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Naota Os1lko0 payvnoiov - Morison

Magnesium Sulfate Paste

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: 100.5 g from listed final inputs

ZvoTaTLKO / Ingredient MoooétnTta / Quantity

Anognpapevo Beukéd payvriolo 45 (after prescribed drying) g
Dried magnesium sulfate

davoAn 059

Phenol

FALKEPOAN 55 (120 °C/ 1 h, then cooled) g
Glycerol

Meplypa@n okevaopatog / Preparation description

Ndota: Mdota Beukov payvnaoiov - Morison. MpdoBeTa KPLTAPLA ELPAVIONG BEV TEKUNPLWVOVTAL OTO £EETOTOEY
€LOLKO Kelpevo.

Paste: Magnesium Sulfate Paste. Additional appearance criteria are not established by the specific text reviewed.

References: [1]

Apaon kaiL xpAon / Action and use

H ninyr op(CeL tn poper «Mdota» Kat Tn obvBeon. Agv mopéxel ELOLKN KAWLKE €vdelEn r} 5oooAoyilkd oxua YL TO
TARPEG piyua.

The source defines the paste and its composition. It does not provide a specific clinical indication or dosing
regimen for the complete mixture.

References: [1]

Mpobiaypagéc / Specifications
MgSO04: 36.0-41.0% m/m; phenol: 0.45-0.55% m/m
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MgS04: 36.0-41.0% w/w; phenol: 0.45-0.55% w/w

References: [1]

®wg / Light

Agv MapéxeTal EL6IKA QWTOOTABEPATNTA TOL TEALKOU TPOIOVTOC. H amatTtoOUEVN QWTOMPOOTAC(O TOL MEPLEKTN,
epboov opiCetal, avagépetal atn GOAAEN.

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

References: [1]

Aépac Kat o€eidbwaon / Air and oxidation

Aev mapéxeTal HEAETN 0EEWOWTIKAC OTABEPOTNTAC TOL TEALKOD HiypaTog o0Te anaitnon adpavolg atudéoealpac.
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 diaAvtéTnTa / Water and solubility
H yAukepOAN avaptyvieTal He vepd. Autd 6ev kaBopl(Zel UikpoBLoAoyikr oTaBePSTNTA TOL OKELACTUATOG.
Glycerol is miscible with water. This does not establish product microbiological stability.

References: [2]

Yypaoia / Humidity
Yypookotitk] YAUKEPOAN: Tieploplote €KkBeon TNC MPWTNG VANG OTNY LYpPAOTia.
Glycerol is hygroscopic; limit raw-material exposure to moisture.

References: [2]

Oeppokpacia / Temperature

A€V TEKUNPLWVETAL ETILTPENTH BepPoKkpaolakr anmdkALon i KOKAOG KaTtdywuEnc/amdyuEng. OL Bepuokpaaieg
MOPAOKEVAG Kal UAAENG avapépovTal oTa avtioTolya nedia.

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

References: [1]

pH kai cupBatétnta / pH and compatibility

Agv op{CeTtat 6kd e0pog pH TOL TEALKOD OKELAOUATOG. Agv TipooTiBeTal pLOULOTAG PH XWPIG TEKUNPLWHEVN
oAAayr TnG obvBeang.

No finished-product pH range is specified. Do not add a pH adjuster without a supported formula change.

References: [1]
AAAeGg aAAnAemibpaoelg / Other interactions
FALKEPOAN: emk{vbuvn avtidpaon pe LoxupPd oEELBWTLKE.

Glycerol: hazardous reaction with strong oxidising agents.

References: [2]
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Ewdika otolxeia cvotaTtikwy / Ingredient-specific information

FALVKEPOAN: dXpwHO, BLavyEg, MaxVUPPELATO Kal EVTOVA LYPOOKOTILKS LYPOS. AvaulyvieTal Ue vEPS, aAAd elval
TMPOKTIKE adldAvTn o Aumapd Kot atBépla EAata.

FALKEPOAN: MapaAaBr HE TALTOTNTA APXLKOL Mopaywyoy, mapTida Kat aELdmoTo MaoTonolnNTIKA. MNa TIC OXETIKEG
MPWTEG UAEG, TO FDA avagépel EAeyxo dLatBuAevoyAukdAng (DEG) kat atBuAevoyAuKOANG (EG), KaBeutldg €wg
0,10% oOp@wva JE TNV EQapuooTéa Hovoypaeia. To dplo agpopd TNy MPwTn LAN.

Glycerol: clear, colourless, viscous and strongly hygroscopic liquid. It mixes with water but is practically insoluble
in fixed and essential oils.

Glycerol: retain original manufacturer, lot and reliable certificate. For the applicable raw materials, FDA describes
DEG and EG testing, each limited to 0.10% under the relevant monograph. This is a raw-material limit.

References: [2], [5]

NMpootacia epyalopévwy / Staff protection

®aoAn: anoeuyr depUATIKAG/OPOAAULKAG EMAPAG, KATAAANA YavTia kKatd SDS kat duvatdtnTta dueong
O0QOUALLKAC €KTTALONC.

KaBapr poakpuudvikn epyaoctnplakr evduvpoaoia, KAALYN HOAALWY Kal YEvTia KaTd Tov XELPLOPS. ANy YOV TLWY
HETE and enudAvvan/ebopd.

Phenol: prevent skin/eye contact, select gloves using the SDS and provide prompt eyewash access.
Clean long-sleeved laboratory clothing, hair covering and gloves during handling; change gloves after
contamination or damage.

References: [3], [4], [6]

ExTtipnon kivdovov / Risk assessment

®avdéAn: anoppdéenon amd dépua, eyKadUATA KoL CLOTNUATLKY ToElKOTNTA.

ZuykekpLuévn moaptida avagopdg: 100.5 g from listed final inputs. MpwTo cuoTATIKG: ATIOENPAEVO BELLKS
payvrolo, 45 (after prescribed drying) g. EAéyETe aveEdpTnTa TN XNULKA HOPQH, TG HOVASEC KOl KABE KALMAKWGN
npw amnd Coylon.

EAéyETe opoloyévela, oBwAoug, Slaxwplopd Kal mpayua Ttk anédoon npv and vnodiaipeon. H ocuokevaaoia mpémet
Va EMLTPEMEL OOLOHOPPN £@apuoyh XwPI(G eLoaywyr vepol 0To MEPLEXOHEVO.

Kataypdyte yia tnv Tomkr avdAvon noagdtnta avd napaokevr, ouxvotnta epyaciog, didpKela avolkTol
XELPLOUOD, TBAVEG 0600G €KBEONG KL AMOTEAECUATIKOTNTO TWY HETPWY eAEYXOL. AuTd elval atolxela elgédouv
NG agloAdynaong: 6ev amodibeTal MPOoYNUATIKOC TEALKOG BaOUSC KlvdOvou.

Znuelo eAéyxov amodéapevong: eEAEYETE CUOOWHATWHATA, KPUOGTAAAOLG, TOTILKEG BLAPOPEC LPNAG KaL EAEVBEPO
LYPS HETE TNV OAOKARPWON TNG LEBSBOL. KaTtaypdyTte yewpeTpla avduEng, péyeboc maptidag Kol MPAYHATIKES
Bepuokpaoieg: peTapopd aplOuol oTPOPWY 0 GAAO AVOULKTHPA dEV amodelkvieL Looduvapia.

Phenol: skin absorption, burns and systemic toxicity.

Reference batch: 100.5 g from listed final inputs. First ingredient: Dried magnesium sulfate, 45 (after prescribed
drying) g. 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.

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: [11], [3], [9], [11]
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ZuvOnkec mapaockevng / Compounding conditions

Mpw and avdulgn: Tavtonoinon xNULKAG HOPeAC Kol apTidag kABe cuaTATIKOD, KaTaypaPr BEWPNTIKWY
MOCOTATWY KAt éAEYX0GC KaBapldTNTAC TOu EEOMALOUOD. OL BEpUoKPaOleEG 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], [6]

Tekpnpiwon BUD / BUD rationale

Agv evtoni{oTtnke l8LKA MelpapaTiky SldpKeLa TTOL Vo KAADTITEL OAGKANPN TNV akPLR oOVBEDN, TOV TEPLEKTN KOl
TN HMKPOBLOAOYLKH KATAAANASTNTA.

EmAeypEVOG YEVIKOG Kavdvag: €wg 180 nuépeg atoug 20-25 °C yia oTepe A N LBATIKA PN MOOLUN HOoPYH, UE
TEKMNPLWHEVN aw <0,6. H apyikr modtnta/vypacia, n npootacia and e(oodo vepold Kal N LOLKA KATAAANASTNTA
npénel va vrootnpi{Couv autrh TNV Katnyoplia.

Huepounvia xpriong = n evwpitepn emtpent nuepounvia and mapaokevr + emAeyUévn dldpKela, AREELC MPWTWY
LAWY KoL TuXGY CLVTOPOTEPO TEKUNPLWHEVO Oplo. O Xpdvog HeETA To dvolyua dev mapatelvel To cLvoAlké BUD. H
TEALKA NUEPOUNVI{O CUUMANPWVETAL YL TN CLYKEKPLEVN TIOPTIBA HETE TOUG EAEYYOULC.

O yevikdG kavédvag anoteAel ouvTNPENTLIKG dpLo EMAOYAG Kot OXL MELPAMATIKA anddelgn otabepdTnTag TNG
nopTtidac. H katnyopia ouvdéeTal he TNV TEAKA oOVBEDN, TN cUVTAPNON KAl TG EMTPENOUEVEG BepuoKpaoiec. H
TIUA aw 6gv MPoKOMTEL and To MOGoCaTO VEPOUL H TNV AMWAELX KATA TN Efpavan. MNa tekunpiwaon xpnoluonotiote
SOP-014 kot F-006- yia €6Lkry aw, SOP-017 kot F-012.

Atevkpivion USP: 6ev anatte{tal pétpnon aw yia k&Be un otelpa napaockevr. H katnyopla pnopel va TeKUnpLwOEel
and TNV akpBri obvBeon Kal KATAAANAQ AVTUTPOOWTELTIKE apadelypata- étav n obvbeon elvat aféBain A
0PLOKH, MPOTIHATOL ELBLKA HETPNON HE KATAAANAN péBO0DO. ZTNV Mapoloa €kdoon dev LTIAPYEL HETPNUEVN aw OVTE
anodeapevpuévn moptida. H Sldpkela Tov TEALKOD OKELAOPATOC KaTtd Kavdva 6ev vepBaivel To evanouévov BUD
TWY EVOWHATWHEVWY YOANVIKWY Bdoswv/evBlapéowv. EEaipean xpetddetal bk attioAdynon 4tL dev
eMnNPEedfeTal SBLOPEVWC N PLOLKN, XNHLKA 1} HIKpoBLloAoyLkr moldTnTa. KataypdyTte XwpPLoTd TeAKS dplo,
nUepoUNvia MOUPAOKELAG TWY EVOLOPETWY KAl TIpayHaTik nuepounvia ARENG Toug.

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

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.
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: [11], [8], [10], [12]

Mpoamaitovpeva / Prerequisites

Agv anotteltal xwploth BAon PE KWOLKS HNTPWOUL. TuxOv gumnoptkd dxnUa MAPAUEVEL TO AKPLBEC KaTOVOUALOUEVO
npotév tou nivaka.
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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 T0ylong, youdi/omepog i opoyevomolnthcg, 6oxela avaulEng, ondTouvAeg,

BeppdueTpo dTav vidpxeL B€puavan, 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

Inpdvete nepimov 70 g BewkoO payvnoiov otoug 150 °C ywa 1,5 wpa 1§ otoug 130 °C yua 4 wpeg. WOETe o€
Enpavtipa. MapaAdpete 45 g Tov Enpapévou LALKOU. Z& Bepud Lydlo avaulEte To He TN PaLvOAN dLaAvpévn otnv
npoBepuacpévn kat yoxOeloa yALKEPOAN.

Dry about 70 g magnesium sulfate at 150 °C for 1.5 h or 130 °C for 4 h; cool in a desiccator. Take 45 g of the
dried material. In a warm mortar mix with phenol dissolved in the preheated and cooled glycerol.

References: [1]

Napatnpnoclg / Observations

45 + 55 + 0,5 = 100,5 g. H nyrj 6ev AéeL g.s. ota 100 g. To Enpapévo GAag mpémnel va nePLEXEL TOLAAXLOTOV 85%
MgS04.

45 + 55 + 0.5 = 100.5 g. The source does not say q.s. to 100 g. Dried salt must contain at least 85% MgS04.

References: [1]

MepLékTnG KaiL cvokevaoia / Container and packaging

EmAoyn yia tomkr aEloAdynon: oteyavdé cwAnvdplo fj 6oxelo NUIOTEPEWY UE KATAAANAN emévduan. Mpwv and
MAAPWON EAEYYXOVTAL KABAPLOTNTA, AKEPALOTNTA, OTEYAVOTNTA KOl CUHMBATOTNTA LALKOU/MWHATOC. H €8LKA
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]

MowoTikOG éAeyxoc / Quality control

MgS04: guuniokopetpla pe EDTA 0,05 M o€ appwviakd pubutotikd pH 10,9 1 mL = 6,018 mg MgS04. datvdAn:
Bpwuiwon kat twdopeTpLkr ontaboykopétpnon He Aevkd poadloplopd: 1 mL Br2 0,05 M = 1,569 mg @atvoAnc.
EAEYXOG MOAVOALKWY TIPWTWY LAWY: Yo apUokela, EAeyxoc KABe mapTidag f TEKUNPLWPEVN Blag@dAlan eAéyxoL
and agLénioto npoundevTr Katd FDA. H anAr tavtonoinon ue IR 6ev anokAslel DEG/EG.

H nébodog, 1o 6pLo amodoxAC, N MPAYHATIKA TIUA Kol 0 EAEYKTAC KaTtaypdeovtal xwplotd oto F-005. Anotuyia
kplowng npodiaypagric odnyel oe kapavtiva kat dtepebvnon katd SOP-015- n emavdAnyn eAéyxwv xpetdletal
aLttloAdynon.

MgS04: 0.05 M EDTA complexometry in ammonia buffer pH 10.9; 1 mL equals 6.018 mg MgS04. Phenol:
bromination and iodometric back-titration with a blank; 1 mL 0.05 M bromine equals 1.569 mg phenol.

Polyol incoming QC: pharmacies test each lot or ensure documented testing by a reliable supplier, as described by
FDA. IR identity alone does not exclude DEG/EG.

Record the method, acceptance criterion, actual result and reviewer separately in F-005. A critical specification
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failure requires quarantine and investigation under SOP-015; retesting needs justification.

References: [1], [5], [11]

®0Aain / Storage

Mo dldpkela mov amnodibetal amnd yevikd Kavova, epapudletal emmnAéov n Bepuokpacia TNG EMAEYUEVNG
katnyoplag oto nedlo BUD. H iy 6&ev tekunplwivel avBaipetec aAlayéc Bepuokpaaiag.

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

References: [7]

AwaOeon / Dispensing

AldBeon pe oagr 066 xpriong, mMEPLEKTIKOTNTA KoL NUEPoUNnvia Xpriong. H moogdtnta avd papuoyn Kat n
oLXVOTNTA CLUUMANPWYOVTAL COUPWVA E 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

MNéaota Bskol payvnaiov - Morison

EEwTeptkr xprion

Moocétnta: _ Maptida:

Mapaokevdotnke:  XpAon éwg:

AcBevrig / 66on / ouyvéTnTa: _

®OAaEN:

©eppokpaoia yla To BUD auTtAg tng naptidag:

Magnesium Sulfate Paste
External use

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

Temperature for this batch BUD:

References: [1]

v9_controls / v9_controls

To apBunTiké 6plo oto apyeio elvat pévo 6pLo BLBALOYPAPLKAC avapopdc UTd TIC £LBLKEC TPoDTOBETELC. Agv €xEL
oplotel BUD mpayuaTikAc mopTidag kat 6ev éyxouv napaydel petprioelc aw. H akplBric obvBean, ta
TPOATMOLTOOHEVQ, 0 TIEPLEKTNG, N POAAEN KAl T oTolXela EAEYYOUL TIPETEL VO EYKPLOOUY YL TN OLUYKEKPLUEVN
epappoyn. H évap&n tou vmoAoylopol BUD sival n évapEn tng napaokevic. EpapudleTal To cLVTOUOTEPO
TEKUNPLWHEVO OPLO, HE XWPLOTO EAeyYO BLdpKeLlaG HETA TO dvotypa. Ta épta USP gival texvikd mAaiolo kot dev
napovoldfovtal 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.
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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 - Magnesium Sulfate Paste

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] FN/2003/PA/013 GLICEROL

Awabéoipo kelpevo / Retrieved text | PDF pp. 1-2 | raw material or occupational | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_013.pdf

[3] CDC/NIOSH - Pocket Guide to Chemical Hazards: Phenol

Awabéopo kelpevo / Retrieved text | Official reference | raw material or occupational | 2026-09-10
https://www.cdc.gov/niosh/npg/npgd0493.html

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

Awabéoio 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

[5] FDA - Testing of Glycerin, Propylene Glycol, Maltitol Solution, Hydrogenated Starch Hydrolysate, Sorbitol Solution, and Other High-Risk
Drug Components for Diethylene Glycol and Ethylene Glycol

May 2023, revision 1 | Recommendations; section on pharmacy compounding | raw material quality | 2026-09-12
https://www.fda.gov/media/167974/download

[6]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

[7] 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
[8] 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
[9]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
[10] 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
[11] 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
[12] 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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