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Kpépa KETPLMidONG 0,5% m/m

Cetrimide Cream 0.5% w/w

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: 1000 g (source formula)

ZvoTaTLKO / Ingredient MoooétnTta / Quantity

Ketpuuidn 59
Cetrimide
KnTtooTteapuAlkr) aAkodAn 509

Cetostearyl alcohol

Yypr napaeivn 500 g
Liquid paraffin

KekaBapuévo 0dwp, mpdopaTta BPaouévo Kat YuxOév g.s.ad 1000 g
Freshly boiled and cooled purified water

MNeprypag@n okevaopatog / Preparation description

Kpéua keTpuuidng 0,5% m/m oe yadaktwuatonolnuévn Baon vypnig napagivng Kot vepol. Agv opi(Zetat £161kd
XPWHaA OTNY TINYA.

Cetrimide 0.5% w/w cream in an emulsified liquid-paraffin/water base. The source specifies no particular colour.

References: [1]

Apaon kaL xpron / Action and use

AvTLONTTIKA KPEUQ KETPLUIBNG, ouyKeEKPLUEVNG TEpLEKTIKOTNTAG 0,5% m/m.
Cetrimide antiseptic cream at the explicitly specified strength of 0.5% w/w.

References: [11], [3]

Mpobiaypagéc / Specifications
Cetrimide: 88.0-106.0% TnG SNAWHEVNG MEPLEKTIKOTNTAG
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Cetrimide: 88.0-106.0% of label claim

References: [1]

®wg / Light

Agv mapéxeTal 6IKA pWTOOTABEPOTNTA TOL TEALKOD TMPOIOVTOC. H aMaLTOOUEVN QWTOMPOOTAC( TOV 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: [4]

Yypaoia / Humidity

Agv dlveTal aplBunTiké épLo oxeTikiG bypaoiag yla To TeEAKO okeDaopa. ATto@ebyovTtal SLaBpoxr MTPWTWY LAWY
KOl HETAPOPA CUUMUKVWHUATWY 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 TEKPNPLOVETAL EMLTPENTH BEpUOKpaTlakr amdkAlon i KOKAOG KaTtdyuEnc/andyuEnc. O Bepuokpaaieg
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 kai cupBatoéoTnTa / pH and compatibility

Aev op{ZeTal €d1kd €0pog pH TOL TEALKOD OKELAOTHATOG. Agv TipooTBeTAL PLOULOTHG PH XWPIG TEKUNPLWHEVN
aAAayr Tng obvbeaonc.

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

References: [1]

AAAec aAAnAemidpaocelg / Other interactions

KeTtpluidn: acupuBatdTnNTa HE CAMWVEG KAl AVIOVIKA ETLQAVELOBPAOTIKA, punevtoviTn, LWoLo Kot LEpoEe(Bla
OAKaA{WY.
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Cetrimide: incompatible with soaps, anionic surfactants, bentonite, iodine and alkali hydroxides.

References: [3]

Eldika otolxeia cvotaTtikwy / Ingredient-specific information

KeTpluildn: katlovikr évwaon TeETAPTOTAYOUG AUPwWYiov Ye avTionmTikh 6pdon. AnogeldyeTal avAULIEN E AVIOVIKEC
Bdoelc i odnwveg.
Yypr mopagivn: mpwtn VAN HE XOPAKTNPELOUS SLaALTOTNTAG OTO VEPS «TPAKTIKE adldAvTn» KoTd JP.

Cetrimide is a cationic quaternary ammonium antiseptic. Avoid mixing with anionic bases or soaps.
Liquid Paraffin: raw-material water solubility is classified as practically insoluble by JP.

References: [3], [4]

MpooTtaocia epyalopévwy / Staff protection

KaBapr pakpuudvikn epyaotnplakr evduvpaoia, KAALYN HOAALWY Kal YEvTia KaTd Tov XELPLOPS. ANy YOV TLWY
pETE amnd empdAvvon/eBopd.

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

References: [1], [2], [5]

ExTtipnon kivdovov / Risk assessment

ZuykekpLuévn moptida avagopdg: 1000 g (source formula). MpwTto guoTtaTikG: KeTpluidn, 5 g. EAEyETe
QVEEGPTNTA TN XNULKA HOPQH, TG HOVEDEC Kol KABE KALUdKwaon mpv and COyLon.

EAéyETe oelpd mpoaBrikng, dlagopd Bepuokpaciac pdoewy Kal opoloyEévela HETA TNV YOEN. AlaXWPLOUOG ATEWY
propel va aAAGEEL TOTILKA TIEPLEKTIKOTNTA KOl KATAVOUN cuvTnenTikol- 6ev anokablotatal avbaipeTa pe
nPdoBeTO VEPS 1] YOAAKTWHATOTIOWNTH.

Kataypdyte yla TNV TOMKA avdAuvon moodtnTa avd Napagkevr, ouxvétnta £pyaciog, dLapKeLa avolkTol
XELPLOMOD, TBAVEG 06006 €KBEONG KL AMOTEAECUATIKOTNTA TWY HETPWY eAEYX0L. AuTd elval atowela elgédouv
NG agloAdynaong: 6ev amodibeTal MPooXNUATIKAC TEALKOC BaBUdC KlvdOvou.

©epuLkd 0TAdl0 TNG oLyKeKPLPEVNG Sladikaalag: eAEYETE OepUOPETPO, TPOTIO BEPUAVONG, XPOVLKH BLdpKeLa Kot
anopuyr unepBEpuavonG/anwAelag dtaAdTn. To TEAog avduEng dev TavtiCeTal pe TEKUNPLWPEVN YOEN A A PN
opoyevormoinan.

Znuelo eAéyyxou amnodéapevonG: EAEYETE CUOOWHATWHATA, KPUOTAAAOUG, TOTILKEG BLAPOPEG LG KAl EAEDBEPO
LYPO HETE TNV 0AOKARPWON TNG HEBGBOL. KataypdyTte yewueTpla avauéng, uéyeboc napTtidag Kol MPAYHATIKEG
OePUOKPAOIEG: HETAPOPA apLlBUOD OTPOPWY 0 GAAO avaulkTApa dev anodetkviel Looduvauia.

MepLéxel KNTOOTEAPULALKH 1] KNTUALKH) aAKOOAN: umopel va MPoKaAEoeL TOTLKY depuaTikh avtidpaon. A§Loloyrjote
KOl TA OLOTATLKA TNG XPNOlHomnoloVevng Bdong.

Reference batch: 1000 g (source formula). First ingredient: Cetrimide, 5 g. Independently check chemical form,
units and every scale conversion before weighing.

Check addition order, phase-temperature difference and uniformity after cooling. Phase separation can alter local
strength and preservative partitioning; do not repair it arbitrarily with water or emulsifier.

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.

Contains cetostearyl or cetyl alcohol, which can cause local skin reactions; include components of the selected
base in the assessment.

References: [1], [8], [10], [12]
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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], [5]

Tekpnpiwon BUD / BUD rationale

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

Ydatikr Kp€pua pe 0,5% KeTpluidn. H avtionmtikr dpdon Tov CUOTATIKOD BEV TEKUNPLWVEL AMOTEAEOUATIKA
ouvVTAPNON OTO TEALKS YOAGKTWHA. EMAELYETAL UVTNPENTIKE N KN EMOPKWG TEKUNPLWUEVN cuvTripnon.
EMAEYEVOG CLYVTNPNTLIKOC YEVIKOG KavOvac: €wG 14 nuépeg aToug 2-8 °C yla LOATLKA HoPEH XWPIC EMAPKWG
TEKUNPLWHEVN guvTrpnan. Mpobndédeaon elvatl 6TL N YOEN dev mpokaAel KaBITnon, un avacTPEPLUO Slaxwploud r
GAAN anwAsla KataAANASdTNTAG. AV auTr N npodndBeon amnotixeL, v xpnothotmotle(tal To 14APEPO o€
Beppokpacia dwuatiov- anatte{tal bk TekUnpiwaon cdvtoung xpriong.

Huepopnvia xpiong = n evwpitepn emtpentr nuepopnvia and napackevr + emAgypévn dldpketa, AREELG MPWTWY
LAV KoL TUXOV CLUVTOUSTEPO TEKUNPLWHEVO OpLo. O Xpdvog PETA To dvolypa 6ev napaTteivel To cuvoAlkd BUD. H
TEAKH NUEPOUNVI{O CUPTANPWVETAL YLO TN OLYKEKPLUEVN AP T{Ba HETA TOLG EAEYXOULC.

O vyevikdg kavédvag amnoteAel ouvTNPENTLIKO dpPLo EMAOYAG Kol OXL MELPAMATIKA anddelgn otabepdTnTag TNG
naptidag. H katnyopla ouvdéeTal pe TNV TEAK oOvBeon, TN oLVTAPNON KoL TLG EMTPENOUEVEG BEpoKkpaoiec. H
T aw 6gv MPoKLTTEL and To MocoaTS vEPOL 1 TNV anWAsLa Katd tnv EApavaon. MNa tekunpiwon xpnollonotioTe
SOP-014 kot F-006- yia €16ikry aw, SOP-017 kot F-012.

Altevkpivion USP: 6ev anatte{tal pétpnon aw yia kdBe pn otel{pa napaokevr. H katnyopla punopel va TeKuNPLWwOEel
and TNV akpLpr oOvBeon Kal KATAAANAQ AVTLMTPOCWTEVTIKA Mapadelypata: dtav n obvbeon elvat aBéRatn
oplaKkr, MPOTIPATOL EL6LIKNA HETPNON HE KATAAANAN LUéBOBO. ZTNV napoloa ékGoan Hev umdpyeLl HETPNUEVN aw O0TE
anodeopevpévn mopTida. H Sldpkela ToL TEALKOD OKELAOUATOC KATA Kavdva dev vepBaivel To evamnopévov BUD
TWVY EVOWUATWHEVWY YAANVIKWY BAoewv/evolapéowy. EEaipeon xpetdleTtal eldikr attioAdynon 6TL 6ev
eMNPEAZETAL BUOHEVWIG N GUOLKH, XNHLKA A LikpoBLloAoyLkr moldTnta. KataypdywTte xwplotd TeAkS 6pLo,
NUEPOUNVIX MOPAOKELHG TWY EVOLAPETWY KAl MPAYHATIKA nuepounvia ARENG TOLG.

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

Aqueous cream containing 0.5% cetrimide. Antiseptic activity of the ingredient does not establish preservation in
the final emulsion. Conservatively treat final preservation as unestablished.

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

1. TAETE TNV KETOOTEAPLALKH OAKOOAN pall e TNV vypr mapaeivn kat dtatnpriote otoug nepimov 60 °C.

2. AlaA0oTe TNV KETPLUBN o€ moodTnTaA TOL MPSoPATA BPACUEVOL Kol YuXBEVTOG KEKABAPHEVOL VEPOD WIOTE VA
npokOyouv nepimov 450 g SlaAbpaTtocg, eépvovtag tnv LdaTtikr @don nepinov otouvg 60 °C.

3. AvauiETe TIc pdoelc e avadevon uéxpl yoAaKkTwHatonolnon. Zuvexiote avddevon Katd tTnv Yogn Kat
OLUMANPWOTE [E To (6lo vepd atnv TeAkA pdla 1000 g.

1. Melt cetostearyl alcohol with liquid paraffin and maintain at about 60 °C.

2. Dissolve cetrimide in sufficient freshly boiled and cooled purified water to produce about 450 g solution; bring
the aqueous phase to about 60 °C.

3. Mix the phases with stirring to emulsify. Continue stirring while cooling; adjust to a final 1000 g with the
specified water.

References: [1]

MNapatnpnioels / Observations

5 g KeTPpLUidNG og TeAKA Hdla 1000 g = 0,5% m/m. H mapoldoa povoypoeio apopd anoKAELOTIKA auTr TNV
MEPLEKTLKOTNTAL.

5 g cetrimide in a final 1000 g equals 0.5% w/w. This monograph applies exclusively to that strength.

References: [1]

MepLékTnG KalL cvokevaoia / Container and packaging

EmAoyn yla tomkr agloAdynaon: oteyavé owAnvdaplo ) doxelo NULOTEPEWY e KATAAANAN emévduon. Mpwv and
MApwaon eAéyxovTat KaBapldTnTa, AKEPALOTNTA, OTEYOVOTNTA KAl CUUBATAOTNTA LALKOD/MWHUATOC. H ELOIKA
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]
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MowoTikOG éAeyxoG / Quality control

Oykopétpnon PeTd amnd dlaomopd moagdTNTAC oL MEPLEXEL 5 Mg KETPLUBNG og 10 mL Beppod vepoL, Mpoobrkn
BeukoU oEéoc/xAwpopopuiov kat deiktn dimethyl yellow. TitAoddtng sodium dioctyl sulfosuccinate 0,001 M- 1 mL
= 0,3364 mg C17H38BrN. H avtipaon dnAwuévng Loyxbog mapapével avemniAvTn.

H nébodog, 1o 6plo amodoxAC, N MPAYHATIKA TIUA Kol 0 EAEYKTAC KaTaypdeovtal xwplotd oto F-005. Anotuyia
Kplowng nmpodlaypaeric odnyel oe kapavtiva kat dtepedvnon katd SOP-015- n emavaAnyn eAéyxwv xpeltdleTal
attioAdynan.

After dispersing a portion containing 5 mg cetrimide in 10 mL hot water, add sulfuric acid/chloroform and
dimethyl-yellow indicator. Titrate with 0.001 M sodium dioctyl sulfosuccinate; 1 mL equals 0.3364 mg C17H38BrN.
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], [10]

®0Aain / Storage

Mo 1o eMAEYUEVO YEVIKS avdTaTo 6pLo: 2-8 °C, epdoov SLatnpolvTal N QUOLKH KATAAANASTNTA KAl N
ouuBaATATNTA UE TN OLYKEKPLPEYN TINYH. Agv epapudleTal To 14rjuepo og Beppokpaoia dwuatiov.

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], [6], [7]

A1aOeon / Dispensing

AldBeon pe cagry 066 xpriong, MEPLEKTIKOTNTA Kal nUepounvia xpriong. H moodtnTa avd spapuoyr Kat n
oLXVOTNTA CLUUMANPWVYOVTOL COUPWVA UE TN CLVTAYH.

MepLéxel KNTOOTEAPLALKA 1 KNTLUALKH AAKOOAN: propel va mpokaAéoel Tomkr depuaTikr avtidpaon. A§loloyrjote
KOL T® OLOTATLKE TNG XPNOLomolobuevNnG Bdong.

Dispense with a clear route, strength and use-by date. Complete amount per application and frequency from the
prescription.

Contains cetostearyl or cetyl alcohol, which can cause local skin reactions; include components of the selected
base in the assessment.

References: [11], [12]

Enmionpavon / Labelling

Kpépa KeTpluidng 0,5% m/m

EEwTeptkry xprion

Mooétnta: _ Noptida:

Mapaokevdotnke: _ XpAon éwg:

AobBevric / 6éan / ouyvéTnTa:

®OAaEN: 2-8 °C, peTd TNV enmBeBaiwon kataAAnAdTNTOAC YOENC.

©epuokpaoia yia To BUD autAg tng naptidag:

MepLéxel KNTOOTEAPULALKA 1 KNTLUALKH) AAKOOAN: purmopel va MPokaA£oeL Tomkr depuaTikr avtidpaaon. A§loloyriote
KOL T® OLOTATLKE TNG XPNOLponolobuevNnG Bdong.

Cetrimide Cream 0.5% w/w

External use

Quantity: _ Batch:

Prepared: _ Useby:

Patient / dose / frequency:

Storage: 2-8 °C, after confirming suitability for refrigeration.

Temperature for this batch BUD: __

Contains cetostearyl or cetyl alcohol, which can cause local skin reactions; include components of the selected
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base in the assessment.

References: [1], [6], [7], [12]

v9_controls / v9_controls

To apBunTiké 6plo oto apyeio elvat pévo 6pLo BLBALOYPAPLKAC avaopdc UTd TIC £LBLKEC TPoDTOBETELC. Agv €xEL
oplotel BUD mpayuaTikAc mopTidag Kat 6ev éyxouv napaydel petprioelc aw. H akplBric obvBean, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N GUAAEN Kol Ta aTolxela eAéyyou TIPEMEL va EYKPLOODY Yyl TN CUYKEKPLUEVN
epappoyn. H évap&n touv vrmoAoylopol BUD eival n évapén tng napaokevig. EQapudletal To GUVTOUSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO €AeyY0 BLdpKELaG HETA TO dvolypa. Ta dpla USP elval texviké mAaiolo kat dev
napovoldfovtal WG eAANVIKH 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 ava@epduevnc mNyng. Aev anoteAel enlonun petdgpaaon i €ykplon Tov
€kdOTN.

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

Mnyéc KoL mapanmopumnég / Sources and references

[1] British Pharmacopoeia 2016 - Cetrimide Cream

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] PN/L/PG/002/00 INDUMENTARIA

AwaBéotpo 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] Thornton & Ross - Care Antiseptic First Aid Cream, SmPC

10 April 2026 | Sections 2, 5.1 and 6.2; PL 00240/6277R | ingredient incompatibilities; not compounded stability | 2026-09-12
https://www.medicines.org.uk/emc/product/4819/smpc

[4] 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

[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] 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
[71 llinois 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
[8] 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
[9] 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
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[10] 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
[11] 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
[12] EMA - Excipients in the labelling and package leaflet, Annex Revision 5

Published 5 December 2025 | EN and EL worksheets: arachis oil, wool fat, cetostearyl/cetyl alcohol, chlorocresol | Current primary excipient
warnings; used as a scientific labelling reference, without claiming MAH obligations automatically apply to a compounded prescription |
2026-10-14

https://www.ema.europa.eu/en/documents/scientific-guideline/all-languages-annex-european-commission-guideline-excipients-labelling-pack
age-leaflet-medicinal-products-human-use-sante-2017-11668-revision-5_en.xIsx
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