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Fé€An epuvOpopvKivne 2% R 4% w/w

Erythromycin Gel 2% or 4% w/w

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: 50 g - emAoyr plog otAANG / choose one strength

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

EpuBpopukivn 1.10 g (2%) / 2.20 g (4%) BA.
Erythromycin noodTNTA / see quantity
Avudpo KLTPLKO 0ED 0.100 g (2%) / 0.200 g (4%) BA.
Anhydrous citric acid noodtTNTA / see quantity
MeTovolwuévn atbavoAn 96% v/v, noldtntag FTM 2259

Denatured ethanol 96% v/v, FTM grade

YdpogunponuAokvttapivn 400, motdtntag FTM 259¢g
Hydroxypropylcellulose 400, FTM grade

KekaBapuévo 08w g.s.ad 50 g
Purified water

MNeprypag@n okevaopatog / Preparation description

Agppatikr YEAN: TEAN epuBpopukivng 2% 1 4% w/w. MPécBeTa KPLTAPLX ELPAVLIONG BEV TEKUNPLWVOVTOL OTO
€€eTa00€v €161K6 Keluevo.

Cutaneous gel: Erythromycin Gel 2% or 4% w/w. Additional appearance criteria are not established by the specific
text reviewed.

References: [1]

Apaon kaL xpAon / Action and use
Tomkd avTIRLOTIKG yia akur KaTtd TNy LoTopLlkA MNYA: N emAoyr oxrfipatog anattel odyxpovn kAWK agloAdynon.

Topical antibiotic for acne according to the historical source; regimen selection requires current clinical
assessment.

References: [1]
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Mpobiaypagéc / Specifications

EpuBpopukivn 90-115% tng ouvtayoypaenuévne noagétntag. HPC: 300-560 mPa-s og vdatiké 2% m/v atoug 20
°C.

Erythromycin 90-115% of prescribed amount. HPC: 300-560 mPa-s at 2% m/v in water, 20 °C.

References: [1]

®wg / Light
EpuBpopukivn: npootacia nmpwtng OANG amd EWC.
Protect erythromycin raw material from light.

References: [2]

Aépac kKat o€eidbwon / Air and oxidation

Agv MapéxeTal HEAETN 0EEBWTLKIAG 0TaBePATNTAG TOL TEALKOD PiyuaTog o0Te anaitnon adpavolc atudopalpac.
Tnpeitatl 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

Agv d{veTal mMOooTIKS 6plo LEPOALTIKAG OTABEPATNTAG TNG CLYKEKPLHEYNG o0vBeonG. H moodTnTta Kot moldtnTa
VEPOL 6ev PHETABAAAETAL aTd TN CLVTAYH.

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

References: [1]

Yypaoia / Humidity
EpuBpopukivn: LYPOOKOTILKH.
Erythromycin is hygroscopic.

References: [2]

Oeppokpacia / Temperature

lNa to TeAkd okebaopa n nnyn opiCeL:
ZwAnvdplo- 15-25 °C.
MpwTn 0AN epuBpopLKivNG: N Ny avaeépel =30°C. Agv amoteAel Tekunpiwon BUD.

For the finished product the source specifies:
Tube; 15-25 °C.
Erythromycin raw material: the source specifies =30°C. This does not establish a BUD.

References: [1], [2]
pH kaiL cupBatoéoTnTa / pH and compatibility
EpuBpopukivn: aotadbric oe 6Ewvo neptBaAiov.

Erythromycin is unstable in acidic media.

References: [2]
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AAAec aAAnAemidpaoelg / Other interactions

Agv napéxetal TAAPNS S0k cuuBaTdTNTAC TOU UiyHaTOoG HE MpdobeTa dpaoTIKA 1 dLagopeTikd €kGoya. OL
LTIOKATAOTAOELG AMaLTOOY 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

Y6poEunponuAokuTTapivn: Aevkr €wc vrok{Tpn KOVIC Mov oxNUaTiCel LEWdeC LYPS Ue vePS. O BaBUOC/LEWDEC
TIPETIEL VO CUMQWVE( E TN oLVTAYH.

Hydroxypropylcellulose: white to yellowish powder forming a viscous liquid with water. Use the grade/viscosity
specified by the formula.

References: [4]

MpooTtacia epyalopévwy / Staff protection

KaBapr pakpuudvikn epyaoctnplakr evduvpaoia, KAALYN HOAALWY Kal YEvTia KaTd Tov XELPLOPd. ANy YOV TLWY
pETE amnd empdAvvon/eBopd.

Xelplote(te tn COyLoN Kot Astotpi{Bnon o xwWpo/dldtagn nov neplopi(Cel Sraamopd Koviwy, e mpooTaaia
0QOUALWY: 0 TOMOG AVANMVELOTIKAG MpooTaciag Kabopi(Cetal and Tn cuyKeKpLévn €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], [5]

ExTipnon kKivdéovovu / Risk assessment

ZuyKekpLuévn mapTida avagopdc: 50 g - emAoyn piag otAANG / choose one strength. MpwTo cuoTATKS:
EpuBpopukivn, 1.10 g (2%) / 2.20 g (4%) BA. nogdtnta / see quantity. EAéy§Te aveEdpTnTa Tn XNULKA Hoper], TLG
Hovadeg Kot K4Be kKAldKkwaon mpwv and ¢oyLon.

EAéyETe opoloyévela, oBwAoug, dlaxwplopd Kat mpayuaTiky anddoon npwv and vnodlaipean. H cuokevaoia mpénel
Vo EMILTPEMEL OPOLOUOPPN EQAPPOYH XWPIC ELdaywyr VEPOD OTO MEPLEXOUEVO.

KataypdyTte yla tnv TOMKA avdAuon moodTnTa avd napaokevr, ouxvotTnTa epyaoiag, dtdpkela avolkTol
XELPLOPOD, TIBaVEC 0600¢ €KBEONC KL ATIOTEAECHATIKOTNTA TWY HETPWY EAEyXoL. AuTd elval otowxela etladbouv
™G agloAdynong- 6ev anodideTal mPooxNUATIKOG TEAKOG BaBudG Kwdivou.

MNTNTkdG SLaADTNG TNG OLYKEKPLUEVNG POPUOLAAC: MeETOVOLWHEVN atBavdAn 96% v/v, moldtntac FTM 22.5 g.
ATOPaKPOVETE TINYEC AVAPAEENC, eploploTe aTUOOC KAt avolkTrh eEATuion. EAEyETe ovpBatdTnTA EEQEPLOOD,
NAEKTPLKOD EEOMALOMOD KOl TTEPLEKTN E TOV OUYKEKPLLEVO SLaAldTn.

Znuelo eAéyxov amodéapevong: eAEYETE CUOOWHATWHATA, KPUOGTAAAOLG, TOTILKEG BLAPOPEC LPNAG KAl EAEVBEPO
LYPS HETE TNV OAOKARPWON TNG HUEBSBOL. KaTtaypdyte yewpeTpla avduEng, péyebog naptidag Kol MPAYHATIKES
Bepuokpaoieg: peTapopd aplOuol oTPOPWY 0 GAAO avaULKTHPA dEV amodelkvieL Looduvapia.

Reference batch: 50 g - emAoyn piag oTAANG / choose one strength. First ingredient: Erythromycin, 1.10 g (2%) /
2.20 g (4%) BA. nogdtnta / see quantity. Independently check chemical form, units and every scale conversion
before weighing.

Check homogeneity, aggregates, separation and actual yield before subdivision. Packaging should allow uniform
application without introducing water into the contents.

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.

Volatile solvent in this formula: Denatured ethanol 96% v/v, FTM grade 22.5 g. Exclude ignition sources and
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minimise vapours/open evaporation. Check ventilation, electrical equipment and container compatibility with the
specific solvent.

Release checkpoint: inspect aggregates, crystals, local texture differences and free liquid after completing the
method. Record mixing geometry, batch size and actual temperatures; copying rpm to another mixer does not
establish process equivalence.

References: [1], [2], [3], [5], [8], [10]

ZuvOnkec nmapaokevng / Compounding conditions

Mpw and avdugn: Tavtonoinon XNUKAG HOPEAG Kal mapTidag KkdBe cuoTaTikoD, KaTaypaer BEWPNTIKWY
MOCOTATWY KAl EAEYX0G KaBapldTnTac Tou eEoMALONOD. OL Bepuokpaoieg Kal N oelpd mPoodrikng elvatl aVTEC TNG
nopakATwW 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], [5]

Texkpnpiwon BUD / BUD rationale

Aldpkela aTnv mnyn: lotoptkr dudpkela: 2 PAVEG: xprion METAE To dvolyua €wg 2 MAVEG, EVTOG OLUVOALKAG ARENG.

H dudpkela avtr elvatl 0dnyla TNG CUYKEKPLUEVNG QappaKoToLaG/MNYAG. ZTOV MapovTa EAeyx0o dev emaAnBe0TNKE
MAAPNG TPWTOYEVAC MEAETN TIOL VO TEKHUNPLWVEL TAVTOXPOVA XNHLKH, QUOLKH Kol UIKPOBLOAOYLKA EMEKTAON TNG
(6lac TeAkig obvBeonc.

EMAEYEVOG YEVIKOG KOVOVAC: €WC 35 NUEPEC YL LBATIKA HOPPH HE KATAAANAO 0OOTNUA CLUVTHPNONG OTNY TEALKA
obvBeon Kat pH. Xpnaowonotjote 20-25 °C, i 2-8 °C pévo étav n nnyr to enmtTpénel/anottel Kat N popen
MoPAUEVEL KATAAANAN. Aev enapke( N ovopaoia evdc ouvtTnENTIKOL £4v aLTO €xel apalwbel, adpavorotnOel
peTaepBel o GAAN @don.

To 6plo BLRALOYPAPLKAG ava@opdc TnS nmapoloac ékdoong lval n cuvtopdTeEPN HETAED TNG Mapandvw dldpkeLlag
TNYAG Kal Tou YeVLKoL oplov. MNa napdtaon anotte{tal TeEKunpiwan mov KAAOTTEL
SpaoTIKA/EKBOXQ/MEPLEKTIKOTNTA, MEPLEKTN, BepoKkpaaia, HEO0BO0 eVOELKTIKH OTABEPSTNTAC KaL, YLa LOATLKN
EMEKTAON, TNV AMALTOOMEVN HikpoBLloAoyikr Tekunpiwon. Epapuootéa enionun USP-NF povoypagia aglooyeital
XWPLOTA 0To MARPEC KE(PeEVS TNG.

Huepounvia xpriong = n evwpitepn emtpenth nUepounvia and napaokevr + emAeyuévn dldpkela, AREELC TPWTWY
LAWY KoL TUXGY CLVTOPOTEPO TEKUNPLWHEVO Oplo. O Xpdvog HETA To dvolyua dev mapaTteivel To cLVoAlké BUD. H
TeAKA NUEPOUNV{O CUUMANPWVETAL YLA TN CLYKEKPLUEVN TTaPTIBA HETE TOLG EAEYXOULG.

O yevikdG kavédvag anoteAel ouvTNPENTLIKS dpLo EMAOYAG Kol OXL MELPAMATIKA anddelgn otabepdTnTag TNG
nopTidac. H katnyopia ovvdéeTal pe TNV TEAKA oOVBEDN, TN cuVTAPNON Kal TG EMTPENOUEVEG BEpUoKpaaieg. H
TR aw 6gv MPOoKOMTEL amnd TO MOG0CaTO VEPOUL | TNV AMWAELX KATA TN Efpavan. MNa tekunpiwaon xpnolonotiote
SOP-014 kat F-006- ywa €161k} 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 akpLBr) cOvBeon Kal KATAAANAQ QVTIMPOCWTELTIKA Mapadelypata- dtav n cbvbeon elvat aBéBain A
oplakr, MPOTIPATOL EL6LKA HETPNON HE KATAAANAN LUEBOBO. ZTNY napoloa ékboan Hev umdpyel HeETPNUEVN aw OVTE
anodeapevpuévn moptida. H Sldpkela Tov TEALKOD OKELAOPATOC KaTtd Kavdva 6ev vepBaivel To evanouévov 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 MUPAOKELAC TWVY EVOLOPETWY KAl TIpayHaTiky nuepounvia ARENG Toug.

Period reported by source: Historical validity: 2 months; in-use limit 2 months, within overall expiry.

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
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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 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.

References: [1], [6], [7], [9], [11]

Mpoamaitovpeva / Prerequisites

Aev anatteltal xwploth Bdon pe KwdKS uNTPWOoL. Tuxdy EUMOPLKS OYNUO TTAPAUEVEL TO AKPLBEC KATOVOUXTOUEVO
npotév touv nivaka.

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

References: [1]

EEomAlonog / Equipment

Zuyo6¢ KaTdAANANG eAdxLoTng 0ylong, youdi/omepog i opoyevonolnthg, doxela avaulgEng, ondTovAEg,
BepudueTpo TV LTIAPXEL 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

Bpdote 25 g 06atog, WogTe otoug ~75 °C kal dlaomelpete TNV KLTTAPIVN. AvadeloTe péXpL Bepuokpacia
dwpatiov kat Yo&Ete oo Yuyeio 1 wpa. AlaAdoTe 0ED Kal epuBpouvKivn otV atBavéAn. EvowpaTtwoTte ot YEAN,
KaAOYTE, apriote 1 Wpa 0To Yuyelo Kal CUUNANPWOTE TN H&la pe mpdogaTa Bpaouévo Kat YuxBév DOwWP.

Boil 25 g water, cool to ~75 °C and disperse cellulose. Stir to room temperature; refrigerate 1 hour. Dissolve acid
and erythromycin in ethanol. Incorporate into gel, cover, refrigerate 1 hour and adjust mass with freshly boiled
and cooled water.

References: [1]

Napatnpnioclg / Observations

H mnyA neptAapBdvet umepdooooyia mapackevrig 10% yia anodounon, 6t Ve OVOHAOTIKA MEPLEKTIKOTNTA.
Kataypdyte tnv emAoyr 2% 1 4%.

Source includes a 10% manufacturing overage for degradation, not a new labelled strength. Record selection of
2% or 4%.

References: [1]

MepLékTnNG KalL ovokevagia / Container and packaging

ZwAnvdplo énwg opiCet n dadikacia.
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Tube as specified by the procedure.

References: [1]

MoloTikog éAeyxocG / Quality control

EpuBpopukivn 90-115% tng ouvtayoypaenuévne moagétntac. HPC: 300-560 mPa-s og voatiké 2% m/v atoug 20
°C.

H néBodocg, to dpLo amodoyrg, N MPAyUaTIKA T KoL 0 EAEYKTAG KaTtaypdeovtal XwploTd oto F-005. Anotuyia
Kplowng nmpodlaypaeric odnyel oe kapavtiva kat dtepedvnon katd SOP-015- n emavaAnyn eAéyxwv xpeltdletal
attioAdynan.

Erythromycin 90-115% of prescribed amount. HPC: 300-560 mPa-s at 2% m/v in water, 20 °C.
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], [10]

®0Aa&n / Storage
ZwAnvdplo- 15-25 °C.
Tube; 15-25 °C.

References: [1]

AwaOeon / Dispensing

AldBeon ue oaer 066 xpriong, MePLEKTIKOTNTA Kot nuepounvia xpriong. H moodtnta avd epapuoyr Kot n
oLYXVOTNTA CUUMANPWVYOVTOL COUQWVA 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

FéAn epvBpopukivng 2% A 4% w/w

EEwTeptkn Xprion

MNooétnta: _ Maptida:

MNapaokevdotnke: _ XpAon éwg:

AobBevrig / 66an / ouyvéTnTa:

®OAaEN: ZwAnvaplo- 15-25 °C.

©epuokpaoia yia to BUD autAg tng maptidag:

Erythromycin Gel 2% or 4% w/w
External use

Quantity: _ Batch:

Prepared: __ Useby:

Patient / dose / frequency:
Storage: Tube; 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 2010 - D-I-2-b-1

2010 | PDF pp. 213-214 | master formula | 2026-10-14
https://www.fagg-afmps.be/sites/default/files/content/Matieres_premieres/FTM_Pharmaciens_Edition_2010.pdf

[2] FN/2003/PA/012 ERITROMICINA

Awabéoipo kel{pevo / Retrieved text | PDF pp. 1-3 | raw material or occupational | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_012.pdf

[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] MHLW - Japanese Pharmacopoeia XVIII: Hydroxypropylcellulose

JP XVIII, 2021; English text | Printed p. 1123; 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 llinois 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] 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
[9] 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
[10] 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
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https://picscheme.org/docview/3443

[11] 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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