compounding.gr | 10.0 | 2026-10-14

CGR-JP-005 | 10.0

N\evkRn aAowgn JP
White Ointment )P

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: 1000 g

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

NELVKOG KNPSG HEALOOWVY 509
White beeswax

TeoKkleAaikdG €0Tépag coppLTAVNG 209
Sorbitan sesquioleate

Aevkr BaleAivn g.s.ad 1000 g
White petrolatum

MNeprypagn okevadopatog / Preparation description
NA€LKH aAOLQ PE EAAPPA XOPAKTNPLOTLKI] OCUH.
White ointment with a slight characteristic odour.

References: [1]

Apaon kat xpAon / Action and use

AméeLAn Bdaon aiolewv. H JP tnv opilel wg Bdon tng AAorpric OEeldiov Wevbapydpou. H auykekpLpévn
povoypagia 6ev 6ivel avtoTeAr BepamevTikr €vdelEn 1} doooAoyia.

Lipophilic ointment base. JP specifies it as the base of Zinc Oxide Ointment. This monograph does not provide an
independent therapeutic indication or dose.

References: [1]

Mpodiaypagic / Specifications

AELKH EUEAVLON, EAAYPE XAPAKTNPLOTIKA 00U KAl KATAAANAO LEWHEC yia GepuaTiky egappoyr Katd JP 11-4. Agv
S6lvovtatl apBunTikd dplo LEwdouc, pH A €6k moogoTikA dokiuaaia teAtkol npoidvToc.

White appearance, slight characteristic odour and viscosity suitable for cutaneous application under JP 11-4. No
numerical viscosity limit, pH or product-specific assay is given.
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References: [1]

®wg / Light

Agv mopéxeTal 6K eWTOOTABEPSTNTA TOU TEALKOU MPOIGVTOG. H amattoOEVn QUTONPOCTAC(O TOL MEPLEKTN,
€pboov opiletal, avagépetal atn POAAEN.

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

References: [1]

Aépac kaL o&eidbwaon / Air and oxidation

Agv apéxeTal HEAETN 0EEBWTLKAC oTaBePATNTOG TOL TEALKOD PiyuaTog o0Te anaitnon adpavolg atudopalpac.
Tnpeltal 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
Aevkr BageAivn: n avtioTtowxn kabapr mEWTN VAN KATA JP elvat MPpakTikd adldAutn oTo vePOS.
White Petrolatum: JP classifies the corresponding pure raw material as practically insoluble in water.

References: [4]

Yypaoia / Humidity

Agv SlveTal apBPUNTIKS OPLO OXETLKNAG LYPATI(AC YL TO TEALKO oKeDaOoUa. ATopebyovTal dLaBpoxh MPWTWY LAWY
KOl HETOPOPA CUUMUKVWHETWY 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

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

Aev napéxetal mARPNS 6ok ouuBatdTNTAC TOL PiyHaTOoG HE MPboBeTa dpaoTIKA 1 dLapopeTikd €kGoya. Ot
LTIOKOTAOTATELG aMALTOOY XWwPLoTh TeKUNPiwon.

No complete compatibility test with added actives or alternative excipients is provided. Substitutions require
separate evidence.
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References: [1]

EwbiIkd otolxeia ovotatikwyv / Ingredient-specific information

AkpLBelc TavtdTNTEG: AELKSOG KNPSG peAloowv / White beeswax; ZeokleAaikdG eoTépag copBLtdvng / Sorbitan
sesquioleate; Agvkr BaleAlvn / White petrolatum. Xpnoigomnotodvtal apuaKoMoLaKEG TPWTEG UAEG TNG
nopaneunéuevng €kdoang, pe enaArifevon CoA. Agv aAAdlel avBaipeta dAag, evuddtwon A meptektikdTNTA. H
noodTNTA g.S. KataypdeeTal atny napTida.

Aevkn BaleAlvn: mpwTn OAN UE XAPAKTNPELOUS HLOALTOTNTAC OTO VEPS «TIPAKTIKAE adldAvTn» Katd JP.

Exact identities: Agukdg knpdg peAloowv / White beeswax; ZeokleAaikdg eotépag copBLtdvng / Sorbitan
sesquioleate; Aeukr BaleAlvn / White petrolatum. Use pharmacopoeial raw materials of the referenced edition,
with CoA verification. Do not arbitrarily change salt, hydration state or strength. Record the actual q.s. amount in
the batch.

White Petrolatum: raw-material water solubility is classified as practically insoluble by JP.

References: [1], [4]

ZuvOnkec mapaockevnG / Compounding conditions

H JP 6ev mopéxel eO6IKE aplOunTikd 6pLa XWpeou yla avtrh th obvBeaon. Oplote Tomikd SOP pe KATAAANAEG KaBapéc
oLvBnkeg, éAeyxo Beppokpaciac kat mPOANYN empudAvvonc. H npdtaon elval cuvTakTIKEG KATAAOYOC EAEYXOUL.

JP provides no specific numerical room limits for this formula. Define a local SOP covering suitable clean
conditions, temperature control and contamination prevention. This is an editorial checklist.

References: [1], [2]

Mpootacia epyalopévwy / Staff protection

KaBapr mpootateuTik evbupacia kot KAAVPHa KEQAAAC Katd AEMPS PN/L/PG/002/00. Omov vnidpyel mbavéTnTO
€MOPrG, KATAAANAa ydvTia: mpootacia avamvoiG/oeBaApwy 6mov o Xelplondg okévng to anattel. To akpLBEG
LALKS yavTLol, 0 agpLlopdg Kat n mpootacia avanvorg kabop{Covtatl and SDS kat Tomkn ektipnon ékBeong.
Kabapr HoKpLUPAVLIKN EpyaoTnplakr evdupaoia, KEALYN HAAALWY KL YAVTLO KATA TOV XELPLOUS. AANAQYH YOVTLWV
META amnd emudAvvaon/ebopd.

Clean protective clothing and head covering under AEMPS PN/L/PG/002/00. Use suitable gloves where contact is
possible and respiratory/eye protection where powder handling requires it. Exact glove material, ventilation and
respiratory protection must follow the SDS and local exposure assessment.

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

References: [3], [5]
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ExTtipnon kivdovov / Risk assessment

Bdon xwpi(c papuakevTik 6pacTikr ovoila. H tomkr ektipnon nepAapBAavel Oepud TyUa, eyKadpoTa, aAlepyla
OLOTATLIKWY Kat KivBuvo empudAvvong. Aev €xel TeKunplwOel Tagvéunon wg potent drug.

ZuyKkekpLuévn mapTida avagopdc: 1000 g. MpwTo cvoTaTikd: AeLKOC KNPAC HeEALooWY, 50 g. EAéyETe aveEdpTnTa
TN XNULKA Hoper, TIG HoVAdEG Kal K&Be KALMAKwon mpwv and Joylon.

EAéyETe opoldpopen dlaomopd TNG 6PACTIKAG Kal AMOLC{a CLOCWHATWHATWY PHETAE TNV YOEN. YriepBépuavan,
elgaywyn vepol A aAAayr Bdong petaBdAAovy To POPIA TNG MAPACKELAG: KATAYPAWTE MpayHaTIKA anddoon Kat
QMWAELEG METAPOPEG.

KataypdyTe yla TNV Tomkr avéAvon moagdtnta avd napaokevr, ouxvotnta epyaciag, dldpKela avolkTol
XELPLOMOD, MBAVEC 0600G €KBEONG KL AMOTEAETUATIKOTNTO TWY HETPWY eAEy)XOoL. AuTd elval atolyela elgédouv
NG a€loAdynong- 6ev amnodibetal mMPooYNUATIKOG TEAKOC BaBUdC KLwbdOvou.

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

Znuelo eAéyyou amodéopevons: EAEYETE CLOOWUATWUATA, KPLOTAAAOLC, TOTILKEG BLOYOPEC LPMG KaLl EAEDBEPO
LYPO HETE TNV OAOKARPWON TNG HEBGDOL. KaTtaypdyTte yewUeTpla avauEng, uéyebocg mapTidac Kol MPAYUATIKEG
Beppokpaoiec: peTa@opd aplBpol oTPoPWY 0 GAAAO aVOULKTAPA Bev amodelkvieL Looduvauia.

Base without a medicinal active. Local assessment includes hot melt, burns, ingredient allergy and contamination
risk. No potent-drug classification has been established.

Reference batch: 1000 g. First ingredient: White beeswax, 50 g. Independently check chemical form, units and
every scale conversion before weighing.

Check uniform active distribution and absence of aggregates after cooling. Overheating, water ingress or a
changed base alter the preparation; record actual yield and transfer losses.

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], [2], [9], [11]

Texkpnpiwon BUD / BUD rationale

Agv evtoni{oTtnke l8LKA MelpapaTiky SldpKeLa TTOL VA KAADTITEL OAGKANPN TNV akPLR oOVBEDN, TOV TMEPLEKTN KaL
TN UkpoBLloAoykr kKataAAnAdTNTA.

EmAeyEVOG YEVIKOG Kavdovag: €éwg 180 nuépeg atoug 20-25 °C yla otepen A 1N LOATIKA PN MOOLUN HoPPH, UE
TeEKUNPLWHEVN aw <0,6. H apyikr mowdtnta/vypaoia, n npootacia and e(oodo vepold Kal N LOLKA KATAAANASTNTA
npénel va vrootnpi{Couv auth TNV Katnyoplia.

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

O yevikdG kavédvag anoteAel ouvTNPENTIKS dpLo EMAOYAG Kol OXL MELPAMATIKA anddelgn otabepdTnTag TNG
nopTtidac. H katnyopia ovvdéeTal he TNV TEAKA oOVBEDN, TN cuVTAPNON Kal TG EMTPENOUEVEG BEpUoKpaaieg. H
TR aw 6gv MPOKOMTEL amnd TO MOGOCaTO VEPOUL | TNV AMWAELX KATA TNV Efpavan. MNa tekunpiwaon xpnolonoltioTe
SOP-014 kat F-006- ywa €161krf aw, SOP-017 kat F-012.

H USP 6ev amnattel pétpnon aw oe KadBe pn otelpo napaockebaopa. H tekunpuwuévn tagvéunon tng
OLYKEKPLUEVNG oVvBeanG pnopel va xpnotpomole{tat wg 0dnydg: kataypdeeTal pnTéd WG eKTiNON Kot OxL WG
péTtpnon. Auei{BoAn r oplakr Tagwéunon anattel 6kd TEKPAPLO A KATAAANAN HéTPnon. H nuepounvia TeAkoO
okevdopaToc 6ev vepPBaivel Tn SlaBéoun NUEpounvia TwWy AN MUPACKEVATUEVWY CLOTATIKWY/BACEWY, EKTOC Qv
€xeL vloBeTNBel emapkrg e8Ik TekUNP{woN yla TNV akpLBr] TeAk obvBean.
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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 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: [11], [8], [101], [12]

Mpoamaitovpeva / Prerequisites

Agv anatteltol ywploth Bdon HeE KWOLKO uNTPWou. Tuxdv eUToplkd dOYXNUA TIAPAUEVEL TO AKPLBEC KATOVOUOTLOUEVO
npoidv tou mivaka.

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

References: [1]

EEZomAlopog / Equipment

Zuyég KaTtdAANANG eAdxlotng COyLong, youdi/omepog A opoyevonolnTthg, doxela avdulgng, ondTtouvAeg,
BepudueTpo dtav undpyxel O€ppavaon, dpyava oyKopéTpNong yla noodtnteg mL.
BaBpovounuévo pHUETPO Kot KATAAANAC PUBULOTIKA EAEYYOUL.

Balance with suitable minimum weight, mortar/pestle or homogeniser, mixing vessels, spatulas, thermometer for
heated processes and volumetric equipment for mL quantities.
Calibrated pH meter and suitable check buffers.

References: [1]

M£00o60¢ mapaokevnc / Compounding method

1. Zuylote Ta ovoTaTKA: N BewpnTik Agvkn BaleAlvn elval 930 g.

2. Mg eheyyxduevn B€ppavaon tHETE Kal avaulETe Ta ouoTaTIKd TNG AMdPIANG Bdong cOPewva ue JP 11-4.

3. AvouETe/pardgTe péypL opotoyévela. H ouykekpluévn Beppokpacia, dldpkela kot TaxvTNTA avddevaong mpPEmeL
va 0pLlotolv aTo Tomikd SOP- 6ev divovtal otn povoypagia.

1. Weigh the ingredients; theoretical white petrolatum is 930 g.

2. Melt and mix the lipophilic base components by controlled warming under JP 11-4.

3. Mix/knead until homogeneous. The local SOP must define the exact temperature, time and mixing speed; the
monograph does not provide them.

References: [11], [2]
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Napatnpioelg / Observations

MpwTdTunn diyAwoon anédoon tTnG obvOeaNG Kal Twv npodlaypaewv. H Bdon avtr dlagépel and Simple Ointment
BP, Agukr aAoter) USP kat anmAr BageAlvn.

H eEetaoBeioa nnyr napapével n ayyAwkn JP XVIII. H PMDA emBeBatwvel €ékdoan JP XIX otig 10 AnptAaiov 2026 Kkal
TPoBAETEL ayyALKH €kBoon evTtiG £€TOUG. ZTNV apoloa epyaacia 6ev OAOKANPWONKE oUYKPELON TOL MARPOUG TEALKOD
LOTMWVLKOD KELUEVOU OAWY TWVY OYXETIKWY HOVOYPAPLWY: §EV BNAWVETAL GLUUUOPPWON UE JP XIX.

Original bilingual rendering of the formula and specifications. This base differs from Simple Ointment BP, USP
White Ointment and plain petrolatum.

The reviewed source remains English JP XVIII. PMDA confirms JP XIX publication on 10 April 2026 and schedules
English publication within one year. This work did not complete a comparison of the full final Japanese text of all
relevant monographs; no JP XIX conformity is claimed.

References: [1], [13]

MepLékTnG KaiL cvokevaoia / Container and packaging
EpunTik& KAeLoTSG MepLéKTNG (JP: tight container). ZuykekpLuévo LALKS dev oplZeTal.

Tight container. No specific container material is prescribed.

References: [1]

EmioApavon / Labelling

Aevkr aAoier JP

EEwTepkr| xprion

Moocétnta: _ Maptida:

MNapaokevdotnke: _ XpAon éwg:

AoBeviig / 86on / ouyvéTnTOo:

®OAaEN: EpunTikd KAELOTO. Agv opleTal 16k Beppokpacia | pwTonpooTacia yla To TEAKS Tpoidv.
©eppokpaoia yla To BUD autig tng naptidag:

White Ointment JP

External use

Quantity: _ Batch: __

Prepared: ___ Useby:

Patient / dose / frequency:

Storage: Keep tightly closed. No specific temperature or light protection is prescribed for the finished product.
Temperature for this batch BUD:

References: [1]

MoloTikO¢ éAeyxocG / Quality control

EAEYETE epduion, oo Kot KaTdAANAN cboTtaon Katd Tt povoypagia/JP 11-4. Q¢ tomkol éAgyyol Sladikaaiag
npotei{vovtal TEAKA HAla Kal OpoLoyEveELa. AEV AMOTEAODY LTIOKATACTATO TNG CLUVOALKAG GUUUOPEWONG UE JP olTe
TEKUNPLWYOLY Xpdvo XpHoNG.

H péBodog, to 6plo anodoxng, N MPAyUaTIKA TLUA Kal 0 EAEYKTAG KaTtaypdgovtal xwplotd oto F-005. Anotuyia
Kplowng mpodlaypa@rc odnyel o kapavtiva Kat dtepebivnon katd SOP-015- n emavdAnyn eAéyxwv xpeldletal
aLTloAdynon.

Check appearance, odour and suitable consistency under the monograph/JP 11-4. Final mass and homogeneity
are proposed local process checks. They do not replace overall JP conformity or establish a beyond-use period.
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], [2], [11]
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®0Aagn / Storage

EpunTikd KAeLoTd. Agv opiCeTtal e8Ik Beppokpacia i pwTonpooTacia yia To TEALKS POTov.
Mo dudpkela mov anodidetal amnd yevikd kavéva, epapudleTal eMMALov n Bepuokpacia TNG emAeyuévng
Katnyoplag oto nedio BUD. H mnyr 6&v TekUNplwvel avbaipetec aAAayéc Bepokpaoiac.

Keep tightly closed. No specific temperature or light protection is prescribed for the finished product.
For a general-rule duration, also apply the temperature of the selected BUD category. The source does not
support arbitrary temperature changes.

References: [11], [7]

AwaOeon / Dispensing

Mpoop{Cetal yia papuakeLTKA XpHon we Bdaon. Omnoladrinote evowudTwon 6paoTikig anattel €Aeyxo
oupBaTATNTOG Kal véa TeKUNPIWON TOL TEALKOU OKELAOUATOG.

YnoAe{ppaTo HaAAKTIKOD 08 polya, EMOECHOLE  KALVOOKEMAOUOTA EMLTAYXOVOLY TNV AVAPAEEN LOATUATOC.
Ano@uyr Kanvi{opatoc¢ Kot YOUvAG gAdyac Katd tn Xpron.

Intended for pharmaceutical use as a base. Adding an active requires compatibility assessment and separate
evidence for the finished preparation.

Emollient residues on clothing, dressings or bedding accelerate fabric ignition. Avoid smoking and naked flames
during use.

References: [1], [6]

v9_controls / v9_controls

To apBunTikd 6plo oto apyeio elvat pévo 6pLo BLRALOYPAPLKAC ava@opdc uTd TIC e6LIKEC polmoBéaelg. Aev €xel
oplotel BUD mpaypaTtikig naptidag kat dev £€xouv nmapaxOel petprioelg aw. H akpprig abvbeon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN KoL Ta aTolxela eAEyyoU TIPETEL VOl EYKPLOODV YL TH OUYKEKPLUEVN
epapuoyn. H évap&n touv vrmoAoylopol BUD eival n évapén tng napaokevic. EQapudletal To GUVTOUSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO EAEyYO BLAPKELAC HETA TO Avolypa. Ta dpla USP elval Texviké mAaiolo Kat 6ev
napovoldfovtal WG EAANVIKA vopobeaoia.

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.

AveEGpPTNTN EAANVLKA KOl ayYALKH anédoon/opydvwaon otolxelwy TNG avaeepdpevng nmnyng. Aev anoteAel enlonun petdepaon i €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 koL mapanopunég / Sources and references

[1] MHLW - JP XVIII: White Ointment JP

2021 | JP XVIII (2021), printed p. 1921; General Rules for Preparations 11-4, p. 20 | specific formulation | 2026-09-10
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[2] MHLW - JP XVIII, General Rules for Preparations

2021 | 11-4 Ointments and 11-2 Cutaneous liquids, printed p. 20; Other Preparations 3 Spirits, p. 22; General Notices | general procedure |
2026-09-10

https://www.mhlw.go.jp/content/11120000/000945683.pdf

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

PN/L/PG/002/00 | Clothing and protective equipment | general procedure | 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: White Petrolatum

JP XVIII, 2021; English text | Printed p. 1501; Description; Containers and storage | raw-material monograph | 2026-09-12
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https://www.mhlw.go.jp/content/11120000/000904449.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] MHRA - Emollients and risk of severe and fatal burns: new resources available

26 August 2020; updated 20 May 2021 | Fabric contamination and fire risk | clinical safety | 2026-09-12
https://www.gov.uk/drug-safety-update/emollients-and-risk-of-severe-and-fatal-burns-new-resources-available

[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>;
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