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OZLKA PAeKaAividn 20 mg/mL - MOCLHO EvalWPNHa

Flecainide acetate 20 mg/mL oral suspension

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: 20 mL

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

OE Lk @Aekaividn, Slokia 50 mg 8 Suokia / tablets
Flecainide acetate 50 mg tablets

Ora-Blend (emAeyuévn emioyn nnyng) g.s.ad 20 mL
Ora-Blend (selected source option)

MNeprypag@n okevaopatog / Preparation description
NeLKOS WG WYPOPOELVO EvaLWPNLAL.
White to pale-pink suspension.

References: [1]

Apdaon kaL xpRon / Action and use

AvtlappuBuLkd IC pe kivbuvo mpoappuBuiag: amattel eldLKA KAWLKEA Aoy acBgvoic.
MNAnpogopia yla Tn 6pacTik and emonpaven GAAoL PoldVTOG: eV TEKUNPLWVEL TN oTaBepdTnTa } dogoAoyia
ouTol TOL YOANVIKOD OKELAOUATOG.

Class IC antiarrhythmic with proarrhythmia risk; requires careful clinical patient selection.
Active-drug context from another product’s labelling; it does not establish stability or dosing of this compounded
preparation.

References: [2]

Mpodiaypagic / Specifications

EAeyx0G TeAkr¢ anédoong kat epedviong. Opta avaALTIKWY oKWY dev Sivovtat. Epgdvion mnyrig: Aeukr €wg
QVOoLKTH pddLvn.

Check yield and appearance. No analytical test limits given. Source appearance: white to pale pink.

References: [1]
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®wg / Light
OE&Lkn pAekaividn, dlokia 50 mg: n JP {ntd npooTtaoia TNG MPWTNG OANG Amd TO PWG.
Flecainide Acetate: JP requires light protection for the raw material.

References: [4]

Aépac kaL o&eidbwaon / Air and oxidation

Agv apéxeTal HEAETN 0EEBWTLKAG oTaBePATNTOG TOL TEALKOD PiyuaTog o0Te anaitnon adpavolg atudopalpac.
Tnpeltal o mepLéKTNG TNG MNYAG.

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

References: [1]

Nepo kat SuaAvtotnTa / Water and solubility

OELkr eAekaividn, diokia 50 mg: n avtioTtown Kabap MpwTn VAN KaTd JP elval meploplopévne SlaAvTédTNTAG
(sparingly soluble) oto vepd.

Flecainide Acetate: JP classifies the corresponding pure raw material as sparingly soluble in water.

References: [4]

Yypaoia / Humidity

Agv dlveTal aplBunTiké dpLo oxeTikrig vypaciag yla To TeAkd okeDaopa. ATtogebyovTtal SLaBpoxr MPWTWY LAWY
KOl HETOPOPA CUUMUKVWHAETWY 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

Mo to TeAkd okebaopa n nnyr opiCeL:
Kexpunoapdyxpwio mAaoTtikd @LaAidlo, Beppokpaaia dwuatiov =25 °C. Anoguyr Yogng: kK{vBLVOG KATAKPHUVLONG.

For the finished product the source specifies:
Amber plastic bottle, room temperature =25 °C. Avoid refrigeration: precipitation risk.

References: [1]

pH kaiL cupBatoTnTa / pH and compatibility

Agv op(CeTal €1d1ké €0pog pH TOL TEALKOD OKELAOTHATOG. Agv TipooTiBeTaL PLOBULOTHG PH XWPIG TEKUNPLWHEVN
aAAayr TnG obvBeanc.

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

References: [1]

AAAeGg aAAnAembpaoclg / Other interactions

Aev napéxetal mARPNS 60K ouUBaTdTNTAC TOL PiyHATOG UE MPSOBeTa dPATTIKA 1 dLapopeTIkA €kBoya. Ot
LTIOKATAOTACELG amalTolv XwpLloTH Tekunplwon.

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

References: [1]
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Ewdika otolxeia cvotaTtikwy / Ingredient-specific information

OE&LknA eAekaividn, 6lokia 50 mg: mpwTn OAN HE XoPAKTNPELOUS SLAALTOTNTAG OTO VEPD «TEPLOPLOUEVNG
dlaAvtédTnTac» Katd JP. Mpootacia mpwTnNG DANG AMd PWC.

Flecainide Acetate: raw-material water solubility is classified as sparingly soluble by JP. Protect the raw material
from light.

References: [4]

Mpootacia epyalopévwy / Staff protection

KaBapr HOKpLUPAVLIKN EpyaoTnplakn evdupaoia, KEAALYN HAAALWY Kol YAVTLa KaTd Tov XELPLoUd. AAAQYH YOVTLWV
HETE and enudAvvon/eBopd.

Xelplotelte TN COyLON Kot AstotpiBnon oe xwWpo/dldtagn nov neplopi(Cel Sraomopd Koviwy, e pootacia
0POAANWY: 0 TUTOG AVATIVELOTLKAG pooTtaciag kabopietal and Tn CuyKeKPLEVN £KOeON.

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], [3], [5]

EKTipnon kKwvéovovu / Risk assessment

ZuyKekpLUEVN mMapTida avaeopdg: 20 mL. MpwTo cuoTtaTtikd: O&LkA eAekaividn, dlokia 50 mg, 8 diokia / tablets.
EAEYETe aveEdpTnTa TN XNHUKA HOPOH, TIC HOVAdEC Kol KABe KALMAKwWaonN Tpwv amnd CoyLon.

Kpl{oluo teAlkd xapaktnploTiké eival n enavadlaomnopd: opoyevonotjote mptv and vrnodlaipean, eAEyYETe okANpPO
{Cnua kat emaAnBebote 6TL N BaBuovounuévn oTOPATIKA cUPLYYQ HETPE TOV anatToOHEVO OYKO XWP(G
anéppagn/aépa. H Slabyela 6ev e{val KpLTAPLO AMOdOoXAC EVaLWPHUATOGC.

Kataypdyte yla Tnv Tomkr avéAvon moagdtnta avd napaokevr, ouxvotnta epyaciag, dldpKeLa avolkTol
XELPLOMOD, MBAVEC 0600G €KBEONG KAl AMOTEAECTUATIKOTNTO TWY HETPWY eAEy)XOoL. AuTd elval atolyela elgédouv
NG aloAdynong: 6ev amnodibetal mMPooYNUATIKOG TEAKOC BaBUdC KLwbOvoU.

Inueio eAéyxouv amodéopevong: delypa and avTMPooWNEVTIKA onuela Kat and tnv apyxr/TéAog MAApwWaOnC, UE
Kataypaen kabi{fnong rf dlayxwplopol kat enavadlaonopdg. EAEyETe 6TL n npoPAendpevn Afjyn anodidel Tnv
anoLtoOueEVN MoodTNTA: N EEWTEPIKH opolopop@ia uévn Tng 6gv amodelkvieL opolopopeia SPAOTIKAC.

Reference batch: 20 mL. First ingredient: Flecainide acetate 50 mg tablets, 8 6iokia / tablets. Independently
check chemical form, units and every scale conversion before weighing.

Redispersibility is critical: homogenise before subdivision, check for hard sediment and verify that the graduated
oral syringe delivers the required volume without blockage/air. Clarity is not an acceptance criterion for a
suspension.

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: sample representative locations and early/late filling; record settling or separation and
redispersibility. Verify delivery of the intended amount; visual uniformity alone does not demonstrate API
uniformity.

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

ZuvOnkec mapaokevng / Compounding conditions

Mpw amnd avduEn: Tavtonolnon XNUIKAG HopeAC Kal mapTidag kABe cuoTATIKOD, KaTaypaer BEWPNTIKWY
TMOCOTATWY Kal £EAgyX0G KabapldtnTtag Tov e§omAlopol. Ot Beppokpaaieg kat n oelpd mpoadrikng elval auTéG TNG
nopakdTw 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.
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References: [11], [5]

Texkpunpiwon BUD / BUD rationale

Aldpkela otnv nnyr: H nnyr opiCet 30 NUEPEG OTLG EMITPENOUEVEG OLVOKEG.

MpwTtoyevAg HEAETN TNG (Blag SpaoTikic/Lox0og: 60 NUEPEC XNUIKAG 0TaBePdTNTAC OE BLOYOPETIKA
OLYKEKPLUEV oxAMaTa, aToug 5/25 °C. Agv anodelkviOel avtdpata Looduvauia Ora-Blend A ptkpoBLloAoyLkn
enéKkTaaon.

ETLAEYHEVOC YEVIKOG Kavovag: €we 35 nuépeg yia vdaTik Hoper HE KATAAANAO oOOTNUO CUVTAPNONG OTNV TEALKH
obvBeon Kat pH. Xpnouonowjote 20-25 °C, 1§ 2-8 °C pévo dtav n nnyrn to emtpénel/anattel kol n oper
MOPAUEVEL KATAAANAN. Agv enapkel N ovopaoia evédg ouvTnENTLKOL €&v LT £XeL apalwbel, adpavonotnbel A
peTagepBel ae GAAN pdan.

To éplo BLBALOYPaPLKAG ava@opdc tTng napoldoac ékdoong elval n ouvtopdTtePn HETAED TNG MapPATAVW BLAPKELAG
nnNyAg Katl Tov YeVkoL opiov. MNa napdtaon anatte{tal TeKunEiwan mov KaAOTTEL
dpaoTIKA/EKDOXQ/MEPLEKTIKOTNTA, TIEPLEKTN, Oeppokpacia, LEOODO evdeLlKTIK 0TABEPOTNTAG KaL, Yia LOATLKNA
EMEKTAON, TNV AMALTOOPEVN UikpoBLloAoyikr Tekunpiwon. Epapuootéa enionun USP-NF povoypagia agloAoyeital
XWPLoT& 0TO MAAPEG Ke{peVS TNG.

Huepounvia xpriong = n evwpitepn emtpenth nuepounvia and noapackevr + emAeyuévn dldpkela, AREELC MPWTWY
LAV KoL TUXOY CLVTOUSTEPO TEKUNPLWHEVO OpLo. O Xpdvog PHETA TO dvolypa 6ev napaTteivel To cuvoAlkd BUD. H
TEALKH NUEPOUNVIX CUPTANPWVETAL YLO TN OLYKEKPLUEVN AP TIOA HETA TOLC EAEYXOULG.

0O yevIKOG Kavovag anoTeAel ouvtnpeNTikd OpLlo emMAOYAC Kol OxL MELpapaTIK anddelEn otabepdTnNTAC TNG
naptidag. H katnyopla ouvdéeTal pe TNV TEAKH gOVBeOn, TN CLVTAPNON KOl TLG EMTPENOUEVECG BEpoKpaaiec. H
T aw dgv mMPoKOMTEL And TO MOCOATO VEPOL H TNV AMWAELX KATA TNV §Apavon. MNa tekunpiwaon xpnotonotiote
SOP-014 kot F-006- yia €16ikrj aw, SOP-017 kat F-012.

H USP 6ev anattel pétpnon aw o€ kdBe un otelpo napaockedaoua. H tekunplwuévn tagvéunon tng
OLYKEKPLEVNG g0vBeanC umopel va XpnoLlomole{Tal wg 0d6nNydc: KataypdeeTal pnTtd we ekTiunon Kat éxt we
pétpnon. Apei{BoAn f oplakr Ta&vounon amnattel l6iké tekuriplo  KATAAANAN wétpnon. H nuepounvia teAtkol
okevdopaTog dev vepPaivel Tn dlaBéoiun nuepopnvia TWv NN NAPATKELAOUEVWY CUOTATIKWY/BAOEWY, EKTOC av
€xeL voBeTNBel emapkrg €Ok TekUNP{won yla TNV akpLBr] TeAkr obvBeon.

Period reported by source: Source period: 30 days under the permitted storage conditions.

Primary study of the same active/strength: 60-day chemical stability in different specified vehicles at 5/25 °C. It
does not automatically establish Ora-Blend equivalence or microbiological extension.

Selected general rule: up to 35 days for an agueous form appropriately preserved in its final composition and pH.
Use 20-25 °C, or 2-8 °C only where permitted/required by the source and compatible with the dosage form. A
preservative name is insufficient if it is diluted, inactivated or partitioned into another phase.

The reference-policy ceiling in this edition is the shorter of the source period above and the general ceiling.
Extension needs matching active/excipients/strength, container, temperature, a stability-indicating method and
the required microbiological evidence for agueous extension. An applicable official USP-NF compounded
monograph is assessed separately in its complete text.

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], [6], [7], [8], [10], [12]

Sikalias Greek Formulary | Reference documentation 4



compounding.gr | 10.0 | 2026-10-14

Mpoamairtovpeva / Prerequisites

Agv anotteltal xwploth BAoN PE KWOLKS HNTPWOUL. TuxOv gunoptkd dxnUa MAPAUEVEL TO AKPLBEC KATOVOUALOUEVO
npotév tou nivaka.

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

References: [1]

EEomAlonog / Equipment

Zuyo6¢ KaTtdAANANG eAdxlotng C0ylong, youdi/omepog i opoyevonolnthc, 6oxela avaulEng, ondTouvAeg,
BepudueTpo dTav vnidpyeL B€puavan, dpyava oykopéTpnong yla moodtnteg 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]

M£0060¢ mapaokevng / Compounding method

Aelotp(Bnon Twv 6loki{wv A Tov meplexopévou Kayakiwv. AltaBpoxn pe Alyo amd to kaboplopévo dxnua,
opoyevomnoinon o ndota kat otadiakr apaiwan. MoooTKA HETAPOPE E EKMADTELG, GUUMARPWON OTOV TEALKS
OYKO Kol avduLgn.

Pulverise tablets or capsule contents. Levigate with a little of the specified vehicle, dilute progressively, transfer
quantitatively with rinses, make to final volume and mix.

References: [1]

Napatnpnocig / Observations

H otabepdtnta agopd Tambocor kat Flecainide BNM. EAgeyxog ouykévtpwong: 20 mg/mL, éxt 25 mg/5 mL. H
nnyn emTpEnel evaAAaKTLKE oxfupata 1:1 kot SF- kataypdyte TNV €MAOYH.

Stability is established for Tambocor and Flecainide BNM. Check strength: 20 mg/mL, not 25 mg/5 mL. Source
permits 1:1 and SF vehicle alternatives; record the selection.

References: [1]

MeplékTnG KaL ovokevaoia / Container and packaging
datok{tpvn MAAOTIKA PLEAN TNG TpodLaypaeric Tou UAAOL.
Amber plastic bottle as specified by the sheet.

References: [1]

MoloTik6¢ éAeyxocG / Quality control

EAeyx0oG TeEAKAG anddoong Kot epedviong. OpLa avaAuTIKWY doKLUWY 6ev 6lvovtal. Epgdvion mnyAg: ALk €wg
QVOLKTH pddLvn.

H uéBodog, to 6pLo anodoyrg, N MPAYHATLKA TIUA KAl 0 EAEYKTHG KataypdeovTal xwplotd oto F-005. Anotuyia
Kplowng mpodlaypa@rc odnyel o kapavtiva Kat dtepebivnon katd SOP-015- n emavdAnyn eAéyxwv xpeldletal
aLTloAdynon.

Check yield and appearance. No analytical test limits given. Source appearance: white to pale pink.
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: [11], [11]
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®0Aa&n / Storage
Kexpunoapdyxpwio mAaoTtikd LaAidlo, Beppokpaaia dwuatiov =25 °C. Anoguyr Yogng: kK{vBLVOG KATAKPHUVLONG.
Amber plastic bottle, room temperature <25 °C. Avoid refrigeration: precipitation risk.

References: [1]

A1aOGeon / Dispensing

Oxt yuyelo: éxeL mopatnendel kabiCnon. H napoboa meptekTikdTNTA 20 Mg/mL Slapépel and eunoptkd vypd 25
mg/5 mL.

Do not refrigerate: precipitation has been observed. This 20 mg/mL strength differs from a commercial 25 mg/5
mL liquid.

References: [1]

EmioApavon / Labelling

OELkr eAekaividn 20 mg/mL - mOoL0 evalwpnUa

Amné touv oTtéuaTOog

Nocétnta: _ Noaptiba:

MNapaokevdotnke: _ XpAon éwg:

AgBeviig / 86on / ouyvéTnTOo:

®OAOEN: Kexplunapdyxpwuo MAACTIKO QLaAidlo, Bepuokpacia dwuatiov =25 °C. Anoguyr YOENG: kivbuvog
KaTakpripviong.

AvakwnioTe/enavadloonelpete KOAG pwv and xpron.

©epuokpaoia yia To BUD autAg tng naptidag:

Flecainide acetate 20 mg/mL oral suspension

Oral use
Quantity: Batch:
Prepared: Use by:

Patient / dose / frequency:

Storage: Amber plastic bottle, room temperature =25 °C. Avoid refrigeration: precipitation risk.
Shake/redisperse well before use.

Temperature for this batch BUD: __

References: [1]

v9_controls / v9_controls

To apBunTikd épLo oto apyeio eivat pévo épLo BLBALOYPAPIKAG ava@opds uTtd TLG £LOLKEG TIpoDTOBETELG. AEv €XEL
optotel BUD nmpaypaTikig mopTtidacg kat 6ev éxouv napaxdel petprioelc aw. H akplBrig obvbeaon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN Kol Ta aTolxela eAéyyou TIPETEL val EYKPLOODY YL TH OUYKEKPLUEVN
epapuoyr. H évap&n touv vmoAoylopol BUD eival n évapEn tng napaokevic. Epapudletal To GUVTOUSTEPO
TEKUNPLWHEVO OpLo, HE XWPLOTO EAEYXO BLdpKeELOG HETA TO dvolyua. Ta dplta USP gi{val texvikd mAaiolo kot dev
napovoldfovtal WG eAANVIKA vopobeaoia.

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/opydvwon otolxelwy TNG avaeepdpevng nmnyng. Aev anoteAel enlonun petdepaon fj €ykplon Tou
€KOOTN.

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] New Zealand Compounding Working Group - NZ standardised oral formulation batch sheet; hosted by PSNZ

5.0 /21/01/2025 | PDF pp. 1-2 | master formula | 2026-09-10
https://www.psnz.org.nz/Folder?Action=View+File&File=NZSOF+Flecainide+20mg-1mL.pdf&Folder_id=189

[2] DailyMed / NLM: FLECAINIDE ACETATE TABLET [AMNEAL PHARMACEUTICALS OF NEW YORK LLC]

SPL published Aug 17, 2026 | Indications / warnings / pharmacology | clinical class only | 2026-09-10
https://dailymed.nim.nih.gov/dailymed/druginfo.cfm?setid=ee9595d5-08a1-4529-9215-ddc3c7f929c4

[3]1 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
[4] MHLW - Japanese Pharmacopoeia XVIII: Flecainide Acetate

JP XVIII, 2021; English text | Printed p. 1012; 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] Allen LV Jr, Erickson MA lIl. Stability of baclofen, captopril, diltiazem hydrochloride, dipyridamole, and flecainide acetate in
extemporaneously compounded oral liquids

Primary study; abstract read | Am J Health Syst Pharm. 1996;53:2179-2184; DOI 10.1093/ajhp/53.18.2179 | Abstract only; chemical/physical
evidence; applicability is appraised in the BUD field | 2026-09-12

https://pubmed.ncbi.nim.nih.gov/8879325/
[9]1 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
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