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OQTIKEC OTAYOVEG OELKOD apylAiov BP

Aluminium Acetate Ear Drops

BLBAloypagiki avagopd - Tomkr vtoBétnon / Reference monograph - Local adoption

MpoéAsvon kKat mpdéoRaocn otnv mnyn / Provenance and source access

BP: npoéAevon and ta napexdUeEVA aMooTAoPATA TNG avapepduevng €kdoong. H mpoéAsvon, n ékdoon Katl ta dpLa
TWY MOPEYXOUEVWY QATOCTIOOUATWY/BLBALOYPAPLKWY ava@opwy dlatnpolvtal. To ke{pevo elvat n mapexduevn Kat
avaBewpnpévn eyypaer Sikalias, éxt véa MApnG avadnuoaoievon Tov mpwToTUTNOL TNG MNYAG. NMpdoBacn oto

A PEC MPWTATLMO YIVETAL OTOV EMONUO €KEATN, HE TNV amattoOueVn ddeta fj cuvdpopr. Aev BnAWveTal 6TL
EKKPEUEC alTnua emavdyxpnong €xeL eyKpLOEL.

BP provenance: supplied extracts of the cited edition. 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.

Z0v0eon avagopadc / Reference formula

Bdon / Basis: Avtidpwoa naptida / Reaction batch

ZvoTaTLKO / Ingredient MoooétnTta / Quantity

©gukd apyiAlo tng BP 225¢g
Aluminium sulfate BP

AvBpaklkd aoBéaTLo 100 ¢
Calcium carbonate

Tpuyikd oEL 45¢g
Tartaric acid

OEk6 08D 33% tng BP 250 mL
Acetic acid 33% BP

KekaBapuévo 06wp 750 mL
Purified water

MNeprypagn okevadopatog / Preparation description

QTIKS BLdAvua  oTayOveG: QTIKEG oTaydveg 0ELkol apytAlov BP. Mpdobeta KpLTrpLa eppdviong dev
TEKUNPLWYOVTOL 0TO €E€TAOBEY LBLKO Ke(pEVO.

Ear solution or drops: Aluminium Acetate Ear Drops. Additional appearance criteria are not established by the
specific text reviewed.

References: [1]

Apaon kai xpRon / Action and use

H ninyn op{CeL tn poper «QTkd SldAvua i oTaydveg» Kal Tn oOvBeon. Agv mapéxel eLOIKA KAWLKA €vdelgn
8oogoAoylkd oxApa Yyl To TARPEC Hiyua.
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The source defines the ear solution or drops and its composition. It does not provide a specific clinical indication
or dosing regimen for the complete mixture.

References: [1]

Mpodiaypagic / Specifications
Al: 1.7-1.9% m/V; pdCa/mL 1.06-1.08 g
Al: 1.7-1.9% w/v; mass/mL 1.06-1.08 g

References: [1]

®wg / Light

Agv MapéxeTal 6K PWTOOTABEPOTNTA TOL TEALKOD TPOIOVTOC. H aMaLTOOUEVN QWTOMPOCTAC( TOV MEPLEKTN,
epooov opiCetal, avagépetal otn POAaEN.

Finished-product photostability is not specified. Any required container light protection is stated under Storage.

References: [1]

Aépac kKat o€eidbwon / Air and oxidation

Agv TOPEXETAL HEAETN OEEWOWTIKAG 0TaBEPOTNTOC TOL TEALKOU HiypaTog o0Te anaitnon adpavolc atudopalpag.
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 SiaAvtoTnTa / Water and solubility

Agv 6lveTatl MoooTkd 6pLo LOPOAVTLKHG OTABEPATNTAG TNG OLYKEKPLUEVNG o0vBeonGg. H moodTnTa Kal motdtnTa
vepoD dev peTaBaAAeTal and Tn cuvTayh.

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

References: [1]

Yypaoia / Humidity

Agv dlveTal apBuUnTkS 6pLo oXETIKAG LYPAOIOC Yl TO TEALKS okeDaagua. Ano@elyovTal dLaBpoxh MPWTWY LAWY
KL HETAPOPA CUUTMUKVWHATWY 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 BepUOKpPaTLaKr anmdkALoN 1} KOKAOC KaTaWuEnc/andyuEnc. OL Beppokpaciec
MPAOKELHG Kol QUAAENG avagépovTal ota avtioTola nedia.

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

References: [1]

pH kat cvpBatoéoTnta / pH and compatibility

Agv op(Cetal eldlkd e0poC pH ToL TEALKOD OKELAOUATOC. Agv TpooTiBeTal puOULOTAG pH XWPI(C TEKUNPLWHEVN
aAAayr TnG obvBeanc.
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No finished-product pH range is specified. Do not add a pH adjuster without a supported formula change.

References: [1]

AAAeGg aAAnAemibpaoelg / Other interactions

Aev napéxetal mARPNS 6ok ouuBatdTNTAC TOL PiyHaTOoG HE MPSoBeTa dPaoTIKA 1 dLapopeTikA €kGoya. OL
LTIOKATAOTATELG aMALTOOY XWwPLoTh TeKUNpiwon.

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

References: [1]

El81ka otolxeia ocvotaTtikwy / Ingredient-specific information

Tavtonoinon kat B&on COyong:

¢ @eukd apyiAlo tng BP: 225 g.

e AvBpaklké aoBéoTtio: 100 g.

e Tpuylké o&0: 45 g.

OL dnAwpEvEG poppéc/moldTnTEG avriikouy otny akpBr) cbveean tng mnyrig.

Identity and weighing basis:

e Aluminium sulfate BP: 225 g.

¢ Calcium carbonate: 100 g.

e Tartaric acid: 45 g.

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

References: [1]

MpooTtacia epyalopévwy / Staff protection

KaBapr pokpupdvikn epyaotnplakr evdupaoia, KEAvwn PaAALWY Kol YAVTLO KATA TOV XELPLOUS. AAAQYH YOVTLWV
META amd emudAvvaon/ebopd.

Xelplotelte TN TOyLon kot AstotpiBnon oe xwWpo/dldtagn mov neplopifel Slaomopd Koviwy, e mpooTaaia
0QOAALWY- 0 TOMOG AVANVELOTIKAG MpooTaciag Kabopi(CeTal and Tn cuyKekplpuévn €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], [2], [3]

EKTipnon kKivdéovovu / Risk assessment

ZuykekpLuévn mopTida avagopds: Avtidpwaa naptida / Reaction batch. MpwTo cuotaTtikd: Ocukd apyiAto Tng BP,
225 g. EAéyETe aveEdpTnTa TN XNUKA HOPQH, TG HOVASEC Kol K&BE KALMAKWaN mpwv and CoyLon.

EmBeBaiwrote 6TL N epappoyr dev anattel otelpo mpoidy Kat 6TL N KATAOTACN TOL TUMMAVOL EMLTPEMEL TN
guvtayoypaenuévn obveeon. H wTikA emoiuavon MPEMeL va amoKAE(EL o0yYLON HE OQOUAULKEC OTaYOVEC.
KataypdyTte yla TNV TOmMKA avdAuon moodTnTa avd napaokevr, ouxvotTnTa epyaoiag, dtdpkela avolkTol
XELPLOPOD, TIBaVEC 0600¢ €KBEONC KL ATIOTEAECHATIKOTNTA TWY HETPWY EAEyXoL. AuTd elval otowxela etlaébouv
™G a§loAdynong- 6ev anodideTal mPooxNUATIKOG TEAKOG BaBudG Kwdivou.

Znuelo eAéyyou amnodéopevong: emBeBatwote TeAkd dyko 1§ udla otn Beppokpacia avagopdc, diadyela A
npoBAenOueVN dlaoopd Kal CLHEWVIA TEPLEKTN/MWUATOC HE TN ouvTayr. Ma OYKOUETPLKY avaywyr KNy
€ELOWVETE g ME ML XWPI(g TEKUNPLWUEVN TTLKVOTNTA.

Reference batch: Avtidpwoa naptida / Reaction batch. First ingredient: Aluminium sulfate BP, 225 g.
Independently check chemical form, units and every scale conversion before weighing.

Confirm that the application does not require a sterile product and that tympanic-membrane status permits the
prescribed formula. Otic labelling must prevent confusion with eye drops.
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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: confirm final volume or mass at the reference temperature, intended clarity or dispersion,
and specified container/closure. Do not equate grams and millilitres without a justified density.

References: [1], [6], [8]

ZuvOnkec mapaockevng / Compounding conditions

Mpw and avdulgEn: Tavtonoinon xNULKAG HOPPAC Kot apTidag kABe cuaTaTIKOD, KaTaypaPr] BEWPNTIKWY
MOCOTATWY KAt éAEYX0GC KaBapldTNTAC TOu EEOMALOMOD. OL BEpoKPaOleG 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], [3]

Tekpnpiwon BUD / BUD rationale

Agv evtoni{oTtnke l8LKA MelpapaTiky SldpKeLa TTOL VA KAADTITEL OAGKANPN TNV aKkPLR oOVBEDN, TOV TEPLEKTN KOl
TN HKPOBLOAOYLKH KATAAANASTNTA.

EmAEYHEVOG oLVTNPENTIKAG YEVIKOG Kavdvags: £wG 14 nuépeg aToug 2-8 °C yla bdATLKA HoPEH XWPIG EMAPKWG
TEKPMNPLWHEVN cuvThpnon. MpobndBeon elvat 6TL N YOEN dev mpokaAel KaBIZnon, un avacTPEWLUo Slaxwploud
GAAN amWAELa KATAAANASTNTAC. AV auTrh N Mpodndédean amnotlxeL, 6ev xpnowuomnote{tal To 14Auepo oE
Bepuokpaoia dwuatiov- anatte{tal edikr TekUNpiwon acbvtoung xpriong.

Huepounvia xpriong = n evwpitepn emtpenth nUepopnvia and napaokevr + emAeyuévn dldpkela, AREELC TPWTWY
LAWY KoL TUXOY CLVTOPOTEPO TEKUNPLWHEVO Oplo. O Xpdvog HETA To dvolyua dev mapaTtelvel To cLVoALké BUD. H
TeAKA NUEPOUNV{O CUUMANPWVETAL YLA TN CLYKEKPLUEVN TToPTIBA HETE TOLG EAEYXOULG.

O yevikdG kavédvag anoteAel ouvTNPENTIKS dpLo EMAOYAG Kot OXL MELPAMATIKA anddelgn otabepdTnTag TNG
nopTtidac. H katnyopia ovuvdéeTal pe TNV TEAKA oOVBEON, TN cuVTAPNON Kal TG EMTPENOUEVEG BEpUoKpaoieg. H
TR aw 6gv MPOoKOMTEL and TO M0G0 TO VEPOL | TNV AMWAELX KATA TNV Efpavan. MNa tekunpiwaon xpnoluonotioTe
SOP-014 kat F-006- ywa €161krj aw, SOP-017 kat F-012.

Atevkpivion USP: 6ev anatte{tal pétpnon aw yla k&Be un otelpa napaockevr. H katnyopla pnopel va TekUnpLwOel
amnd tnv akpBr] cOvBeon Kal KATAAANAQ QVTIMPOCWTELTIKA apadelypata- 6tav n cbvbeon elvat aBéBain A
oplakr, MPOTIPATOL EL6LKA HETPNON HE KATAAANAN LEBOBO. ZTNY napoloa ékboan Hev umdpyel HeETPNMEVN aw OVTE
anodeapevpuévn moptida. H Sldpkela Tov TEALKOD OKELAOPATOC KaTtd Kavdva 6ev vepBaivel To evarnouévov BUD
TWY EVOWHATWHEVWY YOANVIKWY Bdoswv/evBlapéowv. EEaipean xpetdletal eldikf attioAdynon étL dev
ennpedletal SUOPEVWG N PLOLKH, XNHLWKA A HIKpoBLoAoyLkA moldTnTa. Kataypdyte YWPLoTA TEALKS 6pL0,
nUepounvia MoUPAOKELAC TWY EVOLOPETWY KAl TIpayHaTiky nuepounvia ARENG Toug.

No specific experimental period was located covering the complete exact formulation, container and
microbiological suitability.

Selected conservative general rule: up to 14 days at 2-8 °C for an aqueous form without adequately established
preservation. Refrigeration must not cause precipitation, irreversible separation or other loss of suitability. If that
condition fails, do not apply 14 days at room temperature; obtain specific short-use evidence.

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
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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], [5], [7], [9]

Mpoamaitovpeva / Prerequisites

Aev anatte(tal xwploth Bdon pe KwdKkd PNTPWOoL. Tuxdy EUMOPLKE OYNUA TTHPAUEVEL TO AKPLBEC KATOVOUATOUEVO
npoidv touv mivaka.

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

References: [1]

EEonmAlopocg / Equipment

Zuyo6¢ KaTdAANANG eAdxLoTng 0ylong, youdi/omepog i opoyevonolnTthg, doxela avaulEng, ondTovAEg,
BepudpeTpo dTav undpxel B€puavan, 6pyava OYKOUETPNONG YL MOoHTNTEG 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

AlaAboTe To Beukd apyiAto oe 600 mL O6atoc. Mpoobéate o0&k 0EL Kal EnelTa avOpakikd aoB€aTLo PE TO
vnéAoLno LOWpP. APrioTe g€ 5PoaePd XWPO TOVAAXLOTOV 24 WPEC UE TEPLOBLKA avddevon. AtnBroTe Kat dlaAboTe
TO TPULYLKO 0EL 01O HLribnua.

Dissolve aluminium sulfate in 600 mL water. Add acetic acid, then calcium carbonate mixed with the remaining
water. Stand in a cool place for at least 24 h, stirring occasionally. Filter and dissolve tartaric acid in the filtrate.

References: [1]

Napatnpnioclg / Observations
O apytkol dykol dev amoteAobv 0dnyla g.s. ad 1000 mL. EKADeTaL aéplo: emTpéYte aopaAr ektdédvwon.
Initial liquid volumes are not an instruction to make up to 1000 mL. Gas evolves; allow safe venting.

References: [1]

MeplékTnG KaL ovokevaoia / Container and packaging

EmiAdoyn yia tomkr a&loAdynon: KaAd kKAELoT @LAAN cupBatr He To LYPS. Mpv and MARpwan eAEyxovTal
KaBapldtnTa, akepaldTNTA, OTEYAVOTNTA Kol oLUBATOTNTA LALKOD/MWHATOG. H 161k povoypagia 6ev
TEKUNPLWVEL GUYKEKPLIEVO EUTIOPLKS TIEPLEKTN.

Selection for local assessment: well-closed bottle compatible with the liquid. Check cleanliness, integrity, closure
and material compatibility before filling. The specific monograph does not validate a particular commercial
container.

References: [1]

MoloTikog éAeyxoc / Quality control

Mpoabrikn neplooelac EDTA 0,05 M, 8€puavon os vdatdéAovtpo 30 min Kal omoBoykouéTpnon Pe VITPLkd OALBGO
0,05 M/€uAevOAn mopTokaAl. 1 mL EDTA = 1,349 mg Al.

H néBodog, to dpLo amodoyrg, N MPayUaTKA T KoL 0 EAEYKTAG KaTtaypdeovtal xwploTtd oto F-005. Anotuyia
Kplowng nmpodlaypaeric odnyel oe kapavtiva kat dtepedvnon katd SOP-015- n emavaAnyn eAéyxwv xpeltdleTal
attioAdynan.
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Add excess 0.05 M EDTA, heat in a water bath for 30 min and back-titrate with 0.05 M lead nitrate/xylenol orange.
Each mL EDTA equals 1.349 mg Al.

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], [8]

®0Aain / Storage

Mo 1o eMAEYUEVO YEVIKO avwTaTo 6pLo: 2-8 °C, epdoov dlatnpoldvTal N UK KATAAANASTNTA KAl N
oupBaTéTNTA PE TN OLYKEKPLUEVN TINYH. Agv e@apudletal To 14rjpepo o€ Beppokpaaia dwuatiov.

For the selected general ceiling: 2-8 °C, provided physical suitability and compatibility with the specific source are
maintained. The 14-day rule does not apply at room temperature.

References: [11], [4], [5]

Awa0eon / Dispensing

AldBeon ue oar 066 XprAong, MEPLEKTLKOTNTA Kal Nuepopnvia xpriong. H mogétnta avd epapuoyn Kat n
oLYVOTNTA CUPMANPWVOVTAL COPPWVA UE TN CLVTAYH.

Dispense with a clear route, strength and use-by date. Complete amount per application and frequency from the
prescription.

References: [1]

EmioApavon / Labelling

QTkéG oTaydveg 0ELkoL apyLAiov BP

QTkA xpAon, Hoévo émov dev anatte{tal oTeELPOHTNTA

Moocétnta: _ Maptida:

Mapaokevdotnke: _ XpAon éwg:

AoBeviig / 86on / ouyvéTnTa:

®OAAEN: 2-8 °C, peTd TNV enBeBaiwon KataAAnAdTnTOC YOENC.
©eppokpaoia yla To BUD autig tng naptidag:

Aluminium Acetate Ear Drops

Otic use only where sterility is not required

Quantity: _ Batch: __

Prepared: ___ Useby:

Patient / dose / frequency:

Storage: 2-8 °C, after confirming suitability for refrigeration.
Temperature for this batch BUD:

References: [1], [4], [5]

v9_controls / v9_controls

To apBunTiké éplo oto apyeio elvat pévo 6pLo BLBALOYPAPLKAC avapopdc UTO TIC £LBLKEG TPODTOBETELC. Agv €xEL
oplotel BUD mpayuaTtikAg maptidag kat dev £xouvv mapaxOel petprioelg aw. H akplBric obvBeon, ta
TPOAMALTOVHEVQ, 0 TIEPLEKTNG, N POAAEN KAl T oTolxela eAEyYOUL TIPETEL VO EYKPLOOUY YL TN OLUYKEKPLUEVN
epappoyr. H €vapgn tou vmoAoylopol BUD eival n €vapén tng napaokevg. Epapudletal To GUYTONSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO €Aeyy0 BLdpKeELag HETA TO Avolypa. Ta dpla USP elval texviké mAaiolo Kat dev
napovoldfovtal WG eEAANVIKY 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.
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AveEAPTNTN EAANVLKH KOl ayYALKH amnédoon/opydvwon oTolXelwv TG avagepduevng mNyrg. Aev anoteAel enlonun petdepaocn fi £€ykpLon Tou
€KOOTN.

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

Mnyéc ka1 mapanopunég / Sources and references

[1] British Pharmacopoeia 2016 - Aluminium Acetate Ear Drops

2016 | PDF pp. 1-1; user-supplied BP extract; URL is publisher catalogue, not the licensed full monograph | master formula | 2026-09-10
https://www.pharmacopoeia.com/

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

Awabéoipo 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]1 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

[4] 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
[5]1 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
[6] 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
[7]1 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
[8] 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
[9] 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
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