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AvaAynTik aAot@n HEVOOANC 10% Kat CaALKLDALKOD
REOULALOL 15%

Menthol 10% and methyl salicylate 15% analgesic
ointment

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

Pakeukr nevbdAn 1049
Racemic menthol

ZaALKUALKG PEBOALO 15g
Methyl salicylate

Kitpwog knpdg HEALGTWV 10g
Yellow beeswax

AavoAivn 659
Lanolin

Meplypa@n okevaopatog / Preparation description
Kitpwwnr, Autapr] otnv a@r aAolpr] HE XOPAKTNPLOTLKI OOUH.
Yellowish, greasy ointment with a characteristic odour.

References: [1]

Apaon kaiL xpAon / Action and use
JOUMTWHATLKA TOTKA avakoOeLon HUAAYLWY Kol apBpaAyLlwv Katd tnv AEMPS.

Symptomatic topical relief of muscle and joint pain according to AEMPS.

References: [1]
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Mpobiaypagéc / Specifications

Kitpwwnr, Atnapr otnv agrf oaAolgr HE XapakTNPLOTIKA oour. MoocdTNTEG/MOLOTNTA MPWTWY LAWY KOTA §3. Agv
nopéxeTal el6Lkd aplOunTIké 6plo MEPLEKTIKOTNTAC TEALKOD POoidvTOC.

Yellowish, greasy ointment with a characteristic odour. 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.
ZOALKLALKS pEBVALD: pooTaoia MPWTNG DANG aTd PWG.

The finished preparation is stored protected from light under the monograph.
Protect methyl salicylate raw material from light.

References: [1], [5]

Aépac kKal oeidbwon / Air and oxidation

Agv opExeTAL HEAETN OEEWOWTIKAG O0TABEPATNTAC TOL TEALKOU HiyHaTog o0Te anaitnon adpavolc atudopalpag.
Tnpeltatl 0 mepLEKTNG TNG MNYHAG.

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

References: [1]

Nepo kat SuaAvtoTtnTa / Water and solubility

H pakepkr) HEVOSAN elvat MPaKTLKA adldAvTn oto vePS Kat MOAD SlaAvTH otnv atbBavoAn katd PA021.
MevBOAN: mpakTikd abldAvtn og vepd, eLBLEALTN o€ Atmapd éAata Kot bypr mapagivn, MoAL Alyo SlaAvtr 0Tn
YAUKEPOAN.

Racemic menthol is practically insoluble in water and very soluble in ethanol under PA021.
Menthol: practically insoluble in water, readily soluble in fixed oils and liquid paraffin, very slightly soluble in
glycerol.

References: [4]

Yypaoia / Humidity

Agv dlveTal aplBunTiké 6pLo oxeTikiG vypaciag yla To TeEAkO okeDaopa. ATtogebyovTtal SLaBpoxr MPWTWY LAWY
KO HETAPOPA CUUMUKVWHUETWY OTOV MEPLEKTN.

No numerical relative-humidity limit is given for the finished product. Prevent raw-material wetting and
condensation entering the container.

References: [1]

Osppokpacia / Temperature

®OAOEN TEALKOL TIpolévTOoC: KdTtw and 25°C kat npootacia and ewc. H eneEepyaocia akoAovbel TIG ELOIKEC
BepUoKpaoieg TNG HeEBBBOUL.

Pakeutkry HevBOAN: onueio THENG nepinov 34 °C. H mAnpogopia apopd tTnv mpwTn OAN Kl Tn pevotonoinor Tng
KaTA TOV XELPLOWO.

Finished-product storage: Below 25°C; protect from light. Processing follows the method-specific temperatures.
Racemic menthol melts at approximately 34 °C; this is a raw-material processing characteristic.

References: [11], [4]
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pH kai ovpBatétnta / pH and compatibility

Agv op{CeTtat 16kd €0pog pH TOL TEALKOD OKELAOUATOG. Agv TipooTiBeTal pLOULOTAG PH XWPIG TEKUNPLWHEVN
oAAayr TNG obvBeang.

No finished-product pH range is specified. Do not add a pH adjuster without a supported formula change.

References: [1]

AAAeGg aAAnAemibpaoelg / Other interactions
MevBOAN: e0TNKTA MiyHOTO HE KOUQOPE/BUUOAN: aoLUBATOTNTA E LOXUPA 0EELBWTLKE.
Menthol forms eutectic mixtures with camphor/thymol; incompatible with strong oxidants.

References: [4]

Eldika otolxeia cvotaTtikwy / Ingredient-specific information

AkpBeic TavtdTnTEG: PakeUk LEVBOAN / Racemic menthol; ZaAlkuAlkd peBOAL0 / Methyl salicylate; Kitpwog
KNpPoc ueAloowv / Yellow beeswax; AavoAivn / Lanolin. Xpnotuomnolodvtotl gopUoKOTOLUOKES TPWTEG DAEC TNG
napaneunépevne €kdoong, e enaAriBevon CoA. Aev aAAdleL avBaipeta AAag, evuddTwon f meplektikéTNTA. H
noodTNTA g.S. KaTaypd@eTal otnv naptida.

Exact identities: Pakepikr] pevBdAn / Racemic menthol; ZaAtkvAkd peBOALo / Methyl salicylate; Kitpwog knpdg
MEALTOWY / Yellow beeswax; AavoAivn / Lanolin. Use pharmacopoeial raw materials of the referenced edition, with
CoA verification. Do not arbitrarily change salt, hydration state or strength. Record the actual g.s. amount in the
batch.

References: [1]

ZuvOnkec mapaockevnG / Compounding conditions

Epyaotnplakd neptBdAAov Katd tov napaneundpevo AEMPS PN: 25+5°C kat oXeTIkA vypaaia =60%, EKTOC av n
€101k obvBeon anattel SlapopeTikd. H Beppokpacia meptBdAAovtog dlagépet and Tn Bepuokpaoia eneEepyaoiag.

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 npootatevTik evbuuacia Kot KAALHPA KEQAANC kKatd AEMPS PN/L/PG/002/00. Omou umtdpyet mbavéTnTA
€MOPrG, KATAAANAa ydvTia: mpootacia avamvoiG/oeBaApwy 6mou o Xelplondg okévng To anattel. To akpLBEG
LALKS yavTLol, 0 aepLlopdg Kat n mpootacia avanvorg kabop{Covtatl and SDS kat Tomkn ektipnon €kBeong.
MevBOAN: mpooTtacio 0POAALWY Kal AMoQLYH €MAPHG/ELOTVOAG okdvng.

KaBapr HOKPLHAVLIKN EpyaoTnELakr evduuacia, KAALYN HOAALWY KoLl YAVTLA KATA TOV XELPLond. AAAQYH YAVTLWY
META amd emudAvvon/ebopd.

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
respiratory protection must follow the SDS and local exposure assessment.

Menthol: eye protection and prevention of contact/dust inhalation.

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

References: [3], [4], [6]
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ExTtipnon kivdovov / Risk assessment

ZAALKUALKO HEBDALO 15%: enavelAnpuévn e@apuoyr] o€ HeydAn enpdvela pmopel va 06NyAOEL 0€ CLOTNUATLKA
ToElkOTNTA. AAAEPY(a O€ OAALKLALKA | GAAQ CLOTATLKA.

ZAALKUALKO HEBDALO: GLOTNUATIKEA TOEKOTNTA O HEYAAN €KTOON EQAPUOYHC/LUTIEPEKOEDN.

MevBOAN: amopelyeTal EMAPA HE PLVIKOOC BAEVVOYOVOLG HIKPWVY TIALOLWIV: €X0oLV avapepBel Aapuyylkdg onaoudc
Kal KATAPPELON O MALBLA KATW TWY 2 £TWVY. AMOPLYH AVOLKTWY TPAVHATWY Kol BAevwoydvwY.

ZuykekpLuévn moptida avagopdg: 100 g. Mpwto ovotatikd: Pakeptkr HEVOOAN, 10 g. EAEyEte avegdpTnTa TN
XNUIKA Hopor, TIG HoVADdECG Kal KABEe KALUdKwaon mpwy and Coylon.

EAéyETe opoldpopen dlaomopd TNG SPACTLKAG KoL AMoVo{d CLUOCWHATWHATWY LETA TNV YOEN. YiepBEpavan,
eloaywyn vepoL fj aAAayr Bdong eTaBAAAOLY TO MPOPIA TNC MAPACKEVAC: KATAYPAYTE MpayuaTikr andédoon Kat
QTMWAELEC HETAPOPAGC.

KataypdyTe yla TNV TOMKA avdAuon moodTnTa avd napaokevr], ouxvotnTa epyaoiag, dtdpkela avolkTtol
XELPLOMOD, TBAVEG 00006 €KBEaNG KL AMOTEAECUATIKOTNTO TWY HETPWY eAEYX0L. AuTd elval atowela elaédov
NG agloAdynaong: 6ev amodibetal MPooXNUATIKAC TEALKOG BaBUdC KlvdOvou.

©epuLlkd aTAdL0 TNG oLyKeKPLPEVNG Bladlkaalac: eAEyETE BepUdPETPO, TPOTIO BEPUAVONG, XPOVLKH BLdpKeLa Kot
anopuyr LePBEpUavVONG/anWAELAg dLaADTN. To TéAog avAulEng dev TavTileTal pe TeEKUNPLwPEVN YOEN 1 A PN
opoyevormoinon.

Inueio eAéyxouv amodéapevong: eAEYETE CUOOWHATWHATA, KPUOTAAAOLG, TOTILKEG BLAPOPEC LPNAG KAl EAEVBEPO
LYpPS6 HETE TNV OAoKARpwon TNG pEBSdov. Kataypdyte yewpeTpla avdpgng, péyebog naptidag Kal MPAyHATIKEG
BepUOKPAO(EG: HETAPOPA apLlBUOD OTPOPWY 0 GAAO avaulkTApa dev anodetkviel Looduvauia.

Methyl salicylate 15%: repeated application over a large area can cause systemic toxicity. Consider allergy to
salicylates or other ingredients.

Methyl salicylate: systemic toxicity with extensive application/overexposure.

Menthol: prevent contact with nasal mucosa in small children; laryngeal spasm and collapse have been reported
below age 2. Avoid open wounds and mucosa.

Reference batch: 100 g. First ingredient: Racemic menthol, 10 g. Independently check chemical form, units and
every scale conversion before weighing.

Check uniform active distribution and absence of aggregates after cooling. Overheating, water ingress or a
changed base alter the preparation; record actual yield and transfer losses.

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.

For this procedure’s heating stage, check thermometer, heating method, duration and prevention of
overheating/solvent loss. Completion of mixing does not establish cooling or complete homogenisation.
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: [11], [2], [4], [5], [9], [11]
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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.

EmAeyEVOG YEVIKOG Kavdvag: éwg 180 nuépeg atoug 20-25 °C yla otepen | UN LOATIKA PN MOOLUN HoPPH, UE
TeEKUNPLWHEVN aw <0,6. H apyikr mowdtnta/vypaacia, n npootacia and e(codo vepold Kal N LKA KAaTAAANASTNTA
npénel va vmootnp{Couv avtr TNV Katnyopla.

To 6plo BLRALOYPAPLKAG ava@opdc TnS nmapoloac ékdoong ival n cuvtopdTeEPn HETAED TNG Mapandvw dldpkeLlag
TNYAG Kal Tou YeVLKoL oplov. MNa napdtaon anotte{tal TeEKunpiwaon mov KAAOTTEL
SpaoTIKA/ékBoXa/MEPLEKTIKATNTA, MEPLEKTN, Oepokpaaia, HEB0B0 eVOELKTIKH 0TABEPSTNTAC KaL, Yla LOATLKNA
EMEKTAON, TNV AMALTOOUEVN HiKpoBLloAoyikr Tekunplwon. Epapuootéa enionun USP-NF povoypagia aglooyeital
XWPLOTA 0To MARPEC KE(eVS TNG.

Huepounvia xpriong = n evwpitepn emtpenth nUepounvia and napaokevr + emAeyUévn dldpkela, AREELC TPWTWY
LAWY KoL TUXGY CLVTOPOTEPO TEKUNPLWHEVO Oplo. O Xpdvog HETA To dvolyua dev mapaTteivel To cLVoALké BUD. H
TeAKA NUEPOUNV{O CUUMANPWVETAL YLA TN CLYKEKPLUEVN TP TIBA HETE TOLG EAEYXOULG.

O yevikdG kavédvag anoteAel ouvTNPENTLIKS dpLo EMAOYAG Kot OXL MELPAMATIKA anddelgn otabepdTnTag TNG
nopTidac. H katnyopia ovuvdéeTal pe TNV TEALKA oOVOEON, TN cuVTAPNON KAl TG EMTPENOUEVEG BEpUokpaaiec. H
TR aw 6gv MPOoKOMTEL amnd TO MOGOCaTO VEPOL | TNV AMWAELX KATA TN Efpavan. MNa Tekunpiwaon xpnolonotioTe
SOP-014 kat F-006- ywa €161krj aw, SOP-017 kat F-012.

H USP 6ev amnattel pétpnon aw oe KadBe pn otelpo napaockebaopa. H tekunpuwuévn tagvéunon tng
OULYKEKPLEVNG oVvBeaNnG pnopel va xpnotpomole{tat wg 0dnyd¢: kataypdeeTal pnTéd wG ekTiNON Kot OxL WG
pétpnon. Auei{BoAn | oplakr tagwéunon anattel €6kd TEKPAPLO A KATAAANAN HéTPnon. H nuepounvia TeAkoO
okevdopaToc 6ev vepPBaivel Tn SlaBéoun NUEpounvia Twy AN MUPACKEVATUEVWY CLOTATIKWY/BACEWY, EKTOC Qv
€xeL vloBeTNBel emapkrg e8Ik TekUNP{woN yla TNV akpLBr] TeAk obvBean.

Al6pBwaon aplBunTtikoL oplov UNTPWOUL: €W 89 NUEPEC WG oLVTNPENTLKO OpLo avaPopdc, TPLv and Tuxov
ouvvtoudTEPEG AfEeLg/nuepounviec Bdocwy. MNa tn peTatpond TNG nopoloag €Kdoong xpnotuomotovtol 28
NUEPEG avd 1 nuepoAoylakd priva kot 89 nuépeg avd 3 nUEPOAOYLAKOUG UAVEG: oL Bdouddeq peTatpénovtal oe 7
Nuépec. OL mpwTdTUTEG HOVABEC TNG MNYAC SlatnpolvTal. MPOKELTAL YIa GUVTOAKTLKE TMOALTLKH METATPOMAG, OXL
yla véo anotéAeopa otabepdTnTag 1 avtduatn anodéouevon.

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 180 days at 20-25 °C for a solid or nonaqueous nonoral-liquid form with supported aw
<0.6. Initial quality/moisture, exclusion of water ingress and physical suitability must support this category.

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 aqueous 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
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available dating of previously compounded components/bases unless adequate specific evidence for the exact
finished preparation has been formally adopted.

Register correction: at most 89 days as a conservative reference cap before any shorter expiry/component date.
This edition converts one calendar month to 28 days and three calendar months to 89 days; weeks are converted
to seven days. Original source units are retained. This is an editorial conversion policy, not a new stability result or
automatic release.

References: [1], [7], [8], [10], [12]

Mpoamairtovpeva / Prerequisites

Agv anotteltal xwploth BAon PE KWOLKS HNTPWOUL. TuxOV gumnoptkd 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 eAdxLloTng C0ylong, youdi/omepog i opoyevomolnthcg, 6oxela avadulEng, ondTouvAeg,
BepudueTpo TV vIdp)EL Bépuavan, 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

. TA&te kiTpvo KNpd Kat AavoAivn os vdatdéAovTtpo 50-70°C.

. WOETe und avddevon péXPL va anokTroel o0oTaon KoL HETAPEPETE O YOudL.
. AeLoTpLBAoTE TN PHEVOOAN Kal SLAADOTE TN 0TO GUALKUALKS [EBVALO.

. Evowpatwote otadlakd to dtdAvpa otn Bdon ue ovvexr avadevaon.

A W N RH

. Melt yellow beeswax and lanolin in a 50-70°C water bath.

. Cool while stirring until a consistency develops and transfer to a mortar.
. Triturate menthol and dissolve it in methyl salicylate.

. Incorporate the solution gradually into the base with continuous mixing.

A W N

References: [1], [2]

Mapatnpnoelg / Observations
Agv TauTi{CeTal he Tn povoypagio BP yla alowpr pévo gaAtkuAtkol peBuAiov.
Distinct from the BP methyl-salicylate-only ointment.

References: [1]

MNeplékTnNG KaL ovokevaoia / Container and packaging
ZWANVAPLO KOOOLTEPOL KATA TNV TNYH: Sla@opeTikd LALKS XpeldleTal EAeyY0 cLUBATOTNTAC.

Tin tube as specified by the source; a different material requires compatibility assessment.

References: [1]
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EmioApavon / Labelling

AvoAYNTIKA oaAoler HevBOANG 10% kot oaALKUALKOO peBLAlov 15%
EEwTeptkr xprion

Mooétnta: _ Noptida:

Mapaokevdotnke: _ XpAon éwg:

AcBeviig / 66on / ouxvéTnTOo:

®OAaEN: Kdtw and 25°C kat npootacio and wg.

©eppokpaoia yla To BUD auTtAg tng naptidag:

Menthol 10% and methyl salicylate 15% analgesic ointment
External use

Quantity: _ Batch:

Prepared: _ Useby:

Patient / dose / frequency:

Storage: Below 25°C; protect from light.

Temperature for this batch BUD: __

References: [1]

MowoTikOG éAeyxocg / Quality control

Katd AEMPS: 0pyavoANmTLKA XapaKTNPELOTIKA Kal TEAKA pHdla. Z€ mopaywyh MopTdwy emmnAéov ekTaoudTnTA
PN/L/CP/003/00 kot pikpoBLloAoylkdg éAeyxog RFE 5.1.4. H nnyr dev kaBop(Cel €l61k6 moooTikd nmpoodloplopd
8paoTIKWY. H opoloyevric dyn pévn tng v anodetkvOeL OUOLOHOPPIA TTEPLEKTLKOTNTAC.

H nébodog, To 6plo amodoxAC, N MPAYHATIKA TIUA Kol 0 EAEYKTAC KaTtaypdeovtal xwplotd oto F-005. Anotuyia
Kplowng nmpodlaypaeric odnyel oe kapavtiva kat dtepedvnon katd SOP-015- n emavaAnyn eAéyxwv xpeltdletal
attioAdynan.

Under AEMPS: organoleptic properties and final mass. Batch production additionally requires spreadability
PN/L/CP/003/00 and microbiological testing under RFE 5.1.4. The source does not specify a formula-specific active
assay. Uniform appearance alone does not establish content uniformity.

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: [1], [2], [11]

®0AaEn / Storage
Kdtw ané 25°C kat npootacia and wg.
Below 25°C; protect from light.

References: [1]

A1aOeon / Dispensing

H nnyn avagépel 2-3 epapuoyEg/nuépa os kabapr, oteyvr neploxr xwpic €vtovn TpBA. OxtL KATW TWY 7 £€TWVY, OE
paTLa, BAEvvoydvoug N Tpalduata. Avtevdelkvutal oe aAAepyia oaAlkUALKWY. EAEyETe auyyxopriynon GAAwv
OOALKUALKWY, EyYKLooLUVN Kat BnAaopud.

The source gives 2-3 applications/day to clean, dry skin without vigorous rubbing. Do not use under age 7 or on
eyes, mucosa or wounds. Contraindicated with salicylate allergy. Review concomitant salicylates, pregnancy and
breastfeeding.

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/PO/022 POMADA ANALGESICA DE MENTOL Y SALICILATO DE METILO

FN/2003/P0O/022 | Master formula §§3-4; packaging/storage §5; description §6; period §7; use/precautions §§8-12 and patient leaflet | specific
formulation | 2026-09-10

https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2003_po_022.pdf
[2] PN/L/FF/006/00 ELABORACION DE POMADAS
PN/L/FF/006/00 | §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_ 006_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] FN/2003/PA/021 MENTOL RACEMICO

FN/2003/PA/021 | 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_021.pdf

[5] FN/2003/PA/032 SALICILATO DE METILO

FN/2003/PA/032 | 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_032.pdf

[6] 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

[7] 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
[8] lllinois IDFPR - Nonsterile Compounding Self-Inspection Report

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
[9]1 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
[10] USP - Compounding Standards and Beyond-Use Dates, 2022 update
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k;} KALIAS compounding.gr | 10.0 | 2026-10-14

17,

L

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
[11] 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
[12] 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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