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Kpépa epuOpopukivne 2%

Erythromycin 2% cream

BLBAloypagiki avagopd - Anatte{tal Tomkr vioBétnon / Reference document - Local adoption required

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: 100 g TeAlkAG KpEUaG - 2% m/m / 100 g finished cream;2% w/w

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

EpuBpopukivn 249
Erythromycin

ABavOAn 96% g.s. BA. dadikaoia / see method
Ethanol 96%

Mn ovikd yoAdkTwua O/W 1, EX010 g.s.ad 100 g
Nonionic O/W emulsion 1, EX010

Mpoamaittovpeva / Prerequisites
CGR-ES-019 Nonionic O/W Emulsion 1 EX010

MepLypa@n okevdopatog / Preparation description

NA€LKA KPEUQ pe GUVEKTLKA LPR,20 Mg epLBpPOoLKIVNG aVA g. MPOKELTOL YLA GUYKEKPLUEVO N LOVIKO YOAGKTWH
O/W, éxL unoKaTAoTOTO OMOLACOATMOTE EUMOPLKAC YEANG EpLBpPOULKIVNG.

White, firm cream containing 20 mg erythromycin per g. This specific nonionic O/W emulsion is not
interchangeable with any commercial erythromycin gel.

References: [1]

Apaon kai xpon / Action and use

H povoypagia agopd tomkr aywyr akuric. H onuepwr katevbuvtripla NICE anobappivel povobepaneia pe Tomkd
QVTLRBLOTLKO + n xprion mpoldnoBEéTel GUVOALKS GuVTAYOYPAPNUEVO OXAUA KAl EMAVEKT{UNON avToxig/avTandkplong,
OxL Hakpoypdévla oL TOHATN AVavEWan.

Source describes topical acne treatment. Current NICE guidance advises against topical-antibiotic monotherapy;
use requires a prescribed overall regimen and review of resistance/response rather than indefinite repeat supply.

References: [1], [3]
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Mpobiaypagéc / Specifications

NA€ELKH, CUVEKTLKI, OLOLOYEVAC KPEa XWPIG dlaxwplopd edocwv | opatolC KPUOTAAAOUG - TeEAKA Hdla 100 g. Agv
op{CovTtal aplBunTikd dpLa pH, LEWdouc 1 meplekTIKOTNTAG TEALKOL Tpoidvtoc and to FN.

White firm homogeneous cream without phase separation or visible crystals; final mass 100 g. FN supplies no
numeric finished pH, viscosity or assay limits.

References: [1]

®wg / Light

MNpootaoia and ew¢ o adlagavry cvokevacoia. H anobrikevon eumoptkod aAKOOALKOD gel dev eTagépeTal aTny
KpEua.

Protect in opaque packaging. Storage data for a commercial alcoholic gel are not transferred to this cream.

References: [1]

Aépac kKat o€eidbwon / Air and oxidation

Kpatrote tn Bdon Kal To aAKOOALKS SLAAVHO KAELOTE HETAED XELPLOPWVY. MeploploTte aeplopd/apd Kal amWAELN
atBavOANnG mov unopel va mpokaAéoel HETABOAN Slaomopdc | KPLOTAAAWGN.

Keep base and alcoholic solution covered between operations. Limit aeration/ffoam and ethanol loss that may
change dispersion or promote crystallisation.

References: [11], [2], [5]

Nepo kat SiaAvtoTnTa / Water and solubility

H Bdon €xeL eEwTepLkr LBATIKA PAan pe cuvtnENUévo DOBWP EXO0L. MNV apalWVETE TO TEALKS TIPOIOY pE vePd
o0te xpnotuornolei{te vepd WG LTOKATAoTATO TNG EAd)YLOTNG atBavdOAng SldAvonc.

Base has an external aqueous phase containing preserved water EX001. Do not dilute finished cream with water
or substitute water for the small ethanol quantity used to dissolve erythromycin.

References: [11], [2], [7]

Yypaoia / Humidity

AlatnproTe To MPoildv/Bdaon KAELOTA yla va neploplfeTal aAAayr MEPLEKTIKOTNTAG vePOoL. H mnyr| 6gv op(Tel
apLBPNTIKY OXETKA vypaoia epyactnpiov.

Keep cream/base closed to limit water-content changes. No numeric laboratory relative-humidity limit is specified.

References: [1], [2]

Oeppokpacia / Temperature

H napaokevr] Ttng Bdong EX010 ypnotuomnolel pdoelc atoug 70-75 °C. H £puBpopukivn mpootiBeTal oto TEAOG -
NV tn Bgppaivete pali pe TG apxLkéG edaoelc. To FN dev divel akplpri Bepuokpacia mpoodrikng dpaoTikoo.
®OAEN < 30 °C.

EX010 base uses phases at 70-75 °C. Add erythromycin at the end, not during initial phase heating. FN gives no
numeric APl-incorporation temperature. Store below 30 °C.

References: [11], [2]

pH kat cuppatétTnta / pH and compatibility

Agv dnuootedeTal TeAKS €0pog pH. Kataypdyte 1o pH e KATAAANAN LEBODO YOAAKTWHATOG Yl TOTLKH
nopakoAolBnaon - uNv o&wilete f} aAkaAomnole{te xwplc Tekunpiwon cuuBatdTNTAC TNG EPLUBPOPLKIVNG/BAONC.
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No final pH range is published. Record pH using a suitable emulsion method for local trending; do not acidify or
alkalinise without erythromycin/base compatibility evidence.

References: [1], [2]

AAAeG aAAnAemiibpaoclg / Other interactions

TavTtdypova AMOPOALBWTIKA/EPEBLOTIKA TOMLKA MpoidvTa unopel va avErigovy €peBLOUS. AEV EVOWUATWVOVTAL
vniepo&e(6lo BevlobAlov, peTVOELDEG j GAAN SpacTikA otnv (Gla Kpépa Xwplc véa peAéTn obvBeonc.

Concurrent peeling/irritant topical products may increase irritation. Do not add benzoyl peroxide, a retinoid or
another active to this cream without a separately supported formulation.

References: [11], [3], [4]

Ewbikd otolxeia ovotatikwyv / Ingredient-specific information

H epvuBpopukivn elvat B&on, 6L eotépag/diag. H Bdon EXOL0 mePLEXEL UN LOVIKO QUTOYQAQKTWHATOTOWNTH 22%,
napB&vo apvydaAéAaLo 3%, BHT 0,02%, mpomuAevoyAUKOAN 5% kat ouvtnpnuévo DBWP - oL TEALKEG avaAoyleg
oAA&Couv KaTd TNV MPoodrkn dpactikod/atBavdAng. EAEYETe akplBr nowdtnta BAang Kot LoToplkd aAAepylag.

Use erythromycin base, not an ester/salt. EX010 contains nonionic self-emulsifying base 22%, virgin almond oil
3%, BHT 0.02%, propylene glycol 5% and preserved water; final proportions are altered by APl/ethanol addition.
Qualify the exact base grade and review allergy history.

References: [1], [2], [4]

Mpootacia epyalopévwy / Staff protection

MNeplopiote TN okOVN avTIRLOTIKOV KATA TN COYLON, XPNOLUOMOLAOTE YAVTLA, TMOOL& Kal MPOooTAC(O HATLWV.
Ano@UyeTe €kBeon og aTHOOC alBavdANG Kal MNYEC avA@AeENC - kaBaplote eEOMALOUS WWOTE VA NV ETLUOADVEL
GAAEC MAPAOKEVEC.

Contain antibiotic powder during weighing; use gloves, coat and eye protection. Control ethanol vapour/ignition
sources and clean equipment to avoid cross-contaminating other preparations.

References: [11], [5]

EKTipnon kKivdéovovu / Risk assessment

Kplowa: AdBog poper] epuBpopuvkivng, akatdAAnAn Baon, un katayeypaupévn noadtnta atbavoAing, B€puavan
SpaoTikol Kat avdntuEn UikpoBLakAc avtoxAc. AAAepyia/évtovoc epeBlondg anattolv dlakormr Kat aEloAdynaon. H
epuBpopLkivn 6ev Aettovpyel WG anodedetyuévo ocuVTNENTIKS TNG MAPTIBAGC.

Critical risks include wrong erythromycin form, unsuitable base, unrecorded ethanol quantity, APl heating and
antimicrobial resistance. Allergy/severe irritation requires stopping and assessment. Erythromycin is not
demonstrated batch preservation.

References: [11], [3], [4]

ZuvOnkec mapaockevnG / Compounding conditions

EEaocpaAiote opoloyevr) Bdon EX010 kat Tekunplwpévo vrtdAotno Sidpkelag. Kataypdyte akplBi moodtnTa
atBavoANnG mou xpeldotnke yLa dldAvon 2 g epuBpopvkivng - cuunAnpwoTe Pe Bdon €éwg 100 g, éxL MpocBéTovTag
2 g 0g 16n 100 g Bdong.

Use homogeneous EX010 with documented remaining dating. Record exact ethanol needed to dissolve 2 g
erythromycin; make up with base to 100 g, rather than adding 2 g to 100 g preweighed base.

References: [11], [2]
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Tekpunpiwon BUD / BUD rationale

H AEMPS avagépel 3 prjiveg, < 30 °C kat npootacia and ewc. MNa to napdv deAtio emMAEyETAL CLVTNPNTLKO
ovWTATO 35 NUEPWY 0TOLG 20-25 °C W YeEVIKS dpLo cuVTNPNUEVOL LEATIKOD OKELAOUATOG, Ot eMBERALWEVN
otafepdTnTO. H Bdon opelAel va mepLéxel akpLBWG To ouvTNENTIKSG cOoTNUa EXO001. Agv Bpébnke avegdptntn
MEAETN ALTAC TNG KPEUaG, aw A AET TeAkAC mapTidag - To avTiBloTikd Hev Ta vtokaBLoTd. loyOel N vwplTtepn
AAEN BAong/vALkwv. EkSoTikr cOpBaon: Ta unviaia épla TNG MNYAS MAPAUEVOLY NUEPOAOYLOKA: TO aPLOUNTLIKS
6pLo petatpomnig elvat 28 nuépeg yia €vav pAva r§ 89 yla TPeLg: TuXOV XwPLoTd emAeyuévo Bpax0TEPO 6pLo
egakoAovbel va vneployveL. MpdkeLtal yla ouvTnENTIKA HETATPOTH, 6XL avToAeEel 6pLo TNG MNYNAG.

AEMPS states 3 months below 30 °C, protected from light. This sheet chooses a conservative 35-day ceiling at
20-25 °C under the general preserved-aqueous framework, not demonstrated stability. Base must retain the exact
EX001 preservative system. No independent study of this cream, aw or final-product AET was retrieved; antibiotic
activity does not substitute for them. Earlier base/ingredient dating controls. Editorial convention: calendar-month
source periods are retained as calendar periods; the calendar-period conversion ceiling is 28 days for one month
or 89 days for three months; a separately selected shorter ceiling still governs. It is a conservative conversion, not
a source quotation.

References: [11], [2], [6], [7]

Mpoamaittovpeva / Prerequisites

EX010-CGR-ES-019 - To EX001 tNnG Bdong—»CGR-ES-018. H mpodLlaypa@r [N Lovkol aUTOYAAKTWHATONOWNTH
nPEMNEL v avTLoTol el 0TNV eykeKpLévn BAan - dxtL omoladANoTE «Kpépa BAong».

EX010-CGR-ES-019; its preserved water EX001-CGR-ES-018. The nonionic self-emulsifier must match the
qualified base, not any generic cream vehicle.

References: [1], [2], [7]

EEomAlonog / Equipment

Zuyog, doxelo dlaavonc aBavoAng, AetotpiBnaon/avddevon KatdAANAN yia KPEUEC Kal epyaAe(o mMARpwong. MNa
napaywyn Bdong: eAeyxduevo vdatdAovTpo Kal BepudueTpO.

Balance, ethanol-dissolution vessel, cream-appropriate mixing equipment and filling tools. Base manufacture
additionally requires controlled water bath and thermometer.

References: [1], [2]

M£0060¢ mapaokevng / Compounding method

MNoapaokevdote EX010 pe tnv KaBoplopévn néBodo tng Bdong. AlaADCTE 2 g EpuBPOULKIVNG OE ULIKPH, HETPNUEVN
noocdTNTA ABAVOANG 96%. ZTO TEALKS OTADLO EVOWHATWOTE oTadlakd To SLdAupa oTnY Kpépua Pe fma avddevaon.
ZuMMANPWOTE Pe TNV (Bla Bdon €wg 100 g Kal opoyevomoltoTe XwPIG agploud. EAEYETE BLaXwWPLOUO/KPUOTAAAWGN
TPV MAPWOonN.

Prepare EX010 by its defined base procedure. Dissolve 2 g erythromycin in a small measured quantity of ethanol
96%. At the final stage gradually incorporate into the cream with gentle mixing, then make up to 100 g using the
same base. Homogenise without aeration and inspect for separation/crystals before filling.

References: [11], [2]

Napatnpnioslg / Observations

H povoypagia 6ev kaBop(Tel avwTtaTn MOCOTNTA ABAVOANG * KATAYPAPH KOl QvamopaywyLlOTNTA TG TOTILKAG
dladikaoiag elvatl anapaitnteg. H 6paoctikdTNTA 2% 6£V amodelkviel Llooduvapia e aAKooAlkd gel 2%.

Source provides no maximum ethanol amount; recording and reproducing the qualified local process is essential.
A 2% strength does not establish equivalence to 2% alcoholic gel.

References: [1], [4]
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MNeplékTNG KaL ovokevaoia / Container and packaging

AdLa@avric, cupBaTr ovokevacia UE AMOTEAEOUATIKO KAE(OLO. ZwAnvapLo | doxelo pikpol avolypatog unopel va
neplopioet enmpudAvvon pévo a@ol TeKUNPLWOel N ouuBatdTNTA * N NYH 0p(Tel YEVIKE adlapavr neEpLEKTN.

Use compatible opaque packaging with effective closure. Tube or narrow-opening pack may reduce handling
contamination after compatibility qualification; source itself specifies an opaque container.

References: [1]

MoloTikO¢ éAeyxoc / Quality control

AveEdpTtnTog éAeyxoc 20 mg/g, TeEAKAG HATac, opoloyévelag Kat anovolag KOKKWY/dlaywplouol. Kataypaer pH
KOl PEOAOYLKAC CLUMEPLPOPAC WG TOTILKEC oLYKploeLg. Mpoadloploudc epuBPOULKIVNG/HULKPOBLOKAG TTOLOTNTOC
anattel KATAAANAEG EMKLPWUEVEC EBOGDOUC.

Independently verify 20 mg/g, final mass, uniformity and absence of grittiness/separation. Record pH/rheology as
local comparisons. Erythromycin assay and microbial quality require suitable validated methods.

References: [11], [2]

®0Aagn / Storage

20-25 °C kot mévtwg < 30 °C, mpooTATELUEVO ATO PWG, KAELOTS. AEV TEKUNPLWVETOL avToXr 0€ KATdWuEn A
oAAayr OXAMOTOG.

Store 20-25 °C and always below 30 °C, closed and light-protected. Freeze tolerance or a different vehicle is not
established.

References: [1], [6]

AwaOeon / Dispensing

AgpuaTiki Xprion Hévo otnv KabopLlopévn meploxr * Anoeuyr HATLWVY/BAEVVOYSVWY. MTpamTd oxUa Kot NUEpoUnvia
KAWLKNAG enavekT{unong. Mnv mapouotdletal we avTRLOTIKG yia adplotn mpoAnmTikr xprion i xwpe(c guvoAlkd
BepamevTiKé oXEDLO aKUAG.

Use only on prescribed skin sites, avoiding eyes/mucosa. Provide a written regimen and clinical review date. Do
not present as indefinite prophylactic antibiotic use or as acne therapy without an overall treatment plan.

References: [1], [3]

Enmionpavon / Labelling

EpuBpopuukivn 2% (20 mg/g) kpépa - AEPMATIKH XPHZH. O6nyieg_ .20-25 °C, mpootoaoia and ¢wg, KAELoTO.
Makpla and nawdid. Naptido_ /Mapaokevi_ /Xprion €wg__.

Erythromycin 2% (20 mg/g) cream - FOR SKIN USE. Directions__. Store 20-25 °C, light-protected and closed. Keep
away from children. Batch__/Prepared__/Use by .

References: [1], [6]

v9_controls / v9_controls

To apBunTiké 6plo oto apyeio elvat pévo 6pLo BLBALOYPAPLKAC avapopdc UTd TIC £LBLKEC TPODTOBETELC. Agv €xEL
oplotel BUD mpaypaTikAc mapTtidag kat 6ev éyxouv napaydel petprioelc aw. H akplBrigc obvBeaon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN Kol Ta aTolxela eAéyyou TPEMEL val EYKPLOODVY YL TN CUYKEKPLUEVN
epappoyn. H évap&n tou vmoAoylopold BUD sival n évapEn tng napaokevic. Epapudletal To CLVTOUOTEPO
TEKUNPLWHEVO OpLo, HE XWPLOTO EAEYXO0 BldpKelag HETA TO dvolypa. Ta dplta USP gival texvikd mAaiolo kot dev
napovoldfovtal wG eAANVIKY 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
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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.

Mnyéc koL mapanopnég / Sources and references

[1] AEMPS - Formulario Nacional - FN/2003/FMT/007 ERITROMICINA, CREMA DE

Current AEMPS standalone PDF; code FN/2003/FMT/007 | PDF p 2 §§3-7; subsequent safety and patient information | Exact formulation,
process, source shelf life and formulation-specific precautions; independent factual compilation, not official translation. | 2026-10-14

https://www.aemps.gob.es/formulario-nacional/monografias/formulas-magistrales-tipificadas/fn_2003_fmt_007.pdf
[2] AEMPS - Formulario Nacional - FN/2003/EX/010 EMULSION O/A NO IONICA 1

Current AEMPS standalone PDF; code FN/2003/EX/010 | PDF p 2 §§3-7; subsequent safety and patient information | Exact formulation,
process, source shelf life and formulation-specific precautions; independent factual compilation, not official translation. | 2026-10-13

https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2003_ex_010.pdf
[3] NICE NG 198 - Acne vulgaris: management

Current recommendation retrieved 13 October 2026 | Recommendation 1.5.11; rationale on antibiotic monotherapy | Official clinical
guideline: avoid antibiotic monotherapy for acne; no formulation or stability claim. Indexed official recommendation and rationale retrieved;
direct page access intermittently 403. | 2026-10-13

https://www.nice.org.uk/guidance/ng198/chapter/Recommendations
[4] DailyMed - ERYGEL erythromycin topical gel 2% label

Label revisedjune 2018; listing marketing end 30 September 2025; retrieved 13 October 2026 | Description, contraindications, warnings,
precautions | Primary archived product label supporting erythromycin identity/solubility and topical safety, not evidence of current marketing
or this cream BUD. | 2026-10-13

https://dailymed.nIm.nih.gov/dailymed/lookup.cfm?setid=f1c6885e-4136-4542-a8a2-7fa8fcd77a03
[5] CDC/NIOSH Pocket Guide - Ethyl alcohol

Page reviewed 30 October 2019; retrieved 13 October 2026 | Flammability, incompatibilities and personal protection | Ethanol raw-material
handling; not a measured flash point or hazard classification of the finished mixture. | 2026-10-13

https://www.cdc.gov/niosh/npg/npgd0262.html
[6] USP - Compounding Standards and Beyond-Use Dates

November 2022 USP publication, public copy hosted by Mississippi Board | p 2 nonsterile comparison table | General category limits only; not
product-specific stability, antimicrobial effectiveness or Greek law. | 2026-10-13

https://www.mbp.ms.gov/sites/default/files/2023-03/USP_Compounding_BUD_Fact_Sheet.pdf
[7]1 AEMPS - Formulario Nacional - FN/2003/EX/001 AGUA CONSERVANTE

Current AEMPS standalone PDF; code FN/2003/EX/001 | PDF p 2 §§3-7; subsequent safety and patient information | Exact formulation,
process, source shelf life and formulation-specific precautions; independent factual compilation, not official translation. | 2026-10-14

https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2003_ex_001.pdf
[8] USP - General Chapter <795> Frequently Asked Questions

November 1, 2023 FAQ; rechecked 14 October 2026 | Questions 52, 54-56, 61, 64-66 | General category/extension rules only; not
exact-product stability evidence. | 2026-10-14

https://pages.usp.org/rs/711-SXF-172/images/HQS%20-%20USP%20GC%20795%20FAQs.pdf?version=0
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