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YoatikA mdaota yeudapyovpov Darier Ph. Fr.

Aqueous zinc paste, Darier, Ph. Fr.

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

OEe{blo yevdapyLpou 259
Zinc oxide
AvBpaklkd aoBéoTio 259

Calcium carbonate

FALKEPOAN 254
Glycerol
KekaBapuévo 06w 259

Purified water

Meplypa@n okevaopatog / Preparation description
AeLKN WG LTOAELKN PELOTH MAOTA.
White to nearly white fluid paste.

References: [1]

Apaon kaiL xpAon / Action and use
Tomkd HOAAKTLKS KAl TPOOTATEVTIKG 6EPUaTOC KATd TN povoypaeia.

Topical emollient and skin protectant according to the monograph.

References: [1]

Mpodiaypagic / Specifications
Zn0: 22.5-27.5% m/m

Zn0: 22.5-27.5% w/w

References: [1]

Sikalias Greek Formulary | Reference documentation 1



compounding.gr | 10.0 | 2026-10-14

®wg / Light

Agv mapéxeTal EL6IKA QWTOOTABEPSTNTA TOL TEALKOU TPOIOVTOC. H amatToOUEVN QWTOMPOOTAC(O TOV MEPLEKTN,
epboov opiCetal, avagépetal atn POAAEN.

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

References: [1]

Aépac kat 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

H yAuKepPOAN avautyvieTal He vepd. Autd 6ev kaBopl(Zel ikpoBLoAoyikr oTaBePSTNTA TOL OKELACUATOG.
ZnO: MPAKTIKA abldAVTO 0 vEPD Kal alBavOoAn.

Glycerol is miscible with water. This does not establish product microbiological stability.
ZnO: practically insoluble in water and ethanol.

References: [2], [3]

Yypaocia / Humidity
Yypookotitkr) YAUKEPOAN- meplopiate £€kBeon TNG MPWTNG DANG OTNV LYpaoia.
Glycerol is hygroscopic; limit raw-material exposure to moisture.

References: [2]

Oeppokpacia / Temperature

A€V TEKUNPLWVETOL EMTPENTH Beppokpaatakn anékAlan i KOKAOG KaTtdywugng/andyuéng. OL Beppokpaoieg
MOPACKEVAC 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 kaiL cupBatoTnTa / pH and compatibility
ZnO: dlaAbeTal og apald avépyava oEéa- pe Atmapd oEéa oxnUaTICEL OATIWVEC.

ZnO dissolves in dilute mineral acids and forms soaps with fatty acids.

References: [3]
AAAeGg aAAnAembpaoelg / Other interactions
FALKEPOAN: emk{vbuvn avtidpaon pe Loxupd 0EELBWTLKE.

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.

OEe(blo yevdapylpov: eAa@pld, Aeukr €WG LITOK(TPLVN, AUOPPN KOVLC XWPIC CLOCWHATWHATA. AlCADETAL O apaLld
avépyava oEéa Kal pnopel va avtidpdost pe Autapd of€a tng Bdong oxnuatifovtag dAata yevdapylpou.
FALVKEPOAN: MapaAafr HE TALTOTNTA APXLKOL MaAPAYWYODL, MaAPTda Kat aELOTILOTO MOTOMOLNTIKG. A TG OXETIKEC
MPWTEG VAEG, To FDA avagépel EAeyxo dlatBuAevoyAukdAng (DEG) kat atBuAevoyAukOANG (EG), kaBeuldg €wg
0,10% oOpgwva HE TNV EQapuooTéa povoypagia. To éplo agopd TNy mpwtTn VAN.

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

Zinc oxide: light, white to slightly yellowish, amorphous powder without aggregates. Dilute mineral acids dissolve
it; fatty acids in a base can form zinc salts.

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], [3], [5]

MpooTtacia epyalopévwy / Staff protection

KaBapn pokpupdvikn epyaotnplakr evdupaoia, KEAvwn PaAALWY Kol YEVTLO KATA TOV XELPLOUS. AAAQYH YOVTLWV
META amnd emudAvvon/ebopd.

Xelplotelte TN TOyLon kot AstotpiBnon oe xwpo/dldtagn mov neplopifel Slaomopd Koviwy, e mpooTaaia
0QOAALWY- 0 TOMOG AVANVELOTIKAG MpooTaciag Kabopi(CeTal and Tn cuyKekplpévn €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], [4], [6]

EKTipnon kKivdéovovu / Risk assessment

ZuykekpLuévn moptida avagopds: 100 g. MpwTto ovotatikd: OEelblo yevdapyvpov, 25 g. EAEyETe avegdpTnTa Tn
XNUIKA Hopor, TIG HoVAdECG Kal KABE KALUdKwaon mpwy and CoyLon.

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.

Znuelo eAéyxou amnodéopevons: eAEYETE CLOOWUATWUATA, KPVOTAAAOLG, TOTILKEG BLOYOPEC LPMG KaL EAEDBEPO
LYPO HETE TNV OAOKARPWON TNG HEBGBOL. KataypdyTte yewueTpla avauEng, uéyebocg napTidac Kol MPAYUATIKEG
BEPUOKPAOIEG: HETAPOPA apLlOUOD OTPOPWY 0 GAAO avaulkTApa dev anodetkviel Llooduvauia.

Reference batch: 100 g. First ingredient: Zinc oxide, 25 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], [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.

EmAEYHEVOG oLVTNPENTIKAG YEVIKOG Kavdvags: £wG 14 nuépeg aToug 2-8 °C yla bdATLKA HoPEH XWPIG EMAPKWG
TEKPMNPLWHEVN ouvThpnaon. MpobndBeon elvat 6TL N YOEN dev mpokaAel KaBIZnon, un avacTPEYLUo Slaxwploud 1
GAAN amWAELa KATAAANASTNTAC. AV auTrh N Mpodndédean amnotlxeL, 6ev xpnowuomnote{tal To 14fiuepo oE
Bepuokpaoia dwuatiov- anatte{tal edikr Tekunpiwon acbvtoung xpriong.

Huepounvia xpriong = n evwpitepn emtpenth nUepopnvia 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 TP TIBA HETE TOLG EAEYXOULG.

O yevikdG kavédvag anoteAel ouvTNPENTLIKS dpLo EMAOYAG Kol OXL MELPAMATIKA anddelgn otabepdTnTag TNG
nopTtidac. H katnyopia ovvdéeTal pe TNV TEAKA oOVBEDN, TN cuVTAPNON Kal TG EMTPENOUEVEG BEpUoKpaoieg. H
TR aw 6gv MPOoKOMTEL and TO M0G0 TO VEPOL | TNV AMWAELX KATA TNV Efpavan. MNa Tekunpiwaon xpnoluonotioTe
SOP-014 kat F-006- ywa €161krj 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 apadelypata- dtav n cbvbeon elvat aBéBain A
oplakr, MPOTIMATOL EL6LKA HETPNON HE KATAAANAN LEBOBO. ZTNY napoloa €kdoan Hev umdpyel HeETPNMEVN 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, XNHLKA A HIKpoBLoAoyLKA oldTnTa. Kataypdyte YWPLoTd TEALKS 6pLo,
nUepounvia MUPAOKELAG TWVY EVOLOPETWY KAl TIpayHaTiky nuepounvia ARENG Toug.

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

Selected conservative general rule: up to 14 days at 2-8 °C for an aqueous form without adequately established
preservation. Refrigeration must not cause precipitation, irreversible separation or other loss of suitability. If that
condition fails, do not apply 14 days at room temperature; obtain specific short-use evidence.

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], [8], [10], [12]

Mpoamaitovpeva / Prerequisites

Aev anatte(tal xwploth Bdon pe KwdKkd uNTPWOoL. Tuxdy EUMOPLKS OYNUA TTHPAUEVEL TO AKPLBEC KATOVOUXTOUEVO
npoidv touv mivaka.
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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

Kookwiote ZnO ota 125 um kat CaCO3 ota 250 um. Avaui€te, AeloTtplBAoTE e YALKEPOAN KoL ipooBéaTe
otadlakd 0Owp.

Sieve ZnO at 125 pm and CaCO3 at 250 um. Blend, levigate with glycerol and gradually add water.

References: [1]

Napatnpnoelg / Observations

H teAwkn noodtnta eivatl n Bdon touv nivaka abvBeang. Kataypdgovtal mpaypatiky anddoon, TuXOv amWAELEG 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]

MNeplékTNG KaL ovokevaoia / Container and packaging
AgpoaoTteyéc Bado.
Airtight jar.

References: [1]

MowoTikOG éAeyxoc / Quality control

Zn0: 0,300 g o€ 10 mL apatob HCI kat 20 mL vepol, katdémv 170 mL vepol. TuumAokopeTpia Ph. Eur. 2.5.11- 1 mL
EDTA 0,1 M = 8,14 mg ZnO. EAeyxoG opoloyévelag nepimov 0,2 g, xwpi{c opatd AeUKE CLOCWHATWHATA.

EAEYXOG MOAVOALKWY TIPWTWY LAWY: Yo apuokela, EAeyyoc KABe mapTidag f TEKUNPLWPEVN Blag@dAlan eAéyyoL
and agLénioto npoundevTr Katd FDA. H anAr tavtonoinon ue IR 6ev anokAslel DEG/EG.

H péBobdocg, to épLo amodoyrg, N MpayUa Tk T KoL 0 EAEYKTAG KaTtaypdeovtal xwploTd oto F-005. Anotuyia
kplowng npodiaypagric odnyel oe kapavtiva kat dtepebvnon katd SOP-015- n emavdAnyn eAéyxwv xpetdletal
aLtloAdynon.

Zn0: 0.300 g in 10 mL dilute HCI and 20 mL water, then 170 mL water. Complexometry Ph. Eur. 2.5.11; 1 mL 0.1
M EDTA equals 8.14 mg ZnO. Check about 0.2 g for homogeneity, with no visible white aggregates.

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
failure requires quarantine and investigation under SOP-015; retesting needs justification.

References: [1], [5], [11]
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®0Aa&n / Storage

2LVOAKEC/MEPLEKTNG TIOL AVOPEPEL N TINYH: AgpooTteyécg BAlo.
Mo TO EMAEYUEVO YEVIKO v TATO OpLo: 2-8 °C, epOoov dlatnpolvTal N UOLKA KATAAANASTNTA KAl N
OLPBATOTNTA PE TN CLYKEKPLUEVN TINYH. Agv epapudleTal To 14iuEpo oE BepUokpaaia SwaTiov.

Source-reported conditions/container: Airtight jar.
For the selected general ceiling: 2-8 °C, provided physical suitability and compatibility with the specific source are
maintained. The 14-day rule does not apply at room temperature.

References: [11], [7], [8]

A1aOeon / Dispensing

AldOeon pe oaer 066 xpriong, MEPLEKTIKOTNTA KoL huepopnvia xpiong. H moodtnta avd €poapuoyh Kot N
oLXVOTNTA CLUUMANPWVYOVTAL COUPWVA 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

Y6atikA ndota yevdapyovpou Darier Ph. Fr.

EEwTepkn xprion

MNoodétnta: _ Moaptido:

Moapaokevdotnke:  XpAon €wg:

AcBeviig / 66on / ouxvéTnTO:

®OAaEN: 2-8 °C, petd tnV enBePaiwon KataAAnAdTNTAG YOENG.
©eppokpaoia yla To BUD autAg tng naptidag:

Aqueous zinc paste, Darier, Ph. Fr.

External use

Quantity: _ Batch:

Prepared: _ Useby:

Patient / dose / frequency:

Storage: 2-8 °C, after confirming suitability for refrigeration.
Temperature for this batch BUD: __

References: [11], [7], [8]

v9_controls / v9_controls

To apBunTiké 6plo oto apyelo elvat pévo 6pLo BLBALOYPAPLKAC avapopdc UTd TIC £LBLKEC TPOoDTOBETELC. Agv €YEL
optotel BUD mpayuaTikAc mopTidag Katl 6ev éyxouv napaydel petprioelc aw. H akplBric obvBeaon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN Kol Ta aTolxela eAéyyou TPEMEL val EYKPLOODVY YLl TN CUYKEKPLUEVN
epappoyn. H évap&n tou vrmoAoylopol BUD eival n évapEn tng napaokevic. Epapudletal To CLVTOUOTEPO
TEKUNPLWHEVO OpLo, HE XWPLOTO EAEYXO0 BldpKelaG HETA TO dvolyua. Ta dpta USP glval texvikd mAaiolo kot 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 anédoon/opydvwaon oTolxelwy TNG avaeepdpuevnc mNyng. Aev anoteAel enlonun petdgpaaon fi €ykplon Tou
€kdOTN.

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

[1] Pate zincique a I'eau (2007) (15/02/2012)

2007 | PDF pp. 1-2 | master formula | 2026-10-14
https://ansm.sante.fr/uploads/2020/10/23/pate-zincique-a-I-eau.pdf

[2] FN/2003/PA/013 GLICEROL

AwoBéotpo 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]1 FN/2003/PA/028 OXIDO DE ZINC

AwoBéotpo 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_028.pdf
[4] PN/L/PG/002/00 INDUMENTARIA

AwoBéotpo 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] 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] 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
[9] 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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