ZUVTAYOASYLO FAANVIKWY ZKELAOPATWY
EAANviIKO6 Formulary Sikalias

AvyAvkovikA XAwWPEeELdivn 0,1% w/V — OTOMATLKO
SLaAvpa
Chlorhexidine digluconate 0.1% w/v mouth rinse

CGR-BR-012 « Ekboon / Version 4.0 » 10.09.2026

MpwTtoBouvAia CUAAOYAC LALKOU amd £YKLPEC MNYEC, WG Bdon yia tn dnuiovpyia EAANVIKoO formulary.
2TaOWOC Xp. ZIKAALLC.

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

IXTOPIKH EKAOZH MHMHY — anatteitatl avtumapaBoAr ue Tnv woxbovoa ékdoan npv and xprion.
HISTORICAL SOURCE EDITION — compare with the current edition before use.

Mnyr / Source: ANVISA — Formuldrio Nacional da Farmacopeia Brasileira, 22 edicao, Revisdo 02 (2012) « A2 « 2012, 2nd ed.,
Rev. 02 — superseded

AeAti{o TeKUNPI{wONG TIPOG TOTILKNA EMLOTNUOVLIKA €yKpLon. Agv amoTeAel emKupwuévn odnyia
anobdéauevong nopTidac.

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

dappakoTeXVLIKA popen / Dosage form
2 TOMOaTORAEVVOYSVLO TAPAOKEDATUA

Oromucosal preparation

AAAeg ovopaoieg / Other names

ANVISA — Formulario Nacional da Farmacopeia Brasileira, 22 edicao, Revisao 02 (2012)

Zuvtayn / Master formula

Bd&on vnoAoylopo0 / Formula basis: 100 mL

A/ ZuoTaTiko / Ingredient MoooétnTa Movaba
A Quantity Unit

No

1 ALGALH SLYAVKOVIKAG XAWPEELSIvNG 20% w/v 0.5 mL

Chlorhexidine digluconate 20% w/v solution

2 20OVOETO dpwua q.s. —
Compound flavour

3 MoAvcopBLké 20 1 mL
Polysorbate 20

4 AomopTtdun 0.1 g
Aspartame

5 XpWoTkA q.s. —
Colour

6 Kekabappévo 0dwp g.s. ad 100 mL

Purified water
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A/  ZvoTaTiko / Ingredient MNoooéTnTa Movabda

A Quantity Unit
No
7 ALopBwTKS pH, gdv anatteltal, pn katovopalduevo atnv Nnyn q.s. pH 7.0 BA. mood
pH adjuster if required, unspecified in source Tnta/
see
quantity

Mnyn obvBeong: [1]. g.s. = enapkr¢ moodTNTa - ad = PEXPL 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.
Meprypagn okevaopatog / Preparation description

2TopaToRAEVVOYOVLO TapaoKEDAOUO: ALYAUKOVIKA XAwpeELdivn 0,1% w/v — GTOUATIKG SLdAvua.
MNpdobeTa KPLTAPLA ELPAVIONG BEV TEKUNPLWVOVTAL OTO £EETAOOEVY €16LKO Kelpevo. [1]

Oromucosal preparation: Chlorhexidine digluconate 0.1% w/v mouth rinse. Additional appearance criteria are
not established by the specific text reviewed.

Apaon kaiL xpRon / Action and use
ZTOMATIKO avTlonmTiké. [1]

Oral antiseptic.

MpodiLaypagécg / Specifications
pH 7,0, epdoov anatte{tal poOuLon Katd tn HéBodo. [1]
pH 7.0 if adjustment is required by the method.

ZuvOnkeg kat mpo@uAdageig / Conditions and precautions

Ta otolyelo MPWTWY LAWY 6V cLVLOTOOV HEAETN 0TABEPSTNTAC TEALKOD OKELAOUATOG. «AEV
TEKUNPLWVETAL» BEV ONUAVEL «OTABEPS» I «OOPAAEC>.

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

EvaioOnoia oto owg / Light

Mo to teAkd okevaopa n Ny oplCeL:
KaAd kAelopévog nepléktng, 6poaepd kat Enpd pépoc, mpootacia and ewc/Bepudtnta. [1]

For the finished product the source specifies:
Tight container, cool dry place, protected from light/heat.

EvaioOnoia otov aépa / Air

Agv TEKUNPLWIVETAL €LOLKO oToLXElo OTLG TINYEG oL €EeTdoTNKAY. AtatTe(TOl CUUMARPWON TPV aTd TOTILKA
€yKkplon, epbéoov slval KpIoHo yla Tn ouyKeKPLUévn mapaokevr. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.
EvaioOnoia oto vepo / Water

Agv TeEKUNPLWVETAL €L8IKS oToLyelo 0TLG TINYEC oL e€eTdoTNKOV. ATTaLTE(TAL CUPTARPWON TIPLY ATO TOTILKA
éykplon, epbéoov elval KpIoo yla Tn ouyKeKPLUévn napaokevr. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.
EvaioOnoia otnv vypacia / Humidity

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

EvaioOnoia otn Osppokpacia / Temperature

AtyAukovikn YAwpeELdivn: anoobvBeon evvoe(tal and BepudTnTa/aAKaAkéTNTA. [2]

Chlorhexidine digluconate: heat/alkalinity promote decomposition.

EvaioOnoia og pH / pH

XAwpeELdivn: eAEYETE AAKAALKOTNTO KL AOVUBATOTNTA E AVIOVIKA GUOTATLKA.
Mpodlaypa@r] ToL CUYKEKPLUEVOL OKELAOUOTOC, OXL EVPOC amodedelyuévng otabepdTNTAC:
pH 7,0, epdoov anatte{tal poOuLon kKatd tn néBodo. [1, 2]

Chlorhexidine: check alkalinity and incompatibility with anionic ingredients.

Specification of this preparation, not a demonstrated stability range:

pH 7.0 if adjustment is required by the method.

AAAec aovppBatoTnTeG / Other incompatibilities

Agv TEKUNPLWIVETAL €LOLKO oToLXElOo OTLG TINYEG oL €EeTAoTNKAVY. ATtatTe(TOl CUUMARPWON TPLY 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.

Eld1kéc MAnpogopicc ovoTaTtikWy / Ingredient-specific information

Chlorhexidine digluconate 20% w/v solution: AtyAvkovikr xAwpe&Loivn: anoocdvBeon euvosital amnd
BepudTnTa/AAKAALKOTNTA.

MpdkeLTal yla eMAEYUEVA OTOLXE(O TWY TAVTOMOLNUEVWY CUOTATIKWY: OL OXETLKEG evalabnoleg Kat
aovpBatoTNTEC €€eldlkevovTal oTa avTioTolya nedia. Asv anoteAel MARPEC SDS OAWY TWVY LAWV. [2]

Chlorhexidine digluconate 20% w/v solution: Chlorhexidine digluconate: heat/alkalinity promote decomposition.
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.

ZuVOAKEeC MapaokeVAG / Preparation conditions

TnpolvTal n oelpd mPoodrikng, N BepUoKpacia Kot oL xpdvol ov avagépovTtal oTn Atadikaoia
Nopookevng. H g8k povoypagia dev anoteAel mAAPN HEAETN KATOAANASOTNTAG TOL TOTILKOD
XWpov/eEomAlopoo. [1]

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@ulAad&eic mpoowmnikoL / Staff precautions

XAwpeELdIvN: amo@lyeTe eMa@r HE MATLO XPNOLULOTOLAOTE MPOOTACG{X 0POAAUWY KATA XELPLOUO.
ZUUMANPWHATLKO YEVIKS TTAa{olo AEMPS: kaBapr HaKpLUEVLIKN epyaoTnplakr evbupaoia, KAALYN LAAALWY
KOL OTOKAELOTIKA vTtodripata/modovdpla. Ze XELPLOPO KOVLWVY amattoivTal KaTtdAAnANn npootacia
HOTIWV/avanvorig: Ta yavtia aAAdlouvv pe SpaoctnplétnTa rj gOopd. H emAoyr) TOMou/vALlkoL yiveTtal amnd
SDS kat ekT{pnon kwdovvov. [2, 3]

Chlorhexidine: prevent eye contact; use eye protection when handling.

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 kivéovou / Risk-assessment inputs

Agv TekPNPLveTal MARPNG €8k Tagvéunon kwdivou yia avth tTn eépuovAa. EEeTtdote SpaoTtikdTNTA,
okévn/agpdAvpa, aAAepyloyéva, SLaADTEG, HKpoBLoAoyLkd kivBuvo kat emtudéAvvon BAoeL Twv
TMPAYHATIKWY LAWY Kat TNG Stadikaoiag. H amovaia emorjuavong 6ev onuaivel anovaoia kwwdovou. [1]
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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 diudpkelag xpRong / Evidence for beyond-use period

AEV TEKUNPLWVETAL £8LKO oTOoLYE(DO OTLG TINYEC oL €EeTdoTNKAVY. AatTE(TOL CUUMARPWON TPV amd TOMLKA
éykplon, epéoov elval KPIOO YL TN OLUYKEKPLHMEVN TTAPAOKELH.

H 6udpkela Ttng mNyrig agopd tnv akplBr obvBeon, néEBodo Kal ouokevaaoia Tng. Asv elval nuepounvia
AAENG avTAC TNE MapTibag o0TE PETAPEPETAL O AAAO €KBOXO/MEPLEKTIKOTNTA. H Mpayua Tk nUEpounvia
vnoAoy(Cetatl 0To KEVO QUAAO ekTEAEONG. [1]

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

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

ESapTwpeveG Baocelc / Required bases

Agv opiTetal xwploth eEapTtwpevn Bdon otov nivaka eEaptrioewv. EAEyETe TuXdY EUMOPLKE
oxAunaTo/o0vOeTA €KBOY TNG OLVTAYAG. [1]

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

EvdelkTIKOC eEomALOMOG / Indicative equipment

EvBelKTIKOG KaTdAoyog oL mMpokOTTEL and Tn HEB0SO: ZuydG KATAAANANG SLAKPLTIKAG LkavdTnTOG,
MepLléKTeC KaL 6pyava avaPLENG oLUPBATA UE TA LALKA, BaBuovounuévo pHuetpo. H
emAoyn/kataAAnAdTNTA 0p{CeTaL TomkA. [1]

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

ApaloTe To UNTPLKS BidAvua o 50 mL 06aTto¢. MpoobéaTte aomaPTAUN KAl APWHA, KATOTLY MOALGOPRLKS
20. OpoyEVOTOLAOTE, TIPOCOETTE XPWOTIKA KAl CUPNANPWOTE Oyko. Epdoov xpetdletal, pvbuiote pH 7,0.

[1]

Dilute stock in 50 mL water. Add aspartame and flavour, then polysorbate 20. Mix, add colour and make to
volume. Adjust to pH 7.0 if required.
Mapatnpnoelg / Notes

XpAon otopaTtikol BAevvoydvou. H emAOYH apwWHATOC, XPWOTIKAG Kal SLopBwTikol pH mpémnel va
TeKUNPLWOE(. H mnyn emonuaivel acupBatédTNTA HE AVIOVIKA amoppunavTikd. Meptéyel aonaptdun. [1]

Oromucosal use. Specify compatible flavour, colour and pH adjuster locally. Source notes anionic-detergent
incompatibility. Contains aspartame.

Zuokevaoia kail VALKa / Packaging and materials

KaAd kAelopévog mepléktng, 6poaepd kat Enpd puépog, mpoatacia and ewc/BspudtnTa. [1]

Tight container, cool dry place, protected from light/heat.

Ynodertypa eTikétag / Label specimen

ALyALKOVIKA XAWPEELSIvN 0,1% W/v — OTOMATLKS SLdAupa

MeplekTikdTNTO/MAPAAAQYH: Moogétnta:
MNoptiba: Nopaokevn: Xprion éwc:
2topatoBAevvoydvia xprion / Oromucosal use
Aocoloyla/odnyleg:

DOAaEN: KaAd kAelopévog mepléktng, dpooepd Kat Enpd pépog, mpootacia and pwc/BepudTnTa.
2TOMATIKEG TTAVCELG: Bev elval MOOLLO PAPUAKO Yia cuoTNHATLIKA Xpron. [1]
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Chlorhexidine digluconate 0.1% w/v mouth rinse

Strength/variant: Quantity:

Batch: Prepared: Use by:
2topaTtoBAgevvoyodvia xprion / Oromucosal use

Dose/directions:

Storage: Tight container, cool dry place, protected from light/heat.
Mouth rinse; not an oral systemic medicine.

M£0obol eAéyxou / Quality-control methods
pH 7,0, epdoov anatte{tal poOuLon Katd tn HéBodo. [1]
pH 7.0 if adjustment is required by the method.

®0AaEn / Storage conditions
KaAd kAelopévog neptéktng, 6pooepd Kat ENpd Hépog, mpootaaoia and ewc/BepudtnTa. [1]

Tight container, cool dry place, protected from light/heat.

Ewl8i1kég 0bnyiec 61aBeong / Dispensing instructions
2TOMATIKEG TTAVCELG: Bev elval OO0 PAPUAKO Yo cuoTNHOTIKA Xprion. [1]

Mouth rinse; not an oral systemic medicine.

BiBAloypag@ikég avagpopécg / References

[1] ANVISA — Formuldrio Nacional da Farmacopeia Brasileira, 22 edigdo, Revisdo 02 (2012). 2012, 2nd ed., Rev. 02 —
superseded PDF pp. 78. A2. EAeyxo¢g / Checked 2026-09-10.
https://www.gov.br/anvisa/pt-br/assuntos/farmacopeia/formulario-nacional/arquivos/8065json-file-1/@@display-file/file

[2] FN/2003/PA/010 CLORHEXIDINA, DISOLUCION DE DIGLUCONATO DE. Awa®écotuo keipevo / Retrieved text PDF pp. 1-3. Al.
EAeyxog / Checked 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. AwaBéotpo kelpevo / Retrieved text PDF pp. 1-5. Al. EAeyyog / Checked 2026-09-10.

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

Ol avaAuTikéG puéBoboL ouvoyiCovTal. MNa eKTEAETN AMALTOOVTAL TA AR PN MAPATIEUNMOPEVA KEPAALA,
avTIdpaoTAPLa KOl KPLTHPLA KATAAANAOTNTOC CLOTHHOTOC.

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/materias-primas/principios-activos/fn_2003_pa_010.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

®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

compounding.gr CGR-BR-012 | 7



