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Kapdxkia udpoxAwptkAc aptodapdévne 5-200 mg Ph. Fr.
Amiodarone hydrochloride capsules 5-200 mg 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

Y6poxAwptkr autodapdvn 5-200 mg
Amiodarone hydrochloride

MavvitdAn g.s. capsule size 2 or 4 BA. noodTnTA
Mannitol / see quantity

MNeprypag@n okevaopatog / Preparation description

ZKANPG Kaypdkla: Kawdkia bdpoxAwptkig auodapdvng 5-200 mg Ph. Fr.. Mpdabeta kpLtripla epedviong 6ev
TEKUNPLWYOVTOL 0TO E€TAOBEY €LBLKO KelpEVO.

Hard capsules: Amiodarone hydrochloride capsules 5-200 mg Ph. Fr.. Additional appearance criteria are not
established by the specific text reviewed.

References: [1]

Apaon kat xpAon / Action and use
AvTLopPLOULKS.

Antiarrhythmic.

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

Assay 90-110%; mass/content uniformity.

References: [1]
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®wg / Light

Mo to TeAkd okevaopa n nyr opiCeL:
Mpootaoia and ewg, K&dtw and 25 °C.
Y6poxAwplkn aptodapdvn: n JP Intd npootacio TN mPpWTNG OANC and TO PWC.

For the finished product the source specifies:
Protect from light, below 25 °C.
Amiodarone Hydrochloride: JP requires light protection for the raw material.

References: [11], [4]

Aépac kKal o€eidbwon / Air and oxidation

Agv opEYETAL HEAETN OEEWOWTIKAG OTABEPATNTAC TOL TEALKOU HiyHaTog o0Te anaitnon adpavolc atudopalpad.
Tnpeltatl 0 mepLEKTNG TNG MNYHAG.

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

References: [1]

Nepo kat SuaAvtoTtnTa / Water and solubility

MavvitdAn: n avtiotoiyn kabapr mpwtn OAN Katd JP lval evdidAvtn oto vepd.
YS&poxAwpLkA aptodapdvn: n avtiotolyn kabapr mpwtn OAN Katd JP lval moAd Alyo dtaAvtr oto vepd.

D-Mannitol: JP classifies the corresponding pure raw material as freely soluble in water.
Amiodarone Hydrochloride: JP classifies the corresponding pure raw material as very slightly soluble in water.

References: [3], [4]

Yypaoia / Humidity

Agv SlveTal apBUNTIKS OPLO OXETLKNAG LYPATI(AC YL TO TEALKO oKeDaOTUA. ATopebyovTal dLaBpoxr MPWTWY LAWY
KOl HETOPOPA CUUMUKVWHETWY OTOV MEPLEKTN.

No numerical relative-humidity limit is given for the finished product. Prevent raw-material wetting and
condensation entering the container.

References: [1]

Oeppokpacia / Temperature

lNa to TeAkd okebaopa n nnyn opiCeL:
MNpootaoia and ewg, kK&Tw and 25 °C.

For the finished product the source specifies:
Protect from light, below 25 °C.

References: [1]

pH kai cvpBatétnta / pH and compatibility

Agv anodidetal pH otnv Enpd poper. Tuxdv pH avaALTIKOD eKXVAIOMOTOC HETPATOL HOVO HE TNV KaBopLopévn
uébodo.

No pH is assigned to the dry dosage form. Any analytical-extract pH requires the specified method.

References: [1]
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AAAec aAAnAemidpaoelg / Other interactions

Agv napéxetal TAAPNS S0k cuuBaTdTNTAC TOU UiyHaTOoG HE MpdobeTa dpaoTIKA 1 dLagopeTikd €kGoya. OL
LTIOKATAOTAOELG AMaLTOOY XWwPLoTh TeKUnpiwon.

No complete compatibility test with added actives or alternative excipients is provided. Substitutions require
separate evidence.

References: [1]

Eldika otolxeia cvotaTtikwy / Ingredient-specific information

MavvlTOAN: MPWTN ODAN PE XAPAKTNPELOUO SLaAuTdTNTAC OTO vEPS «ELBLAALTN» KATA JP.
Y6poxAwpLKA aptodapdvn: mpwtn OAN HE XapaKTNELOPO dltaAvtdTnTAG 0TO VEPD «TIOAD Alyo dlaAvth» Katd JP.
Mpootacia mpwtng OANG and PWC.

D-Mannitol: raw-material water solubility is classified as freely soluble by JP.
Amiodarone Hydrochloride: raw-material water solubility is classified as very slightly soluble by JP. Protect the raw
material from light.

References: [3], [4]

Mpootacia epyalopévwy / Staff protection

KaBapr HoKpLUPAVLIKN EpyaoTnplakr evdupaoia, KEALYN HAAALWY KL YAVTLO KATA TOV XELPLOUS. AANAQYH YOVTLWV
META amnd emudAvvaon/ebopd.

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

References: [1], [2], [5]

EKTipnon kKwvéovovu / Risk assessment

TuykekpLuévn mapTiba avagopdc: 1 capsule / kaydkilo. MpwTo cvoTatikd: YopoxAwplkn aptodapdvn, 5-200 mg.
EAEYETE aveEdpTnTa TN XNHUKA HOPOH, TIC HOVAdEC Kol KABe KALMAKwWaoN Tipwv amnd CoyLon.

H opotopopeia pdlac 6ev amodetkviel pévn NG opolopop@ia mepLexouévou. EAEYETE yewpeTpk apaiwon,
€AdxLoTn COYLON, AMWAELEG OTA TOLXWHOTA KOl aptOud/pEyefog kKayakiwv. Atatnprjote dtakplth TavtdTnTA
LoYOWVY KATd MApWon Kol EMoAuavaon.

Kataypdyte yla Tnv Tomkr avdAvon moagdtnta avd napaokevr, ouxvotnta epyaciag, dldpKeLa avolkTol
XELPLOMOD, MBAVEC 0600G €KBEONG KAl AMOTEAETUATIKOTNTO TWY HETPWY eAEyXOoL. AuTd elval atolyela elgédov
NG aloAdynong- 6ev amnodibetal mMPOooYNUATIKOG TEAKOC BaBUdC KLwbOvoU.

Inueio eAéyxouv amnodéapevong: aveEdptntn enNaAnBcvon mg avd povdda, cLVOALKOD aPLBHOL LOVABWY Kat
HkpdTEPNG COYLoNG. H opotopopeia pddag dev umokadLoTd TNV opolopopeia MEPLEKTIKOTNTAG MOV ALTH
anotte(tal. Kataypdyte Sladoxr YEWHETPLKAC apaiwong Kal anoguyr SlaxwpeLopod KovLwy.

Reference batch: 1 capsule / kaydkto. First ingredient: Amiodarone hydrochloride, 5-200 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: [1], [8], [10]
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ZuvOnkec mapaockevng / Compounding conditions

Mpw and avdulgn: Tavtonoinon xNULKAG HOPeAC Kol apTidag kABe cuaTATIKOD, KaTaypaPr BEWPNTIKWY
MOCOTATWY KAt éAEYX0GC KaBapldTNTAC TOu EEOMALOUOD. OL BEpUoKPaOleEG Kal N oelpd MPoodrkNg elval AVTEC TNC
MopaKATW 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], [5]

Tekpnpiwon BUD / BUD rationale

Agv evtoni{oTtnke l8LKA MelpapaTiky SldpKeLa TTOL Vo KAADTITEL OAGKANPN TNV akPLR oOVBEDN, TOV TEPLEKTN KOl
TN HMKPOBLOAOYLKH KATAAANASTNTA.

EmAeypEVOG YEVIKOG Kavdvag: €wg 180 nuépeg atoug 20-25 °C yia oTepe A N LBATIKA PN MOOLUN HOoPYH, UE
TEKMNPLWHEVN aw <0,6. H apyikr modtnta/vypacia, n npootacia and e(oodo vepold Kal N LOLKA KATAAANASTNTA
npénel va vrootnpi{Couv autrh TNV Katnyoplia.

Huepounvia xpriong = n evwpitepn emtpent nuepounvia and mapaokevr + emAeyUévn dldpKela, AREELC MPWTWY
LAWY KoL TuXGY CLVTOPOTEPO TEKUNPLWHEVO Oplo. O Xpdvog HeETA To dvolyua dev mapatelvel To cLvoAlké BUD. H
TEALKA NUEPOUNVI{O CUUMANPWVETAL YL TN CLYKEKPLEVN TIOPTIBA HETE TOUG EAEYYOULC.

O yevikdG kavédvag anoteAel ouvTNPENTLIKG dpLo EMAOYAG Kot OXL MELPAMATIKA anddelgn otabepdTnTag TNG
nopTtidac. H katnyopia ouvdéeTal he TNV TEAKA oOVBEDN, TN cUVTAPNON KAl TG EMTPENOUEVEG BepuoKpaoiec. H
TIUA aw 6gv MPoKOMTEL and To MOGoCaTO VEPOUL H TNV AMWAELX KATA TN Efpavan. MNa tekunpiwaon xpnoluonotiote
SOP-014 kot F-006- yia €6Lkry aw, SOP-017 kot F-012.

Atevkpivion USP: 6ev anatte{tal pétpnon aw yia k&Be un otelpa napaockevr. H katnyopla pnopel va TeKUnpLwOEel
and TNV akpBri obvBeon Kal KATAAANAQ AVTUTPOOWTELTIKE apadelypata- étav n obvbeon elvat aféBain A
0PLOKH, MPOTIHATOL ELBLKA HETPNON HE KATAAANAN péBO0DO. ZTNV Mapoloa €kdoon dev LTIAPYEL HETPNUEVN aw OVTE
anodeapevpuévn moptida. H Sldpkela Tov TEALKOD OKELAOPATOC KaTtd Kavdva 6ev vepBaivel To evanouévov BUD
TWY EVOWHATWHEVWY YOANVIKWY Bdoswv/evBlapéowv. EEaipean xpetddetal bk attioAdynon 4tL dev
eMnNPEedfeTal SBLOPEVWC N PLOLKN, XNHLKA 1} HIKpoBLloAoyLkr moldTnTa. KataypdyTte XwpPLoTd TeAKS dplo,
nUepoUNvia MOUPAOKELAG TWY EVOLOPETWY KAl TIpayHaTik nuepounvia ARENG Toug.

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

Mpoamaitovpeva / Prerequisites

Agv anotteltal xwploth BAon PE KWOLKS HNTPWOUL. TuxOv gumnoptkd dxnUa MAPAUEVEL TO AKPLBEC KaTOVOUALOUEVO
npotév tou nivaka.
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No separately registered base is required. Any commercial vehicle remains the exact named product in the
formula table.

References: [1]

EEomAlonog / Equipment

Zuyo¢, youd(/onepog, KGOKLVO, GLUOKELH MARPWONG TOL KABOPLOUEVOL PEYEBOLC KaWaKiwy, EEOTMALOUOG EAEYYOL
péCag/opolopopeiag.

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

References: [1]

M£00o60¢ nmapaokevnc / Compounding method

Xpnotuonotijote 6paoTKA HE =75% ocwuatidia <20 um. Kookwiote ota 125 um, avapi€te pe pavvitdAn Kat
MANPWOTE.

Use active with =75% particles <20 um. Sieve at 125 ym, blend with mannitol and fill.

References: [1]

Mapatnpnioelg / Observations

H teAwkr} mooétnta ival n Bdon tou mivaka obvBeong. Kataypdeovtal mpayuaTikh andédoaon, Tuxdv anwAELEG Kal
amokA{oELG 0TO @UANO EKTEAEDNG.

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

References: [1]

MepLékTnNG KalL ovokevagia / Container and packaging

Emudoyn yia tomkr) agloAdynaon: KaAd KAELaTOG ENpdG MEPLEKTNG KATAAANAOG Yl TN Hopen. Mpw and mARpwan
eAéyxovTal KabapldtnTa, akePAldTNTA, OTEYAVOTNTA KAl CUPBATOTNTA VALKOU/MWHATOC. H €181k povoypagia
BEV TEKUNPLWVEL CUYKEKPLUEVO EUTIOPLKS TIEPLEKTN.

Selection for local assessment: well-closed dry container suitable for the dosage form. Check cleanliness,
integrity, closure and material compatibility before filling. The specific monograph does not validate a particular
commercial container.

References: [1]

MoloTik6¢ éAeyxocG / Quality control

Opotopopeia pa&Zac Ph. Eur. 2.9.5 kot meplekTikOTNTAG 2.9.6. MP0Cbloplopds e pébodo A (HPLC) A B tou
KeLévou- o€ Blapwvia vreployxdel N A. H mApng nposetolpacia, n KATAAANASTNTA CLOTAHATOC Kal Ta MPOTLUNA
TNG OULYKEKPLHEVNG BPAOTIKAG amnmaLtTtodvIal Py TNY EKTEAEON.

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

Mass uniformity Ph. Eur. 2.9.5 and content uniformity 2.9.6. Assay using source method A (HPLC) or B; A prevails
in a dispute. Full preparation, system suitability and drug-specific reference standards are required before
execution.

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], [10]
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®0Aa&n / Storage

Mpootaoia and ewg, K&dtw and 25 °C.
Mo dudpkela mov anodidetal amnd yevikd kavéva, epapudleTal eMMALov n Bepuokpacia TNG emAeyuévng
Katnyoplag oto nedio BUD. H mnyr 6&v TekUNplwvel avbaipetec aAAayéc Bepokpaoiac.

Protect from light, below 25 °C.
For a general-rule duration, also apply the temperature of the selected BUD category. The source does not
support arbitrary temperature changes.

References: [1], [6]

A1aOeon / Dispensing

Xoprynon otnv akplBri cuvtayoypa@nuévn mMEPLEKTIKOTNTA. Mo LYPA&, XpPNolomolioTe KATAAANAN
BaBuovopunpévn cbpLyya and Tov oTOUATOG: KaTaypAyTe 880N Kot ouxvETNTA ad TN CLVTAYH.

Dispense the exact prescribed strength. For liquids use a suitable graduated oral syringe; record dose and
frequency from the prescription.

References: [1]

EmioApavon / Labelling

Kaydkla bbpoxAwpLkri¢ autodapdvng 5-200 mg Ph. Fr.
And Ttov oTOUATOG

MNoodétnta: _ Moaptido:

Moapaokevdotnke:  XpAon €wg:

AcBeviig / 66on / ouxvéTnTO:

®VOAaEN: Mpootacia and ewg, k&dtw and 25 °C.
©eppokpaoia yla To BUD autAg tng naptidag:

Amiodarone hydrochloride capsules 5-200 mg Ph. Fr.

Oral use
Quantity: Batch:
Prepared: Use by:

Patient / dose / frequency:
Storage: Protect from light, below 25 °C.
Temperature for this batch BUD:

References: [1]

v9_controls / v9_controls

To apBunTiké 6plo oto apyelo elvat pévo 6pLo BLBALOYPAPLKAC avapopdc UTd TIC £LBLKEC TPOoDTOBETELC. Agv €YEL
optotel BUD mpayuaTikAc mopTidag Katl 6ev éyxouv napaydel petprioelc aw. H akplBric obvBeaon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN Kol Ta aTolxela eAéyyou TPEMEL val EYKPLOODVY YLl TN CUYKEKPLUEVN
epappoyn. H évap&n tou vrmoAoylopol BUD eival n évapEn tng napaokevic. Epapudletal To CLVTOUOTEPO
TEKUNPLWHEVO OpLo, HE XWPLOTO EAEYXO0 BldpKelaG HETA TO dvolyua. Ta dpta USP glval texvikd mAaiolo 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 anédoon/opydvwaon oTolxelwy TNG avaeepdpuevnc mNyng. Aev anoteAel enlonun petdgpaaon fi €ykplon Tou
€kdOTN.

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

[1] Gélules de chlorhydrate d'amiodarone (5 mg a 200 mg) (2021) (08/01/2021)

2021 | PDF pp. 1-3 | master formula | 2026-10-14
https://ansm.sante.fr/uploads/2024/10/11/gelules-de-chlorhydrate-damiodarone-2021.pdf

[2] PN/L/PG/002/00 INDUMENTARIA

AwoBéotpo keipevo / 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
[3] MHLW - Japanese Pharmacopoeia XVIII: D-Mannitol

JP XVIII, 2021; English text | Printed p. 1298; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[4] MHLW - Japanese Pharmacopoeia XVIII: Amiodarone Hydrochloride

JP XVIII, 2021; English text | Printed p. 450; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904440.pdf

[5] 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

[6] 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
[71 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
[8] 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
[9] 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
[10] 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
[11] 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

Sikalias Greek Formulary | Reference documentation 7



