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CGR-BR-007 | 10.0

Mn oviki Baon Aoacgiév | - FNFB

Nonionic lotion base | - FNFB

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 Moootnta / Quantity

ESeTIKO dvdTplo (A) 0.1g
Disodium edetate (A)

TuMMOKVWHO TapaBevwy FNFB (A) 3.3¢9
FNFB paraben concentrate (A)

ALBOELALWEYN HEBLUAOYAUKSOTN 20 EO (A) 59
Methyl gluceth-20 (A)

ApvydaAéiaio (B) 39
Almond oil (B)
Mn LOVIKOG AUTOYAAQKTWHATOMOLOOUEVOS KNPdG, abvBean nnyn¢g (B) 9¢g

Nonionic self-emulsifying wax, source composition (B)

BouTtuAudpogutoAovdAto (B) 0.05¢
Butylated hydroxytoluene (B)

KukAopeBbikévn kat dipuedikovoAn (B) 249
Cyclomethicone and dimethiconol (B)

KntooteapuAikr) aAkodAn 20 EO (B) 059
Ceteareth-20 (B)

KukAopebikdvn (C) 259
Cyclomethicone (C)

AldAvpa udaoAtdvuAovpiac 50% w/v (C) 0.6g
Imidazolidinyl urea 50% w/v solution (C)
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ZvoTaTtiko / Ingredient MoocoétnTa / Quantity

KekaBapuévo 06wp (A) g.s.ad 100 g
Purified water (A)

O&wLoTIkO/aAKaALKS dLdAvpa FNFB, edv ypeldetat g.s. pH 5.5-6.5 BA. mogdtnTa / see
FNFB pH adjuster, if required quantity

Mpoamaitovpeva / Prerequisites

CGR-BR-001 Paraben concentrate 6% + 3% w/w; CGR-BR-003 Imidazolidinyl urea 50% w/v preservative solution

MNeprypa@n okevaopatog / Preparation description

Huwotepen Bdaon: Mn wovikr Bdon Aoatdv | - FNFB. Mpdobeta kpLthpLa euedviong 6V TEKUNPLWVOVTOL OTO
€EeTAOOEY £18Lkd Kelugvo.

Semi-solid base: Nonionic lotion base | - FNFB. Additional appearance criteria are not established by the specific
text reviewed.

References: [1]

Apaon kaiL xpAon / Action and use
Mn vk paAakTik Bdon O/W.
Nonionic emollient O/W base.

References: [1]

Mpodiaypagic / Specifications
pH 5,5-6,5.
pH 5.5-6.5.

References: [1]

®wg / Light

lNa to TeAkd okebaopa n nnyn opiCelL:
Abla@avég mMAaoTIKO doyxelo, KAAG KAelouévo, pooaTtacia and pwg, Bepuokpaacia dwuatiov.
ApvydaAédaio: npoataaia and ewg.

For the finished product the source specifies:
Well-closed opaque plastic container, protected from light, room temperature.
Protect almond oil from light.

References: [1], [2]
Aépac kat o€eidbwaon / Air and oxidation
ApvydaAédato: mpootacia and aépa yla NeEPLOPLOUS TAYYLONG.

Almond oil: protect from air to limit rancidity.

References: [2]
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Nepo kat SuaAvtoTnTa / Water and solubility

Yvotatikd TnG Bdong CGR-BR-001: MpomnuAevoyAukOAn: n avtiotowxn kabapr nmpwtn VAN Katd JP elvat avapi&Lun
01O vEPO.

Juotatikd tnG Bdong CGR-BR-001: MeBuAomnapaBévn: n avtiotowyn kabapr npwtn VAN KaTd JP elvat Alyo dlaAvTA
oTo vePD.

JuotaTtikd ™G Bdong CGR-BR-001: MponuAomnapaBévn: n avtiotolyn kabapr mpwtn VAN Katd JP elvatl moAL 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], [7], [8], [9]

Yypaoia / Humidity

JuotaTtikd TG Bdong CGR-BR-001: MpomnuAevoyAvKOAN: LYPOOKOTILKH - KAE(veTE apéowC To doyelo peTd TN AQYn
NG anattoPEVNG MOGOTNTAG.
Juotatikd tng Bdong CGR-BR-001: MpomuAevoyAukdAn: n mpwtn OAN elval vypookormikr 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], [6], [7]

Oeppokpacia / Temperature

AEV TEKUNPLWVETAL EMTPENTH BepUOKpaTLaKr anmdkALon f} KOKAOC KaTdywuEnc/anéyugnc. OL Bepuokpaciec
TMOPACKEVHC Kol QUAAENC avapépovTal oTa avtioTolya medla.

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

References: [1]

pH kait cupBatéTnTa / pH and compatibility

Mpodlaypa@r Tou CLYKEKPLUEVOL OKELATUATOG, 6XL e0pOC anodedelyuévng otabepdTnTaC:
pH 5,5-6,5.

Specification of this preparation, not a demonstrated stability range:
pH 5.5-6.5.

References: [1]

AAAec aAAnAenibpaoclg / Other interactions

Agv mopéxetal mAAPNG doku oupBaTtdTNTAG TOL PiyHaTog Pe MPdoBeTa 6paaTikd B dlagopeTikd £kdoya. Ot
LTIOKATAOTAOELG amaLTolY XWwPLoTh Tekunpiwon.

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

References: [1]
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Ewdika otolxeia cvotaTtikwy / Ingredient-specific information

Tavtonoinon kat Bdon Coylong:

* EdeTIKG dvdTplo (A): 0.1 g.

e Juunokvwa napaBevwv FNFB (A): 3.3 g.

e ALBOELALWHEVN pEBLAOYALKSTN 20 EO (A): 5 g.

OL dnAwpEveEG popeég/moldTnTEG avrikouv otnv akpLBr cbvleoan tng mnyrg.

Zuotatiké NG Bdong CGR-BR-001: MpomuAevoyAukdAn (1,2-mpomnavodléAn): dxpwpo, LEWdeg vypd avaui§Luo pe
vePD, oL AeLTovpYEl WG GLVBLAADTNG Kal LYPAVTIKG. H mapovaia TnG o€ Hikpr MoodTNTA dEV anmodelkvieL EMaPKN
ouvtApnon.

ZuoTaTiké TNG Bdong CGR-BR-001: MpomuAevoyAuKOAN: MpwTn VAN HE XA PAKTNPLOUS SlaAvTédTNTAC OTO VEPS
«OVOUELUN» KaTd JP.

ZvotaTiké tng Baong CGR-BR-001: MeBuAomapaBévn: mpwTn OAN HE XAPAKTNPLOUO SLaALTATNTAC 0TO vePS «Alyo
BlaAvTr» KaTd JP.

ZuoTtaTtiké TnG Bdong CGR-BR-001: MponuAonapaBévn: mpwtn OAN LE XapaKTNPLOPd SlaAvtdTnTOg 0TO VEPD
«TOAU Alyo StaAvTtr» Katd JP.

Identity and weighing basis:

e Disodium edetate (A): 0.1 g.

* FNFB paraben concentrate (A): 3.3 g.

¢ Methyl gluceth-20 (A): 5 g.

The specified chemical forms/grades belong to the exact source formula.

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: [1], [6], [7], [8], [9]

Mpootacia epyalopévwy / Staff protection

Kabapr HoKpLUPAVLIKN EpyaoTnplakr evdupaoia, KEALYN HAAALWY KL YAVTLO KATA TOV XELPLOUS. AANAQYH YOVTLWV
META amd emudAvvon/ebopd.

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

References: [1], [3], [4]
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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.

YuyKeKpLuévn nmaptida avagopdc: 100 g. MpwTto cvoTaTikd: EdeTIKS Blvdtplo (A), 0.1 g. EAéyETe aveEdpTnTa TN
XNULKA HOP®H, TG HOVADEC Kal K&Be KALMAKwon mipv and Joylon.

Q¢ evdLldpeco, pEpeL eLBLEAKPLTN TAVTAHTNTA KAL CLYKEVTPWON: 6ev dlaTiBeTal WG TEAKS @dppako. H apaiwon A
npoaBrikn SpaoTtikAg amnattel véo untoAoyLloud ekbéxwv, ouvtrpnong Kat BUD. EAéyETe OTL kKGBe eEapTWHEYN Bdon
€xeL anodeopevOel.

KataypdyTe yla TNV Tomkr avéAvon moagdtnta avd napaokevr, ouxvotnTa epyaciag, SLdpKeLa avoLlKToD
XELPLOPOD, TIBaVEC 0600¢ €KBEONC KL ATIOTEAECHOTIKOTNTA TWY HETPWY EAEyX0L. AuTd elval otowxela etlcdbouv
NG aEloAdynong- 6ev amnodibetal MPooXNUATIKOG TEAKOC BaBUdC KlwbOvou.

Oepuikd oTddLo TNG oLYKEKPLPEVNG dladikaoiag: eAEyETe BepudueTpo, TPOMo BEpuavang, XPovLkr dldpkela Kat
anopuyr unepBEpuavonG/anwAeLag dLaAdTn. To TéAog avdutEng dev TavtileTal pe TekUNPLWPEVN YOEN A A PN
opoyevomno(non.

Znueio eAéyyou amodéopevons: EAEYETE CLUOOWHATWUATA, KPLOTAAAOLC, TOTILKEG BLAPOPEC LPNG KaLl EAEDBEPO
LYPO HETAE TNV OAOKARPWON TNG HUEBBBOL. KaTtaypdyte yewpeTpla avduEng, péyeboc naptidag Kol MPAYHATIKES
Beppokpaoiec: peTa@opd aplBpod oTPoPWY o GAAO avauLKTAPA 6ev amodelkviel Looduvauia.

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 g. First ingredient: Disodium edetate (A), 0.1 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: inspect aggregates, crystals, local texture differences and free liquid after completing the
method. Record mixing geometry, batch size and actual temperatures; copying rpm to another mixer does not
establish process equivalence.

References: [1], [6], [11], [13]

ZuvOnkec mapaockevnG / Compounding conditions

Mpw and avdugn: Tavtonoinon XNUKAG HopenG Kal napTidag KdBs cuoTaTikoD, KaTaypPaer BEWPNTLKWY
MOGOTATWY KAl EAEYX0C KaABaPLOTNTAC TOL EEOMALOUOV. OL BEPUOKPAOIEG Kal N oElpd MPOoodKNC elval ALTEG TNC
nopokdTw Sladikaciag.

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: [11], [4]
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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: [1], [10], [12], [14]

Mpoamaitovpeva / Prerequisites

Paraben concentrate 6% + 3% w/w: CGR-BR-001
Imidazolidinyl urea 50% w/v preservative solution: CGR-BR-003

Paraben concentrate 6% + 3% w/w: CGR-BR-001
Imidazolidinyl urea 50% w/v preservative solution: CGR-BR-003

References: [1]

EEonmAlopog / Equipment

Zuyo6¢ KaTdAANANG eAdxLoTng C0ylong, youdi/omepog i opoyevonolnTthg, doxela avdulEng, ondTovAEg,
BepudpeTpo dTav undpxel B€puavan, 6pyava oyKOUETPNONG YL MOoHTNTEG ML.
BaBpovounuévo pHUETPO Kot KATAAANAQ PUBULOTIKA EAEYYOUL.

Balance with suitable minimum weight, mortar/pestle or homogeniser, mixing vessels, spatulas, thermometer for
heated processes and volumetric equipment for mL quantities.
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Calibrated pH meter and suitable check buffers.

References: [1]

M£0060¢ mapaokevng / Compounding method

OepudveTE XWPLOTA A Kot B mepinov atoug 70-75 °C. MNpocBéate A otn B pe Ama avadevon. WOETe avadedovtag
€wc nepinov 40 °C kat npocobéote C. EAEyETE Kat, €dv anattel{tal, pubuiote pH.

Heat A and B separately to about 70-75 °C. Add A to B with gentle stirring. Cool with stirring to about 40 °C, add C
and check/adjust pH.

References: [1]

Mapatnpnioelg / Observations

0O knpdé¢ tng nnyrg neptéxel cetearyl alcohol, ceteareth-20, mineral oil, lanolin alcohol kat petrolatum. Anatte(Ttat
npodiaypagr autod Tou oOVBeTOL grade Kot Tou PiYHATOoG OLALkEVNG TIPLY TNV LLOBETNON.

To evdldpeco CGR-BR-003 xpnotuomnoteital vwnd otnv (dla cuvexr epyaoia. H nnyr npoobétel 0,6 g dLaADPaTOC
50% w/v, 6xL 0,6 mL o0te 0,3 g dpaoTIKAG. MNa MOCOTIKS EAEYXO TNG ELOPEPOUEVNG LULEaloALBLVLAOLPLAG
anotte{Tal N KATAAANAN ukvdTNTA P (g/ML): eLopepduevn uala = 0,6 g x 0,50 g/mL + p. H moodtnta TnC mnyng
dlatnpeltal kat N TeEAK cuvTAPNON EAEYXETAL OTO TEALKO Uiypa.

Source wax comprises cetearyl alcohol, ceteareth-20, mineral oil, lanolin alcohol and petrolatum. Qualify this
composite grade and silicone blend before adoption.

Use intermediate CGR-BR-003 fresh in the same continuous operation. The source adds 0.6 g of a 50% w/v
solution, not 0.6 mL or an assumed 0.3 g active. Quantitative preservative reconciliation needs a suitable density
p (g/mL): active mass = 0.6 g x 0.50 g/mL + p. Retain the source amount and assess preservation in the final
mixture.

References: [1]

MepLékTnG KaiL cvokevaoia / Container and packaging
AdLagavéc mAaoTiké 6oxelo, KaAG KAELOPEVO, TpoaTaoia amnd ewe, Bepuokpaaia dwuatiov.
Well-closed opaque plastic container, protected from light, room temperature.

References: [1]

MoloTikO¢ éAeyxocG / Quality control

pH 5,5-6,5.

H nuébodog, To 6plo amodoxAC, N MPAYHATIKA TIUA Kol 0 EAEYKTAC KaTtaypdeovTal xwplotd oto F-005. Anotuyia
Kplowng nmpodlaypaeric odnyel oe kapavtiva kat dtepedvnon katd SOP-015- n emavaAnyn eAéyxwv xpeltdleTal
attioAdynan.

pH 5.5-6.5.
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], [13]

®0Aain / Storage

AdLagavéc mAaoTiké 6oxelo, KAAG KAELOPEVO, TpoaTaoia and ewc, Bepuokpaaia Swuatiov.
Mo dldpkela mov amnodibetal amnd yevikd Kavova, epapudletal emmnAéov n BepUokpacia TNG EMAEYUEVNG
katnyoplag oto nedlo BUD. H iy 6&v tekunplwvel avBaipetec aAlayéc Bepuokpaaiag.

Well-closed opaque 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
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support arbitrary temperature changes.

References: [1], [5]

AwaOeon / Dispensing

Evbldueon Bdon yia epyaatnplakn xprion. H evowpdtwon 6paotikic anattel véo éAeyyo obvBeang, pH,
ouvtApnong kat BUD tou teAtkol mpoidévTtog.

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

References: [1]

EmioApavon / Labelling

Mn wovikr} Bdon Aoolév | - FNFB

Epyaotnplakr Bdon - 6xL Gueon xopriynon

MNooétnta: _ Maptida:

MNapaokevdotnke: _ XpAon éwg:

AoBeviig / 86on / ovyvéTnTa:

®OAOEN: AdLogavéc MAaOTIKG 6oyxelo, KOAQ KAELOPEVO, TTpoaTadia and ewe, Bepuokpaaia dwuatiov.
©epuokpaoia yia to BUD autAg tng naptidag:

Nonionic lotion base | - FNFB

Compounding base - not for direct administration

Quantity: _ Batch:

Prepared: __ Useby:

Patient / dose / frequency:

Storage: Well-closed opaque plastic container, protected from light, room temperature.
Temperature for this batch BUD:

References: [1]

v9 controls / v9 _controls

To apBunTikd 6plo oto apxeio elvat pévo 6pLo BLRALOYPAPLKAC ava@opdc uTd TIC £6LIKEC poDMoBEoeLg. Agv €xEL
oplotel BUD npayuaTtikAg maptidag kat 6ev £xovv mapaxOel petprioelg aw. H akplBric obvBeon, ta
TIPOATALTOVHEVA, O MEPLEKTNG, N GOAAEN Kal Ta ool ela EAEYXOUL TIPETMEL VO EYKPLOOUY YLa TN CLUYKEKPLUEVN
epapuoyn. H évap&n touv vrmoAoylopol BUD eival n évapén tng napaokevic. EQapudletal To GUVTOUSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO EAEyYO BLAPKELAC HETA TO Avolypa. Ta dpla USP elval Texviké mAaiolo Kat 6ev
nopovaldfovtatl WG EAANVIKH vouoBeaoia.

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.

AveEdpTNTN EAANVLKA KOl ayYALKH anédoon/opydvwaon otolxelwy TNG avaeepdpuevng nnyng. 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 mapanopunéc / Sources and references

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

2012, 2nd ed., Rev. 02 - superseded | PDF pp. 185 | master formula | 2026-09-10
https://www.gov.br/anvisa/pt-br/assuntos/farmacopeia/formulario-nacional/arquivos/8065json-file-1/@@display-file/file
[2] FN/2003/PA/003 ALMENDRAS, ACEITE VIRGEN DE

Awabéoipo kelpevo / Retrieved text | PDF pp. 1-2 | raw material or occupational | 2026-09-10
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T A compounding.gr | 10.0 | 2026-10-14

https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_003.pdf

[3]1 PN/L/PG/002/00 INDUMENTARIA

AwoBéotpo 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_l_pg_002_00.pdf
[4] 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

[5] 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
[6] 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

[7]1 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

[8] 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

[9]1 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

[10] 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
[11] 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
[12] 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
[13] 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
[14] 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
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