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EAaioaofBeotov)oc kpépna Ph. Fr.

Oleo-calcareous cream Ph. Fr.

TeAkr} BLBALOYpa@Lkr) avagopd / Final reference document

OploTIKA oLVVTAKTIKA anoégaon / Final editorial decision
Oplotikr BLBALOYpa@LKr eyypaer avAnTtuENG - 6ev amOTEAEl EKTEAEOLUO TIPWTOKOAAO yla aoBEVH.
H enlonun ANSM op{Cet avwtatn Beppokpacia 30 °C kat Tavtdypova ntel THEN AavoAlvng Kat AeukAg BageAivng

otouc 30 °C. H acupgwvia datnpeital wg edpnua tng mnyric. Asv vobetel{tatl avbaipetn abEnon Beppokpaciac A
pn emoAnBgvpévn youxpr H€Bodoc. H alvBeon mapouoldleTal AMOKAELOTIKA yia TeKUNP{won Kat avdmnTtuEn.

Agv anodidetal aplBunTiké BUD og avth tnv gyypaer avdntugng. H mnyr 6ev nmapéxel €l6wkr} dldpkela. Métpnaon
aw f YEVIKOC Kavdvag SldpKelag 6ev emADEL TN YN TEKUNPLWHEVN dlepyaaia. Tuxév HEAAOVTLKH TTAPAYWYLKH
€kdoan ypeldfeTal eyKeEKPLUEVN HEBODO, MEPLEKTN, CLVOAKEG POAAENG Kal TekuNplwon dldpkelag.

Final development reference - not an executable patient-compounding protocol.
The official ANSM text limits heating to 30 °C while requiring wool fat and white soft paraffin to be melted at 30

°C. This source inconsistency is recorded. An arbitrary higher temperature or unverified cold process is not
adopted. The composition is presented solely for documentation and development.

No numerical BUD is assigned to this development entry. The source supplies no specific duration. An aw result or
general dating rule does not resolve the unsupported process. Any future production version requires an
approved method, container, storage conditions and dating justification.

Anaitovpeva tTekpRpla / Required evidence

Atevkpivion/616pbwaon ANSM 1 xwpLoTd TavTOMoLNUEVO TTPWTOKOAAD TOTLKAG AVANTUENG Yo TNV avTigpaon TAENG
otoug 30 °C.

ANSM clarification/correction or separately identified local development protocol addressing melting at 30 °C.
Mpodlaypagéc kat CoA AavoAivng, BaleAivng Kat dtaAbuatog LBpoEeldlov aoBeatiov akplBwe kKaTd Ph. Fr.
Specifications and CoAs for wool fat, petrolatum and calcium hydroxide solution matching Ph. Fr.

MPwTOKOAAO Kal MPayHaTkG anoteAéopata doprig/opotoyévelag, Tavtonoinong aoBeotiov, PLKPORLOAOYLKAG
KOATOAANASTNTAG Kal ouPBATSTNTAG MEPLEKTN OTN dNAWUEVN QUAAEN.

Protocol and actual results for structure/uniformity, calcium identification, microbial quality and container
compatibility at the stated storage conditions.
KpittApla kAeloipatog / Closure criteria

H akpBrc uéBodocg epapudleTal EMUVOAAPLU OTA TPAYUATIKE LALKA XWPI(C Un TeKUNPLWHévn utépBaan tov 30
°C- kK&Be Tpomomnotnuévn LEB0d0C dnAWwveETAL XWPLOTA.

The exact process is reproducible for actual materials without unsupported heating above 30 °C; any modified
method is declared separately.

OL MPAYHOTIKEC BOKLUEC LKOVOTIOLOOY TIPOEYKEKPLUEVEC TTPOBLaYPAQEC: N eTAEYMEVN BlApKELa Kal Beppokpacia
KaAOTTovTOL and TNv TeEKPNplwon Kat eykpivovtal yla tnv moptida.

Actual tests meet prospectively approved specifications; the selected duration and temperature are supported
and approved for the batch.
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Medio epappoyng / Scope

TeAkr] ekboTikA andégaon tnG 14.10.2026. Agv anoTeAe( MOTOMOLNTIKG EPYAOTNPLAKWY ATMOTEAECUATWY A
anodéopevon naptidag.

Final editorial decision dated 14 October 2026. This is not a certificate of laboratory results or actual batch
release.

Mnyéc Kat mapanopumnécg / Sources and references

[1] ANSM, Formulaire national 2007, Creme oléocalcaire

Single page, PREPARATION

https://ansm.sante.fr/uploads/2020/10/23/creme-oleocalcaire.pdf

[2] USP General Chapter <795> FAQs, updated 1 November 2023

Q52, Q54-56, Q58-65, PDF pp.11-15
https://pages.usp.org/rs/711-SXF-172/images/HQS%20-%20USP%20GC%20795%20FAQs.pdf?version=0

MpoéAsvon kKatL mpéoRaocn otnv mnyn / Provenance and source access

H npoéAecvon, n €k6oon Kol Ta dpLa TWY MAPEXOUEVWY QMOCTIACUATWY/BLRALOYPAPLKWY avapopwyv dlatnpolvTal.
To ke{pevo glval n mapexduevn Kat avabewpnuévn eyypaen Sikalias, éxL véa mARpNG avadnuoaievon tou
npwTtoTinov TG NMNYNG. MNpdofacn oto MAAPEG MPWTOTLTO Y(vETAL OTOV EMIONUO EKOATN, PE TNV AMALTOOUEVN
46eta fj ouvdpopr. Agv SNAWVETAL 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

AldAvpa LEpoEeldiov aoBeotiov Ph. Fr. 259
Calcium hydroxide solution Ph. Fr.

EEcvyeviopuévo apuydaréialo 259
Refined almond oil

Avubpn AavoAivn 259
Wool fat
Aevkn BaleAivn 259

White soft paraffin

Mpoamaitovpeva / Prerequisites

AldAvpa vBpoEeldiov aoBeatiov Ph. Fr. / Calcium hydroxide solution Ph. Fr. AldAvua vépoEeldiov aoBeatiov Ph. Fr.
/ Calcium hydroxide solution Ph. Fr.

Meplypa@n okevaopatog / Preparation description

Yrok{Tplvn KpEUa e XApaKTNPLOTLKA oour Alroug gplov.

Pale-yellow cream with characteristic wool-fat odour.

References: [1]
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Apdaon kaiL xpon / Action and use
Tomkd HOAAKTLKS KAl TPOOTATEVTIKG SEPUATOG KATd TN povoypaela.

Topical emollient and skin protectant according to the monograph.

References: [1]

Mpobiaypagéc / Specifications

H o0OvBeon Kat n TeALKA mogdTnTa akoAovBolv Tov mivaka (100 g). Aev S{veTal €l61kd apBuNTIKS €0POC assay,
HikpoBLakol gopTiov | puolkoxNuLKoD eAEyXoL 0TO €E€TAOBEY €16k Keluevo- Hev amnodibetal avbaipeTo dpLo.

Composition and final quantity follow the formula table (100 g). The reviewed specific text gives no numerical
assay, microbial-count or physicochemical acceptance range; no unsupported limit is assigned.

References: [1]

®wg / Light
ApvybaAéAaio: mpoataoia and ewg.
Protect almond oil from light.

References: [2]

Aépac Kat o€eidbwaon / Air and oxidation
ApvydaiéAaio: mpootacia and aépa yla neploplopd TayyLong.
Almond oil: protect from air to limit rancidity.

References: [2]

Nepo kat SuaAvtotnTa / Water and solubility
Aevkr BageAivn: n avtioTtowxn kabapr nmEWTN VAN KATA JP elvat MPpakTikd adldAutn oTo vePOS.
White Petrolatum: JP classifies the corresponding pure raw material as practically insoluble in water.

References: [5]

Yypaoia / Humidity

Agv SlveTal aplBUNTIKS OpLO OXETLKNAG LYPATI(AC YL TO TEALKO oKeDaTUA. ATo@ebyovTal dLaBpoxh MPWTWY LAWY
KOl HETOPOPA CUUMUKVWHETWY 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

A€V TEKUNPLWVETAL ETILTPENTH BepPoKkpaolakr anmdkAlon i KOKAOG KatdywuEnc/amdyuEng. OL Bepuokpaacieg
TMOPAOKEVAG Kal UAAENG avapépovTal oTa avtioTolya nedia.

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

References: [1]

pH ka1 cupBatétnta / pH and compatibility

Agv op{CeTtat €6kd €0pog pH TOL TEALKOD OKELAOUATOG. Agv TipooT(BeTal pLOULOTAG PH XWPIG TEKUNPLWHEVN
oAAayr TNG obvBeang.
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No finished-product pH range is specified. Do not add a pH adjuster without a supported formula change.

References: [1]

AAAec aAAnAemidpaocelg / Other interactions
Ca(OH)2: avBpakikd, puWoPopLKd, KLITPIKA Kal BEUKE unopel va TPOKAAECOLY KATAKPAVLON.

Calcium hydroxide: carbonates, phosphates, citrates and sulfates may cause precipitation.

References: [3]

Eldika otolxeia cvotaTtikwy / Ingredient-specific information
Aevkr BageAivn: mpwtn OAN HE XapaKTNPELOUS SLOAVTOTNTAG OTO VEPS «TMPAKTLKA adldAvTn» Katd JP.
White Petrolatum: raw-material water solubility is classified as practically insoluble by JP.

References: [5]

NMpootacia epyalopévwy / Staff protection

Kabapr HoKpupdvikn epyaotnplakn evdupaoia, KEAAvYn HAAALWY KoL YAVTLa KATd Tov XELPLoUd. AAAQYH YOVTLWV
META amd emudAvvon/ebopd.

Xelploteite tn COyLoN Kot AstotpiBnon og xwpo/dldtagn nov neplopifel daomopd Koviwy, pe pooTacia
0QOAAUWY- 0 TUTIOG AVATVELOTIKAG TIpooTaciag kaBopi(letal and tTn ocLYKeKPLUEVN €KBEDN.

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: [1], [4], [6]

EKTipnon kKwvdéovovu / Risk assessment

ZuykekpLuévn napTida avagopdc: 100 g. MpwTto cuoTaTikG: AldAvpa vBpoEeldiov aoBeatiov Ph. Fr., 25 g. EAéyETe
QVEEGPTNTA TN XNULKA HOPEH, TIG HOVADEC Kol KABE KALUAKwaon mpwv and CoyLon.

EAéyETe oelpd MPooBAKNG, SLapopd Bepuokpaoiag PAoEWY KoL OLOLOYEVELX HETA TNV YOEN. AlaXWPLOUOC pdoswvy
propel val aAAGEEL TOTILKA TIEPLEKTIKOTNTA KOl KATAVOUN cuvTnenTikoV: 6ev anokablotatal avbaipeTa pe
npooBeTo vePS i YAAAKTWHATOTOWNTH.

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

Znuelo eAéyxov amodéapevong: eAEYETE CUOOWHATWHATA, KPUOGTAAAOLG, TOTILKEG BLAPOPEC LPNAG KAl EAEVBEPO
LYPS HETE TNV OAOKARPWON TNG LEBSBOL. KaTtaypdyte yewpeTpla avduEng, péyebog maptidag Kol MPAYHATIKES
Bepuokpaoieg: peTapopd aplOuol oTPOPWY 0 GAAO avaULKTHPA dEV amodelkvieL Looduvapia.

Meptéxel AavoAivn: ynopel va mpokaAéael Tomkr depuaTtikg avtibpaon, onwc depuatitida €€ enapnc.

Reference batch: 100 g. First ingredient: Calcium hydroxide solution Ph. Fr., 25 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.

Contains lanolin, which can cause local skin reactions including contact dermatitis.
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References: [1], [9], [11], [13]

ZuvOnkec mapaokevns / Compounding conditions

Mpw ané avdugn: tavtonolnon xNUKAG HOPPrG KAl MapTiBag K&Be cLOTATLKOD, KATAYPAPH BEWPNTIKWY
MOCOTATWY KAl EAEYX0G KaBapldTNTaC Tou eEOMALOMOD. OL BepoKkpaoieg Kal N oelpd mPoodrikng elvatl aVTEC TNG
nopakATw 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], [6]

Texkpnpiwon BUD / BUD rationale

Aev amodideTat apBunTikd BUD o€ auth TNV £yypaer avdntuEng. H nnyr dev napéxel el61kn dldpketa. Métpnaon
aw N YEVIKOC Kavdvag Sldpkelag 6ev emMADEL TN KN TEKUNPLWHEVN dlepyaaia. Tuxév HEAAOVTLKH TTXPAYWYLKH
€kboan ypeldletal EYKEKPLPEYVN LUEBODO, MEPLEKTN, CLUVOAKEG PUAAENG KAl TEKUNP{won BLAPKELOC.

No numerical BUD is assigned to this development entry. The source supplies no specific duration. An aw result or
general dating rule does not resolve the unsupported process. Any future production version requires an
approved method, container, storage conditions and dating justification.

References: [1], [12]

Mpoamaittovpeva / Prerequisites

AldAvpa vEpoEeldiov aaBeatiov Ph. Fr. - akplBéc BonBNTikd LALKS 1 EVBLAUETO TNC MNYAG: amatTodvToL
TavtéTNTA, MPOodLaypa@r], anodeouevpévn mopTida kKat EAeyX0G TNC OXETIKAG dladikaoiac.

Calcium hydroxide solution Ph. Fr. - qualified source-standard intermediate; BP solution not presumed equivalent

References: [1]

EEomAlonog / Equipment

Zuyo6G KaTdAANANG eAdxLoTng T0ylong, 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

H emnionun ANSM opi{CeL avwtatn Bepuokpacia 30 °C kat Tavtdypova ntel THEN AavoAlvng Kat AeukAG BageAivng
otouc 30 °C. H acupgwvia datnpeital wg edpnua tng mnyric. Asv vobete{tatl avbaipetn abEnon Beppokpaciac A
pn emaAnBevpévn youxpr H€Bod0oc. H alvBean mapouoldleTal AMOKAELOTIKA yia TeKUNP{won Kat avdmtuEn.

The official ANSM text limits heating to 30 °C while requiring wool fat and white soft paraffin to be melted at 30
°C. This source inconsistency is recorded. An arbitrary higher temperature or unverified cold process is not
adopted. The composition is presented solely for documentation and development.

References: [1], [12]
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Napatnpioelg / Observations

H obvBean neptéxel 25% BaleAivn kat 25% AavoAivn. H odnyila TAENG otoug 30 °C dev TeKUNPLWVEL TARPN TAEN
TNG OLYKEKPLUEVNG AltaprG @dong. Antatte{tal emBeRatwévo BepUIkd MPWTOKOAAD | EpYAOTNPLAKE EMLKLPWUEVN
puxpr evowpdTwaon Pe EAeyxo SoUAC Kal opoloyévelag. Asv emAéyeTal avBaipeta vynAdtepn Bepuokpaaoia.
Alatnprote to épLo tng ANSM =30 °C. Xpeltdletal emPBeBatwuévn dlepyooia yla tTn cLYKEKPLLEVN AavoAivn Kat
BaleAlvn pe kaTtaypa@r PEOAOYLIKAC KATAOTAONG, EVOWUAETWONG KoL opoloyévelag. MeAétn yuxpric katepyaaoiag
pnopel va agloAoynBel wg Tomkn avdntugn- dev yapaktnpl{feTal papuaKomouakn emkdpwaon.

H ek véou avdyvwon tou en{onuov ANSM enBeBatwvel Téao to avwtato 30 °C 600 kat tn ¢pdaon THENG otoug 30
°C. Agv dLopBwveTal e 60 ; 70 °C w¢ 6ri0ev Tunoypaeikd AdBoc¢ xwpic dievkpivion ekddTN 1| ToTkA avdntugn. O
EAEYXOC MPOBLAYPAPLIV TIPAYHATIKIV DALKWY KoL 0 BOKIMAOTIKOG €AEYXOG BOUNG/OUOLOYEVELOG TTAPAPEVOLY
TPOATMOLTOOUEVA.

The formula contains 25% petrolatum and 25% wool fat. The instruction to melt at 30 °C does not establish
complete melting of this fatty phase. A confirmed thermal protocol or experimentally validated cold incorporation
with structure/uniformity checks is required. Do not arbitrarily select a higher temperature.

Retain the ANSM limit =30 °C. A confirmed process for the actual wool fat and petrolatum must document
rheological state, incorporation and uniformity. Cold processing may be investigated as local development; it is
not pharmacopoeial validation.

Re-reading the official ANSM text confirms both the 30 °C maximum and the melting instruction at 30 °C. Do not
silently amend it to 60 or 70 °C as an alleged typo without publisher clarification or local development.
Actual-material specification review and a trial demonstrating structure/uniformity remain prerequisites.

References: [1], [11]

MepLékTnNG KalL ovokevagia / Container and packaging
ZwAnvdplo rj B4<o.
Tube or jar.

References: [1]

MowoTikO6¢ éAeyxocg / Quality control

Awoomopd 5,0 g oe 50 mL vepo0, ogivion pe o§ké o0& Kat wogn: n vdatiky edaon divel Tnv avtidpaon acBeatiov
Ph. Eur. 2.3.1.

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.

Disperse 5.0 g in 50 mL water, acidify with acetic acid and cool; the agqueous phase gives the calcium reaction in
Ph. Eur. 2.3.1.

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], [11]

®0Aagn / Storage

ZUVOAKEC/MEPLEKTNG IOV avaQéPEL N NYH: ZwWANvdpLo i Bé&lo.
Ma 1o emMAeYUEVO YEVIKS avdTaTo 6pLo: 2-8 °C, epdoov SLatnpolvTal N QUOLKHA KATOAANASTNTA KOl N
oLPBATOTNTA PE TN CLUYKEKPLUEVN TINYH. Agv epapudleTal To 14iuEpo oE BepUoKpaaia SwaTiov.

Source-reported conditions/container: Tube or jar.
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], [7], [8]
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AwaOeon / Dispensing
H nopoloa eyypagr 6ev napdyet eTkéTa f €ykplon dldBsong oe agbevr. AlaBdaTe TNV 0pLoTIKA andéeacn Kol Ta
KPLTAPLX EQAPUOYIG.

This entry does not generate a label or authorise patient dispensing. Consult its final decision and implementation
criteria.

References: [1], [12]

EmioApavon / Labelling
Agv ekb(deTal TIKETA BLAOEONC amnd TNV Mapovoa yypaen.
No dispensing label is issued by this entry.

References: [1], [12]

final_decision / final_decision

OpLoTikn BLBALOYPAQIKA £yypapr] AVATTLUENG - 6V amOTEAE! EKTEAEDLUO TIPWTAOKOAAO yla aoOevH.

H enionun ANSM op(Cet avwtatn Beppokpaacia 30 °C kat Tavtédypova Intel TAEN AavoAivng Kat AevkAG BaleAlvng
otoug 30 °C. H aoupgwvia datnpeltal wg edpnua TG mnyng. Agv voBetel{tal avbaipetn avgnaon Beppokpaoiag A
KN emaAnBgvpévn youxpr H€Bodoc. H alvBeon napouoldleTal aMoKAELOTIKE yia TeKUnp{won Kat avdntuén.

Aev amodideTat apBunTikd BUD o€ auth TNV £yypaer avdntuEng. H nnyr dev napéxel el61kn dldpketa. Métpnaon
aw N YEVIKOC Kavdvag SLldpKkelag 6ev emMADEL TN 1N TEKUNPLWHEVN dlepyaoia. Tuxév HEAAOVTLKH TTXPAYWYLKH
€kboan ypeldleTtal EYKEKPLPEYVN LUEBODO, EPLEKTN, GUVOAKEG PUAAENG KoL TEKUNPlwon BLAPKELOC.

Final development reference - not an executable patient-compounding protocol.

The official ANSM text limits heating to 30 °C while requiring wool fat and white soft paraffin to be melted at 30
°C. This source inconsistency is recorded. An arbitrary higher temperature or unverified cold process is not
adopted. The composition is presented solely for documentation and development.

No numerical BUD is assigned to this development entry. The source supplies no specific duration. An aw result or
general dating rule does not resolve the unsupported process. Any future production version requires an
approved method, container, storage conditions and dating justification.

References: [1], [12]

AVEEGPTNTN EAANVLKA KOl ayYALKH andédoon/opydvwon otolxelwy TNG avaeepdpevng mnyng. Aev anoteAel enlonun petdepaon fj €ykplon Tou
€KOOTN.

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

MNnyéc kaL mapanopumnég / Sources and references

[1] Creme oléocalcaire (2007) (15/02/2012)

2007 | PDF pp. 1-1 | master formula | 2026-10-14

https://ansm.sante.fr/uploads/2020/10/23/creme-oleocalcaire.pdf

[2] FN/2003/PA/003 ALMENDRAS, ACEITE VIRGEN DE

Awabéoipo kel{pevo / 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_003.pdf
[31 FN/2003/PA/016 HIDROXIDO DE CALCIO

Awabéoipo kel{pevo / 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_016.pdf
[4] PN/L/PG/002/00 INDUMENTARIA

Awabéolpo kelpevo / Retrieved text | PDF pp. 1-5 | general staff protection | 2026-09-10
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https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_l_pg_002_00.pdf
[5] MHLW - Japanese Pharmacopoeia XVIII: White Petrolatum

JP XVIII, 2021; English text | Printed p. 1501; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.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] 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
[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

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

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
[13] 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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