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‘Evudpn BaleAivn pe ocokLEAaikO copfitavng FTM

Hydrated sorbitan sesquioleate petrolatum 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: 100 g

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

Aevkn BaleAivn 54 g
White soft paraffin

TeoKkleAaikdG €0Tépag coppLTAVNG 649
Sorbitan sesquioleate

ZopBLkd oD 0.150 g
Sorbic acid
KekaBapuévo 06w g.s.ad 100 g

Purified water

Meplypa@n okevaopatog / Preparation description

Huwoteper Bdon: Evudpn BaleAivn pe oeokleAaikd copBLtdvng FTM. MpdoBeTa KpLTHPLA EUPAVIONG BEV
TEKUNPLWYVOVTAL 0TO eE€TaOBEY €LOLKS Kel(pevo.

Semi-solid base: Hydrated sorbitan sesquioleate petrolatum FTM. Additional appearance criteria are not
established by the specific text reviewed.

References: [1]

Apdaon kaL xpRon / Action and use
Ekboxo/Bdon yia TNV KATAAANAN TEAKA Mapaokevr: anatte{tal EAeyxoG oupBaTtdTnTAC.
Excipient/base for an appropriate final preparation; compatibility must be assessed.

References: [1]

Mpobiaypagéc / Specifications

H olbvBeon kat n TeAkr moogdtnTta akoAovBolv tov mivaka (100 g). Aev dlveTtal eldlkd aplBunTIké €0POC assay,
HikpoBLakod gopTtiov f§ puoltkoyNpkod eAEyXoL 0To e§eTa0BEY €18k Kelpuevo- Hev amnodidetal avbaipeTo 6pLo.
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Composition and final quantity follow the formula table (100 g). The reviewed specific text gives no numerical
assay, microbial-count or physicochemical acceptance range; no unsupported limit is assigned.

References: [1]

®wg / Light

Agv MapéxeTal 6K PWTOOTABEPOTNTA TOL TEALKOD TMPOIOVTOC. H aMaLTOOUEVN QWTOMPOCTAC( TOL 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 0TaBEPAOTNTOC TOL TEALKOU HiyHaTog 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
Aevkn BageAivn: n avtiotown kabaprh mpwTn VAN KaTd JP elvat MPpakTikd adldAvtn aTo vePS.
White Petrolatum: JP classifies the corresponding pure raw material as practically insoluble in water.

References: [3]

Yypaocia / Humidity

Agv dlveTatl aplBunTikd éplo oxeTIKAG bypaciag yla To TeAkd okebaoua. AogedyovTat 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 BepUOKpaTLlaKkr anmdkAlon 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 TeEKUNPLWHEVN
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 SPpaoTIKA 1] SlagopeTikd €kboya. Ot
LTIOKATAOTAOELG anaLlTolY XwpLloTh Tekpnpiwon.
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No complete compatibility test with added actives or alternative excipients is provided. Substitutions require
separate evidence.

References: [1]

Eldika otolxeia cvotaTtikwy / Ingredient-specific information
Aevkr BageAivn: mpwTn OAN HE XapaKTNPELOUS SLOAVTOTNTAC OTO VEPS «TMPAKTLKA adldAvTn» Katd JP.
White Petrolatum: raw-material water solubility is classified as practically insoluble by JP.

References: [3]

Mpootacia epyalopévwy / Staff protection

KaBapr HoKpLUPAVIKN EpyaoTnplakn evdupaoia, KEAALYN HAAALWY Kol YAVTLa KaTd Tov XELPLopUd. AAAQYH YOV TLWV
METE and enudAvvon/eBopd.

Xelploteite TN COyLON Kot AstotpiBnon oe xwpo/dldtagn nov neplopi(Cel Saomopd Koviwy, e mpootacia
0POAANWY: 0 TUTOG AVATIVELOTLKAG pooTtaciag kabopietal and tn CuyKeKPLEVN £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: [1], [2], [4]

EKTipnon kKwvéovovu / Risk assessment

ZuyKeKPLUévn apTida avagopdc: 100 g. MpwTo cuotaTtikd: Acvkr BaleAivn, 54 g. EAéyETe aveEdpTNTA TN XNULIKA
pHop@Hr, TIC HovAdeC Kol KABe KALHdKkwaon pLy amnd CoyLon.

Q¢ €vBLApETO, QEPEL ELBLAKPLTN TAVTAOTNTA KAl CLUYKEVTPWON- 6ev SlaTiBeTal WG TEAKS pdpuako. H apalwon
npooBnkn dpactikig anattel véo vrmoAoylopd ekdOXwv, ouvtripnong kKot BUD. EAEyETe 6TL KGBE eE§apTwpevn Bdaon
€xeL anodeopevOEel.

Kataypdyte yla Tnv Tomkr avéAvon moagdtnta avd napaokevr, ouxvotnta epyaciag, dldpKeLa avolkTol
XELPLOMOD, MBAVEC 0600G €KBEONG KL AMOTEAETUATIKOTNTO TWY HETPWY eAEyXOoL. AuTd elval atolyela elgédouv
NG aloAdynong: 6ev amnodibetal mMPooYNUATIKOG TEAKOC BaBUdC KlwbOvou.

OepULKO 0TAdLO TNG oLYKEKPLUEVNG Blabikaolag: eAéyETe BEPUOUETPO, TPOTO BEPUaVONG, XPOVLIKY SldpKeLa Kat
ano@uyn LMEPBEPUAVONG/AMWAELAG BLAADTN. To TEAOG avdulgEng dev TavTiCeTal pe TEKUNPLWEVN WOEN 1 ARPN
opoyevomno(non.

Znuelo eAéyyov amodéopevons: EAEYETE CLUOOWHUATWUATA, KPUOTAAAOLC, TOTILKEG BLOYOPEC LPMC KaLl EAEDBEPO
LYPO HETE TNV OAOKARPWON TNG HEBGBOL. KaTtaypdyTte yewUeTpla avauEng, uéyebog napTidac Kol MPAYUATIKEG
Beppokpaoiec: peTa@opd aplBpol oTPoPWY 0 GAAO avaULKTAPA 6ev amodelkviel Looduvaulia.

To FTM emonuaivel mbBavr aAAepyia oto sesquioléate copBLtdvng. EAEyETE LoTOPLKS PV amd emAoyr] aLTAC TNG
Bdong: aAlayr yoAdakTwpaTonolntr dnuovpyel dlapopeTikr TEKUNPLWUEVN oOVOEan.

Reference batch: 100 g. First ingredient: White soft paraffin, 54 g. Independently check chemical form, units and
every scale conversion before weighing.

As an intermediate, label identity and strength clearly and do not dispense as a finished medicine. Dilution or
addition of an active requires new excipient, preservation and BUD calculations. Confirm release of every required
base.

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.

For this procedure’s heating stage, check thermometer, heating method, duration and prevention of
overheating/solvent loss. Completion of mixing does not establish cooling or complete homogenisation.

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.
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FTM identifies possible sorbitan sesquioleate allergy. Review history before selecting this base; changing its
emulsifier creates a different documented formula.

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

Zuvonkec mapaockevnG / Compounding conditions

Mpw amnd avduEn: tavtonolnon XNUIKAG HopeAG Kal apTtidag kABe cuoTaTLKOD, KaTaypaer BEWPNTIKWY
TOCOTATWY Kal éAeyX0C KabapldtnTtag ToL eEonAlopol. OL BepUoKpaoleg Kal N oelpd MPoaBikNG lval avTég TNG
napakdTw 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: [11], [4]

Tekpunpiwon BUD / BUD rationale

Agv gvtoni{oTnke €8LKA MELPAPATIKA SLEPKELX IOV Vo KAAOTITEL OAGKANPN TNV akpLBA glvBeaon, Tov MEPLEKTN Kal
TN HLKPORLOAOYLKH KaTaAANASTNTA.

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 evédg ouvTnPENTIKOL €AV LTS €xel apalwOel, adpavomrolndel
HETOQEPOEL oE AAAN @don.

Huepounvia xpriong = n evwpitepn emtpenth nuepounvia and noapackevr + emAeyUévn dldpkela, AREELC MPWTWY
LAV KoL TUXOVY CLVTOUSTEPO TEKUNPLWHEVO OpLo. O Xpdvog PETA To dvolypa 6ev napaTteivel To cuvoAlkd BUD. H
TEAKH NUEPOUNVIO CUPTANPWVETAL YLA TN OLYKEKPLUEVN AP T{OA HETA TOUC EAEYXOULG.

0O yevIKOG Kavovag anoTeAel ouvtnENTKS OpLlo eMAOYAC Kol OXL MELpapaTIK anddelEn otabepdTnNTAC TNG
naptidag. H katnyopla ouvdéeTal pe TNV TEAK oOVBean, TN OLVTAPNON KOl TLG EMTPENOUEVECG BEpoKpaoiec. H
T aw 8gv mMPoKOMTEL And TO MOCOATO VEPOL H TNV AMWAELX KATA TNV §Apavon. MNa tekunpiwaon xpnotlonotiote
SOP-014 kot F-006- yia €16ikrj aw, SOP-017 kat F-012.

Atevkpivion USP: 6ev anatte{tal pétpnon aw yia k&dbe un otelpa napaockevr. H katnyopla pnopel va tekunpLwoel
and TNV akpLBr oOvBeon Kal KATAAANAQ QVTUTPOCWTELTIKA Mapadelypata: 6tav n ocbvbeon slivat aBéBain
oplakh, mpoTidTal 6K HETPNOoN HE KATAAANAN HéEB0BO. ZTNV apoloa €kdoan Hev LTIAPYEL HETPNMEVN aw OUTE
anodeopevpévn mopTida. H Sldpkela ToL TEALKOD OKELAOUATOC KATA Kavéva dev vepBaivel To evamouévov BUD
TWY EVOWHATWHEVWY YOANVIKWY Bdoswv/evdlapéowv. EEaipean xpetdletal eIk attioAdynon 4tL dev
ennpedfetal SBLOPEVWCS N PLOLKH, XNMLKA 1} HikpoBLloAoylkr motdTnTa. KataypdyTte XwpeLoTd TeAkS 6plo,
NUEPOUNVIX MAPAOKELHG TWY EVOLAPETWY KAl TIPAYHATIKA nuepounvia ARENG TOLG.

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

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.

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.
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References: [11], [6], [8], [10]

MpoanaiToVpeva / Prerequisites

Agv anatteltol xwploth B&on pe Kwdkd pNTpwov. Tuxdv eunoptkd dxnua MapapéveL To akPLBEG KATOVOUACOHEVO
npotév tou nivaka.

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

References: [1]

E€omAlonog / Equipment

Zuyo6¢ KaTtdAANANG eAdxLotng C0ylong, youdi/omepog i opoyevomolnthcg, 6oxela avdulEng, ondTovAeg,
BepudueTpo dtav vndpyxel O€puavan, 6pyava oyKoHETPNONG yla MooOTNTEG 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£0o60o¢ mapaokevnc / Compounding method

TrAEte tn BadeAivn otoug 60 °C Kal MpooBEaTte Tov YaAaKTwHatonownt. AlaAbote To copBLlkd oD o 39 g
Bpaouévou 0datog otouvg 75 °C og KAAUPHUEVO OKEDOC. 2UVBLAoTE TIC PAoeLlg atoug 60 °C. AvadeldoTe KaTd TNV
WOEN KaL avamANPWOTE TNV anwAsla 06aTog péxPL 100 g.

Melt petrolatum at 60 °C and add emulsifier. Dissolve sorbic acid in 39 g boiled water at 75 °C in a covered vessel.
Combine phases at 60 °C. Stir during cooling and replace water loss to 100 g.

References: [1]

MNapatnpnioelg / Observations

H teAkr noodtnta elval n Bdon tou nivaka gdvBeonc. Kataypdgovtal mpayuatiky andédoon, TuXdv aMWAELEC KOl
anoKA{OELG 0TO QUANO EKTEAEDNG.

The final quantity is the master-formula basis. Record actual yield, losses and deviations in the batch record.

References: [1]

MepLékTnG KalL cvokevaoia / Container and packaging

EmAoyn yla tomkr agloAdynaon: oteyavé owAnvdaplo ) doxelo NULOTEPEWY Ue KATAAANAN emévduon. Mpwv and
MApwaon eAéyyxovTtatl KabBapldTnTa, AKEPALOTNTA, OTEYOVOTNTA KAl CUUBATAOTNTA LALKOD/MWHUATOC. H ELOIKNA
pHovoypa@io BEV TEKUNPLWVEL CUYKEKPLEVO EUMOPLKO TIEPLEKTN.

Selection for local assessment: tight semisolid tube or jar with a suitable lining. Check cleanliness, integrity,
closure and material compatibility before filling. The specific monograph does not validate a particular
commercial container.

References: [1]

MowoTikO6¢ éAeyxoG / Quality control

omntikA e€€Taon EPEEvVLONG, OLOLOYEVELRG/CLVOOWHATWHATWY Kot TEAKAG pdlag. Agv evtoni{oTnKe €WBLKA
EMKLVPWHEVN aVAALTIKA UEB0BOG YL TO TEALKS uiypa oTtnv mnyr. OL MPOTEWSPEVOL EVEOTIOPATKEVATTLKOL EAEYYOL
6ev vmokaBLoTolV assay 1 HIKPOoBLOAOYLKO éAeyxo éTaV amattodvTaL.

H néBobog, To 6pLo amodoynic, N MPAYHATIKA TIUN Kal 0 EAEYKTAC KaTtaypdeovTal xwplotd oto F-005. Anotuyia
Kplowng nmpodlaypaeric odnyel oe kapavtiva kat dtepedvnon katd SOP-015- n enavaAnyn eAéyxwv xpeltdeTal
attoAdynon.
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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], [9]

®0Aagn / Storage

Ma dtdpkeLa mov anodidetal and yevikd kavéva, epapudletal emAEov n Bepuokpacia TNG EMAEYHEVNG
Katnyoplag oto nedio BUD. H nnyr 6&v TekUnplwvel avbaipetec aAAayéc Bepokpaoiac.

For a general-rule duration, also apply the temperature of the selected BUD category. The source does not
support arbitrary temperature changes.

References: [5]

A1aOeon / Dispensing

Evbldueon Bdon yla epyaotnplakh xprion. H evowpdtwon 6pactikig analtel véo éAeyxo abvBeanc, pH,
guvtApnong kat BUD tou teAtkol npoidvtoc.

Intermediate base for compounding. Adding an active requires reassessment of the final composition, pH,
preservation and BUD.

References: [1]

EmioARpavon / Labelling

Evudpn BaleAlvn pe ogeokieAaikd copBLtdvng FTM
Epyaotnpiakn Bdon - dxt dueon xopriynon
Mooétnta: _ Noptida:

Mapaokevdotnke: _ XpAon éwg:

AcBeviiG / 660on / ouxvéTnTO:

®OAaEN:

©eppokpaoia yla To BUD autAg tng naptidag:

Hydrated sorbitan sesquioleate petrolatum FTM
Compounding base - not for direct administration

Quantity: _ Batch:
Prepared: _ Useby:
Patient / dose / frequency:
Storage:

Temperature for this batch BUD:

References: [1]

v9_controls / v9_controls

To apBunTikd épLo oto apyeio eivat pévo 6pLo BLBALOYPAPIKAG ava@opds uTtd TLG £LOLKEG IPoDTOBETELG. Agv €XEL
optotel BUD mpaypaTikig mopTtidac kat 6ev éxouv napaydel petprioelc aw. H akplBrig obvbeaon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN Kol Ta aTolxela eAéyyou TPEMEL val YKPLOODY YL TH OUYKEKPLUEVN
epapuoyn. H évap&n touv vrmoAoylopol BUD eival n évapEn tng napaokevnic. Eeapudletal To GLUVTOUOTEPO
TEKUNPLWHEVO OpLo, HE XWPLOTO EAEYXO BLapKELOG HETA TO dvolyua. Ta dplta USP g{val texvikd mAaiolo kot dev
napovoldfovtal WG eAANVIKH voupobeaoia.

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
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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.

AVEEAPTNTN EAANVLKY Kot ayYALKH andédoon/opydvwon otolyelwv TnG avagepdpevns mNyRG. Aev anoTteAel enlonun HETd@paon f €yKPLon Tou
€EKBOTN.

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

Mnyéc koL mapanopunéc / Sources and references

[1] Formulaire Thérapeutique Magistral, édition 2010 - B-I-3-a.4

2010 | PDF pp. 40 | 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

AwaB€oipo 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 MHLW - Japanese Pharmacopoeia XVIII: White Petrolatum

JP XVIII, 2021; English text | Printed p. 1501; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[4]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

[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] lllinois 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]1 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

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

Sikalias Greek Formulary | Reference documentation 7



