ZUVTAYOASYLO FAANVIKWY ZKELAOPATWY

EAANviIKO6 Formulary Sikalias

OupoAovyo vepo 0,1% PO00S
Thymol water 0.1% PO008

CGR-ES-063 « Ekboon / 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.

EKKPEMEI MPOAMAITOYMENO — emni{Avon mpwv amnd eKTEAEON.

PREREQUISITE UNRESOLVED — resolve before compounding.

KOplLo Keipevo: otopa/pdpuyyag: @UAAGSLo: deppaTtiki 0666. H 0666 xpeLaletal Sievkpivion
npLv and diabeon.

Main text: mouth/pharynx; leaflet: cutaneous route. Clarify the route before dispensing.

Mnyr / Source: FN/2003/PO/008 AGUA TIMOLADA « Al « FN/2003 * nAektpovikd Ke{pevo pe NIPO 2020/2022 / electronic text
with NIPO 2020/2022

AeATio Tekunplwong MPoC TomLkr emoTNUOVIKA £yKplon. Aev anoteAel emkupwpévn odnyia
anobdéauevong nopTidac.

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

dapuakoTeEXVIKH Hoper / Dosage form
2TOPATORBAEVWOYOVLO IO PACKEDACHA

Oromucosal preparation

AAAeg ovopaoieg / Other names
FN/2003/PO/008 AGUA TIMOLADA
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Zuvtayn / Master formula

Bd&on vnoAoylopo0 / Formula basis: 100 g

A/ ZuoTatiko / Ingredient MoooétTnTa Movabda

A Quantity Unit

No

1 OuudAn 0.1 g
Thymol

2 ABavOoAn 96% 2 g

Ethanol 96%

3 FAVKEPOAN 2 g
Glycerol
4 KekaBappévo vepd g.s. ad 100 g

Purified water
Mnyn oOvBeong: [1]. g.s. = enapkrig moodtnTa - ad = pé€xpL TEALkS oOvoAo. Aev 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 okevdopatog / Preparation description
Alapavég vypd. [1]

Transparent liquid.

Apaon kaiL xpAon / Action and use
Avtionyia otéuatog/edpuyya oto KOpLo Kelpevo. [1]

Mouth/pharyngeal antisepsis in the main text.

Mpodlaypagéic / Specifications
Ala@avég vypd. [1]

Transparent liquid.

ZuvOnKeg kKalL mpo@uAagelg / Conditions and precautions

Ta otolyelo MPWTWY LAWY 8gV cLVLOTOOY 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

MNa 1o TeEAkd okebaopa n Ny oplCeL:
KooTtavdypwiuog YUAALVOC EpUNTLIKAOC MEPLEKTNG, pooTooia and ewc. Aev SlveTal aplOunTikn
Beppokpacia. [1]

For the finished product the source specifies:
Airtight amber glass container, protected from light. No numerical temperature is given.

EvaioOnoia otov aépa / Air

Agv TeKUNPLWvEeTaL £L61KS otolyelo 0TI NYyEC Tov e€eTdoTnKav. AnatTe(TAl CUPNARPWON TPV ATd TOTILKA
€ykplon, epbdoov elval Kp(oo yla Tn oLYKEKPLUEVN apaokevh. [1]

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

H yAUKEPOAN avautyvieTal e vePd. AuTd 6ev kKaBop(Tel KPOBLOAOYLKI] OTAOEPSTNTA TOL OKEVAOUATOC.
[2]

Glycerol is miscible with water. This does not establish product microbiological stability.

EvaloOnoia otnv vypacia / Humidity
YypookKkoTitky YAUKEPOAN- eplopiote €kBeon TN MPWTNG OANG GTNV Lypaoia. [2]

Glycerol is hygroscopic; limit raw-material exposure to moisture.

EvaioOnoia otn Osppokpacia / Temperature

AEV TEKUNPLWVETAL £8LKO oTOoLXE(DO OTLG TINYEC oL €EeTdoTNKAVY. AatTe(TOl CUUMARPWON TPV amd TOMLKA
éykplon, epbéoov elval KpIoo 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 oc pH / pH

Agv TEKUNPLWVETAL £L8IKS oToLye(o 0TI MNYEC IOV €EETAOTNKOV. AMALTE(TAL CUUTIAIPWON TIPLY ATO TOTILKN
€ykpLon, epdéoov elval KP{OLO yLo TN OLYKEKPLUEVN TtopaoKeLr. [1]

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

AAAec aovpfBatoTnTeg / Other incompatibilities

FALKEPOAN: emkivbuvn avti{dpaon He LoxLPd 0EEBWTLKA.

OUUOAN: ACLPBATOTNTA HE OEELBWTIKA/XAKAALX: TIPWTEIVEG HELWIVOLY TNV AVTLONTITIKA Spdon.
ALBavOAN: acuuBatdTNTa HE LOXLPE 0EEBWTIKG. [2, 3, 4]

Glycerol: hazardous reaction with strong oxidising agents.

Thymol: incompatible with oxidants/alkalis; proteins reduce antiseptic action.
Ethanol is incompatible with strong oxidants.

Eld1kég mMAnpogopieg cvoTaTikWy / Ingredient-specific information

Glycerol: Yypookotikr] YAVKEPOAN- meplopioTte €kBeon TNG MPWTNG DANG GTNVY LYpaoia.

Thymol: OuudAn: aoLUBATOTNTA PE OEELBWTIKE/AAKAALA: TIPWTEIVEG MELIVOLY TNV QVTIONTITIKY Spdon.
Ethanol 96%: AlBavoAn: e0EAeKTOL aTUO(: AmOUdKPLUYON TINYWY AVAPAEENG Kal KATAAANAOG agpLouds. H
TeEAKN Tagvéunon eEaptdTat and ouykEvTpwaon/uiyua.

MpoKeLTAL Yla EMAEYUEVQ OTOLXE(O TWY TAVTOMOLNUEVWY CUOTATIKWY: OL OYXETLKEG evaLabnaleg Kat
aovpBatdTNTEG e€eldikebovTal ota avtioTolya nedla. Asv anoteAel TARPEC SDS OAWY TWVY LAWV. [2, 3, 4]

Glycerol: Glycerol is hygroscopic; limit raw-material exposure to moisture.

Thymol: Thymol: incompatible with oxidants/alkalis; proteins reduce antiseptic action.

Ethanol 96%: Ethanol: flammable vapour; control ignition sources and provide suitable ventilation. Final
classification depends on concentration/mixture.

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 MapaokKeVNG / Preparation conditions

To avti{otolyo PN AEMPS op(CelL Beppokpacia xwpov 25 = 5°C Kat oxeTkA vypacia =60%, eKTOC av n
€0k @OépuovAa amattel dAAa. MpdkeLttal yia neptBdArov epyaaiag, éxt yia Bepuokpaocia B€ppavong A
QLAOENG.

TnpolvTaL n celpd mpoadnkng, n Bepuokpaacia KoL oL xpdvol oL avagépovtal atn Altadikaaia
Noapaokevnic. H g8k povoypapia 6ev anoteAel mAfpn HEAETN KATAAANASTNTAG TOL TOTILKOD
XWpov/eEomALlopoo. [1, 6]

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
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monograph is not a complete qualification of the local facility/equipment.

Mpo@uAd&eic mpoowmnikov / Staff precautions

Agv nipoodlopi(Covtal mAjpn MATI yla Tn ouyKekpLévn OppoLAa. EmAEETE yavTLa, pooTaaia 0POaAUWY
Kal JETpa MEPLOPLOUOD €KBeong amd Ta SDS Twv akPLBWV LAWY Kal TNV TOMIKA EKT{UNON KWwE0vou.
ZUUMANPWHATLKO YEVIKG TTAai{olo AEMPS: kaBapr HaKPLUEVLIKN epyaoTnplakr evbupaoia, KEAALYN LAAALWY
KoL QMOKAELTTIKA vtodripaTa/modovdpla. Ze XeLPLOPd KOVLWY anattodvTal KaTtdAANAn npootacia
HOTIV/avanvorig: Ta yavtia aAAdlouv pe Spaoctnplétnta i gOopd. H emAoyr TOMov/vALlkoD yiveTtal amnd
SDS kat ekTi{pnon kwodovvov. [1, 5]

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 yua ava@idvon kKivéovov / Risk-assessment inputs
ALBaVOAN: eVEAEKTOL aTO(: amOpdKpPLYON TNYWY AVAPAEENG Kal KATAAANAOG agplouds. H TeALKA
To€véunon e€aptdTal and cuykévtpwaon/ulyua. [4]

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

Tekpnpiwon duapkelag xpnong / Evidence for beyond-use period

3 HAVEG LTS TLG GUVBAKEG TNG TMNYAG.

H 8ldpkela tng mnyng agopd tnv akplBry obvbeon, uéBodo Katl cuokevaoia tNG. Agv e{val nuepounvia
AENG avTAC TNG MapTibag o0TE HETAPEPETAL O AAAO €KBOXO/MEPLEKTIKOTNTA. H mMpayua Tk NuUEpopnvia
vnoAoy({Cetal 0to KEVO UAAO 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
cannot be transferred to another vehicle/strength. Calculate the actual date in the blank batch record.

EEapTtwpeveg Baocelg / Required bases

Agv opiletal ywploth eEaptwuevn Bdaon otov nivaka eEaptrioewv. EAEyETe TuXdV EUMOPLKE
oxAHoTo/obvBeTa €kBoxa TNG CUVTAYAG. [1]

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

EvbelkTIKOG eEomtALOMOG / Indicative equipment

EvBelKTIKOC KATAAOYOC TIOL MPOKOMTEL amd TN HEB060: ZLYOG KATAAANANG BLAKPLTIKAC LKAvOTNTAC,
MNepLékTeG KAl Opyava avaptEng ocupBatd pe T VALKKA. H emAoyh/kataAAnAdtnTta opietal Tomkd. [1]

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

Awadikaoia mapaokevhg / Preparation procedure

AlaADoTE BUUOAN oTNY ABAVOAN, EVOWHATWOTE YAUKEPOAN e avddevon kat TéEAoG vepd. [1, 6]

Dissolve thymol in ethanol, mix in glycerol, then add water.

Mapatnpnoelg / Notes

To @UAAGSLO avagépel SeppaTikr) 060 evw oL evde(&elg/uEBOBOG Xpriong avagépouvy oTdpa Kol pdpuyya. H
npoalpeTIkr npoabrikn polysorbate 20 1% 6gv EVOWUATWVYETAL OTNY A povoa Baaolkr obvBeaon. [1]

The leaflet lists a cutaneous route while indications/directions describe mouth and pharynx. Optional 1%
polysorbate 20 is not incorporated into this base formula.
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Zuokevaoia kaL VALKa / Packaging and materials

KooTtavéypwuog YUAALVOC EpUNTLIKAOC MEPLEKTNG, pooTooia and ewc. Agv SlveTal aplOunTik
Beppokpacia. [1]

Airtight amber glass container, protected from light. No numerical temperature is given.

Ynoderypa eTikétag / Label specimen
BupoAolyo vepd 0,1% PO00S

MeplekTikKOTNTO/MAPAAAQYH: Moodtnta:
Naptida: Mapaokevn: XpAon €wg:
2topatoBAevvoydvia xprion / Oromucosal use
AocoAoyla/odnylec:

®OAaEN: KaoTtavdxpwiuog YUAALWOG epuNTIKOC TEPLEKTNG, TIpoaTacia and ewc. Agv dlveTal apltOunTikA
Beppokpaocia.

Mo mAboeLg apalwote P (on moodTnTa vePOL mpwv and xpron. Mnv katamnivete. H 066¢ mpénel va
Slevkpiotel mpv and Sdbeon Adyw TNG avTtigaong Tov euAAadiov.

MPOIXEAIO — Oyt eTikéTa anodéopevong. [11]

Thymol water 0.1% PO008

Strength/variant: Quantity:

Batch: Prepared: Use by:

2topaTtoBAgevvoyodvia xprion / Oromucosal use

Dose/directions:

Storage: Airtight amber glass container, protected from light. No numerical temperature is given.

For rinsing, dilute with an equal quantity of water before use. Do not swallow. Clarify the route before
dispensing because the leaflet conflicts.

DRAFT — not a release label.

M£0obol eAéyxou / Quality-control methods

Ala@avég vypd.

JopnAnpwpotikol EAgyyxol Touv PN mouv nopaméunel n nnyn:

Epgedvion kat paco/dykoc. MNa gelpéc maptidwy: xpwua, dladyela/onaAlonds, OXETIKN TVKVOTNTA, pH Kal
MIKpoBLOAOYLKAG éAeyxog RFE 5.1.4.

pH katd PN/CP/001: Katd kavéva pétpnon ato delyua xwpilc npoeneEepyaoia, ekTdC €1dLkri¢ 0bnylag. MNa
aKkpLBA pétpnon e@apudleTal MoTeVOLOUETPLKN HEB0SOC RFE 2.2.3: oL Tawieg meploplfovtal oe eAEyY0OLG
Tov dev anattovyv vynAn akpiBela. [1, 6, 7]

Transparent 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

KooTavoyxpwuog YUAALVOC EpUNTLIKAOGC MEPLEKTNG, MpooTaaia and ewc. Asv S{veTal aplOunTikn
Beppokpacia. [1]

Airtight amber glass container, protected from light. No numerical temperature is given.

Ewl81kég 0bnyiec 61aBeong / Dispensing instructions

Mo mAboeLg apolwote Ue (on moodTnTa vePoL mpwv and xpron. Mnv katamnivete. H 066¢ mpénel va
Slevkpiotel mpv and idbeon Adyw TNG avtigaong tov euAAadiov. [1]

For rinsing, dilute with an equal quantity of water before use. Do not swallow. Clarify the route before
dispensing because the leaflet conflicts.
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BiBAloypagikég avagpopécg / References

[1] FN/2003/PO/008 AGUA TIMOLADA. FN/2003 * nAektpovikd keipevo pe NIPO 2020/2022 / electronic text with NIPO
2020/2022 PDF pp. 2-3. AL. EAgyxog / Checked 2026-09-10.
https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2003_po_008.pdf

[2] FN/2003/PA/013 GLICEROL. Awabéoiuo keipevo / Retrieved text PDF pp. 1-2. ALl. EAeyyog / Checked 2026-09-10.
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_013.pdf
[3] FN/2003/PA/037 TIMOL. AtaB£oiuo kel{pevo / 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_037.pdf
[4] niosh_ethanol. Awa®éoo kelpevo / Retrieved text Official reference. Al. EAeyyog / Checked 2026-09-10.
https://www.cdc.gov/niosh/npg/npgd0262.html

[5] PN/L/PG/002/00 INDUMENTARIA. Awa®¢otpo 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

[6] PN/L/FF/007/00 ELABORACION DE SOLUCIONES. Ata@é0tuo Keipevo / 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

[7] PN/L/CP/001/00 DETERMINACION DE PH. Ata®éoiuo keipevo / Retrieved text PDF pp. 1-5. Al. EAeyyog / Checked
2026-09-10.

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-control-de-produc
to/pn_|_cp_001_00.pdf

Ol avaALTIKEG HEBO0DOL cuvoyiCovTal. MNa eKTEAETN AMALTOOVTAL T A PN TMAPATIEUMOPEVA KEPAALQ,
avTdpaoThpLa Kot KPLTipLa KATAAANASTNTAC CLOTAUATOC.

Analytical methods are summarised. Execution requires the full referenced chapters, reagents and
system-suitability criteria.
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®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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