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NAapotplyivn 1 mg/mL - méoL1po evaiwpnpa

Lamotrigine 1 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: 200 mL

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

Napotpryivn, dokia 100 mg 2 duokia / tablets
Lamotrigine 100 mg tablets

Ora-Blend, éxnua g.s. ad 200 mL
Ora-Blend vehicle

MNeprypag@n okevaopatog / Preparation description
NeLKS evalpnua.
White suspension.

References: [1]

Apdaon kaL xpRon / Action and use

AvTLEMANTITIKG: anatte{tal TAPNON TLTAomolnong Adyw KwdOvou GoBapwy GEPUATLIKWY aVTIOPATEwWY.
MNAnpogopia yla Tn 6pacTik and emonpaven GAAoL PoldVTOG: eV TEKUNPLWVEL TN oTaBepdTnTa } dogoAoyia
ouTol TOL YOANVIKOD OKELAOUATOG.

Antiepileptic; prescribed titration is essential because of serious skin-reaction risk.
Active-drug context from another product’s labelling; it does not establish stability or dosing of this compounded
preparation.

References: [2]

Mpodiaypagic / Specifications
Omntikdg €Aeyxog TeEAKOD MPoidvTog. Aev SivovTtal £L8Lkd aplBunTikd épLa 0TO VOOOKOUELAKS QUAAO.

Final-product visual inspection. The institutional sheet gives no specific numerical limits.

References: [1]

Sikalias Greek Formulary | Reference documentation 1



compounding.gr | 10.0 | 2026-10-14

®wg / Light

Mo to TeAkd okevaopa n nyr opiCeL:
KoAd KAELOPEVOC QWTOTPOOTATEVTIKOC MEPLEKTNG, BEpUOKpaaia SwuaTiov.

For the finished product the source specifies:
Tight, light-resistant container, room temperature.

References: [1]

Aépac Kat o€eidbwaon / Air and oxidation

Aev mapéxeTal HEAETN 0EEWOWTIKAC OTAOEPATNTAC TOL TEALKOD HiypaTog o0TE anaitnon adpavolg atudéoealpac.
Tnpe(tal o MEPLEKTNG TNG MNYAG.

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

References: [1]

Nepo kat diaAvtéTnTa / Water and solubility

Agv 6{veTal mMOoOTIKS Oplo LEPOAVLTIKAG OTABEPATNTAC TNG CLYKEKPLHEVNG o0vBeonc. H moodTnTa Kot moldtnTa
vePoL dev peTaBAAAETAL Qb TN guvTaYH.

No quantitative hydrolytic stability limit is given for this formula. Retain the prescribed water amount and quality.

References: [1]

Yypaocia / Humidity

Agv SlveTatl aplBunTkd éplo oxeTIKAG bypaciag yla To TeAkd okebaoua. AopedyovTtat daBpoxh MPWTWY LAWY
KL LETOPOPE CUUTMUKVWHETWY 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

AEV TEKUNPLWVETAL EMTPENTH BepUOoKpaTLlaKkr andkAlon f} KOKAOC KaTtdywuEnc/anéyugnc. OL Bepuokpacieg
MOPACKEVHC Kol QUAAENC avapépovTal oTa avtioTolya medla.

No permitted temperature excursion or freeze-thaw cycle is established. Processing and storage temperatures are
stated in their respective fields.

References: [1]

pH kait cupBatéTnTa / pH and compatibility

Agv op(Cetal eldlkd e0poC pH ToL TEALKOD OKELAOUOTOC. Agv TpooTiBeTal puBULOTAG pH XWPI(C TEKUNPLWHEVN
aAAayr Tng obvbeonc.

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

References: [1]

AAAec aAAnAemidpaoelg / Other interactions

Agv opéxeTal MARPNG doKLUA cLPBATATNTAC TOL UiYHOTOC HE MPdoBeTa HpaoTIKA 1} SlapopeTikd €kboya. Ot
LTIOKATAOTAOELG amaLlTolY XwPLloTh Tekunpiwon.

No complete compatibility test with added actives or alternative excipients is provided. Substitutions require
separate evidence.
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References: [1]

EwbiIkd otolxeia ovotatikwyv / Ingredient-specific information

Tavtonoinon kat Bdon ¢Oylong:

e Aapotpryivn, dlokio 100 mg: 2 6lokia / tablets.

e Ora-Blend, éxnua: g.s. ad 200 mL.

OL dnNAwpéveg popeEc/moldTnTEG avrikouv oTnY akpLBr ocbvBeon tng MNyng.

Identity and weighing basis:

e Lamotrigine 100 mg tablets: 2 diokia / tablets.

* Ora-Blend vehicle: g.s. ad 200 mL.

The specified chemical forms/grades belong to the exact source formula.

References: [1]

MpooTtacia epyalopévwy / Staff protection

KaBapn pokpupdvikn epyaotnplakr evdupaoia, KEAvwn PaAALWY KoL YEVTLO KATA TOV XELPLOUS. AAAQYH YOVTLWV
META amnd emudAvvon/ebopd.

Xelwplotelte TN TOyLon kot AstotpiBnon oe xwpo/dldtagn mov neplopifel Slaomopd Koviwy, e mpooTaaia
0QOUALWY- 0 TOMOG AVAMVELOTIKAG MpooTaciag Kabopi(CeTal and Tn cuyKekpLlpévn €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: [11], [3], [4]

EKTipnon kKivdéovovu / Risk assessment

ZuykekpLuévn mopTtida avaeopdg: 200 mL. Mpwto cuoTtaTtikd: Aapotplyivn, diokio 100 mg, 2 diokia / tablets.
EAéyETE aveEdpTnTa TN XNULKA HOPQH, TG HOVASEC KAl K&BE KALMAKWaON mpwv and CoyLon.

Kplowo teAikd xapaktnploTikd e{val n enavadlaonopd: opoyevomoloTte pwv and vrnodlaipean, eAEYETe okAnpd
{Cnua kat emaAnBeboTte 6TL N BaOUOVOUNUEVN OTOUATIKA oUpLyya HETPA Tov amnatTtoluevo dyko Xwplc
anéppagn/aépa. H dladyela 6ev elval KPLTAPLO AMOdOXAG EVALWPAHATOG.

KataypdyTte yla TNV TOMKA avdAuon moodTnTa avd napaokevr, ouxvotTnTa epyaoiag, dtdpkela avolkTtol
XELPLOMOD, TBAVEG 00006 €KBEaNG KL AMOTEAECUATIKOTNTO TWY HETPWY eAEYX0L. AuTd elval atowela elaédov
NG agloAdynaong: 6ev amodibeTal MPooXNUATIKAC TEALKOG BaBUdC KlvdOvou.

AapoTtpryivn: kivduvoc coBapol eEavOripaTog Kat kivduvoc and opdApa titAonoinong f andtoun dtakomnr. H
€Mofpavaon mPolévTog MapaATeTAPEVNG amodEOPEVONG XPNOLUOTOLE{TaL HOVO Yo TIPOELBOTOLTELC TNE OPAOTIKAC:
TéTola Slokia dev umokabLoToLY Ta MpoBAendueva Slokia TNG cuvtayrig.

Inueio eAéyxouv amodéopevong: delypa and avTMPooWNEVTIKA onuela Kat and tnv apyri/TéAog¢ MAApwWaonC, UE
Kataypaen kabi{fnong rf dlayxwplopol kat enavadlaonopdg. EAEyETe 6TL n npoPAendpevn Afjyn arnodidel Tnv
anoLtoOuevn moodTNTA: N €EWTEPIKH opolopop@ia uévn Tng 6gv amodelkvOeL opolopopeia SPAOTIKAC.

Reference batch: 200 mL. First ingredient: Lamotrigine 100 mg tablets, 2 dwokia / 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.

Lamotrigine: serious rash and risks from titration errors or abrupt withdrawal. Extended-release product labelling
supports active-drug warnings only; those tablets do not replace the formula’s specified starting tablets.

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

Sikalias Greek Formulary | Reference documentation 3



compounding.gr | 10.0 | 2026-10-14

uniformity.

References: [11], [2], [7], [9]

ZuvOnkec mapaockevnG / Compounding conditions

Mpw and avdugn: Tavtonoinon XNUKAG HopeAg Kal napTidag KdBs cuoTaTIKoD, KaTaypPaer BEWPNTLKWY
MOGOTATWY KAl EAEYX0C KaBapLOTNTAC TOL EEOMALOUOV. OL BEPUOKPAOIEG Kal N oelpd MPOoodRKNC elval AVTEG TNC
nopokdTw Sladikaciag.

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: [11], [4]

Texkpnpiwon BUD / BUD rationale

Aldpkela otnv nnyr: H ninyr opi{TeL 90 nuépec.

H dudpketa avth elvat odnyla TnG ouykekpLuévng papuakomnolag/mnyng. Ztov mopdvta £Aeyxo dev emaAnbedTnKe
A PNG MPWTOYEVAG LEAETN TIOL VA TEKUNPLWVEL TAVTOXPOVA XNHLKH, PUOLKHA KAl LKPOBLOAOYLKH EMEKTACN TNG
(dlag TeAkig obvBeong.

EMAEYEVOG YEVIKOG KOVOVAC: €WC 35 NUEPEC YL LBATIKA HOPPH HE KATAAANAO COOTNUA CLUVTHPNONG OTNY TEALKN
obvBeon Kat pH. Xpnotuonowjote 20-25 °C, 1§ 2-8 °C pévo dtav n nnyrn to emtpénel/anattel Kol n popen
MUPAPEVEL KATAAANAN. Agv entapkel N ovopaoia evég ouvTnNPENTIKOL €AV LTS €xel apalwOel, adpavomrolndel
HETOQEPOEL oE AAAN Qdon.

To épLo BLBALOYPaPLKAG ava@opdc Tng napoloag €kdoong elval n ouvtopdtepn HETAED TNG MapaATdvVW BLAPKELAG
mNyAG Katl Tou YeVLIKoL oplov. MNa napdtaon anatte{tal TeKunEiwaon mov KaAOTTEL
SpaoTIKA/EKDOXO/MEPLEKTIKATNTA, MEPLEKTN, Oepuokpaaia, HEB0B0 eVOELKTIKY 0TABEPSTNTAC KAL, Yla LOATLKN
EMEKTAON, TNV AMOLTOOPEVN UikpoBLloAoyikr Tekunpiwon. Epapuootéa enionun USP-NF povoypagia agloAoyeital
XWPLOTA 010 MAAPEG KE(PHEVS TNG.

Huepopnvia xpriong = n evwpitepn emtpentr nuepopnvia and napackevr + emAgypévn dldpketa, AREELG MTPLTWY
LAV KoL TUXOV CLUVTOUSTEPO TEKUNPLWHEVO OpLo. O Xpdvog PETA To dvolypa 6ev napaTteivel To cuvoAlkd BUD. H
TEAKH NUEPOUNVI{X CUPTANPWVETAL YLO TN OLYKEKPLUEVN AP T{BA PETA TOUC EAEYXOULC.

O yevikdg kavédvag amnoteAel ouvTNPENTLIKO dPLo EMAOYAG Kot OXL MELPAMATIKA anddelgn otabepdTnTag TNG
naptidag. H katnyopla cuvdéeTal pe TNV TEAK oOvBeon, TN CLVTAPNON KoL TLG EMTPENOUEVEG BEpoKkpaoiec. H
T aw 6gv MPoKLTTEL and To MocoaTéd vEPODL N TNV anwWAsLa Katd tnv EApavaon. MNa tekunpiwon xpnollonotioTe
SOP-014 kot F-006- yia €16ikry aw, SOP-017 kot F-012.

H USP 6ev anattel pétpnon aw og kdBe un otelpo napackedaopa. H tekunplwuévn tagwéunon tng
OLYKEKPLUEVNG a0vBeang umopel va xpnotpomnole{tal wg 0dnydc: kataypdeeTal pntd we ekTiunon Kat éxt wg
pétpnon. Auei{BoAn 1} oplakr Tagwéunon anattel €16Lkd TEKUAPLO | KATAAANAN HéTPnon. H nuepounvia TeALKoOO
okevdopatog dev vepPaivel Tn dlaBéoun nuepopnvia TWv N MAPACKEVAOUEVWY CUOTATIKWY/BACEWY, EKTOC av
€xeL voBeTnBel emapkAg €16IKA TeEKUNPlwon yla TNV akpLBr TeAK obvBean.

Period reported by source: Source period: 90 days.

This duration is a specific formulary/source instruction. This review did not verify a complete primary study
establishing chemical, physical and microbiological extension for the same finished formulation.

Selected general rule: up to 35 days for an aqueous 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 aqueous 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
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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: [11], [5], [6], [8], [10]

Mpoamairtovpeva / Prerequisites

Agv anotteltal xwploth BAon PE KWOLKS HNTPWOUL. TuxOV gumnoptkd 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 eAdxLloTng C0ylong, youdi/omepog i opoyevomolnthcg, 6oxela avadulEng, ondTouvAeg,
BepudueTpo TV vIdp)EL Bépuavan, 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

NAelotp(Bnon Twv 6lokiwv A Tov meplexopévou Kayakiwv. AltaBpoxn e 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]

Napatnpnoclg / Observations

Xpnotpomote{tat N popen kot To dxnua tng nnNyAG. H woxdg tTwy Slokiwv/kayakiwv akoAouvBel Tnv emofuavor
TOUG. AEV TEKUNPLWVETAL ALTOPATN Looduvauia dAAOL oxAuATOC 1} MPOidvToG. O KaTdAOYOG TOL VOOOKOUE(OL
dnAwvel avabewpnon wg npog USP <795>.

Xpnotuonowjote pévo ta Siokia TNG eBLIKAC POpHOLAAC agol emBeBatwbolv e{boc anodéopevong, Loxog,
noapaywydg kat €kdoya. H napamnounrd DailyMed yla kAWikEG mpogldonotigslg dev matonolel mpwtn OAN
TMOPACKEVHC. ZKELAOUATA TPOMOMOLNUEVNG/MAPATETAUEVNG aANOdETUELONG 1] EVTEPOBLAALTA €V AVTIKAOLOTOOY Ta
apxLkd dlokia péow AstotpiBnong xwpic xwplotd, pntd TEKUNPLWHUEVO TIPWTOKOAAO.

Use the source dosage form and vehicle. Tablet/capsule strengths follow their labels. Other products or vehicles
are not automatically equivalent. The hospital index reports ongoing review against USP <795>.

Use only the tablets in the specific formula after confirming release type, strength, manufacturer and excipients.
A DailyMed clinical-warning reference does not qualify a compounding input. Modified/extended-release or
enteric-coated products must not replace the original tablets by crushing without a separate, explicit supported
protocol.

References: [1]

MNepLéKTNG KaL ovokevaoia / Container and packaging

dWTOMPOOTATEVTIKA MAXOTIKA QLEAN TNG MPodlaypa@riG Tou GOAAOUL.
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Light-resistant plastic bottle as specified by the sheet.

References: [1]

MoloTikog éAeyxocG / Quality control

ontikA eE€Taon TOL TEALKOD MPOIOVTOC EVAVTL TNG AVAPEPOUEVNS EUPAVLONG. To QUAAO 6ev B{veL EMKVPWHEVN
HéB0B0 MooOTIKOU MPoadLloplopol f aplOunTiké HikpoBLoAoyiké dplo.

H nébodog, 1o 6plo amodoxAC, N MPAYHATIKA TIUA Kol 0 EAEYKTAC KaTaypdeovtal xwplotd oto F-005. Anotuyia
Kplowng nmpodlaypaeric odnyel oe kapavtiva kat dtepedvnon katd SOP-015- n emavaAnyn eAéyxwv xpeltdletal
attioAdynan.

Visually examine the final product against the stated appearance. The sheet supplies no validated assay method
or numerical microbiological limit.

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], [9]

®0Aain / Storage
KaAd KAELOPEVOC PWTOMPOCTATEVTIKOC MEPLEKTNG, Bepuokpaaia dwuaTiov.
Tight, light-resistant container, room temperature.

References: [1]

Awa0eon / Dispensing

Xopriynon otnv akpLpri cuvTayoypaPnUévn MEPLEKTIKOTNTA. Ma LYPA, XPNOLHOTIOLOTE KATAAANAN
BaBuovounuévn cbpLyya amd tov oTdUATOC: KaTaypdyte 60N Kal ocuxvdTNTA AMd TN CLVTAYH.

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

References: [1]

Enmionpavon / Labelling

Aopotpryivn 1 mg/mL - néouo evatwpnua

Ané tTov oTéUATOG

Mooétnta: _ Noptida:

Mapaokevdotnke: _ XpAon éwg:

AobBevric / 6éan / ouyvéTnTa:

DOAaEN: KaAd KAELOUEVOC PWTOTPOOTATELTIKOC MEPLEKTNG, BEpUoKkpaoia dwuaTtiov.
Avakriote/enavadloonelpete KAAG mpwv and xprion.

©eppokpaoia yla To BUD autAg tng naptidag:

Lamotrigine 1 mg/mL oral suspension

Oral use
Quantity: Batch:
Prepared: Use by:

Patient / dose / frequency:

Storage: Tight, light-resistant container, room temperature.
Shake/redisperse well before use.

Temperature for this batch BUD: __

References: [1]
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v9_controls / v9_controls

To apBunTiké 6plo oto apyelo elval pévo 6pLo BLBALOYPAPLKAC avapopdc UTd TIC £LBLKEC TPODTOBETELC. Agv €YEL
opltotel BUD mpayuaTikAc mopTidag Kat 6ev éyxouv napaydel petprioelc aw. H akplBrigc obvBeaon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N GUAAEN Kol Ta aTolxela eAéyyou PEMEL val YKPLOODVY YLl TN CUYKEKPLUEVN
epapuoyn. H évap&n touv vrmoAoylopol BUD eival n évapEn tng napaokevig. Epapudletal To GUVTOUGTEPO
TEKUNPLWHEVO 6PLo, PE XWPLOTO €AeyY0 BLdpKeELaG HETA TO dvolypa. Ta dpla USP elval texviké mAaiolo kat 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 andédoon/opydvwaon oTolxelwy TNG avaeepdpuevnc mNyng. Aev anoteAel enlonun petdgpaon fi €ykplon tTov
€kdOTN.

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

Mnyéc katL mapamnounég / Sources and references

[1] Nationwide Children’s Hospital - Pharmacy Services, institutional compounding formula

09/2025 | PDF pp. 1-2 | master formula | 2026-09-10
https://www.nationwidechildrens.org/-/media/nch/specialties/pharmacy/compounding-formulas/lamotrigine-oral.pdf
[2] DailyMed / NLM: LAMOTRIGINE TABLET, FILM COATED, EXTENDED RELEASE [AMNEAL PHARMACEUTICALS LLC]

SPL published Aug 20, 2026 | Indications / warnings / pharmacology | Active-drug clinical warnings and pharmacology only; not the
compounded formula, starting-product interchangeability or stability | 2026-09-10

https://dailymed.nim.nih.gov/dailymed/druginfo.cfm?setid=0833d3df-2df1-4abd-abe0-7fb2c0253c80

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

Awabéoipo kelpevo / 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] 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

[5] 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
[6] 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
[7] 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
[8] 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
[9] 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
[10] USP - General Chapter <795> FAQs (official, updated 1 November 2023)

Sikalias Greek Formulary | Reference documentation 7



""I KALIAS compounding.gr | 10.0 | 2026-10-14
AIRALIAYD

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

Sikalias Greek Formulary | Reference documentation



