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Kayakia 6&1vouv avOpakikoO vatpiov Ph. Fr.

Sodium bicarbonate capsules Ph. Fr.

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: 1 capsule / kaydkLo

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

0O&o avOpaKLkd vaTpLlo 125/250/500/1000 mg
Sodium bicarbonate

MIKPOKPUOTAAALKH KUTTapP(vN optional g.s. capsule BA. moodtnta /
Microcrystalline cellulose see quantity

MNeprypag@n okevaopatog / Preparation description

ZKANPG Kaydkla: Kawdkia 6Ewvou avBpakikol vatpiov Ph. Fr.. Mpdobeta KpLTApLa eupdviong 6ev TEKUNPLLVOVTAL
010 €EeTA0OEY €161KO Ke{uevo.

Hard capsules: Sodium bicarbonate capsules Ph. Fr.. Additional appearance criteria are not established by the
specific text reviewed.

References: [1]

Apdaon kaiL xpon / Action and use
AvTLéELvo BLtTavBpakikod vatpiov yla and Tov otéuatoc xprion.
Oral sodium-bicarbonate antacid.

References: [1]
Mpobiaypagéc / Specifications
NeplekTikéTNTA 90-110%" opolopop@ia palac: anocddpwan.

Assay 90-110%; uniformity of mass; disintegration.

References: [1]
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®wg / Light

Agv mapéxeTal EL6IKA QWTOOTABEPSTNTA TOL TEALKOU TPOIOVTOC. H amatToOUEVN QWTOMPOOTAC(O TOV MEPLEKTN,
epboov opiCetal, avagépetal atn POAAEN.

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

References: [1]

Aépac kat o€eidbwon / Air and oxidation

Agv MapéxeTal HEAETN 0EEBWTLKIAG 0TaBePATNTAG TOL TEALKOD PiyuaTog o0Te anaitnon adpavolc atudopalpac.
Tnpeitatl o mepLéKTNG TNG MNYAG.

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

References: [1]

Nepo kat SuaAvtotnTa / Water and solubility
AlttavOpakikéd vatplo: StaAvtd og vepd. H BEppavaon 1| anoobvBeon Tou dlaAbuaTog unopel va avgfoel To pH.

Sodium bicarbonate is water-soluble. Heating or decomposition of the solution can raise its pH.

References: [2]

Yypaoia / Humidity
NaHCO3: npootacia and vypaoia.
Protect sodium bicarbonate from moisture.

References: [2]

Oeppokpacia / Temperature
NaHCO3: n 6€épuavon unopel va MPoKaAEéoEL HETaTPOT O avBPaKLKS VATPLO, o 0TEPED | BLAALUQ.

Heating sodium bicarbonate can cause conversion to sodium carbonate, in solid material or solution.

References: [2]

pH kait cupBatéTnTa / pH and compatibility
NaHCO3: avti{bpaon ue oEéa e €kAvon CO2.

Sodium bicarbonate reacts with acids, releasing CO2.

References: [2]

AAAec aAAnAemidpaoelg / Other interactions

Agv opéxeTal MARPNG doKLUA cUPBATATNTAC TOL UiyHOTOC PE MPdoBeTA 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.

References: [1]

Elbika otowxeia ovotatikwy / Ingredient-specific information

ALTTOVOPOKLKO VETPLO: AEUKH KPLOTOAALKH KOVLG. MeplopiCovtal BepudTnTa Kat vypaacia: oL LBATIKEG ADOELG
dlatnpovvTtal Yuypéc dtav 6ev xpnoluomnolobvtal, cOUPWva UE TNV PAOOS Kal Tn ouyKeKpLpévn TeALKH oOvBean.
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Sodium bicarbonate: white crystalline powder. Limit heat and moisture; PAO0O5 recommends cooling unused
aqueous solutions, subject to the finished formula’s requirements.

References: [2]

Mpootacia epyalopévwy / Staff protection

Kabapr HOKpLUPAVLIKN EpyaoTnplakn evdupaoia, KEAALYN HAAALWY Kol YAVTLa KAaTd Tov XELPLoUS. AAAQYH YOVTLWV
METE and enudAvvon/eBopd.

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

References: [11], [3], [4]

ExTipnon kKivdéovovu / Risk assessment

ZuykekpLuévn maptida avagopdg: 1 capsule / kaydkio. Mpwto cvotatikd: O&wo avBpakikd vatplo, 125/ 250/
500 / 1000 mg. EAéyETe aveEdpTnTa TN XNHKA HOPOH, TIG HOVADEG Kol KABe KAlMdKkwon mpwv and ¢oyLon.

H opolopopeia pdlac 6ev amodelkviel pdévn tTnG opolopopeia meptexopévou. EAEYETE yewUETPLKA apaiwan,
€AAQXLOTN COYLON, AMWAELEG OTA TOLXWHOTA Kal apLlOud/uéyeboc kayakiwy. AlatnprioTe dlakpltr TavtdTNTA
LoxOWVY KaTd MApwaon Kot eEmafiuavaon.

KataypdyTte yla TNV TOMKA avdAuon moodTnTa avd napaokevr, ouxvotTnTa epyaoiag, dtdpkela avolkTtol
XELPLOPOD, TIBaVEC 0600¢ €KBEONC KL ATIOTEAECHATIKOTNTA TWY HETPWY eAEyXoU. AuTd elval otowxela etadbouv
™G a§loAdynong- 6ev anodideTal mPooXNUATIKOG TEAKOG BaBudG Kwdivou.

Znuelo eAéyyou amnodéopevong: aveEdptntn enaAriBevon mg avd povéada, cuvoALlkol aplBuol HovEdwy Kat
MkpdTEPNG TOYLONG. H opolopoppia pdlag ev umokaBLoTd TNV opolopopeia mepLekTIKOTNTAC OTOL ALTH
anatte{tal. Kataypdyte Sladoxr YEWHETPLKAG apaiwaong Kal anoguyr SlaxwpeLopod KovLwy.

Reference batch: 1 capsule / kaydkuo. First ingredient: Sodium bicarbonate, 125 /250 / 500 / 1000 mg.
Independently check chemical form, units and every scale conversion before weighing.

Mass uniformity alone does not prove content uniformity. Check geometric dilution, minimum weight, wall losses
and capsule count/size. Keep strengths distinctly identified during filling and labelling.

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: independently verify mg per unit, total unit count and smallest weighable quantity. Mass
uniformity does not replace content uniformity when required. Document geometric dilution and prevention of
powder segregation.

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

ZuvOnkec mapaokevng / Compounding conditions

Mpw and avdugn: Tavtonoinon XNUKAG HoPeAG Kal mapTidag KkdBe ouoTaTikoD, KaTaypaer BEWPNTIKWY
MOCOTATWY KAl EAEYX0G KaBapldTNTAC Tou £EOMALOMOD. OL BepoKpaoileg 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]
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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.

EmAeyEVOG YEVIKOG Kavovag: éwg 180 nuépeg atoug 20-25 °C yla oteper | 1IN LOATIKA PN MOOLUN HoPPH, UE
TEKUNPLWHEVN aw <0,6. H apxikh modtnta/vypaoia, n mpootacia and e(codo vepol Kat N eLOLKA KATAAANASTNTA
npénel va vmootnp{Couv avtr TNV Katnyopla.

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

O yevikdG kKavédvag amnoteAel ouvTNPENTLIKO dPLo EMAOYAG Kot OXL MELPAMATIKA anddelgn otabepdTnTag TNG
naptidag. H katnyopla ouvdéeTal pe TNV TEAK oOvBeon, TN oLVTAPNON KoL TLG EMTPENOUEVEG BEpoKkpaoiec. H
T aw 6gv MPoKOTTEL and To MOooaTS VEPODL 1 TNV anWAsLa Katd tnv EApavaon. MNa tekunpiwon xpnoluonotioTe
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 pnopel va TeKuNPLwOEel
and TNV akpLBr obvBeon Kal KATAAANAQ AVTLMTPOCWTEVTIKA Mapadelypata: dtav n obvbeon elvat aBéRain
oplaKr, MPOTIHATOL EL6LIKNA UETPNON HE KATAAANAN LUéBO0BO. ZTNY napoloa ékboan Hev umdpyel HETPNUEVN aw O0TE
anodeopevpévn mopTida. H Sldpkela Tou TEALKOD OKELAOUATOC KATA Kavdva dev vepBaivel To evamopévov BUD
TWY EVOWUATWHEVWY YAANVIKWY BAoswv/evolapéowy. EEaipeon xpetdleTtal €dikr attioAdynon 6TL 6ev
eNMNPEAZeTAL BUOHEVWIG N GUOLKH, XNHLKA A LikpoBLloAoyLkr moldTnta. KataypdyTte xwplotd TeAkd 6pLo,
NUEPOUNVIX MOPAOKELHG TWY EVOLAPETWY KAl MIPAYHATIKA nuepounvia ARENG TOLG.

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

Selected general rule: up to 180 days at 20-25 °C for a solid or nonaqueous nonoral-liquid form with supported aw
<0.6. Initial quality/moisture, exclusion of water ingress and physical suitability must support this category.
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], [6], [8], [10]

Mpoamaitovpeva / Prerequisites

Agv anatteltol ywplotrh Bdon HE KWOLKO uNTPWou. Tuxdv eUTopPLKd OYXNUA TIAPAUEVEL TO OKPLBEC 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

Zuyég, youd{/Omepog, KOOKLVO, CLUOKELH MARPWONG TOL KABOPLOPEVOL HEYEBOLG KaWaK{WY, EEOMALONOG EAEYXOL
palac/opolopopeiac.

Balance, mortar/pestle, sieve, capsule filler for the specified shell size and mass/uniformity QC equipment.

References: [1]
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M£00b0¢ mapaokevng / Compounding method
ETuA€ETe pla and tig Téooeplg meplekTKOTNTEG. Kookviote ota 250 pm €dv xpetddetal, avapi§te Kot TANPWOTE.
Choose one of the four strengths. Sieve at 250 um if needed, blend and fill.

References: [1]

Napatnpnioelg / Observations

H teAkr noodtnta e{val n Bdon tou nivaka gdvBeong. Kataypdgovtal mpayuaTiky andédoon, TuXdv amMWAELEC KOl
anOKA{OELG 0TO QUANO EKTEAEDNG.

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

References: [1]

MepLékTnG KalL cvokevaoia / Container and packaging
AgpoaTeYNG MEPLEKTNG.
Airtight container.

References: [1]

MoloTiko¢ éAeyxoc / Quality control

Me xprion MCC: and pelyua 10 kayakiwv, moodtnta toodivaun 0,750 g NaHCO3 oe 50 mL vepol xwpic CO2. HCI 1
M/ueBuAomnopTtokaAl: 1 mL = 84,0 mg NaHCO3. Opolopopoia pdfac/anocddpwaon Katéd tnv nnyH.

H néBobdocg, to dpLo amodoyrg, N MPayUaTIKA T KoL 0 EAEYKTAG KaTtaypdeovtal xwploTtd oto F-005. Anotuyia
Kplowung nmpodlaypaeric odnyel oe kapavtiva kat dtepedvnon katd SOP-015- n emavaAnyn eAéyxwv xpeltdleTal
attioAdynan.

When MCC is used: pooled contents of 10 capsules, amount equivalent to 0.750 g NaHCO3 in 50 mL CO2-free
water. Titrate with 1 M HCIl/methyl orange; 1 mL equals 84.0 mg NaHCO3. Source mass-uniformity/disintegration
tests apply.

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]

®0AaEn / Storage

AgpooTEYAC EPLEKTNG.
lNa 6ldpkela mov amnodidetal and yevikd Kavéva, epapudletal emmAéov n Bepuokpacia TNG eMAEYHEVNC
katnyoplag oto nedlo BUD. H nnyr dev tekunplwvel avbaipeteg aAAayEg Beppokpaciog.

Airtight container.
For a general-rule duration, also apply the temperature of the selected BUD category. The source does not
support arbitrary temperature changes.

References: [1], [5]

AwaOeon / Dispensing

Xopriynon otnv akpLpBr ouvTayoypaPnUévn MEPLEKTIKOTNTA. Ma LYPQ, XPNOLHOTIOLOTE KATAAANAN
BaBuovounuévn cbpLyya and Tov oTéUaToC: Kataypdyte 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]
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Enmionpavon / Labelling

Kaydkla 6€lvou avBpakikol vatplov Ph. Fr.

Ané Tov otéuatog

MNoodétnta: _ Moaptido:

Moapaokevdotnke:  XpAon €wg:

AcbBevng / 8don / ouyvéTnTa: _

®UAaEN: AEpoOTEYAG MEPLEKTNG.

©eppokpaoia yla To BUD auTtAg tng naptidag:

Sodium bicarbonate capsules Ph. Fr.

Oral use
Quantity: Batch:
Prepared: Use by:

Patient / dose / frequency:
Storage: Airtight container.
Temperature for this batch BUD:

References: [1]

v9_controls / v9_controls

To apBunTiké 6plo oto apyeio elvat pévo 6pLo BLBALOYPAPLKAC avapopdc UTd TIC £LBLKEC TPODTOBETELC. Agv €xEL
optotel BUD mpaypaTikAg mopTidag katl 6ev éyxouv napaydel petprioelc aw. H akplBrig obvBean, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN Kol Ta aTolxela eAéyyou PEMEL va YKPLOODY Yyl TN CUYKEKPLUEVN
epappoyn. H évap&n tou vmoAoylopol BUD eival n évapEn tng napaokevic. Epapudletal To CLVTOUOTEPO
TEKUNPLWHEVO OpLlo, HE XWPLOTO EAEYXO0 BldpKelag HETA TO dvolyua. Ta dplta USP gi{val texvikd mAaiowo kot 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 petdgpaaon fi €ykplon Tov
€kdOTN.

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

Mnyécg kaiL mapamnounécg / Sources and references

[1] Gélules de bicarbonate de sodium (0,125 g - 0.25g-0,5 g - 1g) (2007) (15/02/2012)

2007 | PDF pp. 1-2 | master formula | 2026-10-14
https://ansm.sante.fr/uploads/2020/10/23/gelules-de-bicarbonate-de-sodium-0-125g-0-25g-0-5g-1g.pdf

[2] FN/2003/PA/005 BICARBONATO DE SODIO

AwaBéotpo kelpevo / Retrieved text | PDF pp. 1-2 | raw material or occupational | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_005.pdf

[3] 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
[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
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[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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