ZUVTAYOASYLO FAANVIKWY ZKELAOPATWY
EAANviIKO6 Formulary Sikalias

Aopmepdovn 1 mg/mL — mMOOIHO EvaLlRPNHA
Domperidone 1 mg/mL oral suspension
CGR-CA-004 « Exboon / Version 4.0 * 10.09.2026

MpwTtoBouvAia GUAAOYAG LALKOD amd £€yKupeg MNYEG, wG Bdon ywa tn dnuovpyla EAANVIkoO formulary.
2TaoWwOC Xp. ZIKAALAC.

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

NOZOKOMEIAKO ®YAANO — woxVel pévo yLa Tnv akpLBr neptypa@déuevn advBeon kat amnaltel TomknA
a&LloAdynon.

INSTITUTIONAL SHEET — applies only to the exact described formula and requires local assessment.

Mnyn / Source: IWK Health — Pharmacy, institutional compounding formula « B2 « 13/06/2017

AeATio Tekunplwong MPo¢ TomLk emoTNUoVIKA €ykplon. Agv anoteAel emkupwpévn odnyia
anobdéauevong nopTidac.

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

dappakoTeEXVIKH Hopen / Dosage form
MNéoLuo evalwpnua

Oral suspension

AAAeg ovopaoieg / Other names

IWK Health — Pharmacy, institutional compounding formula

ZuvTtayn / Master formula

Bd&on vnoAoylopo0 / Formula basis: 100 mL

A/  ZuoTatiko / Ingredient MoooétTnTa Movada

A Quantity Unit

No

1 Aopmnepldévn, diokia 10 mg 10 SLokia /
Domperidone 10 mg tablets tablets

2 Ora-Blend, éxnua g.s. ad 100 mL

Ora-Blend vehicle
Mnyn oovBeong: [1]. g.s. = enapkrig moodTNTA * ad = PEXPL TEALKO OOVOAO. Agv peTaTtpénovtal avbaipeTa g oe mL.
Formula source: [1]. g.s. = sufficient quantity; ad = to the final total. Do not arbitrarily convert g to mL.
Meprypagn okevaopatog / Preparation description

Moo evaLpNUa TNG avaypapduevng obvBeang. To eUAAO IWK Sev 6ivel mpobdlaypaer
XpWuatog/ooprG/tEwdoug. [11]

Oral suspension of the listed composition. The IWK sheet does not specify colour/odour/viscosity.

Apaon kaiL xpRon / Action and use

Aopmneptddévn: vautia/éueTog: KvOLVOG KAPBLAKWY AVETBOUNTWY EVEPYELWY Kol tapdTaong QT.
Anattel{tal éAeyyo¢ Lox0ovoag KATAAANAGTNTAC agBevolg Kot AAANAeTSpdoswv. [2]

Domperidone: nausea/vomiting; cardiac adverse-event and QT-prolongation risk. Check current patient
eligibility and interactions.
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MpodiLaypagécg / Specifications
Agv 6lvovTal e161kd aplOunTikd épta QC. Tomkéd va KaBopLloToUV OUOLOYEVELN, OVAOLOOTIOPA Kal KPLTHpLa
anodéopevong. [1]

No numerical QC criteria are given. Define local homogeneity, redispersibility and release criteria.

ZuvOnkeg kKalL mpo@uAa&elg / Conditions and precautions

Ta otolyela MPWTWY LAWY 8V oLVLGTOUY PEAETN OTABEPSTNTAG TEALKOD OKELAOUATOG. «AEV
TEKUNPLWVETAL» BEV ONUOVEL «OTABEPO» 1] «AOPAAEC».

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

EvaioOnoia oto @wg / Light

Mo to teAlkd okebaopa n nnyr oplCeL:
Kexpunopdyxpwuo mAacTikd glaAidlo, npootacia and ewe. WOEN ) Bepuokpaoia dwuatiov. Agv dlveTal
apLOUNTIKS ebpoc Bepuokpaaciag. [1]

For the finished product the source specifies:
Amber plastic bottle, protected from light. Refrigerate or room temperature. No numerical temperature range
stated.

EvaioOnoia otov aépa / Air

Agv TeEKUNPLWVETAL £L8IKS oToLye(o 0TI INYEC TTOL €EETAOTNKOV. ANALTE(TAL CUUTIAIPWON TIPLY ATO TOTILKI
€ykpLon, epdéoov elval KP{OLO yLa TN OLYKEKPLUEVN TtapaoKeLr. [1]

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

EvaioOnoia oto vepo / Water

Agv TeKUNPLWVETAL £L61KS oTolyel(o 0TI INYEC oL e€eTdoTNKOV. ANALTE(TAL CUPTAPWON TPV ATO TOTILKA
€ykpLon, epoécov elval KP{OLO YL TN OLYKEKPLUEVN TtapaoKeLr. [1]

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

EvaloOnoia otnv vypacia / Humidity

Agv TeKUNPLWvEeTAL £L61KS oTolyel{o oTIg INYEC TTov e€eTdoTnKOV. AtatTe{Tal CUPNARPWON TPV ATd TOTILKA
€yKplon, epdoov elval Kp(olo yla Tn OLYKEKPLUEVN apaokeLh. [1]

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

EvaloOnoia otn Osppokpacia / Temperature

Agv TEKUNPLWIVETAL €LOLKO oToLXElOo OTLG TINYEG oL EeTAoTNKAVY. AtatTe(Tol CUUMARPWON TPV aTd TOTLKA
éykpLan, epoéoov elval Kp{OLWO yLa TN OLYKEKPLUEVN TtapaoKkeLr. [1]

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

EvaioOnoia og pH / pH

Agv TeKUNPLWvEeTAL £L81KS oTolyelo oTLG TINYEC oL e€eTdoTNKOV. ATTaLTE(TAL CUPTARPWON TIPLY aTO TOTILKA
€ykplon, epbéoov slval Kp(oo yla Tn ouyKeKPLUévn mapaokevr. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.
AAAec aovppatdéTnTeG / Other incompatibilities

AEV TEKUNPLWVETAL £BLKO oTOLYE(O OTLG TINYEC oL €EeTAOTNKAVY. AatTE(TOL CUUMARPWON TPV amd TOMLKA
éykplon, epbéoov elval KpIoo yla Tn ouyKeKpLUévn napaokevr. [1]
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No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.

Eldikég mAnpogopiec ovoTaTikwy / Ingredient-specific information

Agv TeKuNPLWveTal el61KS otolxelo 0TI NYyEC Tov e€eTdoTnKav. ANaLTe(TAL CUPNARPWON TPV ATd TOTILKA
€ykplon, epbdoov elval Kp(oo yla Tn oLYKEKPLUEVN apaokevh. [1]

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

ZuvOnkec MapaokKeVNG / Preparation conditions

TnpolvTal n oelpd mPoodrikng, N BepUoKpacia Kat oL xpdvol ov avagépovTtal oTn Atadikaoia
MNapaokevnc. H 16K povoypagia 6ev amoteAel mMARPN HEAETN KATAAANASTNTAC TOL TOTILKOV
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

Agv poodlopiCovtal mAripn MAM yia tn ovykekpLuévn eépuovAa. EmAEETE yavTia, mpooTaoia oeBaAUWY
KoL HETpa TEPLOPLOUOL €kBeoNG amd Ta SDS Twv akpLBWY LAWY Kal TNy TomkA ekT{pnon Kwdovou.
ZUUMANPWHATLKO YeVIKO MAai{olo AEMPS: kaBapr HOKPLUAVLIKN epyaoTnplakr evbupaaia, KAALYN LAAALWY
KOl AMOKAELOTIKA LITOSAMATA/TIOSoVAPLA. ZE XELPLOKO KOVLWVY AMaLTOUVTAL KATAAANAN pooTaoia
MOTLV/ovamvonig: Ta Yavtia aAAdlouv pe dpaoctnplétnta A Bopd. H emAoyr TOMOL/vALKoD yiveTal amnd
SDS kat ekt{unon kwdovou. [1, 3]

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.

ZTolxeia yla avaivon kivéovoo / Risk-assessment inputs

Agv TekPNpLveTal MARPNG €8k Tagvéunon kwdivou yia avth tTn PépuovAa. EEetdote SpaoTtikdTNTA,
okévn/agpdAvua, aAAepyloyoéva, SLAAVTEC, HLKPOBLOAOYLKO K{vBuvo Kal empudAvvon Baosl Twv
TMPAYHUATIKWY LAWY Kal Tng dladikaaiag. H anovaia entoruavong v anuaivel anovaia kwwdovou. [11]

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 diudpkelag xpRong / Evidence for beyond-use period

H ninyr dnAwvel otabepdtnTta 90 NUEPWVY LTS TIC TMAPATIAVW CLVOAKEG.

H Sldpkela tng mnyric agopd tnv akpLBr) cbvbeon, néBodo Kal ovokevaaia tng. Asv elval nuepounvia
MENG avTAG NG MapTidag olTe peTAPEPETAL O AANO €KkBoyo/mMEPLEKTIKOTNTA. H TIpayaTIKA NEPOUNVia
vnoAoy(Cetatl 0To KEVS QUAAO ekTéAEONG. [1]

Source states 90-day stability under those conditions.
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.

EEapTwpeveg Baocelg / Required bases

Agv opiTetal xwploth eEaptwpevn Bdon otov nivaka eEaptrioewv. EAEyETe TuXdY EUMOPLKE
oxAHoTa/oc0vleTa €kdoya TNG oLVTAYAG. [1]

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

EvBelKTIKOC KATAAOYOC TIOL MPOKOMTEL amd TN HEB060: ZLYOG KATAAANANG BLAKPLTIKAC LKAvOTNTOAC,
MNepLékTeg Kat Opyava avaptEnG ocupBotd pe T VAKKA. H emAoyh/kataAAnAdTnTta opifetal 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

NAelotpBriote ta Suokia. AlaBpéEte pe nepimov 10 mL oxAUATOC KAl OUOYEVOTIOLHOTE O MAOTA.
MpooBéote oTAdLOKE OYNUA, LETAPEPETE OE OYKOUETPLKO TIEPLEKTN KOL CUUMANPWOTE GTOV TEALKS dYKO.
Avaui€te kal ovokevdoTe. [1]

Pulverise tablets. Levigate with about 10 mL vehicle, dilute progressively, transfer to a graduate and make to
final volume. Mix and package.

Mapatnpnoelg / Notes

®OANO IWK 13/06/2017- 0 dnudoLog katdAoyog SnAWveL avaBewpnaon évavtt NAPRA. H avagepduevn
otaBepdTNTa dEV LooBLVOUEL UE EYKEKPLEVO TOTILKO BUD. AtatnpioTte 1o akpBEg dxnua Kat aELoAOYAOTE
TNV TeKunpiwon. [1]

IWK sheet 13/06/2017; public index reports NAPRA review. Stated stability is not an approved local BUD. Retain
the exact vehicle and assess supporting evidence.

ZuokKevaoia kaL VALKa / Packaging and materials

datokitplvn MAACTIKA QLAAN. [1]

Amber plastic bottle.

Ynodertypa eTikétag / Label specimen

Aopmeptddévn 1 mg/mL — nOoLHo evalwpnua

MeplekTikKOTNTO/MAPAAAQYH: MoodtnTa:
Naptida: Mapaokevn: XpAon €wg:
And tou otépatoc / Oral use

AocoAoyla/odnylec:

dOAagN: Kexplunapdxpwio MAoTIKSO gLaAidlo, mpoctacia and pwg. WOEN i Bepuokpacia dwuatiov. Agv
SlveTal aplOunTiké ebpo¢ Bepuokpaaoiac.

Avaklviote npwv and tn xpron. [11]

Domperidone 1 mg/mL oral suspension

Strength/variant: Quantity:

Batch: Prepared: Use by:

Ané tov otépatog / Oral use

Dose/directions:

Storage: Amber plastic bottle, protected from light. Refrigerate or room temperature. No numerical
temperature range stated.

Shake before use.

Mé£006o1 eAéyyou / Quality-control methods

Agv dlvovTal e10lkd apOunTikd 6pta QC. Tomikéd va KaBopLloTolv OUOLOYEVELD, aVvadLOOTIOPd KAl KpLThipLa
anobdéapuevonc. [1]

No numerical QC criteria are given. Define local homogeneity, redispersibility and release criteria.

®0AaEn / Storage conditions

Kexplunopdxpwuo mAacTikd glaAidlo, npootacia and ewg. WOEN ) Bepuokpaoia dwuatiov. Agv dlveTtal
apLOUNTLKS ebpoc Bepuokpaciag. [1]

Amber plastic bottle, protected from light. Refrigerate or room temperature. No numerical temperature range
stated.
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Eldikég 0bnyieg 61aOeong / Dispensing instructions

Agv TeKPNPLWVovTOL ETMAE0V L6LKEC 06nylec Mépa amd TNV 086, TN EUAAEN KaL TG MapaTtnPrioELC TNG
nnyrg. ZupunAnpwvovtatl aobevrig, docoAoyia kat 0dnyleg cOpPwva Ue Tn ovvtayn. [1]

No additional special directions are established beyond the source route, storage and notes. Complete patient
details, dose and directions from the prescription.

BiBAloypagikég avagpopécg / References

[1] IWK Health — Pharmacy, institutional compounding formula. 13/06/2017 PDF pp. 1. B2. EAeyyog / Checked 2026-09-10.

https://www.dir.iwk.nshealth.ca/Content/cf/e97b88e2-90c5-4f18-89a8-b06d39c840f2.pdf?v=d258804f-6053-426f-92b7-cb56b
bd29246

[2] EMA domperidone-containing medicines referral. 2014 referral Nausea/vomiting and cardiac risk; not historical paediatric
dosing. C1 context only. EAeyxog / Checked 2026-09-10.

https://www.ema.europa.eu/en/medicines/human/referrals/domperidone-containing-medicines
[3] 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 TMAPATIEUMOPEVA KEPAALQ,
avTdpaoThpLa Kot KPLTipLa 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

compounding.gr CGR-CA-004 | 7



