08 GAAO avaULKTAPA 6ev amodelkviel Looduvauia.

Low-concentration corticosteroid: weighing accuracy and homogeneity are critical. The source reports systemic
toxicity with large areas/high doses, especially in children and renal or hepatic impairment.

Propylene glycol: assess exposure from all medicines, especially in neonates, children under 5 and renal/hepatic
impairment. For oral dosing: mg/kg/day = mg/mL X daily mL + body weight in kg.

Reference batch: 100 g. First ingredient: Salicylic acid, 5 g. Independently check chemical form, units and every
scale conversion before weighing.

Check addition order, phase-temperature difference and uniformity after cooling. Phase separation can alter local
strength and preservative partitioning; do not repair it arbitrarily with water or emulsifier.

For the local assessment record quantity per preparation, work frequency, duration of open handling, potential
exposure routes and effectiveness of controls. These are assessment inputs; no fictitious final risk score is
assigned.

Release checkpoint: inspect aggregates, crystals, local texture differences and free liquid after completing the
method. Record mixing geometry, batch size and actual temperatures; copying rpm to another mixer does not
establish process equivalence.

References: [1], [5], [11], [13]
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Tekpunpiwon BUD / BUD rationale

Aldpkela otnv mnyr: H €8k povoypagia avagépel 3 prjveg und Ti¢ Kaboplopéveg ouvBAKeC. MpdKeLTal yLa
neplodo tNC mNyng, OxL yla aveEdptnta emPBeBatwuévn otabepdTnTa TNG TOMKAC MapTidac. Anatteltal
avTtioTolyion obvBeonc, cuVTNPENTLKOD, TEPLEKTN Kal GOAAENC, EAEYXOC TWV LOXVOLOWY AMALTACEWY Kol £yKpLan
LTELOUVOL. H MpayUATIKA NUEPOUNVI HEVEL KEVH.

H dudpketa avtr elvat 0dnyla TNG CLYKEKPLUEVNG QappoKoToLaG/MNYAG. ZTOV MapdvTa EAeyx0 dev emaAnBe0TNKE
TMAAPNG MPWTOYEVAG HEAETN TIOL VA TEKUNPLWVEL TALTOXPOVA XNULKH, UOLKHA Kal UKPOBLOAOYLKH EMEKTAGCN TNG
(dlag TeAkrig obvBeong.

EMAEYEVOC YEVIKOG KOVOVAC: €WC 35 NUEPEC YL LBATIKA HOPPH HE KATAAANAO oOOTNUA CLVTHPNONC OTNY TEALKH
obvBeaon Kat pH. Xpnaotwdonotjote 20-25 °C, i 2-8 °C yévo étav n nnyr To emTpénel/anattel Kat N popen
TMUPAPEVEL KATAAANAN. Agv entapkel N ovopacoia evédg ouvTnPENTIKOL €AV LTS €xel apalwOel, adpavomolndel
peETaepOBel o GAAN @don.

To 6pLo BLBALOYPAPLKAG ava@opd TnG napovoag £€kdoong elvat n cuvToudTePN HETAED TNG MapaTdvw dLdpKeLag
mNYAG Kat Tou yevikoL oplov. MNa napdtaon anatte{tal TeKunEiwaon mov KAAOTTEL
5paoTIKA/EKDOXO/MEPLEKTIKATNTA, MEPLEKTN, Bepuokpaaia, HEO0B0 eVOELKTIKY OTABEPSTNTAC KaL, Yla LOATLKN
EMEKTAON, TNV AMOLTOOMEVN HIKpoBLloAoyikr Tekunpiwon. Epapuootéa enionun USP-NF povoypagia aglooyeital
XWPLOTAE 010 MAAPEG KE(PHEVS TNG.

Huepounvia xpriong = n evwpitepn emtpenth NUepounvia and napaokevr + emAeyUévn dldpkela, AREELC TPWTWY
LAWY Kal TUYXEY CLUVTOUOTEPO TEKUNPLWHEVO 6pLo. O xpdvog HeTA To dvolypa dev mapate{vel To ouvoAkd BUD. H
TEAKH NUEPOUNVI{O CUPTANPWVETAL YLO TN OLYKEKPLUEVN AP T{BA PETA TOUG EAEYXOUG.

O yevikdG kavédvag amnoteAel ouvTNPENTLIKS dPLo EMAOYAG Kol OXL MELPAMATIKA anddelgn otabepdTnTag TNG
nopTidac. H katnyopia ovuvdéeTal ye TNV TEAKA oOVOEON, TN guVTAPNON KAl TG EMTPENOUEVEG BepUokpaaieg. H
T aw 6gv mMpokOTTEL and To MocoaTéd vEPOL N TNV amMWAeLx KaTtd TNV EApavon. MNa tekunpiwon xpnoluonotiote
SOP-014 kat F-006- ywa €161krj aw, SOP-017 kat F-012.

H USP 6ev anattel pétpnon aw og k&Be un oteipo napackedaopa. H tekpunplwpévn tagwéunon tng
OLYKEKPLUEVNG a0vBeang umnopel va xpnothomnole{tal wg 0dnydc: kataypdeeTal pntd we ekTiunon Kat éxL we
pétpnon. Auei{BoAn r oplakr Tagwéunon anattel €6Lkd TEKPAPLO A KATAAANAN H€TPNoN. H nuepounvia TeALKOO
oKkeLAopaTog 6ev vmepBaivel Tn SlaBéoun NUEpounvia Twy BN MOUPACKEVATUEVWY CLOTATIKWY/BACEWY, EKTOC OV
€xeL voBeTnOel emapkAC 16K TEKUNPlwon yia TNV akpLBr TeAKA obvBeaon.

Period reported by source: The specific monograph states 3 months under its specified conditions. This is a source
period, not independently verified stability of the local batch. Match composition, preservative, container and
storage, check applicable requirements and obtain responsible approval. The actual date remains blank.

This duration is a specific formulary/source instruction. This review did not verify a complete primary study
establishing chemical, physical and microbiological extension for the same finished formulation.

Selected general rule: up to 35 days for an agueous form appropriately preserved in its final composition and pH.
Use 20-25 °C, or 2-8 °C only where permitted/required by the source and compatible with the dosage form. A
preservative name is insufficient if it is diluted, inactivated or partitioned into another phase.

The reference-policy ceiling in this edition is the shorter of the source period above and the general ceiling.
Extension needs matching active/excipients/strength, container, temperature, a stability-indicating method and
the required microbiological evidence for agueous extension. An applicable official USP-NF compounded
monograph is assessed separately in its complete text.

Use-by date = the earliest allowed date from preparation plus selected period, ingredient expiries and any shorter
supported limit. In-use dating never extends overall BUD. Complete the actual date for the batch after the
required checks.

A default is a conservative dating limit, not experimental proof of batch stability. Its category depends on final
composition, preservation and permitted temperatures. Water percentage or loss on drying does not determine
aw. Document using SOP-014/F-006; use SOP-017/F-012 for specific aw evidence.

USP does not require water-activity measurement for every nonsterile preparation. A justified classification of the
actual formulation may guide dating; record it explicitly as inferred, not measured. Uncertain or borderline
classification requires specific evidence or a suitable measurement. Finished-product dating does not outlast the
available dating of previously compounded components/bases unless adequate specific evidence for the exact
finished preparation has been formally adopted.

References: [1], [9], [10], [12], [14]
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Mpoamairtovpeva / Prerequisites

Agv anotteltal xwploth BAoN PE KWOLKS HNTPWOUL. TuxOv gunoptkd dxnUa MAPAUEVEL TO AKPLBEC KATOVOUALOUEVO
npotév tou nivaka.

No separately registered base is required. Any commercial vehicle remains the exact named product in the
formula table.

References: [1]

EEomAlonog / Equipment

Zuyo6¢ KaTtdAANANG eAdxlotng C0ylong, youdi/omepog i opoyevonolnthc, 6oxela avaulEng, ondTouvAeg,
BepudueTpo dTav vnidpyeL B€puavan, dpyava oykopéTpnong yla moodtnteg mL.

Balance with suitable minimum weight, mortar/pestle or homogeniser, mixing vessels, spatulas, thermometer for
heated processes and volumetric equipment for mL quantities.

References: [1]

M£0060¢ mapaokevng / Compounding method

1. MapaokeLAOTE KOl EAEYETE TO aVIOVIKO YAAAKTWwHO EXO007.

2. AewotpLBroTe Kat avoiETe KaAG TIc 600 dpaoTIKEC 0TO YOULbL.

3. Awoomnelpete oTnY EAdyLOTN avayKaio MPOTMVAEVOYAUKOAN WOTE va oxNUATIO0e( opoloyevic ndoTa.

4. NMpooBéoTte atadlakd tTnv yuxpr Bdon, avadebovtag Pe To EUBOAO. ZUUNANPWOTE HE BAan HEXPL CUVOALKH UATa
100 g KOl OOYEVOTIOLAOTE.

1. Prepare and check anionic emulsion EX007.

2. Finely triturate and mix both actives in a mortar.

3. Disperse in the minimum necessary propylene glycol to form a uniform paste.

4. Add the cooled base gradually while mixing with the pestle. Make up to a total mass of 100 g with base and
homogenise.

References: [11], [2]

MNapatnpnioels / Observations

H ouvtayn amattel aviovik Bdaon EX007. Asv avtikadiotatal avbaipeta Ye PN LOVIKA KPEPa, 16{wG e OAALKUALKS
0EV 5%.

The formula requires anionic base EX007. Do not arbitrarily substitute a nonionic cream, particularly with 5%
salicylic acid.

References: [1]

MepLékTnG KaiL cvokevaoia / Container and packaging
AdLagavécg Balo ) mAaoTtikd owAnvaplo.
Opaque jar or plastic tube.

References: [1]

EmioApavon / Labelling

Kpéua gaALKUALKOD 0E€0G 5% Kat akeTovidiov TplapkivoAdvng 0,1%
EEwTeptkn xprion

Nocétnta: _ Noaptiba:

MNapaokevdotnke: _ XpAon éwg:

AoBeviig / 86on / ouyvéTnTOo:

®OAAEN: Mpootacia and pwc, kdtw amnd 30°C.

©eppokpaoia yla To BUD auTtig tTng naptidag:
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Salicylic acid 5% and triamcinolone acetonide 0.1% cream
External use

Quantity: __ Batch:

Prepared: __ Useby:

Patient / dose / frequency:

Storage: Protect from light; below 30°C.

Temperature for this batch BUD:

References: [1]

MoloTikog éAeyxocG / Quality control

Katd AEMPS: 0pyavOANTITLKA XapaKTNPELOTIKA Kal TEAKA Hdla. Z€ mopaywyr MopTdwy emnAéov ekTaoludTnTA
PN/L/CP/003/00, t0mo¢ yoaAakTwHatog PN/L/CP/002/00, pH yia O/W katd PN/L/CP/001/00 Kot HKPORLOAOYLKAG
éAeyxoc RFE 5.1.4. Aev op{Covtal edw €l6LKA dpLa MEPLEKTLKOTNTAC HPpACTIKWY 1 pH- amattodvTal TOTKE KpLThipLa
TP TNV anodéopevon.

EA€yX0G MOAVOALKWY MPWTWY LAWVY: Yo papUaKela, EAeyXoG KEBe mapTidag | TEKUNPLWEVN dlac@dALlan eAEyxoL
and a&lénioto npounBevtr Katd FDA. H anAr tavtonoinon pe IR dev anokAeiet DEG/EG.

H uébodog, to éplo anodoync, N MPAYHATIKN TIUA KoL 0 EAEYKTAC KaTaypdgovTal XwploTd oto F-005. Anotuyia
Kplowng mpodlaypa@rc odnyel o kapavtiva Kat dtepebivnon katd SOP-015- n emavadAnyn eAéyxwv xpeldleTal
attoAdynon.

Under AEMPS: organoleptic properties and final mass. Batch production additionally requires spreadability
PN/L/CP/003/00, emulsion type PN/L/CP/002/00, pH for O/W under PN/L/CP/001/00 and microbiological testing
under RFE 5.1.4. No formula-specific active-assay or pH limits are specified here; local release criteria are
required.

Polyol incoming QC: pharmacies test each lot or ensure documented testing by a reliable supplier, as described by
FDA. IR identity alone does not exclude DEG/EG.

Record the method, acceptance criterion, actual result and reviewer separately in F-005. A critical specification
failure requires quarantine and investigation under SOP-015; retesting needs justification.

References: [11], [2], [7], [13]

®0Aain / Storage
Mpootacia and ewg, kK&tw and 30°C.
Protect from light; below 30°C.

References: [1]

A1aOeon / Dispensing

H nnyn avagépel 1-3 epapupoyég/nuépa atnv mpooBeRAnuévn, kabapr Kat oteyvh neploxr. OxL KATW TwY 2 ETWVY,
o€ aAAepyl{a CUALKUALKWVY/KOPTLKOOTEPOELOWY, 0€ BAgvvoydvoug ) SlaBpwpévo €pua. OxL andepagn xwplc
LOTPLKEA EVTOAN. ATOQUYETE EKTETAMEVN/MAPATETAMEVN XPAON KoL GUVEVLACOUS UE AAAD KEPATOAUTIKG.

The source gives 1-3 applications/day to clean, dry affected skin. Do not use under age 2, with
salicylate/corticosteroid allergy, on mucosa or eroded skin. No occlusion without medical direction. Avoid
extensive/prolonged use and combination with other keratolytics.

References: [1]
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v9_controls / v9_controls

To apBunTiké 6plo oto apyelo elval pévo 6pLo BLBALOYPAPLKAC avapopdc UTd TIC £LBLKEC TPODTOBETELC. Agv €YEL
opltotel BUD mpayuaTikAc mopTidag Kat 6ev éyxouv napaydel petprioelc aw. H akplBrigc obvBeaon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N GUAAEN Kol Ta aTolxela eAéyyou PEMEL val YKPLOODVY YLl TN CUYKEKPLUEVN
epapuoyn. H évap&n touv vrmoAoylopol BUD eival n évapEn tng napaokevig. Epapudletal To GUVTOUGTEPO
TEKUNPLWHEVO 6PLo, PE XWPLOTO €AeyY0 BLdpKeELaG HETA TO dvolypa. Ta dpla USP elval texviké mAaiolo kat dev
napovotdfovtal wg eAANVIKY vouobeaia.

The numeric value is a literature reference ceiling subject to its specific conditions. No actual batch BUD has been
assigned and no aw measurements have been produced. The exact formula, prerequisites, container, storage and
quality evidence require approval for the actual application. The BUD clock starts when compounding begins. Use
the shortest applicable supported limit and assess in-use dating separately. USP categories are a technical
framework and are not presented as Greek legislation.

AVEEGPTNTN EAANVLKA KOl ayYALKH andédoon/opydvwaon oTolxelwy TNG avaeepdpuevnc mNyng. Aev anoteAel enlonun petdgpaon fi €ykplon tTov
€kdOTN.

Independent Greek/English adaptation and organisation of facts from the cited source. This is not an official translation or publisher
endorsement.

Mnyéc katL mapamnounég / Sources and references

[1] FN/2003/FMT/004 ACIDO SALICILICO Y TRIAMCINOLONA ACETONIDO, CREMA DE

FN/2003/FMT/004 | Master formula §§3-4; packaging/storage 8§5; description §6; period §7; use/precautions §88-12 and patient leaflet | specific
formulation | 2026-09-10

https://www.aemps.gob.es/formulario-nacional/monografias/formulas-magistrales-tipificadas/fn_2003_fmt_004.pdf
[2] PN/L/FF/002/00 ELABORACION DE EMULSIONES
PN/L/FF/002/00 | §4.3 environment; §4.4 method; §4.6 controls | general procedure | 2026-09-10

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-formas-farmaceuti
cas/pn_|_ff_ 002_00.pdf

[3] PN/L/PG/002/00 INDUMENTARIA

PN/L/PG/002/00 | Clothing and protective equipment | general procedure | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_|_pg_002_00.pdf
[4]1 FN/2003/PA/033 SALICILICO, ACIDO

FN/2003/PA/033 | Raw-material properties, handling and incompatibilities | raw material | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_033.pdf

[5] EMA - Questions and answers on propylene glycol used as an excipient, EMA/CHMP/704195/2013

9 October 2017 | Sections 1-3 and annex | ingredient facts | 2026-09-12

https://www.ema.europa.eu/en/documents/scientific-guideline/questions-and-answers-propylene-glycol-used-excipient-medicinal-products-hu
man-use_en.pdf

[6] MHLW - Japanese Pharmacopoeia XVIII: Propylene Glycol
JP XVIII, 2021; English text | Printed p. 1600; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[7] FDA - Testing of Glycerin, Propylene Glycol, Maltitol Solution, Hydrogenated Starch Hydrolysate, Sorbitol Solution, and Other High-Risk
Drug Components for Diethylene Glycol and Ethylene Glycol

May 2023, revision 1 | Recommendations; section on pharmacy compounding | raw material quality | 2026-09-12
https://www.fda.gov/media/167974/download

[8] ASHP - USP <795> Key Changes

2023 | pp. 1-3: scope, water activity and staff precautions | professional guidance; not the licensed USP chapter | 2026-09-12
https://www.ashp.org/-/media/assets/pharmacy-practice/resource-centers/compounding/docs/USP-795-Key-Changes.pdf

[9] Texas State Board of Pharmacy - adopted 22 TAC §291.131, nonsterile compounding

Texas Register, 7 June 2024 | Beyond-use dating: aw categories, 14/35/90/180 days, limits and extensions | public regulatory implementation
of USP <795> BUD framework; not Greek law | 2026-09-12

https://www.sos.state.tx.us/texreg/archive/June72024/Adopted%20Rules/22.EXAMINING%20BOARDS.html
[10] lllinois IDFPR - Nonsterile Compounding Self-Inspection Report
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Public checklist, retrieved 12 September 2026 | pp. 15-16, Establishing beyond-use dates | Public regulatory implementation of USP <795>;
not Greek law; general limits and requirements for extension | 2026-09-12

https://idfprapps.illinois.gov/Forms/PDFs/NONSTERILECOMPOUNDINGSELFINSPECTIONREPORT.pdf
[11] NIOSH - Managing Hazardous Drug Exposures: Information for Healthcare Settings

2023; DHHS (NIOSH) 2023-130 | Risk assessment; printed pp. 27-33, activity/formulation control table | Workplace exposure, hierarchy of
controls and activity-specific PPE; US government public-domain document | 2026-09-12

https://www.cdc.gov/niosh/docs/2023-130/2023-130.pdf?id=10.26616%2FNIOSHPUB2023130
[12] USP - Compounding Standards and Beyond-Use Dates, 2022 update

November 2022, published by USP; public copy hosted by Mississippi Board | pp. 1-2; nonsterile table | Risk-based default categories; not
product-specific stability or Greek law | 2026-09-12

https://www.mbp.ms.gov/sites/default/files/2023-03/USP_Compounding_BUD_Fact_Sheet.pdf
[13] PIC/S - Guide to Good Practices for the Preparation of Medicinal Products in Healthcare Establishments

PE 010-4, 1 March 2014 | Chapters 1-9; Annex 2 (nonsterile liquids, creams, ointments) | Professional quality-system framework; not
automatic national legal adoption or certification | 2026-09-12

https://picscheme.org/docview/3443
[14] USP - General Chapter <795> FAQs (official, updated 1 November 2023)

Updated 1 November 2023; retrieved 14 October 2026 | Q52, Q61-64; use with the applicable full chapter | Water-activity classification,
component dating and BUD documentation; general professional framework, not a Greek legal adoption or formula-specific study |
2026-10-14

https://pages.usp.org/rs/711-SXF-172/images/HQS%20-%20USP%20GC%20795%20FAQs.pdf?version=0
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