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EAarioaofBeotovxo xpiopa Ph. Fr.

Oleo-calcareous liniment Ph. Fr.

BLBAloypagiki avagopd - Tomkr vtoBétnon / Reference monograph - Local adoption

MpoéAsvon kKat 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 avadnuoaievon tou
npwTtoTiNoL TG NMNYNG. MNpdoPfacn oto MAAPEG MPWTOTLTO Y{vETAL OTOV EMONUO EKOATN, PE TNV AMALTOOUEVN
4abeta 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. 509
Calcium hydroxide solution Ph. Fr.

MapBévo eAatdrado 509
Virgin olive oil

MpoanaiToVpeva / Prerequisites

AldAvpa vopogeldiov aaBeotiov Ph. Fr. / Calcium hydroxide solution Ph. Fr. AtdAvpa v6pogeldiov aoBeatiov Ph. Fr.
/ Calcium hydroxide solution Ph. Fr.

MNeprypag@n okevaopatog / Preparation description

Kitpvwnd eAaldeg vypd e SlaxwpLopd eaoewv.

Yellowish oily liquid with phase separation.

References: [1]

Apdaon kaL xpRon / Action and use
ToTKO HOAQKTIKG KOL TTPOOTATELTIKG HEPUATOC KATAE TN Hovoypagla.

Topical emollient and skin protectant according to the monograph.

References: [1]
Mpobiaypagéc / Specifications
EAalwdeg KITPvWO LYPO HE dlaxwpPLopd eAdoewy.

Yellowish oily liquid exhibiting phase separation.

References: [1]
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®wg / Light
MNapBévo eAatdiado: npootacia and wg.

Protect virgin olive oil from light.

References: [2]

Aépac kaL o&eidbwaon / Air and oxidation
NopBévo eAatdAado: ofeldwveTal: n nPWTN OAN QUAGCOETOL OE TTARPN, KAAQ KAELOTO MEPLEKTN.

Virgin olive oil is oxidisable; store the raw material in a full, well-closed container.

References: [2]

Nepo kat SuaAvtoTtnTa / Water and solubility

Agv dlveTal mOooTLKS 6pLo LEPOAVTLKHG OTABEPATNTAG TNG OLYKEKPLUEVNG o0vBeaNnG. H mogdTnTa Kat moldtnTa
vepoD Hev peTaBaAAeTal and Tn cuvtayh.

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

References: [1]

Yypaoia / Humidity

Agv dlveTal apBUNTIKS 6pLo OXETIKAG LYPAO(aC Yo TO TEALKS okeDagua. AnoeelyovTtal dlaBpoxh MPWTWY LAWY
KL HETAPOPA CUUMUKVWHATWY 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

MapBévo eAatdAado we mpwtn OAN: =25°C. To épLo amnobrikevong 6ev AAAATEL TIC BEPULKEG TLUVOAKEG TTIAPACKELAC
NG €BLKAC POpUOLAAC.

Virgin olive oil raw material: =25°C. This storage limit does not change the specific formula’s processing
temperatures.

References: [2]

pH kat cuppatétTnta / pH and compatibility

Agv op{CeTtat €8kd €0pog pH TOL TEALKOV OKELAOTUATOG. Agv TipooT(BeTal pLOULOTAG PH XWPIG TEKUNPLWHEYVN
aAAayr TnG obvBeang.

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

References: [1]

AAAeg aAAnAembpaoslg / Other interactions
Ca(OH)2: avBpakikd, pwoPopLkd, KLITPIKA Kat Belkd punopel va MPOKAAECOLY KATAKPAVLON.

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

References: [3]
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Ewdika otolxeia cvotaTtikwy / Ingredient-specific information

Tavtonoinon kat Bdon Coylong:

e AtdAvpa vdpoEeldiov aoBeatiov Ph. Fr.: 50 g.

* NapBévo eAatdAado: 50 g.

Ol BNAWPEVEG Hop@Ec/moLldTNTEC avriikovy oTtnv akpBry obvBeon tng MNYrMG.

Identity and weighing basis:

¢ Calcium hydroxide solution Ph. Fr.: 50 g.

* Virgin olive oil: 50 g.

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

References: [1]

Mpootacia epyalopévwy / Staff protection

Kabapr HoKpUPAVLIKN EpyaoTnplakr evdupaoia, KEALYN HAAALWY KL YAVTLO KATA TOV XELPLOUS. AAAQYH YOVTLWV
META amnd emudAvvaon/eBopd.

Xelplotelte T TOyLon kot AstotpiBnon oe xwWpo/dldtagn mov neplopifel Hlaomopd Koviwy, e mpooTaaia
0QOAAHWY- 0 TUTIOG AVATVELOTIKAG TIpooTaciag kaBop(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: [11], [4], [5]

ExTtipnon kivdovov / Risk assessment

ZuykekpLuévn naptida avagopdc: 100 g. Mpwto cuoTaTikd: AldAvpa vdpoEeldiov aoBeatiov Ph. Fr., 50 g. EAéyETe
aVEEGPTNTA TN XNULKA HOPQH, TG HOVADEC Kol KABE KALUdKwaon mptv and COyLon.

EAéyETe opoloyévela, oBwAoug, dlaxwploud Kat mpayuaTiky andédoon npwv and vnodlaipeon. H cuokevaoia mpénel
Vo ETILTPEMEL opoLdopen epapuoyr Xwplc eloaywyri vEPOL 0TO TMEPLEXOUEVO.

KataypdyTe yla TNV TOMKA avdAuon moodTnTa avd napaokevr, ouxvotnTa epyaoiag, dtdpkela avolkTtol
XELPLOMOD, TBAVEG 06006 €KBEaNG KL AMOTEAECUATIKOTNTO TWY HETPWY eAEYX0L. AuTd elval atowela elaédov
NG agloAdynong: 6ev amodibetal MPooXNUATIKAC TEALKOG BaBUdC KlvdOvou.

Znuelo eAéyyou amnodéopevong: delypa and avtinpoowneuTikd onuela kat and tnv apxi/TéEAog NARPWONG, UE
Kataypaer Kadilnonc r dlaxwplopol Kat enavadlaonopdc. EAEYETe OTL N mpoBAEnOUeEYN Afjyn amnodibeL TNV
anattoVpevn moodTNTa: N eEWTEPLKA opolopop@ia pévn TG dev amodelkvieL opolopopPia SPACTIKAC.

Reference batch: 100 g. First ingredient: Calcium hydroxide solution Ph. Fr., 50 g. Independently check chemical
form, units and every scale conversion before weighing.

Check homogeneity, aggregates, separation and actual yield before subdivision. Packaging should allow uniform
application without introducing water into the contents.

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: sample representative locations and early/Iate filling; record settling or separation and
redispersibility. Verify delivery of the intended amount; visual uniformity alone does not demonstrate API
uniformity.

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

ZuvOnkec mapaockevng / Compounding conditions

Mpw and avdulgEn: Tavtonoinon xNULKAG HOPYAC Kol apTidag kABe cuaTATIKOD, KaTaypaPr] BEWPNTIKWY
MOCOTATWY KAt EAEYX0GC KaBapldTNTAC Tou EEOMALOUOD. OL BepUoKPaoleG Kal N oelpd MPoodrkNg elval aVTEC TNC
MopaKkATW dladikaoiag.
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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], [5]

Texkpnpiwon BUD / BUD rationale

Agv evTOMOTNKE €LOLIKA MELPAUATIKE SLEPKELX TTOL va KAAUTITEL OAGKANPN TNV akPLBr) oOVOean, TOV MEPLEKTN KL
TN HMKPOBLOAOYLKH KATAAANASTNTA.

EmAeyHEVOC oLVTNPNTIKOC YEVIKOC Kavévac: éwe 14 nuépec otoug 2-8 °C yla boaTIKA Hopen XWPIC EMAPKWC
TEKUNPWHEVN cuvTApnaon. MpoindBeaon elval 6Tl n Wogn dev npokaAel kaBIZnaon, un AVACTPEWLHO dlaywpLopd A
GAAN amWAELa KATAAANASTNTAC. AV auTrh N pobnddean amnotlxeL, 6ev xpnowuomnote{tatl To 14AUEpo o€
Bepuokpaoia dwuatiov- anatte{tal edikr Tekunpiwon ocbvtoung xprong.

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

O yevikdG kavédvag anoteAel ouvTNPENTIKG 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 MOG0aTO VEPOUL H TNV AMWAELX KATA TN EApavan. MNa tekunpiwaon xpnoluonotiote
SOP-014 kot F-006- yia €16ikr} aw, SOP-017 kat F-012.

Atevkpivion USP: 6ev anatte{tal pétpnon aw yia kdBe un otelpa napaockevr. H katnyopla pnopel va TeKUNpLwOEel
and TNV akpBri obvBeaon Kal KATAAANAQ AVTUTPOOWTELTIKE apadelypata- étav n obvbeon elvat aféBaln A
0PLOKH, MPOTIHATOL ELBLKA HETPNON HE KATAAANAN pEB0DO. ZTNV Mapoloa €kdoon dev LTIAPYEL HETPNUEVN aw OVTE
anodeapevpuévn moptida. H Sldpkela Tov TEALKOD OKELAOPATOC KaTd Kavdva 6ev vrepBaivel To evanouévov BUD
TWY EVOWHATWHEVWY YOANVIKWY Bdoswv/evBlapéowv. EEaipean xpetddetal eldikA attioAdynon étL dev
eMnNPEedfeTal BLOPEVWC N PLOLKN, XNHLKA 1} HIKpoBLloAoyLkr moldTnTa. KataypdyTte XwPLoTd TeAKS 6plo,
nUepoUNvia MOUPAOKELAG TWY EVOLOPETWY KAl TIpayHaTik 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
the final limit, intermediate preparation dates and their actual expiry dates separately.

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

Mpoamaitovpeva / Prerequisites

AldAvpa vEpoEeldiov aaBeatiov Ph. Fr. - akplBéc BondNTIKS LALKS 1 eVBLAUETO TNC MNYAG: amaLTovvTaL
TavtéTNTA, MPOdLaypaer, anodeouevpévn MopTida Kot EAEYX0G TNG OXETIKAG dladikaoiag.

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

References: [1]
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EEomAlopoGg / Equipment

Zuyo6¢ KaTtdAANANG eAdxLotng C0ylong, youdi/omepog i opoyevonolnthg, doxela avdulEng, ondTovAeg,
BepudueTpo dtav vndpyxel O€puavaon, dpyava oyKopETPNoNG yla noodtTnTteg 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
2LVdLAoTE 08 YUAALVN KEXPLUTAPEVLA PLAAN 125 ML Kol avaKLvAoTE LoXLPA.
Combine in a 125 mL amber glass bottle and shake vigorously.

References: [1]

Napatnpnoclg / Observations

H teAkr noodtnta lval n Baon tou nivaka abvBeonc. KataypdgovTal mpaydaTikh anddoaon, Tuxdv amWAELEC KOl
anokA{oELC 0TO QUAAO EKTEAEDNG.

The final quantity is the master-formula basis. Record actual yield, losses and deviations in the batch record.

References: [1]

MeplékTnG KaL ovokevaoia / Container and packaging

EmiAdoyn yia tomkr a&loAdynon: KaAd kKAEloT @LAAN cupBatr He To LYPS. Mpv and MARpwan eAEyxovTal
KaBapldtnTa, akepaldTNTA, OTEYAVOTNTA Kol oLUBATOTNTA LALKOD/MWHATOG. H 161k povoypagia 6ev
TEKUNPLWVEL GUYKEKPLIEVO EUTIOPLKS TIEPLEKTN.

Selection for local assessment: well-closed bottle compatible with the liquid. Check cleanliness, integrity, closure
and material compatibility before filling. The specific monograph does not validate a particular commercial
container.

References: [1]

MoloTikog éAeyxoc / Quality control

EAQLWGEC KLTpWTS LYPO e BlaxwpLloud eAoewv.

H néBobocg, To 6pLo amodoynic, N MPAYHATIKA TIUN Kal 0 EAEYKTAC KaTtaypdeovTal xwplotd oto F-005. Anotuyia
Kplowng nmpodlaypaeric odnyel oe kapavtiva kat dtepebvnon katd SOP-015- n enavdAnyn eAéyxwv xpeltdleTal
attoAdynon.

Yellowish oily liquid exhibiting phase separation.
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], [10]

®0OAa&n / Storage

ZLVOAKECG/MEPLEKTNG TIOL AVOQEPEL N TNYH: Avakivnan mpw and xprion.
Mo TO EMAEYUEVO YEVIKO v TOTO OpLo: 2-8 °C, £pOoov dlatneolvTal N UOLKH KATAAANASTNTA KAl N
oLPBATOTNTA PE TN CLUYKEKPLUEVN TINYH. Agv epapudleTal To 14 iuEpo oE BepUoKkpaaia SwaTiov.

Source-reported conditions/container: Shake before use.
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: [1], [6], [7]
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A1aOeon / Dispensing

AldBeon ue oaer 066 XprAong, MEPLEKTLKOTNTA Kal Nuepopnvia xpriong. H mogétnta avd epapuoyn Kat n
oLXVOTNTA CUUMANPWYOVTOL COUPWVA E TN CLVTAYH.

Dispense with a clear route, strength and use-by date. Complete amount per application and frequency from the
prescription.

References: [1]

EmioApavon / Labelling

EAaloaoBeatolyo xplopa Ph. Fr.

EEwTeptkn xprion

Nocétnta: _ Noptiba:

MNapaokevdotnke: _ XpAon éwg:

AoBeviig / 86on / ouyvéTnTa:

®OAAEN: 2-8 °C, peTd TNV enBeBaiwon KataAAnAdTnToC YogNC.
AvakrioTte/enavadlaone{peTe KAAQ mpwv and xprion.
©epuokpaoia yta to BUD autAg tng naptidag:

Oleo-calcareous liniment Ph. Fr.

External use

Quantity: _ Batch:

Prepared: __ Useby:

Patient / dose / frequency:

Storage: 2-8 °C, after confirming suitability for refrigeration.
Shake/redisperse well before use.

Temperature for this batch BUD: __

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

v9_controls / v9_controls

To apBunTikd 6plo oto apxeio elvat pévo 6pLo BLRALOYPAPLKAC ava@opdc umd TIC e6LIKEC MpolmoBéaelg. Aev €xel
oplotel BUD mpaypaTtikig naptidag kat dev £€xouv napaxOel petprjoelg aw. H akplprig abvbeon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN KoL Ta aTolxela eAEyyOU TIPETEL VO EYKPLOODV YL TH OUYKEKPLUEVN
epapuoyn. H évap&n touv vrmoAoylopol BUD eival n évapén tng napaokevic. EQapudletal To GLUVTOUSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO EAEyYO 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.

AveEdpTnTn eAANVIKA Kot ayyAkr anédoon/opydvwan otolxelwy TnG avagepdpevng mNyng. Aev anoteAel enlonun petdgpaon fi £€ykplon Touv
€KOOTN.

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

Mnyéc koL mapanopunég / Sources and references

[1] Liniment calcaire (2007) (15/02/2012)

2007 | PDF pp. 1-1 | master formula | 2026-10-14
https://ansm.sante.fr/uploads/2020/10/23/liniment-calcaire.pdf

[2] FN/2003/PA/027 OLIVA, ACEITE VIRGEN DE

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_027.pdf
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[3]1 FN/2003/PA/016 HIDROXIDO DE CALCIO

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_016.pdf

[4] 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
[5] 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

[6] 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
[71 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
[8] 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
[9] 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
[10] 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
[11] 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
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