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ANoL@n OaALKUVALKOD peOuvAeoTépa 50% w/w

Methyl Salicylate Ointment

BLBAloypagiki avagopd - Tomkr vtoBétnon / Reference monograph - Local adoption

MpoéAsvon kKat mpdéoRaocn otnv mnyn / Provenance and source access

BP: npoéAevon and ta napexdUeEVA aMooTAoPATA TNG avapepduevng €kdoong. H mpoéAsvon, n ékdoon Katl ta dpLa
TWY MOPEYXOUEVWY QATOCTIOOUATWY/BLBALOYPAPLKWY ava@opwy dlatnpolvtal. To ke{pevo elvat n mapexduevn Kat
avaBewpnpévn eyypaer Sikalias, éxt véa MApnG avadnuoaoievon Tov mpwToTUTNOL TNG MNYAG. NMpdoBacn oto

A PEC MPWTATLMO YIVETAL OTOV EMONUO €KEATN, HE TNV amattoOueVn ddeta fj cuvdpopr. Aev BnAWveTal 6TL
EKKPEUEC alTnua emavdyxpnong €xeL eyKpLOEL.

BP provenance: supplied extracts of the cited edition. 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.

Z0v0eon avagopadc / Reference formula
Bdon / Basis: 1000 g

ZvoTaTLKO / Ingredient MoooétnTta / Quantity

ZaALKUALKOG HEBLAETTEPQG 500 g
Methyl salicylate

NEVKOG KNPOG LEALOCWV 25049
White beeswax

Evudpn AavoAivn 250 ¢
Hydrous wool fat

Meplypa@n okevaopatog / Preparation description

Ahowery: AAoLer] COALKUALKOD peBLAeoTépa 50% w/w. MpdobeTa KpLTAPLA ELPAVIONG BEV TEKUNPLWVOVTAL GTO
eEeTaoBEY €lOLKO Kel(pevo.

Ointment: Methyl Salicylate Ointment. Additional appearance criteria are not established by the specific text
reviewed.

References: [1]

Apdaon kaL xpRon / Action and use

To OaALKUALKO LEBVALO XpNnoLoToLlE(TaL TOTILKA WG £PEOLOTIKO/aVTINMEPLOTAOTIKS. H bYynAA TMEPLEKTIKOTNTA TNG
OLYKEKPLUEVNG aAoLpng anatTel kaBoplopévn cuvtayr Kot mepLoplopd vnepEékBeang.

Methyl salicylate is used topically as a rubefacient/counterirritant. This high-strength ointment requires an explicit
prescription and control of overexposure.

References: [11], [2]

Mpobiaypagéc / Specifications
Methyl salicylate: 45.0-52.5% m/m
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Methyl salicylate: 45.0-52.5% w/w

References: [1]

®wg / Light
ZOALKUALKG HeBVALO: poaTaoia mpwTnS DANG amnd PwG.
Protect methyl salicylate raw material from light.

References: [2]

Aépac kat o€eidbwon / Air and oxidation

Agv MapéxeTal HEAETN 0EEBWTLKIAG 0TaBePATNTAG TOL TEALKOD PiyuaTog o0Te anaitnon adpavolc atudopalpac.
Tnpeitatl o mepLéKTNG TNG MNYAG.

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

References: [1]

Nepo kat SuaAvtotnTa / Water and solubility

Agv d{veTal mMOooTIKS 6pLlo LEPOALTIKAG OTABEPATNTAG TNG CLYKEKPLHEYNG o0vBeonG. H moodTtnTta Kot moldtnTa
VEPOL 6ev PHETABAAAETAL aTd TN CLVTAYH.

No quantitative hydrolytic stability limit is given for this formula. Retain the prescribed water amount and quality.

References: [1]

Yypaoia / Humidity

Agv dlveTal aplBunTiké épLo oxeTikiG bypaoiag yla To TeEAKO okeDaopa. ATto@ebyovTtal SLaBpoxr MTPWTWY LAWY
KOl HETAPOPA CUUMUKVWHUATWY OTOV MEPLEKTN.

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

References: [1]

Oeppokpacia / Temperature

AEV TEKPNPLOVETAL EMLTPENTH BEpUOKpaTlakr amdkAlon i KOKAOG KaTtdyuEnc/andyuEnc. O Bepuokpaaieg
MOPACKEVHC Kol QUAAENC avapépovTal oTa avtioTolya medla.

No permitted temperature excursion or freeze-thaw cycle is established. Processing and storage temperatures are
stated in their respective fields.

References: [1]

pH kai cupBatoéoTnTa / pH and compatibility

Aev op{ZeTal €d1kd €0pog pH TOL TEALKOD OKELAOTHATOG. Agv TipooTBeTAL PLOULOTHG PH XWPIG TEKUNPLWHEVN
aAAayr Tng obvbeaonc.

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

References: [1]

AAAec aAAnAemidpaocelg / Other interactions

Agv opéxeTal MARPNG doKLUA cUPBATATNTAC TOL UiyHOTOC PE MPOoBeTA HPpaoTIKA 1] SlapopeTikd €kboya. OL
LTIOKATAOTACELG analTolv XwpeLloTH Tekunplwon.
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No complete compatibility test with added actives or alternative excipients is provided. Substitutions require
separate evidence.

References: [1]

Eldika otolxeia cvotaTtikwy / Ingredient-specific information

Tavtomnoinon kat Bdon Coylong:

¢ ZaALKUALKOG peBuAeoTépac: 500 g.

¢ AeVKOC KNPOG HeAloowv: 250 g.

* ‘Evudpn AavoAivn: 250 g.

OL dnAwpéveg popeég/moldTnTeG avrikouvy otny akpBry cbveean tng mnyric.

Identity and weighing basis:

* Methyl salicylate: 500 g.

* White beeswax: 250 g.

* Hydrous wool fat: 250 g.

The specified chemical forms/grades belong to the exact source formula.

References: [1]

MpooTtacia epyalopévwy / Staff protection

KaBapr pakpuudvikn epyaoctnplakr evduvpaoia, KAALYN HOAALWY Kal YEvTia KaTd Tov XELPLOPS. ANy YOV TLWY
pETE amnd empdAvvon/eBopd.

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

References: [11], [3], [4]

ExTtipnon kivdovov / Risk assessment

ZAALKUALKO HEBDALO: GLOTNUOTIKA TOEKOTNTA O HEYAAN €KTAON EQaPUOYHC/LTEPEKOEDN.

ZuykekpLuévn napTida avagopdc: 1000 g. MpwWTo oLoTATIKS: TOAKVALKOG HeBuAeoTépac, 500 g. EAEyETe
QVEEGPTNTA TN XNULKA HOPEH, TIG HOVADEC Kol KABE KALUAKwaon mpwv and CoyLon.

EAéyETe opoldpopen dlacmopd TNG 6PACTIKAG KAl AMOVC{d CUOCWHATWHAETWY PHETE TNV YOEN. YriepBEpuavaon,
eloaywyn vepol 1 aAiayr Bdong peTaBdAAOLY TO TIPOQPIA TNG MAPAOCKELAG: KATAYPAYTE MPayUaTIK anddoon Kat
QMWAELEG HETOPOPEG.

Kataypdyte yia tnv Tomkr avédAvon noagdtnta avd napaokevr, ouxvotnta epyaciog, didpKela avolkTol
XELPLOUOD, TBAVEG 0600G €KBEONG KL AMOTEAECUATIKOTNTO TWY HETPWY eAEYXOL. AuTd elval atolxela elgédouv
NG agloAdynaong: 6ev amodibeTal MPOoYNUATIKOC TEALKOG BaOUSC KlvdOvou.

OepULKO 0TAdLO TNC oLYKEKPLUEVNG Blabikaolag: eAéyETe BEPUOUETPO, TPOTO BEPUaVONG, XPOVLIKY SldpKeLa Kat
anopuyr unepBEpuavonG/anwAeLag dLaAdTn. To TEAog avduEng dev TavtiCeTal pe TeEKUNPLWPEVN YOEN A A PN
opoyevomo(nan.

Znuelo eAéyyou amnodéopevons: eAEYETE CLOCWHUATWUATA, KPVATAAAOLG, TOTILKEG BLOYOPEC LPMG KaL EAEDBEPO
LYPO HETE TNV OAOKARPWON TNG HEBGBOL. KataypdyTte yewueTpla avduEng, uéyebocg napTidac Kol MPAYUATIKEG
BEPUOKPAOIEG: HETAPOPA apLlOUOD OTPOPWY 0 GAAO avaulkTApa dev anodetkviel Llooduvauia.

Meptéxel AavoAivn: punopel va mpokaAéoel Tomkr deppatikr avtibpaon, énwc depuatitida €€ enagnc.

Methyl salicylate: systemic toxicity with extensive application/overexposure.

Reference batch: 1000 g. First ingredient: Methyl salicylate, 500 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
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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.

Contains lanolin, which can cause local skin reactions including contact dermatitis.

References: [1], [2], [7], [9], [11]

ZuvOnkec nmapaokevng / Compounding conditions

Mpw and avdugn: Tavtonoinon XNUKAG HOPEAG Kal mapTidag KkdBe cuoTaTikoD, KaTaypaer BEWPNTIKWY
MOCOTATWY KAl EAEYX0G KaBapldTnTac Tou eEoMALONOD. OL Bepuokpaoieg Kal N oelpd mPoodrikng elvatl aVTEC TNG
nopakATwW dladikaoiag.

Before mixing: verify each ingredient’s chemical form and lot, record theoretical amounts and check equipment
cleanliness. Follow the temperatures and addition sequence in the procedure below.

References: [1], [4]

Texkpnpiwon BUD / BUD rationale

Agv €VTOTOTNKE €LOLIKA MELPAUATIKE SLAPKELX TTOL va KAAUTITEL OAGKANPN TNV aKkPLBr oOVOean, TOV MEPLEKTN KL
TN HKPOBLOAOYLKH KATAAANASTNTA.

EmAeyHéEVOC oLVTNPNTIKOC YEVIKOC Kavévag: éwe 14 nuépeg otoug 2-8 °C yla bdaTkA Hopen XWPIC EMAPKWC
TEKUNPWHEVN ouvTApnaon. MpoindBeaon elval 6Tl n Yogn dev mpokaAel kaBIZnaon, un AVACTPEWYLHO dlaywpLlopd A
GAAN amWAELa KATaAANASTNTAC. AV auTrh N pobndédeon amnotlxeL, 6ev xpnowuomnote{tatl To 14AUepo o€
Bepuokpaoia dwuatiov- anatte{tal edikr Tekunpiwon ocbvtoung xprong.

Huepounvia xpriong = n evwpitepn emtpent nuepounvia and nmoapackevr + emAEyUévn dldpKela, AREELC MPWTWY
LAWY KoL TUXGY CLVTOPOTEPO TEKUNPLWHEVO Oplo. O Xpdvog HeETA To dvolyua dev mapatelvel To oLVoALlké BUD. H
TEALKA NUEPOUNVI{X CUUMANPWVETAL YL TN CLYKEKPLUEVN TIOPTIBA HETE TOUG EAEYYOULCG.

O yevikdG kavédvag anoteAel ouvTNPENTLIKS dpLo EMAOYAG Kol OXL MELPAMATIKA anddelgn otabepdTnTag TNG
nopTtidac. H katnyopia cuvdéeTal he TNV TEALKA oOVBEDN, TN cUVTAPNON KAl TG EMTPENOUEVEG BEpuoKpaoiec. H
TIUA aw 6gv MPoKOMTEL amnd To MOGoaTO VEPOUL H TNV AMWAELX KATA TN Efpavan. MNa tekunpiwaon xpnoluonotiote
SOP-014 kot F-006- yia €16ikr} aw, SOP-017 kat F-012.

Atevkpivion USP: 6ev anatte{tal pétpnon aw yla K&Be un otelpa napaockevr. H katnyopla pnopel va TeKUNpLwOEel
and TNV akpBri obvBeon Kal KATAAANAQ AVTUTPOOWTELTIKE apadelypata- étav n obvbeon elvat aféBain A
0PLOKH, MPOTIHATOL EBLKA HETPNON HE KATAAANAN pEBODO. ZTNV Mapoloa €kdoon dev LTIAPYEL HETPNUEVN aw OVTE
anodeapevpuévn moptida. H Sldpkela Tov TEALKOD OKELAOPATOC KaTd Kavdva 6ev vepBaivel To evanouévov BUD
TWY EVOWHATWHEVWY YOANVIKWY Bdoswv/evBlapéowv. EEaipean xpetddetal eIk attioAdynon étL dev
eMnNPEedfeTal BLOPEVWC N PLOLKN, XNHLKA 1} HIKpoBLloAoyLkr moldTnTa. KataypdyTte XwpPLoTd TeAKS dplo,
nUeEpoUNVia MOUPAOKELAG TWVY EVOLOPETWY KAl TIpayHaTiky nuepounvia ARENG Toug.

No specific experimental period was located covering the complete exact formulation, container and
microbiological suitability.

Selected conservative general rule: up to 14 days at 2-8 °C for an aqueous form without adequately established
preservation. Refrigeration must not cause precipitation, irreversible separation or other loss of suitability. If that
condition fails, do not apply 14 days at room temperature; obtain specific short-use evidence.

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 clarification: aw measurement is not required for every nonsterile preparation. Category assignment may use
the exact composition and relevant representative examples; an uncertain or borderline formulation is best
assessed by a suitable specific measurement. This edition contains no measured aw or released batch. The final
preparation generally must not outlast the remaining BUD of its compounded bases/intermediates. An exception
requires specific justification that physical, chemical and microbiological quality is not adversely affected. Record
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the final limit, intermediate preparation dates and their actual expiry dates separately.

References: [1], [6], [8], [10]

Mpoamaitovpeva / Prerequisites

Aev anatte(tal xwploth Bdon pe KwdKS uNTPWoL. Tuxdy EUMOPLKS OYNUO TTUPAUEVEL TO AKPLBEC KATOVOUATOUEVO
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¢ KaTdAANANG eAdxLoTng 0ylong, youdi/omepog i opoyevonolnthg, doxela avaulgEng, ondTovAEg,
BepudueTpo TV LTIAPXEL 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

YuvTtAgTE KNP Kat £vudpn AavoAivn. ApriaTe va YuxBolv TP TNV MPOOOAKN CAALKLALKOD HEBUVAEOTEPQ.
AvadeloTte péxpl MAjpoLC YOENC.

Melt beeswax and hydrous wool fat together. Allow to cool before adding methyl salicylate. Stir until cold.

References: [1]

MNapatnpnioelg / Observations

MoAL vynAn meptekTikdTNTA. EWGLKA 0ELloAdynon empdvelog epapuoyic, NALKIOG Kal oLYXOPNYOUUEVWY TIPLY
xenon.

Very high concentration. Specifically assess application area, age and concomitant medicines before use.

References: [1]

MepLékTnG KalL cvokevaoia / Container and packaging
OpLopEVA TTAOOTIKG, T.X. TOALOTLUPEVLO, E(val aKATAAANAQL.
Some plastics, including polystyrene, are unsuitable.

References: [1]

MoloTikog éAeyxoc / Quality control

Aépla xpwpatoypaia pe BEVILALKA aAKOOAN WG E0WTEPIKS mpdTumo- oTtAAN 1,5 m x 4 mm pe PEG 1540, 110°C.
H npogTolpaoia Twy TPLWY dLaALVUETWY akoAoLBEl TNV TNYH.

H néBobdog, to dplo amodoyrg, N MPayUaTKA T KoL 0 EAEYKTAG KaTtaypdgovtal xwploTtd oto F-005. Anotuyia
Kplowng nmpodlaypaeric odnyel oe kapavtiva kat dtepedvnon katd SOP-015- n emavaAnyn eAéyxwv xpeltdleTal
attioAdynan.

Gas chromatography with benzyl alcohol internal standard; column 1.5 m x 4 mm coated with PEG 1540 at
110°C. Prepare the three solutions as specified by the source.

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], [9]
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®0Aagn / Storage

ZuVOAKeC/MEPLEKTNG OV avaQépeL N NyH: Oplopéva MAACTLKA, T.X. MTOALOTUPEVLO, E(val akaTAAANAa.
Ma 1o emMAeyUEVO YEVIKS avdTaTo 6pLo: 2-8 °C, epdoov SLatnpolvTal N QUOLKH KATOAANASTNTA KOl N
OLPBATOTNTA PE TN CLYKEKPLUEVN TINYH. Agv epapudleTal To 14iuEpo oE BepUokpaaia SwaTiov.

Source-reported conditions/container: Some plastics, including polystyrene, are unsuitable.
For the selected general ceiling: 2-8 °C, provided physical suitability and compatibility with the specific source are
maintained. The 14-day rule does not apply at room temperature.

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

A1aOeon / Dispensing

AldOeon pe oaer 066 xpriong, MEPLEKTIKOTNTA KoL huepopnvia xpiong. H moodtnta avd €poapuoyh Kot N
oLXVOTNTA CLUUMANPWVYOVTAL COUPWVA UE TN CLVTAYH.
Meptéxel AavoAivn: unopel va mpokaAéael Tomkr depuaTtikg avtibpaon, onwc depuatitida €€ enapnc.

Dispense with a clear route, strength and use-by date. Complete amount per application and frequency from the
prescription.
Contains lanolin, which can cause local skin reactions including contact dermatitis.

References: [1], [11]

EmioApavon / Labelling

AMoL@r] OaALKLUALKOD peBLAEaTEépa 50% w/w

EEwTepkr| xprion

Moocétnta: _ Maptida:

MNapaokevdotnke: _ XpAon éwg:

AoBeviig / 86on / ouyvéTnTOo:

®OAAEN: 2-8 °C, peTd TNV enBeBaiwon KataAAnAdTnTOC YOENC.

©eppokpaoia yla To BUD autig tng naptidag:

Meptéxel AavoAivn: purnopel va mpokaAéoel Tomkr deppatik avtibpaon, énwc depuatitida €€ enagnc.

Methyl Salicylate Ointment

External use

Quantity: _ Batch:

Prepared: __ Useby:

Patient / dose / frequency:

Storage: 2-8 °C, after confirming suitability for refrigeration.

Temperature for this batch BUD:

Contains lanolin, which can cause local skin reactions including contact dermatitis.

References: [1], [5], [6], [11]

v9_controls / v9_controls

To apBunTikd 6plo oto apxeio elvat pévo 6pLo BLRALOYPAPLKAC ava@opdc umd TIC £6LIKEC MpobmoBEéaelg. Agv €xel
oplotel BUD npaypaTtikig naptidag kat dev £xouv napaxOel petprioelg aw. H akplprig abvbeon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN KoL Ta aTolxela eAEyyOU TIPETEL VOl EYKPLOODV YL TH OUYKEKPLUEVN
epapuoyn. H évap&n touv vrmoAoylopol BUD eival n évapén tng napaokevic. Eeapudletal To GUVTOUSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO EAeyY0 BLAPKELAC HETA TO Avolypa. Ta dpla USP elval Texviké mAaiolo Kat 6ev
napovoldfovtal WG EAANVIKA vopobeaoia.

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.
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AveEAPTNTN EAANVLKH KOl ayYALKH amnédoon/opydvwon oTolXelwv TG avagepduevng mNyrg. Aev anoteAel enlonun petdepaocn fi £€ykpLon Tou
€KOOTN.

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

Mnyéc ka1 mapanopunég / Sources and references

[1] British Pharmacopoeia 2016 - Methyl Salicylate Ointment

2016 | PDF pp. 1-1; user-supplied BP extract; URL is publisher catalogue, not the licensed full monograph | master formula | 2026-09-10
https://www.pharmacopoeia.com/

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

Awabéoipo kelpevo / Retrieved text | PDF pp. 1-2 | raw material or occupational | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_032.pdf

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

Awabéoipo keipevo / Retrieved text | PDF pp. 1-5 | general staff protection | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_|_pg_002_00.pdf
[4] 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

[5] 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
[6] Illinois 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
[7]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
[8] 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
[9] 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
[10] USP - General Chapter <795> FAQs

Updated 1 November 2023 | Questions 52, 54-56, 60-62; PDF pp. 11-14 | Primary clarification of aw classification, extension prerequisites and
compounded-component BUDs; not automatic Greek legal adoption | 2026-10-14

https://pages.usp.org/rs/711-SXF-172/images/HQS%20-%20USP%20GC%20795%20FAQs.pdf?version=0
[11] EMA - Excipients in the labelling and package leaflet, Annex Revision 5

Published 5 December 2025 | EN and EL worksheets: arachis oil, wool fat, cetostearyl/cetyl alcohol, chlorocresol | Current primary excipient
warnings; used as a scientific labelling reference, without claiming MAH obligations automatically apply to a compounded prescription |
2026-10-14

https://www.ema.europa.eu/en/documents/scientific-guideline/all-languages-annex-european-commission-guideline-excipients-labelling-pack
age-leaflet-medicinal-products-human-use-sante-2017-11668-revision-5_en.xIsx
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