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NMIAGKTWHA KPOTAMLTOVNG 10% w/w

Crotamiton Emulsion 10% w/w

BiBALoypa@lkr avagopd - Tomkr viobétnaon / Reference monograph - Local adoption

OploTIKA oLVVTAKTIKA anoégaon / Final editorial decision

TekunpLWUEVN povoypagia avagopdc FTM - akplBAC obvBeon kot dldpkela NYAC.

O knpdg opiCetat akplBwG: 80% KNTOOTEAPLALKH AAKOOAN Kat 20% keTopakpoydAn 1000. Xpnaotuomnoteitatl
TALTOTOLNMEVN QUPUAKEVTIKA MOLOTNTA UE TEKUNPLWHEVN oVVBEDN. Agv avTikaBioTaTal auTéduaTa and avovikd
yoAoKTwHatonold knpd f dAAo ulyua. H mnyr kot n cOvBear TNG TEKUNPLWONKAY €K vEou- N anodéouevon agpopd
MAVTOTE TNV MPAYUATIKY napTida.

H FTM 2010 ava@épel SLAPKELX 2 NUEPOAOYLAKWY HNVWY 0ToLG 15-25 °C, otnv nMpoBAeNdUEVN KOOTAVOXPWHN
YLAAN eLdAn 300 mL yia napackeur) 200 g. MeTd To dvotypa: £wG 2 NUEPOAOYLAKOUG UAVEG, MEAVTOTE EVTOG TNG
OUVOALKAG NUEpounviag xpriong. Mpdkettal yia 6Lk 0dnyla tov em{onuou LotopikoL formulary, éxt yla véa
TMELPAUATIKA HEAETN. O vevBLVOC papuakomoldc vloBeTel Tn Sldpkela uévo yia TNV akplBri obvbean, diepyaaia,
MEPLEKTN KoL QOAQEN, €QapudlovTac KABe cLVTOPOTEPO OpLo. Aev €xel HETPNOel aw Kal 6ev anodideTal avtduaTo
BUD mapti{bag and tnv otoceAida.

Kaotavéxpwun yudAwvn eLdAn katd tnv nnyr- 15-25 °C. Avakivrjote npv and tn xpron. AAayr Bgppokpaciag n
nePLEKTN analtel xwploth agloAdynon.

Documented FTM reference monograph - exact composition and source duration.

The wax is defined exactly as 80% cetostearyl alcohol and 20% cetomacrogol 1000. Use an identified

pharmaceutical grade with documented composition. An anionic emulsifying wax or another blend is not an
automatic substitute. The source and formula were reverified; release always concerns the actual batch.

FTM 2010 states 2 calendar months at 15-25 °C in the specified 300 mL amber-glass bottle for a 200 g
preparation. After opening: up to 2 calendar months, always within the overall use-by date. This is a specific
official historical formulary instruction, not a new experimental study. The responsible pharmacist adopts the
duration only for the exact formula, process, container and storage, applying any shorter limit. No aw
measurement has been made and the website does not automatically assign a batch BUD.

Amber-glass bottle as specified by the source; 15-25 °C. Shake before use. A different temperature or container
requires separate assessment.

Anaitovpeva tTekpRpla / Required evidence

EAeyxopevn enionun FTM D-I-4-b-2 ue akplBr obvBeaon kat apyikr uéBodo nepimov 70 °C.

Controlled official FTM D-I-4-b-2 with exact composition and original approximately 70 °C process.

Mpodlaypaen Kot TeKUAPLo mpopndeutr/CoA yia knpd 80% KNTOOTEAPLALKAG AAKOOANG +20% KETOUAKPOYOANG
1000- av nopaokeL&TeTal TOMKE, EAEYXOUEVN EYYPAPH EVOLAUETOL.

Specification and supplier evidence/CoA for 80% cetostearyl alcohol +20% cetomacrogol 1000 wax; a controlled
intermediate record if locally compounded.

Kataypapr eAéyXoL €papuoaUOTNTAC TINYAC, MPAYHUATLKAG MapaoKeLAG, @OAAENC Kol anodéouevong.

Record of source applicability, actual compounding, storage and release.
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Kpitipla kAswoipatog / Closure criteria

H eyypaer mNYAC Kat 0 oplopnds knpoL elval TEKUNPLWHEVA: auTd KAEVEL TO BLBALOYpaLkd THTNUA TaLTOTNTAG
xwplc umoTIBépevn epyaaTnplakr oK.

The source record and exact wax definition are documented; this closes the documentary identity issue without
claiming laboratory testing.

H noptida xpnoiuomnotel akptBry cOVOeCN KAl ApyLK KAoTOVOXPWHN YUAALYN @LdAn 300 mL/200 g, pe @UAAEN
15-25 °C- mepvd TOUC £PAPHOOTEOLG EAEYXOLG KaLl TNV £YKPLON QOPUOKOTOLOD.

The batch uses the exact formula and original 300 mL amber-glass bottle/200 g at 15-25 °C; applicable quality
checks and pharmacist approval pass.

AldpKela ava@opdc €wWe 2 NUEPOAOYLAKOUG HAVEG: META TO dvolyua €WG 2 WAVECG HOVO EVTOC TNG GUVOALKHAC
nuepounviac. H nuepounvia naptidac epapudlel To GLVTOUOTEPO TEKUNPLWHEVO dplo.

Reference duration up to 2 calendar months; after opening up to 2 months only within the overall date. Batch
dating applies the shortest supported limit.

MNedio epappoync / Scope

TeAkn ekbotikr andégaon tng 14.10.2026. Aev amnoTeAE! TILOTOMOLNTIKGO £PYOOTNPLAKWY ATMOTEAECUEATWY 1
anodéopevon mopTidac.

Final editorial decision dated 14 October 2026. This is not a certificate of laboratory results or actual batch
release.

Mnyéc kat mapamnoumnég / Sources and references

[1] FAMHP/AFMPS, Formulaire Thérapeutique Magistral 2010, D-1-4-b-2

PDF pp.267-268 (zero-index pages 266-267), D-1-4-b-2.1-2.2; general analytical norms PDF p.15
https://www.fagg-afmps.be/sites/default/files/content/Matieres_premieres/FTM_Pharmaciens_Edition_2010.pdf
[2] USP General Chapter <795> FAQs, updated 1 November 2023

Q52, Q54-56, Q58-65, PDF pp.11-15
https://pages.usp.org/rs/711-SXF-172/images/HQS%20-%20USP%20GC%20795%20FAQs.pdf?version=0

MpoéAgvon KaL mpoéoBaon otnv mnyn / Provenance and source access

H npoéAcvon, n €k6oon Kol Ta 6pLa TWY MAPEXOUEVWY ATIOOTIATUETWY/BLRALOYPAPLKWY OvapOPWY dLatnpolvTal.
To ke{pevo elvat n mapexduevn kot avabewpnuévn eyypaer Sikalias, 6xtL véa mARpn¢ avadnuooievon Tou
npwToTOMOL TNG NMNYAC. MpdoBaacn oto NMARPEC MpwTdTLTO YivETAL OTOV £MioNUO €KEATN, UE TNV AMALTOOUEVN
4beLa fj ouvdpoun. Agv dBNAWVETOL OTL EKKPEUEG alTnUa emovdxpnong €XeL eyKpLOEeL.

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 avagopadg / Reference formula

Bdon / Basis: 200 g

ZvoTaTtiko / Ingredient Moooétnta / Quantity

Kpotauttdvn 2049
Crotamiton
Yypr napagivn 409

Liquid paraffin
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ZvoTaTtiko / Ingredient MoocoétnTa / Quantity

Knpdg ketopakpoydAng FTM (80:20) 8¢
Cetomacrogol wax FTM (80:20)

KekaBapuévo 06w g.s.ad 200 g
Purified water

Mpoamaitovpeva / Prerequisites
Knpdég FTM 80:20 / FTM wax 80:20 Knpég FTM 80:20 / FTM wax 80:20

MNeprypa@n okevaopatog / Preparation description

FOAGKTWHO: TOAGKTWHA KPOoTapLTévnNG 10% w/w. MpdodeTa KpLTAPLA EPPAVIONG BEV TEKUNPLLIVOVTOL OTO
€EeTAOOEY £18Lkd Kelugvo.

Emulsion: Crotamiton Emulsion 10% w/w. Additional appearance criteria are not established by the specific text
reviewed.

References: [1]

Apaon kaiL xpAon / Action and use
ToTkr QVTIHETWIILON YWPAG OE TPLXWTEC MeEpLoxéCc Katd FTM 2010.
Topical treatment of scabies in hairy areas according to FTM 2010.

References: [1]

Mpodiaypagic / Specifications

Feviké 6plo FTM 2010: 90-110% TG BnAwpEYNG paoTIKAG, EKTAG €16IKIG e§alpeang (PDF ogA. 15). Epapudlovtal
Kall oL €AEyXOL TNG QAPUAKOTEXVIKAG HOPPNG.

FTM 2010 general active-content range: 90-110% of declared amount unless specifically excepted (PDF p.15).
Dosage-form requirements also apply.

References: [1]

®wg / Light

Agv mopéxeTal 6K eWTOoTAOEPSTNTA TOU TEALKOD MPOIGVTOG. H amattolEVn 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 mapéxeTal HEAETN 0EEBWTLKAC oTaBePATNTOG TOL TEALKOD PiyuaTog o0Te anaitnon adpavolg atudopalpac.
Tnpeltatl 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

Yypr napagivn: n avtiotoln kabapr mpwTn VAN Katd JP {val MPakTikd adldAvtn oto vepd.
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Liquid Paraffin: JP classifies the corresponding pure raw material as practically insoluble in water.

References: [3]

Yypaoia / Humidity

Agv dlveTal apBUNTIKG 6pLo OXETIKAG LYPAO(OC Yo TO TEALKS okeDagua. Ano@ebyovTtal dlaBpoxh MPWTWY LAWY
KL HETAPOPA CUUMUKVWHATWY 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

la to teAkd okebaoua n nnyn opiCeL:
Kaotavéyxpwun yudAwn etdAn 300 mL- 15-25 °C.

For the finished product the source specifies:
300 mL amber glass bottle; 15-25 °C.

References: [1]

pH kat cuppatétTnta / pH and compatibility

Agv op{CeTtat €8kd €0pog pH TOL TEALKOU OKELATUATOG. Agv TipooT(BeTal pLOULOTAG PH XWPIG TEKUNPLWHEVN
aAAayr TnG obvBeang.

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

References: [1]

AAAec aAAnAemidpaoelg / Other interactions

Agv napéxetal TAAPNS SoKLU cuuBaTdTNTAC TOU UiyHaToG HE MpdobeTa dpaoTIKd 1 dLagopeTikd €kGoya. OL
LTIOKATAOTAOELG AMALTOOY XWwPLoTH TeKUNpiwon.

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

References: [1]

El8ika otolxeia cvotaTtikwy / Ingredient-specific information
Yypr napaeivn: mpwtn OAN LE XOPAKTNPELOUS SLAALTOTNTAG OTO VEPS «MPAKTIKE adldAvtn» KaTd JP.
Liquid Paraffin: raw-material water solubility is classified as practically insoluble by JP.

References: [3]

Mpootacia epyalopévwy / Staff protection

KaBapr HoOKPLUAVIKN EpyaoTtneLakn evduuacia, KAALYN HOAALWY Kot YAVTLA KATA TOV XELPLond. AAAQYH YAVTLWY
METE and enudAvvon/eBopd.

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

References: [1], [2], [4]
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ExTtipnon kivdovov / Risk assessment

ZuykekpLuévn moptida avaeopdg: 200 g. Mpwto ovotaTtikd: Kpotauttdvn, 20 g. EAEYETe ave§dpTnTa TN XNMULKA
MOP®H, TIC HOVABEC Kal KABe KALLdKkwaon mpy and Joylon.

EAéyETe opoloyévela, oBwAoug, dlaxwploud Katl mpayuaTiky anddoon npwv and vnodlaipeon. H cuokevaoia mpénel
Vo ETILTPEMEL opoLdopen epappoyr Xxwplc eloaywyri vEPoL 0TO TMEPLEXOUEVO.

KataypdyTte yla TNV TOMKA avdAuon moodTnTa avd mapaokevr, ouxvotTnTa epyaoiag, dtdpkela avolkTtol
XELPLOMOD, TBAVEG 06006 €KBEaNG KL AMOTEAECUATIKOTNTO TWY HETPWY eAEYXOL. AuTd elval atowela elaédov
NG agloAdynong: 6ev anodidetal MPOooXNUATIKAC TEALKOG BaBUdC KlvdOvou.

©epuLlkd aTAdL0 TNG oLYKeEKPLPEVNG Bladikaalac: eAEyETE BepUdPETPO, TPOTIO BEPUAVONG, XPOVLKH SLdpKeLa Kot
anopuyr LEPBEpUavoNG/anWAeLag dLaADTN. To TéAoC avAulEnG dev TavTileTal pe TeKUNPLwéEVN YOEN 1 A PN
opoyevormoinon.

Inueio eAéyxouv amodéapevong: delypa and avTMPooWNEVTIKA onuela Kat and tnv apyri/TéAog¢ MAApwWaOnC, UE
kataypaen kabi{fnong rf dlayxwplopol kat enavadlaonopdg. EAEyETe 6TL n npoPAendépevn Afjyn arnodidel Tnv
anoLToOueEYN MoodTNTA: N EEWTEPIKH opolopop@ia uévn Tng 6gv amodelkvOeL opolopopeia SPAOTIKAC.

MepLéxel KNTOOTEAPULALKA 1| KNTUALKH AAKOOAN: urmopel va mpokaAéoel Tomkr depuaTik avtidpaon. A§Loloyrjote
KoL TQ OLOTATLKE TNG XPNOlomoLlobuevNnG Bdong.

Reference batch: 200 g. First ingredient: Crotamiton, 20 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.

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: sample representative locations and early/late filling; record settling or separation and
redispersibility. Verify delivery of the intended amount; visual uniformity alone does not demonstrate API
uniformity.

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

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

ZuvOnkec mapaockevnG / Compounding conditions

Mpw amnd avduEn: tavtonolnon XNUIKAG HopeAG Kal apTtidag kABe cuoTaTLKOD, KaTaypaer BEWPNTIKWY
TOCOTATWY Kal éAeyxo¢ KabapldtnTtag ToL eEonAlopol. O BepuoKkpaoleg Kal N oelpd MPoaBrikNg lval avTtég TNG
napakdTw 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: [11], [4]

Tekpunpiwon BUD / BUD rationale

H FTM 2010 ava@épel dLapKeLa 2 NUEPOAOYLAKWY HNVWY 0TouG 15-25 °C, otnv npoBAEndPeEVN KaoTavodXpwin
YU&AwN @LdAn 300 mL yia mapackevr) 200 g. MeTd to dvolypa: WG 2 nUEPOAOYLaKOUC PAVES, MEvToTE EVTOC TNG
OUVOALKNG NuEpounviag xpriong. Mpdkettal yia €6tk odnyla tov emionuouv totopikod formulary, éxt yla véa
TMELPAPOTIKY HEAETN. O vtevBLVOC PapPaKoTOLdC LloBeTe( TN BldpKeLa HOVO YL TNV akpLBri cbvBean, diepyaoaia,
TEPLEKTN Kal QOAAEN, epapudlovTtac KdBe ouvToudTEPO Gplo. Aev €xel ueTpnBel aw Kot dev amodidetal avtduato
BUD naptidag and tnv totooeA(da.

FTM 2010 states 2 calendar months at 15-25 °C in the specified 300 mL amber-glass bottle for a 200 g
preparation. After opening: up to 2 calendar months, always within the overall use-by date. This is a specific
official historical formulary instruction, not a new experimental study. The responsible pharmacist adopts the
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duration only for the exact formula, process, container and storage, applying any shorter limit. No aw
measurement has been made and the website does not automatically assign a batch BUD.

References: [1], [10]

Mpoamaitovpeva / Prerequisites

Knpdg FTM 80:20 - akpBEg BondBNTIKS LALKS A evBLdpeTo TNG TNYAG: amattolvTal TAvTéTNTA, TPodlaypaen,
anodeopevpévn mMoPTda Kal EAEYYXOC TNG OXETIKAC SLadikaoiag.

FTM wax 80:20 - 80% cetostearyl alcohol/20% cetomacrogol 1000; qualified lot; do not automatically substitute
anionic BP wax

References: [1]

EEomAlopog / Equipment

Zuyo6¢ KaTtdAANANG eAdxLotng T0ylong, youdi/omepog i opoyevonolnthg, doxela avaulgEng, ondTovAeg,
BepudueTpo dtav vndpyxel O€puavaon, dpyava oyKopETPNoNG yla noodtnTteg 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

Oepudvete kKpoTauttévn, napapivn Kat knpd otovg ~70 °C. BpdaoTte nepinov 90 g 66aTOC Kal YOETE oToug ~70 °C.
MpooBéote 10 HLod otn Aunapr] edon pe avddevon. Meta@épete otn QLAAN, avaklvioTe Ama 1 Aentd, EKMAOVETE
HE To vrdAouno BepUd VOWP Kol AVaKIVACTE GAAO 1 AemTd. ZUPNMANPWOTE HE TPSoPaTA BPAoUEVO KAl YuxBEY WP
ota 200 g kot wogte pe fma avddevan.

Heat crotamiton, paraffin and wax to ~70 °C. Boil about 90 g water and cool to ~70 °C. Add half to the oil phase
while stirring. Transfer to bottle, shake gently 1 minute; rinse with remaining hot water and shake another
minute. Make up to 200 g with freshly boiled and cooled water; cool with gentle agitation.

References: [1]

Napatnpnoclg / Observations

O knpdc opifetal akplBWC: 80% kKNTooTeapLALKH aAKodAn Kat 20% keTopakpoydAn 1000. Xpnaotponote{tat
TALTOMOLNMEVN QUPUAKEVTIKEA TOLOTNTA E TEKUNPLWHEVN oUvBeon. Agv avTikaBioTaTal auTdUaTa and aviovikd
yoAaKTwpatomnold knpd fj dAAo uiyua. H nnyA Kat n c0vBeor TN TEKUNPLWONKAY €K VEOL: N amModEéaevon apopd
MAVTOTE TNV NMPAYHATIKA apTida.

The wax is defined exactly as 80% cetostearyl alcohol and 20% cetomacrogol 1000. Use an identified
pharmaceutical grade with documented composition. An anionic emulsifying wax or another blend is not an
automatic substitute. The source and formula were reverified; release always concerns the actual batch.

References: [1], [10]

MNepLékTNG KaL ovokevaoia / Container and packaging
datokitpvn yudAwn udAn 300 mL yia naptida 200 g.

300 mL amber glass bottle for a 200 g batch.

References: [1]

Sikalias Greek Formulary | Reference documentation 6



compounding.gr | 10.0 | 2026-10-14

MowoTikOG éAeyxoG / Quality control

Fevikd 6plo FTM 2010: 90-110% tng dnAwpévng 6paoTikig, eKTOGC €6LKAG eEaipeang (PDF oeA. 15). Epapudlovtal
Kot oL EAEYXOL TNG QOUPHUAKOTEYXVIKAG HOPPG.

H uébodog, to éplo amodoync, N MPAYHATIKI TIUA KoL 0 EAEYKTAC KaTaypdgovTal XwploTd ato F-005. Anotuyia
Kplowng nmpodlaypaeric odnyel oe kapavtiva kat dtepebvnon katd SOP-015- n emavdAnyn eAéyxwv xpeltdleTal
attoAdynon.

FTM 2010 general active-content range: 90-110% of declared amount unless specifically excepted (PDF p.15).
Dosage-form requirements also apply.

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], [9]

®0Aain / Storage

Kaotavéxpwun yudAwwn eLdAn katd tnv nnyr- 15-25 °C. Avakivrjote npv and tn xprion. AAAayr Bgpuokpaciag f
nePLEKTN anattel xwploth agloAdynon.

Amber-glass bottle as specified by the source; 15-25 °C. Shake before use. A different temperature or container
requires separate assessment.

References: [11], [10]

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], [11]

EmioApavon / Labelling

FoOAGKTWHA KpoTaPLTOVNG 10% wW/w

EEwTepkr Xxprion

Mooétnta: _ Noptida:

Mapaokevdotnke: _ XpAon éwg:

AobBevrig / 66an / ouxvéTnTa:

®VOAaEN: Na oplotel petd tnv tekunpiwon Bepuokpaoiag kat BUD.

AvakwnioTe/enavadloonelpete KAAG pwv and xpron.

©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.

Crotamiton Emulsion 10% w/w

External use

Quantity: _ Batch:

Prepared: _ Useby:

Patient / dose / frequency:

Storage: To be assigned after temperature and BUD evidence is established.
Shake/redisperse well before use.

Temperature for this batch BUD:
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Contains cetostearyl or cetyl alcohol, which can cause local skin reactions; include components of the selected
base in the assessment.

References: [1], [5], [6], [11]

final_decision / final _decision

TekunpLWUEVN povoypagia avagopdc FTM - akplBAC obvBeon kot dldpkela TNYAC.

O knpdg opiCetat akplBwG: 80% KNTOOTEAPLALKH AAKOOAN Kat 20% keTopakpoydAn 1000. Xpnaotuomnoteitatl
TALTOTOLNMEVN QUPUAKEVTIKA MOLOTNTA UE TEKUNPLWHEVN oOvBEDN. Agv avTikaBioTaTal auTduaTa and aviovikd
yoAakTwuatonold knpd r dAAo piypa. H mnyr Kot n o0vBear TG TEKUNPLWONKay €K véou: n amnodéauevan agopd
MAVTOTE TNV MPAYUATIKY napTida.

H FTM 2010 ava@épel SLadpKeLla 2 NHEPOAOYLAKWY HNVWVY 6TouG 15-25 °C, oTtnv MPOoBAETOUEVN KAOTAVOXPWLN
Yu&Awn @lédAn 300 mL yia napackevr 200 g. MeTd T0 dvotypa: €wG 2 NUEPOAOYLAKOUG PAVEG, MEAVTOTE EVTOG TNG
OUVOALKAG NuEpounviag xpriong. Mpdkettal yia 6Ltk odnyla tov em{onuou LotoplkoL formulary, éxt yla véa
TMELPAUATIKA HEAETN. O vebBLVOC papuakonoldc vloBeTel Tn Sldpkela wévo yia TNV akplBri obvBeaon, diepyaaia,
MEPLEKTN KoL QOAQEN, €QapudlovTac KABe cLVTOPOTEPO OpLo. Aev €xel HETPNOel aw Kal 6ev anodideTal avtduaTo
BUD napti{dag and tnv otooeAida.

Kaotavéypwpn yudAwn @lédAn katd tnv nnyri- 15-25 °C. Avakwriote npw and tn xprion. AAAayr Bspupokpaciog f
nePLEKTN analtel xwploth agloAdynon.

Documented FTM reference monograph - exact composition and source duration.

The wax is defined exactly as 80% cetostearyl alcohol and 20% cetomacrogol 1000. Use an identified
pharmaceutical grade with documented composition. An anionic emulsifying wax or another blend is not an
automatic substitute. The source and formula were reverified; release always concerns the actual batch.

FTM 2010 states 2 calendar months at 15-25 °C in the specified 300 mL amber-glass bottle for a 200 g
preparation. After opening: up to 2 calendar months, always within the overall use-by date. This is a specific
official historical formulary instruction, not a new experimental study. The responsible pharmacist adopts the
duration only for the exact formula, process, container and storage, applying any shorter limit. No aw
measurement has been made and the website does not automatically assign a batch BUD.

Amber-glass bottle as specified by the source; 15-25 °C. Shake before use. A different temperature or container
requires separate assessment.

References: [1], [10]

AveEAPTNTN EAANVLKA KOt ayYAKH andédoon/opydvwaon otolxelwy TnG avagepdpevng mnyng. Aev anoteAel enlonun petdepaon fi £ykpLon Touv
€kdOTN.

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

Mnyéc ka1 mapanopnég / Sources and references

[1] Formulaire Thérapeutique Magistral 2010 - D-I-4-b-2

2010 | PDF pp. 267-268 | 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: 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
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T A compounding.gr | 10.0 | 2026-10-14

[4] 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

[5] 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
[6] 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
[7]1 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
[8] 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
[9] 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
[10] 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
[11] 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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