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Kayaxkia pipoeAafivng 400 mg FTM
Riboflavin capsules 400 mg FTM

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 capsules

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

PBogAaBivn 849
Riboflavin
KoAAoelbég dvudpo 6logeiblo mupttiov 059

Colloidal anhydrous silica

ApatwTké A FTM g.s. 20 capsules BA. mogdtnTO / see
Diluent A FTM quantity

Mpoamaittovpeva / Prerequisites

CGR-BE-001 Diluent A FTM - lactose

MepLypa@n okevdopatog / Preparation description

ZKANPd kaydkia: Kaydkio ptBogAaBivng 400 mg FTM. Mpdobeta kpLtripla epedviong Sev TEKUNPLWVOVTAL GTO
€£eTa00v £1OLkd Keluevo.

Hard capsules: Riboflavin capsules 400 mg FTM. Additional appearance criteria are not established by the specific
text reviewed.

References: [1]

Apaon kai xpon / Action and use

Bitauivn B2. H wotopikA nnyr oulntd mbavd depeAoc vynArc 66ong otn auxvdtnTa NnUikpaviag, ye afepatdtnta
WG MpPo¢ TN BapdTnTa.

Vitamin B2. The historical source discusses a possible high-dose benefit for migraine frequency, with uncertainty
about severity.

References: [1]
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Mpobiaypagéc / Specifications

H o0vBeon kat n TeAkr moogdTnTa akoAovBolv Tov nivaka (20 capsules). Agv dlveTal ediké aplOUNTLIKS £0POG
assay, JhlkpoBLlakol goptiov i pualkoxnUikod eAEyxov 0To eEeTaoBéy £161KO Kelpevo: bev anodidetal avbaipeTto
6plo.

Composition and final quantity follow the formula table (20 capsules). The reviewed specific text gives no
numerical assay, microbial-count or physicochemical acceptance range; no unsupported limit is assigned.

References: [1]

®wg / Light

Agv TTOPEXETAL ELBLKA QWTOOTABEPATNTA TOL TEALKOL TPO1dVTOC. H amattoluevn pwTonpooTacia Tov MEPLEKTN,
epooov opiletal, avagépetal otn POAaEN.

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

References: [1]

Aépac kKal oeidbwon / Air and oxidation

Agv opExeTAL HEAETN OEEWOWTIKAG O0TABEPATNTAC TOL TEALKOU HiyHaTog o0Te anaitnon adpavolc atudopalpag.
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

Agv dlveTal mOoooTLKS 6pLo LEPOAVTLKAG OTABEPATNTAG TNG OLYKEKPLUEVNG o0vBeaNnG. H mogdTnTa Kat moldtnTa
vepoD Hev 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 SlveTal aplBUNTIKS dpLo OXETLKIG LYPATI(AGC YL TO TEALKO oKkeDaTUa. ATopebyovTal dLaBpoxr MPWTWY LAWY
KL HETAPOPA CUUMUKVWHATWY 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:
KatdAAnAoG kKAEloTOC MepLlékTng, 15-25 °C.

For the finished product the source specifies:
Suitable closed container, 15-25 °C.

References: [1]

pH kat cuppatétTnta / pH and compatibility

Agv anodidetal pH atnv §npd poper. Tuxév pH avaAuTikod ekXVAlONATOG HETPATAL HOVO PE TNV KABOPLOPEYN
HéBobdo.

No pH is assigned to the dry dosage form. Any analytical-extract pH requires the specified method.
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References: [1]

AAAec aAAnAenibpaoclg / Other interactions

Agv mopéxeTal mAAPNG doku cupBaTdTNTAG TOL PiyHaTog Pe MPdobeTa SpaaTikd B dlagopeTikd £€kdoya. Ot
LTIOKATAOTAOELG amaLTolY 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

Tavtonoinon kat Bdon Coylong:

* PiBogAaBivn: 8 g.

¢ KoAAoelbéc dvubpo dLogeidlo mupttiov: 0.5 g.

e ApatwTikd A FTM: g.s. 20 capsules BA. moodtnta / see quantity.

OL dnAwpéveg popeEg/moldTnTeG avrjkouvy aTnY akpLBr abvBeon Tng MNyNAG.

Identity and weighing basis:

¢ Riboflavin: 8 g.

* Colloidal anhydrous silica: 0.5 g.

¢ Diluent A FTM: g.s. 20 capsules BA. mocgétnta / see quantity.

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

References: [1]

Mpootacia epyalopévwy / Staff protection

KaBapr poakpupdvikn epyaotnplakr evduvpoaoia, KAALYN HOAALWY Kal YEvTia KaTd Tov XELPLoPS. ANy YOV TLWY
HETE and enudAvvan/ebopd.

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

References: [11], [2], [3]

EKTipnon kKivdéovovu / Risk assessment

ZuykekpLuévn mopTida avaeopdq: 20 capsules. MpwTto cvoTaTikd: PLBoeAaBivn, 8 g. EAEyETe aveEdpTnTa TN
XNUIKA Hopor, TIG HoVAdECG Kal KABE KALUdKwaon mpwy and CoyLon.

H opolopopeia pdac 6ev amodelkviel pdévn TNG opolopopeia meptexopévou. EAEYETE YEWUETPLKA apaiwan,
eAAXLOTN TOYLON, AMWAELEG OTA TOLXWHOTA Kal aplOud/uéyeboc kKayakiwv. AlatnprioTe dlakpltr TavtdTNTA
Lox0WVv KaTtd MAARPwWaOnN Kal EMojuovaon.

KataypdyTte yla TNV TOMKA avdAuon moodTnTa avd napaokevr, ouxvotnTa epyaoiag, dtdpkela avolkTtol
XELPLOMOD, TBAVEG 00006 €KBEaNG KL AMOTEAECUATIKOTNTO TWY HETPWY eAEYXOL. AuTd elval atolela elaédov
NG agloAdynaong: 6ev amodibetal MPooXNUATIKAC TEALKOG BaBuUdC KlvdOvou.

Znuelo eAéyyou amnodéopevong: aveEdptnTn enaAriBevon mg avd povéada, cuvoALlkol aplBuol HovEdwy Kat
MIkpOTEPNG T0YLONG. H opolopoppia palag v umokaBLoTd TNV opolopopeia MEPLEKTIKOTNTAC OToL auTH
anatteltatl. Kataypdyte dladoxr YEWHETPLKAG apai{waong Kol ano@uyr SlaxwpLopol KoOvLWV.

Reference batch: 20 capsules. First ingredient: Riboflavin, 8 g. 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
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uniformity does not replace content uniformity when required. Document geometric dilution and prevention of
powder segregation.

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

ZuvOnkec mapaockevnG / Compounding conditions

Mpw amnd avdulEn: Tavtonoinon xNUIKAG HOPYAC Kol MapTidac KABE cLOTATIKOD, KATAYPAPH BEWPNTIKWY
TOCOTATWY Kal EAeyxoC KabapldtnTtag Tou eEonAlopol. OL Bepuokpaoilec Kol N oelpd MPoaoBAKNG elval avTéG TNG
napakdTw Sladikaoiag.

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], [3]

Texkpnpiwon BUD / BUD rationale

Aldpkela otnv nnyr: 2 HAVEG.

H dudpketa avth elvat 0dnyla TNG CUYKEKPLUEVNG QappaKoTol{ac/MNYAG. ZToV MopdvTa EAeyX0 eV emaAnBe0TNKE
A PNG MIPWTOYEVAG LEAETN TIOL VA TEKUNPLWVEL TALTAOXPOVA XNHLKH, PUOLKE KOL ULKPOBLOAOYLKH EMEKTACN TNG
(dlaG TeAkig obvBeong.

EmAeyHEVOC YEVIKOG Kavovag: €wg 180 nuépec otoug 20-25 °C yia atepen 1§ Un LOATIKA PN MOOLUN Hoper], LE
TEKUNPLWHEVN aw <0,6. H apxikh mowdtnta/vypaoia, n mpootacia and e(oodo vepold Kat N LOLKA KaTAAANASTNTA
npénel va vrootnpi{Couv avtr TNV Katnyopla.

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.

Altevkpivion USP: 6ev anatte{tal pétpnon aw yia kdBe pn otel{pa napaokevr. H katnyopla punopel va TeKuNpLwOEel
and TNV akpLpr obvBeon Kal KATAAANAQ AVTLTPOCWTEVTIKA Mapadelypata: dtav n obvbeon slvat aBéRatn
oplaKr, MPOTIPATOL EL6LIKNA HETPNON HE KATAAANAN LUéB0OO. ZTNY napoloa ékGoan Hev umdpyel HETPNUEVN aw O0TE
anodeopevpévn mopTida. H Sldpkela ToL TEALKOD OKELAOUATOC KATA Kavdva dev vrepBaivel To evamopévov BUD
TWY EVOWUATWHEVWY YAANVIKWY BAoewv/evolapéowy. EEaipeon xpetdleTtal edikr attioAdynon 6TL 6ev
eNMNPEAZETAL BUOHEVWIG N GUOLKH, XNHLKA A LikpoBLloAoyLkr moldTnta. KataypdyTte xwplotd TeAkd 6pLo,
NUEPOUNVIX MOPAOKELHG TWY EVOLAPETWY KAl TPAYHATIKA nuepounvia ARENG TOLG.

Al6pBbwon apBuntikod opiov vI: n mnyn 6{vel 2 nuepoAoylakolg HAVEG. MNa oTtabepd aplBunTIké dplo avapopdc
EMAEYOVTAL CLVTNPNTIKA 59 NUEPEC, WOTE va UNV LNEPPBAIVETAL 0 TUVTOUOTEPOG AVTIOTOLXOC NUEPOAOYLAKAC
XpP6évoG. Avtd elval cOuBacn tnG €kdoanc, oL ueTaBoAr TnG Ny f véa nmelpapaTiky Tekunpiwon. To éplo 180
NUEPWVY TNG Katnyoplac 6ev vneployxVel Tov ouvtopdTepOL oplov TNE MNYNG.

Period reported by source: 2 months.

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 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.

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.
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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.

v9 numerical correction: the source specifies 2 calendar months. This edition uses a conservative fixed reference
ceiling of 59 days, avoiding extension beyond the shortest corresponding calendar span. This is an editorial
conversion convention, not a source amendment or new experimental evidence. The 180-day category ceiling
does not supersede the shorter source period.

References: [11], [4], [5], [7], [9]

MpoanaiTobpeva / Prerequisites
Diluent A FTM - lactose: CGR-BE-001

Diluent A FTM - lactose: CGR-BE-001

References: [1]

EEZomAlopog / Equipment

Zuyég, youd{/Omepog, KOOKLVO, CLUAKELH MAPWONG TOL KABOPLOPEVOL HEYEBOLG KaWaK{WY, EEOMALONOG EAEYXOL
pélac/opolopopeiac.

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

References: [1]

M£00b0¢ mapaokevng / Compounding method

NeloTtplBrioTe To 610Ee(bLo mupLtiov pe mepinmov 1 g apalwTIKOV KAl EVOWMATWOTE oTadlakd Tn pLBogAaBivn.
MNpoobéote apalwTikd aTov Babuovounuévo xaiapd dyko mMAfPwWong, enavovauigte kat mAnpwote 20 KaydkLa.

Triturate silica with about 1 g diluent and gradually incorporate riboflavin. Add diluent to the calibrated loose fill
volume, remix and fill 20 capsules.

References: [1]

Napatnpnoclg / Observations

Neptéxel emmAéov 25 mg dloEeldlov mupttiov avd kaydkio, MEpav EKE{VOL TOL APALWTLKOD A.

Contains an additional 25 mg silica per capsule beyond that in diluent A.

References: [1]

MepLékTnG KalL cvokevaoia / Container and packaging
KatdAAnAog kAeloTédg meptéktng, 15-25 °C.
Suitable closed container, 15-25 °C.

References: [1]
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MowoTikOG éAeyxoG / Quality control

OontikA e€€Taon eREEvLoNnG, OLOLOYEVELAG/OLVOOWHATWHATWY Kot TEAKAG p&lag. Agv evtoni{oTnke €WBLKA
EMKVPWHEVN aAVAALTIKE UEB0BOC YL TO TEALKS Uiypa aTtnv nyr. OL MPOTEWOPEVOL EVEOTIOPATKEVATTLKO( EAEYYOL
6ev vmokaBLoTolV assay 1] HIKPOBLOAOYLKO éAeyyX0 dTAV amatTodvTAL.

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.

Inspect appearance, uniformity/aggregates and final mass. No specific validated analytical method for the
finished mixture was located in the source. These proposed in-process checks do not replace assay or
microbiological testing when required.

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]

®0AaEn / Storage
KatdAAnAog kAelotédg neptéktng, 15-25 °C.
Suitable closed container, 15-25 °C.

References: [1]

A1aOeon / Dispensing

Xoprynon otnv akplBr cuvtayoypa@nuévn mePLEKTIKOTNTA. Mo LYPA&, XpNolomolioTe KATAAANAN
BaBuovounuévn clplyya amd tov oTdPATOC: KaTtaypdyte 660N Kal cuxvdTNTA And TN CLVTAYH.

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

References: [1]

EmioARpavon / Labelling

Kaydkia ptBogAaBivng 400 mg FTM

Ané Ttov otéuatog

Mooétnta: _ Noptida:

Mapaokevdotnke: _ XpAon éwg:

AcBeviiG / 660on / ouxvéTnTO:

®OAaEN: KatdAANAoG KAELOTOG epLékTng, 15-25 °C.
©eppokpaoia yla To BUD autAg tng naptidag:

Riboflavin capsules 400 mg FTM

Oral use
Quantity: Batch:
Prepared: Use by:

Patient / dose / frequency:
Storage: Suitable closed container, 15-25 °C.
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] Formulaire Thérapeutique Magistral, édition 2010 - L-1I-b-1

2010 | PDF pp. 933-934 | master formula | 2026-10-14
https://www.fagg-afmps.be/sites/default/files/content/Matieres_premieres/FTM_Pharmaciens_Edition_2010.pdf

[2] 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
[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] 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] 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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