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Noo16v KaAapivng PO014
Calamine lotion PO014

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: 100 mL

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

KaAauivn 8¢9
Calamine

OEe{6lo yevdapyLpou 849
Zinc oxide

FALKEPOAN 2 mL
Glycerol

Méypa pnevtovitn EX023 25 mL

Bentonite magma EX023

KekaBapuévo vepd g.s. ad 100 mL
Purified water

MpoanaiToVpeva / Prerequisites
CGR-ES-057 AEMPS EX023 Bentonite magma

Meplypa@n okevaopatog / Preparation description
YTOAELKO AETTO KAl OTIATIVO EVALWPNUA UE XAPAKTNPLOTIKA OOUN.

Whitish fine glossy suspension with characteristic odour.

References: [1]

Apaon kaiL xpAon / Action and use
AvoKoOQLON KvNopoL/epeBLOPOD BEPUATOG.
Relief of itching/skin irritation.

References: [1]
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Mpobiaypagéc / Specifications
YMOAELKO AEMTO Kal OTIATIVO EVALPNUA E XAPAKTNPLOTIKA OGUH.
Whitish fine glossy suspension with characteristic odour.

References: [1]

®wg / Light

Ma 1o TeAkd okebaopa n mnyn opiCeL:
Epuntik mMAaoTik @LdAn, npootaoia and ewg, <30°C.

For the finished product the source specifies:
Airtight plastic bottle, protect from light, <30°C.

References: [1]

Aépac Kat o€eidbwaon / Air and oxidation

Aev mapéxeTal HEAETN 0EEWOWTIKAC OTABEPATNTAC TOL TEALKOD HiyPaTog o0TE anaitnon adpavolg aTtudéoealpac.
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 dtaAvtéTnTa / Water and solubility

H yAuKepOAN avaulyvOeTal He vePDd. AuTd Hev KaBop(Cel HikpoBLloAoyLKr oTaBePSTNTA TOU OKELAOUATOC.

H kaAapivn glvat mpakTikd adldAvtn og vepd/atbavorn.

ZnO: mpakTIKA adldAuTto ag vepd Kot atBavoAn.

Zuotatiké NG Bdong CGR-ES-017: MpomuAevoyAukdAn: n avtiotolxn kabapr mpwtn OAN katd JP elvat avaui§iun
0TO vEPO.

ZvotaTiké tng Bdong CGR-ES-017: MeBuAomnapaBévn: n avtiotolxn kabapr mpwtn 0AN kKatd JP elval Alyo StaAvth
oTo vePD.

Zuotatiké NG Bdong CGR-ES-017: MponuAonapaBévn: n avtiotolyn kabaph mpwtn VAN Katd JP elvatl moAD Alyo
dlaAvTr oto vepd.

Glycerol is miscible with water. This does not establish product microbiological stability.

Calamine is practically insoluble in water/ethanol.

ZnO: practically insoluble in water and ethanol.

Component of base CGR-ES-017: Propylene Glycol: JP classifies the corresponding pure raw material as miscible in
water.

Component of base CGR-ES-017: Methyl Parahydroxybenzoate: P classifies the corresponding pure raw material
as slightly soluble in water.

Component of base CGR-ES-017: Propyl Parahydroxybenzoate: JP classifies the corresponding pure raw material
as very slightly soluble in water.

References: [2], [3], [4], [12], [13], [14], [15]

Yypaoia / Humidity

Yypookotitkr) YAUKEPOAN- meplopioTe €kBeon TNG MPWTNG DANG OTNY LYpaoia.

YvotaTiké tng Bdong CGR-ES-017: MpomuAevoyALKOAN: LYPOOKOTILKH: KAE(VETE auéowc To Hoxelo weTA TN Arjyn
NG amnalttoleVNG MoodTNTAC.

Zuotatiké NG Bdong CGR-ES-017: MpomnuAevoyAvkdAn: n mpwtn VAN €lvatl bypookoTik: KAt JP.

Glycerol is hygroscopic; limit raw-material exposure to moisture.
Component of base CGR-ES-017: Propylene glycol is hygroscopic; close its container promptly after measuring.
Component of base CGR-ES-017: Propylene Glycol: the raw material is hygroscopic according to JP.
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References: [2], [11], [12], [13]

Oeppokpacia / Temperature

Ma 1o TeAkd okebaopa n mnyn opiCeL:
Epuntik mAaoTik @LdAn, npootaoia and ewg, <30°C.

For the finished product the source specifies:
Airtight plastic bottle, protect from light, <30°C.

References: [1]

pH kai cupBatoTnta / pH and compatibility

H kaAapuivn avtidpd pe oE€a, pe €KAvon agpiov.
ZnO: dlaAleTal og apald avépyava oEéa- e Atmapd oEéa oxNUaTICEL OATIWVEC.

Calamine reacts with acids, releasing gas.
ZnO dissolves in dilute mineral acids and forms soaps with fatty acids.

References: [3], [4]

AAAec aAAnAemidpaoccelg / Other interactions
FALKEPOAN: emkivbuvn avtidpaon pe Loyvpd oEEBWTIKA.
Glycerol: hazardous reaction with strong oxidising agents.

References: [2]

El81ka otolxeia ocvotaTtikwy / Ingredient-specific information

FAUKEPOAN: dxpwHO, dlavyEég, MaxOPPELOTO KAl EVTOVA LYPOTKOTILKO LYPO. AvaulyvieTal He vEPD, aAAd elval
TMPAKTIKA adldALTN o€ Atmopd Kol alBépla EAata.

KaAapivn tng avagepduevng npodlaypadri: Baotkdg avBpakikdg wevddpyvpog pe (xvn ogediov Fe(lll). H
kKooki{vion kat kaAr Astotpi{Bnon neplopi{Couv Ta CUOOWHUATWHUATA: OTO EVALWPNMA SLOBPEXETAL LE TO TTOAVOALKS
OLOTATLKO TNG OLVTAYAG.

OEe(blo yevdapylpov: eAa@pld, Aeukr €WG LITOKITPLVN, AUOPPN KOVLC XWPIC CLOCWHATWHATA. AlCADETAL O apald
avépyava oEéa Kal pnopel va avtidpdost pe Autapd oE€a tng Bdong oxnuatifovtag dAata yevdapylpou.
FALVKEPOAN: mapaAafr HE TALTOTNTA APXLKOL MaPAYWYODL, MapTda Kat aELOTLOTO MOTOMOINTIKG. A TG OXETIKEC
MPWTEG VAEG, To FDA avagépel £EAeyxo dlatBuAevoyAukdAng (DEG) kat atBuAevoyAukOANnG (EG), kaBeudg €wg
0,10% oOugwva HE TNV EQapuooTéa povoypagia. To éplo agopd Tnv mpwTn VAN.

2uoTaTiké TNG Bdong CGR-ES-017: MpomuAeVOYAUKOAN (1,2-mponavodléAn): dxpwio, LEWEeC LYPS avaulELuo UE
veEPOD, oL AELTOVPYE( WG GLVBLAADTNG Kal LYPAVTIKA. H mapovaia TNG O HiKPr MoodTNTA dEV amodeLKVDEL EMAPKN
guvtApnon.

YvotaTiké tng BAong CGR-ES-017: MpomuAevoyALKOAN: MPWTN VAN UE XopaKTNPELopd SlaAvtdTnTag 0TO VEPS
«aVOUELUN» KoTd JP.

ZuoTaTiké TNG Bdong CGR-ES-017: MeBuAomapaBévn: mpwtn OAN PE XAPAKTNPLOKS dLaAuTtdTNTAC OTO vEPS «AlyO
dloAvTh» kKatd JP.

YuoTaTiké TNG Bdong CGR-ES-017: MpomuAonapaBévn: mpwTn OAN UE XapaKTNPLoOUd SlaAvTtdTNTOG 0TO VEPD
«TOAD Alyo dlaAvthA» Katd JP.

Glycerol: clear, colourless, viscous and strongly hygroscopic liquid. It mixes with water but is practically insoluble
in fixed and essential oils.

Calamine of the cited specification is basic zinc carbonate containing traces of iron(lll) oxide. Sieving and
trituration reduce aggregates; wet the suspension powder with the formula’s polyol component.

Zinc oxide: light, white to slightly yellowish, amorphous powder without aggregates. Dilute mineral acids dissolve
it; fatty acids in a base can form zinc salts.

Glycerol: retain original manufacturer, lot and reliable certificate. For the applicable raw materials, FDA describes
DEG and EG testing, each limited to 0.10% under the relevant monograph. This is a raw-material limit.
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Component of base CGR-ES-017: Propylene glycol (1,2-propanediol): colourless viscous water-miscible cosolvent
and humectant. A small amount does not establish adequate preservation.

Component of base CGR-ES-017: Propylene Glycol: raw-material water solubility is classified as miscible by JP.
Component of base CGR-ES-017: Methyl Parahydroxybenzoate: raw-material water solubility is classified as
slightly soluble by JP.

Component of base CGR-ES-017: Propyl Parahydroxybenzoate: raw-material water solubility is classified as very
slightly soluble by JP.

References: [2], [3], [4], [8], [11], [12], [13], [14], [15]

Mpootacia epyalopévwy / Staff protection

KaBapr HOKpLUPAVLIKN EpyaoTnplakn evdupaoia, KEAALYN HAAALWY KOl YAVTLa KaTd Tov XELPLopUd. AAAQYH YOVTLWV
HETE and enudAvvon/eBopd.

Xelploteite TN COyLON Kot AstotpiBnon oe xwpo/dldtagn nov neplopi(Cel Saomopd Koviwy, e mpootacia
0POAANWY: 0 TUTOG AVATIVELOTLKAG pooTtaciag kabopietal and Tn CuyKeKPLEVN £KOeON.

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

Contain powder during weighing and trituration and use eye protection; select respiratory protection for the
actual exposure.

References: [1], [5], [9]

EKTipnon kKwvéovovu / Risk assessment

ZuoTtaTiké TNG Bdong CGR-ES-017: MpomuAevoyALKOAN: vntoAoy(etal N ouvoAlkr ékBeon amd OAa Ta pdpuaKa,
6lwg o€ veoyvd, madLd KATW TWY 5 €TWY Kal veppLkA/nratik duoAsttovpyia. MNa and Tov oTOHPATOG XOpHynon:
mg/kg/nuépa = mg/mL X mL avd nuépa + Bdpog kg.

ZuykekpLuévn mopTida avaeopdg: 100 mL. MpwTo cuoTtaTikd: KaAauivn, 8 g. EAéyETe aveEdpTnTa TN XNULKA
MOPOH, TIC HOVABEC Kal KABe KALudkwan mpv and Joylon.

EAéyETe opoloyévela, oBwAoug, dlaxwplopd Kat mpayuaTiky anddoon npwv and vnodlaipean. H cuokevaoia mpénel
Vo EMILTPEMEL OPOLOUOPYN EQAPPOYH XWPIC ELgaywyr VEPOD OTO MEPLEXOUEVO.

KataypdyTte yla TNV TOmMKA avdAuon moodTnTa avd napaokevr, ouxvotTnTa epyaoiag, dtdpkela avolkTol
XELPLOPOD, TIBaVEC 0600¢ €KBEONC KL ATIOTEAECHATIKOTNTA TWY HETPWY EAEyXoL. AuTd elval otowxela etlaébouv
™G a§loAdynong- 6ev anodideTal mPooXNUATIKOG TEAKOG BaBudG Kwdivou.

Znuelo eAéyyou amnodéopevong: delypa and avtinpoownevTikd onuela kat and tnv apxi/TéEAog NARPWONG, UE
Kataypaer Kadilnong f dlaxwplopol Kat enavadlaonopdc. EAEYETe OTL N mpoBAEnOUeEVN AfYn amodibeL TNV
QMOLTOOHEVN MOCOTNTA: N EEWTEPIKNA opolopop@ia pévn TG 6gv amodeIKVOEL opoLopopPla BPAOTIKNAC.

Component of base CGR-ES-017: Propylene glycol: assess exposure from all medicines, especially in neonates,
children under 5 and renal/hepatic impairment. For oral dosing: mg/kg/day = mg/mL x daily mL + body weight in
kg.

Reference batch: 100 mL. First ingredient: Calamine, 8 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.

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.

References: [11], [11], [12], [17], [19]
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ZuvOnkec mapaockevng / Compounding conditions

To avtiotolyo PN AEMPS opi{Cel Beppokpacia xwpov 25 + 5°C Kat oxeTKA vypaoia =60%, eKTOG av n €L6LKA
@OpuoLAa amattel dAAa. Mpdkettal yia neptBdAAov epyaoiag, éxt yia Bepuokpaoia 8€puavong i OAAENG.
TnpolvTaL n gelpd Mpoadbnkng, n Oeppokpacia Kat ot xpdvol ov avagépovTtatl oTn Atadikaoia Mapaokevig. H
€ldLkn povoypagia 6ev amoteAel MAPN HEAETN KATAAANAOTNTOC TOL TOTLKOU XWPOL/EEOTALOUOD.

The corresponding AEMPS SOP specifies room temperature 25 + 5°C and relative humidity =60%, unless the
particular formula requires otherwise. This is the work environment, not processing or storage temperature.
Follow the addition sequence, temperatures and times stated under Preparation Procedure. The specific
monograph is not a complete qualification of the local facility/equipment.

References: [1], [6]

Tekpunpiwon BUD / BUD rationale

Aldpkela otnv nnyr: 2 Bdopddeg KATA TNV INYA.

H dudpkela avth elvat 0dnyla TNG CUYKEKPLUEVNG QappaKkoTol{ac/mNYAG. ZTov MapdvTa EAeyx0o dev emaAnBe0TNKE
AR PNG MIPWTOYEVAG LEAETN TIOL VA TEKUNPLWVEL TALTAOXPOVA XNHLKH, PUOLKEA KOl UIKPOBLOAOYLKH EMEKTACN TNG
(6lac TeAkAC obvBeonc.

EmAeyHEVOC oLVTNPNTIKOC YEVIKOC Kavévac: €we 14 nuépec otoug 2-8 °C yla bBaTIKA Hop@en XWPIC EMAPKWC
TEKUNPWHEVN cuvTApnaon. MpoindBeaon elval 6Tl n Wogn dev npokaAel kaBIZnaon, un AVACTPEWYLHO dlaywpLlopd A
GAAN amWAELa KATAAANASTNTAC. Av auTh N pobnddeon amnotlxeL, 6ev xpnowuomnote{tatl To 14AUEpPo o€
Bepuokpaoia dwuatiov- anatte{tal edikr Tekunpiwon ocbvtoung xprong.

To éplo BLBALOYPAPLKIG ava@opdc TnG napovoag €kdoong elval n cuvtopdTePN HETAED TNG MoPATIAVW BLAPKELAG
TNYAC Kal Tou yevikoD oplov. MNa napdtaon anatte(tal Tekunpiwon mov KAADTITEL
SpaoTIKA/EKDOXQ/MEPLEKTIKOTNTA, TIEPLEKTN, OepoKkpacia, LEO0DO0 evdELKTLKH 0TABEPSTNTAC KaL, Yla LOATLKNA
EMEKTOON, TNV AMALTOOPEVN HLKpoPBLoAoyikh Tekunpiwan. Epappootéa enionun USP-NF povoypaoia agloloyeitatl
XWpPLoTd oto MAAPeC Kelpnevd TNG.

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

O yeVIKOG Kavovag anoTeAel ouvtnpeNTIKS Oplo eMAOYAC Kol OXL MELpapaTIK anddelEn otabepdTNTAC TNG
naptidag. H katnyopila guvdéetal pe TNV TEAKA aOVOEDN, TN oLVTAPNON Kal TG emTPeNOUEVEG Bepuokpaoieg. H
TWUA aw 6gv MPoKOMTEL amd TO MOG0CaTO VEPOU A TNV AMWAELX KATA TNy EApavan. MNa tekunpiwaon xpnotponoliote
SOP-014 kot F-006- yia €l6ikrj aw, SOP-017 kat F-012.

H USP 6ev anattel pétpnon aw o€ kdBe un otelpo napaockedaoua. H tekunplwuévn tagvéunon tng
OLYKEKPLPEVNG o0vBeong unopel va xpnaotpomotle{tal wg odnydc: KataypdeeTal pntéd wg ekTinon Kot XL WG
pétpnon. Auei{BoAn f opltakr Ta&vounon amnattel l6iké tekuriplo j KATAAANAN wétpnon. H nuepounvia TeAltkol
okevdopatog dev vrepPaivel Tn dlaBéoun nuepopnvia Twv RdN MAPACKEVACUEVWY CLOTATIKWY/BATEWY, EKTOG Qv
€xeL voBeTNBel emapkrg €Ok TekUNP{won yla TNV akpLBr] TeAkr obvBeon.

Period reported by source: 2 weeks according to the source.

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 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.

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 agueous 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
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aw. Document using SOP-014/F-006; use SOP-017/F-012 for specific aw evidence.

USP does not require water-activity measurement for every nonsterile preparation. A justified classification of the
actual formulation may guide dating; record it explicitly as inferred, not measured. Uncertain or borderline
classification requires specific evidence or a suitable measurement. Finished-product dating does not outlast the
available dating of previously compounded components/bases unless adequate specific evidence for the exact
finished preparation has been formally adopted.

References: [1], [10], [16], [18], [20]

Mpoamairtovpeva / Prerequisites
AEMPS EX023 Bentonite magma: CGR-ES-057
AEMPS EX023 Bentonite magma: CGR-ES-057

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

MNapaokevdote EX023. Apawote Ta 25 ML pdypatog pe 25 mL vepol. AvauiEte kaAauivn, ZnO, YALKEPOAN Kal
nepimov 25 g autol TOv APALWHEVOL HAYUATOC OE oloLoyevr MAoTA. EVOWHATWOTE 0TO LNIOAOLTO APALWEVO
MAyHa Kot TpooBéaTte To LTIOAOLTIO VEPS PEXPL TEALKO dYKO.

Prepare EX023. Dilute 25 mL magma with 25 mL water. Mix calamine, ZnO, glycerol and about 25 g of this diluted
magma to a homogeneous paste. Incorporate into the remaining diluted magma and add remaining water to final
volume.

References: [1], [6]

MNapatnpnioelg / Observations

Ta 25 g elvat umonogdTNTA TOL dN APALWUEVOL PAYUATOC Kal 6V avTikaBLoToly Ta 25 mL apyikod EX023. To
KOplo ke{pevo mapanéunel o€ PN AVOEWY aAAd To MEPLBAAAOV/LOPPH OE EVALWPHAUATA.

The 25 g is an aliquot of already diluted magma, not a replacement for the 25 mL original EX023. The main text
cites the solution SOP, while environment/form refer to suspensions.

References: [1]

MepLékTnG KaiL cvokevaoia / Container and packaging
EpunTikA mMAaoTikh LdAn, mpootaocia and ewg, <30°C.
Airtight plastic bottle, protect from light, <30°C.

References: [1]

Sikalias Greek Formulary | Reference documentation 6



compounding.gr | 10.0 | 2026-10-14

MowoTikOG éAeyxoG / Quality control

YMOAELKO AEMTO Kal OTIATIVO EVALPNUA E XAPAKTNPLOTIKA OGUH.

ZuunAnpwpatikol €éAgyyol Tou PN mov mopaméumneL n nmnyn:

Epgdvion kat pala/dykoc. MNa oelpéc naptidwy: TaxdtnTta kabilnong, LEwdec RFE 2.2.8, oxeTikr mukvéTnTa 2.2.5,
pH Kat ptkpoBLoAoylkdg éAeyxog RFE 5.1.4.

pH katd PN/CP/001: Katd kavéva pétpnon oto delypa xwplc mpoeneEepyaoia, ekTg €WOLKAG 0dnylag. MNa akpBn
pETPNON papuiOleTAL MOTEVOLOPETPLKY HEB0DOG RFE 2.2.3- ot Tawvieg neplopifovtal oe eAEy)XoLG Tov dev
anattoOv vynAn akpiBeLa.

EAEYXOC TMOAVOALKWY TIPWTWY LAWY: Yo gapuokela, EAeyxoc KABe mapTidac f TEKUNPLWPEVN Blaog@dALlan eAEyxoL
and aflénioto npounBevTr Katd FDA. H anAr tavtonoinon e IR dev anokAeiet DEG/EG.

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

Whitish fine glossy suspension with characteristic odour.

Additional tests from the referenced SOP:

Appearance and mass/volume. For batches: sedimentation rate, viscosity RFE 2.2.8, relative density 2.2.5, pH and
microbiological testing RFE 5.1.4.

pH under PN/CP/001: normally test the untreated sample unless otherwise specified. Accurate measurement
follows potentiometric RFE 2.2.3; strips are limited to checks not requiring high accuracy.

Polyol incoming QC: pharmacies test each lot or ensure documented testing by a reliable supplier, as described by
FDA. IR identity alone does not exclude DEG/EG.

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], [6], [7], [8], [19]

®0Aain / Storage

ZUVONAKEC/MEPLEKTNG TIOL avaQEPEL N MNYHA: EpUNTIKA MAQCGTIKA @LAAN, mpooTtacia and ewg, <30°C.
Mo 1o eMAEYUEVO YEVIKO avwTaTo 6pLo: 2-8 °C, epdoov dlatnpoldvTal N UK KATAAANASTNTA KaL N
ouuBaATATNTA UE TN OLYKEKPLPEYN TINYH. Agv epapudleTal To 14rjuepo og Beppokpaoia dwuatiov.

Source-reported conditions/container: Airtight plastic bottle, protect from light, <30°C.
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: [1], [10], [16]

AwaOeon / Dispensing

AvakwrioTte. OxL KATw Twv 2 £€TWVY, o€ ndTio/BAevwoydvoug/avolktd Tpaduata f poAvouévn depuatonddeta. Oxt
mépav 7 NUEPWY XWPIG LaTPLKA CLUUBOVAN.

Shake. Not under 2 years, on eyes/mucosa/open wounds or infected dermatoses. Do not use beyond 7 days
without medical advice.

References: [1]

EmioApavon / Labelling

Nootév kaAauivng PO014

EEwTepkr xprion

Moocétnta: _ Maptida:

Mapaokevdotnke: _ XpAon éwg:

AoBeviig / 86on / ouyvéTnTOo:

®OAAEN: 2-8 °C, peTd TNV enBeBaiwon KataAAnAdTnToC Yognc.
AvakrioTte/enavadlaone{peTe KAAG mpv and xprion.
©epuokpaoia yta To BUD autAg tng naptidag:
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Calamine lotion PO014

External use

Quantity: _ Batch: __

Prepared: _ Useby:

Patient / dose / frequency:

Storage: 2-8 °C, after confirming suitability for refrigeration.
Shake/redisperse well before use.

Temperature for this batch BUD:

References: [1], [10], [16]

v9 _controls / v9_controls

To aplBunTiké éplo oto apyeio elvat pévo 6pLo BLBALOYPAPLKAC avapopdc UTO TIC £LBLKEG TPODTOBETELC. Agv €xEL
oplotel BUD mpayuaTikig mopTidag Kat 6ev éyxouv napaydel petprioelc aw. H akplBrig abvBean, ta
TPOQTALTOOUEVQ, O MEPLEKTNG, N QUAAEN KoL Ta oTolxela EAEYYXOU TIPETIEL VO EYKPLOODV YL TN OUYKEKPLUEVN
epappoyr. H évap&n touv vmoAoylopol BUD eival n évapén tnc napaokevig. EQapudletal To GUVTOUSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO €AeyY0 BLdpKeELag HETA TO Avolypa. Ta dpla USP elval texviké mAaiolo kat dev
napovoldfovtal WG eEAANVIKY 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 KOl ayYAKH anddoon/opydvwaon otolxelwy TnG avaeepdpevng mNyng. Aev anoteAel enlonun petdgpaon fi €ykpLon Tou
€kdOTN.

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

Mnyéc koL mapanopunég / Sources and references

[1] FN/2003/PO/014 CALAMINA, LOCION DE

FN/2003  nAektpovikd kel{pevo pe NIPO 2020/2022 / electronic text with NIPO 2020/2022 | PDF pp. 2-4 | master formula | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2003_po_014.pdf

[2] FN/2003/PA/013 GLICEROL

Awabéoipo kelpevo / Retrieved text | PDF pp. 1-2 | raw material or occupational | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_013.pdf

[3] FN/2003/PA/008 CALAMINA

Awabéoipo kelpevo / Retrieved text | PDF pp. 1-2 | raw material or occupational | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_008.pdf

[4] FN/2003/PA/028 OXIDO DE ZINC

Awabéoipo kelpevo / Retrieved text | PDF pp. 1-2 | raw material or occupational | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_028.pdf

[5] 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
[6] PN/L/FF/008/00 ELABORACION DE SUSPENSIONES

Awabéoipo kelpevo / Retrieved text | PDF pp. 1-6 | preparation sop | 2026-09-10

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-formas-farmaceuti
cas/pn_|_ff_008_00.pdf

[71 PN/L/CP/001/00 DETERMINACION DE PH
Awabéoipo kel{pevo / Retrieved text | PDF pp. 1-5 | gc method | 2026-09-10

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-control-de-producto/pn_I_cp_001_
00.pdf
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[8] FDA - Testing of Glycerin, Propylene Glycol, Maltitol Solution, Hydrogenated Starch Hydrolysate, Sorbitol Solution, and Other High-Risk
Drug Components for Diethylene Glycol and Ethylene Glycol

May 2023, revision 1 | Recommendations; section on pharmacy compounding | raw material quality | 2026-09-12
https://www.fda.gov/media/167974/download

[9]1 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

[10] 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
[11] EMA - Questions and answers on propylene glycol used as an excipient, EMA/CHMP/704195/2013
9 October 2017 | Sections 1-3 and annex | ingredient facts | 2026-09-12

https://www.ema.europa.eu/en/documents/scientific-guideline/questions-and-answers-propylene-glycol-used-excipient-medicinal-products-hu
man-use_en.pdf

[12] FN/2003/EX/025 SOLUCION CONCENTRADA DE HIDROXIBENZOATOS

2003 | PDF pp. 2 | master formula | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2003_ex_025.pdf

[13] MHLW - Japanese Pharmacopoeia XVIII: Propylene Glycol

JP XVIII, 2021; English text | Printed p. 1600; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[14] 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

[15] 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

[16] 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
[17]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
[18] 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
[19] 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
[20] USP - General Chapter <795> FAQs (official, updated 1 November 2023)

Updated 1 November 2023; retrieved 14 October 2026 | Q52, Q61-64; use with the applicable full chapter | Water-activity classification,
component dating and BUD documentation; general professional framework, not a Greek legal adoption or formula-specific study |
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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