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CGR-ES-102 | 10.0
Yowp Alibour pe Osuk6 xYaAko 0,1%, Oe1lk0 yevdapyvpo
0,4% KaiL Kapgopa 0,1% m/V

Alibour water with copper sulfate 0.1%, zinc sulfate
0.4% and camphor 0.1% w/v

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 mL teAtkoU dlaAdpatoc / final solution

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

Oeukdg xaAkdG MeVTaddPIKOG 0.1g
Copper sulfate pentahydrate

OeUKOC YeLdAPYLPOG EMTADOPLKAC 0449
Zinc sulfate heptahydrate

Koupopd pakeuULKA 0.1g
Racemic camphor

ABavioAn 96% 1mL
Ethanol 96%

KekaBapuévo 08w g.s. ad 100 mL
Purified water

MNeprypag@n okevaopatog / Preparation description

Mn otelpo, Slavyég, mMoAD avolxTtd YOA&TLo bypd e 00U KAUPOPAC. Ol CUYKEVTPWOELG TWY AAdTWY eKppdlovTal
WG MEVTADOPLKEG XAAKOG Kal EMTADOPLKOG Yevddpyvpog, dxL WG oTolxelakd péTaAla. H mapaokeur] nepthapBdavel
24 wpn avapovh Kot dténaon.

Nonsterile clear very pale-blue liquid with camphor odour. Salt concentrations refer to copper pentahydrate and
zinc heptahydrate, not elemental metals. Preparation includes a 24-hour holding period and filtration.

References: [1]
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Apaon kai xpAon / Action and use

MNapadootakd SepuaTikG oTunTIKG/avTionNmTikd TG AEMPS. OL LOTOPLKEG AVOOPEG TE LOAVOUEVEG
depuatonddelec Hev TeEKUNPLWVOLY COYYpPovn Bepaneia MPWTNG eMAOYAG ] UTIOKATACTACGN ATALTOOUEVNC
avTidlkpoBlaknc Bepaneiac. H évdelEn, n meploxn Kat n Sldpkela xpriong eykpivovTat yla ouykekpluévo aabevr.

Traditional AEMPS cutaneous astringent/antiseptic. Historical references to infected dermatoses do not establish
current first-line treatment or replacement of necessary antimicrobial therapy. Approve indication, site and
duration for the individual patient.

References: [1]

Mpobiaypagéc / Specifications

Mnyn: dlabyela, MOAD avolyTtd YAAATLo XPWHA Kol XUPAKTNELOTIKA 00U KAUPopdc. Agv dlvovTtal aplBunTikdpH,
aw 1 épla mpoadloplopol. Metd tn BLABNon eAéyxovTtal n anédoon kat n dlatApnan TngG dladyelag: n £évtoan
XPWHTOC 6ev anoTeAel MOCOTLKS EAEYXO XAAKOD.

Source: clarity, very pale-blue colour and characteristic camphor odour. No numerical pH, aw or assay limits are
supplied. Check yield and sustained clarity after filtration; colour intensity is not a quantitative copper assay.

References: [1], [6]

®wg / Light

2uokevaoia og adlagavéc eLaAidlo oOpgwva pe tnv AEMPS. Alatnpeital o (dloc Babudc npootacioc petd
METAYYLON. Agv XpnoLuomole{Tal Slapavrig MEPLEKTNG WE TEKUNPLWHEVA Lo0dOVAUOG.

Package in an opaque bottle as AEMPS specifies. Maintain equivalent protection after transfer; a clear container is
not established as equivalent.

References: [1]

Aépac Kat o€eidbwon / Air and oxidation

KAel{owo katd tnv 24 wpn avapovy Kot HETd KABe xprion neplop(Cel aAMWAELX MTNTKWY Kal emudAvvon. H
Kappopd eEayxvwvetal o€ Bepuokpacia dSwuatiov [4] kat n atBavoAn eival mtntikr [5]. Asv kaBopiCeTat
TEKUNPLWHEVO EMLTPENMTO dvolypa i adpavég aéplo.

Keep closed during the 24-hour hold and after each use to limit volatile loss and contamination. Camphor
sublimes at room temperature [4] and ethanol is volatile [5]. No validated open-holding duration or inert gas is
specified.

References: [1], [4], [5], [6]

Nepo kat SuaAvtoTtnTa / Water and solubility

KekaBappévo 08wp ws kKOpLog popéag. To 1 mL atBavdAng 96%/100 mL dev anoteAel Tekuriplo ouvtpnong. H
L6aTOSLAALTOTNTA KAUPOPAG ToL 6{vel N ICSC elvat meploplopévn [4]- HETA avAULEN LE Ta GAQTA KAl QVAOVH
eMPBAAAeTAL EAeyYOC BLavyelag, éxL vdéBeon MARPoLE BlaAvTdTNTOC O KABE Bepuokpaoia.

Purified water is the main vehicle.1 mL 96% ethanol/100 mL does not demonstrate preservation. ICSC reports
limited camphor water solubility [4]; check clarity after salt mixing and holding rather than assuming complete
solubility at every temperature.

References: [11], [4]

Yypaoia / Humidity

H nptn OANn npénet va dtatnpel Tn dnAwpévn evuddtwon. Xpnoponotovvtat CuS0O4-5 H20 kat ZnS04-7 H20 pe
eAeyxduevn TavTéTNTA, O)XL AVLEPa AT OTLG (Bleg HACeG. Ma To TeEAKS LYPS bev KabBopi(leTatl 6pLo OXETLKAG
vypaoiac.
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Raw materials must retain their specified hydrate identity. Use verified CuSQOa4-5 H20 and ZnS0a4-7 H20, not
anhydrous salts at the same weights. No relative-humidity limit is set for the finished liquid.

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

Oeppokpacia / Temperature

Mnyn: K&tw Twv 30 °C. Asv emBaAAeTal yoyelo xwplc TEKUAPLO PLUOLKAG CLUPBATOTNTACG TNS KAUPOPAC. H 24 wpn
avopov yivetal ud Katayeypoupévn eAeyxoevn cuvBnkn. Agv BepPai{veTal TO AAKOOALKS SLAAVUA KAUPOPAC HE
QASya i UN KATEAANAO BEPUAVTLKO HETO.

Source: below 30 °C. Do not impose refrigeration without evidence of camphor’s physical compatibility. Perform
the 24-hour hold under recorded controlled conditions. Do not heat alcoholic camphor solution with a flame or
unsuitable heat source.

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

pH kai ovpBatoétnta / pH and compatibility

Agv op(Cetal TeEALkOpH. Mnopel va Kataypd@eTal e KATAAANAO MEXEUETPO WG MAPAUETPOC MAPTIBAG, AAAA BEV
npooT{BeTal 6ELO/AAKAALKS pLBULOTIKG. AAAayAPH pmopel va aAAGEeL TN SlaAvTdTNTA/XNHLKH HOPOH TWVY
METAAALKWY CLOTATIKWY Kat XpeldleTal xwpeLotH agloAdynan.

No final pH is specified. Record it with a suitable meter as a batch parameter where useful, but do not add an
acid/alkali buffer. A pH change may alter metal-component solubility/speciation and requires separate
assessment.

References: [1], [6]

AAAec aAAnAemidpaoelg / Other interactions

Agv avapLyvOeTal HE GAAQ aVTIONTITIKAE ] aAKAALKE camolvia oTo ELOALBLO. MPpWTeC DAEC KpaTolvTal XWPLOTA amd
TG aovpBaTéTNTEG TWY SDS. ANéBANTA XOAKOU/WeLdAPYVPOL GUAAEYOVTOL PECW KATAAANANG 00600, éxL aTNV
anoyétevon [2,3].

Do not mix other antiseptics or alkaline soaps into the bottle. Segregate raw materials according to their SDS
incompatibilities. Collect copper/zinc waste through an appropriate route rather than pouring into drains [2,3].

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

Eldika otolxeia cvotaTtikwy / Ingredient-specific information

XaAkédg nevtaddpikég CAS 7758-99-8, wevddpyvpoc entaddplkdég CAS 7446-20-0 [2,3]. PakeuLk Kapugopd katd
RFE 0655 n kdpta tng ovoiag Slakpivel Loouepri [4]. AtBavdAn 96% @apuakoTolaKAg motdtTnTag, Ot
METOVOWWHEVO ovdmnvevpa. EmBeBaiwon Cuyicewv 0,1/0,4/0,1 g pe KaTEAANAN eAdylotn Cuyiolun nmoodTnTa.

Copper pentahydrate CAS 7758-99-8 and zinc heptahydrate CAS 7446-20-0 [2,3]. Use racemic camphor
corresponding to RFE 0655; its safety card distinguishes isomers [4]. Use pharmacopoeial 96% ethanol, not
denatured spirit. Verify 0.1/0.4/0.1 g weights against the balance’s minimum weighable quantity.

References: [11], [2], [3], [4]

MpooTtacia epyalopévwy / Staff protection

EAeyxoG okévng KaTd COYLoN HETAAALKWY OAATWY/KAUPOPAG, YEVTLA KL TIPOCTATEVTIKA YUaALL. O BELKOG XAAKOG
npokaAel{ coBapr 0@BaAuLkr BAGRN w¢ mpwTn VAN [2]. Anaywyr emMAEyeTal yio okévn/aTtuoUG KaTtd TNy TomLkn
eKT{UNON: anoudKpLYON MNYWY avAeAEENG KaTd xeLplopd atbavoing [4,5].

Control salt/camphor dust during weighing; use gloves and safety goggles. Raw copper sulfate can cause serious

eye injury [2]. Select extraction for dust/vapour according to local assessment and remove ignition sources during
ethanol handling [4,5].

References: [2], [3], [4], [5]

Sikalias Greek Formulary | Reference documentation 3



compounding.gr | 10.0 | 2026-10-14

ExTtipnon kivdovov / Risk assessment

KoOptot kivbuvol: katdamnoon amnd AdBog 066/matdi, vevpoToEIKOTNTA KAUPOPACS, £PEBLOUEC Kal AavBaauévn
€vLBATWON AAATWY [1-4]. Aev elvat néoLHo o0Te 0@OAAULKS. H mnyr anotpénel xprion o€ KOnon/BnAacud kat {ntd
npogoyr ota madld. H avapovr)/duiénon amnattel yikpoBlakd éAeyyo dlepyaoiac kat cupewvia palac/dykov xweic
avBaipeTn AVATAAPWGON AMWAELWVY.

Principal risks are wrong-route/child ingestion, camphor neurotoxicity, irritation and incorrect salt hydrates [1-4].
It is neither oral nor ophthalmic. The source advises against pregnancy/breastfeeding use and cautions in
children. Holding/filtration requires process hygiene and mass/volume reconciliation without arbitrary loss
replacement.

References: [11], [2], [3], [4], [6]

ZuvOnkec mapaockevng / Compounding conditions

Mo V mL:0,001 V g xaAkoO nevtaiddplko0,0,004 V g yevdapydpov entaddptkon,0,001 V g kaugopdc,0,01 V mL
aBavéAnNG 96% kat DOWP péxPL V. AtiBnon Héow KaTAAANAOL cUPBATOD GIATPOL PE TEKUNPLWHEVN
ouykpdTnon/anwAgla mpoidévtog. Aev xapakTnEIZETAL AMOOTELPWTIKA SLABNnoN.

For V mL:0.001 V g copper pentahydrate,0.004 V g zinc heptahydrate,0.001 V g camphor,0.01 V mL 96% ethanol
and water to V. Use a compatible filter with documented retention/product losses. This is not labelled sterilising
filtration.

References: [1], [6]

Tekpnpiwon BUD / BUD rationale

AEMPS:3 €B6ouddeg, dnAadr 21 nuépeg, KATW Twv 30 °C [1]. Aev evToTOONKE AVTLOTOLYLOUEVN TIPWTOYEVAG
MEAETN XNMWKAG/UKPOBLOAOYLKAG oTaBepdTtnTag f} aw/AET. To 21 Auepo elval avwTaTto 6pLlo avapopds [E TOTILKNA
vloBéTnon akpLBolc obvBeanc, adlagavolc MePLEKTN Kal EAEYXWY. O xpOvoc TNEG 24 WPNG AVAUOVHC
nepAapBaveTal and Tnv €vapEn napaokeLAS. H atBavoAn dev TeKUNPLWVEL cuVTAPNON Kol 6ev eMBAAAETAL
avBaipeTo 14 rjuepo Yyuyeiov. MikpdTeEPN AREN 1] AMWAELX BLadyeLlag vnepLoyDEL.

AEMPS gives 3 weeks, or 21 days, below 30 °C [1]. No matching primary physicochemical/microbiological study or
aw/AET evidence was identified.21 days is a reference ceiling conditional on local adoption of exact composition,
opaque container and controls. The 24-hour hold counts from preparation start. Ethanol does not establish
preservation and an arbitrary 14-day refrigerated period is not imposed. Earlier expiry or loss of clarity prevails.

References: [1], [6]

MpoanaiTtobpeva / Prerequisites

Agv ypnotgonole{tat cOvOeTn BAan. AMattodvTaALl TA CUYKEKPLUEVA Evudpa GAaTA, PAKEULKA KAUPOoPd Kal atBavOAn
96%. SOP SLaALUETWY, MPOCTATELHEVNG 24 WPNG avauovhg, 6t Bnong, kabaplopuol Kot aMoBAATWY HETAAAWVY.

No composite base is used. The exact hydrated salts, racemic camphor and 96% ethanol are required. Use SOPs
for solutions, protected 24-hour holding, filtration, cleaning and metal-containing waste.

References: [1], [6]

E€omAlopog / Equipment

Zuyapld UKpWv pHowv, d0o doxela SLEALONG, OYKOUETPLKE, WA Yia 24 wpen avapov, cuBATS GIATPO Kat
abla@avéc elaAidlo. Alakpltd epyaAeia/kabaplopdc neplopifouv KatdAolna xaAKolD Kol YevdapyldPou o€ EMOPEVEC
TIPOOKEVEG.

Small-mass balance, two dissolving vessels, volumetric apparatus, closure for the 24-hour hold, compatible filter
and opaque bottle. Segregated tools/cleaning limit copper and zinc carryover into subsequent preparations.

References: [1], [6]

Sikalias Greek Formulary | Reference documentation 4



compounding.gr | 10.0 | 2026-10-14

M£00b0¢ mapaokevng / Compounding method

1. AtdAvon Twv 800 BelkWy aAdTwy mepinov ata 3/4 ToL VEATOG. 2. XWPLOTH BLAALON KAUPOPEC oTnY ALBavOAn.
3. AVQULIEN TWY BLOAVPATWY Kol CUPTNARPWON He VBWpP o 100 mL. 4. MpooTtaTevuévn avapovr 24 WPWv. 5.
ABnaon, éAeyxog dlavyelac/andédoong Kot cuokevaoia. Asv elgdyetal mpdobeTog SLaADTNG yla va amoKpLEBE(
KaB{Cnaon.

1. Dissolve both sulfate salts in approximately three quarters of the water. 2. Separately dissolve camphor in
ethanol. 3. Combine and make to 100 mL with water. 4. Hold protected for 24 hours. 5. Filter, check clarity/yield
and package. Do not add extra solvent to conceal precipitation.

References: [1], [6]

Napatnpnioelg / Observations

H @bppovAa elvat katd teAkd dyko 100 mL, éxt katd 100 g. To TeALkd mMPoidv mePLEXEL OVOHOOTIKA 1 mg/mL
XOAKOU mevtaddpikol,4 mg/mL yevdapydpou entaddpikod kat 1 mg/mL KapPopdc MLy TuxOvV amMWAELEG. OL TLUEG
bev petagppdlovtal g otolyelakd HETaAAa o0TE og ddon MPo¢ KaTdmnoon.

The formula is by final 100 mL volume, not 100 g mass. It nominally supplies 1 mg/mL copper pentahydrate,4
mg/mL zinc heptahydrate and 1 mg/mL camphor before any process loss. These are neither elemental-metal
concentrations nor ingestion doses.

References: [1]

MeplékTnG KaL ovokevaoia / Container and packaging

AdLa@avég oTeyavd eLaAidlo KaTtdAANAo yla To SLtdAvpa Kat eEWTEPLKA Xprion. O oxebLAoUOC TIPETEL VA ATIOTPETEL
olOyxvon e MOCLUOo BLdAva- eLBLAKPLTN EMOAUAVON KoL 0oQAAEC KAE{OLHO yia TTaLSLd.

Use an opaque tight bottle compatible with the solution and external use. Design packaging to prevent confusion
with an oral solution, with prominent labelling and a suitable child-resistant closure.

References: [1], [6]

MowoTikO6¢ éAeyxocg / Quality control

EnaAfiBevon evOdpwv/mocoTtATWY, TEALKOD dykou Tpv dtinon,24 wpou xpdvou, TeAKAG anddoong, moAD
avolytol YaAdllov xpWHATOG Kat dladyelag. Atepebvnon WCHAPATOG/AMWAELQG §paoTIKoL oTo QIATPO.
MLKPORBLOAOYLKH KOl TOCOTLKH TEKUNP{WON COUPWYA UE EYKEKPLUEVO OXEDLO- N BLBNoN 6Ev anodelkvieL
oTeLpdTNTA.

Verify hydrate identities/quantities, prefiltration final volume,24-hour hold, final yield, pale-blue colour and clarity.
Investigate precipitate/API loss on the filter. Apply microbiological and assay controls under the approved plan;
filtration does not demonstrate sterility.

References: [1], [6]

®0Aain / Storage

Kdtw twv 30 °C o€ adla@pavéc KaAd KAELOPEVO QLaA(BLO. Asv anoBnkebeTal o€ Puyelo xwpi(g £€ykplon QLOLKAG
oupBatéTnNTAg. Makpld amnd nadid kot TPdeLa. OoAepdTNTA/KPOOTAAAOL 06NYyOoLY Ot anoudvwan, Oxt anAn
avakivnon.

Below 30 °C in an opaque tightly closed bottle. Do not refrigerate without established physical compatibility. Keep
away from children and food. Quarantine turbidity/crystals rather than simply shaking.

References: [1], [4], [6]
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AwaOeon / Dispensing

Mévo yla eEwTepPLKr Xprion KaTom eykekpLuévng €vdelgng. OxL katdmnoaon, opBaAuol A avbaipetn apaiwon. H
avaykn apaiwong/meploxri/dldpkela mpémnel va 60000V cuykekpLéva amnd tTov Bepdmnovta. Tuxaia katdnoon
anottel enelyovoa tatpikr aEloAdynaon Kat MPOOKOULON ETLKETAG.

External use only after approval of the indication. No ingestion, eye use or informal dilution. Any dilution, site and
duration must be specifically directed. Accidental ingestion requires urgent medical assessment with the label
available.

References: [11], [4]

Enmwonpavon / Labelling

Yowp Alibour - AEPMATIKO AIAAYMA. Meptéxel Beukd XaAKS/yevddpyvpo Kat Kappopd. Mévo eEwteptkn xprion: NA
MHN KATAMINETAL O6nyleg: . Kdtw twv 30 °C, KAA& KAELOUEVO, adLapaveég eLaAidlo. Makpld amnd matdid.
Naptida: . Evapgn noapaokevrig: . Xprion éwg: . compounding.gr.

Alibour water - CUTANEOUS SOLUTION. Contains copper/zinc sulfates and camphor. External use only; DO NOT
SWALLOW. Directions: __. Below 30 °C, tightly closed in opaque bottle. Keep away from children. Batch: __.
Preparation started: __. Use by: . compounding.gr.

References: [1], [6]

v9 _controls / v9_controls

To apBunTiké 6plo oto apyeio elvat pévo 6pLo BLBALOYPAPLKAC avapopdc UTO TIC £LBLKEC TPODTOBETELC. Agv €YEL
oplotel BUD npayuaTtikAg maptidag kat dev £xouvv mapayOel petprioelg aw. H akplBric obvBeon, ta
TPOAMALTOOHEVQ, 0 TIEPLEKTNG, N POAAEN KAl T oTolxela eAEyYOUL TIPETEL VO EYKPLOOUY YL TN OLUYKEKPLUEVN
epappoyr. H €vapgn tou vmoAoylopol BUD eival n €vapén tng napaokevg. Epapudletal To GUYTONSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO €Aeyy0 BLdpKELag HETA TO Avolypa. Ta dpla USP elval texviké mAaiolo kot dev
napovoldfovtal WG eEAANVIKH 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.

MNnyéc kaL mapanopumnég / Sources and references

[1] AEMPS - Formulario Nacional: AGUA DE ALIBOUR

FN/2006/P0O/034; current standalone PDF | PDF p.2 formula/method/container/BUD; subsequent patient and safety sections | Master formula;
independently adapted, not an official translation | 2026-10-14

https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2006_po_034.pdf
[2] ILO/WHO - ICSC1416 Copper(ll) sulfate pentahydrate

November 2023 | Hazards, handling, storage, environmental effects | Hydrated copper-salt occupational hazard; not a classification of
finished diluted mixture | 2026-10-13

https://chemicalsafety.ilo.org/dyn/icsc/showcard.display?p_card_id=1416&p_lang=en&p_version=2
[3] ILO/WHO - ICSC0349 Zinc sulfate heptahydrate

October 2001; current card | Handling, physical properties, environment | Exact hydrated zinc-salt hazard; not finished-product stability |
2026-10-13

https://chemicalsafety.ilo.org/dyn/icsc/showcard.display?p_card_id=0349&p_lang=en&p_version=2
[4] ILO/WHO - 1CSC1021 Camphor

July 2003; current official card retrieved 2026 | Properties, handling and health effects; note on racemic form | Camphor volatility/limited
water solubility and ingestion/exposure hazards, not formulation stability | 2026-10-13

https://chemicalsafety.ilo.org/dyn/icsc/showcard.display?p_card_id=1021&p_lang=en&p_version=2
[5] ILO/WHO - ICSC0044 Ethanol (anhydrous)
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May 2018 | Fire/explosion; handling; chemical incompatibilities | Raw ethanol hazards; numerical anhydrous flash point is not assigned to
finished mixtures | 2026-10-13

https://chemicalsafety.ilo.org/dyn/icsc/showcard.display?p_card_id=0044&p_lang=en&p_version=2
[6] Ministerio de Sanidad - Guia de buenas practicas de preparacion de medicamentos en servicios de farmacia hospitalaria

June 2014; official AEMPS copy | Annexes 3-4, PDF pp.51-58 | Nonsterile preparation risk assessment, equipment, packaging and quality
controls; not Greek legislation | 2026-10-13

https://www.aemps.gob.es/productosSanitarios/docs/2024/GuiaBPP-JUNIO-2014-VF.PDF
[7]1 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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