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AVIOVIKOG YOAGKTWHATOTIOLOG KNPOG BP

Emulsifying Wax
Mpodilaypagr ayopalduevou LALKoL / Purchased-material specification

OploTIKA oLVVTAKTIKA anoégaon / Final editorial decision

MPOTIHWHEVN 000G €QaPUOYAG: XPAON PAPUAKOTIOUAKOD AVIOVIKOD YOAXKTWHATONOL00 KNPoU amnd EYKEKPLUEVO
TPOPNBELTH, HE TEKPUNPLWHEVN avTioTol(Xlon TOMou Kal cOvBeong mPog TNV avapepduevn BP. Amattobvtatl
anodektd CoA TNG MpaypaTikAG napTtidag, Tavtonolnon, ouvBrRKeG EOAAENG Kat LoxVovoa AREN i TEKUNPLWHEVOG
enavéAeyxog. Agv avtikadbiotatat and pn ovikd knpd NF i knpd KeTopakpoydAng. MNa ayopaouévn npwtn OAN
€QapPUOTeTaL N EYKEKPLUEVN BLAPKELX TOL MIPOUNOELTH, HE EAEYXO TWV OLVONKWY PETA TO dvolyua: ev amodibetal
véo BUD yaAnvikig napaokeLAc. H lotoptkr] péBobog mapaokevic dlatnpel{tal weg avagopd. Mo ECWTEPLIKNA
Mopaywyn 8ev TEKUNPLWVETAL aplOPNTIKA dLldpkela and to apdv apxelo: Ta 4 mL V8atog dlepyaaiag kat To 6pLo
UTTOAELYUATIKOV vEPOD BeV amoTEAODY UETPNON aw.

Preferred implementation route: obtain pharmacopoeial anionic emulsifying wax from an approved supplier, with
documented type and composition match to the cited BP material. Accept the actual lot only with its CoA,
identity/quality checks, storage instructions and valid expiry or justified retest date. Nonionic NF wax and
cetomacrogol wax are not interchangeable. For purchased material use the approved supplier dating and
after-opening conditions; do not invent a compounded-preparation BUD. Retain the historical preparation method
as a reference. No numerical dating is established here for in-house production: the 4 mL process-water input and
residual-water specification are not aw measurements.

Anaitovpeva TekpApla / Required evidence

EykekpLpévn mpodlaypaer QapUAKEVTIKAG MPWTNG VANG: AVLIOVIKOG KNPOG HE KNTOOTEXPUALKA GAKOOAN KoL
AQoLPLAOBELKS VATPLO, HE avTLoTO(XLON TOTOL, GOVOEONG KaLl AELTOLPYLKOTNTAG MPOG TNV BP avagopdg.

Approved pharmaceutical material specification: anionic cetostearyl-alcohol/sodium-lauryl-sulfate wax, matched
in type, composition and functionality to the cited BP material.

CoA npaypaTikig naptidag, Tavtonolnon kat anodoxr eloepxouévoun, txvnAaoudtnta npounbeuTh, nuepopnvia
AAENC A TEKUNPLWHEVOC EMAVEAEYXOC, OLVOAKEC POAAENC/UETA TO dvolyua Kot SDS.

Actual lot CoA, incoming identity/quality acceptance, supplier traceability, expiry or justified retest date,
storage/after-opening conditions and SDS.

EvaAAQKTIKE, YIo ECWTEPLKA MOPAYWYH: TPAYUATIKS ap)Xelo MAPAOKELHG, CUMUOPPWON TPOG TLG TIPOdLAYPAPES
Kot Tekunpiwaon katnyoplag aw o avTUMPOCWNEVTIKG TEALKS KNPS e KATAAANAN pEB0dO.

Alternatively, for in-house manufacture: real batch record, specification compliance and aw-category evidence for
representative finished wax using a suitable method.
KpittApla kAeloipatog / Closure criteria

H epevvnTikf emAoyn KAE(vEL HE ca@wC KaBoplopévn 066 ayopdc TNG oWOTHG PaPUAKOTOWAKAG ToldTNTag. Ta
nopadelypata npoundevTWY amnodeltkviouvy dlabeopudtnTa, )L £€yKpLon cLYKEKPLEVNG tapTiBag.

Close the research decision by specifying procurement of the correct pharmacopoeial grade. Supplier examples
establish availability, not acceptance of an actual lot.

H ouvring amodoxr K&be ayopaouévne mopTtidag oAokAnpwveTal Baoel eykekpLuévng npodlaypapric, CoA kKat
EAEYX WY TauToOTNTAG/MOLOTNTAG. MN LoVIKGG KNPAG NF | KNPOG KETOMaKPOYOANG Hev yiveTal 6eKTOG WG avTéuaTn
avTikatdotaon.
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Complete routine purchased-lot acceptance against the approved specification, CoA and identity/quality checks.
Nonionic NF wax or cetomacrogol wax is not an automatic substitute.

2TNV E0WTEPLKN MOPAYWYH, TO LMOAELUHATIKS VEPS Kal N adon a@ELopnol dev KAE{vouy TNV Katnyopia aw.
Anotte(tal KATEGAANAN TeKUNP{WON TNG TEALKAC MATPAC, HE Kavdva andpaong mov Aaupdavel vméyn tnv
oBeBatdTNTO TNG LETPNONG.

For in-house manufacture, residual water and cessation of frothing do not establish the aw category. Use suitable
finished-matrix evidence with a decision rule accounting for measurement uncertainty.

Medio epapupoynig / Scope

TeAkn ekboTikr} andgacon tng 14.10.2026. Asv anoTeAE! TILOTOMONTIKG £PYAOTNPLAKWY ATMOTEAECUATWY 1
anodéopevan naptidag.

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

Mnyéc ka1 mapanopnég / Sources and references

[1] USP General Chapter <795> FAQs, November 1 2023

Questions 52, 60, 61, 62, 63; printed pp.11,14
https://pages.usp.org/rs/711-SXF-172/images/HQS%20-%20USP%20GC%20795%20FAQs.pdf?version=0
[2] VVF manufacturer: Emulsifying Waxes

Product table: Vegarol EW 200; compare EW 100 and EW 300
https://www.vvfllc.com/EmulsifyingWaxes.html

[3] Croda Pharma manufacturer: Crodex A pharma

Product description and pharmacopoeia compliance
https://www.crodapharma.com/en-gb/product-finder/product/5530-crodex_1_a_1_pharma
[4] British Pharmacopoeia: Content Usage Licence for Individual Users

Sectionsl,4 and5

https://www.pharmacopoeia.com/single-user-online-licence

MpoéAevon kaiL mpéoBaocn oTnv mNyn / Provenance and source access

BP: mpoéAevon amnd ta napexOUeEvVA anmoondopaTa TS avapepduevng ékdoonc. H mpoéAevan, n ékdoaon kat ta épLa
TWY MOPEYXOUEVWY AMOCTIOATUATWY/BLBALOYPAPLKWY Ova@OpwWY SlatnpolbvTal. To ke{pevo elvat n napexouevn Kat
avaBewpnuévn eyypaer Sikalias, 6yt véa mARpng avadnuooievon Tou MpwToToNoL TNG NNYACS. NpdoBacn cto
MAAPEG pwTdTLIO Yi{vETAL OTOV eM{oNUO EKBATN, HE TNV amatTtoOeVn Adeta 1} cuvdpour. Aev dnAWveTAL OTL
EKKPENEG alTnua emavdypnong £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.

Z0vOeon avagopdc / Reference formula

Bdon / Basis: 100 g Enpwv cuoTaTKWY / dry inputs

Zu TIKO / Ingredient Moootnta / Quantity

KntooteapuAkr) aAKOOAN 90 g
Cetostearyl alcohol

AaovpuA0BELLKS VETPLO 10g
Sodium lauryl sulfate
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ZvoTaTtiko / Ingredient MoocoétnTa / Quantity

KekaBapuévo 06wp 4 (process input) mL
Purified water

MNeprypagn okevadopatog / Preparation description

FoaAaKTWHaTONMONTIKOG KNPOG: AVIOVIKOG YOAOKTWHATOMOLOG KNpdc BP. Mpdabeta kpLtripla eppdviong dev
TEKUNPLWYOVTOL 0TO €E€TA0BEY LBLKO Ke(pEVO.

Emulsifying wax: Emulsifying Wax. Additional appearance criteria are not established by the specific text
reviewed.

References: [1]

Apaon kai xpRon / Action and use

dappakoTEXVLKH Bdon 1 €kBOY0 yLa TNV EVOWPATWON 0TNY KATAAANAN apackevr. H oupBatdédTnTa e KABE
SpaoTikA xpeldleTal xwploTtd EAEy)oO.

Pharmaceutical base or excipient for incorporation into an appropriate preparation. Compatibility with each active
requires separate assessment.

References: [1]

Mpobiaypagéc / Specifications

H olbvBeon kat n TeAkr toodTnTa akoAovBoiv tov mivaka (100 g Enpwv cuoTaTikwy / dry inputs). Asv 6lveTal
€LOIKS apLOUNTIKG €0POG assay, HLKPORLAKOD opTiov 1 PUOLKOXNKLKOD EAEYXOL O0TO £E€TAODEY 16K Kelevo: Hev
anodidetat avbaipeTo éplo.

Composition and final quantity follow the formula table (100 g Enpwv cuoTaTikWy / dry inputs). The reviewed
specific text gives no numerical assay, microbial-count or physicochemical acceptance range; no unsupported
limit is assigned.

References: [1]

®wg / Light

Agv MapéxeTal 6K PWTOOTABEPOTNTA TOL TEALKOD TMPOIOVTOC. 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 Kat o€eidbwon / Air and oxidation

Agv ToPEXETAL HEAETN OEEWOWTIKAG 0TABEPOTNTOC TOL TEALKOU HiypaTog o0Te anaitnon adpavolc atudopalpag.
Tnpe(tal o MEPLEKTNG TNG MNYHG.

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

Agv 6lveTatl moooTikd 6pLlo LOPOAVTLKIG OTABEPATNTAG TNG OLYKEKPLUEVNG o0vBeonGg. H moodTnTa Kal motdtnTa
vePoL dev peTaBAAAETAL and TN guvTayH.

No quantitative hydrolytic stability limit is given for this formula. Retain the prescribed water amount and quality.
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References: [1]

Yypaocia / Humidity

Agv dlveTatl aplBunTikd éplo oxeTIKAG bypaciag yla To TeAkd okebaoua. AogedyovTtat daBpoxh MPWTWY LAWY
KL LETAPOPE CUUTMUKVWHETWY 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 TEKUNPLOVETAL EMLTPENTH BEpUOKpaalakr amdkAlon i KOKAOG KatdyuEnc/andyuEng. Ol Bepuokpaaieg
MOPACKEVHC Kol QUAAENC avapépovTal oTa avtioTola 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 cupBatéTnTa / pH and compatibility

Agv anodidetal pH otnv Enpd poper. Tuxév pH avaAvTIKOD EKXLAIOHATOC HETPATOL HdVO LE TNV KaBOoPLoUEVN
uéBobo.

No pH is assigned to the dry dosage form. Any analytical-extract pH requires the specified method.

References: [1]

AAAec aAAnAemidpaoelg / Other interactions

Agv opéxeTal MARPNG doKLUA cUPBATATNTAC TOL UiYHOTOC HE MPdoBeTa HpaoTIKA 1] SlapopeTikd €kboya. Ot
LTIOKATAOTAOELG anaLlTolY XwPLoTh Tekunpiwon.

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

References: [1]

Eldika otolxeia cvotaTtikwy / Ingredient-specific information
NoovpuAoBetkd vdtplo: 1 g oe 10 mL vepol dilvel SlavyEg A LptdiCov dtdAvpa katd JP.

Sodium lauryl sulfate: JP describes a clear or opalescent solution of 1 g in 10 mL water.

References: [3]

Mpootacia epyalopévwy / Staff protection

KaBapr HOKPUHAVLIKN EpyaoTnELaK evdupacia, KAALYN LOAALWY KoLl YAVTLa KATA ToV XELPLaond. AAAQYH YAVTLWY
META amd emudAvvon/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 naptida avagopdc: 100 g ENpWv oLOTATIKWY / dry inputs. MpwTo cvoTaTiké: KNTOoTEQPUALKH
OAKOOAN, 90 g. EAéyETe aveEdpTnTa TN XNHUIKA HOPEH, TIC HOVABEC Kal KABe KALLdKkwan mpwvy and Joylon.

QC evdldpeTo, PEPEL ELBLAKPLTN TAVTAHTNTA KAl GLYKEVTPWON: 6ev dlaTiBeTal WG TEAKS @dpuako. H apaiwon A
npooBnikn 6pacTtikig anattel véo umoAoylopd ekdOXwWvY, cuvtApnong Kat BUD. EAéyEte &TL kKABe eEapTwuevn Bdaon
€xel anodeoueLOEL.

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: emPeBatote TeAKS dyko rj pdla otn Bepuokpaoia avagopds, dadyela A
nmpoBAenOuEYN dlaoopd Kal CLHEWVIR TIEPLEKTN/MWUATOC UE TN ouvTayr. Ma OYKOPETPLKY avaywyr KNy
€ELOWVETE g JE ML XwPI(g TEKUNPLWUEVN TTUKVOTNTA.

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

Reference batch: 100 g £npwv cuvotaTtikwy / dry inputs. First ingredient: Cetostearyl alcohol, 90 g. Independently
check chemical form, units and every scale conversion before weighing.

As an intermediate, label identity and strength clearly and do not dispense as a finished medicine. Dilution or
addition of an active requires new excipient, preservation and BUD calculations. Confirm release of every required
base.

For the local assessment record quantity per preparation, work frequency, duration of open handling, potential
exposure routes and effectiveness of controls. These are assessment inputs; no fictitious final risk score is
assigned.

For this procedure’s heating stage, check thermometer, heating method, duration and prevention of
overheating/solvent loss. Completion of mixing does not establish cooling or complete homogenisation.

Release checkpoint: confirm final volume or mass at the reference temperature, intended clarity or dispersion,
and specified container/closure. Do not equate grams and millilitres without a justified density.

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

References: [11], [7], [9], [12]

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], [4]

Texkpnpiwon BUD / BUD rationale

MPOTILWHEVN 060G EQAPUOYAC: XPHON QUPHAKOTIOLUAKOD AVIOVIKOD YAAAKTWHATOTOLO0 KNPoU amnd €YKEKPLUEVO
MPOUNOELTH, HE TEKUNPLWHEVN avTLoTOo()Lon TOMOL KAl cOVBECNG MPOC TNV avagepduevn BP. Anattodvtal
anodektd CoA TnG mpayHaTikAc naptidag, Tavtonoinon, cuvBAKeG PUAAENG Kot LoxVovoa AREN 1| TEKUNPLWHEVOG
eMavéAEYX0C. Asv avTikabiotatal and pn ovikd kned NF A knpd KeTopakpoydAnc. MNa ayopaopévn mpwtn OAN
EQAPUOTETAL N EYKEKPLUEVN BLEPKELX TOL TTPOUNOELTH, HE EAEYXO TWY CLVONKWY PETA TO dvolypa- dev anodideTal
véo BUD yaAnvlkAG napaokeLAc. H lotoptkr HéB0boc napaokevig dlatnpel{tal weg avagopd. Mo ECWTEPLKA
MoPAYWYH 6EV TEKUNPLWVETAL apBUNTLKY dldpkela amnd to mapdv apxelo: Ta 4 mL 0datog diepyaaoiag Kat To 6pLo
LTTOAELUMATIKOD VEPOL BEV amoTEAODY LETPNON aw.
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Preferred implementation route: obtain pharmacopoeial anionic emulsifying wax from an approved supplier, with
documented type and composition match to the cited BP material. Accept the actual lot only with its CoA,
identity/quality checks, storage instructions and valid expiry or justified retest date. Nonionic NF wax and
cetomacrogol wax are not interchangeable. For purchased material use the approved supplier dating and
after-opening conditions; do not invent a compounded-preparation BUD. Retain the historical preparation method
as a reference. No numerical dating is established here for in-house production: the 4 mL process-water input and
residual-water specification are not aw measurements.

References: [11], [13], [14], [15]

Mpoamaitovpeva / Prerequisites

Aev anatteltal xwploth Bdon pe KwdKS uNTPWOoL. Tuxdy EUMOPLKS OYNUA TTHPAUEVEL TO AKPLBEC KATOVOUATOUEVO
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

Zuyo6G KaTdAANANG eAdxLoTngG 0ylong, youdi/omepog i opoyevonolnthg, doxela avaulgEng, ondTovAEg,
BepudueTpo TV LTIAPXEL 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

loTopikn néB0BOG MNYAG, XWwPIG £yKpLlon e0WTEPLKAG Mapaywyrg atnv napovoa £€kdoan. H 086G epappoyrig elvat n
TPOUAOELA TOV KABOPLOUEVOL PAPUAKOTIOLAKOU VALKOU.

TAETE TNV KNTOOTEAPLALKH aAKOSAN atoug mepimov 95 °C. MNpoobéote AaovPLAOBELKS VATPLO Kal DOwWP.
Oeppdvete otoug 115 °C pe évtovn avddevon péxpL va Tadoel 0 a@PLOUOC Kol To Poldy va YIvel NULBLOQAVEG.
WoHETe ypriyopa.

Historical source method; this edition does not approve in-house manufacture. The implementation route is
procurement of the defined pharmacopoeial material.

Melt cetostearyl alcohol at about 95 °C. Add sodium lauryl sulfate and water. Heat to 115 °C with vigorous stirring
until frothing ceases and the product becomes translucent. Cool rapidly.

References: [1]

Napatnpnoclg / Observations

Ta 4 mL 06atoc sivatl mpoadrikn dlepyaoiac. Kataypdyte mpayuatiki anddoon: pnv Oswpeite teAlki pala 104 g.
MeTprioTe TEALKO KNPS PETAE TNV YOEN Kal EELgoppdTiNCeN HE PEBOBO KATAAANAN yla TN HATPA. ZLVdEoTE HE

NP T{OeC MPWTWY LAWY, TEAKN vypacia Kol cuokevaoia. Mo CLVTAKTIKA aANMdPAoN XAUNARG aw, TO AVWTEPO
anotéAeopa padl pe TN afefatdtnta npénet va e{vat <0,60: To KPLTAPLO ALTS elval GuVTNPENTIKA TOALTLIKH TNG
€kdoong, 6L avtovalo éplo aBeBatdétntag TnG USP.

MpakTk 006¢ TeKUNPwoNng: aloAoynoTte Uia avTUMTPOOWTELTIKA TEALKA MaPTBaA i KATAAANAN ELOIKA
Tekunplwon ya tnv dla akplBwg dladikaoia/odveean. EVOAAOKTIKA purmopel va xpnotluomnotndel mpoundevduevog
KNPOG BP pévo petd amnd éAeyyo npodlaypaerg, CoA, mapTtidac Kat KataAAnAdtnTtag: 1éte 6ev LoyvpLlduaoTe 4TL
EMKLPWONKE N ToTLK obvBean Tov MapdvTog nivaka. Aev anatte{tal aveEdpTnTn EMAVAANYN aw yla K&Be
otadepr], TEKUNPLWHEVN apTida.
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The 4 mL water is a process addition. Record actual yield; do not assume a final mass of 104 g.

Measure finished wax after cooling and equilibration with a matrix-suitable method. Link to raw-material lots,
residual moisture and packaging. For this edition’s conservative low-aw decision, the highest result plus
uncertainty must be <0.60; this uncertainty rule is editorial policy, not a verbatim USP criterion.

Practical evidence route: assess a representative finished batch or suitable product-specific evidence for the
exact composition/process. Alternatively, a supplied BP wax may be qualified through its specification, CoA, lot
and suitability; this does not validate local synthesis of this printed formula. Repeating aw independently for every
unchanged, documented batch is not automatically required.

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

MepLékTnG KalL cvokevaoia / Container and packaging

EmAoyn yia tomkr aEloAdynon: KoaAd KAELOTOC ENPOC MEPLEKTNG KATAAANAOG yia TN Hoper. Mpw and nmAfpwaon
eAéyyxovTtal kabBapldTnTa, akepALOTNTA, OTEYAVOTNTA Kol ouUBaTéTNTA LALKOD/MWHUATOC. H 161kr} povoypagia
€V TEKUNPLWVEL OLUYKEKPLUEVO EUTIOPLKO TIEPLEKTN.

Selection for local assessment: well-closed dry container suitable for the dosage form. Check cleanliness,
integrity, closure and material compatibility before filling. The specific monograph does not validate a particular
commercial container.

References: [1]

MowoTikOG éAeyxoG / Quality control

H €61k povoypagia 6ev divel xwpLotd noocoTtikd mpoadloplopnd. EAEYETE TNV TALTSOTNTA/MOLOTNTA MPWTWY LAWY
KOL TLG YEVIKEC QAPUOKOTIOLUAKEG AMOLTATELS TNG OUYKEKPLUEVNG HOPQAC TIOL TMOPATEUTEL N INYH.

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

The specific monograph supplies no separate assay. Check starting-material identity/quality and the general
pharmacopoeial dosage-form requirements referenced by the source.

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

Mo dldpkela mov amnodibetal amnd yevikd Kavova, epapudletal emmnAéov n BepUokpacia TNG EMAEYUEVNG
katnyoplog oto nedlo BUD. H iy 6&ev tekunplwvel avBaipetec aAlayéc Bepuokpaaiag.

For a general-rule duration, also apply the temperature of the selected BUD category. The source does not
support arbitrary temperature changes.

References: [5]

AwaOeon / Dispensing

H napovoa eyypaoer] dev napdyel eTkéETa | £€ykplon 61d0song oe aaBevr. AloaBdoTte Thv O0pLOTIKY andeacn Kat Ta
KPLTAPLX EQAPUOYIG.

This entry does not generate a label or authorise patient dispensing. Consult its final decision and implementation
criteria.

References: [11], [13], [14], [15]
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Enmionpavon / Labelling
Agv ekdideTal eTikéTa HLdBeoNG amd TNV napoloa EyypaQH.
No dispensing label is issued by this entry.

References: [11], [13], [14], [15]

final_decision / final_decision

MPOTHWHEVN 060G £QapuoYrG: XPAON PAPUAKOTOLLAKOD OVIOVIKOD YAAAKTWHATOTOLO0 KNPoU amnd eYKEKPLUEVO
TMPOUNOELTH, HE TEKUNPLWHEVN avTLoTOo()LoN TOTOL KAl cOVBECNC POC TNV avagepduevn BP. Anattobvtal
anodekTd CoA TNG mMpayuaTIkAg napTidac, Tavtonolnan, cuvBAKeC POAAENG Kat Loxbovaa ANEN ] TEKUNPLWUEVOC
eMavEAEYXOC. Agv avTikaBiotatal and pn ovikd knped NF A knpd keTopakpoydAnc. MNa ayopaopévn mpwtn OAN
€QAPUOTETAL N EYKEKPLUEVN BLAPKELX TOL TIPOUNOELTH, HE EAEYXO TWV OLVONKWVY PETA TO dvolypa- Hev amodideTal
véo BUD yaAnvikrg napaokevng. H totoplkr pébodog napaokeurig dtatnpeltal wg avagopd. MNa ecWTEPLKA
MoPaAYWYH 6€V TEKUNPLWVETAL PLBUNTLKY dldpkela amnd to mapdv apxelo: Ta 4 mL 0datog diepyaaoiag katl To 6pLo
LTTOAELMMATIKOD VEPOL HEV amoTeEAODY HETPNON aw.

Preferred implementation route: obtain pharmacopoeial anionic emulsifying wax from an approved supplier, with
documented type and composition match to the cited BP material. Accept the actual lot only with its CoA,
identity/quality checks, storage instructions and valid expiry or justified retest date. Nonionic NF wax and
cetomacrogol wax are not interchangeable. For purchased material use the approved supplier dating and
after-opening conditions; do not invent a compounded-preparation BUD. Retain the historical preparation method
as a reference. No numerical dating is established here for in-house production: the 4 mL process-water input and
residual-water specification are not aw measurements.

References: [11], [13], [14], [15]

AveEAPTNTN EAANVLKA KOt ayYAKH andédoon/opydvwaon otolxelwy Tng avagepdpevng mnyng. Aev anoteAel enlonun petdgpaon 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.
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