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NaAaktwpa W/O EX005 Cold cream
W/0 emulsion EX005 Cold cream

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

Yyprj napagivn 56 g
Liquid paraffin

MAAMLTIKOG KETUAEOTEPAG 1259
Cetyl palmitate

NEVKOG KNPOG LEALOCWV 12 g
White beeswax

Bdpakag 05¢g
Borax
KekaBapuévo vepd g.s.ad 100 g

Purified water

MNeprypag@n okevaopatog / Preparation description
JUVEKTIKO AEVKO YAAGKTWHA.

Firm white emulsion.

References: [1]

Apdaon kaL xpRon / Action and use
Bdon rj BonBnTiké €k60X0 yla MEPALTEPW TOPACKELEC. Agv vloBeTe(TaL TO (6lo BUD peTd mpocOriKn dpaoTIKAG.

Base or auxiliary excipient for further compounding. Its BUD is not adopted unchanged after adding an active.

References: [1]

Mpobiaypagéc / Specifications

JUVEKTIKO AEVKO YAAGKTWHA.
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Firm white emulsion.

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
Yypr mapagivn: n avtiotowyn kabapr mpwtn VAN Katd JP elval mpakTIK& adldAvtn oto vePO.
Liquid Paraffin: JP classifies the corresponding pure raw material as practically insoluble in water.

References: [7]

Yypaoia / Humidity
Bépakac: eEavOnUaTIKOG- eAEYETE TNV akplBr] evudaTtwpévn HopPr TNEG MPWTNG VANG.
Borax is efflorescent; verify the exact hydrated raw-material form.

References: [2]

Oeppokpacia / Temperature

MNa to TeAkd okebaopa n nnyn opiCeL:
AdLaavég BATo, KaAd kAelotd, <25°C.

For the finished product the source specifies:
Opaque jar, well closed, <25°C.

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]
AAAec aAAnAemidpaocelg / Other interactions
Bépakag: aouuBatdTNTEC HE LOXLPE 0EEa KoL AAXTO BOPEWY HETAAAWY.

Borax: incompatibilities with strong acids and heavy-metal salts.

References: [2]
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Ewdika otolxeia cvotaTtikwy / Ingredient-specific information
Yypr napaeivn: mpwtn OAN HE XOPAKTNPELOUS SLaAvTdTNTAG OTO vEPS «MPAKTIKE adldAvTtn» KaTd JP.
Liquid Paraffin: raw-material water solubility is classified as practically insoluble by JP.

References: [7]

Mpootacia epyalopévwy / Staff protection

Kabapr HoKpUPAVLIKN EpyaoTnplakr evdupaoia, KEAALYN HAAALWY KL YAVTLO KATA TOV XELPLOUS. AAAQYH YOVTLWV
META amnd emudAvvaon/ebopd.

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

References: [1], [3], [8]

EKTipnon kKwvéovovu / Risk assessment

ZuykekpLuévn mapTiba avagopdc: 100 g. MNpwTto cvoTtatikd: Yypr napagivn, 56 g. EAéyETe aveEdpTnTa TN XNUWKNA
Hop@H, TIC HovAdeC Kol KABe KALHdKkwaon pLy and CoyLon.

Q¢ €vBLApEDTO, QEPEL ELBLAKPLTN TAVTAOTNTA KAl CLUYKEVTPWON- 6ev SlaTiBeTal WG TEAKS pdpuako. H apalwon
npooBnkn dpactikig amattel véo vrmoAoylopd ekdOXwv, ouvtripnong kot BUD. EAEyETe 6TL KGBe eEapTwpevn Bdaon
€xeL anodeopevOel.

KataypdyTe yia Tnv Tomkr avdAvon moagdtnta avd napaokevr, ouxvotnta epyaciag, dldpKeLa avolkTol
XELPLOMOD, MBAVEC 0600G €KBEONG KL AMOTEAETUATIKOTNTO TWY HETPWY eAEy)XOoL. AuTd elval atolyela elgédouv
NG aloAdynong- 6ev amnodibetal MPOooYNUATIKOG TEAKOC BaBUdC KLwbEOvoU.

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

Znuelo eAéyyou amodéopevons: EAEYETE CLOOWUATWUATA, KPUOTAAAOLC, TOTILKEG BLAYPOPEC LPMC KaL EAEDBEPO
LYPO HETE TNV OAOKARPWON TNG HEBGDOL. KaTtaypdyTte yewUeTpla avauEng, uéyebog mapTidac KAl MPAYUATIKEG
Beppokpaoiec: peTa@opd aplBpol oTPoPWY 0t GAAO avaULKTAPA 6ev amodelkviel Looduvauia.

Reference batch: 100 g. First ingredient: Liquid paraffin, 56 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.

References: [11], [4], [11], [13]

ZuvOnkec mapaockevnG / Compounding conditions

To avtiotolyo PN AEMPS op(Cel Beppokpaoia xwpou 25 + 5°C kat oxeTikr vypaoia =60%, ekTtdC av n LO6LKA
@épuovAa anattel dAAa. Mpdkettal yia mepBaAAov epyaciag, Oyt yia Beppokpaocia B€puavong f eUAAENG.
Tnpolvtal n oelpd mpoadrikng, n Beppokpaacia kat oL xpdvol mov avagépovtal otn Atadikaoio Mapaokevig. H
€Ok povoypaia 6ev amoTeAel MARPN MEAETN KATAAANASTNTOG TOL TOMLKOD XWPOUL/EEOTIALOMOD.

The corresponding AEMPS SOP specifies room temperature 25 = 5°C and relative humidity =60%, unless the
particular formula requires otherwise. This is the work environment, not processing or storage temperature.

Sikalias Greek Formulary | Reference documentation 3



compounding.gr | 10.0 | 2026-10-14

Follow the addition sequence, temperatures and times stated under Preparation Procedure. The specific
monograph is not a complete qualification of the local facility/equipment.

References: [11], [4]

Tekpnpiwon BUD / BUD rationale

Aldpkela otnv nNyr: 6 HAVEG LTIO TIC CLVBRKEG TNG MNYNAC.

H dudpketa avtr elvat 0dnyla TNG CUYKEKPLUEVNG QappoKoToLaG/MNYAG. ZTOV MapdvTa EAeyx0 dev emaAnBe0TNKE
MAAPNG MPWTOYEVAG HEAETN TIOL VA TEKUNPLWVEL TALTOXPOVA XNULKH, UOLKHA Kal UKPOBLOAOYLKH EMEKTAGCN TNG
(dlag TeAkrig obvBeong.

EMAEYEVOC LYVTNPNTLIKOC YEVIKOG KOvOvaC: €wG 14 nuépeg aToug 2-8 °C yla LOATLKA HoPEH XWPIC EMAPKWCG
TEKUNPLWHEVN guvThpnan. Mpobndédean elvatl 6TL N YOEN dev mpokaAel KaBIZnon, un avacTPEPLUO Slaxwploud r
GAAN anwAsla KataAANASdTNTAG. AV auTr N npodndBeon amnotixEL, v xpnotdotmotle(tal To 14APEPO o€
Beppokpacia dwuatiov- anatte{tal bk TekUnpiwaon cdvtoung xpriong.

To 6pLo BLBALOYPAPLKAG ava@opd TnG napovoag £€kdoong elvat n cuvToudTePN HETAED TNG MapaTdvw dLdpKeLaG
mNYAG Kat Tou yevkoL oplov. MNa napdtaon anatte{tal TekunEiwaon mov KAAOTTEL
5paoTIKA/EKBOXO/MEPLEKTIKATNTA, MEPLEKTN, OepuoKkpaaia, HEO0B0 eVOELKTIKY OTABEPSTNTAC KAL, Yla LOATLKN
EMEKTAON, TNV AMOLTOOMEVN HIKpoBLloAoyikr Tekunpiwon. Epapuootéa enionun USP-NF povoypagia a&looyeital
XWPLoTAE 010 MAAPEG KE(PHEVS TNG.

Huepounvia xpriong = n evwpitepn emtpenth NUepounvia and napaokevr + emAeyUévn dldpkela, AREELC TPWTWY
LAWY Kal TUYXEY CLUVTOUOTEPO TEKUNPLWHEVO 6pLo. O xpdvog HeTA To dvolypa dev mapateivel To ouvoAkd BUD. H
TEAKH NUEPOUNVI{O CUPTANPWVETAL YLO TN OLYKEKPLUEVN AP T{BA HETA TOUG EAEYXOULG.

O yevikdG kavédvag anoteAel ouvTNPENTLIKS dpLo EMAOYAG Kol OXL MELPAMATIKA anddelgn otabepdTnTag TNG
nopTidac. H katnyopia ovuvdéeTal ye TNV TEAKA oOVOEON, TN guVTAPNON KAl TG EMTPENOUEVEG BEpUokpaaieg. H
T aw 6gv mMpokLTTEL and To MocoaTéd vEPOL N TNV anMWAeLx KaTtd TNV EApavon. MNa tekunpiwon xpnoluonotjote
SOP-014 kat F-006- ywa €161kr) aw, SOP-017 kat F-012.

H USP 6ev anattel pétpnon aw og k&Be un otelpo napackedaopa. H tekpunplwpévn tagwéunon tng
OLYKEKPLPEVNG a0vBeang umnopel va xpnotpomnole{tal wg 0dnydc: kataypdeeTal pntd we ekTiunon Kat éxL we
pétpnon. Auei{BoAn | oplakr Tagwéunon anattel €6Lkd TEKPAPLO A KATAAANAN H€TPNoN. H nuepounvia TeALKoOO
oKkeLAopaToC 6ev vmepPBaivel Tn SlaBéoiun NUEpounvia Twy BN MUPACKEVATUEVWY CLOTATIKWY/BACEWY, EKTOC Qv
€xeL voBeTnOel emapkAc 16K TeEKUNPlwon yla TNV akpLBr TeAKA obvBeaon.

Period reported by source: 6 months under the source conditions.

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 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.

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.

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 does not require water-activity measurement for every nonsterile preparation. A justified classification of the
actual formulation may guide dating; record it explicitly as inferred, not measured. Uncertain or borderline
classification requires specific evidence or a suitable measurement. Finished-product dating does not outlast the
available dating of previously compounded components/bases unless adequate specific evidence for the exact
finished preparation has been formally adopted.

References: [1], [9], [10], [12], [14]
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Mpoamairtovpeva / Prerequisites

Agv anotteltal xwploth BAoN PE KWOLKS HNTPWOUL. TuxOv gunoptkd dxnUa MAPAUEVEL TO AKPLBEC KATOVOUALOUEVO
npotév tou nivaka.

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

References: [1]

EEomAlonog / Equipment

Zuyo6¢ KaTtdAANANG eAdxlotng C0ylong, youdi/omepog i opoyevonolnthc, 6oxela avaulEng, ondTouvAeg,
BepudueTpo dTav vnidpyeL 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

Katd PN/L/FF/002/00: TAEN eAatwdoug @dong TouAdyloTtov puéxpt THEN TOL CLOTATIKOV HE TO LYNASTEPO onpuelo
TAENG. YoaTIkA @don otnv (Bla Bepuokpaaia. Mpoadrikn LOATIKAC oTNY EAALWON KoL HETPLA avddevon KaTd YOEn.
H €8k} povoypagia dev 6{vel aplBunTikn Beppokpaaia.

Under PN/L/FF/002/00, heat the oil phase at least enough to melt its highest-melting ingredient. Bring the aqueous
phase to the same temperature. Add aqueous to oil phase and mix moderately while cooling. The specific
monograph gives no numerical temperature.

References: [1], [4]

Napatnpnoclg / Observations

OL nopaAAayég e apvydaréaio/poddévepo elval SlagopeTikéG oLVBEDELG. H mnyr emonuaivel Tdyylon tng
MaPoAAQYG aLYBaAEAQLOL.

Almond-oil/rose-water variants are different formulas. The source flags rancidity in the almond-oil variant.

References: [1]

MeplékTnG KaL ovokevaoia / Container and packaging
AdLagavég Balo, KaAd kAewoTd, <25°C.
Opaque jar, well closed, <25°C.

References: [1]
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MowoTikOG éAeyxoG / Quality control

ZUVEKTIKG AEUKS YOAGKTWHA.

ZuunAnpwpatikol €éAgyyol Tou PN mov mopaméumneL n nmnyn:

Epgdvion kot pada. MNa oepéc naptidwv: ektaoiudétnTa PN/CP/003, TOMOC YahakTtwuatoc PN/CP/002, pH o O/W
PN/CP/001 kot pkpoBLoAoyikdg €Aeyyog RFE 5.1.4.

pH katd PN/CP/001: Katd kavéva pétpnon oto delypa xwplc mpoeneEepyaoia, ekTg €WOLKAG 0dnylag. MNa akpBn
pETPNON papuiOleTAL MOTEVOLOPETPLKY HEB0DOG RFE 2.2.3- ot Tawvieg neplopifovtal oe eAEy)XoLG Tov dev
anattoOv vynAn akpiBeLa.

ExktaowétnTa PN/CP/003: otabepr] noodtnTta delyuatog HETAED LAALVWY MAAKWY, dladoyikd Bdpn Kat xpdvol
KoBopLlopévol Tomkd: peTpodvtal 600 SldpeTpol Kot ovykpiveTat em@dvela €vavtt gopTiov. MpoTtelveTal
Beppokpaotakr petaBoAr £0,5°C. H nnyn 6ev d{vel KaBoALlké dpLo amodoxrG: aLTO TEKUNPLWVETAL TOTILKA.

H nuébodog, 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.

Firm white emulsion.

Additional tests from the referenced SOP:

Appearance and mass. For batches: spreadability PN/CP/003, emulsion type PN/CP/002, pH of O/W emulsions
PN/CP/001 and microbiological testing RFE 5.1.4.

pH under PN/CP/001: normally test the untreated sample unless otherwise specified. Accurate measurement
follows potentiometric RFE 2.2.3; strips are limited to checks not requiring high accuracy.

Spreadability PN/CP/003: fixed sample quantity between glass plates, with locally defined successive loads and
times; measure two diameters and compare area against load. Temperature variation of £0.5°C is suggested. The
source gives no universal acceptance limit; establish it locally.

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: [11], [4], [5], [6], [13]

®0Aain / Storage

ZuVOAKEG/MEPLEKTNG TIOL avapépeL N NYA: AdLagavég BACo, KaAd kKAeloTd, <25°C.
Ma 1o emMAeyUEVO YEVIKS avdTaTo 6pLo: 2-8 °C, epdoov dlatnpolvTal N QUOLKH KATOAANASTNTA KOl N
oLPBATOTNTA PE TN OLUYKEKPLUEVN TINYH. Agv epapudleTal To 14iuepo oe Bepuokpaoia dwuaTiov.

Source-reported conditions/container: Opaque jar, well closed, <25°C.
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: [1], [9], [10]

Awa0eon / Dispensing

Evbldueon Bdon yw epyaatnplakn xprion. H evowudtwon dpaotikig anattel véo éAeyxo obvbeong, pH,
ouvtpnong kat BUD tou teAtkol npoiévtog.

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

References: [1]
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Enmionpavon / Labelling

FoaAdkTwua W/O EX005 Cold cream

Epyaotnptakri Baon - Oxt dueon xopriynon

MNoodétnta: _ Moaptido:

Moapaokevdotnke:  XpAon €wg:

AcbBevng / 8don / ouyvéTnTa: _

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

W/O emulsion EX005 Cold cream

Compounding base - not for direct administration

Quantity: _ Batch:

Prepared: _ Useby:

Patient / dose / frequency:

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

References: [1], [9], [10]

v9_controls / v9_controls

To apBunTiké 6plo oto apyeio elvat pévo 6pLo BLBALOYPAPLKAC avapopdc UTd TIC £LBLKEC TPODTOBETELC. Agv €xEL
optotel BUD mpaypaTikAg mopTidag katl 6ev éyxouv napaydel petprioelc aw. H akplBrig obvBean, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN Kol Ta aTolxela eAéyyou PEMEL va YKPLOODY Yyl TN CUYKEKPLUEVN
epappoyn. H évap&n tou vmoAoylopol BUD eival n évapEn tng napaokevic. Epapudletal To CLVTOUOTEPO
TEKUNPLWHEVO OpLlo, HE XWPLOTO EAEYXO0 BldpKelag HETA TO dvolyua. Ta dplta USP gi{val texvikd mAaiowo 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 andédoon/opydvwaon oTolxelwy TNG avaeepdpuevnc mNyng. Aev anoteAel enlonun petdgpaaon fi €ykplon Tov
€kdOTN.

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

Mnyécg kaiL mapamnounécg / Sources and references

[1]1 FN/2003/EX/005 EMULSION A/O

FN/2003 ¢ nAekTpovikd Kel{uevo pe NIPO 2020/2022 / electronic text with NIPO 2020/2022 | PDF pp. 2 | master formula | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2003_ex_005.pdf

[2] FN/2003/PA/006 BORAX

Awabéoipo kel{pevo / 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_006.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] PN/L/FF/002/00 ELABORACION DE EMULSIONES

Awabéoipo kel{pevo / Retrieved text | PDF pp. 1-6 | preparation sop | 2026-09-10

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-formas-farmaceuti
cas/pn_|_ff_002_00.pdf

[5]1 PN/L/CP/001/00 DETERMINACION DE PH
Awabéoipo kelpevo / Retrieved text | PDF pp. 1-5 | qc method | 2026-09-10
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https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-control-de-producto/pn_|_cp_001_
00.pdf

[6] PN/L/CP/003/00 DETERMINACION DE EXTENSIBILIDAD
Awabéopo kelpevo / Retrieved text | PDF pp. 1-6 | gc method | 2026-09-10

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-control-de-producto/pn_I_cp_003_
00.pdf

[7]1 MHLW - Japanese Pharmacopoeia XVIII: Liquid Paraffin

JP XVIII, 2021; English text | Printed p. 1477; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[8] 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

[9] 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
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