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Natplooyxoc eaivofapfitain 10 mg/mL - méoL0
SLaAvpa

Phenobarbital sodium 10 mg/mL oral solution

BiBAloypa@lkr avagopd - Tormukr vtobétnaon / Reference monograph - Local adoption

MpoéAsvon kKaL mpoéoBaon otnv mnyn / Provenance and source access

H npoéAcvaon, n €k6oon Kol Ta 6pLa TWY MAPEXOUEVWY ATIOOTIATUETWY/BLRALOYPAPLKWY OvapOPWY dLatnpolvTaL.
To ke{pevo elvat n mapexduevn kot avabewpnuévn eyypaer Sikalias, 6xL véa mARpn¢ avadnuooievon Tou
npwToTONOoL TNG NMNYAC. MpdoBaacn oto NMARPEC MpwToTLTO YivETAL OTOV £MioNUO €KEATN, UE TNV AMALTOOUEVN
4bela fj ouvdpoun. Agv dBNAWVETAL OTL EKKPEUEG alTnUa emovdxpnong €XeL eyKpLOEeL.

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 avagopadg / Reference formula

Bdon / Basis: 40 mL

ZvoTaTtiko / Ingredient Moooétnta / Quantity

NatploOxog gatvoBapBLTdAn, KOVLG 400 mg
Phenobarbital sodium powder

FALKEPOAN 4 mL
Glycerol
Yowp KOTA TNV mMpodlaypar Tng mnNyng g.s. ad 40 mL

Water meeting source specification

Meplypa@n okevaopatog / Preparation description
AlaLyEG dxpwHo dLdAvpa.
Clear colourless solution.

References: [1]

Apaon kaiL xpAon / Action and use

BapBLtouptkd avTlemMANMTIKO/KATACTAATIKOS.
MAnpogopia yla tn dpaotikh and emoriuavon dAAov MPoldvTog: HeV TEKUNPLWVEL TN oTaBepdTnTa ) docoAoyia
aUTOU TOU YAANVLIKOU OKELAOUOTOG.

Barbiturate antiepileptic/sedative.
Active-drug context from another product’s labelling; it does not establish stability or dosing of this compounded
preparation.

References: [2]

Mpodlaypagéc / Specifications

Alavyécg, dxpwio. Anépplyn €4v eupaviodel K{Tpvo YpwWUa A KaTakpruvion.
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Clear and colourless. Reject if yellowing or precipitation occurs.

References: [1]

®wg / Light

Agv MapéxeTal EL6IKA QWTOOTABEPATNTA TOL TEALKOU TPOIOVTOC. H amatTtoOUEVN QWTOMPOOTAC(O TOL MEPLEKTN,
epboov opiCetal, avagépetal atn GOAAEN.

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

References: [1]

Aépac Kat o€eidbwaon / Air and oxidation

Aev mapéxeTal HEAETN 0EEWOWTIKAC OTABEPOTNTAC 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
H yAukepOAN avaptyvieTal He vepd. Autd 6ev kaBopl(Zel UikpoBLoAoyikr oTaBePSTNTA TOL OKELACTUATOG.
Glycerol is miscible with water. This does not establish product microbiological stability.

References: [3]

Yypaoia / Humidity
Yypookotitk] YAUKEPOAN: Tieploplote €KkBeon TNC MPWTNG VANG OTNY LYpPAOTia.
Glycerol is hygroscopic; limit raw-material exposure to moisture.

References: [3]

Oeppokpacia / Temperature

MNa to TeAkd okebaopa n nnyn opiCeL:
Kexptunopdyxpwiuo mAaoTtikd @LaAidlo, =25 °C. Agv yixetal AGyw Kwdlivou KATAKPAUVLONG.

For the finished product the source specifies:
Amber plastic bottle, =25 °C. Do not refrigerate: precipitation risk.

References: [1]

pH kai cupBatétnta / pH and compatibility

Agv op{CeTtat 6kd e0pog pH TOL TEALKOD OKELAOUATOG. Agv TipooTiBeTal pLOULOTAG PH XWPIG TEKUNPLWHEVN
oAAayr TnG obvBeang.

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

References: [1]
AAAeGg aAAnAemibpaoelg / Other interactions
FALKEPOAN: emk{vbuvn avtidpaon pe LoxupPd oEELBWTLKE.

Glycerol: hazardous reaction with strong oxidising agents.

References: [3]
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Ewdika otolxeia cvotaTtikwy / Ingredient-specific information

FALVKEPOAN: dXpwHO, BLavyEg, MaxVUPPELATO Kal EVTOVA LYPOOKOTILKS LYPOS. AvaulyvieTal Ue vEPS, aAAd elval
TMPOKTIKE adldAvTn o Aumapd Kot atBépla EAata.

FALKEPOAN: MapaAaBr HE TALTOTNTA APXLKOL Mopaywyoy, mapTida Kat aELdmoTo MaoTonolnNTIKA. MNa TIC OXETIKEG
MPWTEG UAEG, TO FDA avagépel EAeyxo dLatBuAevoyAukdAng (DEG) kat atBuAevoyAuKOANG (EG), KaBeutldg €wg
0,10% oOp@wva JE TNV EQapuooTéa Hovoypaeia. To dplo agpopd TNy MPwTn LAN.

Glycerol: clear, colourless, viscous and strongly hygroscopic liquid. It mixes with water but is practically insoluble
in fixed and essential oils.

Glycerol: retain original manufacturer, lot and reliable certificate. For the applicable raw materials, FDA describes
DEG and EG testing, each limited to 0.10% under the relevant monograph. This is a raw-material limit.

References: [3], [5]

NMpootacia epyalopévwy / Staff protection

Kabapr HaKpuPAvIkn epyaoTnplakr evdupaoia, KEAAvYn HAAALWY KoL YEVTLa KaTd Tov XELPLopud. AAAQYH YOVTLWV
META amd emudAvvon/ebopd.

Xelplotelte tn COyLoN Kot AstotpiBnon oe xwpo/dldtagn nov neplopifel daomopd Koviwy, pe mpooTacia
0QOAAUWY- 0 TUTIOG AVATVELOTIKAG TIpooTaciag kaBop(letal and tTn ocLYKeKPLUEVN €KBEDN.

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: [1], [4], [6]

EKTipnon kKwvdéovovu / Risk assessment

ZuykekpLuévn naptida avapopdc: 40 mL. MpwTto cvoTaTikd: NatpLoldXog eatvoBapBLTdAn, kévig, 400 mg.
EAEYETE aveEdpTNTa TN XNMHLKA HOPEH, TIG LOVABEG Kt K&Be KALMdKwaon mpwv amnd Toylon.

EAéyETe MARpPN 6LAALON Kal TUXOY KPLOTAAAWGN oTNV eMAeYPEVN Bepuokpacia. YnoAoylote Tov dyko ddong amnd
TNV akptBi mg/mL, éxt and TNV MEPLEKTLKOTNTA APXLKoL SLok{ov A amoBEéuaTos. AWoTe KATAAANAN OTOUATLKA
olpLyya.

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

2nuelo eAéyxouv amnodéapevong: enBeBatote TeEAKS dyko | udla otn Bepuokpacia avagopdc, Stadyela A
mpoBAenOuEYVN dLlaoTopd Kal CLUEWVIA TIEPLEKTN/MWUATOC LE TN ouvTayr. Ma OYKOUETPLKH avaywyr KNy
eglowveTe g g ML xwpi(g TEKUNPLWUEVN TTUKVOTNTA.

Reference batch: 40 mL. First ingredient: Phenobarbital sodium powder, 400 mg. 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.

References: [1], [9], [11]

ZuvOnkec mapaockevnG / Compounding conditions

Mpw and avdugn: Tavtonoinon XNUKAG HopeAg Kal napTidag kdBe cuoTaTikoD, KaTaypaer BEWPNTLKWY
MOGOTATWY KAl EAEYX0C KaBapLdTNTAC TOL EEOMALOUOV. OL BEpPUOKPAOIEC Kal N oelpd MPoodRKNC elval AVTEG TNC
nopokdTw Sladikaciag.
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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], [6]

Texkpnpiwon BUD / BUD rationale

AldpKela otnv Nyn: 7 NUéPEG, OTWE avabewpridnke otic 11/02/2025.

EmAéyetal n cOvtoun, edkh Sidpkela Kat n Beppokpacia TnG mMNYAC. Asv epapudletatl avbaipetn HeTOPOPd TOL
YevkoU 14nuépou amnd YoEn oe Bepuokpacia dwuatiov.

Huepopnvia xpiong = n evwpitepn emtpentr nuepopnvia and napackevr + emAgyuévn dldpketa, AREELG MPWTWY
VAWV KoL TUXOVY 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 TOLG EAEYXOULC.

O yevikdG kKavédvag amnoteAel ouvTNPENTLIKO dPLo EMAOYAG Kol OXL MELPAMATIKA anddelgn otabepdTnTag TNG
naptidag. H katnyopla cuvdéeTal pe TNV TEAK oOvVBeOn, TN CLVTAPNON KoL TLG EMTPENOUEVEG BEpoKpaoiec. 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.

H USP 6ev anattel pétpnon aw og kdBe un otelpo napackedaopa. H tekunplwuévn tagwéunon tng
OLYKEKPLPEVNG a0vBeang umopel va xpnotpomnole{tal wg 0dnydc: kataypdeeTal pntd we ekTiunon Kat éxt we
pétpnon. Auei{BoAn 1} oplakr Tagwéunon anattel €16Lkd TEKUAPLO | KATAAANAN HéTPnon. H nuepounvia TeALKOO
okevdopatog dev vepPaivel Tn dlaBéoun nuepopnvia TWv N MAPACKELAOUEVWY CLOTATIKWY/BACEWY, EKTOC av
€xel voBeTnOel emapkAg 16K TeEKUNPiwon yia TNV akpLBr TeALK obvBeaon.

Period reported by source: 7 days, as revised on 11 February 2025.

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 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], [7], [8], [10], [12]

MpoanaiTtobpeva / Prerequisites

Agv anatteltal xwploth B&on pe Kwdkd pNTpwov. Tuxdv eunoptkd dxnua MapapéveL To akPLBEG KATOVOUACOEVO
npotév tou nivaka.

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

References: [1]

E€omAlopog / Equipment

Zuyo6¢ KaTtdAANANG eAdxLotng C0ylong, youdi/omepog i opoyevomolnthcg, 6oxela avadulEng, ondTovAeg,
BepudueTpo dtav vndpyxel O€puavan, 6pyava oyKoHETPNONG Yla MOoOTNTEG 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]
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M£00b0¢ mapaokevng / Compounding method

Zvuyiote to vaTtplolyo &Aag, SlaBpéEte e YAUKEPOAN Kot IPpooBEéaTe oTadlakd VBWP. METAPEPETE MOCOTLKA Kal
ouunAnpwote ota 40 mL. Avaul€te Kal CLUOKEVAOTE.

Weigh sodium salt, wet with glycerol and add water progressively. Transfer quantitatively, make to 40 mL, mix
and package.

References: [1]

Napatnpnoclg / Observations

YMOXPEWTLKA N KéVLG vaTpLodxov gavoBapBLTdAng, OxL eAe0Bepn patvoBapBLtdAn ry Slokia. To OEWP MPENEL va
nAnpol Tnv mpodlaypaer BEPAMEVTIKAC XPHONG TNG MNYAC KAl TNV TOTLKH EQapUOoTER TpodLaypaen.

Use phenobarbital sodium powder, not phenobarbital free acid or tablets. Water must meet the source
therapeutic-use specification and applicable local quality requirements.

References: [1]

MNeplékTNG KaL ovokevaoia / Container and packaging
datok{tpvn MAACTIKA QLEAN TNG Tpodlaypaeric Tou UAAOL.
Amber plastic bottle as specified by the sheet.

References: [1]

MowoTikO6G éAeyxoG / Quality control

Alavyég, Axpwpo. Amdppwyn €&v epeaviadel k{tpwo XpwUa i KATAKPHUVLON.

EAeyX0G MOAVOALKWY MPWTWY LAWVY: Yo papUaKeia, EAeyXoG KEBe mapTidag | TEKUNPLWEVN dlac@dALlan eAEyYOL
and a&lénioto npounBevth Katd FDA. H anAr tavtonoinon pe IR dev anokAeiet DEG/EG.

H néBobog, To 6pLo amodoyrc, N MPAYHATIKA TIUA Kal 0 EAEYKTAC KaTtaypdeovTal xwplotd oto F-005. Anotuyia
Kplowng mpodlaypa@rc odnyel o kapavtiva Kat dtepebivnon katd SOP-015- n emavadAnyn eAéyxwv xpeldleTal
attoAdynon.

Clear and colourless. Reject if yellowing or precipitation occurs.

Polyol incoming QC: pharmacies test each lot or ensure documented testing by a reliable supplier, as described by
FDA. IR identity alone does not exclude DEG/EG.

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], [5], [11]

®0Aa&n / Storage
Kexpunopdyx pwio mAaoTkd @LaAidlo, =25 °C. Agv yixetal AGyw KWwdOvou KATAKPHUVLONG.

Amber plastic bottle, =25 °C. Do not refrigerate: precipitation risk.

References: [1]

AwaOeon / Dispensing
Oyxt youyelo. Mn xpnouomote(te av epgavioTel K{Tpwo xpwua 1 {fnua. Xpnaotpomnole{tal To vatplodxo dAag oe KoL.

Do not refrigerate. Do not use if yellow colour or precipitate develops. Use powdered sodium salt.

References: [1]
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Enmionpavon / Labelling

NaTtpLovyog eawvoBapBLtdAn 10 mg/mL - néoio dSidivua

Ané Tov otéuatog

MNoodétnta: _ Moaptido:

Moapaokevdotnke:  XpAon €wg:

AcbBevng / 8don / ouyvéTnTa: _

®OAaEN: Kexplunapdxpwpo MAACTIKG QLaAidlo, =25 °C. Agv yoxeTat Adyw KwdOvou KaTakpriuviong.
©eppokpaoia yla To BUD auTtAg tng naptidag:

Phenobarbital sodium 10 mg/mL oral solution

Oral use
Quantity: Batch:
Prepared: Use by:

Patient / dose / frequency:
Storage: Amber plastic bottle, =25 °C. Do not refrigerate: precipitation risk.
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] New Zealand Compounding Working Group - NZ standardised oral formulation batch sheet; hosted by PSNZ
4.0/11/02/2025 | PDF pp. 1-2 | master formula | 2026-09-10
https://www.psnz.org.nz/Folder?Action=View+File&File=NZSOF+Phenobarbital+10mg-1mL.pdf&Folder_id=189

[2] DailyMed / NLM: PHENOBARBITAL TABLET [REMEDYREPACK INC.]

SPL published Sep 03, 2026 | Indications / warnings / pharmacology | clinical class only | 2026-09-10
https://dailymed.nIm.nih.gov/dailymed/druginfo.cfm?setid=4e2910f2-173d-4b5c-aad3-44f4ab40d8cb

[3]1 FN/2003/PA/013 GLICEROL

Awabéoipo kel{pevo / 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_013.pdf
[4] 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

[5] FDA - Testing of Glycerin, Propylene Glycol, Maltitol Solution, Hydrogenated Starch Hydrolysate, Sorbitol Solution, and Other High-Risk
Drug Components for Diethylene Glycol and Ethylene Glycol

May 2023, revision 1 | Recommendations; section on pharmacy compounding | raw material quality | 2026-09-12

https://www.fda.gov/media/167974/download
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[6] 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

[7] 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
[8] 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
[9] 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
[10] 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
[11] 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
[12] 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

Sikalias Greek Formulary | Reference documentation 7



