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®00opLov)o vatplo 0,05% w/v - GTOMATLKO SLaAvpa

Sodium fluoride 0.05% w/v mouth rinse

BLBAloypagiki avagopd - Tomkr vtoBétnon / Reference monograph - Local adoption

MpoéAsvon kKat 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 avadnuoaievon tou
npwTtoTiNoL TG NMNYNG. MNpdoPfacn oto MAAPEG MPWTOTLTO Y{vETAL OTOV EMONUO EKOATN, PE TNV AMALTOOUEVN
4abeta fj ouvdpopr. Agv SNAWVETAL 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

®Boplovyo vaTtpLo 50 mg
Sodium fluoride

TuUnMOKVWHO TtapaBevwy FNFB 29
FNFB paraben concentrate

ApwpuaTikr ovala g.s. -
Flavour
KekaBapuévo 06w g.s. ad 100 mL

Purified water

Mpoamaitovpeva / Prerequisites
CGR-BR-001 Paraben concentrate 6% + 3% w/w

MNeprypa@n okevaopatog / Preparation description

2TopaTtoBAevvoybvLo napaokebaopa: ®Boplodyo vatplo 0,05% w/v - OTOPATIKO dldAvua. MpdodeTa KpLTHpLa
EUPAVLONG BEV TEKUNPLWVOVTAL O0TO £E€TATBEY €161KS Kellevo.

Oromucosal preparation: Sodium fluoride 0.05% w/v mouth rinse. Additional appearance criteria are not
established by the specific text reviewed.

References: [1]
Apaon kaiL xpAon / Action and use
MpdAnyn 060vTIKAC TEPNOSVAC PE OTOPATIKA TIADON.

Dental-caries prevention by mouth rinsing.

References: [1]
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Mpobiaypagéc / Specifications

H obvBeon kat n TeAKr moodtTnTa akoAovBolY Tov mivaka (100 mL). Aev dlveTal €L61K6 aplOUNTLIkS e0poC assay,
HikpoBLakod gopTiov | puokoXNHLKOD eAEyXOL 0TO €E€TAOBEY €16k Keluevo- Hev amnodibetal avbaipeTo dpLo.

Composition and final quantity follow the formula table (100 mL). The reviewed specific text gives no numerical
assay, microbial-count or physicochemical acceptance range; no unsupported limit is assigned.

References: [1]

®wg / Light

Ma 1o TeAkd okebaopa n mnyn opiCetL:
MAQOTIKOC TMEPLEKTNG KA KAELOPEVOC, TpoaTacia and wc, Bepuokpaacia dwuatiov.

For the finished product the source specifies:
Tight plastic container, protected from light, room temperature.

References: [1]

Aépac kKal oeidbwon / Air and oxidation

Agv opExeTAL HEAETN OEEWOWTIKAG O0TABEPATNTAC TOL TEALKOU HiyHaTog o0Te anaitnon adpavolc atudopalpag.
Tnpeltatl 0 mepLEKTNG TNG MNYHAG.

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

References: [1]

Nepo kat SuaAvtoTtnTa / Water and solubility

Zuotatiké tnG Bdong CGR-BR-001: MpomuAevoyAukdAn: n avtiotolxn kabapr mpwtn OAN katd JP elvat avaui§iun
01O vEPO.

Zuotatiké Tng Bdong CGR-BR-001: MeBuAonapaBévn: n avtiotolxn kabapr mpwtn OAN katd JP elvat Alyo diaivt
oTo vePD.

YvotaTiké tng Bdong CGR-BR-001: MpomuAonapaBévn: n avtiotolxn kabapr mpwtn 0AN kKatd JP elvatl moAD Alyo
dlaAutr oto vepd.

Component of base CGR-BR-001: Propylene Glycol: JP classifies the corresponding pure raw material as miscible in
water.

Component of base CGR-BR-001: Methyl Parahydroxybenzoate: JP classifies the corresponding pure raw material
as slightly soluble in water.

Component of base CGR-BR-001: Propyl Parahydroxybenzoate: JP classifies the corresponding pure raw material
as very slightly soluble in water.

References: [11], [6], [7], [8]

Yypaoia / Humidity

YvotaTiké tng Baong CGR-BR-001: MpomuAevoyALUKOAN: LYPOOKOTILKY- KAE{vETE apuéowc To doxelo neTA TN Ajyn
NG anattoPEVNG MOGOTNTAG.
ZuoTtaTtiké TnG Bdong CGR-BR-001: MpomuAevoyAukdAn: n mpwtn OAN elvat bypookotikr Katd JP.

Component of base CGR-BR-001: Propylene glycol is hygroscopic; close its container promptly after measuring.
Component of base CGR-BR-001: Propylene Glycol: the raw material is hygroscopic according to JP.

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

Oeppokpacia / Temperature

AEV TEKUNPLWVETAL EMTPENTH BepUOKpaTLlaKkr anmdkAlon f} KOKAOC KaTtdywuEnc/anéyugnc. OL Bepuokpaciec
MOPACKEVHC Kol QUAAENC avapépovTal oTa avtioTolya nedla.
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No permitted temperature excursion or freeze-thaw cycle is established. Processing and storage temperatures are
stated in their respective fields.

References: [1]

pH kaiL cupBatoéoTnTa / pH and compatibility

Aev op{CeTal €d1kd €0pog pH TOL TEALKOD OKELAOTHATOG. Agv TipooTBeTAL PLOBULOTHC PH XWPIG TEKUNPLWHEVN
aAAayr Tng obvbeonc.

No finished-product pH range is specified. Do not add a pH adjuster without a supported formula change.

References: [1]

AAAec aAAnAemidpaoccelg / Other interactions

Agv opéxeTal MARPNG doKLUA cUPBATATNTAC TOL UiyHOTOC PE MPOoBeTH HpaoTIKA 1} SlapopeTikd €kboxa. OL
LTIOKATAOTACELG analTolv XwpeLloTH Tekunplwon.

No complete compatibility test with added actives or alternative excipients is provided. Substitutions require
separate evidence.

References: [1]

Ewbikd otowxeia ovotatikwyv / Ingredient-specific information

H nnyn avagépet apyr anocbvOeon/aikaiomnoinon dtaAvudtwy NaF og yuaAl kat acupfBatétnta pe dAata Ca/Mg.
Zvotatikd tng Bdong CGR-BR-001: MpomuAevoyAukdAn (1,2-npomnavodldAn): dxpwpo, LEwdec bypd avaui&Luo ue
vePD, oL AELToLPYE( WG GLVBLAADTNG Kal LYPAVTIKG. H mapovaia TNG o€ kP MoodTNTa dEV amodelkviEL EMAPKN
ouvthpnon.

Juotatikd TG Bdong CGR-BR-001: MpomnuAgvoyAvkOAN: pwtn OAN HE XapaKTNPELOPO dlaAvTtdTNTAG 0TO VEPD
«avaui&un» kata JP.

Yvotatikd TnG Bdong CGR-BR-001: MeBulomnapaBévn: mpwtn OAN HE XapaAKTNPLOPS SLaALTOTNTAG OTO vEPS «Alyo
dloAvTh» katd JP.

Jvotatikd tng Bdong CGR-BR-001: MpomuAonapaBévn: mpwtn OAN PE XaApaKTNPELOWO dlaAutdTnTac O0TO vEPD
«TOAD Alyo SlaAvTri» Katd JP.

The source reports slow decomposition/alkalinisation of NaF solutions in glass and incompatibility with Ca/Mg
salts.

Component of base CGR-BR-001: Propylene glycol (1,2-propanediol): colourless viscous water-miscible cosolvent
and humectant. A small amount does not establish adequate preservation.

Component of base CGR-BR-001: Propylene Glycol: raw-material water solubility is classified as miscible by JP.
Component of base CGR-BR-001: Methyl Parahydroxybenzoate: raw-material water solubility is classified as
slightly soluble by JP.

Component of base CGR-BR-001: Propyl Parahydroxybenzoate: raw-material water solubility is classified as very
slightly soluble by JP.

References: [11], [5], [6], [7], [8]

MpooTtacia epyalopévwy / Staff protection

KaBapr HaKkpLPAvIKn epyaoTnplakn evbupacia, KAALYN HAAALWY Kal YAVTIO KATA TOV XELPLOPS. ANy YOV TLWY
METE amnd empdAvvon/eBopd.

Clean long-sleeved laboratory clothing, hair covering and gloves during handling; change gloves after
contamination or damage.

References: [11], [2], [3]
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ExTtipnon kivdovov / Risk assessment

ZuoTtaTtiké TnG Bdong CGR-BR-001: MpomuAevoyAukOAn: vrtodoy{Cetal N ouvoALlKr €kBeon amd OAa Ta eapuaKa,
Blwg og veoyvd, MadLd KATW TwWY 5 £TWY KAt ve@pLk/nraTtikr SuoAsttovpyia. MNa and Tov oTdUATOG XOPrynon:
mag/kg/nuépa = mg/mL x mL avd nuépa + B&pog kg.

ZuyKekpLuévn napTtida avagopdc: 100 mL. Mpwto cvoTtaTtikd: ®BopLod)o vaTplo, 50 mg. EAEyETe aveEdpTnTa TN
XNULKA HOP®H, TG HOVADEC Kal K&Be KALMAKwon mipv and Joylon.

Aloxwplote oca@wg otopatoBAsvvoydvia xprion and katdnoon. EAEyETe Tnv npoPAenduevn apaiwaon, Tnv

LKA TNTA AMOMTLONG KOL TOV GUVOALKS K{vBuvo €kBeaNG Og €KBOX0/OPAOTIKA YL TOV GUYKEKPLUEVO ATOEVH.
KataypdyTe yla TNV Tomkr avéAvon moagdtnta avd napaokevr, ouxvotnta epyaciag, dldpKela avolkTol
XELPLOMOD, MBAVEC 0600G €KBEONG KL AMOTEAETUATIKOTNTO TWY HETPWY eAEy)XOoL. AuTd elval atolyela elgédouv
NG a€loAdynong- 6ev amnodibetal mMPooYNUATIKOG TEAKOC BaBUdC KLwbdOvou.

Inueio eAéyxov amnodéopevong: enPBeBatote TeEAKS dyko | udla otn Bepuokpacia avagopdc, Stadyela A
npoBAenduevn Slaomopd Kal CUPPWYVIR MEPLEKTN/MWUATOG HE TN GUVTAYH. A OYKOUETPLKA avaywyrh KNy
eglowveTe g pe ML xwpi(g TEKUNPLWUEVN TTIUKVOTNTA.

Component of base CGR-BR-001: Propylene glycol: assess exposure from all medicines, especially in neonates,
children under 5 and renal/hepatic impairment. For oral dosing: mg/kg/day = mg/mL X daily mL + body weight in
kg.

Reference batch: 100 mL. First ingredient: Sodium fluoride, 50 mg. Independently check chemical form, units and
every scale conversion before weighing.

Clearly distinguish oromucosal use from swallowing. Check the prescribed dilution, ability to spit and total
active/excipient exposure for the individual patient.

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], [5], [10], [12]

ZuvOnkec mapaokevng / Compounding conditions

Mpw and avdugn: Tavtonoinon XNUKAG HoPeAG Kal mapTidag K&dBe cuoTaTikoD, KaTaypaer BEWPNTKWY
MOCOTATWY KAl EAEYX0G KaBapldTNTAC Tou £EOMALOMOD. OL BepoKpaoileg Kal N oelpd mPoodrikNg elvatl aVTEC TNG
nopakATw 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: [1], [3]
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Tekpunpiwon BUD / BUD rationale

Agv gvtoni{oTnKke €L8LKA MELPAPATIKA SLEPKELX IOV Vo KAAOTITEL OAGKANPN TNV akPLBA glvBeon, TOv MEPLEKTN Kal
TN HLKPORLOAOYLKH KaTaAANASTNTA.

EMAEYEVOG YEVIKOG KOVOVAC: €WC 35 NUEPEC YL LBATIKA HOPPH HE KATAAANAO 0OOTNUA CLUVTHPNONG TNV TEALKA
obvBeon Kat pH. Xpnotuonowjote 20-25 °C, 1§ 2-8 °C pévo étav n nnyn to emtpénel/anattel kol n popen
MUPAPEVEL KATAAANAN. Agv entapkel N ovopaoia evég ouvTnPENTIKOL €AV LTS €xel apalwOel, adpavomrolndel
HETOQEPOEL oE AAAN Qdon.

Huepounvia xpriong = n evwpitepn emtpenth nuepounvia and noapackevr + emAeyUévn dldpkela, AREELC MPWTWY
LAV KoL TUXOY CLVTOUSTEPO TEKUNPLWHEVO OpLo. O Xpdvog PETA To dvolypa 6ev napaTteivel To cuvoAlkd BUD. H
TEALKH NUEPOUNVIX CUPTANPWVETAL YLO TN OLYKEKPLUEVN AP TIOA HETA TOUC EAEYXOULG.

0O yevIKOG Kavovag amoTeAel ouvtnpENTkd OpLlo eMAOYAC KoLl OxL MELpapaTIK anddel&n otabepdTnNTAC TNG
naptidag. H katnyopla ouvdéeTal pe TNV TEAKH o0VBeOn, TN OLVTAPNON KOl TLG EMTPENOUEVEG BEpUoKpaoiec. H
T aw 8gv mMPoKOMTEL And TO MOC0ATO VEPOL H TNV AMWAELX KATA TNV §Apavon. MNa tekunpiwon xpnotlonotiote
SOP-014 kot F-006- yia €16ikrj aw, SOP-017 kat F-012.

H USP 6ev anattel pétpnon aw o€ kdBe un otelpo napackedaoua. H tekunplwuévn tagvéunon tng
OLYKEKPLUEVNG o0vBeanC umopel va XpnoLlomole{Tal wg 0dnydc: kataypdeeTal pntd we ekTiunon kKat éxt we
pétpnon. Auei{BoAn fj oplakr Ta€vounon amnattel ldiké tekuriplo  KATAAANAN wétpnon. H nuepounvia teAtkol
okevdopaTog dev vepBaivel Tn dlaBéoun nuepopnvia TWv NN MAPATKELAOUEVWY CUOTATIKWY/BACEWY, EKTOC av
€xeL voBeTNBel emapkrg €Ok TekUNP{won yla TNV akpLBr] TeAkr oOvBeon.

No specific experimental period was located covering the complete exact formulation, container and
microbiological suitability.

Selected general rule: up to 35 days for an aqueous form appropriately preserved in its final composition and pH.
Use 20-25 °C, or 2-8 °C only where permitted/required by the source and compatible with the dosage form. A
preservative name is insufficient if it is diluted, inactivated or partitioned into another phase.

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: [11], [9], [11], [13]

Mpoamaitovpeva / Prerequisites
Paraben concentrate 6% + 3% w/w: CGR-BR-001

Paraben concentrate 6% + 3% w/w: CGR-BR-001

References: [1]

EEomAlonog / Equipment

Zuyo6¢ KaTtdAANANG eAdxLloTng C0ylong, youdi/omepog i opoyevomolnthcg, 6oxela avadulEng, ondTouvAeg,
BepudueTpo TV vdpxeL 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]
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M£00b0¢ mapaokevng / Compounding method

AlaAboTE TO POOoPLOLYO VATPLO O HEPOC TOoL UOATOC. MPooBEéaTe gUVTNPENTIKG, OLOYEVOTIOLHOTE, MPOCOETTE
dpwpa Kal cuunAnpwaoTe dyKo.

Dissolve sodium fluoride in part of the water; add preservative, mix, add flavour and make to volume.

References: [1]

Napatnpnoclg / Observations

2TOMATIKEG MADOELC, va unv KaTamiveTal. H nnyr avagépel aovpBatdtnta pe dAata aoBeatiov/nayvnaoiov Kat
oAkaAomnoinon Katd QUAAEN o€ YUaAL.

Mouth rinse; do not swallow. Source reports calcium/magnesium salt incompatibility and alkalinisation during
glass storage.

References: [1]

MeplékTnG KaL ovokevaoia / Container and packaging
MA0oTIKA @LEAN HE TIOAD KaAr} oTeEyavoTNTA.
Tightly closed plastic bottle.

References: [1]

MoloTik6¢ éAeyxocG / Quality control

OomntikA eE€Taon epedviong, EAeyxoG TEAKOD dYKOL/PATOG Kat, Yia EVALWPAHATA, EMAVAOLAOTIOPAG. Agv
evtonioTnKe €LBLKN EMKLPWHEVN AVAALTLKH HEB0BOC Yo To TEAKS piypa atnv mnyr. Ol poTevduEVOL
€vooMapPATKELAOTIKO( £EAgy)OL HEV UTTOKABLOTOUY assay i HLKPoPBLOAOYLKS €AeyX0 GTav amatToOvTaL.

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

Visually inspect appearance; check final volume/mass and, for suspensions, redispersion. No specific validated
analytical method for the finished mixture was located in the source. These proposed in-process checks do not
replace assay or microbiological testing when required.

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], [12]

®0Aa&n / Storage

MAQOTIKOG MEPLEKTNG KaAG KAeLoUévoC, MpoaTaoia and gwc, Bepuokpacio Swuatiov.
Mo dudpkela mov anodidetal amnd yevikd kavéva, epapudleTal eMNAov n Bepuokpacia TNG emMAeyuévng
Katnyoplag oto nedio BUD. H mnyr 6&v TekUNplwvel avbaipetec aAAayéC Bepokpaaoiac.

Tight plastic container, protected from light, room temperature.
For a general-rule duration, also apply the temperature of the selected BUD category. The source does not
support arbitrary temperature changes.

References: [11], [4]

A1aOeon / Dispensing

Mnv katarnivete: WBLlaltepn mpoooxr ota nmatdLd. Anoelyete TPOoPR/MOTO yLa nepinov 30 min petd TNV MALCON KATA
T™nv nnyn.

Do not swallow; exercise particular care with children. Avoid food/drink for about 30 min after rinsing as the
source directs.
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References: [1]

Enmionpavon / Labelling

®BopLod)o vatpLo 0,05% w/v - CTOPATIKG SLaALu

ZTtopaTtoBAevvoydvla xprion

MNoodétnta: _ Moaptido:

MNapaokevdotnke: _ XpAon éwg:

AcBeviig / 660on / ouxvéTnTO:

®OAaEN: MAAOTIKOC MEPLEKTNG KAAX KAELOHEVOC, TpooTaoia and ewc, Bepuokpacia dwuaTtiov.
©eppokpaoia yla To BUD autAg tng naptidag:

Sodium fluoride 0.05% w/v mouth rinse

Oromucosal use

Quantity: _ Batch:

Prepared:  Useby:

Patient / dose / frequency:

Storage: Tight plastic container, protected from light, room temperature.
Temperature for this batch BUD: __

References: [1]

v9_controls / v9_controls

To apBunTikd épLo oto apyeio eivat pévo épLo BLBALOYPAPIKAG ava@opds uTd TLG £LOLKEG TIPODTIOBETELG. AEv €XEL
optotel BUD nmpaypaTikig mapTtidacg kat 6ev éxouv napaydel petprioelc aw. H akplBrig obvbeaon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN Kol Ta aTolxela eAéyyou TIPETEL val YKPLOODY YL TH CUYKEKPLUEVN
epapuoyn. H évap&n touv vmoAoylopol BUD eival n évapEn tng napaokevic. Eeapudletal To GLVTOUSTEPO
TEKUNPLWHEVO OpLo, HE XWPLOTO EAEYXO BLdpKeLOG 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 avaeepdpuevng nmnyng. Aev anoteAel enlonun petdepaon fi €ykplon tTov
€KOOTN.

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

MNnyéc kaL mapanopumnég / Sources and references

[1] ANVISA - Formulério Nacional da Farmacopeia Brasileira, 22 edigdo, Revisdo 02 (2012)

2012, 2nd ed., Rev. 02 - superseded | PDF pp. 83 | master formula | 2026-09-10
https://www.gov.br/anvisa/pt-br/assuntos/farmacopeia/formulario-nacional/arquivos/8065json-file-1/@@display-file/file

[2] PN/L/PG/002/00 INDUMENTARIA

Awabéoipo kelpevo / Retrieved text | PDF pp. 1-5 | general staff protection | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_|_pg_002_00.pdf
[3]1 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

[4] 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

[5] EMA - Questions and answers on propylene glycol used as an excipient, EMA/CHMP/704195/2013
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9 October 2017 | Sections 1-3 and annex | ingredient facts | 2026-09-12

https://www.ema.europa.eu/en/documents/scientific-guideline/questions-and-answers-propylene-glycol-used-excipient-medicinal-products-hu
man-use_en.pdf

[6] MHLW - Japanese Pharmacopoeia XVIII: Propylene Glycol

JP XVIII, 2021; English text | Printed p. 1600; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[7]1 MHLW - Japanese Pharmacopoeia XVIII: Methyl Parahydroxybenzoate

JP XVIII, 2021; English text | Printed p. 1343; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[8] MHLW - Japanese Pharmacopoeia XVIII: Propyl Parahydroxybenzoate

JP XVIII, 2021; English text | Printed p. 1601; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[9] lllinois 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
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