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KiTplk6 0€0 25-50% w/v - onOnTiké ditaAvpa

Citric acid 25-50% w/v auxiliary solution

Nwmé evbildpeoo - 16wa epyaaia / Fresh intermediate - Same operation

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

Kitpikd o0&V, poper katd tn povoypagia mpwtng OANG 25-50¢g
Citric acid, form per raw-material monograph

KekaBapuévo 08w g.s. ad 100 mL
Purified water

MNeprypag@n okevaopatog / Preparation description

Yypr} Bdon i BondNnTikS dtdAvpa: Kitpikd o&0 25-50% w/v - BondnTtikd dtdAvpa. Mpdobeta KpLTripLla epedviong
dev TekuNpLWvovTal 0To €T 00EY €161KS Kel{pEVO.

Liquid base or auxiliary solution: Citric acid 25-50% w/v auxiliary solution. Additional appearance criteria are not
established by the specific text reviewed.

References: [1]

Apaon kat xpAon / Action and use
O&wioTikd gvdldueoo pviduong pH.
Acidifying pH-adjustment intermediate.

References: [1]

Mpobiaypagéc / Specifications

H o0vBeon Kat n TEALKA moodTnNTA koAovBolY Tov mivaka (100 mL). Agv diveTtal el6ikd aplBunTiké e0poC assay,
HikpoBLakol gopTiou | puoKoXNHLKOD eAEyXOL OTO €E€TAOBEY €16k Keluevo- Hev amnodidetal avbaipeTo 6pLo.

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]
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®wg / Light

Mo to TeAkd okevaopa n nyr opiCeL:
Kexpiunoapdypwpuo yudAwo doxelo, mpootacia and ewc, Bepuokpacia dwuatiov.

For the finished product the source specifies:
Amber glass, protected from light, room temperature.

References: [1]

Aépac Kat o€eidbwaon / Air and oxidation

Aev mapéxeTal HEAETN 0EEWOWTIKAC OTAOEPATNTAC 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

Agv 6{veTal mMOoOTIKS Oplo LEPOAVLTIKAG OTABEPATNTAC TNG CLYKEKPLHEVNG o0vBeonc. H moodTnTa Kot moldtnTa
vePoL dev peTaBAAAETAL Qb TN guvTaYH.

No quantitative hydrolytic stability limit is given for this formula. Retain the prescribed water amount and quality.

References: [1]

Yypaocia / Humidity

Agv SlveTatl aplBunTkd éplo oxeTIKAG bypaciag yla To TeAkd okebaoua. AopedyovTtat daBpoxh MPWTWY LAWY
KL LETOPOPE CUUTMUKVWHETWY OTOV MEPLEKTN.

No numerical relative-humidity limit is given for the finished product. Prevent raw-material wetting and
condensation entering the container.

References: [1]

Oeppokpacia / Temperature

AEV TEKUNPLWVETAL EMTPENTH BepUOoKpaTLlaKkr andkAlon f} KOKAOC KaTtdywuEnc/anéyugnc. OL Bepuokpacieg
MOPACKEVHC 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

Agv op(Cetal eldlkd e0poC pH ToL TEALKOD OKELAOUOTOC. Agv TpooTiBeTal puBULOTAG pH XWPI(C 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 aAAnAemidpaoelg / Other interactions

Agv opéxeTal MARPNG doKLUA cLPBATATNTAC TOL UiYHOTOC HE MPdoBeTa HpaoTIKA 1} SlapopeTikd €kboya. Ot
LTIOKATAOTAOELG amaLlTolY XwPLloTh Tekunpiwon.

No complete compatibility test with added actives or alternative excipients is provided. Substitutions require
separate evidence.
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References: [1]

EwbiIkd otolxeia ovotatikwyv / Ingredient-specific information

Tavtonoinon kat Bdon ¢Oylong:

e Kitptkd 0E0, popen Katd tn povoypaeia mpwtng OANG: 25-50 g.

e KekaBapuévo O6wp: g.s. ad 100 mL.

OL dSNAWpEVECG popPéc/moldTNTEG aviikouy atnv akpLBry cbveean tTng mnNyrng.

Identity and weighing basis:

« Citric acid, form per raw-material monograph: 25-50 g.

e Purified water: g.s. ad 100 mL.

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

References: [1]

MpooTtacia epyalopévwy / Staff protection

KaBapn pokpupdvikn epyaotnplakr evdupaoia, KEAvwn PaAALWY KoL YEVTLO KATA TOV XELPLOUS. AAAQYH YOVTLWV
META amnd emudAvvon/ebopd.

Xelwplotelte TN TOyLon kot AstotpiBnon oe xwpo/dldtagn mov neplopifel Slaomopd Koviwy, e mpooTaaia
0QOUALWY- 0 TOMOG AVAMVELOTIKAG MpooTaciag Kabopi(CeTal and Tn cuyKekpLlpévn €KOeon.

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: [11], [2], [3]

EKTipnon kKivdéovovu / Risk assessment

ZuykekpLuévn mopTida avagopdg: 100 mL. MpwTto cuoTaTikG: KiTptkd 0§0, Hoper KaTtd Tn povoypaeia mpwTng
OANG, 25-50 g. EAéyETe aveEdpTnTa TN XNULKA HOPQH, TG HOVADEC KAl KEABE KALMAKWON TPy and Toywon.

QC evdLdpeTo, PEPEL eLBLEAKPLTN TAVTAHTNTA KAL GLYKEVTPWON: 6ev dlaTiBeTal wg TEAKS @dppako. H apaiwon A
npoagOrikn 6paoTtikic amnattel véo unoAoyloud ekbéxwv, ouvtrpnong Kat BUD. EAéyETe 6TL kKGBe eEapTWHEYN Bdon
€xeL anmodeopeLOEL.

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

Znueio eAéyyou amnodéopevong: emPBeBatwote TeAkd dyko 1 udla otn Beppokpacia avagopdc, diadyela A
nMpoBAenOUeYN dlaomopd Kal CLHEWVIX TEPLEKTN/MWUATOC LE TN ouvTayr. Ma OYKOUETPLKY avaywyr Unv
eElowveTe g gE ML xwpl(G TeEKuNPLwPEvn ukvdTNTA.

Reference batch: 100 mL. First ingredient: Citric acid, form per raw-material monograph, 25-50 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], [6], [8]
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ZuvOnkec mapaockevng / Compounding conditions

Mpw and avdulgn: Tavtonoinon xNULKAG HOPeAC Kol apTidag kABe cuaTATIKOD, KaTaypaPr BEWPNTIKWY
MOCOTATWY KAt éAEYX0GC KaBapldTNTAC TOu EEOMALOUOD. OL BEpUoKPaOleEG Kal N oelpd MPoodrkNg elval AVTEC TNC
MopaKATW 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: [11], [3]

Tekpnpiwon BUD / BUD rationale

TNV napovoa epappoyr To SLAALHA XPNOLOTOLE{TOL ATIOKAELOTIKA WG vwTé BondnTikd evbLdedo TG (Blag
guvexol¢ epyaociag. NapaokevdoTe TNV avaykaia moodTNTA, EVOWUATWOTE TN XWPIC MPOYPAUUATIOHEVN
anoBbrkevon Kot anoppiyte To undAoLno PHeTA To 0TddLo Xpriong. KataypdwTte WPEG MAPATKELAG, EVOWUETWONG
Kat anéppwyng. Aev anodidetal moAvrjuepo BUD olte emtpénetal andbeua yia enduevn epyacia. To BUD tou
TEALKOU TipotévToc afloAoyelTal avToTEAWG. AvTH elval cuvtakTikh pelwon Tou mediov xpriong BAaoeL eAéyyouv
dlepyaoiag, oyt Tekuiplo oTabepdTNTAG AMOBNKEVEVOL BLAADUATOC.

H USP 6ev amnattel pétpnon aw oe kdBe pn otelpo napaockebaopa. H tekunpuwuévn tagvdunon tng
OLYKEKPLPEVNG o0vBeong unopel va xpnaotpomnotle{tal wg odnydg: Kataypdeetal pntd wg ekTinon Kat XL WG
péTpnon. Apei{BoAn rj oplakr tagwéunon anattel 0Lkd TEKPAPLO A KATAAANAN HETPNoN. H nuepounvia TeALKoO
okevdopatog 6ev vrepPBaivel tn SlaBéoiun NUEpounvia Twy ABN MAPACKEVATUEVWY CLOTATIKWY/BAOEWY, EKTOG Qv
€xeL voBeTNBel emapkrg 61K TekUNPlwon yla TY akpBr TeAkr) obvBean.

This implementation is restricted to a freshly made auxiliary intermediate in the same continuous compounding
operation. Prepare the necessary quantity, incorporate it without planned storage, and discard the remainder
after that step. Record preparation, incorporation and disposal times. No multi-day BUD or stock for a later
operation is assigned. Assess the final product’s BUD separately. This is an editorial restriction of operating scope
based on process control, not evidence of stored-solution stability.

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], [4], [5], [7], [8], [9]

MpoanaiToVpeva / Prerequisites

Agv anatteltoal ywplotrh Bdon HeE KWOLKO uNTPWoUL. Tuxdv eUNopLKd OYXNUA TIAPAUEVEL 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]

EEomAlopog / Equipment

Zuyo6¢ KaTtdAANANG eAdxLotng C0ylong, youdi/omepog i opoyevonolnthg, Soxela avdulgEng, ondTovAeg,
BepudueTpo dtav vndpyxel O€ppavaon, dpyava oyKopETPNONG 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]

M£00o60¢ mapaokevng / Compounding method

ALOADOTE PE avddeLON KAl GUUNMANPWOTE 0TOV TEALKS AyKoO.
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Dissolve with stirring and make to final volume.

References: [1]

Napatnpnoclg / Observations

EmAéETe pila ouykévtpwaon mpw and tn COyLon Kol TEKPINPLWATE TNV €évudpn/dvudpn Hoper. Aev MPdKELTAL YLX
TEAKO QAPPAKO TIPOC Xopriynan.

Select one concentration and document hydrate/anhydrous form before weighing. This is an intermediate, not a
finished dose.

References: [1]

MeplékTnG KaL ovokevaoia / Container and packaging
Kexpiunoapdypwio yuodAwo doxelo, mpootacia and gwg, Bepuokpaacia dwuatiov.
Amber glass, protected from light, room temperature.

References: [1]

MoloTik6¢ éAeyxocG / Quality control

omntikA eE€Taon epedviong, EAeyxoG TeEALKOD dyKOL/PATaG Kat, Yia EVALWPAHATA, EMAVAOLAOTIOPAS. Agv
evtonioTnKe €LBLKN EMKLPWHEVN AVAALTLKH HEB0BOC Yo To TEAKS piypa atnv mnyr. Ol poTevduEVOL
€vOoTaPATKELAOTIKO( £EAgy)OL HEV UTTOKABLOTOUY assay i HLKPoPBLOAOYLKS €AgyX0 GTav amatTolvTal.

H néBobog, To 6pLo amodoyxrc, N MPAYHATIKA TLUA 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], [8]

®0Aa&n / Storage

KAeLoTéG, Tavtonolnuévog MeEPLEKTNG KATA TN oOVTOMN Tapapovr Héoa otny (dla epyacia, UE TLG MPOPUAGEELC
QWTOG/VALKOU MEPLEKTN TNC TINYNG. Agv mpoBAéneTal anobrikevon w¢ andbepa. Alakornr Tng cuveyxolc dlepyaoiac:
anéppuyn TOL PN XPNollonolnuévou evblauéaoou.

Keep in an identified closed container during the same operation, following the source’s light and
container-material precautions. No stock storage is provided for. If the continuous operation is interrupted,
discard unused intermediate.

References: [11], [4], [5], [8]

A1aOeon / Dispensing

Mévo yla ecwTtepkA xprion otnv (6la mapaokevr. Aev dlatiBetal avtololo o€ aoBevr Kol 6ev pUAdooeTAL YLX
EMOMEVN TIAPATKELH.

Internal use in the same compounding operation only. Do not supply directly to a patient or retain for a later
preparation.

References: [1], [8]
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Enmionpavon / Labelling

Kitplkd 0€0 25-50% w/v - BonONTIKS SLdAvua ¢ ZuykévTpwaon: * Noptiba: * Qpa mopaokeLAG:
¢ EvowpdTtwon otnv noptida: * Bonbntiké evdldpueco - xprion otnv (dla epyaoia, andéppuyn vmoAolmnov.

Citric acid 25-50% w/v auxiliary solution « Strength: * Lot: * Preparation time: ¢ Incorporate
into batch: ¢ Auxiliary intermediate - same-operation use; discard remainder.

References: [8]

v9 _controls / v9_controls

To apBunTiké éplo oto apyeio elvat pévo 6pLo BLBALOYPAPLKAC avaopdc UTd TIC £LBLKEG TPODTOBETELC. Agv €xEL
oplotel BUD mpayuaTikig mapTidag Kat 6ev éxouv napaydel petprioelc aw. H akplBrig obvBean, ta
TPOQTALTOOUEVQ, O MEPLEKTNG, N QUAAEN KoL Ta oTolxela EAEYYOU TIPETIEL va EYKPLOODV YL TN OUYKEKPLUEVN
epappoyr. H évap&n touv vmoAoylopol BUD eival n évapén tnc napaokevig. EQapudletal To GUVTOUSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO €AeyY0 BLdpKELag HETA TO Avolypa. Ta dpla USP elval texviké mAaiolo kat dev
napovoldfovtal WG eEAANVIKY 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.

AveEAPTNTN EAANVLKA KOl ayYAKH andédoon/opydvwaon otolxelwy TnG avaeepdpevng mNyng. Aev anoteAel enlonun petdepaon fi éykpLon Tou
€kdOTN.

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

Mnyéc ka1 mapanopunég / Sources and references

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

2012, 2nd ed., Rev. 02 - superseded | PDF pp. 203 | 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] 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]1 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
[6] 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
[7] 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

[8] PIC/S - Guide to Good Practices for the Preparation of Medicinal Products in Healthcare Establishments
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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
[9] 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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