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CGR-ES-096 | 10.0
Kapgopa pakepikl 10% m/m o& aAol@n HE AEVLKO Kepi
8% m/m

Racemic camphor 10% w/w ointment with white
beeswax 8% w/w

BLBAloypagik avagopd - Anatte{tal Tomkr vioBétnon / Reference document - Local adoption required

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 /100 g

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

Pakeukr Kaugopd 1049
Racemic camphor

NeLKO kepl HéALTTOC 849
White beeswax

Agvkr] HoAakr napagivn g.s.ad 100 g
White soft paraffin

MNeprypagn okevadopatog / Preparation description

A€LKH aAOLYH HEYAANG OUVEKTIKOTNTOC E XAPOKTNPLOTIKA 00U Kau@opdc. MNa 100 g neptéxel 10 g paAKEULKAG
Kap@opdc, 8 g AcukoD KepLlod Kal BewpnTikd 82 g AeLKHG HAAAKAG Tapa@ivng. Agv MeEPLEXEL MPOOTIOEUEVO VEPD.

White firm ointment with characteristic camphor odour. Per 100 g it contains 10 g racemic camphor, 8 g white
beeswax and theoretically 82 g white soft paraffin. No water is added.

References: [1], [2]

Apaon kai xpAon / Action and use

JOUMTWHATLKA avaKoOELoN HUAAYLWV/apOPpaAYLWY and OAGOELG, SLAOTPEUUATA 1] CLOTACELC GOPEWYA LE TNV TINYH.
Nentéd oTpwHa 2-3 Popéc NUePNOlwG 0To GOBLKTO 6€pUa TNG TIPORAETOUEVNG TTEPLOXAG: OXL PLVLKE ATIOCUHPOPNTLKN
} and Tov oTéuaToC Xprion.

The source describes symptomatic relief of myalgia/arthralgia associated with bruises, sprains or contractures.
Apply a thin layer 2-3 times daily to intact skin of the intended area; not for nasal decongestion or oral use.

References: [11], [2]
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Mpobiaypagéc / Specifications

Pakeutkr] kaugopd RFE 0655, Acukd kepl RFE 0069 kat BP White Soft Paraffin énwc¢ op{Cet n nnyr. TeAKA aAolpr
AEUKH, CUVEKTLKN Kal OMOLOYEVHG, XWPI(C adldALTOLG KPLATAAAOUG. Agv tapéxeTal aplOunTikd éplo LEWdoug,
MEPLEKTIKOTNTAC | HEYEBOLG KPLOTAAAWVY.

Use racemic camphor RFE 0655, white beeswax RFE 0069 and BP White Soft Paraffin as specified. Finished
ointment should be white, firm and homogeneous, without undissolved crystals. No numerical viscosity, assay or
crystal-size acceptance limits are supplied.

References: [11], [2], [4]

®wg / Light

Mpootacia and 1o ew¢ Katd tnv nnyr. H cuokevaoia pémnet va eEao@aAilel avth TN oLvdrikn, MapdTL eV
anatte{Tol OLYKEKPLUEVO XpwHa doxelov. Agv umdpxouvy ogoTikd dedopéva puwTooTaBepdTNTAS.

Protect from light as specified. Packaging must provide this protection, although no particular container colour is
required. Quantitative photostability data are not supplied.

References: [1]

Aépac kat o€eidbwon / Air and oxidation

H Kapgopd e{val mtnTikA Kot eEaxvwveTal akéun os Bepuokpaaia dwuatiov. Meploplote avolkTh
Bépuavan/avadevon LETA MPoabnkn, YOETE Ue EAeyx0 Kal KAE{oTE auéowe To TeEAkS doxelo wote va
neplop(ovtal anwAeleg a0 TIKOD.

Camphor is volatile and sublimes even at room temperature. Limit open heating/mixing after addition, cool under
control and promptly close the finished container to reduce active loss.

References: [11], [2], [3]

Nepo kat SuaAvtotnTa / Water and solubility

Agv mipooTiBeTaL vEPS Kal XpnotomnolodvTal oteyvd okeldn. To bdpdAovTpo poop(CeTal HOVO yLa EUUEDN
Bépuavaon: anotpéyte otayovidia/ocuunikvwua péoa otnv aiolgr. H anovoia mpoabAkng vepol 6ev cuvloTd
pHETpnon aw.

No water is added and equipment must be dry. The water bath is for indirect heating only; prevent
droplets/condensate entering the ointment. No added water is not a measured aw result.

References: [11], [4], [5]

Yypaoia / Humidity

H yevikn Sladikaaoia alotpwv oplCel oxeTikA vypaaoia =60% Kot xwpo 255 °C. Aev dlveTtat 161k evatabnaia
TEAKAG aAolerc aTnv vypaaoia- mpoTepatdTnTa £XEL N MPOANYN vePOoL amd To AouTpd Kol N dLathPnon KAELGTWY
MPWTWY LAWV.

The general ointments procedure specifies relative humidity =60% and room temperature 25+5 °C. No specific
humidity sensitivity of the ointment is provided; prioritise exclusion of bath water and closed raw-material
containers.

References: [11], [4]

Oeppokpacia / Temperature

H Bdon napagivng/knpod thKeTaL o€ LOPOAoVTPO 50-70 °C. H Kapopd nmpootiBetal HOALG N BAon eMLTPEMEL AR PN
dLdAvan pe éoo yivetal pikpdtepn Beppikry €kBean. H ICSC bivel onpelo avdeiegng mepimov 66 °C yla Tnv kabapn
Kop@opd: dev elval petpnuévn 8LOTNTA TNG AAOLPHG, AAAd anattel EAgy)0 MNYWY avdAegEng. POAAEN KATW amnd
30 °C.
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Melt the paraffin/wax base in a 50-70 °C water bath. Add camphor when the base permits complete dissolution
with the least practical heat exposure. ICSC gives a flash point around 66 °C for neat camphor; this is not a
measured ointment property but requires ignition control. Store below 30 °C.

References: [11], [2], [3]

pH kait cupBatéTnTa / pH and compatibility
Agv ipoodlopiCetal pH tng dvudpng Atmopric aAolpAc. YOaTIKA ekxVALON i MPooBAKN PLBULOTIKOL Ba ATav GAAN
HEB0BOC/o0VBEDN Kol Hev elodyeTal Xwplg Tekunpiwon.

No pH is specified for this anhydrous fatty ocintment. Aqueous extraction or buffer addition would introduce a
different method/formula and is not added without evidence.

References: [11], [4]

AAAec aAAnAenibpaoclg / Other interactions

Kapgopd: kpatriote pakpld and oxupd oEeldwTIkd, avaywylkd kot agOUBaTouG YAWPLWHEVOLG SlaAdTeG. Mnv
xpnotpomnole(te aBépa | dAAov opyavikd SLaAlTn yia AstotpiBnon: n ouykekplpévn péBodoc mpoPAEmel dLdAvon
oTnv TyHévn Autapr Bdon.

Keep camphor away from strong oxidisers, reducing agents and incompatible chlorinated solvents. Do not

introduce ether or another organic solvent for trituration: this specific method dissolves camphor in the melted
fatty base.

References: [11], [2], [3]

El81ka otolxeia ocvotaTtikwy / Ingredient-specific information

EmAéyetal pakeuk kapgopd tng RFE 0655. H ICSC avagépet yia Tn pakeuikry popery CAS 21368-68-3-
EMaANBEVOTE TN XNUIKA TOLTOTNTA TOL TIPAYHATIKOV TPOoPNBeLTH. To AeLKO KEP( B{vEL CUVEKTIKOTNTA KL N AELKN
HaAakh mapagivn elvat o popéag- dev elval vypr mapaeivn.

Select racemic camphor meeting RFE 0655. ICSC notes CAS 21368-68-3 for the racemate; verify the actual
supplier identity. White beeswax provides consistency and white soft paraffin is the vehicle; it is not liquid
paraffin.

References: [1], [2], [3]

NMpootacia epyalopévwy / Staff protection

ravtia, modld, yuvaAld kat agplopdc/anaywyr Katd tn {0ylwon Kal mpoadnkn Kapgopdc. Mnv ewonvéete okdvn 1
QTHOUG. XpnoluonoltioTe NAEKTPLKO LOPAOAOLTPO XWPIG PASYEC, BEPUOAVOEKTIKS XELPLOUOS Kal aTaBepd okeDOC:
eAEYETE TNV KATAAANASTNTA EEOMALOMOU Yl TTNTIKH €0QAEKTN OAN.

Use gloves, coat, goggles and ventilation/extraction while weighing/adding camphor. Avoid dust/vapour
inhalation. Use an electric water bath without flames, heat-resistant handling aids and a stable vessel; assess
equipment suitability for a volatile combustible material.

References: [3], [4]

EKTipnon kKivdéovovu / Risk assessment

Oyt o€ MadLd KATW Twv 2 £TWVY: 0 PeyaAlTeEPa TadLd pévo pe atpikr 0dnyla kat mpogoyr. Oxt oe TpaduaTa,
BAgvvoydvoug, dépua e BAGBEC | KovTtd ata povBolvia. Katdmnoon Kapeopdc unopel va mpokaAéoel onaouolg
KOl OVOMVELOTIKA KATAOTOAR. 2TN YaAovyia un xprion o€ onueia émov 1o BpEpoc elomvéel aTtolg A
ayy{ley/katanivel To mpoidv.

Not for children under 2; older children require medical direction and caution. Do not apply to wounds, mucosa,
damaged skin or near nostrils. Camphor ingestion can cause seizures and respiratory depression. During lactation
avoid sites where the infant could inhale vapour or contact/ingest the product.
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References: [11], [2], [3]

ZuvOnkec mapaokevns / Compounding conditions

Ma 100 g, Bewpntik napagivn =100—10—-8=82 g. Mn SL0pBWVETE AMWAELX KAUPOPAG HLE TUPAR TIPOCOAKN
nopaeivng éwg 100 g: autd pnopel va KAAOYeL xaunAr toxV. Kataypdyte npayuaTtikéc ndleg, Bepuokpaoia
THENc/mpoodrkng kat andédoaon.

For 100 g, theoretical paraffin =100—10—-8=82 g. Do not conceal camphor loss by blindly adding paraffin to 100
g, as this can mask low strength. Record actual masses, melting/addition temperatures and yield.

References: [11], [2], [4]

Texkpnpiwon BUD / BUD rationale

H ninyn opiCet 3 priveg, o€ mAaoTiké BAZo 1} cwArfva, npootacia and ewc Kot K&Tw and 30 °C. Me TeKUNPLWUELN
ToTkA vloBEéTnon akpLBoLG cbvBeang/ocvokevaaciag, opodn elvat To PLKPOTEPO TWV 89 NUEPWY, TPLWY
NUEPOAOYLOKWY HUNVWY Kol opiwyv LAWY. Agv evTomi{oTnKe HEAETN TNG OCLUYKEKPLUEVNG QOPOLANC 1| HETPNUEVN aw:
dev amodideTal avtéduata yeVIKS 6plo 180 nuePWV. AMWAELA KAUPOPAG KOl AVOKPLUOTAAAWON amoTeAOVY oLaltepa
onuela mapakoAovdnong. Ekdotik ocbupaon: ta pnviaia épla TNG mMNYAG MAPAUEVOLY NUEPOAOYLAKE: TO
apBuNTIKS dpLo petatponic elval 28 NnUépec yia évav uAva ff 89 yla TPeLg: TuXOY XwPLoTd emAeyUévo Bpax0TEPO
6pLo eEakolovbel va umeploydeL. Mpdkettat yia cuvTnENTKY LeTaTPomr, Oxt avToAeEe( 6pLo TNG MNYAG.

The source states three months in a plastic jar or tube, protected from light below 30 °C. Under documented local
adoption of the exact formula/packaging, the ceiling is the earliest of 89 days, three calendar months and
ingredient limits. No exact-formula study or measured aw was identified; a general 180-day limit is not assigned
automatically. Camphor loss and recrystallisation are specific monitoring concerns. Editorial convention:
calendar-month source periods are retained as calendar periods; the calendar-period conversion ceiling is 28 days
for one month or 89 days for three months; a separately selected shorter ceiling still governs. It is a conservative
conversion, not a source quotation.

References: [1], [2], [5]

Mpoamaitovpeva / Prerequisites

ALadLkaoio aAOLPWY KAL TIPOBLAYPAPEC TWY TPLWY MPWTWY LAWY. H napodoa avaAoyia 10/8/82 dev
avtikadioTaTal HE TN YOAALKHA Kapgopolxo aAotpr 10/10/80 obte xpnowuomnolel ekelvn wg €towun Bdon.

Dependencies are the ointments procedure and specifications for the three raw materials. This 10/8/82 ratio is not
interchangeable with the French 10/10/80 camphor ointment and does not use it as a ready base.

References: [11], [4]

EEomAlopog / Equipment

Zuyéc, Enpd BepuoavBekTIkG Boxelo, NAeKTPLKO LBPSOAOLTPO 50-70 °C, BepudueTPO, oNATOLAQ/AVABELTHPAC
KATEAAANAOG Yl NLoTEPER Kt KaAd KAEWSUEVO BAC0 1 CWARVAG. AaywyH ATHWY XWPIG adlkatoAdynTn anwAsLa
Kapeopdc and évtovn avolktrh avddevaon.

Balance, dry heat-resistant vessel, electric 50-70 °C water bath, thermometer, semisolid-compatible

spatula/stirrer and tightly closable jar or tube. Provide vapour control without unnecessary camphor loss from
vigorous open mixing.

References: [1], [3], [4]

M£0060¢ mapaokevng / Compounding method

1. Zvuyilote Kappopd, Aevkd Kepl Kal TNV boAoylouévn apagivn. 2. TAETe napapivn kat kepl oe LEPSAOLTPO
50-70 °C. 3. Npocbéote Kaupopd Kat avadevaote péxpt nAjpn 6tdAvaon, neplopifovtag tTov Xpdvo B€puavong. 4.
Yuveylote avddevon Katd tnv POEN yia opoloyevr aAolr. 5. EAéyETe H&la/ePAVION KoL CUOKELAOTE [E OTEYAVO
kAg{oLuo.
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1. Weigh camphor, white beeswax and calculated paraffin. 2. Melt paraffin and wax in a 50-70 °C water bath. 3.
Add camphor and stir until dissolved, limiting heating time. 4. Continue stirring during cooling to obtain a
homogeneous ointment. 5. Check mass/appearance and package with a tight closure.

References: [11], [2], [4]

Napatnpnioclg / Observations

Autr elvatl ovolaotikd véa apaAiayr Baong évavti CGR-FR-023: 8% kat 6yt 10% kepl. Atagpopd otn
OLVEKTLKOTNTA eV amodelkviel LloodOvapun anodéauevon A KAWLKA andédoon. H pupwdild Kapeopdc 6ev xpnolueel
WG MOCOTIKOG MPOGBLOPLOUAG.

This is a genuine base variant relative to CGR-FR-023: 8% rather than 10% wax. A consistency difference does not
establish equivalent drug release or clinical performance. Camphor odour is not a quantitative assay.

References: [11], [2], [4]

MNepLéKTNG KaL ovokevaoia / Container and packaging

MAaoTkd BATO | CWARVAC COHQWYA PE TNV TNYH, ME TEKPUNPLWHEVN oLUBATATNTA Yia KaU@opd Kat Auttapr Bdon
Kat npootaoia andé ewc. H nnyr dev op(Cel TOMO MOAVUEPOUG: EAEYETE oTEYAVATNTA, dlamepaATOTNTA Kal
AELTOLPYI(O MWHATOC TPLY LIOBETNON.

Use a plastic jar or tube as specified, with documented compatibility for camphor/fatty base and light protection.
The source does not name a polymer; assess closure integrity, permeability and function before adoption.

References: [11], [2], [4]

MoloTik6¢ éAeyxocG / Quality control

EAéyETe L00COYL0 HATOC, AELUKH OUOLOYEVH CUVEKTIKH QAOLQH Kal amovoia ELPAvWY KPUOTAAAWV/KOKKWY HETA
YoEN. H yevikr Sladikaoia mpoobétel yia mapTtideg ekTaoUOTNTA KL LUikpoBLlakh moldTnTa émov e@apudlovv. Asv
€xeL ekteAeoTel €6W MPOOBLOPLONEG KAUPOPAG H BOKLUA HAKPOXPOVLOG AVOKPUOTAAAWONG.

Check mass balance, a white homogeneous firm ointment and absence of visible crystals/grit after cooling. For
batches, the general procedure adds applicable spreadability and microbiological checks. No camphor assay or
long-term recrystallisation test was performed here.

References: [1], [4]

®0Aain / Storage

Kdtw ané 30 °C, npootacia and gwc, KAAX KAELGUEVO. ATIOQUYETE BEPUaVON Kal EMAVELANUPEVO
Alaotpo/atepeonolnon. AlaxwpLlopdc f epeavelc kpdoTaAiol agloAoyolvTal mpLv dLdbeon, xwplc avtooyédla
enavabépuavan.

Store below 30 °C, protected from light and tightly closed. Avoid heating and repeated melting/solidification.
Investigate separation or visible crystals before dispensing, without improvised reheating.

References: [1], [2], [4]

A1aOeon / Dispensing

Nentd oTpWUa g ABIKTO dépUa oOPPWYA e TNV odnyla. EmBeBatwote nAkia, meploxh eQapuoync Kat
konon/yaiovxia: éxt kovtd otn poTN A oe neploxr npoaBdoiun oe Bpéog. EEnyroTe kivbuvo KaTdmoong Kat
dueon TPk enkowvwvia oe €kBean madLoo.

Apply a thin layer to intact skin as directed. Confirm age, site and pregnancy/lactation status; avoid the nose and

areas accessible to an infant. Explain ingestion risk and the need for immediate medical advice after child
exposure.

References: [11], [2], [3]
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Enmionpavon / Labelling

Kapgpopd pakeuitki 10% m/m, aAoter] pe Acukd kepl 8% m/m. Mdvo yla deppatik Xpron - va unv katamnivetat.
Oyt o€ MadLd KATW Twv 2 £TWY, TPAOUATA, BAEVWOYSVOULG | KOVTA oTn HOTN. Xprion ocOpQwWva HE TN CLVTAYH.
Kdtw and 30 °C, npootacia and ewc, KAAQ KAELOPEVO. MPayUaTIKEG nUepPOoPNVieC, MapTda Kat mogdTnTa: KATA
NV eKTéAEan.

Racemic camphor 10% w/w ointment with white beeswax 8% w/w. Cutaneous use only - do not swallow. Not for
children under 2, wounds, mucosa or near the nose. Use as prescribed. Store below 30 °C, protected from light,
tightly closed. Enter actual dates, batch and quantity during execution.

References: [1], [3]

v9_controls / v9_controls

To apBunTiké 6plo oto apxelo elvat pévo 6pLo BLBALOYPAPLKAC avapopdG UTd TIC £LOLKEG TPODTIOBETELG. Agv €YEL
optotel BUD mpaypaTikig mopTtidac kat 6ev éxouv napaxdel petprioelc aw. H akplBrig obvBean, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN Kol Ta aTolxela eAéyyou TIPEMEL val EYKPLOODY YL TH OUYKEKPLUEVN
epapuoyn. H évap&n touv vmoAoylopol BUD eival n évapEn tng napaokevic. Eeapudletal To GLUVTOUSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO EAeyY0 BLAPKELAC HETA TO Avolypa. Ta dpla USP elval Texviké mAaiolo Kat 5ev
nopovatdfovtal WG EAANVLKN 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.

Mnyéc ka1 mapanopunég / Sources and references

[1] AEMPS, Formulario Nacional - POMADA ALCANFORADA (FN/2003/PO/021)

FN/2003 source identifier; current standalone official PDF accessed 2026-10-13 | PDF pp. 2-3; composition, specific method, storage, validity
and patient leaflet | Master composition, preparation and source-specific conditions. Independently written factual adaptation; not an official
translation or endorsement. No laboratory testing performed for this document. | 2026-10-14

https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2003_po_021.pdf
[2] AEMPS - Alcanfor racémico (FN/2003/PA/002)

FN/2003; standalone official PDF accessed 2026-10-13 | PDF p. 2 | Raw-material identity, physical properties, incompatibilities and
route-specific precautions; raw-material assay limits are not finished-product specifications. | 2026-10-13

https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_002.pdf
[3] ILO/WHO International Chemical Safety Card 1021 - Camphor

July 2003 | Identity; hazards/prevention; physical properties; chemical dangers; notes | Occupational hazards of the identified raw material.
Neat-material flash points and toxicity are not measured finished-mixture properties. | 2026-10-13

https://inchem.org/documents/icsc/icsc/eics1021.htm
[4] AEMPS - Elaboracién de pomadas (PN/L/FF/006/00)

Official FN procedure, version 00, accessed 2026-10-13 | Sections 5-6: environment, preparation, packaging, finished-product checks | Official
general dosage-form procedure; exact formula method takes precedence; batch-level tests are distinct from tests actually performed. |
2026-10-13

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-formas-farmaceuti
cas/pn_|_ff_006_00.pdf

[5]1 USP - Compounding Standards and Beyond-Use Dates

November 2022 update, official USP fact sheet hosted by Mississippi Board of Pharmacy | Nonsterile preparation BUD overview and category
table | General BUD framework; an AEMPS source period is not automatically a USP-NF monograph exception, and no measured water activity
is implied. | 2026-10-13

https://www.mbp.ms.gov/sites/default/files/2023-03/USP_Compounding_BUD_Fact_Sheet.pdf
[6] USP - General Chapter <795> Frequently Asked Questions

November 1, 2023 FAQ; rechecked 14 October 2026 | Questions 52, 54-56, 61, 64-66 | General category/extension rules only; not
exact-product stability evidence. | 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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