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XAwpLoOYo vatpLo 25% w/v - ondNTIKO MOKVWONG

Sodium chloride 25% w/v thickening intermediate

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

XAwplovyo vatpLo 259
Sodium chloride

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

MNeprypag@n okevaopatog / Preparation description

Yypr Bdon A BondnTikd didAvpa: XAwpLodxo vatplo 25% w/v - BondnTtikd mikvwong. Mpdobeta kpLtripLa
EUQAVLONG BEV TEKUNPLWVOVTAL OTO £EETATBEY €LOIKS Kelpevo.

Liquid base or auxiliary solution: Sodium chloride 25% w/v thickening intermediate. Additional appearance criteria
are not established by the specific text reviewed.

References: [1]

Apdaon kaiL xpon / Action and use
BorOnua piduLong LEWdoLG GAUMOLAV/LYPWY TATIOLVLWVY.
Viscosity-adjustment intermediate for shampoos/liquid soaps.

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 container, 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
XAwpLoO)o vatpLo: n avtiotowyn kabapr mPWTN UAN Katd JP elval evdldAvtn oto vePD.
Sodium Chloride: JP classifies the corresponding pure raw material as freely soluble in water.

References: [3]

Yypaoia / Humidity

Agv dlveTal aplBunTiké 6pLo oxeTikiG vypaciag yla To TeEAkO okeDaopa. ATto@ebyovTtal SLaBpoxr MPWTWY LAWY
KOl HETAPOPA CUUMUKVWHUATWY 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

A€V TEKPNPLWVETAL EMLTPENTH BEpUOKpaTLlakr amdkAlon i KOKAOG KatdyuEnc/andyuEnc. O Bepuokpaaieg
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 kai cupBatoéoTnTa / pH and compatibility

Aev op{ZeTal €d1kd €0pog pH TOL TEALKOD OKELAOTHATOC. Agv TipooTBeTAL PLOULOTHG PH XWPIG TEKUNPLWHEVN
aAAayr Tng obvbeaonc.

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

References: [1]

AAAec aAAnAemidpaoselg / Other interactions

Agv opéxeTal MARPNG doKLUA cUPBATATNTAC TOL UiyHOTOC PE MPOoBeTA SPpaoTIKA 1] SlapopeTikd €kboxa. OL
LTIOKATAOTACELG analTolv XwpeLoTH 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
XAwpLo0xo vaTpLo: mpwTn DAN PE XOUPAKTNPLOUS SLAALTOTNTAG GTO vEPS «ELBLAALTN» KA T JP.
Sodium Chloride: raw-material water solubility is classified as freely soluble by JP.

References: [3]

MpooTtacia epyalopévwy / Staff protection

KaBapn pokpupdvikn epyaotnplakr evdupaoia, KEAvwn PaAALWY KOl YAVTLO KATA TOV XELPLOUS. AAAQYH YOVTLWV
META amnd emudAvvon/eBopd.

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

References: [1], [2], [4]

ExTipnon kKwvéovovu / Risk assessment

ZuykekpLuévn mopTida avaeopds: 100 mL. MPwTo cLOTATIKG: XAWPLOUXO0 VATPLO, 25 g. EAEyETE aveEdpTnTa TN
XNULIKA Hopor, TIG HOVADECG Kal KABE KALUdKwaon mpwv and Zoylon.

QG €vdLApEDO, QEPEL ELBLEAKPLTN TAVTOTNTA KAl CLUYKEVTPWON: 6ev SlaTiBeTal WG TEAKS pdpuako. H apaiwon A
npooBnikn 6pacTtikig analtel véo umoAoylopd ekdOYwv, cuvtApnong Kat BUD. EAéyEte 6TL KABe eEapTwpevn Bdon
€xeL anodeopevbel.

KataypdyTe yia tnv Tomkr avdAvon noagdtnta avd napaokevr, ouxvoétnta epyaciog, didpKela avolkTol
XELPLOUOD, TBAVEG 0600G €KBEONG KL AMOTEAECUATIKOTNTO TWY HETPWY eAEYXOL. AuTd elval atolxela elgédouv
NG a&loAdynaong: 6ev amodibeTal MPOoYNUATIKOC TEALKOG BaOUSC KlvdOvou.

2nuelo eAéyxouv amnodéapevong: enBepatote TeEAKS dyko | udla otn Bepuokpacia avagopdc, dStadyela A
mpoBAenOuEYN dlaoTopd Kal CLHEWVIA TIEPLEKTN/MWUATOC LE TN ouvTayr. MNa OYKOPETPLKY avaywyr Knv
eglowveTe g g ML xwp(g TEKUNPLWUEVN TTUKVOTNTA.

Reference batch: 100 mL. First ingredient: Sodium chloride, 25 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], [8], [10]

ZuvOnkec mapaockevnG / Compounding conditions

Mpw and avdulEn: Tavtonoinon xNUIKAG HOPPAC KAl MapTidac KABE cLOTATIKOD, KATAYPAPH BEWPNTIKWY
TOCOTATWY Kal EAEyY0C KabapldTnTtag Tou eEonAlopol. OL Bepuokpacilegc Kol N oelpd MPoaBAKNG elval avTéG TNG
nopakdTw Sladikaoiag.

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

TNV nopoloa EQaPPOYr TO SLAALUA XPNOLUOTOLE(TAL ATMOKAELOTIKE WC vWwTd BondnTikd evbldueco tng (dlag
ouveyol¢ epyaoiac. MapaokevdoTte TNV avaykaio ToodTNTA, EVOWHATWAOTE TN XWPIC MPOYPAUUATIONEYN
anoBrikevon Kat anopplyte To vndAoLno PHETA To 0TALLo Xpriong. KataypdyTe WPEC MOPACTKEVAC, EVOWUATWONG
Katl anéppwyng. Aev anodidetal moAvrpepo BUD olte emtpénetal andbepua yia enduevn epyacia. To BUD tou
TeEALKOU TipoidvTtog aglodoye{tal avTtoTeEAWC. Avth elvatl ouvtakTikh pelwon Touv mediov xpriong BAoeL eAéyyou
dlepyaoiag, 6L TeEkPrpLo otabepdTNTAG AMOONKELUEVOL BLAADHATOG.

H USP 6ev anattel pétpnon aw og kdBe un otelpo napaockedaopa. H tekunplwuévn tagwéunon tng
OLYKEKPLUEVNC a0vBeang umopel va xpnotpomnole{tal wg 0dnydc: kataypdeeTal pntd we ekTiunon kKat éxt wg
pétpnon. Auei{BoAn 1 oplakr Tagwéunon anattel €16Lkd TEKUAPLO | KATAAANAN HéTPnon. H nuepounvia TeALKOO
okevdopatog dev vepPaivel Tn dlaBéoun nuepopnvia TwWv N MAPACKELAOUEVWY CUOTATIKWY/BACEWY, EKTOC av
€xeL voBeTnOel emapkAg 16K TeEKUNPlwon yla TNV akpLBr TeALK 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: [1], [5], [6], [7], [9], [10], [11]

Mpoamaitovpeva / Prerequisites

Aev anatte(tal xwploth Bdon pe KwdKS uNTPWOoL. Tuxdy EUMOPLKS OYNUO TTAPAUEVEL TO AKPLBEC KATOVOUXTOUEVO
npotév tou nivaka.

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

References: [1]

EEomAlonog / Equipment

Zuyo6G KaTdAANANG eAdxLoTng 0ylong, youdi/omepog i opoyevonolnthg, doxela avaulgEng, ondTovAEg,
BepudueTpo TV LNIAPXEL Bépuavan, dpyava oykopéTpnong 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£0060¢ mapaokevng / Compounding method
ALoADOTE 0TO UOWP, CUUMANPWOTE GYKO KAl OLOYEVOTIOLATTE.

Dissolve in water, make to volume and mix.

References: [1]

Napatnpnoelg / Observations

BonBbnTikd yla capmnovdv/vypolg odnwveg. Agv ivat tlodtovo didAvpa Kat 8gv mpoopilfetal yia €yyxvon A
0QOaALLKA XproN.

Intermediate for shampoos/liquid soaps. Not isotonic and not for injection or ophthalmic use.
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References: [1]

MepLékTnNG KalL ovokevaogia / Container and packaging
Kexpiunapdypwpo yudAwo doxelo, mpootacia and ewg, Bepuokpaocia dwuatiov.
Amber glass container, protected from light, room temperature.

References: [1]

MowoTikO6¢ éAeyxoG / Quality control

OomntikA e€€taon epedviong, EAeyxog TeAKoO dykou/PNddag Kat, yla evalwpripaTta, enavadlaonopds. Agv
evton{oTnKe €L6LKA EMKLPWHEVN OVAALTIKA LEBOSOC YL TO TEALKS piyua oTtnv nnyr. OL MPoTEWAUEVOL
evbonapaokevaaTikol éAeyyol 6ev vmokaBLoTolv assay 1 HIKPOBLOAOYLKO EAeyxo éTaV amattodvTaL.

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

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], [10]

®0Aain / Storage

KAELOTOG, TavTOMOLNUEVOG TMEPLEKTNG KATA TN oOvToun mapapovr péaa otnv (dla epyaoia, PHe TG MPOPUAGEELC
QWTOG/VALKOU TEPLEKTN TNG TINYNG. Agv poBAENETOL anobrikevon wg andbepa. Alakomr TnG cuvexolg dlepyaciag:
andppyn TOL Un xpnotuomnotnuévou evdlapéaoou.

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], [5], [6], [7], [10]

AwaOeon / Dispensing

Mévo yla eowTepLKn xprion otnv (dla napackevr. Agv dlatiBeTal avtololo oe aagBevr Kol Hev GUAGTTETAL YLX
EMOUEVN TIAPAOKELH.

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

References: [1], [10]

EmioApavon / Labelling

XAwpLoOyo vaTtpLo 25% w/v - BondnTiké nMOKvwWong * ZuykévTpwon: e MapTida: * Qpa mopPaoKELAC:
* EvowpdTtwon otnv moptida: ¢ BonBntikd evdldpeco - xprion otnv dla epyacia, andppwyn

vtmoAo(mov.

Sodium chloride 25% w/v thickening intermediate * Strength: * Lot: * Preparation time: .

Incorporate into batch: * Auxiliary intermediate - same-operation use; discard remainder.

References: [10]
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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. 206 | 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] MHLW - Japanese Pharmacopoeia XVIII: Sodium Chloride

JP XVIII, 2021; English text | Printed p. 1702; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.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] 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
[7] Greenspan L. Humidity fixed points of binary saturated aqueous solutions

) Res Nat Bur Stand A. 1977;81A:89-96 | Table 2, sodium chloride, 25 °C | Primary metrology; saturated NaCl equilibrium humidity. US
government publication | 2026-09-12

https://nvipubs.nist.gov/nistpubs/jres/8la/jresv81lanlp89_alb.pdf
[8] 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
[9] 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

[10] 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
[11] 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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