ZUVTAYOASYLO FAANVIKWY ZKELAOPATWY
EAANviIKO6 Formulary Sikalias

Kapg@opouvyxo éAaio 10% PO001
Camphorated oil 10% PO001

CGR-ES-060 * Ekdoaon / Version 4.0 « 10.09.2026

MpwTtoBouvAia GUAAOYAG LALKOD amd £€yKupeg MNYEG, wG Bdon ywa tn dnuovpyla EAANVIkoO formulary.
2TaoWwOC Xp. ZIKAALAC.

An initiative collecting material from authoritative sources to lay the foundations for a Greek formulary.
Stasinos Chr. Sikalias.

AEATIO MPOZ TONIKH EFKPIZH — n avBevtia Tng mnyAg 6gv vmokaBloTtd Tnv €yKplon tng naptidag.
WORKSHEET FOR LOCAL APPROVAL — source authority does not replace batch approval.

Mnyn / Source: FN/2003/PO/001 ACEITE ALCANFORADO ¢ Al * FN/2003 ¢ nAektpovikd kelpevo pe NIPO 2020/2022 /
electronic text with NIPO 2020/2022

AeAtio Tekunplwong mPo¢ TomLk emoTNUOVIKA €ykplon. Agv anoteAel emkupwpévn odnyia
anodéopevong napTidag.

Evidence worksheet for local scientific approval. It is not a validated batch-release instruction.

dappakoTeXVIKN popen / Dosage form

AgppaTIKS dLdALuQ

Cutaneous solution

AAAeg ovopaoieg / Other names
FN/2003/PO/001 ACEITE ALCANFORADO

Zuvvtayn / Master formula

Bd&on vnoAoylopol / Formula basis: 100 g

A/  ZvoTaTiko / Ingredient MoooéTnTa Movabéa
A Quantity Unit

No

1 Pakeukr Kopgopd 10 g

Racemic camphor

2 MNapBévo eAatdAado 90 g
Virgin olive oil

Mnyr obvBeong: [1]. g.s. = enapkri¢ moodTnTaA - ad = PéXPL TEALKO oUVOAO. Agv peTaTpénovtal avbaipeta g oe mL.
Formula source: [1]. g.s. = sufficient quantity; ad = to the final total. Do not arbitrarily convert g to mL.

Meprypagn okevaopatog / Preparation description
Kitpwwnd nuidlagavég vypd. [1]

Yellowish translucent liquid.

Apaon kaiL xpRaon / Action and use
ZUUMTWHATLKA ovaKoOPLON HLOAYLWOV/aPBPaAYLWY KaTéd Tnv mnyn. [1]

Symptomatic relief of myalgia/arthralgia according to the source.

MpodlLaypagécg / Specifications
Kitpwwnd nuidtagavég vypd. [1]
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Yellowish translucent liquid.

ZuvOnkeg kKalL mpo@uAa&elg / Conditions and precautions

Ta otolyela MPWTWY LAWY 8V oLVLGTOUY PEAETN OTABEPSTNTAG TEALKOD OKELAOUATOG. «AEV
TEKUNPLWVETAL» BEV ONUOVEL «OTABEPSO» 1] «AOPAAEC».

Raw-material information is not a finished-product stability study. “Not established” does not mean “stable” or
“safe”.

EvaioOnoia oto @wg / Light
MopBévo eAatdAado: npootaaia and ewc. [2]

Protect virgin olive oil from light.

EvaioOnoia otov aépa / Air
Kapgopd: mtnTiki mpwTn VAN- KaAd KAELOTO Soyelo.
MopBévo eAatdAado: 0EeldwveTaL- N MPWTN VAN QUAGTOeTAL € MAAPN, KAAK KAELOTO TEpLéKTN. [2, 3]

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

EvaioOnoia oto vepo / Water
Agv TeKUNPLWVETAL £L61KS oTolyel(o 0TI INYEC oL e€eTAoTNKOV. ANALTE(TAL CUPTAPWON TPV ATO TOTILKA
€ykpLon, epoécov elval KP{OLO yLa TN OLYKEKPLUEVN TtapaoKeLr. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.

EvaloOnoia otnv vypacia / Humidity

Agv TeKUNPLWveTal 61K otolyel{o oTIg INYEC ov e€eTdoTnKOV. AtatTe(Tal CUPNARPWON TPV ATO TOTILKA
€yKplon, epdoov elval Kp(olo yLa Tn OLYKEKPLUEVN apaokeLh. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.

EvaloOnoia otn Osppokpacia / Temperature

Kaugopd: neplopiote un avaykaia 8€ppavon Adyw mtnTikédTnTOG.

MoapBévo eAatdAado we mpwtTn UAN: =25°C. To dpLo anobrikevong dev aAA&TEL TIC BEPULKEG CLUVORKEG
MOPAOKELVAC TNG ELBLKAC POPOVAQC.

MNa 1o TeEAkd okebaopa N Ny oplCeL:

FudAwn eLdAn, kaAd kAewotr, <25°C. [1, 2, 3]

Limit unnecessary camphor heating because of volatility.

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

For the finished product the source specifies:

Glass bottle, well closed, <25°C.

EvaioOnoia og pH / pH

Agv TeKUNPLWvEeTaL €81k oTolyelo oTIG TINYEC oL e€eTdoTNKOV. ATTaLTE(TAL CUPTARPWON TIPLY aTO TOTILKA
€ykplon, epbéoov slval Kp(oo yla Tn ouyKeKPLUévn mapaokevr. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.
AAAec aovppatéTnTeG / Other incompatibilities

AEV TEKUNPLWVETAL £8LKO oTOLYE(DO OTLG INYEC oL €EeTAoTNKAVY. AatTe(TOl CUUMARPWON TPV amd TOMLKA
éykplon, epbéoov elval KpIoo yla Tn ouyKeKpLUévn napaokevr. [1]
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No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.

Eldikég mAnpogopiec ovoTaTikwy / Ingredient-specific information

Racemic camphor: Kapgopd: mtnTikA mpwtn VAN- KaAd kAelotéd Soyelo.

Virgin olive oil: MapBévo eAatdAado: ofeldbwvetal n mpwtn VAN UAdGGCoeTAL OE AN PN, KAAX KAELOTO
MEPLEKTN.

MpdkeLTal yla eMAEYUEVA OTOLXE(O TWY TAVTOMOLNUEVWY CUOTATLIKWY: OL OYXETLKEG evalabnoleg Kat
aovuBatdTnTEG €€ElbikebovTal oTa avtioTolya nedia. Aev anoteAel mMARpec SDS 6AWY Twv LAWV. [2, 3]

Racemic camphor: Camphor is volatile; keep the raw material well closed.

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

These are selected facts for identified ingredients; relevant sensitivities and incompatibilities are detailed in the
corresponding fields. This is not a complete SDS for every material.

ZuvOnkec mapaokevnG / Preparation conditions

To avtiotolyo PN AEMPS op(CeL Beppokpaaia xwpou 25 = 5°C Kot oXETIKA bypaoia =60%, EKTOG av n
€LOLKA @OpuovAa amattel dAAa. MpdkeLtal yia mepBAAAoV epyaoiag, éxL yia Bepuokpaaoia B€puavong A
QLAAENG.

TnpoolvTal n oelpd mPoaodrikng, N BepUoKkpacia Kat oL xpdvol ov avagépovTtal oTn Atadikaoia
MNopaokevng. H l6IKA povoypagio dev amoteAel MARPN HEAETN KATOAANAOTNTAG TOU TOTILKOV
XWpov/eEomALopo0. [1, 5]

The corresponding AEMPS SOP specifies room temperature 25 = 5°C and relative humidity =60%, unless the
particular formula requires otherwise. This is the work environment, not processing or storage temperature.
Follow the addition sequence, temperatures and times stated under Preparation Procedure. The specific
monograph is not a complete qualification of the local facility/equipment.

Mpo@uAd&eic mpoowmnikovL / Staff precautions

Agv mpoodlopiCovtal mAripn MAM yia tTn ovykekpLuévn eépuovAa. EmMAEETE yavTia, mpooTaoia oeBaAAUWY
Kal JETpa MEPLOPLOUOD €kBeong amd Ta SDS Twv akPLBWY LAWY Kal TNV TOMIKA EKT{UNON KWwEOvou.
JOPNANPWHOTIKS YeViKk TAal{olo AEMPS: kaBapr] HakpuUdvikn epyacTtnplakr evdupacia, K&Auvyn HoAALWY
KOl AMOKAELOTIKA LITOSAUATA/TIOGOVAPLA. ZE XELPLOKO KOVLWV AMALTOUVTAL KATAAANAN MpooTaoia
MATLOV/avamvonG: Ta YavTia aAAdfouv ue dpaotnpdtnta i 0opd. H emhoyr TOMOL/VALKOD yiveTal amnd
SDS kat ektignon kwdobvou. [1, 4]

Complete formula-specific PPE is not specified. Select gloves, eye protection and exposure controls using the
exact materials’ SDS and the local risk assessment.

Supplementary AEMPS framework: clean long-sleeved laboratory clothing, hair covering and dedicated
footwear/overshoes. Powder handling requires suitable eye/respiratory protection; change gloves with activity
or damage. Select the exact type/material using SDS and risk assessment.

ZTolXeia yia avaivon kKivéovou / Risk-assessment inputs

Agv TekPNPLveTal MARPNG Bk Tagvéunon kwdivou yia avth tTn PépuovAa. EEeTtdote SpaoTtikdTnTA,
okévn/agpdAvua, arAepyLloydva, dLaADTEG, HLKPOoBLOAOYLIKS KivBUVO Kat empdAvvon BAOEL Twy
MPAYHATIKWY LAWY Kat TNG Stadikaoiag. H anovaia emorjuavong 6ev onuaivel anovoia kwwdovou. [1]

A complete formula-specific hazard classification is not established. Assess potency, dust/aerosol, allergens,

solvents, microbial risk and cross-contamination using the actual materials and process. Absence of a flag does
not establish absence of hazard.

Tekpnpiwon duapkelag xpnong / Evidence for beyond-use period

3 HAVEG LG TLG GUVBAKEG TNG TMNYNAG.

H 8udpkela tng mnyrnig agopd tnv akplBry obvbeon, uéBodo Katl cuokevaoia tNG. Agv elval nuepounvia
MENG avTiAg NG MapTidag olTe peTAPEPETAL O AANO €KkBoYOo/mMEPLEKTIKOTNTA. H TIpay o TIKA NEPOUNVia
vnoAoy(Cetatl 0To KeEVS PUAAO ekTEAEONG. [1]

3 months under the source conditions.
The source period applies to its exact composition, method and packaging. It is not this batch’s expiry date and
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cannot be transferred to another vehicle/strength. Calculate the actual date in the blank batch record.

EEapTtwpeveg Baocelg / Required bases

Agv op(Cetal xwploth eEaptwpevn Bdon otov nivaka eEapTAoEWY. EAEYETE TLUYXOV EUMOPLKA
oxrfuato/ocbvOsTa ékdoyxa TnG ouvvtaynic. [1]

No separate base is identified in the dependency register. Check any commercial vehicles/compound excipients
listed in the formula.

EvbelkTIKOC eEomALOMOG / Indicative equipment

EvBelKTIKOG KaTdAoyoc mou npokOTTeL and tn HéBodo: Zuydc KATAAANANG SLOKPLTIKAC LkavdTnTa ,
MNeplékTeg Kal dpyava avauLENG oLuUBATA UE TA LALKA, EAeyxOuevn B€puavon Kot BepUOUETPO,
BaBuovounuévo pHuetpo. H emAoyr/kataAAnAdtnta opiCetal Tomkd. [1]

Indicative checklist derived from the method: Balance of suitable resolution, Containers and mixing tools
compatible with the materials, Controlled heating and thermometer, Calibrated pH meter.
Selection/qualification is defined locally.

Aladikaoia mapaockevig / Preparation procedure

AlaADOTE TNV KOP@OoPA oTo NapBévo eAatdAado pe Ama O€puavon kat avadevaon. H ninyry 6ev divel
apBunTiky Beppokpacia. [1, 5]

Dissolve camphor in virgin olive oil with gentle heating and stirring. The source gives no numerical temperature.

Mapatnpnoelg / Notes

Agv TEKUNPLWVETAL €LOLKO oToLXElo OTLG TINYEG oL €EeTdoTNKAVY. AtatTe(TOl CUUMARPWON TPV aTd TOTILKA
€yKkplon, epéoov elval KpIoHo yla TN oLuyKeKPLUEVN Mapaokevr. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.

Zuokevaoia kaL VALKa / Packaging and materials

FudAwvn @eLadAn, kaAd kAgwotr, <25°C. [1]

Glass bottle, well closed, <25°C.

Ynobertypa eTikétag / Label specimen
Kaugopolyo éAato 10% PO001

MNeplekTiKOTNTA/ MO PAAAQYH: Moogétnta:
Noaptida: Mapoaokeon: XpAon €wg:
EEwTepikn xprion / External use

AocoAoyla/odnyleg:

®OAAEN: TLEALVN PLAAN, KaA& kKAeloTr, <25°C.
Mdvo SeppaTikh xprion. Oxt KATwW Twv 2 €TWY, o€ POTN/BAgvvoydvoug/TpavpaTtiopévo Sépua. Katd
OnAacoud, anoglyete onueia amnd émov unopel va eLomvedoel aTUoVG To Bpégoc. [1]

Camphorated oil 10% PO001

Strength/variant: Quantity:

Batch: Prepared: Use by:

EEwTepkr xprion / External use

Dose/directions:

Storage: Glass bottle, well closed, <25°C.

Cutaneous use only. Not under 2 years or on the nose/mucosa/damaged skin. During breastfeeding, avoid sites
from which the infant may inhale vapours.
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M£0obol eAéyxou / Quality-control methods

Kitpwwnd nuidlagavéc vypd.

JuunAnpwpaTikol €Ageyyol Tov PN mov mapaméuneL n nnyn:

Epgdvion kat pdca/éykog. MNa oelpéc mapTidwy: xpwua, dltadyelo/onaAlouds, oxeTK MUKVOTNTA, pH Kat
MIKpoBLOAOYLKAG éAeyxog RFE 5.1.4.

pH katd PN/CP/001: Katd kavéva pétpnon oto delypa xwpic npoenegepyacia, ekTOG €0kriG 0dnylag. MNa
aKkpPLBA pétpnon e@apudleTal MOTEVOLOUETPLKN MEB0SOC RFE 2.2.3: oL Tawieg neplopifovtal og eAEYYOLC
mov dev anattoLy vynAr akpiBela. [1, 5, 6]

Yellowish translucent liquid.

Additional tests from the referenced SOP:

Appearance and mass/volume. For batches: colour, clarity/opalescence, relative density, pH and microbiological
testing RFE 5.1.4.

pH under PN/CP/001: normally test the untreated sample unless otherwise specified. Accurate measurement
follows potentiometric RFE 2.2.3; strips are limited to checks not requiring high accuracy.

®OAa&n / Storage conditions
FudAwvn eLadAn, kaAd kAgwotr, <25°C. [1]

Glass bottle, well closed, <25°C.

Elbi1kég 0bnyiec 61aBeong / Dispensing instructions

Movo GeppaTikn xprion. Oxt KATW Twv 2 €TWY, o€ POTN/BAgvvoydvouc/TpavuaTiopévo Sépua. Katd
OnAaoud, anopoyete onuela and énov unopel va elonvedosl aTtoOC To BPEPoc. [1]

Cutaneous use only. Not under 2 years or on the nose/mucosa/damaged skin. During breastfeeding, avoid sites
from which the infant may inhale vapours.

BiBAloypag@ikég avagpopécg / References

[1] FN/2003/PO/001 ACEITE ALCANFORADO. FN/2003 ¢ nAekTtpovikd kel{pevo pe NIPO 2020/2022 / electronic text with NIPO
2020/2022 PDF pp. 2-3. Al. EAeyyog / Checked 2026-09-10.
https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2003_po_001.pdf

[2] FN/2003/PA/027 OLIVA, ACEITE VIRGEN DE. Atabéotpo ke{pevo / Retrieved text PDF pp. 1-2. Al. EAeyyog / Checked
2026-09-10.

https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_027.pdf

[3] FN/2003/PA/002 ALCANFOR RACEMICO. Ata@éotuo Keipevo / Retrieved text PDF pp. 1-2. Al. EAeyxog / Checked
2026-09-10.

https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_002.pdf
[4] PN/L/PG/002/00 INDUMENTARIA. AtaBéotpo keipevo / Retrieved text PDF pp. 1-5. Al. EAgyxog / Checked 2026-09-10.

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_|_pg_00
2 _00.pdf

[5] PN/L/FF/007/00 ELABORACION DE SOLUCIONES. Ata8éotuo keiuevo / Retrieved text PDF pp. 1-6. Al. EAgyxog / Checked
2026-09-10.

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-for
mas-farmaceuticas/pn_|_ff 007_00.pdf

[6] PN/L/CP/001/00 DETERMINACION DE PH. AwaB¢oiuo keipevo / Retrieved text PDF pp. 1-5. Al. EAcyyxog / Checked
2026-09-10.

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-control-de-produc
to/pn_l_cp_001_00.pdf

OL avoAUTIKEG HéEBOBOL cuvoyiCovTal. MNa ekTEAETN amaLlTOOVTOL TA TARPN MOPATEUNOMEVA KEQEALA,
avTBpaoTAPLA KL KPLTAPLA KATAAANASTNTAC CLOTAUATOG.

Analytical methods are summarised. Execution requires the full referenced chapters, reagents and
system-suitability criteria.
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https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2003_po_001.pdf
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_027.pdf
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_002.pdf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_l_pg_002_00.pdf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_l_pg_002_00.pdf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-formas-farmaceuticas/pn_l_ff_007_00.pdf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-formas-farmaceuticas/pn_l_ff_007_00.pdf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-control-de-producto/pn_l_cp_001_00.pdf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-control-de-producto/pn_l_cp_001_00.pdf

®0AMNo COyLonGg / Weighing sheet

Huepounvia napaokevrc / Preparation date:

Ta MAPaKEATW CUPMANPWYOVTAL ATé TOV POPHUAKOTIOL) Yla TN OLYKEKPLUEYN TapTiBa.

The pharmacist completes the following for the actual batch.

A/ ZuoTaATIKO OewPNTLKA Mova MapTida AAEN OANgG Zuyio0cioa Ynoypaen
A Ingredient moooTNTA oa OANg Expiry TMoooTNTA Signature
No Theoretical Unit Material lot Actual weight

qty

YmoAoyiopoi / Calculations

YTOAOYLOTIKG O@aApaTa Kal antwAeleg / Calculation errors and losses
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Kataypagn ektéAeong KaL antodéopevong / Batch execution and release

Hupepopnvia mapaockeAG Kal KwdIkoc mapTidag / Date and batch number

YTMoAoylopHoG npepounviag xpnong / Actual BUD calculation

MNapatnpnoelg eEKTéEAEONG Kal antokAioelg / Process observations and deviations

AnoteAéopata eAéyxwv Kat agloAéynon / QC results and assessment

KataAAnAotnta Baocel eEAéyxwv / Suitability based on results

YnevOuvvog pappakomolog kat vroypagn / Responsible pharmacist and signature
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