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CGR-BE-008 | 10.0

Kpépa meppedpivng 5% w/w FTM

Permethrin cream 5% w/w FTM

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: 50 g

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

Mepuedpivn 259¢g
Permethrin
Ketopakpoyoin 1000 244

Cetomacrogol 1000

KnTtooTteapuAlkr) aAkodAn 519
Cetostearyl alcohol

Aevkn BaleAivn 759
White soft paraffin

Yypn napaeivn 39
Liquid paraffin

Yowp He ocuvTnpnTIK& FTM g.s.ad 50¢g
Preserved water FTM

Mpoamaitovpeva / Prerequisites

CGR-BE-003 Preserved water FTM

MepLypagn okevadopatog / Preparation description

Kpépa: Kpépa nepuedpivng 5% w/w FTM. Mpdobeta KpLThApLa epedviong dev TEKUNPLWYOVTAL 0TO E€TATOEY
€161K0 Kkelpevo.

Cream: Permethrin cream 5% w/w FTM. Additional appearance criteria are not established by the specific text
reviewed.

References: [1]
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Apadon kai xpon / Action and use
AvTipeTWToN Ywpas f edepiaong epnPaiov katd FTM 2010.
Treatment of scabies or pubic lice according to FTM 2010.

References: [1]

Mpobiaypagéc / Specifications

H o0OvBeon Kat n TeALKA moodTnTA akoAovBolv Tov mivaka (50 g). Agv diveTal eldLkd aplOuUnTIkd €0POG assay,
HikpoBLakol gopTiov | puolkoxNuLKoD eAEyXoL 0TO €E€TAOBEY €16k Keluevo- Hev amnodibetal avbaipeTo dpLo.

Composition and final quantity follow the formula table (50 g). The reviewed specific text gives no numerical
assay, microbial-count or physicochemical acceptance range; no unsupported limit is assigned.

References: [1]

®wg / Light

Aev MapéxeTal 6K PWTOOTABEPOTNTA TOL TEALKOD TPOIOVTOC. H aMaLTOOUEVN QWTOMPOCTAC( TOL MEPLEKTN,
epooov opiCetal, avagépetal otn POAaEN.

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

References: [1]

Aépac kKat o€eidbwon / Air and oxidation

Agv ToPEXETAL HEAETN OEEWOWTIKAG 0TaBEPOTNTOC TOL TEALKOU HiypaTog o0Te anaitnon adpavolc atudopalpag.
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 SiaAvtoTnTa / Water and solubility

Aevkn BageAivn: n avtiotown kabopr mpwWTN VAN KaT& JP elvat MPpakTikd adldAvtn aTo vePS.

Yypr napaeivn: n avtiotolyn kabBapr mpwTn VAN KaTd JP lval MPakTIKE adldAuvtn oTo vepd.

Zvotatikd tne Bdong CGR-BE-003: MapaddpoEuBevlolkdc neBLAeaTEéPaC: N avTioToln kKabapr mpwtn OAN KATA
JP glvat Alyo dlaAvtr oto vepd.

Juotatikd TG Bdong CGR-BE-003: MapaiddpoEuBevlolkdg mpomuAeoTtépag: n avtiotolyn Kabapr mpwtn LAN KaTd
JP elvat moAD Alyo SlaAutr oto vepd.

White Petrolatum: JP classifies the corresponding pure raw material as practically insoluble in water.

Liquid Paraffin: JP classifies the corresponding pure raw material as practically insoluble in water.

Component of base CGR-BE-003: Methyl Parahydroxybenzoate: JP classifies the corresponding pure raw material
as slightly soluble in water.

Component of base CGR-BE-003: Propyl Parahydroxybenzoate: JP classifies the corresponding pure raw material
as very slightly soluble in water.

References: [3], [4], [7], [8], [9]

Yypaoia / Humidity

Agv dlveTal aplBunTiké dpLo oxeTikrig vypaciag yla To TeAkd okeDaopa. ATtogebyovTtal SLaBpoxr 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]
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Osppokpacia / Temperature

Mo to TeAkd okevaopa n nyr opiCeL:
ZwAnvéplo, 15-25 °C.

For the finished product the source specifies:
Tube, 15-25 °C.

References: [1]

pH kaiL cupBatoéoTnta / pH and compatibility

Aev op{Zetal €dikd €0pog pH TOL TEALKOD OKELAOTHATOG. Agv TipooTIBeTAL PLOULOTHC PH XWPIG TEKUNPLWHEVN
aAAayr Tng obvbeonc.

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

References: [1]

AAAec aAAnAemidpaocelg / Other interactions

Agv opéxeTal MARPNG doKLUA cUPBATATNTAC TOL UiyHOTOC PE MPOoBeTA HPpaoTIKA 1| SlapopeTikd €kboya. OL
LTIOKATAOTACELG analTolv XwpeLoTH Tekunplwon.

No complete compatibility test with added actives or alternative excipients is provided. Substitutions require
separate evidence.

References: [1]

Elbika otowxeia ovotatikwy / Ingredient-specific information

Aegvkn BageAivn: mpwtn OAN pE XAPAKTNPLOUS SLaAvTSOTNTAG OTO VeEPS «TIPAKTIKA adldAvtn» Katd JP.
Yypr napaeivn: mpwtn OAN HE XOPAKTNPELOUS SLaAvTOTNTAG OTO vEPS «MPAKTIKE adldAvTtn» Kot JP.
JvoTtatikd tne Bdong CGR-BE-003: MapaddpoEuBevlolkdg HEBLAETTEPAG: MPWTN DAN HE XAPAKTNPLOUO
dloAvTéTNTOG 0TO VEPS «Alyo BlaAuTr» KaTd JP.

JuotaTtikd TG Bdong CGR-BE-003: MapaddpoEuBevloikdG MPOMUAESTEPAC: MPWTN VAN HE XOPAKTNPLOUS
SlaAvtdéTNTAC 0TO VEPD «TIOAD Alyo dlaAvth» KaTtd JP.

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

Liquid Paraffin: raw-material water solubility is classified as practically insoluble by JP.

Component of base CGR-BE-003: Methyl Parahydroxybenzoate: raw-material water solubility is classified as
slightly soluble by JP.

Component of base CGR-BE-003: Propyl Parahydroxybenzoate: raw-material water solubility is classified as very
slightly soluble by JP.

References: [3], [4], [7], [8], [9]

Mpootacia epyalopévwy / Staff protection

KaBapr HaKpLPAVIKN epyaoTnplak evoupacia, KAALYN HAAALWY Kal YAVTIO KATA TOV XELPLOPS. ANy YOV TLWY
HETE and enudAvvan/ebopd.

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

References: [11], [2], [5]
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ExTtipnon kivdovov / Risk assessment

ZuykekpLuévn naptida avagopdc: 50 g. MpwTo ocvotatikéd: MNepuedpivn, 2.5 g. EAEyETe aveEdpTnTa TN XNMUKA
MOP®H, TIC HOVABEC Kal KABe KALLdKkwaon mpy and Joylon.

EAéyETe oelpd mpoadrikng, dlagopd Bepuokpaciac pdoewy Kal opoloyEveLla HETA TNV YOEN. AlaXWPLOUOG ATEWY
propel val aAAGEEL TOTILKA TIEPLEKTIKOTNTA KO KATOVOUN cuvTnenTikoU- 6ev anokablotatal avbaipeTa pe
nPdoBeTO VEPS 1] YOAAKTWHATOTIOWNTH.

Kataypdyte yla TNV TOMKA avdAuvon moodTnTa avd Napaokevr, ouxvétnta epyaciog, dLapKeLa avolkTol
XELPLOMOD, TBAVEG 06006 €KBEONG KL AMOTEAECUATIKOTNTA TWY HETPWY eAEYX0L. AuTd elval atowxela elgédouv
NG agloAdynaong: 6ev amodibeTal MPooXNUATIKAC TEALKOC BaBUSC KlvdOvou.

©epuLkd aTAdl0 TNG oLvyKeKPLPévNng Sladikaalag: eAEYETE OepUOPETPO, TPOTIO BEPUAVONG, XPOVLKH BLdpKeLa Kot
anopuyr unepBEpuavonG/anwAelag dtaAdTn. To TéEAog avduEng dev TavtiCeTal pe TEKUNPLWPEVN YOEN A A PN
opoyevormoinan.

Znuelo eAéyyxou amnodéapevonG: EAEYETE CUOOWHATWHATA, KPUOTEAAOUG, TOTILKEG BLOAPOPEG LG KAl EAEDBEPO
LYPO HETE TNV OAOKARPWON TNG HEBGBOL. KataypdyTte yewueTpla avauéng, uéyeboc naptidag KoL MPAYHATIKEG
OEPUOKPAOIEG: HETAPOPA apLlBUOD OTPOPWY 0 GAAO avaulkTApa dev anodetkviel Looduvauia.

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

Reference batch: 50 g. First ingredient: Permethrin, 2.5 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], [111], [13], [15]

ZuvOnkec mapaokevng / Compounding conditions

Mpw amnd avdugn: tavtonolnon XNUIKAG Hop@AC Kal apTidag kABe cuoTATIKOD, KaTaypapr BEWpPNTIKWY
TMOCOTATWY Kal £AgyX0G KaBapldtnTtag Tov e§omAlopol. Ot Beppokpaaieg kat n oelpd mpoabrikng elval auTég TNG
nopakdTw 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]
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Tekpunpiwon BUD / BUD rationale

Aldpkela otnv nnyr: 2 LAVEG: 7 NUEPEG HbVO Yo TN mapaAiayr xwplg ouvTnPENTLKS.

H dudpketa avth elvat 0dnyla TNG CUYKEKPLUEVNG QappaKkoTol{ac/mNYAG. ZTov mMapdvTa EAeyx0o dev emaAnBedTNKE
A PNG MIPWTOYEVAG LEAETN TTOL VA TEKUNPLWVEL TALTAOXPOVA XNHLKH, PUOLKE KOl UIKPOBLOAOYLKH EMEKTACN TNG
(6lac TeAkAC obvBeonc.

ETLAEYHEVOC YEVIKOG Kavovag: £we 35 nuépeg yia udaTik Hoper HE KATAAANAO oOOTNUA CUVTAPNONG OTNY TEALKH
o0vBeon kat pH. Xpnatpomnowjote 20-25 °C, A} 2-8 °C pévo dtav n nnyr To emTpénel/analtel kat n Hopen
MoPAUEVEL KATAAANAN. Aev entapkel N ovopaoia evdc ouvtTnENTIKOL £4v aLTO €xel apalwbel, adpavoroinOel
peTagepOel o GAAN pdon.

To éplo BLBALOYPAPLKIG ava@opdc TnG napovdoag €kdoong elval n cuvtoudTePN HETAED TNG MoPATIAVW BLAPKELAG
TNYAC Kal Tou yevikoD oplov. MNa napdtaon anatte(tal Tekunpiwon mov KAADTITEL
SpaoTIKA/EKDOXQ/MEPLEKTIKOTNTA, TIEPLEKTN, Oepokpacia, LEO0DO evdELKTLKH 0TABEPOTNTAC KaL, Yla LOATLKNA
EMEKTOON, TNV AMALTOOPEVN HIKpoPBLoAoyik Tekunpiwan. Epappootéa enionun USP-NF povoypaoia agloloyeitatl
XWpPLoTd oto MAAPeC Ke{pnevd TNG.

Huepounvia xpriong = n evwpitepn emtpent nuepounvia and noapaokevr] + emAeyUévn dldpkela, AREELC MPWTWY
VAWV KoLl TUXOY CLUVTOUSTEPO TEKUNPLWHEVO OpLo. O XpdvoG PHETA TO Avolypa 6ev mapaTteivel To cuvoAlkd BUD. H
TEALKA NUEPOUNVI{O CUUMANPWVETAL YL TN GLUYKEKPLEVN TIOPTIBA HETE TOUC EAEYYOULC.

O yeVIKOG Kavovag anoTeAel ouvtnpeNTkd Oplo emMAOYAC Kol OXL MELpapaTIK anddelEn otabepdTNTAC TNG
napTidag. H katnyopila cuvdéetal pe TNV TEAKA aOVOEDN, TN oLVTAPNON Kal TG emTPeNOUEVEG Bepuokpaoieg. H
TIUA aw 6gv MPoKOMTEL amd TO MOG0CaTO VEPOU A TNV AMWAELX KATd TNV EApavan. MNa tekunpiwaon xpnotponotiote
SOP-014 kot F-006- yia €l6ikrj aw, SOP-017 kat F-012.

Atevkpivion USP: 6ev anatte{tal pétpnon aw yla kdBe un otelpa napaockevr. H katnyopla pnopel va tekunplwoel
and TNV akpBri obvBeon Kal KATAAANAQ AVTUTPOOWTELTIKE apadelypata- étav n odvbeon elvat aféRain A
oplakh, mpoTiHdTal 6K LETPNOoN HE KATAAANAN HéBoBo. ZTNV apoloa €ékdoan Hev LTIAPYEL HETPNUEVN aw OUTE
anodeopevpévn noptida. H dldpkela Tov TEAKOD OKELAOPATOG KaTd Kavdva dev unepPBaivel To evanopévov BUD
TWY EVOWHATWHEVWY YOANVIKWY Bdoswv/evBlapéowv. EEaipean xpetdletal €Ik attioAdynon 4tL dev
ennpedfeTal SBLOPEVWC N PLOLKH, XNHLKA 1} HkpoBLloAoylkr moldTnTa. Kataypdyte XwpeLoTd TeAKS 6plo,
NUEPOUNVIX MOPAOKELHG TWY EVOLAPETWY KaL MPAYUATIKA nuepounvia ARENG TOLG.

AlbpBwaon emAoyAc mapaAAayric v9: o mivakag neptéxel cuvtnpnuévn Bdon/06wp. To dpLo avapopdc aLTAG TNG
napaAAayrc lvatl éwc 35 nuépeg pévo epdoov vootnpi{leTal N cuvTAPNON 0To TEALKS piyua. OL 7 NUEPEC TNG
FTM a@opolv anokAeloTikd tnv ekdox xwpig ovvtnenTiké oToug 15-25 °C Kal anattolv EEXxwPLoTh
Katayeypaupévn obvoeon. Aev HeETAQEPETAL TO 7HUEPO OTN cuvTnpnuévn ekboxr) o0Te To 35UEPO TNV
aouvtAPNTN. To 7AuEPo elval 16k LoTopikh 0dnyla FTM, éxt epapuoyr Tou yevikol kavéva 14 nuepwv ot
Bepuokpacia SwuaTtiov.

Period reported by source: 2 months; 7 days for the unpreserved variant only.

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 general rule: up to 35 days for an agueous form appropriately preserved in its final composition and pH.
Use 20-25 °C, or 2-8 °C only where permitted/required by the source and compatible with the dosage form. A
preservative name is insufficient if it is diluted, inactivated or partitioned into another phase.

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 aqueous 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 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
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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.

v9 variant-selection correction: the printed formula uses preserved base/water. Its reference ceiling is up to 35
days only where final-mixture preservation is supported. FTM’s 7 days at 15-25 °C applies exclusively to a
separately documented preservative-free formulation. Do not transfer 7 days to the preserved branch or 35 days
to the unpreserved branch. The 7-day period is a specific historical FTM instruction, not a room-temperature
application of the general refrigerated 14-day rule.

References: [1], [6], [10], [12], [14]

Mpoamaitovpeva / Prerequisites
Preserved water FTM: CGR-BE-003

Preserved water FTM: CGR-BE-003

References: [1]

EEomAlonog / Equipment

Zuyo6¢ KaTtdAANANG eAdxLloTng C0ylong, youdi/omepog i opoyevomolnthcg, 6oxela avadulEng, ondTouvAeg,
BepudueTpo TV vIdp)EL Bépuavan, 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

TAETe Amopd Kol YOAaKTWHaToTolNTéC oToug 70 °C Kot StaAboTte TNV epPedpivn. MpocBéote mepimov 29 g
ouvtnpnuévou 08aTog otoug 75 °C e avddevon. WiHETe avadelovtag Katl CUNNANPWOoTE ota 50 g.

Melt fats and emulsifiers at 70 °C and dissolve permethrin. Add about 29 g preserved water at 75 °C with stirring.
Cool with mixing and adjust to 50 g.

References: [1]

MNapatnpnioelg / Observations

H teAkr noodtnta elval n Bdon tou nivaka advBeong. Kataypdgovtal mpayuaTiky andédoon, TuXdv aMWAELEC 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 KalL cvokevaoia / Container and packaging
ZWANvVApLo énwc opiCeL n dadikaoia.

Tube as specified by the procedure.

References: [1]
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MowoTikOG éAeyxoG / Quality control

OontikA e€€Taon eREEvLoNnG, OLOLOYEVELAG/OLVOOWHATWHATWY Kot TEAKAG p&lag. Agv evtoni{oTnke €WBLKA
EMKVPWHEVN aAVAALTIKE UEB0BOC YL TO TEALKS Uiypa aTtnv nyr. OL MPOTEWOPEVOL EVEOTIOPATKEVATTLKO( EAEYYOL
6ev vmokaBLoTolV assay 1] HIKPOBLOAOYLKO éAeyyX0 dTAV amatTodvTAL.

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.

Inspect appearance, uniformity/aggregates and final mass. No specific validated analytical method for the
finished mixture was located in the source. These proposed in-process checks do not replace assay or
microbiological testing when required.

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], [13]

®0AaEn / Storage
ZwAnvdéplo, 15-25 °C.
Tube, 15-25 °C.

References: [1]

A1aOeon / Dispensing

AldBeon pe cagry 066 xpriong, MEPLEKTIKOTNTA Kal nuepounvia xpriong. H moodtnTa avd epapuoyn Kat n
oLYVOTNTA CLUUMANPWYOVTAL CUUPWVA LE TN CLVTAYH.

MepLéxel KNTOOTEAPULALKA 1 KNTLUALKH) AAKOOAN: propel va MPokaAEoeL TomKY depuaTikr avtidpaaon. A§loloyriote
KOL T® OLOTATLKE TNG XPNOLponolobuevNnG 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: [1], [15]

EmioApavon / Labelling

Kpépa nmepuedpivng 5% w/w FTM

EEwTepkr Xxprion

Mooétnta: _ Noptida:

Mapaokevdotnke: _ XpAon éwg:

AobBevrig / 66an / ouxvéTnTa:

®OAaEN: ZwAnvaplo, 15-25 °C.

©epuokpaoia yta to BUD autAg tng naptidag:

Meptéxel KNTOOTEAPUALKH | KNTLUALKH 0AKOOAN: prnopel va mpokaAéael Tomk depuaTikh avtidpaon. AEloAoyriote
KOL TQ OLOTATLKE TNG XPNOLomoLloleYNnG Bdong.

Permethrin cream 5% w/w FTM

External use

Quantity: _ Batch:

Prepared: _ Useby:

Patient / dose / frequency:

Storage: Tube, 15-25 °C.

Temperature for this batch BUD: __

Contains cetostearyl or cetyl alcohol, which can cause local skin reactions; include components of the selected
base in the assessment.
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References: [1], [15]

v9_controls / v9_controls

To apBunTiké 6plo oto apxelo elvat pévo 6pLo BLBALOYPAPLKAC avapopdG UTd TIC £LOLKEG TPODTIOBETELG. Agv €YEL
optotel BUD nmpaypaTikig mapTtidac kat 6ev éxouv napaxdel petprioelc aw. H akplBrg obvbean, ta
TIPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN Kol Ta aTolxela eAéyyou TIPETEL val EYKPLOODY YL TH OUYKEKPLUEVN
epapuoyn. H évap&n touv vmoAoylopol BUD eival n évapEn tng napaokevic. Epapudletal To GLVTOUSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO EAeyY0 BLAPKELAC HETA TO Gvolypa. Ta dpla USP elval Texviké mAaiolo Kat 5ev
nopovaldfovtal WG EAANVLKN 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.

AveEAPTNTN EAANVLKA Kot ayYALKH andédoon/opydvwon otolxelwv TnG avagepduevng mNyRG. Agv anoteAel enlonun HETdepaon f €ykpLon Tou
€EKBOTN.

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

Mnyéc kaiL mapanopmnég / Sources and references

[1] Formulaire Thérapeutique Magistral, édition 2010 - D-I-4-d-1

2010 | PDF pp. 275-276 | master formula | 2026-10-14
https://www.fagg-afmps.be/sites/default/files/content/Matieres_premieres/FTM_Pharmaciens_Edition_2010.pdf

[2] 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
[3]1 MHLW - Japanese Pharmacopoeia XVIII: White Petrolatum

JP XVIII, 2021; English text | Printed p. 1501; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[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

[7]1 MHLW - Japanese Pharmacopoeia XVIII: Methyl Parahydroxybenzoate

JP XVIII, 2021; English text | Printed p. 1343; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[8] Formulaire Thérapeutique Magistral, édition 2010 - B-I-3-a.10

2010 | PDF pp. 46 | master formula | 2026-09-10
https://www.fagg-afmps.be/sites/default/files/downloads/FTM_Pharmaciens_Edition_2010.pdf

[9] MHLW - Japanese Pharmacopoeia XVIII: Propyl Parahydroxybenzoate

JP XVIII, 2021; English text | Printed p. 1601; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[10] 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
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T A compounding.gr | 10.0 | 2026-10-14

[11] 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
[12] 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
[13] 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
[14] 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
[15] 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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