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ZUMTTOKVWHA TTapaBevv 6% + 3% w/w

Paraben concentrate 6% + 3% w/w

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 g

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

MeBulomapafévn 649
Methylparaben

MpomuAonapaBévn 39
Propylparaben

MpomnuAevoyALKOAN 91g
Propylene glycol

MNeprypagn okevadopatog / Preparation description

Yypr} Bdon i BonBNTIKS dLtdAvpa: ZUUMOKVWHA TaPABEVWV 6% + 3% w/w. MpdobeTa KpLTApLa pdviong dev
TEKUNPLWVOVTAL OTO €£€TAOOEY €LOLKO KelpEvO.

Liquid base or auxiliary solution: Paraben concentrate 6% + 3% w/w. Additional appearance criteria are not
established by the specific text reviewed.

References: [1]

Apaon kai xpAon / Action and use
ZuVTNENTIKS CUUMOKVWAL.
Preservative concentrate.

References: [1]

Mpodiaypagic / Specifications

H gbvBeon Kat n TeALk moogdTnTa akoAovBolv Tov mivaka (100 g). Aev SlveTal €l61k6 apBUNTLKS €0POC assay,
HIKpoBLakol gopTiov A pualtkoxnuLlkoD eAéyxou oTo eEeTaabév el61kd Kelpevo: v amodibetatl avBaipeTo 6plo.

Composition and final quantity follow the formula table (100 g). The reviewed specific text gives no numerical
assay, microbial-count or physicochemical acceptance range; no unsupported limit is assigned.
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References: [1]

®wg / Light

MNa to TeAkd okebaopa n nnyr opiCeL:
ABLaPaVEC TAQOTLKS 1 KEXPLUNaAPOXPWHO YudAwvo 6oxelo, mpootaaoia and ewg, Bepuokpacia Swuatiov.

For the finished product the source specifies:
Opaque plastic or amber glass, protected from light, room temperature.

References: [1]

Aépac kat o€eidbwon / Air and oxidation

Aev mapéxetal HEAETN 0EEWOWTIKAC 0TABEPOTNTAC TOL TEALKOD HiypaTog o0Te anaitnon adpavolc atudéoealpac.
Tnpeitatl o mepLéKTNG TNG MNYAG.

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

References: [1]

Nepo kat SuaAvtotnTa / Water and solubility

MponuAevoyAvkOAn: n avtiotolxn Kabapn MpwTn OAN KaTd JP elvatl avaplELun oto vepd.
MeBuAonapaBévn: n avtiotoxn kKabBapr MPWTN VAN Katd JP elval Alyo dlaAvtr oto vepd.
MponuAonapaBévn: n avtiotolyn kabapA mPpWTN VAN KaTd JP elvat MOAD Alyo SlaAutr oto vepd.

Propylene Glycol: JP classifies the corresponding pure raw material as miscible in water.
Methyl Parahydroxybenzoate: JP classifies the corresponding pure raw material as slightly soluble in water.
Propyl Parahydroxybenzoate: JP classifies the corresponding pure raw material as very slightly soluble in water.

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

Yypaoia / Humidity

MpomuAevoyAUKOAN: LYPOOKOTILKH- KAE(veTE apéows To Soxelo HeTA TN AWn TNG AmMaLtToOUEVNG MOCOTNTOG.
MpomnuAevoyAukdAn: n mpwtn OAN elvatl LYPOOKOTILKY KaTA JP.

Propylene glycol is hygroscopic; close its container promptly after measuring.
Propylene Glycol: the raw material is hygroscopic according to JP.

References: [3], [4]

Oeppokpacia / Temperature

A€V TEKUNPLWVETAL ETILTPENTH BepPokpaolakn anmdkAlon i KOKAOG KatdywuEnc/andyuEng. OL Bepuokpaaieg
MaPAOKELHG Kal QUAAENG avapépovTal ota avtioTola nedia.

No permitted temperature excursion or freeze-thaw cycle is established. Processing and storage temperatures are
stated in their respective fields.

References: [1]

pH kat cuppatétTnta / pH and compatibility

Agv op{CeTtat €8kd €0pog pH TOL TEALKOU OKELATUATOG. Agv TipooT(BeTal pLOULOTAG PH XWPIG TEKUNPLWHEYVN
aAAayr TnG obvBeang.

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

References: [1]
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AAAec aAAnAemidpaoelg / Other interactions

Agv napéxetal TAAPNS S0k cuuBaTdTNTAC TOU UiyHaTOoG HE MpdobeTa dpaoTIKA 1 dLagopeTikd €kGoya. OL
LTIOKATAOTAOELG AMaLTOOY XWwPLoTh TeKUnpiwon.

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

References: [1]

Eldika otolxeia cvotaTtikwy / Ingredient-specific information

MPOoTMLAEVOYAUKOAN (1,2-ponavodldAn): dxpwio, LEWEeC LYPS avauiELuo pe vepd, mov Asttovpyel WC oLVBLAADTNG
Kal bypavTikd. H mapovaia tng o€ Uikpr moodTNTA 6V AMOBELKVOEL ETTAPKH cuvTHpPNON.

MpomuAEVOYALKOAN: MPWTN VAN HE XopaKTNPELOUS SlaAvTdTnTaC 0TOo vEPS «avaulElun» katd JP.

MeBuAomapaBévn: MPWTN VAN HE XOPAKTNPELOUS dlaAvTdTNTAG 0TO vEPS «Alyo BlaAuTh» KaTd JP.
MponuAonapaBévn: MPEWTN OAN HE XaPaKTNPELOUS SlaAuTdTNTOC 0TO VEPS «TOAD Alyo SlaAvTtrh» Katd JP.
MPOTMULAEVOYAUKOAN: MopaAaBr HE TALTOTNTA apyLkol mapaywyol, napTtida kat aElémioto maotonotnTikd. Ma TLg
OXETLKEG MPWTEC VAEG, To FDA avagépetl EAeyxo SlatBuAevoyAukdOANe (DEG) kat atBuAevoyAukdAnG (EG), kaOguLdg
€w¢ 0,10% oOpQWva PE TNV EQapPooTéa ovoypagia. To dplo agopd TNV MPwTn VAN.

Propylene glycol (1,2-propanediol): colourless viscous water-miscible cosolvent and humectant. A small amount

does not establish adequate preservation.

Propylene Glycol: raw-material water solubility is classified as miscible by JP.

Methyl Parahydroxybenzoate: raw-material water solubility is classified as slightly soluble by JP.

Propyl Parahydroxybenzoate: raw-material water solubility is classified as very slightly soluble by JP.

Propylene glycol: retain original manufacturer, lot and reliable certificate. For the applicable raw materials, FDA

describes DEG and EG testing, each limited to 0.10% under the relevant monograph. This is a raw-material limit.

References: [3], [4], [5], [6], [7]

Mpootacia epyalopévwy / Staff protection

KaBapr poakpupdvikn epyaotnplakr evduvpoaoia, KAALYN HOAALWY Kal YEvTia KaTd Tov XELPLOPS. ANy YOV TLWY
HETE and enudAvvan/ebopd.

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

References: [11], [2], [8]

EKTipnon kKivdéovovu / Risk assessment

MpomuAgevoyAukdAn: vmoAoy{eTal n cLVOALKH €kBean amd OAa Ta edpuaka, WBlwg o veoyvd, MadLld KATW Twv 5
ETWVY Kol vePpLlkA/Nmatikr duoAettovpyla. MNa and tov otépatog xopriynon: mag/kg/nuépa = mg/mL x mL avd
nuépa + Bdpoc kg.

ZuyKekpLUEvn mapTida avaeopdg: 100 g. MpwTto ovotatikd: MeBuAomapaBévn, 6 g. EAEyETe aveEdpTnTa TN
XNULKA HoP®H, TG HOVADEG Kal K&Be KALLAKwaon mpwv and Coylon.

Q¢ €vBLApEDO, QEPEL ELBLAKPLTN TAVTAOTNTA KAl CLUYKEVTPWON- 6ev SlaTiBeTal WG TEAKS pdpuako. H apalwon
npooBnkn dpactikig anattel véo vrmoAoylopd ekdOXwv, ouvtripnong kat BUD. EAEyETe 6TL KGBE eEapTwpevn Bdaon
€xeL anodeopevOEel.

KataypdyTe yla TNV Tomkr avdAvon moagdtnta avd napaokevr, ouxvotnta epyaciag, dldpKela avolkTol
XELPLOMOD, MBAVEC 0600G €KBEONG KL AMOTEAETUATIKOTNTO TWY HETPWY eAEy)OoL. AuTd elval atolyela elgédouv
NG aloAdynong: 6ev amnodibetal MPOooYNUATIKOG TEAKOC BaBUdC KLwbEOvoU.

Inueio eAéyxouv amodéapevong: enPBeBatote TeEAKS dyko ) udla otn Bepuokpacia avagopdc, Stadyela A
npoBAenduevn Slaomopd Kal CUPPWYVIR MEPLEKTN/MWUATOG HE TN GUVTAYH. A OYKOUETPLKA avaywyh 1Unv
eglowveTe g he ML xwpig TeEKUNPLWUEVN TTIUKVOTNTA.

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.
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Reference batch: 100 g. First ingredient: Methylparaben, 6 g. Independently check chemical form, units and every
scale conversion before weighing.

As an intermediate, label identity and strength clearly and do not dispense as a finished medicine. Dilution or
addition of an active requires new excipient, preservation and BUD calculations. Confirm release of every required
base.

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: [1], [3], [11], [13]

ZuvOnkec nmapaokevng / Compounding conditions

Mpw and avdugn: Tavtonoinon XNUKAG HoPeAG Kal mapTidag KkdBe ouoTaTikoD, KaTaypaer BEWPNTIKWY
MOCOTATWY KAl EAEYX0G KaBapldTnTac Tou eEoMALOMOD. OL Bepuokpaoieg Kal N oelpd mPoodrikng elvatl aVTEC TNG
nopakAdTw 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], [8]

Texkpnpiwon BUD / BUD rationale

Agv €VTOTOTNKE €LOLIKA MELPAUATIKE SLEPKELX TTOL va KAAUTITEL OAGKANPN TNV aKPLBr oOVOean, TOV MEPLEKTN KAl
TN HMKPOBLOAOYLKH KATAAANASTNTA.

ZOUMOKVWHA HE 91% TPOTUAEVOYAUKOAN, 6% peBulonapaBévn Kat 3% mponuAomapaBévn, xwpelc mpooTiBéuevo
vePOd. EmAéyeTal pn vdaTkd epyaoTnplakd evoldueoo, pe EAeyxo vypaoiag/moldTNTAG TNG MPOMUAEVOYAVKOANG
Kot anovoiag kKpLoTdAAwv. H apaiwaor Tov dev kAnpovouel avtr Tnv Katnyopla.

EmAeyEVOG YEVIKOG Kavdovag: éwg 180 nuépeg atoug 20-25 °C yla otepen | UN LOATIKA PN MOOLUN HoPPH, UE
TeEKUNPWHEVN aw <0,6. H apyikr mowdtnta/vypaacia, n npootacia and e(codo vepold Kal N LKA KaTaAANAdTNTA
npénel va vmootnp{Couv avtr TNV Katnyopla.

Huepounvia xpriong = n evwpitepn emtpenth NUepounvia and napaokevr + emAeyUévn dldpkela, AREELC TPWTWY
LAWY Kal TUYXEY CLUVTOUOTEPO TEKUNPLWHEVO 6pLo. O xpdvog HeTA To dvolypa dev mapate{vel To ouvoAké BUD. H
TEAKH NUEPOUNVI{O CUPTANPWVETAL YLO TN OLYKEKPLUEVN AP T{BA HETA TOUG EAEYXOULG.

O yevikdG kavédvag amnoteAel ouvTNPENTLIKS dpPLo EMAOYAG Kol OXL MELPAMATIKA anddelgn otabepdTnTag TNG
nopTidac. H katnyopia ovuvdéeTal Ye TNV TEAKA oOVOEDN, TN CLVTAPNON KAl TG EMTPENOUEVEG BEPUOKpATieG. H
T aw 6gv mMpokLTTEL and To MoooaTéd vEPOL N TNV amMWAsLa KaTtd TNV EApavon. MNa tekunpiwon xpnoluonotjote
SOP-014 kat F-006- ywa €161krj aw, SOP-017 kat F-012.

H USP 6ev anattel pétpnon aw og k&Be un oteipo napackedaopa. H tekpunplwpévn tagvéunon tng
OLYKEKPLUEVNG ag0vBeang umnopel va xpnotpomnole{tal wg 0dnydc: kataypdeeTal pntd we ektiunon Kat éxL we
pétpnon. Auei{BoAn | oplakr Tagwéunon anattel €6Lkd TEKPAPLO A KATAAANAN HETPNoN. H nuepounvia TeALKOO
oKkeLAopaToc 6ev vmepPBaivel Tn SlaBéoiun NUEpounvia Twy BN MOUPACKEVATUEVWY CLOTATIKWY/BACEWY, EKTOC Qv
€xeL voBeTnOel emapkAc €16k TeEKUNPlwon yla TNV akpLBr TeAKA obvBeaon.

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

Concentrate of 91% propylene glycol, 6% methylparaben and 3% propylparaben, without added water. Select the
nonaqueous compounding-intermediate category, checking propylene-glycol moisture/grade and absence of
crystals. Dilutions do not inherit this category.

Selected general rule: up to 180 days at 20-25 °C for a solid or nonaqueous nonoral-liquid form with supported aw
<0.6. Initial quality/moisture, exclusion of water ingress and physical suitability must support this category.
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.
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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], [101], [12], [14]

Mpoamaitovpeva / Prerequisites

Agv anatteltol ywplotrh Bdon He KwOLKO uNTPwWou. Tuxdv eumoplkd OYXNUA TAPAUEVEL TO AKPLBEC KATOVOUOTOUEVO
npoidv tou mivaka.

No separately registered base is required. Any commercial vehicle remains the exact named product in the
formula table.

References: [1]

EEZomAlopog / Equipment

Zuyég KaTtdAANANG eAdxlotng COyLong, youdi/omepog A opoyevonolnTtrg, doxela avdulgng, ondTtovAeg,
BepudueTpo dtav vndpyel O€puavaon, dpyava oyKopéTpNong yla noodtnteg 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

Avoui&Te Ta ovoTaTikd Kol BepudveTe pe avddevan €wg MARPN StdAvon. H nnyr dev dlvel aplBunTikrh
Bepuokpaoia.

Mix and warm with stirring until dissolved; source gives no numerical temperature.

References: [1]

Napatnpnoclg / Observations

BonBntikd cuvtnpnTikd: dev yopnyeitat adidAvto. H SocoAoyia Tov amodidetatl oe g § mL énwg opiCel k&be
TEALKA ouvTayh.

Preservative intermediate, not for undiluted administration. Each final formula specifies its dose in g or mL.

References: [1]

MeplékTnG KaL ovokevaoia / Container and packaging
ABLa@avéG TAQOTIKS 1] KEXPLUTOPOXPWHO YUAALvo Hoxelo, mpootacia amnd ewc, Bepuokpacia dwuaTtiov.
Opaque plastic or amber glass, protected from light, room temperature.

References: [1]
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MowoTikOG éAeyxoG / Quality control

EAEYXOC TMOAVOALKWY TIPWTWY LAWY: Yo QapHokela, EAeyxoc KABe mapTdag i TEKUNPLWPEVN BLlag@dALan eAEyxoL
and aflénioto npounBevtr Katd FDA. H anAr tavtonoinon e IR dev anokAeiet DEG/EG.

H uébodog, to éplo amodoync, N MPAYHATIKI TIUA KoL 0 EAEYKTAC KaTaypdgovTal XwploTd ato F-005. Anotuyia
Kplowng nmpodlaypaeric odnyel oe kapavtiva kat dtepebvnon katd SOP-015- n emavdAnyn eAéyxwv xpeltdleTal
attoAdynon.

Polyol incoming QC: pharmacies test each lot or ensure documented testing by a reliable supplier, as described by
FDA. IR identity alone does not exclude DEG/EG.

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: [7], [13]

®0Aain / Storage

AdLo@avéc MAAOTIKS 1 KEXPLUMaPOXPWHO YUAALvo doxelo, mpootaaia and ewc, Oeppokpacia dwuaTtiov.
Mo dldpkela mov amnodibetal amnd yevikd Kavéva, epapudletal emmnAéov n BepUokpacia TNG EMAEYUEVNG
katnyoplag oto nedlo BUD. H iy 6&gv tekunplwivel avBaipetec aAlayéc Bepuokpaaiag.

Opaque plastic or amber glass, 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], [9]

AwaOeon / Dispensing

Evdidueon Bdon ywa epyaatnplakn xpron. H evowudtwon dpactikig amnattel véo éAeyxo abvBeong, pH,
ouvtApnong kat BUD Ttou teAlkoD mpoidévTod.

Intermediate base for compounding. Adding an active requires reassessment of the final composition, pH,
preservation and BUD.

References: [1]

EmioApavon / Labelling

ZOMUMOKVWHA TTaPaBEVWIV 6% + 3% w/w

Epyaotnplakn Bdon - 6xt dueon xopriynon

Moocétnta: _ Maptida:

Mapaokevdotnke:  XpAon éwg:

AcBevrig / 66on / ouyvéTtnTa: _

®OAOEN: ABLo@avéc MAAOTIKG ) KEXPLUMAPOXPWHO YUAALvo doxelo, mpootacia and ewc, Beppokpacio dwuaTtiov.
©eppokpaocia yla To BUD auTtAg tng naptidag:

Paraben concentrate 6% + 3% w/w

Compounding base - not for direct administration

Quantity: _ Batch:

Prepared: __ Useby:

Patient / dose / frequency:

Storage: Opaque plastic or amber glass, protected from light, room temperature.
Temperature for this batch BUD:

References: [1]
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v9_controls / v9_controls

To apBunTiké 6plo oto apyelo elval pévo 6pLo BLBALOYPAPLKAC avapopdc UTd TIC £LBLKEC TPODTOBETELC. Agv €YEL
opltotel BUD mpayuaTikAc mopTidag Kat 6ev éyxouv napaydel petprioelc aw. H akplBrigc obvBeaon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N GUAAEN Kol Ta aTolxela eAéyyou PEMEL val YKPLOODVY YLl TN CUYKEKPLUEVN
epapuoyn. H évap&n touv vrmoAoylopol BUD eival n évapEn tng napaokevig. Epapudletal To GUVTOUGTEPO
TEKUNPLWHEVO 6PLo, PE XWPLOTO €AeyY0 BLdpKeELaG HETA TO dvolypa. Ta dpla USP elval texviké mAaiolo kat dev
napovotdfovtal wg eAANVIKY 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.

AVEEGPTNTN EAANVLKA KOl ayYALKH andédoon/opydvwaon oTolxelwy TNG avaeepdpuevnc mNyng. Aev anoteAel enlonun petdgpaon fi €ykplon tTov
€kdOTN.

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

Mnyéc katL mapamnounég / Sources and references

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

2012, 2nd ed., Rev. 02 - superseded | PDF pp. 202 | 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 EMA - Questions and answers on propylene glycol used as an excipient, EMA/CHMP/704195/2013

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

[4] 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

[5] MHLW - Japanese Pharmacopoeia XVIlI: 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

[6] 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

[7]1 FDA - Testing of Glycerin, Propylene Glycol, Maltitol Solution, Hydrogenated Starch Hydrolysate, Sorbitol Solution, and Other High-Risk
Drug Components for Diethylene Glycol and Ethylene Glycol

May 2023, revision 1 | Recommendations; section on pharmacy compounding | raw material quality | 2026-09-12
https://www.fda.gov/media/167974/download

[8] 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

[9] 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
[10] llinois 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
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