ZUVTAYOASYLO FAANVIKWY ZKELAOPATWY
EAANviIKO6 Formulary Sikalias

Kapg@opovyo otvontvevpa 10%
Camphor spirit 10% w/v

CGR-ES-078 * Ekboaon / Version 5.0 « 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.

Tekpunplwpévn BLBALOYpa@Lkr TPoodrikn: amatTel TOTILKY EMOTNMOVLKA £yYKPLon TP amnd Xprion wg KOPLo
bdeAtio mopaokeLAC.

Documented bibliographic addition; requires local scientific approval before use as a master formulation record.

H k0pLa o0vOeon KatL To POAAO aoBevolG £€XOULV AMOKALON TOCOTNTAG/HOVASWV.
Xpnoipomoleital n pnTA KOpLa odvOeon- n eppunveia amaltei EéyKplon mPLv and mMapaocKeLvn.
BA. MapatnpnoOELG.

The master formula and patient leaflet differ in quantity/units. The explicit master formula is used; this
interpretation requires approval before preparation. See Notes.

Mnyr / Source: FN/2003/PO/009 ALCOHOL ALCANFORADO ¢ Al — en{onun gappakomotia / suvtayoAdylo » FN/2003/PO/009

AeAtio Tekunplwong MPo¢ TomLk emMoTNUOVIKA €ykplon. Agv anoteAel emkupwpévn odnyla
anodéopevong napTidag.

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

dappakoTeXVIKN popen / Dosage form
AldAvpa ylo EEWTEPLKA QAPUAKEVTLKA XpAon

Solution for external pharmaceutical use

AAAeg ovopaoieg / Other names

Alcohol alcanforado - Solucién alcohdlica de alcanfor
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Zuvtayn / Master formula

Bd&on vnoAoylopo0 / Formula basis: 100 mL

A/ ZuoTatiko / Ingredient MoooétTnTa Movabda
A Quantity Unit

No

1 PakKeuLKn Kau@opd 10 g

Racemic camphor
2 ABaviéAn 90% kat' Oyko g.s. ad 100 mL
Ethanol 90% v/v
Mnyn o0vBeong: [1]. g.s. = enapkrig moodtnTa - ad = pé€xpL TEALKS oOvoAo. Agv peTaTpénovTal avbaipeta g o mL.
Formula source: [1]. g.s. = sufficient quantity; ad = to the final total. Do not arbitrarily convert g to mL.
Meplypagn okevaopatog / Preparation description
Axpwuo, MTNTKS LYPS HE évTovn 0oUA KOUPOPAC. [1]

Colourless volatile liquid with a strong camphor odour.

Apaon kai xpAon / Action and use
JOUMTWHATIKA OEPUATIKA AVTIMETWTILON HUAAYLWY, ApOPAAYLWV KOl KvNouol Katd tnv AEMPS. [1]

Symptomatic cutaneous treatment of muscle/joint pain and itching according to AEMPS.

Mpodlaypagéic / Specifications
Axpwpo, mTNTIKS LYPS Pe €vtovn oopn Kapeopdc. MoadTnTeg/moldTNTA MPWTWY LAWY KaTd §3. Agv
TIOPEXETOL ELOLKS aplBuNTIKS dpLo mepLlekTIKOTNTAG TEALKOU poidvtoc. [1]

Colourless volatile liquid with a strong camphor odour. Quantities/raw-material quality follow §3. No specific
numerical finished-product assay limit is provided.

ZuvOnKkeg KalL mpo@uAa&elg / Conditions and precautions

Ta otolyelo MPWTWY LAWY 8gV cLUVLOTOOY PEAETN 0TABEPSTNTAG TEALKOD OKELAOUATOG. «AEV
TEKUNPLWVETAL» §EV onuaivel «oTaBepd» 1 «aTPAAES>.

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

EvaioOnoia oto @wg / Light
To teAkS okebaopa GUAGCOETOL TIPOCTATEVHUEVO aTd QWG KATA TN Hovoypagia. [1]

The finished preparation is stored protected from light under the monograph.

EvaioOnoia otov aépa / Air

Kaugopd: mtnTikh mpwtn OAN- KAAQ KAELoTd Soyelo.
H aBavéAn dnuilovpyel atpolc: meplopl{oTe TNV MAPAOVE OE AVOLKTOOC NEPLEKTEC. H eEdTuion unopel va
aAAGEEL TN obvBeon (ouvTakTkA ekTiunon dladikaciag). [4, 5]

Camphor is volatile; keep the raw material well closed.
Ethanol generates vapour; limit time in open vessels. Evaporation can change composition (editorial process
assessment).

EvaioOnoia oto vepod / Water

H atBavéAn avaptyvieTal pe vepd. Avtd dev amnodelkviel 6Tl OAEC oL SLAAVUEVEC BPAOTLKEG MAPAUEVOLY
SLaAvTEG peTA and apaiwaon. [5]

Ethanol is miscible with water. This does not establish that all dissolved actives remain soluble after dilution.
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EvaioOnoia otnv vypacia / Humidity
A&V TeEKUNPLWVETAL £L6LKO oTolxe(o Yo To TeEAKS okebaopa aTLc eEeTaobeloeg nnyéc. Anatte{Tat
OLUUMANPWHATIKA TekUNPlwan npwv oploBel mpodiaypaen. [11]

No specific finished-product information is established in the reviewed sources. Additional evidence is required
before defining a specification.

EvaioOnoia otn Osppokpacia / Temperature

®OAaEN TEALKOU TPoidvToC: Kdtw amnd 25°C, KaAd KAELOTO Kol pwToTpooTaTteVUévo. H eneEepyaaia
akoAovBel TI¢ eldLlkég Bepuokpaaieg TNG nedBddov. [1]

Finished-product storage: Below 25°C, tightly closed and protected from light. Processing follows the
method-specific temperatures.

EvaioOnoia o pH / pH
Agv TEKUNPLWVETAL ELBLKO oToLxe(o Yo TO TeEAKS okebaopa oTL eEeTaobeloeg nnNyEG. Anate{Tat
OLUNMANPWHOTIKA TeKUNpPlwan npwv oploBel mpoblaypaen. [1]

No specific finished-product information is established in the reviewed sources. Additional evidence is required
before defining a specification.

AAAec aovppBatoTnTeG / Other incompatibilities
AlBavioAn: aoupBaTOTNTA PE LOXLPA OEEWBWTIKG. [5]

Ethanol is incompatible with strong oxidants.

Eld1kéc MAnpogopicc ovoTaTtikWy / Ingredient-specific information

AkpBelc TavtdTnTEG: PaKEUIKA Kappopd / Racemic camphor; AtBavoAn 90% kat’ dyko / Ethanol 90% v/v.
XpPNOLUOTOLO0VTOL PAPAKOTIOUAKES MPWTEC DAEC TNG Mapaneunopevng ékdoong, Le enaAri@svon CoA. Agv
aAAGTeL avBaipeTa dAag, evuddTwaon A meplekTikdTNTA. H moodtnTa g.5. KATAypdPeTAL TNV MopTida. [1]

Exact identities: Pakeulkr kap@opd / Racemic camphor; AtlBavéAn 90% kat’ éyko / Ethanol 90% v/v. Use
pharmacopoeial raw materials of the referenced edition, with CoA verification. Do not arbitrarily change salt,
hydration state or strength. Record the actual g.s. amount in the batch.

ZuvOnkec mapackevng / Preparation conditions

Epyaotnplakd neptBaAAov katd tov nopaneunduevo AEMPS PN: 25+5°C kot oxeTikr vypacia =60%,
EKTOC av n €161k o0vBeon anattel dLapopeTikd. H Bepuokpaacia nmeptBdArovtog Slagépel and tn
Beppokpaocia eneEepyacioc. [2]

Laboratory environment under the referenced AEMPS procedure: 25+5°C and relative humidity =60%, unless
the specific formulation requires otherwise. Room temperature differs from processing temperature.

Mpo@uAd&eic mpoowmnikoL / Staff precautions

KaBapr npootateu Tk evbupacia Kot KAAVUUA KEQAANC Katd AEMPS PN/L/PG/002/00. Omou unidpyxet
nmbavoTnTa EMoPG, KATAAANAQ YAvTia: mpoaTacia avamnvorG/o@BaAlwyY 6oL 0 XELPLOUOS akdvNG TO
amattel. To akplBEg LALKS yavTLoU, 0 agploudg Kal n npootacia avamnvong kabopi{Covtal and SDS Kat
TomkNA ekTi{unon ékBeong. [3]

Clean protective clothing and head covering under AEMPS PN/L/PG/002/00. Use suitable gloves where contact is
possible and respiratory/eye protection where powder handling requires it. Exact glove material, ventilation and
respiratory protection must follow the SDS and local exposure assessment.

ZTolxeia yua ava@idvon kKivéovov / Risk-assessment inputs

Kapgopd kot mtnTikdg e0DPAEKTOC SLaAlTNG. H mnyrj nposldomnolel yla goBapd avanvevaTikd Kivbuvo amd
gpappoyr} otn poTn, Wlwg oe madLa.

ABavOAn: e0PAeKTOL OTHO(: amOpdKPLYON MNYWY AVAPAEENG Kol KATAAANAOG aePLOPSG. H TEALKA
Ta€véunon e€aptdTal and ovykévtpwaon/uiypa. [1, 5]
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Camphor and a volatile flammable solvent. The source warns of serious respiratory risk from nasal application,
particularly in children.

Ethanol: flammable vapour; control ignition sources and provide suitable ventilation. Final classification
depends on concentration/mixture.

Tekpnpiwon duapkelag xpnong / Evidence for beyond-use period

H €81k povoypaio avagépet 3 pAvEG LT TG KOBoPLOPEVEG oLVBNKeG. MpdkeLTal yia meplodo TG
nnyng, oxL yla aveEdptnta emPBeRatwpévn otabepdTnTa TNG TOMKAC MopTidag. Anatte{tal avtiotolyion
olvBEaNC, CLYTNPENTLKOD, MEPLEKTN Kal QOAAENG, EAEYXOC TWVY LOYXLOUCWY ATMALTHTEWY KAl £yKpLon
uTeLBOVOL. H mMpaypa Tk NUEpopnvia pével kevn. [1]

The specific monograph states 3 months under its specified conditions. This is a source period, not

independently verified stability of the local batch. Match composition, preservative, container and storage,
check applicable requirements and obtain responsible approval. The actual date remains blank.

EEapTtwpeveg Baocelg / Required bases
Agv anotte(tal xwploth obvBetn Bdon otn pntr obvbeon. [1]

No separate compound base is required in the explicit formula.

EvbelkTIKOG eEomtALOMOG / Indicative equipment

Zuy46¢ KATAAANANG BLaKPLTIKAG tkavdTNTaG, YOUd(/oTMATOVAQ, KATAAANAOL IEPLEKTEG AVAULENG KO TEALKS
doyxelo. MpoobEéote OYKOUETPLKA Yot ML, eAgyxOuevo vdaTOAOVTPO OToL N PEB0DOG MPOoPAEMEL THEN KL
KaTtdAANAo @iAtpo émouv Znteltal. AVaALTIKOG €EOTMALOUSC OUUQWYA HE TLG BOKLWEG EAEyYoUL. [2]

Balance with suitable resolution, mortar/spatula, suitable mixing vessels and final container. Add volumetric
equipment for mL, a controlled water bath where melting is specified and a suitable filter where required.
Analytical equipment follows the QC methods.

Awadikaoia mapaokevhg / Preparation procedure

1. AeLotpLBAOTE TNV KAUPOPA.

2. AlaAOoTE TNV 0€ HE€POC TNG atBavOAnG 90% kot dindrioTe.

3. ZUMNANPWOTE e Tov (Blo SLaAlTn péxpL TEALKS dyko 100 mL Katd tnv KOpLa obvBean Kot
PN/L/FF/007/00. [1, 2]

1. Triturate camphor.
2. Dissolve it in part of the 90% ethanol and filter.
3. Make up to a final volume of 100 mL with the same solvent, following the master formula and PN/L/FF/007/00.

Mapatnpnoelg / Notes

H §3.1 ypdoel atBavoin 90% ad 100 mL, aAAG to @UAAO aaBevolc ypdeetl 90 mL atBavioAng. Asv
Bewpovvtat Loodivapa. AkoAovBeltatl N pnTh TEAKA MOcdTNTA TNG KOPLAG OUVOEONC KL KATOYPAPETAL N
amndkAlon tov eOAAov. [1]

Section 3.1 specifies 90% ethanol to 100 mL, but the leaflet lists 90 mL ethanol. These are not treated as
equivalent. The explicit final quantity in the master formula is retained and the leaflet discrepancy is recorded.

Zvokevaoia kat bALka / Packaging and materials
datokiTpvn yudAwn @laAn. [1]
Amber glass bottle.

Ynoberypa eTikétag / Label specimen

KapgpopoOyo owénvevua 10%

Moodétnta: - Moptida: - Mapaockevd: - Xprion éwg:

Mévo eEwTteptkA xprion. ®OAaEN: K&tw amd 25°C, KAAG KAELOTS KAl QTOTPOCTATEVUEVO.
AgBevri¢/6oocoloyia 1§ epyaotnplakn xprion: - dapuakelo/tnAépwvo:

EO@AekTO. Makpld and gAdya. Mnv Ko Tam{veTe.

YnddeLya mpog mMpocappoyr] amnd Tov opuakoTmold: dxL TEALKN eYKEKPLUEVN ETIKETA. [1, 5]
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Camphor spirit 10% w/v

Quantity: - Batch: - Prepared: - Use by:
External use only. Storage: Below 25°C, tightly closed and protected from light.
Patient/directions or laboratory use: - Pharmacy/telephone:

Flammable. Keep away from flames. Do not swallow.
Specimen for pharmacist adaptation; not a final approved label.

M£0obolL eAéyxou / Quality-control methods

Katd AEMPS: 0pyavoAnmTIKA XOPAKTNPELOTIKAE Kot TEAKH H&la f/kat 6yKog. Z€ mapaywyn nopTtidwv:
XPWHaTIOUOG RFE 2.2.2, Stabyela/onaAloudc RFE 2.2.1, oxetikr nukvétnta RFE 2.2.5, pH katd
PN/L/CP/001/00 kot pikpoBLoAoylkdc €Aeyxog RFE 5.1.4. Agv dlvovTtal oTtn ouyKeKpLévn aOvBeon
apOuNTIKA 6pLa pH/MukvéTNTAG 1 €161KN doKlaola meplekTikéTNTAG. [1, 2]

Under AEMPS: organoleptic properties and final mass and/or volume. For batches: colour RFE 2.2.2,

clarity/opalescence RFE 2.2.1, relative density RFE 2.2.5, pH under PN/L/CP/001/00 and microbiological testing
under RFE 5.1.4. This formula provides no numerical pH/density limits or specific active assay.

®0AaEn / Storage conditions
Kdtw amnd 25°C, KaAd KAELOTO KAl QWTOMPOOTATEVEVO. [1]

Below 25°C, tightly closed and protected from light.

Ewd1kég 0bnyieg 61aBeong / Dispensing instructions

Mévo eEwTePLKA: N Ny avaeépel 3-4 friteg evtpBEg/nuépa. OYL KATW TWY 2 €TWVY, KOVTAE oTn WOTN, OF
BAgvvoydvouc, TpaduaTa i BAAUUEVO BEpUa. Z€ BNAAOUS amo@LyeTe BEaelG and TLG omnoleg To BPEPOC
elonvéel atolC. MeyaAlTepa notdid pévo pe atpikr odnyla. [1]

External use only; the source gives 3-4 gentle rubs/day. Do not use under age 2, near the nose, on mucosa,

wounds or damaged skin. During breastfeeding avoid sites from which the infant could inhale vapour. Older
children require medical direction.

MpoéAevon Kal emavaypnoilpomnoinon / Provenance and reuse

Mnyr: Agencia Espaiola de Medicamentos y Productos Sanitarios (AEMPS), Formulario Nacional.
MpwTtdTunn eAANVIKA/ayYALKH andédoaon kat avadldpBbpwaon: EAAnvikd Formulary Sikalias, Ztaowdg Xp.
ZkaALldg, compounding.gr. Bdon enavaypnotuonoinong: aviso legal AEMPS kot RD 1495/2011, dpbpa
7-10/MNapdptnua. AtatnpriBnkav cOvBeon Kat PovAdEG- MPOOTEONKAY TIAPATIOUNEG, DLAKPLTEG CUVTOKTLKEG
ONUELWOELG Kol kevd medla mapTidag. Aev vrtodnAwveTtal €ykplan tng AEMPS. Kwbdikdg €kdoong otnv
avo@opd- NIPO 134-20-002-3 / 090-22-245-5. AKpLBAG nueEpounvia eowWTEPIKAG avaBewpnong dev
dnAwveTal ota PDF. EAeyxoc npdoBaong 10.09.2026. Ol nnyéc CDC/NIOSH e{vat dlabéoiuec dwpedv and
CDC: ol o0OVTOUEG TeEXVIKEC apapdaoslg dev vmodnAwvouy éykplon CDC.

Source: Agencia Espafola de Medicamentos y Productos Sanitarios (AEMPS), Formulario Nacional. Original
Greek/English rendering and restructuring: Greek Formulary Sikalias, Stasinos Chr. Sikalias, compounding.gr.
Reuse basis: AEMPS legal notice and RD 1495/2011, Articles 7-10/Annex. Composition and units retained;
references, distinct editorial notes and blank batch fields added. AEMPS endorsement is not implied. Edition
code appears in the reference; NIPO 134-20-002-3 / 090-22-245-5. The PDFs do not state an exact internal
revision date. Access checked 10 September 2026. CDC/NIOSH sources are freely available from CDC; brief
technical paraphrases imply no CDC endorsement.

BiBAloypagikég avagpopécg / References

[1] FN/2003/PO/009 ALCOHOL ALCANFORADO. FN/2003/PO/009 Master formula §§3-4; packaging/storage §5; description §6;
period §7; use/precautions §§8-12 and patient leaflet. Al official formulary. EAeyxoc / Checked 2026-09-10.
https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2003_po_009.pdf

[2] PN/L/FF/007/00 ELABORACION DE SOLUCIONES. PN/L/FF/007/00 §4.3 environment; §4.4 method; §4.6 controls. A2 official
technical guidance. EAeyxog / 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

[3] PN/L/PG/002/00 INDUMENTARIA. PN/L/PG/002/00 Clothing and protective equipment. A2 official technical guidance.
EAeyxog / Checked 2026-09-10.
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https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2003_po_009.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-generales/pn_|_pg_00
2_00.pdf

[4] FN/2003/PA/002 ALCANFOR RACEMICO. FN/2003/PA/002 Raw-material properties, handling and incompatibilities. A1
official formulary. EAeyxog / Checked 2026-09-10.

https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_002.pdf

[5] niosh_ethanol. Official agency page Raw-material properties, handling and incompatibilities. A2 official technical
guidance. EAeyxog / Checked 2026-09-10.

https://www.cdc.gov/niosh/npg/npgd0262.html

[6] AEMPS — Aviso legal. Policy checked 2026-09-10 Reuse conditions. Rights policy, not clinical evidence. EAgyxoc /
Checked 2026-09-10.

https://www.aemps.gob.es/aviso-legal/

[7] BOE — Real Decreto 1495/2011, articulos 7-10 y anexo. Policy checked 2026-09-10 Reuse conditions. Rights policy, not
clinical evidence. EAeyxog / Checked 2026-09-10.

https://www.boe.es/buscar/act.php?id=BOE-A-2011-17560

Ol avaAuTikéG uéBobdoL ouvoyiCovTal. MNa eKTEAETN AMALTOOVTAL TA A PN MAPATIEUNMOPEVA KEPAALA,
avTIdpaoTAPLA KOl KPLTHPLA KATAAANAOTNTOC CLOTHHATOC.

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/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/monografias/materias-primas/principios-activos/fn_2003_pa_002.pdf
https://www.cdc.gov/niosh/npg/npgd0262.html
https://www.aemps.gob.es/aviso-legal/
https://www.boe.es/buscar/act.php?id=BOE-A-2011-17560

®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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