ZUVTAYOASYLO FAANVIKWY ZKELAOPATWY
EAANviIKO6 Formulary Sikalias

Natprooyxoc eawvofapfBitain 10 mg/mL — moéocLpo
SLaAvpa
Phenobarbital sodium 10 mg/mL oral solution

CGR-NZ-007 « Ekdoon / Version 4.0 * 10.09.2026
MpwTtoBouvAia CUAAOYAC LALKOU amd £YKLPEC MNYEC, WG Bdon yia tn dnuiovpyia EAANVIKoO formulary.
2TaOWOC Xp. ZIKAALLC.

An initiative collecting material from authoritative sources to lay the foundations for a Greek formulary.
Stasinos Chr. Sikalias.

AEATIO MPOZ TOMIKH EFKPIZH — n avBevtia tng mnyrig 6ev unmokablotd tnv éyKplon tng noptidac.
WORKSHEET FOR LOCAL APPROVAL — source authority does not replace batch approval.

Mnyr / Source: New Zealand Compounding Working Group — NZ standardised oral formulation batch sheet; hosted by PSNZ
*B1l-+4.0/11/02/2025

AeAti{o TeKUNPI{wONG TIPOG TOTILKNA EMLOTNUOVLIKA €yKpLon. Agv amoTeAel emKupwuévn odnyia
anobdéauevong nopTidac.

Evidence worksheet for local scientific approval. It is not a validated batch-release instruction.

dappakoTeXVLIKA popen / Dosage form
Nnéouo dldAvpa

Oral solution

AAAeg ovopaoieg / Other names

New Zealand Compounding Working Group — NZ standardised oral formulation batch sheet; hosted by
PSNZ
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Zuvtayn / Master formula

Bd&on vnoAoylopo0 / Formula basis: 40 mL

A/ ZuoTatiko / Ingredient MoooétTnTa Movabda
A Quantity Unit

No

1 Natplovxog eawoBapBLtdAn, kdvig 400 mg

Phenobarbital sodium powder

2 FAuvkepdAN 4 mL
Glycerol
3 Yowp Katd TNV npodlaypadri TNG MNYAC g.s. ad 40 mL

Water meeting source specification
Mnyn oOvBeong: [1]. q.s. = enapkrig moodtnTa - ad = péxpL TEALkS oOvoAo. Aev peTaTpénovTal avbaipeta g o mL.
Formula source: [1]. g.s. = sufficient quantity; ad = to the final total. Do not arbitrarily convert g to mL.
MNepiypag@n okevaopatog / Preparation description
Alavyéc axpwpo SldAvpa. [1]

Clear colourless solution.

Apaon kaiL xpAon / Action and use

BapBLTouplkd avTlemANMTIKO/KATAOTAATIKS.
MNAnpogopia ywa tn dpactikh and emoripavon GAAoL POoIOVTOG: BEV TEKUNPLWVEL TN oTaBepdTNTA i
SoogoAoyla auTtol Tov YaANVIKOU OKELAOUATOC. [2]

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

Mpodlaypagéic / Specifications
Alavyég, dxpwuo. Anéppwn €dv eppaviode( k{tpvo xpwua f Katakpruvion. [1]

Clear and colourless. Reject if yellowing or precipitation occurs.

ZuvOnKkeg kKalL mpo@uAa&elg / Conditions and precautions

Ta otolyelo MPWTWY LAWY §gV cLUVLOTOOY PEAETN 0TABEPOTNTAG TEALKOD OKELAOUATOG. «AEV
TEKUNPLWVETAL» §EV onuaivel «oTaBepd» 1 «aTPAAES>.

Raw-material information is not a finished-product stability study. “Not established” does not mean “stable” or
“safe”.

EvaioOnoia oto @wg / Light

Agv TeKUNPLWvEeTAL €L8IKS oTolyelo oTIG TINYEC oL e€eTdoTNKOV. ATTaLTE(TAL CUPTARPWON TIPLY aTO TOTILKA
E€ykplon, epbéoov slval Kp(oo yla Tn ouyKeKPLUEvN mapaokevr. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.

EvaioOnoia otov aépa / Air

AEV TEKUNPLWVETAL £8LKO oTOLYE(DO OTLG TINYEC oL €EeTdoTNKAVY. AatTe(TOl CUUMARPWON TPV amd TOTLKA
éykplon, epbéoov elval KpIoo yla Tn oLuyKeEKPLUévN mapaokevr. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.
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EvaioOnoia oto vepo / Water
H yAUKEPOAN avautyvieTal e vePd. AuTd 6ev kKaBop(Tel KPOBLOAOYLKI] OTAOEPSTNTA TOL OKEVAOUATOC.
[3]

Glycerol is miscible with water. This does not establish product microbiological stability.

EvaloOnoia otnv vypacia / Humidity
YypookoTitky YAUKEPOAN- meplopiote €kBeon TNEG MPWTNG OANG oTNV Lypaoia. [3]

Glycerol is hygroscopic; limit raw-material exposure to moisture.

EvaioOnoia otn Osppokpacia / Temperature

Mo to teAkd okebaopa n nnyr oplCeL:
Kexpunoapodxpwuo mAaoTikd glaAidlo, =25 °C. Aev yoxetal Adyw Kwdidvou katakpruviong. [1]

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

EvaioOnoia oc pH / pH

Agv TEKUNPLWVETAL £L8IKS oToLye(o 0TI MNYEC IOV €EETAOTNKOV. AMALTE(TAL CUUTIAIPWON TIPLY ATO TOTILKN
€ykpLon, epdéoov elval KP{OLO yLo TN OLYKEKPLUEVN TtopaoKeLr. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.

AAAec aovpfBatoTnTeg / Other incompatibilities
FAVKEPOAN: emuk{vbuvn avtidpaaon Pe LloxvpPd oEeldWTIKAG. [3]

Glycerol: hazardous reaction with strong oxidising agents.

Eld1kég mMAnpogopieg cvoTaTikWy / Ingredient-specific information

Glycerol: Yypookotikr YAUKEPOAN: TieploploTe €kBeaN TNG MPWTNG DANG OTNV LYpaoia.
MpdKelTal ya EMAEYUEVA OTOLXE(Q TWY TOVTOMOLNUEVWY CUOTATIKWY: OL OXETIKEG evalaOnoieg Kat
aovpBatdTNTEG e€eldilkebovTal oTa avtioTolya nedla. Asv anoteAel MARPeC SDS OAWY TWVY LAWVY. [3]

Glycerol: Glycerol is hygroscopic; limit raw-material exposure to moisture.
These are selected facts for identified ingredients; relevant sensitivities and incompatibilities are detailed in the
corresponding fields. This is not a complete SDS for every material.

ZuvOnkec MapaokKeVNG / Preparation conditions

TnpoovTal n oelpd mPoodrikng, N BepUoKpacia Kat oL xpdvol ov avagépovtal oTn Aladikaoia
Mapaokevnc. H 61K povoypagia 6ev amoTteAel MARpN HEAETN KATAAANASTNTAC TOU TOTLKOV
XWpov/eEomAlopo. [1]

Follow the addition sequence, temperatures and times stated under Preparation Procedure. The specific
monograph is not a complete qualification of the local facility/equipment.

Mpo@uAad&eilc mpoowmnikoL / Staff precautions

Aev nipoodlopiCovtal mAfjpn MAT yla tTn ouyKeKPLUEVN OpHOoLAA. EMAEETE yavTLa, MpooTacia 0POaAUWY
KoL HETPa TIEPLOPLOUOL €kBeoNG amd Ta SDS Twv akpLBWY LAWY Kal TN TomkA ekT{nnon Kwdovou.
ZUUMANPWHATIKG YeVLIKS TMAa{olo AEMPS: kaBapr HoKPLUAVLIKN EpyaoTnELaKy evoupacia, KAALYN LAAALOY
KOl AMOKAELOTIKA LITOSAMATA/TTIOSoVAPLA. ZE XELPLOKO KOVLWVY amalToOvTal KATAAANAN npooTaoia
MOTLWV/ovamvoniG: Ta Yavtia aAAdCouv pe dpaoctnplétnta A Bopd. H emAoyr TOMOL/vALKoD yiveTal amnd
SDS kat ekTi{pnon kwdovov. [1, 4]

Complete formula-specific PPE is not specified. Select gloves, eye protection and exposure controls using the
exact materials’ SDS and the local risk assessment.

Supplementary AEMPS framework: clean long-sleeved laboratory clothing, hair covering and dedicated
footwear/overshoes. Powder handling requires suitable eye/respiratory protection; change gloves with activity
or damage. Select the exact type/material using SDS and risk assessment.
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ZTolxeia yua ava@idvon kKivéovov / Risk-assessment inputs

Agv TeEKUNPLWVETAL MAAPNG €8k Tagvéunon kKwdivou yia auth tn eépuovAa. EEetdoTte SpaoTtikdTnTA,
okévn/agpdAvpa, aAlepyloydéva, SLaAVTEG, HKPORBLOAOYLKS KivBuvo Kat empudAvvon Bdoel Twv
MPAYHUATIKWY LAWY Kat Tne Stadikaaiag. H anovoia entoruavong v anuaivel anovaia kwwdovou. [1]

A complete formula-specific hazard classification is not established. Assess potency, dust/aerosol, allergens,
solvents, microbial risk and cross-contamination using the actual materials and process. Absence of a flag does
not establish absence of hazard.

Tekpnpiwon duapkelag xpRong / Evidence for beyond-use period

7 nuépeg, Onwc avabewpridnke otig 11/02/2025.

H Sudpkela Ttng mnNyric agopd tnv akplBr obvBeon, néEBodo Kal ouokevaaoia Tng. Asv elval nuepounvia
AQENG avTAC TNE MapTibag o0TE PETAPEPETAL O AAAO €KBOXO/MEPLEKTIKOTNTA. H Mpayua Tk NUEpopnvia
vnoAoy(Cetatl 0To KEVO QUAANO ekTEAEONG. [1]

7 days, as revised on 11 February 2025.
The source period applies to its exact composition, method and packaging. It is not this batch’s expiry date and
cannot be transferred to another vehicle/strength. Calculate the actual date in the blank batch record.

EEapTtwpeveg Baocelg / Required bases
Agv opiletal ywploth eEaptwuevn Bdaon otov nivaka eEaptricewv. EAEyETe TUXOV EUMOPLKA
oxrfnata/ocbvOsTa ékdoyxa TnG ouvvtaynic. [1]

No separate base is identified in the dependency register. Check any commercial vehicles/compound excipients
listed in the formula.

EvbelKTIKOGC eEomALOMOG / Indicative equipment

EvBelKTIKOC KaTdAoyog mou npokOmnTeL and tn HéBodo: Zuydc KATAAANANG SLaKPLTIKAG tkavdTnTag,
NeplékTeg Kat Opyava avaptEnG ocupBoTtd pe Tao VAKKA. H emAoyh/kataAAnAdTnTta opiCetal Tomkd. [1]

Indicative checklist derived from the method: Balance of suitable resolution, Containers and mixing tools
compatible with the materials. Selection/qualification is defined locally.

Awadikaoia mapaokevng / Preparation procedure

Zuy(oTe TO vaTPLOUXO AAaG, SlaBpéETe ue YALKEPOAN Kal MPOoaOéoTe oTtadlakd DOWpP. MeTapépeTe
TMOCOTLKA Kol cuunAnpwoTte ota 40 mL. Avaui§te kat cuokevdoTe. [1]

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

MapatnpRoclc / Notes

YTOXPEWTLKA N KOVLG vaTpLoOxoL @atvoBapBLTAANnG, OxtL eAc0Bepn eatvoBapPLtdAn i dtokia. To VWP
MpéneL va mAnpol Ttnv nmpodlaypaer OepanevTikig XProng TG MNYAG KL TNV TOTILKA EQAPUOCTEN
npodiaypaen. [1]

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

Zuokevaoia kail VALKa / Packaging and materials
dalokitpvn MAOTIKA LEAN TNG TPOSLaYPaPriG TOL GOAAOUL. [1]
Amber plastic bottle as specified by the sheet.

compounding.gr CGR-NZ-007 | 4



Ynodewypa eTikétag / Label specimen

NaTtplovyoc @atvoBapBitdAn 10 mg/mL — néoiuo StédAvua

MeplekTikdTNTO/MAPAAAQYH: Moogétnta:
MNoptiba: Nopaokevn: Xprion éwc:
Ané touv otéuatog / Oral use

Aocoloyla/odnyleg:

DOAaEN: Kexpunapdxpwuo MAAoTIKO eLaAidlo, =25 °C. Asv yixeTtal Adyw KwdOvou Katakpriuviong.

Oxt yuyelo. Mn xpnotpomnoteite av gppaviotel kitpwo xpwua f {Cnpa. Xpnotponote{tatl To vatpLoiXo AAAG
og KovL. [1]

Phenobarbital sodium 10 mg/mL oral solution

Strength/variant: Quantity:

Batch: Prepared: Use by:

Ano Ttov otépaTog / Oral use

Dose/directions:

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

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

M£00o6o1 eAéyyou / Quality-control methods
Alavyég, dxpwpo. Andéppwyn €dv eppavicdel k{tpvo xpwua A Katakpruvion. [1]

Clear and colourless. Reject if yellowing or precipitation occurs.

®OAa&n / Storage conditions
Kexplunopdxpwpo MAaoTikd glaAiblo, =25 °C. Aev yixeTal Adyw Kwdivou Katakpriuviong. [11]

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

El81kéc 0bnyiec 61aOeonc / Dispensing instructions

Oyt yuyeio. Mn yxpnotuomnole(te av epgavioTel K{tpvo xpwua f {Cnua. Xpnaotponote{tatl To vatplolXo AAXC
oe KévL. [1]

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

BiBAloypa@ikéc avagpopéc / 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. B1. EAeyyog / Checked 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. C1 context only. EAeyxog / Checked 2026-09-10.

https://dailymed.nlm.nih.gov/dailymed/druginfo.cfm?setid=4e2910f2-173d-4b5c-aad3-44f4ab40d8cb

[3] FN/2003/PA/013 GLICEROL. Awabéotuo keipevo / Retrieved text PDF pp. 1-2. Al. EAeyyog / Checked 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. AtaBéotpo kelpevo / Retrieved text PDF pp. 1-5. Al. EAeyyxog / Checked 2026-09-10.

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_|_pg_00
2_00.pdf

Ol avaALTIKEG HEBODOL cuvoyiCovTal. MNa eKTEAETN AMOLTOOVTAL T AR PN TMAPATIEUNOPEVA KEPAALA,
avTdpaoThpLa Kot KPLTApLa KATAAANASTNTAC CLOTAUATOC.

Analytical methods are summarised. Execution requires the full referenced chapters, reagents and
system-suitability criteria.
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®0AMNo COyLonGg / Weighing sheet

Huepounvia napaokevrc / Preparation date:

Ta MAPaKEATW CUPMANPWYOVTAL ATé TOV POPHUAKOTIOL) Yla TN OLYKEKPLUEYN TapTiBa.

The pharmacist completes the following for the actual batch.

A/ ZuoTaATIKO OewPNTLKA Mova MapTida AAEN OANgG Zuyio0cioa Ynoypaen
A Ingredient moooTNTA oa OANg Expiry TMoooTNTA Signature
No Theoretical Unit Material lot Actual weight

qty

YmoAoyiopoi / Calculations

YTOAOYLOTIKG O@aApaTa Kal antwAeleg / Calculation errors and losses
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Kataypagn ektéAeong KaL antodéopevong / Batch execution and release

Hupepopnvia mapaockeAG Kal KwdIkoc mapTidag / Date and batch number

YTMoAoylopHoG npepounviag xpnong / Actual BUD calculation

MNapatnpnoelg eEKTéEAEONG Kal antokAioelg / Process observations and deviations

AnoteAéopata eAéyxwv Kat agloAéynon / QC results and assessment

KataAAnAotnta Baocel eEAéyxwv / Suitability based on results

YnevOuvvog pappakomolog kat vroypagn / Responsible pharmacist and signature
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