compounding.gr ¢ ZTaowég Xp. ZIKOALEG

AvTioTOoiXIlON MEAETNGC OTAOEPOTNTOAC KAl EMEKTACT
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MNAApeG pdTuTo dladikaciag yla Tomkr vloBEéTnon. Ta ovouaTa, 0 EEOMALOUOG, T ELBLKA dpLa KOl oL
unoypaeéc eykpivovTtal amnd tov bmevBLVYVO ToL epyacTnpiov MPLY TNV EQAPUOYH.

Complete procedural template for local adoption. The responsible laboratory pharmacist approves named
personnel, equipment, specific limits and signatures before implementation.

Medio epappoyng / Scope
Amodoyxr ONUOCLEVHEVWY 1] AVATEBELUEVWY HEAETWVY YLX CUYKEKPLUEVN Hovoypa@ia.

Acceptance of published or commissioned studies for an exact monograph.

YnevOuvotnteg / Responsibilities

YnevOLVOG QUPPOKOTIOWOC: andpacn, £ykpLlon Kal anodéopevon. EKnatdevuévoc XeLPLOTAC: EKTEAEDN Kal
oOyxpovn kataypaer. EAeykTAG: aveEdptntn enaAribevon kplopwy otolxelwv. EEwtepkd
EPYOOTAPLO/KALVIKAG €LOIKOG: EpYyaOieq IOV AMOLTOUY TEKUNPLWHEVN ELOLKN EMAPKELA.

Responsible pharmacist: decision, approval and release. Trained operator: execution and contemporaneous
records. Reviewer: independent verification of critical items. External laboratory/clinical specialist: tasks
requiring documented specialist competence.

MpobmoOéoseic epappoyng / Implementation prerequisites

lox0ov KOpLo HeAT(O, CWOTH TALTATNTA LALKWY, EAEYUEVOG EEOTIALOUOC, EKTIA(BELON KAl EYKEKPLEVD
KpttApLla yia tTnv npoPAenduevn xpron. Ta kevd ovéuata/vroypa@ég 6ev elval eAAelyelg BLBALOypagiag:
CLUMANPWYOVTAL YLK TNV EYKOTACTOAON KAl TNV MPAYUATIKY epyacia.

Current master record, confirmed material identity, checked equipment, training and approved criteria for
intended use. Blank names/signatures are local execution fields, not missing bibliographic evidence.

BApa / Step 1
TavTtomoltoTte MAAPN HEAETN, ouyypagelg, Ekdoon, DOI/URL kat Tuxdv dlopbwoelg. MeplAnyn A
BLaQNULOTIKOG LoXUPLOUOG 6ev apkel yia mARpn agloAdynon pebbédouv.

Identify the full study, authors, version, DOI/URL and corrections. An abstract or promotional claim is insufficient
for complete method appraisal.

BApa / Step 2
Zuykplvete dpaoTikA/dAag, ouYKEVTPWAN, apXLkd poldy, dAa Ta €kdoxa Kat ouvTnpNnTikd, dladikaoia,
MEPLEKTN/MWHA Kol Beppokpaoia. Kataypdyte kAOe dlagopd Kal Tn onuacia tng.

Compare active/salt, concentration, starting product, all excipients/preservatives, process, container/closure
and temperature. Record every difference and its relevance.

BApa / Step 3

EEetdoTe €dv n uéBodoc dlaxwpilel dpaoTikr and mpoidvta didonaong Kat v n avadktnon eivat
KATAAANAN yia TN PATPA. EAEYETE QUOIKE XapaKTNPLOTIKE Kat SootueTpLkr andédoaon, éxt pdvo mocooTd
SpaoTIKAC.

Determine whether the assay separates APl from degradation products and whether recovery suits the matrix.
Assess physical attributes and dose delivery, not only percentage API.
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BAipa / Step 4
Ma vdatik napdtaon eEeTdoTe AMALTOOUEVN HMLKPORBLOAOYLKY TEKUNP{WON, AMOTEAECUATIKOTNTA
ouVTAPNONG KOL TLG TIPAYHATIKEG OLVOAKEG avolyHaTog. Anovaia oxeTIKWY Sedopévwy dnAwveTtal pnTd.

For aqueous extension assess required microbiological evidence, preservation and actual opening conditions.
Explicitly state missing relevant data.

BApa / Step 5

KaBopiote tn péylotn tekunplwpévn nepiodo pévo yla to epapuootéo nmAaioto. H dnudola andédoon USP
TMPOPBAETEL EWC 180 NUEPEC HE KATAAANAN PEAETN: €Ok USP-NF povoypagia agloAoysital 0to MAAPEG
Lox0ov Kelpevo. Agv LoxLPLCOUACTE YEVLKH VOULKH LoY0 otnv EAAGSQ.

Set the maximum supported period only within the applicable framework. The public USP implementation

allows up to 180 days with a suitable study; a specific USP-NF monograph is assessed in its full current text. No
general Greek legal applicability is asserted.

BApa / Step 6
O eAeyKTAG eyKkpilvel To F-013 kat peTtaépel Tn SldpKela, Bepuokpaoia Kal meploplopol oto F-006 Kot
TNV eTkéta. KdBe aAAayr Kp{oLov oTolyeloL AKLPWYEL TNV ALTOUATN HETAPOPE TNG andeaon .

The reviewer approves F-013 and transfers period, temperature and restrictions to F-006 and the label.
Changing a critical feature prevents automatic reuse of the decision.

KpitAplo diakomng / Stop criterion
Mn avtioTolLlopévn kplowun dlta@opd rj avenapkAG LEAETN: Kapla eMékTaon mMépa and €papUOOLUO YEVIKS
oplo.

Unresolved critical mismatch or inadequate study: no extension beyond an applicable default.

Apxeia / Records
F-013, F-006

NMnvéc kat tedio vmooTAPLENG / Sources and scope

[1] lllinois IDFPR — Nonsterile Compounding Self-Inspection Report. Public regulatory checklist, accessed 2026-09-12. pp.
15-16; USP <795> sections 10.1-10.5. Grade A2.

Temperature conditions and requirements for supported extension; jurisdiction-specific guidance
https://idfprapps.illinois.gov/Forms/PDFs/NONSTERILECOMPOUNDINGSELFINSPECTIONREPORT.pdf

[2] 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. Grade Al.

Risk-based default categories; not product-specific stability or Greek law
https://www.mbp.ms.gov/sites/default/files/2023-03/USP_Compounding BUD_Fact_Sheet.pdf

[3] 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). Grade A2.

Professional quality-system framework; not automatic national legal adoption or certification
https://picscheme.org/docview/3443

MPWTATLTN CLVTAKTIKA OPYEVWaON KoL EQAPUOYH PXWY TWY Mopandvw mNywv. Agv glval enlonun
HETAQpPaaon, motonolnon eykatdotaong 1 £€ykpLon and Toug EKOAOTEC TWY TMNYWVY.

Original editorial organisation and application of the cited principles. Not an official translation, facility
certification or source-publisher endorsement.

Tomikn ékbdoon Kal nuepounvia Loxvoc / Local version and effective date
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https://idfprapps.illinois.gov/Forms/PDFs/NONSTERILECOMPOUNDINGSELFINSPECTIONREPORT.pdf
https://www.mbp.ms.gov/sites/default/files/2023-03/USP_Compounding_BUD_Fact_Sheet.pdf
https://picscheme.org/docview/3443

ZUVTAKTNG EAEYKTNG €yKpLon vmtoypa@éc / Author reviewer approval signatures
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