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Alorpn Kap@opac 10% R 20% Ph. Fr.
Camphor ointment 10% or 20% 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

Kapgopd pakeukn 10g/20g
Camphor, racemic

Aevkn BaleAivn 809g/7049g
White soft paraffin

NEVKOG KNPOG LEALOCWV 10g
White beeswax

MNeprypagn okevadopatog / Preparation description
NA€LKH, CUVEKTLKH, NUIBLaQaAVAC aAolpr] HE évTovn oour Kaueopdc.
White firm translucent ointment with strong camphor odour.

References: [1]

Apdaon kaiL xpon / Action and use
Tomkod nopackebaoua yia Huikd/apBpikd mévo Katd tnv mnyH.
Topical preparation for muscular/joint pain according to the source.

References: [1]

Mpobiaypagéc / Specifications
Camphor: 9-11% / 18-22% m/m
Camphor: 9-11% / 18-22% w/w

References: [1]
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®wg / Light

Agv mapéxeTal EL6IKA QWTOOTABEPSTNTA TOL TEALKOU TPOIOVTOC. H amatToOUEVN QWTOMPOOTAC(O TOV MEPLEKTN,
epboov opiCetal, avagépetal atn POAAEN.

Finished-product photostability is not specified. Any required container light protection is stated under Storage.

References: [1]

Aépac kat o€eidbwon / Air and oxidation
Kapgopd: mtnTikA mpwtn OAN: KAAQ KAELoTé Soyelo.
Camphor is volatile; keep the raw material well closed.

References: [2]

Nepo kat SuaAvtoTtnTa / Water and solubility

Kapgopd: Alyo SlaAvtr ge vepd, eLBLAALTN Og Atmapd éAata Kot OAD Alyo dLaAuTH o€ YAUKEPOAN.
Aevkr BageAivn: n avtioTtowyn kabapr mEWTN VAN KATA JP elvat MpakTikd adldAutn oTo vePOS.

Camphor: slightly soluble in water, readily soluble in fixed oils and very slightly soluble in glycerol.
White Petrolatum: JP classifies the corresponding pure raw material as practically insoluble in water.

References: [2], [4]

Yypaoia / Humidity

Agv dlveTal aplBunTiké dpLo oxeTikrig vypaciag yla To TeAkd okeDaopa. ATtogebyovTtal SLaBpoxr MPWTWY LAWY
KOl HETOPOPA CUUMUKVWHAETWY 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
Kapgpopd: neplopiote pun avaykaia 8€puavon Adyw mtnTIkOTNTAG.
Limit unnecessary camphor heating because of volatility.

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]

AAAec aAAnAemidpaoelg / Other interactions

Agv napéxetal TAAPNS SOk cuuBaTdTNTAC TOU UiyHaTOoG HE MPdobeTa dpaoTIKA 1 dLagopeTikd €kGoya. OL
LTIOKATAOTAOELG AMaLTOOY XWwPLoTh Tekunpiwon.

No complete compatibility test with added actives or alternative excipients is provided. Substitutions require
separate evidence.

References: [1]
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Ewdika otolxeia cvotaTtikwy / Ingredient-specific information

Pakeutkr Kappopd: Ak KPLOTAAALKY, €00pUTITN Katl MTNTIKA OAN. Z€ aAOLPEG SlaAbeTal MPWTA 0To €AaLo A g€

MLKPO HépoC TNG BAoNg, og xaunAr Bepuokpaaoia.
Aevkr BageAivn: mpwTn OAN HE XapaKTNPELOUS SLOAVTOTNTAC OTO VEPS «TMPAKTLKA adLldAvTn» Katd JP.

Racemic camphor: white, crystalline, friable and volatile material. For ointments, first dissolve in the oil or a small
portion of base at low temperature.
White Petrolatum: raw-material water solubility is classified as practically insoluble by JP.

References: [2], [4]

MpooTtacia epyalopévwy / Staff protection

KaBapr pakpuudvikn epyaotnplakr 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], [5]

ExTtipnon kivdovov / Risk assessment

ZuykekpLuévn napTtida avagopdc: 100 g. MNpwTto cvotatikd: Kappopd pakeutkr, 10 g / 20 g. EAéyETe aveEdpTnTa
TN XNUWKA Hoper, TG HOVAdEC Kal KABE KALUAKwaon mpwv and COyLon.

EAéyETe opoldpopen dlaomopd TNG SPACTLKAG Kol AMOVo{d CUOCWHATWHATWY HETA TNV YOEN. YiepBEpuavan,
eloaywyn vepol 1 aAiayr Bdong peTaBdAAOLY TO TIPOPIA TNG MUPACKELAG: KATAYPAYTE MPpayUa Tk anddoon Kat
ATMWAELEC HETAPOPAC.

Kataypdyte yla TNV TOMKA avdAuvon mocdtnTa avd Napaokevr, ouxvétnta epyaciog, dLapKeLa avolkTol
XELPLOMOD, TBAVEG 06006 €KkBEONG KL AMOTEAECTUATIKOTNTA TWY HETPWY eAEYX0L. AuTd elval atowela elgédouv
NG agloAdynong: 6ev amodibeTal MPooXNUATIKAC TEALKOG BaBUSC KlvdOvou.

©epuLkd oTAdl0 TNG oLyKeKPLPEVNC Sladikaalag: eAEYETE OepUOPETPO, TPOTIO BEPUAVONG, XPOVLKH BLdpKeLa Kot
anopuyr unepBEpuavonG/anwAglag dtaAdTn. To TEAog avduEng dev TavtiCeTal pe TEKUNPLWHEVN YOEN A A PN
opoyevormoinan.

Znuelo eAéyyxou amnodéapevonG: EAEYETE CUOOWHATWHUATA, KPUOTEAAOUG, TOTILKEG BLOAPOPEG LG KAl EAEDBEPO
LYPO HETE TNV 0AOKARPWON TNG HEBGBOL. KataypdyTte yewueTpla avauéng, uéyeboc napTtidag Kol MPAYHATIKEG
OEPUOKPAOIEG: HETAPOPA apLlBUOD OTPOPWY 0 GAAO avaulkTApa dev anodetkviel Looduvauia.

Reference batch: 100 g. First ingredient: Camphor, racemic, 10 g / 20 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], [9], [11]

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 YEVIKOG Kavovag: €we 180 nuépeg otoug 20-25 °C yia otepe 1§ Un LOATIKA PN MOOLUN HopPer], LE
TeEKUNPWHEVN aw <0,6. H apxikh nowdtnta/vypaoia, n npootacia and e{codo vepol Kat N QUOLKH KATAAANASTNTA
npénel va vrootnpi{Couv autr TNV Katnyopla.

Huepounvia xpriong = n evwpitepn emtpent nuepounvia and nmoapaokevr] + emAeyUévn dldpKela, AREELC MPWTWY
VAWV KoLl TUXOY CLVTOUSTEPO TEKUNPLWHEVO OpLo. O XpdvoG PHETA TO Avolypa 6ev mapaTteivel To cuvoAlkd BUD. H
TEALKA NUEPOUNVI{O CUUMANPWVETAL YL TN GLUYKEKPLUEVN TIOPTIBA HETE TOUC EAEYYOULC.

0O yeVIKOG Kavovag anoTeAel ouvtnpeNTIKS Oplo emMAOYAC KoLl OXL MELPaPATIKY anddelEn otabepdTnNTAC TNG
naptidag. H katnyopia cuvdéetal pe TNV TeEAKA abvBeon, Tn oLVTAPNON KaL TIG EMTPENOPEVEG Beppokpaaieg. H
TIUA aw 6gv MPoKOMTEL amd TO M0G0 TO VEPOU H TNV AMWAELX KATA TNV EApavan. MNa tekunpiwaon xpnolponoliote
SOP-014 kot F-006- yia €l6ikrj aw, SOP-017 kat F-012.

Atevkpivion USP: 6ev anatte{tal pétpnon aw yla kdbe un otelpa napaockevr. H katnyopla pnopel va tekunpLwoel
antd TNV akpBri obvBeon Kal KATAAANAQ AVTUTPOOWTELTIKE apadelypata- édtav n odvbeon elval aféBain A
oplakh, mpoTiHdTal 6K HETPNoN HE KATAAANAN HéBobo. ZTNV apoloa €kdoan Hev LTIAPYEL HETPNUEVN aw OUTE
anodeopevpévn noptida. H didpkela Tov TEAKOD OKELAOPATOG KaTd Kavdva dev unepPBaivel To evanopévov BUD
TWY EVOWHATWHEVWY YOANVIKWY Bdoswv/evBlapéowv. EEaipean xpetdletal €Ik attioAdynon 4tL dev
ennpedfeTal SBLOPEVWC N PLOLKH, XNHLKA 1] HkpoBLloAoylkr moldTnTa. KataypdyTte XwpeLoTd TeAKS dplo,
NUEPOUNVIX MAPAOKELHG TWY EVOLAPETWY KaL MPAYUATIKA nuepounvia ARENG TOLG.

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

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.
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], [8], [10], [12]

MpoanaiTobpeva / Prerequisites

Agv anatteltol xwploth B&on pe Kwdkd pNTpwov. Tuxdv eunoptkd dxnua MapapEveL To aKPLBEG KATOVOUACOHEVO
npotév tou nivaka.

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

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
TAETE kKNPSO Kat BaleAivn €éwg 60 °C. ALGADOTE KovlomolNUéVN KAUPOPA Kot avadedoTte uéxpL YOENC.
Melt wax and petrolatum up to 60 °C. Dissolve powdered camphor and stir until cool.

References: [1]

Napatnpnoclg / Observations
OL 800 otAAeg lvat eVaAAaKTIKEG. H mnyr emtpénel D-kap@opd kat anayopedel xprion KATw Twv 30 UNvwv.
The two quantities are alternatives. The source permits D-camphor and prohibits use below 30 months.

References: [1]

MepLékTnG KalL cvokevaoia / Container and packaging
AEpOOTEYNAC MEPLEKTNG.
Airtight container.

References: [1]

MoloTikO¢ éAeyxocG / Quality control

Opotoyévela nepinov 0,2 g HETAED aVTIKELUEVOPOPWY, XWPI(C cwpaTidla. ZOylon nepimov 3,00 g (m), B€puavaon oe
véatdAouTpo pEXPL oTaBEPn MAla, YoEN/COyLon umoAelppatog (M’). Kapgopd %=100(m—m’)/m.

H péBodocg, to épLo amodoyrg, N MpayUa Tk T KoL 0 EAEYKTAG KaTtaypdgovtal xwploTd oto F-005. Anotuyia
kplowng npodiaypagric odnyel oe kapavtiva kat dtepebvnon katd SOP-015- n emavdAnyn eAéyxwv xpetdletal
aLTloAdynon.

Homogeneity of about 0.2 g between slides, no particles. Weigh about 3.00 g (m), heat in a water bath to
constant mass, cool/weigh residue (m’). Camphor %=100(m—m")/m.

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]

®0AaEn / Storage

AgpooTEYAC MEPLEKTNG.
lNa 6ldpkela mov amnodidetal and yevikd Kavéva, epapudletal emmAéov n Bepuokpacia TNG eMAEYHEVNC
katnyoplag oto nedlo BUD. H nnyr dev tekunplwvel avbaipeteg aAAayEg Beppokpaciog.

Airtight container.
For a general-rule duration, also apply the temperature of the selected BUD category. The source does not
support arbitrary temperature changes.

References: [1], [7]
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A1aOeon / Dispensing

AvtevdeikvuTal o€ MadLd KATW TwWv 30 HNVWY: avaypadr KOUPOPAG TNV ETIKETAL.
YrnoAe{ppaTta HaAaKTIKoU o€ polya, EMOECUOLC ) KALVOOKEMAOUATA EMLTAYXOVOLY TNV AVAPAEEN LOATUATOC.
Anoguyr Kamv{opatog Kat YouvAc eAdyac kKatd tn xpron.

Contraindicated in children under 30 months; declare camphor on the label.
Emollient residues on clothing, dressings or bedding accelerate fabric ignition. Avoid smoking and naked flames
during use.

References: [1], [6]

Enmwonpavon / Labelling

ANowpr Kapeopdc 10% 1} 20% Ph. Fr.

EEwTepwkn xprion

MNooétnta: _ Maptida:

MNapaokevdotnke: _ XpAon éwg:

AobBevric / 66an / ouyvéTnTa:

dOAaEN: AepooTeEYAC TTEPLEKTNG.

©epuokpaoia ywa To BUD autAg tnG naptidag:

Camphor ointment 10% or 20% Ph. Fr.
External use

Quantity: _ Batch:

Prepared: _ Useby:

Patient / dose / frequency:
Storage: Airtight container.
Temperature for this batch BUD: __

References: [1]

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] Pommade camphrée (10 pour cent - 20 pour cent) (2007) (15/02/2012)

2007 | PDF pp. 1-2 | master formula | 2026-10-14
https://ansm.sante.fr/uploads/2020/10/23/pommade-camphree-10-pour-cent-20-pour-cent.pdf
[2]1 FN/2003/PA/002 ALCANFOR RACEMICO

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_002.pdf
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[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] 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

[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] MHRA - Emollients and risk of severe and fatal burns: new resources available

26 August 2020; updated 20 May 2021 | Fabric contamination and fire risk | clinical safety | 2026-09-12
https://www.gov.uk/drug-safety-update/emollients-and-risk-of-severe-and-fatal-burns-new-resources-available

[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] 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
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