ZUVTAYOASYLO FAANVIKWY ZKELAOPATWY
EAANviIKO6 Formulary Sikalias

Aplodapoévn 5 mg/mL — mOCIHO EvaLWPNHA
Amiodarone 5 mg/mL oral suspension

CGR-US-003 ¢ Ekdoon / 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: Nationwide Children’s Hospital — Pharmacy Services, institutional compounding formula ¢ B2 « 03/2025

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.

dappakoTeEXVIKN popen / Dosage form
MNéoLuo evalwpnua

Oral suspension

AAAeg ovopaoieg / Other names

Nationwide Children’s Hospital — Pharmacy Services, institutional compounding formula

Zuvtayn / Master formula

Bd&on vnoAoylopo0 / Formula basis: 200 mL

A/  ZvoTatikoé / Ingredient MoooéTnTa Movabéa
A Quantity Unit
No
1 Apodapdévn, dokia 200 mg 5 SLokia /
Amiodarone 200 mg tablets tablets
2 AldAvpa 6€wvou avBpakikol vatpiov 50 mg/mL, yia pvbuLlon oxfiUaTog g.s. pH 6.5 £ 0.5 BA. moad
Sodium bicarbonate 50 mg/mL solution, to buffer vehicle Tnta/
see
quantity
3 Ora-Blend, puBuiopévo énwg otn uéBodo g.s. ad 200 mL

Ora-Blend, buffered as described
Mnyn obveeong: [1]. g.s. = enapkr¢ moodTNTA - ad = PéEXPL TEALKO oOVOAO. Agv peTaTpénovtal 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
AdlLagpavég evalwpnua. [1]

Opaque suspension.
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Apaon kaiL xpRon / Action and use

AVTLOPPULOULKS LE ONUOVTIKEC AMALTAOELG MAPAKOAODONONG Kal EAEYXOL AAANAETIOPATEWY.
NAnpogopia ywa tn dpactikh and emoripavon GAAoL TPOIOVTOG: BEV TEKUNPLWVEL TN oTaBepdTNTA
5oooAoyla avTol Tou YaAnvikol okeLAoUaTOC. [2]

Antiarrhythmic requiring substantial monitoring and interaction assessment.
Active-drug context from another product’s labelling; it does not establish stability or dosing of this
compounded preparation.

MpodiLaypagécg / Specifications
PuBuiopévo éxnua: pH 6,5 £ 0,5. EAeyxoG pH Kot TeEALKAG gpedviong. [1]
Buffered vehicle: pH 6.5 = 0.5. Check pH and final appearance.

ZuvOnkec Kal mpo@uAaelc / Conditions and precautions

Ta otolxelo MPWTWY LAWY 8gV cLUVLOTOOY HEAETN 0TABEPOTNTAC TEALKOD OKELAOUATOG. «AEV
TEKUNPLWVETAL» BEV ONUAVEL «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 teAkd okevaopa n nnyn oplCeL:

KoAd KAELOPEVOC, QWTOMPOOTATEVTIKOG EPLEKTNG. WOEN. H Tiur 90 NUEPWV ava@EépeTaL O YUXOUEVO
npoidv. [1]

For the finished product the source specifies:

Tight, light-resistant container. Refrigerate; the stated 90 days applies under refrigeration.

EvaioOnoia otov aépa / Air

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.

EvaioOnoia oto vepd / Water

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.

EvaioOnoia otnv vypacia / Humidity

NaHCO3: npootaoia and vypaoia. [3]

Protect sodium bicarbonate from moisture.

EvaloOnoia otn Osppokpacia / Temperature
NaHCO3: n 6épuavon unopel va MPOKAAETEL HETATPOTH 0 avOpakLkéd vatpLo, oc oteped f dldAvpa. [3]

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

EvaioOnoia og pH / pH

NaHCO3: avtidpaon pe oEéa ue ékAvan CO2.

Mpodlaypa@r] TOL CUYKEKPLUEVOL OKELATUATOC, 6xL e0pOC anodedelyuévng otabepdTnTaC:
PuBuiopévo éxnua: pH 6,5 £ 0,5. EAeyxog pH kat TeAKAC eppdvionc. [1, 3]

Sodium bicarbonate reacts with acids, releasing CO2.

Specification of this preparation, not a demonstrated stability range:
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Buffered vehicle: pH 6.5 = 0.5. Check pH and final appearance.

AAAec aovppBatoTnteg / Other incompatibilities

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.

El81kég mMAnpogopiec ovoTaTikwy / Ingredient-specific information

To 6xnua puBuiCetal o pH 6,5 £ 0,5 pe NaHCO3 50 mg/mL yla anoguyr] cuoowudtwong. Ta 3 g/60 mL
anoTeA0OUY andéBepa puBULOTIKOD: dev MpooTiBeTal vToYXPEWTIKA 6Ao. [1]

Adjust vehicle to pH 6.5 = 0.5 with 50 mg/mL NaHCO3 to prevent clumping. The 3 g/60 mL prepares buffer
stock; it is not necessarily all added.

ZuvOnkec MapaokeVhG / Preparation conditions

TnpoovTal n oglpd mPoodrikng, N BepUoKpacia Kat oL xpdvol ov avagépovtal oTn Aladikaoia
MopaokevAc. H 61K povoypagio 6ev amoteAel MARPN HEAETN KATOAANASTNTAC TOU 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&eilg mpoowmnikoL / Staff precautions

Aev ipoodlopiCovtal mAjpn MAT yla tTn ouyKeKPLUEVN OpHOoLAA. EMAEETE yavTLa, MpooTacia 0POaAUWY
KoL HETPa TIEPLOPLOKOD €kBeoNnG amd Ta SDS Twv akpLBWY LAWY Katl TNy TomKA ekT{gnon Kwdovou.
ZUUMANPWHATLKS YeVIKS Aa{olo AEMPS: kaBapr HOKPLUAVLIKN epyaoTnplakr evBupaaoia, KAALYN MAAALWY
KOL QMOKAELOTIKA vrtodrpata/modovdpla. Ze XELPLOPO KOVLWVY amnalttodvTal KaTtdAANAN npootacia
HATLOV/avamvonc: Ta YavTia aAAdlouv pe dpaoctnpdtnta i} Bopd. H emAoyr TOTMOL/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.

ZTolxeia yia avaivon kivéovoo / Risk-assessment inputs

Agv TeEKUNPLWVETAL MAAPNG €WBLKA Tagvdunaon Kwdivou yla auth Thn eOpuUovAa. EEeTdoTte SpaoTikdTNTA,
okévn/agpdAvua, aAAepyloyéva, SLAAOTEC, HIKPORBLOAOYLKO K{vbuvo Kat empudAvvon Bdoesl Twv
TMPAYUATLKWY LAWY Kal Tng dladikaaiag. H anovaia enofpavong 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.

Tekpunpiwon dudpkelag xpRong / Evidence for beyond-use period

H ninyr op{TeL 90 nuépec. To Tomkd BUD napapével mpog agloAdynan.

H Sldpkela tng mnyrig agopd tnv akpLBr ocbvbeon, néBodbo Kal ovokevaaoia tNg. Asv elval nuepounvia
AMENG avTAG NG MapTidag o0Te peETAPEPETAL O AANO €kBoYOo/mMEPLEKTIKOTNTA. H paypa Tk nLEPOUnvia
vnoAoy(CeTal oto KeEVO UAAO EKTEAEONG. [1]

Source period: 90 days. Local BUD remains to be assessed.
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.
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EEapTtwpeveg Baocelg / Required bases
Agv opiCetal ywploth eEaptwuevn Bdon otov nivaka eEaptrioewv. EAEyETe TuXdV EUMOPLKE
oxAHoTa/obvBeTa €kBoya TNG SUVTAYAG. [1]

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

EvbelkTIKOG eEomALOMOG / Indicative equipment

EvOelKTIKOC KATAAOYOC TIOL MPOKOMTEL amd TN HEB0S0: ZuYOG KATAAANANG BLAKPLTIKAG LKAvOTNTAC,
MeplékTeg KoL dpyava avauLlENG ouuBaTd Ue Ta LAKE, lydio kat Oepog. H emAoyrh/kKataAAnAdTNTA
op(Cetal Tomkd. [1]

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

Aladikaoia mapaockevig / Preparation procedure

Mapoaokevdote SLdAvpa 6ELvou avBpakikod vatpiov 50 mg/mL and 3 g Kot VEWPE yla KaTaovioud £€wg 60
mL. Metpriote 200 mL Ora-Blend kat puBuiote otadlakd to pH pe pépog tov SlaAdpaTog. AstoTplBrioTe
To dLokia, SLOBPEETE KL POLWOTE YEWUETPLKE UE TO PUOBULOUEVO dxNUa. ZuunAnpwaoTte ota 200 mL.
Apriote Tov a@pd 10 Aentd Kol emaveAEyETE Tov OyKo. [1]

Prepare sodium bicarbonate 50 mg/mL (3 g, irrigation water to 60 mL). Buffer 200 mL Ora-Blend using portions
of this stock. Triturate tablets, levigate and dilute geometrically with buffered vehicle to 200 mL. Let foam settle
10 minutes; recheck volume.

Napatnpnocis / Notes

Ta 3 g/60 mL amoteAoOY UNTPLKS SLdAvpa, OxL moodTNTA oL PO TIBeTAL 0AGKANPN oTNV MapPTida. H
nnyr avaeépel cLOCWPATWON XWPI(C PLBULON ToL oxruaToc. [1]

The 3 g/60 mL is a stock, not an instruction to add all of it. Source reports clumping without buffering.

Zuokevaoia kaiL VALKa / Packaging and materials

2TeEYavléG QWTOTPOOTATEVTIKAOC MEPLEKTNG. [1]

Tight light-resistant container.

Ynodewypa eTikétag / Label specimen

Apodapdvn 5 mg/mL — ndéoo evalwpnua

MNeplekTikKOTNTO/MAPAAAQYH: Moogétnta:
NoapTida: Noapaokevn: Xprion €wg:
Ané touv otéuatog / Oral use

AoogoAoyla/odnyleg:

®OAaEN: KaAd KAELOPEVOC, PWTOTPOCTATEVTLKOG TMEPLEKTNG. WOEN. H T 90 NUEPWY avapépeTal OE
YouxOuevo mPoidv.

Avakviote npw and tn xprion. [11]

Amiodarone 5 mg/mL oral suspension

Strength/variant: Quantity:

Batch: Prepared: Use by:

Ané Ttov otépatog / Oral use

Dose/directions:

Storage: Tight, light-resistant container. Refrigerate; the stated 90 days applies under refrigeration.
Shake before use.

M£0060o1 eAéyyou / Quality-control methods

ontkn e€€étaaon kat pétpnon pH. To dxnua, e and evowudtwaon, mpénet va €xeL pH 6,5 + 0,5.
Kataypdyte kat To pH TEALKOL mpoidvtog. [1]

Visual examination and pH measurement. Before incorporation, the vehicle must be pH 6.5 = 0.5. Record
final-product pH as well.
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®0AaEn / Storage conditions

KaAd KAELOPEVOG, QWTOTIPOOTATEVTIKAG MEPLEKTNG. WOEN. H T 90 NUEPWVY avaQEéPETAL O PUXOUEVO
npotdv. [1]

Tight, light-resistant container. Refrigerate; the stated 90 days applies under refrigeration.

Elbi1kég 0bnyiec 61aBeong / Dispensing instructions

Agv TeKUNPLWVOVTOL EMMAE0V €8IKEC 0OnYylec mépa amd TNV 066, TN PUAAEN KAl TIC TAPATNPACELG TNG
mNyN¢. ZuunmAnpwvovtal 0abevrig, doooAoyia kal 0dnyieg cOUPWvVA Ye TN ouvTayn. [1]

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

BiBAloypag@ikég avagpopécg / References

[1] Nationwide Children’s Hospital — Pharmacy Services, institutional compounding formula. 03/2025 PDF pp. 1-2. B2.
EAeyxog / Checked 2026-09-10.
https://www.nationwidechildrens.org/-/media/nch/specialties/pharmacy/compounding-formulas/amiodarone-oral.pdf

[2] DailyMed / NLM: AMIODARONE HYDROCHLORIDE TABLET [REMEDYREPACK INC.]. SPL published Aug 07, 2026 Indications /
warnings / pharmacology. C1 context only. EAgyyxoc / Checked 2026-09-10.

https://dailymed.nIm.nih.gov/dailymed/druginfo.cfm?setid=4c149392-a4f0-4e2d-al3f-2b94810005de

[3] FN/2003/PA/005 BICARBONATO DE SODIO. Awa8éoipo kelpevo / Retrieved text PDF pp. 1-2. Al. EAeyxog / Checked
2026-09-10.

https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_005.pdf
[4] PN/L/PG/002/00 INDUMENTARIA. Awa®¢otpo keipevo / Retrieved text PDF pp. 1-5. Al. EAeyyog / Checked 2026-09-10.

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_l_pg_00
2_00.pdf

OL avoAUTIKEG EBODOL cuvoyiCovTal. MNa eKTEAETN amalTOOVTOL TA TIARPN TOPATEUNOMEVA KEQAALA,
avTIdpaoTAPLa Kol KPLTHPLA KATAAANASTNTAG CLUOTAMATOG.

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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