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AwaAvpa BevloikoD o&éoc 5% w/v

Benzoic Acid Solution

BLBAloypagiki avagopd - Tomkr vtoBétnon / Reference monograph - Local adoption

MpoéAsvon kKat mpdéoRaocn otnv mnyn / Provenance and source access

BP: npoéAevon and ta napexdUeEVA aMooTAoPATA TNG avapepduevng €kdoong. H mpoéAsvon, n ékdoon Katl ta dpLa
TWY MOPEYXOUEVWY QATOCTIOOUATWY/BLBALOYPAPLKWY ava@opwy dlatnpolvtal. To ke{pevo elvat n mapexduevn Kat
avaBewpnpévn eyypaer Sikalias, éxt véa MApnG avadnuoaoievon Tov mpwToTUTNOL TNG MNYAG. NMpdoBacn oto

A PEC MPWTATLMO YIVETAL OTOV EMONUO €KEATN, HE TNV amattoOueVn ddeta fj cuvdpopr. Aev BnAWveTal 6TL
EKKPEUEC alTnua emavdyxpnong €xeL eyKpLOEL.

BP provenance: supplied extracts of the cited edition. 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.

Z0v0eon avagopadc / Reference formula
Bdon / Basis: 1000 mL

ZvoTaTLKO / Ingredient MoooétnTta / Quantity

BevZoikd oED 509
Benzoic acid
MpomnuAevoyALKOAN 750 mL

Propylene glycol

KekaBapuévo 66w, mpdopaTta BPaouévo Kat YuxBEv g.s. ad 1000 mL
Freshly boiled and cooled purified water

Meplypa@n okevaopatog / Preparation description

Yypr Bdon rj BondnTtikd didAvpa: AldAvpa Bevloikol 0E€oC 5% w/v. MPocOeTA KPLTHPLA EUPAVLONG BEV
TEKUNPLWYVOVTAL 0TO eE€TaOBEY €LOLKS Kel(pevo.

Liquid base or auxiliary solution: Benzoic Acid Solution. Additional appearance criteria are not established by the
specific text reviewed.

References: [1]

Apdaon kaL xpRon / Action and use

dappakoTeXVIKA Bdon 1} €kdoX0o yla TNV EVOWPATWON 0TV KATAAANAN napackevr. H oupBatétnTa pe kK&Be
dpaoTIKA XpeldleTal xwWPLoTo €AEyYO.

Pharmaceutical base or excipient for incorporation into an appropriate preparation. Compatibility with each active
requires separate assessment.

References: [1]

Mpobiaypagéc / Specifications
Bevloik6 0V 4,75-5,25% w/v: udCa/mL 1,045-1,055 g.
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Benzoic acid 4.75-5.25% w/v; mass/mL 1.045-1.055 g.

References: [1]

®wg / Light

Agv mapéxeTal 6IKA pWTOOTABEPOTNTA TOL TEALKOD TMPOIOVTOC. H aMaLTOOUEVN QWTOMPOOTAC( TOV MEPLEKTN,
epboov opiCetal, avagépetal atn GOAAEN.

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

References: [1]

Aépac Kat o€eidbwaon / Air and oxidation

Aev mapéxeTal HEAETN 0EEWOWTIKAC OTABEPOTNTAC TOL TEALKOD HiypaTog o0Te anaitnon adpavolg atudéoealpac.
Tnpe(tal o MEPLEKTNG TNG MNYAG.

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

References: [1]

Nepo kat diaAvtéTnTa / Water and solubility

MponuAevoyAvkOAn: n avtiotolyn kabapn MpwTn OAN KaTd JP elvatl avaplElun oto vepd.
BevCoiké 0&0: n avtioTown kabapr mpwtn VAN KaTd JP elvatl Alyo dlaAuTr oTo vePS.

Propylene Glycol: JP classifies the corresponding pure raw material as miscible in water.
Benzoic Acid: JP classifies the corresponding pure raw material as slightly soluble in water.

References: [5], [6]

Yypaoia / Humidity

MpomnuAgvoyAukdAn: vypooKoTik: KAE(veETE apuéows To doxelo HETA TN AAYN TNG amnattoluevNg moagdTnTaC.
MpomnuAgevoyAukdAn: n mpwtn OAN elvatl LYPOOKoOTILKY KaTd JP.

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

References: [3], [5]

Oeppokpacia / Temperature

AEV TEKUNPLWVETAL EMTPENTH BepUoKpaaLlaKkr andkALon 1} KOKAOC KaTdwuEnc/anéyuEnc. OL Beppokpaciec
MaPAOoKELHG Kol QUAAENG avagépovTal 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 cvpBatoéoTnta / pH and compatibility

Bevloiké 0E0/Bevloikd w¢ ovuvTnENTkd: N EMA neptypdoel 6pdon oe 6Ewvo meptB&AAov pH 2,5-4,5. e vynAdtepo
pH dev Bewpeital avTopdTwg EMAPKAG N cuvTHPENON.

Benzoic acid/benzoate preservation is described by EMA in acidic conditions, pH 2.5-4.5. Preservation at higher pH
must not be assumed.

References: [4]
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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.

BevCoikd 0&0: mpiTn OAN HE XapaKTNPELopd SLaAuTtédTNTAG 0TO vEPS «Alyo dlaAvTr» Kot JP.

MPOTMULAEVOYAUKOAN: MapaAaBr HE TALTOHTNTA apyLkol mapaywyol, noptida kat aElémioto maotonotnTikd. MNa TLg
OXETLKEG MPWTEC VAEG, To FDA avagépel éAcyxo SlatBuAevoyAukdANnc (DEG) kat atBuAevoyAukdAnG (EG), kaBeguLdg
£€w¢ 0,10% cOPPWVA YE TNV EQapUOTTEa Hovoypagia. To éplo agopd TNV mMpwTn 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.

Benzoic Acid: raw-material water solubility is classified as 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], [5], [6], [7]

NMpootacia epyalopévwy / Staff protection

Kabapr HoKpLUPAvIKN EpyaoTnplakn evdupaoia, KEAALYN HAAALWY KoL YAVTLa KATA TOV XELPLOUS. AAAQYH YOVTLWV
META amd emudAvvon/ebopd.

Xelploteite TN COyLoN Kot AstotpiBnon oe xwpo/dldtagn nov neplopiCel daomopd Koviwy, pe mpooTacia
0QOAAUWY- 0 TUTIOG AVATVELOTIKAG TIpooTaciag kaBop(letal and tTn ocLyYKeKPLUEVN €KBEDN.

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

Contain powder during weighing and trituration and use eye protection; select respiratory protection for the
actual exposure.

References: [1], [2], [8]
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ExTtipnon kivdovov / Risk assessment

MpomMLAEVOYAUKOAN: untoAoy(Cetal N oLVOALKH €kBeon amd dAa Ta edpuaka, L6{wg og veoyvd, matdld KATW Twv 5
ETWVY Kal vepLkhA/Nnatikr) duoAettovpyla. MNa and tov otéuatoc xopriynon: mg/kg/nuépa = mg/mL x mL avd
nuépa + Bapoc kg.

Bevloik6 0E0/Bevloikd: duvatodTNTA EMBEVWONG VEOYVLKOU LKTEPOUL amd ekTOMLON X0oAepLOPIivNG. AELoAoynoTe
€L8LKA Xprion o€ veoyvd €wg 4 eBdouddwv- n tomkn xprion pnopsl enlong va epebiosl.

ZuykekpLuévn moptida avagopdg: 1000 mL. MNpwTo cuoTtaTtikd: Bevloikd o0&V, 50 g. EAEyETe aveEdpTnTa TN
XNUIKA Hopor, TIG HOVADdEC Kal KABE KALUdKwaon mpwy and CoyLon.

Qc evdLdpeco, PEPEL eLBLEAKPLTN TAVTAHTNTA KAL GLYKEVTPWON: 6ev dlaTiBeTal wg TEAKS @dppako. H apaiwon A
npoagOnrikn 6paoTtikic amnattel véo unoAoyloud ekbéxwv, ouvtrpnong Kat BUD. EAéyETe OTL kKGBe eEapTWHEYN Bdon
€xeL anodeopeLOEL.

KataypdyTte yla TNV TOMKA avdAuon moodTnTa avd mapaokevr, ouxvotTnTa epyaoiag, dtdpkela avolkTtol
XELPLOMOD, TBAVEG 00006 €KBEaNG KL AMOTEAECUATIKOTNTO TWY HETPWY eAEYX0L. AuTd elval atowela elaédov
NG agloAdynong: 6ev anodibetal MPooXNUATIKAC TEALKOG BaBuUdC KlvdOvou.

Znuelo eAéyyou amnodéopevong: emPBeBatwote TeAkd dyko 1 udla otn Beppokpacia avagopdc, dladyela A
nmpoBAenOueVN dlaomopd Kal CLHEWVIX TEPLEKTN/MWUATOC HE TN ouvTayr. Ma OYKOUETPLKY avaywyr Unv
eElowveTe g gE ML Ywpl(G TeEKuNPLwPEvn ukvéTNTA.

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.

Benzoic acid/benzoates may worsen neonatal jaundice through bilirubin displacement. Assess use in neonates up
to 4 weeks; topical exposure can also irritate.

Reference batch: 1000 mL. First ingredient: Benzoic acid, 50 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], [4], [11], [13]

ZuvOnkec mapaokevng / Compounding conditions

Mpw amnd avdugn: tavtonolnon XNUIKAG Hop@AC Kal apTidag kABe cuoTATIKOD, KaTaypapr BEWpPNTIKWY
TMOCOTATWY Kal £AgyX0G KaBapldtnTtag Tov e§omAlopol. Ot Beppokpaaieg kat n oelpd mpoabrikng elval auTég TNG
nopakdTw 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]
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Tekpunpiwon BUD / BUD rationale

Agv gvtomni{oTnke €8LKA MELPAPATIKA BLEPKELX IOV Vo KAAOTITEL OAGKANPN TNV akpLBA glvBeaon, Tov MEPLEKTN Kal
TN HLKPORLOAOYLKH KaTaAANASTNTA.

H obvBean €xel 750 mL nponuAevoyAukdAn Kot vepd €éwg 1000 mL pe Bevloikd oED 50 g. Xwpig pétpnon tou
TEAKOU plypaTtog 6ev amodibetal aw and nivaka SLaopeTikg TOALOANG. EMAéyeTal cuvTNPNTLIKS LBATIKS bpLo,
H6vo av amnokAeloTel KpLoTAAAWGON Bevloikol oE€oc otoug 2-8 °C.

EmAEYPEVOG oLVTNPENTIKAG YEVIKOG Kavdvags: £wG 14 nuépeg aToug 2-8 °C yla bdATLKA HoPEH XWPIG EMAPKWG
TEKUNPLWHEVN cuvThpnon. MpobndBeon elvat 6TL N YOEN dev mpokaAel KaBIZnon, un avacTPEYLUo Slaxwploud 1
GAAN amWAELa KAaTaAANASTNTAC. AV auTrh N Mpodndédean amnotixeL, 6ev xpnowuomnote{tal To 14Auepo o€
Bepuokpaoia dwuatiov- anatte{tal edikr TekUNpiwon acbvtoung xpriong.

Huepounvia xpriong = n evwpitepn emtpenth nUepounvia and napaokevr + emAeyuévn dldpkela, AREELC TPWTWY
LAWY KoL TUXGY CLVTOPOTEPO TEKUNPLWHEVO Oplo. O Xpdvog HETA To dvolyua dev mapaTtelvel To cLVoALké BUD. H
TeAKA NUEPOUNV{O CUUMANPWVETAL YLA TN CLYKEKPLUEVN TP TIBA HETE TOLG EAEYXOULG.

O yevikdG kavédvag anoteAel ouvTNPENTLIKS dpLo EMAOYAG Kot OXL MELPAMATIKA anddelgn otabepdTnTag TNG
nopTtidac. H katnyopia ovvdéeTal he TNV TEAKA oOVBEDN, TN cUVTAPNON Kal TG EMTPENOUEVEG BEpUoKpaoieg. H
TR aw 6gv MPOKOMTEL and TO MOGOCGTO VEPOUL | TNV AMWAELX KATA TNV Efpavan. MNa tekunpiwaon xpnoluonotioTe
SOP-014 kat F-006- ywa €161k} aw, SOP-017 kat F-012.

Atevkpivion USP: 6ev anatte{tal pétpnon aw yla k&0e un otelpa napaockevr. H katnyopla pnopel va TeKUnpLwOel
amnd tnv akpBr] cOvBeon Kal KATAAANAQ QVTIMPOCWTELTIKA apadelypata- 6tav n cbvbeon elvat aBéBain A
oplakr, MPOTIPATOL EL6LKA HETPNON HE KATAAANAN LEBOBO. ZTNY napoloa €kboan Hev umdpyel HeETPNUEVN aw OVTE
anodeapevpuévn moptida. H Sldpkela Tov TEALKOD OKELAOPATOC KaTd Kavdva 6ev vepBaivel To evarnouévov BUD
TWY EVOWHATWHEVWY YOANVIKWY Bdoswv/evBlapéowv. EEaipean xpetdletal eldikf attioAdynon étL dev
ennpedletal SUOPEVWG N PLOLKH, XNHUWKA A HIKkpoBLoAoyLkA moldTnTa. Kataypdyte YWPLoTd TEALKS 6pL0,
nUepounvia MUPAOKELAG TWVY EVOLOPETWY KAl TIpayHaTiky nuepounvia ARENG Toug.

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

Contains 750 mL propylene glycol, water to 1000 mL and 50 g benzoic acid. Do not assign final aw from another
polyol’s table without mixture evidence. Select a conservative aqueous limit only if benzoic-acid crystallisation at
2-8 °C is excluded.

Selected conservative general rule: up to 14 days at 2-8 °C for an aqueous form without adequately established
preservation. Refrigeration must not cause precipitation, irreversible separation or other loss of suitability. If that
condition fails, do not apply 14 days at room temperature; obtain specific short-use evidence.

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 clarification: aw measurement is not required for every nonsterile preparation. Category assignment may use
the exact composition and relevant representative examples; an uncertain or borderline formulation is best
assessed by a suitable specific measurement. This edition contains no measured aw or released batch. The final
preparation generally must not outlast the remaining BUD of its compounded bases/intermediates. An exception
requires specific justification that physical, chemical and microbiological quality is not adversely affected. Record
the final limit, intermediate preparation dates and their actual expiry dates separately.

References: [1], [10], [12], [14]

MpoanaiTobpeva / Prerequisites

Agv anatteltal xwploth B&on pe Kwdlkd pNTpwov. Tuxdv eunoptkd dxnua MapapéveL To akPLBEG KATOVOUACOHEVO
npotév tou nivaka.

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

References: [1]
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EEomAlopoGg / Equipment

Zuyo6¢ KaTtdAANANG eAdxLotng C0ylong, youdi/omepog i opoyevonolnthg, doxela avdulEng, ondTovAeg,
BepudueTpo dtav vndpyxel O€puavaon, dpyava oyKopETPNoNG yla noodtTnTteg 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

AloA0oTe 1O BEVTOTKO 0ED 0TNV MPOMUAEVOYAUKOAN. MPocBéoTe BOWP TUNUATIKA UE ouvexH avddevaon PéypL
TEALKOU byKou.

Dissolve benzoic acid in propylene glycol; add water in portions with continuous stirring to final volume.

References: [1]

Napatnpnioclg / Observations

H teAkr moodtnta elval n Bdon tou nivaka ocdvBeong. Kataypdgovtal mpayUatiky anddoaon, Tuxév amWAELEC Kal
anokA{oELC 0TO QUAAO EKTEAEDNG.

The final quantity is the master-formula basis. Record actual yield, losses and deviations in the batch record.

References: [1]

MNeplékTnNG KaL ovokevaoia / Container and packaging

EmAoyn yia Tomikr agloAdynaon: KaAd KAELoTH QLAAN cupBaTh He To LYPS. Mpv and MARpwan eAéyyxovTal
KaBapldTNTA, AKEPALOTNTA, OTEYAVOTNTA KAl oUPBATOHTNTA LALKOO/MWUATOG. H edikh povoypagia dev
TEKUNPLWVEL CUYKEKPLUEVO EUTTOPLKO TIEPLEKTN.

Selection for local assessment: well-closed bottle compatible with the liquid. Check cleanliness, integrity, closure
and material compatibility before filling. The specific monograph does not validate a particular commercial
container.

References: [1]

MoloTikO¢ éAeyxocG / Quality control

2e 10 mL npooBéote 20 mL atbOavioAng 96% mponyoLévwe EE0VBETEPWHEVNC KOl OYKOUETPOTE he NaOH 0,1
M/@aworogBaietvn R1. 1 mL = 12,21 mg Bevloikol 0E£oC.

EAEYXOC TOALOALKWY TTPWTWY LAWY: yla papHaKela, EAeyX0G KABe mapTidag | TeEKUNPLWEVN dlao@dAilon eAEyxou
and aglénioto npopndevth katd FDA. H anAr] Tavtonoinon pe IR dev anokAeiet DEG/EG.

H uéBodog, to éplo amnodoync, N MPAYHATIKY TLUA KoL 0 EAEYKTAC KaTaypdgovTal XwpLtoTd oto F-005. Anotuyia
Kplowng mpodlaypa@rc odnyel o kapavtiva Kat dtepebivnon katd SOP-015- n emavdAnyn eAéyxwv xpeldleTal
alttloAdynon.

Add 20 mL previously neutralised 96% ethanol to 10 mL sample and titrate with 0.1 M NaOH/phenolphthalein R1.
Each mL equals 12.21 mg benzoic acid.

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], [7], [13]

®0Aain / Storage

Ma 1o emMAeYUEVO YEVIKS avdTaTo 6pLo: 2-8 °C, epdoov SLatnpolvTal N QUOLKA KATOAANASTNTA KOl N
oLPBATOTNTA PE TN CLYKEKPLUEVN TINYH. Agv epapudleTal To 14 iuEpo oe BepUoKkpaaia SwaTiov.
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For the selected general ceiling: 2-8 °C, provided physical suitability and compatibility with the specific source are
maintained. The 14-day rule does not apply at room temperature.

References: [1], [9], [10]

Awa0eon / Dispensing

Evdldueon Bdon yia epyaotnplakn xprjon. H evowudtwon dpaotikig anattel véo éAeyyo abvBeong, pH,
ouvtApnong kat BUD tou teAtkol npoiévtog.

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

References: [1]

Enmwonpavon / Labelling

AldAvpa Bevloikol o€oc 5% w/v

Epyaotnplakn Bdon - oxt dpeon xopriynon

MNooétnta: _ Maptido:

MNapaokevdotnke: _ XpAon éwg:

AobBevric / 6éan / ouyvéTnTa:

®OAaEN: 2-8 °C, petd TNV enmBeBaiwon kataAAnAdTNTOAC YOENC.
©epuokpaoia yia To BUD autAg tng naptidag:

Benzoic Acid Solution

Compounding base - not for direct administration

Quantity: _ Batch:

Prepared: _ Useby:

Patient / dose / frequency:

Storage: 2-8 °C, after confirming suitability for refrigeration.
Temperature for this batch BUD: __

References: [11], [9], [10]

v9_controls / v9_controls

To apBunTikd 6plo oto apyeio elvat pévo 6pLo BLRALOYPAPLKAC ava@opdc uTd TIC e6LIKEC MpolmoBEéaelg. Aev €xel
oplotel BUD mpaypaTtikig naptidag kat dev £xouv napaxOel petprjoelg aw. H akpprig abvbeon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN KoL Ta aTolxela eAEyyoU TIPETEL VOl EYKPLOODV YL TH OUYKEKPLUEVN
epapuoyn. H évap&n touv vrmoAoylopol BUD eival n évapén tng napaokevic. EQapudletal To GLUVTOUSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO EAEyYO BLAPKELAC HETA TO Avolypa. Ta dpla USP elval texviké mAaiolo Kat 6ev
napovoldfovtal WG EAANVIKA 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/opydvwaon otolxelwy TNG avaeepdpevng nmnyng. Aev anoteAel enlonun petdepaon i €ykplon Tou
€KOOTN.

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

Mnyéc koL mapanopunég / Sources and references

[1] British Pharmacopoeia 2016 - Benzoic Acid Solution
2016 | PDF pp. 1; user-supplied BP extract; URL is publisher catalogue, not the licensed full monograph | master formula | 2026-09-10
https://www.pharmacopoeia.com/

[2] PN/L/PG/002/00 INDUMENTARIA
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AwaB€oipo 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] 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] EMA - Questions and answers on benzoic acid and benzoates, EMA/CHMP/508189/2013
9 October 2017 | Preservative pH and neonatal safety | ingredient facts | 2026-09-12

https://www.ema.europa.eu/en/documents/scientific-guideline/questions-and-answers-benzoic-acid-and-benzoates-used-excipients-medicinal
-products-human-use_en.pdf
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