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ZUMTIOKVWHA VOPOEVPREVIOIKWY e0TEPWY - EX025

Hydroxybenzoate Concentrate EX025

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 849
Methylparaben

MpomuAonapaBévn 249
Propylparaben

MpomnuAevoyALKOAN g.s.ad 100 g
Propylene glycol

MNeprypagn okevadopatog / Preparation description
Alavyéc, dxpwpuo SLdAvpa.
Clear, colourless solution.

References: [1]

Apaon kat xpAon / Action and use

Bdon fj BonbnTikd €K60Y0 MAPACKELWY COUPWVA PE TOV T{TAO: N MPoaBAkn SpaocTikAg anattel EexwploTh
a&LoAdynon cvpBatdédTnTac/otabepdTNTAC.

Compounding base or auxiliary vehicle as named; addition of an active requires separate compatibility/stability
assessment.

References: [1]
Mpodiaypagic / Specifications
Alowyég, dxpwHo SLdAvpua.

Clear, colourless solution.

References: [1]
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®wg / Light

Agv mapéxeTal EL6IKA QWTOOTABEPSTNTA TOL TEALKOU TPOIOVTOC. H amatToOUEVN QWTOMPOOTAC(O TOV MEPLEKTN,
epboov opiCetal, avagépetal atn POAAEN.

Finished-product photostability is not specified. Any required container light protection is stated under Storage.

References: [1]

Aépac kat o€eidbwon / Air and oxidation

Aev mapéxetal HEAETN 0EEWOWTIKAC 0TABEPOTNTAC TOL TEALKOD HiypaTtog 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

MponuAevoyAvkdOAn: n avtiotolxn Kabapn mpwTn OAN KaTd JP elvatl avaplELun oto vepd.
MeBuAonapaBévn: n avtiotoxn kKabBapr MPWTN VAN Katd JP elvat Alyo dlaAvtr oto vepd.
MponvAonapaBévn: n avtiotolyn kabap 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: [6], [7], [8]

Yypaoia / Humidity

Mo to TeAKS okebaopa N nyr opiCeL:

KaoTtavéyxpwun etdAn- <30 °C, npootaoia and vypaaoia.

MponuAevoyALKOAN: LYPOOKOTILKH: KAE(VETE apéowC To doyelo peTd TN AQYN TNG amnattoOPEVNG OO TNTAG.
MponuAevoyAvkOANn: n mpwtn OAN lval vypookoriky Katd JP.

For the finished product the source specifies:

Amber bottle; <30 °C, protected from moisture.

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

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

Oeppokpacia / Temperature

Mo to TeAkS okebaopa N nyr opiCeL:
KaoTtavéyxpwun etdAn- <30 °C, npootaoia and vypaaoia.

For the finished product the source specifies:
Amber bottle; <30 °C, protected from moisture.

References: [1]

pH kait cupBatéTnTa / pH and compatibility

Agv op(Cetal eldlkd e0poC pH ToL TEALKOD OKELAOUOTOC. Agv TpooTiBeTal puBULOTAG pH XWPI(C TeEKUNPLWHEVN
aAAayr Tng obvBeonc.

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: [5], [6], [7], [8], [9]

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: [1], [2], [10]

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, 8 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.

OepULKO 0TAdLO TNG oLYKEKPLUEVNG Blabikaolag: eAéyETe BeEpUOUETPO, TPOTO BEPUaVONG, XPOVLIKH SldpKeLa Kat
ano@uyn LMEPBEPUAVONG/AMWAELXG BLAADTN. To TEAOG avdulEng dev TavTiCeTal e TEKUNPLWEVN WOEN 1 ARPN
opoyevomno{non.

Znueio eAéyyou amnodéopevong: emPBeBatwote TeAkd dyko 1 udla otn Beppokpacia avagopdc, diadyela A
nmpoBAenOUeYN dlaoopd Kal CLHEWVIX TEPLEKTN/MWUATOC HE TN ouvTayr. Ma OYKOUETPLKY avaywyr Unv
eElowveTe g gE ML Xwpl(G TeEKuNPLwPEvn ukvdTNTA.
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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 g. First ingredient: Methylparaben, 8 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.

For this procedure’s heating stage, check thermometer, heating method, duration and prevention of
overheating/solvent loss. Completion of mixing does not establish cooling or complete homogenisation.

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], [13], [15]

Zuvonkec mapaockevnG / Compounding conditions

To avtioTtolyo PN AEMPS opi(Cel Beppokpacia xwpouv 25 + 5°C Kat oyeTKA vypaoia =60%, eKTOC av n €L6LKA
@épuovAa amnattel dAAa. Mpdkettal yia mepBaAAov epyaoiag, Oyt yia Beppokpaoia B€ppavong f eOAAENG.
TnpolvTal n oelpd Mpoabrkng, n Bepuokpacia kat ot xpdvol nmov avaeépovtal otn Aladikaoia Mapaokevic. H
€161k} povoypagia dev anoteAel MAAPN HEAETN KATAAANAGTNTAG TOL TOTKOD XWPOUL/EEOTMALGHOD.

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

References: [1], [3]

Texkpnpiwon BUD / BUD rationale

ALdpKELD 0TNY TINYA: 6 PAVEG.

H dudpkela avtr elvatl 0dnyla TNG CUYKEKPLUEVNG QappaKoToLaG/MNYAG. ZTOV MapovTa EAeyx0o dev emaAnBe0TNKE
MAAPNG TPWTOYEVAC MEAETN TIOL VO TEKHUNPLWVEL TAVTOXPOVA XNHLKH, QUOLKH Kol UIKPOBLOAOYLKHA EMEKTAON TNG
(6lac TeAkig obvBeonc.

EmAeyEVOG YEVIKOG Kavdvag: €éwg 180 nuépeg atoug 20-25 °C yla otepen A 1N LOATIKA PN MOOLUN HoPPH, UE
TeEKUNPLWHEVN aw <0,6. H apyikr modtnta/vypaaoia, n npootacia and e(codo vepold Kal N PLOLKA KATAAANASTNTA
npénel va vrootnpi{Couv auth TNV Katnyoplia.

To 6plo BLRALOYPAPLKAC ava@opdc TnS napoldoac ékdoong lval n cuvtopdTteEPn HETAELD TNG Mapandvw dldpKeLag
MNYAC Kal Tou yevikol oplov. MNa napdtaon anatte(tal TekunPiwon mov KAADTITEL
OpaCTIKA/EKBOYQ/MEPLEKTIKOTNTA, MEPLEKTN, Beppokpaaia, HEBOBO EVOELKTLKY OTABEPATNTAG KaL, YL LOATIKA
EMEKTAON, TNV AMALTOOHEVN HikpoBLloAoyLkr Tekunpiwon. Epapupootéa enionun USP-NF povoypagia aglodoyeital
XWPLoTd oTo NMAAPEC Ke(eVS TNG.

Huepounvia xprionc = n evwpitepn emtpent nuepounvia and nmoapaokevr + emAEyUévn dldpKela, AREELC MPWTWY
LAWY KoL TUXGY CLVTOPOTEPO TEKUNPLWHEVO Oplo. O Xpdvog HETA To dvolyua dev mapatelvel To ocLVoAlké BUD. H
TEALKA NUEPOUNVI{O CUUMANPWVETAL YL TN CLYKEKPLUEVN TIOPTBA HETE TOUG EAEYYOULCG.

O yevikdG kavédvag anoteAel ouvTNPENTLIKG dPLo EMAOYAG Kot OXL MELPAMATIKA anddelgn otabepdTnTag TNG
nopTtidac. H katnyopia cuvdéeTal he TNV TEAKA oOVBEDN, TN cUVTAPNON KAl TG EMTPENOUEVEG BEpUoKpaoiec. H
TIUA aw 6gv mpoKOMTEL and To MoGoaTO VEPOUL A TNV AMWAELX KATA TN EApavan. MNa tekunpiwaon xpnoluonotiote
SOP-014 kot F-006- yia €16ikr} aw, SOP-017 kat F-012.

H USP 6ev amnattel pétpnon aw oe k&Be pn otelpo napaockebaopa. H tekunpuwuévn tagvdunon tng
OLYKEKPLPEVNG o0vBeong unopel va xpnaotpomnotle{tal wg odnydc: Kataypdeetal pntd wg ekT{non Kat XL WG
péTpnon. Apei{BoAn r} oplakr tagwéunon anottel 0Ltkd TEKPAPLO A KATAAANAN HéTPNon. H nuepounvia TeAkol
okevdopaTog 6ev vepPBaivel Tn SlaBéoiun NUEpouNvia TwWy ABN MAPACKEVATUEVWY CLOTATIKWY/BAOEWY, EKTOG Qv
€xeL voBeTNBel enapkrg 61K TekUNPlwon yla TNv akpLBr] TeAkr obvBean.

Sikalias Greek Formulary | Reference documentation 4



compounding.gr | 10.0 | 2026-10-14

Period reported by source: 6 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 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.

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: [11], [11], [12], [14], [16]

Mpoamaitovpeva / Prerequisites

Aev anatte(tal xwploth Bdon pe Kwdkd uNTPWOoL. Tuxdy EUMOPLKE OYNUA TTAPAUEVEL TO AKPLBEC KATOVOUATOUEVO
npoidv touv mivaka.

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

References: [1]

EEomAlopog / Equipment

Zuyo6¢ KaTdAANANG eAdxLoTng T0ylong, youdi/omepog i opoyevonolnTthg, doxela avdulEng, ondTovAEg,
BepudpeTpo dTav undpxel B€puavan, 6pyava oyKOUETPNONG YL MOoOHTNTEG 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
AlaAbOTE TOUC 600 E0TEPEC OTNY TIPOTILAEVOYAUKOAN o€ vdaTtédAovTpo mepinov 50 °C.

Dissolve both parabens in propylene glycol using a water bath at about 50 °C.

References: [1]

Napatnpnioels / Observations
ZOMMOKVWHA Yo apaiwaon: mepLéxeL MPOTMUAEVOYAUKOAN.
Concentrate for dilution; contains propylene glycol.

References: [1]

MNepLéKTNG KaL ovokevaoia / Container and packaging

KaoTtavéypwun ¢LdAn: <30 °C, npootaoia and vypaoia.
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Amber bottle; <30 °C, protected from moisture.

References: [1]

MoloTikog éAeyxocG / Quality control

Alowyéc, dxpwuo SLdAvpua.

ZuunAnpwpaTikol éAgyyol Tou PN mov mopaméumnel n nnyn:

Epedvion kat pdla/édykog. Mo oelpéc mapTidwv: xpwua, dladyela/omaAlondg, oxetikr mukvétTnTa, pH KAt
MIKpoBLloAoyikéc éAeyyxoc RFE 5.1.4.

pH katd PN/CP/001: katd kavéva pétpnon ato delypa xwpic nposnegepyaoia, ekt €dkAG 0dnylag. MNa akplpr
HéTpnon epapudleTal MOTEVOLOUETPLKA HEB0BOC RFE 2.2.3- oL Tawvieg neplopiovtal oe eAEYXOLC TIOL HEV
anattobv vynAn akpiBeLa.

EAEYXOG MOAVOALKWY TIPWTWY LAWY: Yo apUakela, EAeyxoc KABe mapTidag f TEKUNPLWPEVN Blag@dAlan eAéyxoL
and agLémnioto npoundevTr Katd FDA. H anAr tavtonoinon ue IR 6ev anokAslel DEG/EG.

H nébodog, 1o 6pLo amodoxAC, N MPAYHATIKA T Kol 0 EAEYKTAC KaTtaypdeovtal xwplotd oto F-005. Anotuyia
kplowng npodiaypagric odnyel oe kapavtiva kat dtepebvnon katd SOP-015- n emavdAnyn eAéyxwv xpetdletal
alttloAdynon.

Clear, colourless solution.

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.

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: [11], [3], [4], [9], [15]

®0AaEn / Storage
Kaotavéxpwun @ldAn- <30 °C, npootacia and vypaoia.
Amber bottle; <30 °C, protected from moisture.

References: [1]

A1aOeon / Dispensing

Evbldueon Bdon ywa epyaotnplakh xprion. H evowpdtwaon 6pactikig anattel véo éAeyyxo abvBeanc, pH,
ouvtApnong kat BUD tou teAtkol npoidvTtod.

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

References: [1]

Enmionpavon / Labelling

Zuunokvwua LOPoELREVTOIKWY eaTépwY - EX025

Epyaotnpiakn Bdon - dxt dueon xopriynon

Mooétnta: _ Noptida:

Mapaokevdotnke: _ XpAon éwg:

AcBeviiG / 660on [ ouxvéTnTO:

®OAAEN: KaoTavdxpwun eLaAn: <30 °C, npootacia and vypaoia.
©eppokpaoia yla To BUD avtAg tng naptidag:
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Hydroxybenzoate Concentrate EX025

Compounding base - not for direct administration
Quantity: _ Batch: __

Prepared: _ Useby:

Patient / dose / frequency:

Storage: Amber bottle; <30 °C, protected from moisture.
Temperature for this batch BUD:

References: [1]

v9_controls / v9_controls

To apBunTiké 6plo oto apyeio elvat pévo 6pLo BLBALOYPAPLKAC avapopdc UTd TIC £LBLKEC TPoDTOBETELC. Agv €xEL
oplotel BUD mpayuaTikAc mopTidag Kat 6ev éyxouv napaydel petprioelc aw. H akplBric obvBeaon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N GUAAEN Kol Ta oTolxela eAéyyou TIPEMEL va EYKPLOODY Yyl TN CUYKEKPLUEVN
epapuoyn. H évap&n touv vrmoAoylopol BUD eivat n évapén tng napaokevig. EQapudletal To GUVTOUSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO €AEyYX0 BLdpKELaG HETA TO dvolypa. Ta dpla USP elval texviké mAaiolo kat dev
napovoldfovtal 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 EAANVLKN KOl ayYALKH andédoon/opydvwaon oTolXelwy TNG ava@epduevnc mNyng. Aev anoteAel enlonun petdgpaaon i €ykplon Tov
€kdOTN.

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

Mnyéc KoL mapanoumnég / Sources and references

[1]1 FN/2003/EX/025 SOLUCION CONCENTRADA DE HIDROXIBENZOATOS

2003 | PDF pp. 2 | master formula | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2003_ex_025.pdf

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

AwaBéotpo 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 PN/L/FF/007/00 ELABORACION DE SOLUCIONES

AwaBéoipo kelpevo / Retrieved text | PDF pp. 1-6 | preparation sop | 2026-09-10

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-formas-farmaceuti
cas/pn_|_ff_007_00.pdf

[4] PN/L/CP/001/00 DETERMINACION DE PH
Awabéoipo kelpevo / Retrieved text | PDF pp. 1-5 | gc method | 2026-09-10

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-control-de-producto/pn_|_cp_001_
00.pdf

[5] 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

[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] 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
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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] 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

[10] 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

[11] 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
[12] 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
[13] 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
[14] 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
[15] 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
[16] 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

Sikalias Greek Formulary | Reference documentation 8



