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CGR-ES-038 | 10.0
YOaTIkO SiaAvpa S1yAvKOVIKAC XAwpeELdivng 0,1% -
AEMPS

Aqueous Chlorhexidine Digluconate Solution 0.1%
AEMPS

BLBALoypagiki avagopd - Tomkr vtoBétnon / Reference monograph - Local adoption

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

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

AldAvpa dLyAuKovikAG xAwpeELdivng 20%, RFE 0658 0.5 mL
Chlorhexidine digluconate solution 20%, RFE 0658

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

MNeprypag@n okevaopatog / Preparation description
Alavyég dxpwuo, xwpic {Cnua.
Clear colourless, without precipitate.

References: [1]

Apdaon kaL xpRon / Action and use
AEPUATIKO QVTLONTITLKO.

Cutaneous antiseptic.

References: [1]
Mpobiaypagéc / Specifications
Alavyég dxpwuo, xwpic {Cnua.

Clear colourless, without precipitate.

References: [1]
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®wg / Light

Mo to TeAkd okevaopa n nyr opiCeL:
Kaotavéypwpog YUAAWOG MEPLEKTNG, MPooTacia and pwg.

For the finished product the source specifies:
Amber glass container, protected from light.

References: [1]

Aépac Kat o€eidbwaon / Air and oxidation

Aev mapéxeTal HEAETN 0EEWOWTIKAC OTAOEPATNTAC TOL TEALKOD HiypaTog o0TE anaitnon adpavolg atudéoealpac.
Tnpe(tal o MEPLEKTNG TNG MNYAG.

No oxidative stability study of the finished mixture or inert-atmosphere requirement is provided. Use the source
container.

References: [1]

Nepo kat diaAvtéTnTa / Water and solubility

Agv 6{veTal mMOoOTIKS Oplo LEPOAVLTIKAG OTABEPATNTAC TNG CLYKEKPLHEVNG o0vBeonc. H moodTnTa Kot moldtnTa
vePoL dev peTaBAAAETAL Qb TN guvTaYH.

No quantitative hydrolytic stability limit is given for this formula. Retain the prescribed water amount and quality.

References: [1]

Yypaocia / Humidity

Agv SlveTatl aplBunTkd éplo oxeTIKAG bypaciag yla To TeAkd okebaoua. AopedyovTtat daBpoxh MPWTWY LAWY
KL LETOPOPE CUUTMUKVWHETWY 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
AtyAukovikA xAwpeELdivn: anoobvbeon gvvoeitat amnd OepudTNTA/AAKAAIKOTNTA.
Chlorhexidine digluconate: heat/alkalinity promote decomposition.

References: [2]

pH kaiL cupBatoTnTa / pH and compatibility
XAWPEELOIvN: EAEYETE AAKOALKOTNTA KL ACLVUBATOTNTA UE AVIOVIKA CUOTATLKA.
Chlorhexidine: check alkalinity and incompatibility with anionic ingredients.

References: [2]

AAAeGg aAAnAembpaoelg / Other interactions

Agv napéxetal TARPNS Soku ouuBaTdTNTAC TOU UiyHaTog pe MpdobeTa SpaoTIKA 1 dLagopeTikd €kGoya. Ot
LTIOKOTAOTACELG 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

Tavtonoinon kat Bdon Coylong:

o AtdAupa dtyAukovikrig xAwpegLdivng 20%, RFE 0658: 0.5 mL.

e KekaBappévo 06wp: g.s. ad 100 mL.

OL dnAWpEVEG popPEg/moldTnTEG avriikouv otnv akpLBr cbvleon tng mnyrg.

Identity and weighing basis:

¢ Chlorhexidine digluconate solution 20%, RFE 0658: 0.5 mL.

e Purified water: g.s. ad 100 mL.

The specified chemical forms/grades belong to the exact source formula.

References: [1]

Mpootacia epyalopévwy / Staff protection

XAWwpPeELBIvN: amo@lyeTe eMaQr UE MATLO: XPNOLLOTIOLOTE MPOaTAC(0 0OQPOAAUWY KATE XELPLOUO.
Kabapr HaKpuPAvIkn epyaoTnplakr evdupaoia, KEAAvYn HAAALWY KoL YEVTLa KaTd Tov XELPLopud. AAAQYH YOVTLWV
META amd emudAvvon/ebopd.

Chlorhexidine: prevent eye contact; use eye protection when handling.
Clean long-sleeved laboratory clothing, hair covering and gloves during handling; change gloves after
contamination or damage.

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

ExTipnon kKivdéovovu / Risk assessment

JuykeKpLuévn mapTida avagopds: 100 mL. Mpwto cvoTaTKG: AldAvpa StyALKOVIKAG XAwpeELldivng 20%, RFE
0658, 0.5 mL. EAéyETe aveEdpTnTa TN XNULKH HOP®OH, TIG HOVEDEG Kat KEABE KALHAKwWonN Tpwy and CoyLon.

EAEYETe 6TL N XNUKA Hopor kat n B&on cuykévtpwong m/m, m/V 1§ V/V cupewvoly e Tov Tiivaka. Mnv e§lowveTe
g Kat mL xwplg Tekunplwpévn mukvédTnTa. EAEYETE SLAOYELO/KPLUOTAAAWON KAl TNV akPLBr) 066 eQapuoyrG.
KataypdyTe yla TNV Tomkr avdAvon moagdtnta avd napaokevr, ouxvotnTta £pyaciog, SldpKeLa avoLlKToD
XELPLOPOD, TIBaVEC 0600¢ €KOEONC KL ATIOTEAECHOTIKOTNTA TWY HETPWY EAEyXoL. AuTd elval otowxela eLlcdbouv
NG aEloAdynong- 6ev amnodibetal MPooXNUATIKOG TEAKOC BaBUdC KLwbOvoU.

Znuelo eAéyyxou amnodéapevong: emPeBatote TeAKS dyko rj pdla otn Bepuokpaoia avagopds, dadyela A
nmpoBAenOuEYN dlaoopd Kal CLHEWVI TIEPLEKTN/MWUATOC UE TN ouvTayr. Ma OYKOPETPLKY avaywyr KNy
€ELOWVETE g JE ML XwPI(g TEKUNPLWUEVN TTUKVOTNTA.

Reference batch: 100 mL. First ingredient: Chlorhexidine digluconate solution 20%, RFE 0658, 0.5 mL.
Independently check chemical form, units and every scale conversion before weighing.

Verify chemical form and the w/w, w/v or v/v concentration basis against the formula. Do not equate g and mL
without supported density. Check clarity/crystallisation and exact application route.

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.

Release checkpoint: confirm final volume or mass at the reference temperature, intended clarity or dispersion,
and specified container/closure. Do not equate grams and millilitres without a justified density.

References: [11], [7], [9]

ZuvOnkec mapaockevnG / Compounding conditions

Mpw amnd avduEn: tavtonolnon XNUIKAG HopeAG Kal apTtidag kABe cuoTATIKOD, KaTaypaer BEWPNTIKWY
TOCOTATWY Kal éAeyxoC KabapldtnTtag Tov eEonAlopol. OL BepuoKpaoleg Kal N oelpd MPoaBrikNg lval avTéG TNG
napakdTw dladikaoiag.

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: [11], [4]
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Tekpunpiwon BUD / BUD rationale

Aldpkela otnv nnyr: 3 HAVEG.

H dudpketa avth elvat 0dnyla TNG CUYKEKPLUEVNG QappaKkoTol{ac/mNYAG. ZTov mMapdvTa EAeyx0o dev emaAnBedTNKE
A PNG MIPWTOYEVAG LEAETN TTOL VA TEKUNPLWVEL TALTAOXPOVA XNHLKH, PUOLKE KOl UIKPOBLOAOYLKH EMEKTACN TNG
(6lac TeAkAC obvBeonc.

EmAeyHEVOC oLVTNPNTIKOC YEVIKOC Kavdvac: éwe 14 nuépec otoug 2-8 °C yla bdaTIkA Hopen XWPIC EMAPKWC
TEKUNPWHEVN ouvTApnaon. MpoindBeaon elval 6Tl n Wogn dev mpokaAel kaBIZnaon, un AVACTPEWYLHO dlaywpLlopd A
GAAN amWAELa KATaAANASTNTAC. AV auTh N podndédeon amnotlxeL, 6ev xpnowuomnote{tatl To 14AUEpo o€
Bepuokpaoia dwuatiov- anatte{tal edikr Tekunpiwon ocbvtoung xprong.

To éplo BLBALOYPAPLKIG ava@opdc TnG napovdoag €kdoong elval n cuvtoudTePN HETAED TNG MoPATIAVW BLAPKELAG
TNYAC Kal Tou yevikoD oplov. MNa napdtaon anatte(tal Tekunpiwon mov KAADTITEL
SpaoTIKA/EKDOXQ/MEPLEKTIKOTNTA, TIEPLEKTN, Oepokpacia, LEO0DO evdELKTLKH 0TABEPOTNTAC KaL, Yla LOATLKNA
EMEKTOON, TNV AMALTOOPEVN HIKpoPBLoAoyik Tekunpiwan. Epappootéa enionun USP-NF povoypaoia agloloyeitatl
XWpPLoTd oto MAAPeC Ke{pnevd TNG.

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

O yeVIKOG Kavovag anoTeAel ouvtnpeNTkd Oplo emMAOYAC Kol OXL MELpapaTIK anddelEn otabepdTNTAC TNG
napTidag. H katnyopila cuvdéetal pe TNV TEAKA aOVOEDN, TN oLVTAPNON Kal TG emTPeNOUEVEG Bepuokpaoieg. H
TIUA aw 6gv MPoKOMTEL amd TO MOG0CaTO VEPOU A TNV AMWAELX KATd TNV EApavan. MNa tekunpiwaon xpnotponotiote
SOP-014 kot F-006- yia €l6ikrj aw, SOP-017 kat F-012.

H USP 6ev anattel pétpnon aw o€ kdBe un otelpo napaockedaoua. H tekunplwuévn tagvéunon tng
OLYKEKPLPEVNG o0vBeong unopel va xpnaotpomotle{tal wg 0dnydc: Kataypdeetal pntéd wg ekTinon Kot XL WG
pétpnon. Auei{BoAn fj opltakr Ta€vounon amnattel l6iké tekuriplo j KATAAANAN wétpnon. H nuepounvia TeAltkol
okevdopatog dev vnepPaivel Tn dlaBéoun nuepopunvia Twv RdN MAPACKEVACUEVWY CLOTATIKWY/BATEWY, EKTOG Qv
€xeL voBeTNBel enapkrg e8Ik TekUNP{won yla TNV akpLBr TeAkr obvBeon.

Period reported by source: 3 months.

This duration is a specific formulary/source instruction. This review did not verify a complete primary study
establishing chemical, physical and microbiological extension for the same finished formulation.

Selected conservative general rule: up to 14 days at 2-8 °C for an aqueous form without adequately established
preservation. Refrigeration must not cause precipitation, irreversible separation or other loss of suitability. If that
condition fails, do not apply 14 days at room temperature; obtain specific short-use evidence.

The reference-policy ceiling in this edition is the shorter of the source period above and the general ceiling.
Extension needs matching active/excipients/strength, container, temperature, a stability-indicating method and
the required microbiological evidence for agueous extension. An applicable official USP-NF compounded
monograph is assessed separately in its complete text.

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 does not require water-activity measurement for every nonsterile preparation. A justified classification of the
actual formulation may guide dating; record it explicitly as inferred, not measured. Uncertain or borderline
classification requires specific evidence or a suitable measurement. Finished-product dating does not outlast the
available dating of previously compounded components/bases unless adequate specific evidence for the exact
finished preparation has been formally adopted.

References: [1], [5], [6], [8], [10]

Mpoamaitovpeva / Prerequisites

Aev anatte(tal xwploth Bdon pe KwdKkd uNTPWOoL. Tuxdy EUMOPLKS OYNUA TTHPAUEVEL TO AKPLBEC KATOVOUXTOUEVO
npoidv touv mivaka.
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No separately registered base is required. Any commercial vehicle remains the exact named product in the
formula table.

References: [1]

EEomAlonog / Equipment

Zuyo6¢ KatdAANANG eAdxlotng T0ylong, youdi/omepog i opoyevomolnthcg, 6oxela avaulEng, ondTouvAeg,
BeppdueTpo dTav vidpxeL B€puavan, dpyava oykopéTpnong yla moodtnteg 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
ApaLOTE TOV HETPNUEVO GYKO TOUL TIPATLTIOL SLaADUATOC 20% He DOWP €W TEAKS dyKoO.
Dilute the measured volume of the specified 20% stock with water to final volume.

References: [1]

Mapatnpnioelg / Observations

EnBeBatwote Bdon ékppaong tov 20% oto notonolnTiké RFE 0658 un petatpénete 0,5 mL og 0,5 g.
ATOKAELOTIKE deppaTikA un aTelpa obvoyn.

Verify the 20% basis against RFE 0658/CoA; do not replace 0.5 mL with 0.5 g. This synopsis is for nonsterile
cutaneous use.

References: [1]

MNeplékTNG KaL ovokevaoia / Container and packaging
KaoTtavéypwuog YUAALvoC MePLEKTNG, pooTacia and wc.
Amber glass container, protected from light.

References: [1]

MowoTikOG éAeyxoc / Quality control

Alavyéc dxpwuo, xwplc {Cnua.

H néBobog, To 6pLo amodoyrc, N MPAYHATIKA TIUA Kal 0 EAEYKTAC KaTtaypdeovTal xwplotd oto F-005. Anotuyia
Kplowng mpodlaypa@rc odnyel o kapavtiva Kat dtepebivnon katd SOP-015- n emavadAnyn eAéyxwv xpeldleTal
attoAdynon.

Clear colourless, without precipitate.
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], [9]

®0Aagn / Storage

YUVOAKEG/MEPLEKTNG TTOL avaPEPEL N TINYHA: KaoTavéXpwHoG YUAALWWOG MEPLEKTNG, TipooTao(a and GuwG.
Mo To EMAEYUEVO YEVIKSO v TATO OpLo: 2-8 °C, £pOoov dlaTtnpolvTal N GLOLKH KATAAANASTNTA KAl N
OLPBATOTNTA PE TN CLUYKEKPLUEVN TINYH. Agv epapudleTal To 14uepo oe BepUokpacia SwuaTiov.

Source-reported conditions/container: Amber glass container, protected from light.
For the selected general ceiling: 2-8 °C, provided physical suitability and compatibility with the specific source are
maintained. The 14-day rule does not apply at room temperature.

Sikalias Greek Formulary | Reference documentation 5



compounding.gr | 10.0 | 2026-10-14

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

AwaOeon / Dispensing
H napovoa kataypagr agopd pn otelpa napackevr. Agv ypnotonole{tat wg KOAADPLO A yla €yxuon.
This record concerns a nonsterile preparation. Do not use as eye drops or for injection.

References: [1]

Enmionpavon / Labelling

YoaTikd SLdAvua dLyAvKOVIKAG xAwpeELdivng 0,1% - AEMPS
EEwTepkn xprion

MNooétnta: _ Maptido:

MNapaokevdotnke: _ XpAon éwg:

AcBeviiG / 66on / ouxvéTnTO: _

®OAaEN: 2-8 °C, petd NV enmBeBaiwon kataAAnAdTNTOAC YOENC.
©eppokpaoia yla To BUD autAg tng naptidag:

Aqueous Chlorhexidine Digluconate Solution 0.1% AEMPS
External use

Quantity: _ Batch:

Prepared: _ Useby:

Patient / dose / frequency:

Storage: 2-8 °C, after confirming suitability for refrigeration.
Temperature for this batch BUD: __

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

v9_controls / v9_controls

To apBunTikd épLo oto apyeio eivat pévo épLo BLBALOYPAPIKAG ava@opds uttd TLG £LOLKEG TIpoDTOBETELG. Agv €XEL
optotel BUD mpaypaTikig mopTtidag kat 6ev éxouv napaydel petprioelc aw. H akplBrg obvbean, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN Kol Ta aTolxela eAéyyou TPEMEL val EYKPLOODY YL TH OUYKEKPLUEVN
epapuoyn. H évap&n touv vrmoAoylopol BUD eival n évapEn tng napaokevic. Epapudletal To GLVTOUSTEPO
TEKUNPLWHEVO OpLo, HE XWPLOTO EAEYXO BLdpKeELOG HETA TO dvolyua. Ta dplta USP g{val texvikd mAaiolo kot dev
napovoldfovtal WG eAANVIKHA 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.

AVEEGPTNTN EAANVLKA KOl ayYALKH anédoon/opydvwon otolxelwy TNG avaeepdpevng mnyng. Aev anoteAel enlonun petdepaon fj €ykplon Tou
€KOOTN.

Independent Greek/English adaptation and organisation of facts from the cited source. This is not an official translation or publisher
endorsement.

Mnyéc kaiL mapanopmnég / Sources and references

[1]1 FN/2003/P0O/015 CLORHEXIDINA, SOLUCION ACUOSA AL 0,1% DE

2003 | PDF pp. 2 | master formula | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2003_po_015.pdf

[2]1 FN/2003/PA/010 CLORHEXIDINA, DISOLUCION DE DIGLUCONATO DE

Awabéoipo kel{pevo / Retrieved text | PDF pp. 1-3 | raw material or occupational | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_010.pdf
[3] PN/L/PG/002/00 INDUMENTARIA

Awabéoipo kelpevo / Retrieved text | PDF pp. 1-5 | general staff protection | 2026-09-10
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https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_l_pg_002_00.pdf
[4] 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

[5] 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
[6] 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
[7]1 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
[8] 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
[9] 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
[10] USP - General Chapter <795> FAQs (official, updated 1 November 2023)

Updated 1 November 2023; retrieved 14 October 2026 | Q52, Q61-64; use with the applicable full chapter | Water-activity classification,
component dating and BUD documentation; general professional framework, not a Greek legal adoption or formula-specific study |
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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