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Néoipo diaAvpa yAvkodng, NaCl kat KiTpitkoU vatpiov -
St. Marks

Compound Glucose Sodium Chloride and Sodium
Citrate Oral Solution

BLBALoypagiki avagopd - Tomkr vtoBétnon / Reference monograph - Local adoption

MpoéAsvon kKatL mpdéoRaocn otnv mnyn / Provenance and source access

BP: npoéAevon and ta napexdUeEVA aMooTIAOPATA 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 £MONUO EKEATN, HE TNV amatTtoOueVn ddeta fj ouvdpopr. Aev BnAWveTal 6TL
EKKPEUEC alTnua emavdyxpnong €xeL eyKpLOEel.

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 MoooétnTa / Quantity

Avubpn YAUKSOTN 209
Anhydrous glucose

XAwplovxo vatpLo 359
Sodium chloride

Kitpikd vatplo 8106ptkd 259¢g
Sodium citrate dihydrate

Yowp katd BP g.s. ad 1000 mL
Water BP

MNeprypag@n okevaopatog / Preparation description

Méowuo 6LdAvpa: Méouo dtdAvua yAvkdlng, NaCl kat kitpikol vatpiov - St. Marks. Mpdabeta kKpLtripla epedviong
dev TekuNpLWvVovTaL 0To €£€TO00EY €161KS Kel{pEVO.

Oral solution: Compound Glucose Sodium Chloride and Sodium Citrate Oral Solution. Additional appearance
criteria are not established by the specific text reviewed.

References: [1]

Apaon kaL xpAon / Action and use

MpéANYN/avTIPHETWTILON APLOATWONG KE TOOLUN EVLBATWON KaTd TNV tNyr. H emAoyr TNG KATAAANANG obvBeong
anottel KAWLKA agloAdynaon.
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Prevention/treatment of dehydration through oral rehydration according to the source. Selection of an appropriate
composition requires clinical assessment.

References: [1]

Mpodiaypagic / Specifications
pH 5,5-7,5. TAvk6Cn 1,9-2,1%, NaCl 0,33-0,37%, KLTplkd vatplo 6106pLkd 0,24-0,26% w/v.
pH 5.5-7.5. Glucose 1.9-2.1%, NaCl 0.33-0.37%, sodium citrate dihydrate 0.24-0.26% w/v.

References: [1]

®wg / Light

Agv MapéxeTal 6K PWTOOTABEPOTNTA TOL TEALKOD TPOIOVTOC. H aMaLTOOUEVN QWTOMPOCTAC( TOV MEPLEKTN,
epooov opiCetal, avagépetal otn POAaEN.

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

References: [1]

Aépac kKat o€eidbwon / Air and oxidation

Agv TOPEXETAL HEAETN OEEWOWTIKAG 0TaBEPOTNTOC TOL TEALKOU HiypaTog o0Te anaitnon adpavolc atudopalpag.
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 SiaAvtoTnTa / Water and solubility
XAwplo0xo vdtplo: n avtiotowxn kabapr mpwtn VAN katd JP elvat evdLdALTN GTO VEPS.
Sodium Chloride: JP classifies the corresponding pure raw material as freely soluble in water.

References: [3]

Yypaocia / Humidity

Agv SlveTatl aplBunTikd éplo oxeTIKAG bypaciag yla To TeAkd okebaoua. AogedyovTat dlaBpoxh 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

Mo to TeAkS okebaopa N nyr opiCeL:
2-8 °C.

For the finished product the source specifies:
2-8 °C.

References: [1]

pH kait cupBatéTnTa / pH and compatibility

Mpodlaypa@r Tou CLYKEKPLUEVOL OKELATUATOC, 6XL e0pOoG anodedelyuévng otabepdTnTaC:
pH 5,5-7,5. TAuk4Cn 1,9-2,1%, NaCl 0,33-0,37%, KLTplkd vatplo 6106pLkd 0,24-0,26% w/v.
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Specification of this preparation, not a demonstrated stability range:
pH 5.5-7.5. Glucose 1.9-2.1%, NaCl 0.33-0.37%, sodium citrate dihydrate 0.24-0.26% w/v.

References: [1]

AAAeG aAAnAemiibpaoclg / Other interactions

Aev napéxetal mARPNS 6ok ouuBaTtdTNTAC TOL PiyHaTOG UE MPSOBeTa dPAOTIKA 1 dLapopeTIkA €kBoya. Ot
LTIOKATAOTACELG amalTolv XwpLloTH Tekunpiwon.

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

References: [1]

Ewbikd otolxeia ovotatikwyv / Ingredient-specific information
XAwpLo0X0o vaTPeLo: MPWTN VAN HE XOPaKTNPLOUS dlaAvTédTnTag 0TO vEPS «ELBLAALTN» KaTA JP.
Sodium Chloride: raw-material water solubility is classified as freely soluble by JP.

References: [3]

MpooTtacia epyalopévwy / Staff protection

KaBapr pakpuudvikn epyaoctnplakr evduvpaoia, KAALYN HOAALWY Kal YEvTia KaTd Tov XELPLOPS. ANy YOV TLWY
pETE amnd empdAvvon/eBopd.

Xelplote(te tn COyLoN Kot Astotpi{Bnon oe xwWpo/dldtagn nov neplopi(Cel Saamopd Koviwy, Pe mpooTaaia
0QOAALWY: 0 TOMOG AVANMVELOTIKAG MpooTaciag Kabopi(Cetal and Tn cuyKeKpLpévn €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], [4]

ExTipnon kKivdéovovu / Risk assessment

JuyKeKpLuévn mapTida avagopdc: 1000 mL. MpwTo cvoTtaTtiké: Avudpn YALKATN, 20 g. EAéyETe aveEdpTnTa TN
XNHLKA HopOn, TIG HOVABEG Kat KEBe KALLdKkwon mptv amnd ¢oyLon.

EAéyETe MARPN 6LdALON Kal TuX6Y KPLATAAAWGN OTNY eTAEYUEVN Bepuokpaaia. YrnoAoyiote Tov dyko 66ong and
™V akpLBR mg/mL, éxL and TNV NEPLEKTIKOTNTA ap)lkol SLokiov A anoBéuaTtog. AWoTe KATAAANAN OTOUATIKA
alpLyya.

KataypdyTte yla TNV TOMKA avdAuon moodTnTa avd mapaokevr, ouxvotTnTa epyaoiag, dtdpkela avolkTol
XELPLOPOD, TIBaVEC 0600¢ €KBEONC KL ATIOTEAECHATIKOTNTA TWY HETPWY eAEyXoL. AuTd elval otowxela eladbouv
™G a§loAdynong- 6ev anodideTal mPooxNUATIKOG TEAKOG BaBudG Kwdivou.

Znuelo eAéyyou amnodéopevong: emBeBatwote TeAkd dyko 1 udla otn Beppokpacia avagopdc, diadyela A
npoBAenOueVN dlaoopd Kal CLHEWVIA TIEPLEKTN/MWUATOC HE TN ouvTayh. Ma OYKOUETPLKY avaywyr KNy
€ELOWVETE g Me ML YWPI(¢ TEKUNPLWUEVN TTIUKVOTNTA.

Reference batch: 1000 mL. First ingredient: Anhydrous glucose, 20 g. Independently check chemical form, units
and every scale conversion before weighing.

Check complete dissolution and crystallisation at the selected temperature. Calculate dose volume from the exact
mg/mL, not the starting tablet or stock strength. Supply a suitable oral syringe.

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.
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References: [11], [7], [9]

ZuvOnkec mapaokevns / Compounding conditions

Mpw and avdugn: Tavtonoinon XNUKAG HOoPeAG Kal mapTidag KkdBe cuoTaTikoD, KaTaypaer BEWPNTIKWY
MOCOTATWY KAl EAEYX0G KaBapldTNTaC Tou eEOMALOMOD. OL BepoKkpaoieg Kal N oelpd mPoodrikng elvatl aVTEC TNG
nopakATw 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], [4]

Texkpnpiwon BUD / BUD rationale

Aldpkela otnv Nyn: Anopp{yTe To umdAoLno 24 WPEG PETA TNV TIAPAOKELH.

EmAéyeTtal n cOvtoun, bk 6ldpkela kat n Beppokpacia TnG mMNYAC. Asv epapudletatl avbaipetn HeTOPOPd TOL
yevikoU 14nuépou amnd YoEn oe Bepuokpacia dwuatiov.

Huepopnvia xpiong = n evwpitepn emtpentr nuepopnvia and napackevr + emAgypévn dldpketa, AREELG MPLTWY
VAWV KoL TUXOV CLUVTOUSTEPO TEKUNPLWHEVO OpLo. O Xpdvog PETA To dvolypa 6ev napaTteivel To cuvoAlkd BUD. H
TEALKH NUEPOUNVI{O CUPTANPWVETAL YLO TN OLYKEKPLUEVN AP T{BA PETA TOLC EAEYXOULC.

O yevikdG kavédvag amnoteAel ouvTNPENTLIKO dpPLo EMAOYAG Kol OXL MELPAMATIKA anddelgn otabepdTnTag TNG
naptidag. H katnyopla ouvdéeTal pe TNV TEAK oOVBEDN, TN OLVTAPNON KoL TLG EMTPENOUEVEG BEpoKkpaoiec. H
T aw 6gv MPoKOTTEL and To MocoaTéd VEPODL 1 TNV anWAsLa Katd tnv EApavaon. MNa tekunpiwon xpnollonotioTe
SOP-014 kot F-006- yia €16ikry aw, SOP-017 kot F-012.

Altevkpivion USP: dev anatte{tal pétpnon aw yia kdBe pn otel{pa napaokevr. H katnyopla punopel va TeKunpLwOEel
and TNV akpLBr obvBeon Kal KATAAANAQ QVTLMTPOCWTEVTIKA Mapadelypata: dtav n obvbeon slvat aBéRain
oplaKr, MPOTIPATOL EL6LIKNA HETPNON HE KATAAANAN LUéB0BO. ZTNY napoloa ékboan Hev umdpyel HETPNUEVN aw O0TE
anodeopevpévn mopTida. H Sldpkela ToL TEALKOD OKELAOUATOC KATA Kavdva dev vepBaivel To evamopévov BUD
TWVY EVOWUATWHEVWY YAANVIKWY BAoswv/evolapéowy. EEaipeon xpetdleTtal €dikr attioAdynon 6TL dev
eNMNPEAZETAL BUOHEVWIG N GUOLKH, XNHLKA H LikpoBLloAoyLkr moldTnta. KataypdyTte xwplotd TeAkd 6pLo,
NUEPOUNVIX MOPAOKELHG TWY EVOLAPETWY KAl MPAYHATIKA nuepounvia ARENG TOLG.

Period reported by source: Discard any remainder 24 hours after preparation.

Use the source’s specific short period and temperature. Do not transfer the general refrigerated 14-day limit to
room temperature.

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], [5], [6], [8], [10]

Mpoamaitovpeva / Prerequisites

Aev anatte(tal xwploth Bdon pe KwdKS pNTPWOoL. 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.
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References: [1]

EEomAlopog / Equipment

Zuyég KaTtdAANANG eAdxloTng COyLong, youdi/Omepog A opoyevonolnTthg, doxela avdulgng, ondTtovAeg,
BepudueTpo dtav undpyel O€ppavan, dpyava oyKopéTpNong yla noodtnteg mL.
BaBuovounuévo pHUETPO Kal KATAAANAQ PUBULOTIKE EAEYXOU.

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

References: [1]

M£00o60¢ nmapaokevnc / Compounding method
AlaAboTE TIC ENpéc DAEC Kal ouunAnpwoTte ota 1000 mL, apéowc mpwv tn dlddeon.
Dissolve dry ingredients and make up to 1000 mL immediately before supply.

References: [1]

Napatnpnioclg / Observations

Agv TauTi{CeTal e omolodAMoTe GAAO SLAALHA OTOUATIKAG enavuddTwong. EmBeRatwoTte To 6LOOPLKS KLTPLKO
GAaG Kat TNV KAWLKEA €VOELEN.

Do not substitute for another oral rehydration formula. Confirm citrate dihydrate and the clinical indication.

References: [1]

MNeplékTnNG KaL ovokevaoia / Container and packaging

EmiAdoyn yla tomkr agloAdynon: KaAd kKAEloT @LAAN cupBatr He To LYPO. 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

FALKOTN: MoAwaoPeTpla HETA MPOoOAKN auuwviag Kat avapovri 30 min, kuyeAida 2 dm kat cuvteAeoTéc TnG BP.
NaCl: AgNO3 0,1 M, 1 mL = 5,844 mg NaCl. Kitptkd vatplo: un vdatikr oykopétpnon HCIO4 0,1 M petd mAfpn
npoetoldacia- 1 mL = 9,803 mg 6Lévudpou KLTpLtkol vatplov.

H uéBodog, to 6pLo anodoyrg, N MPAYHATLKA TIUA KAl 0 EAEYKTHG KataypdovTal xwpLlotd oto F-005. Anotuyia
Kplowng mpodlaypa@rc odnyel o kapavtiva Kat dtepebivnon katd SOP-015- n emavdAnyn eAéyxwv xpeldletal

aLTloAdynon.

Glucose: polarimetry after ammonia addition and a 30 min wait, 2 dm cell and BP calculation factors. NaCl: 0.1 M
AgNO3, 1 mL equals 5.844 mg NaCl. Sodium citrate: nonaqueous titration with 0.1 M HCIO4 after full preparation;
1 mL equals 9.803 mg sodium citrate dihydrate.

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], [9]

®0Aagn / Storage
2-8 °C.
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2-8 °C.

References: [1]

AwaOeon / Dispensing

Xopriynon otnv akpLBri ocuVTayoypaPnUéVN MEPLEKTIKOTNTA. Ma LYPA, XPNOLHOTIOLOTE KATAAANAN
BaBuovounuévn cbpLyya and Tov oTéUaToC: KaTtaypdyte 660n Kat cuxvdéTNTA ANd TN CLVTAYH.

Dispense the exact prescribed strength. For liquids use a suitable graduated oral syringe; record dose and
frequency from the prescription.

References: [1]

EmioApavon / Labelling

Méaowuo SldAvpa YAukéZng, NaCl kat kitpltkob vatplov - St. Marks
Ané tov otéPATOC

MNooétnta: _ Maptida:

MNapaokevdotnke: _ XpAon éwg:

AoBeviig / 86on / ovyvéTnTa:

®OAEN: 2-8 °C.

©epuokpaoia yia to BUD autAg tng naptidag:

Compound Glucose Sodium Chloride and Sodium Citrate Oral Solution

Oral use
Quantity: Batch:
Prepared: Use by:

Patient / dose / frequency:
Storage: 2-8 °C.
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] British Pharmacopoeia 2016 - Compound Glucose, Sodium Chloride and Sodium Citrate Oral Solution

2016 | PDF pp. 1-2; 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

Awabéoipo kelpevo / Retrieved text | PDF pp. 1-5 | general staff protection | 2026-09-10
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https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_l_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]1 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
[8] 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
[9] 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
[10] USP - General Chapter <795> FAQs

Updated 1 November 2023 | Questions 52, 54-56, 60-62; PDF pp. 11-14 | Primary clarification of aw classification, extension prerequisites and
compounded-component BUDs; not automatic Greek legal adoption | 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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