ZUVTAYOASYLO FAANVIKWY ZKELAOPATWY
EAANviIKO6 Formulary Sikalias

Noo16v kaAapivne PO014
Calamine lotion PO014

CGR-ES-065 * Ekboaon / Version 4.0 « 10.09.2026

MpwTtoBouvAia GUAAOYAG LALKOD amd £€yKupeg MNYEG, wG Bdon ywa tn dnuovpyla EAANVIkoO formulary.
2TaoWwOC Xp. ZIKAALAC.

An initiative collecting material from authoritative sources to lay the foundations for a Greek formulary.
Stasinos Chr. Sikalias.

AEATIO MPOZ TONIKH EFKPIZH — n avBevtia Tng mnyAg 6gv vmokaBloTtd Tnv €yKplon tng naptidag.
WORKSHEET FOR LOCAL APPROVAL — source authority does not replace batch approval.

Mnyrj / Source: FN/2003/PO/014 CALAMINA, LOCION DE * Al * FN/2003 * nAekTpovik6 Kel{pevo pe NIPO 2020/2022 / electronic
text with NIPO 2020/2022

AeAtio Tekunplwong mPo¢ TomLk emoTNUOVIKA €ykplon. Agv anoteAel emkupwpévn odnyia
anodéopevong napTidag.

Evidence worksheet for local scientific approval. It is not a validated batch-release instruction.

dappakoTeXVIKN popen / Dosage form
AgPUOTIKS EvoLW PN

Cutaneous suspension

AAAeg ovopaoieg / Other names
FN/2003/PO/014 CALAMINA, LOCION DE

Zuvvtayn / Master formula

Bdon unoAoylopo0 / Formula basis: 100 mL

A/  ZvoTaTiko / Ingredient MoooéTnTa Movabéa

A Quantity Unit

No

1 KaAapivn 8 g
Calamine

2 OEe(blo yevdapyLpouv 8 g
Zinc oxide

3 FALKEPSOAN 2 mL
Glycerol

4 Méypa pnevtovitn EX023 25 mL

Bentonite magma EX023
5 Kekabapuévo vepd g.s. ad 100 mL
Purified water

Mnyr obvBeong: [1]. g.s. = enapkri¢ moodTnTa - ad = PéXPL TEALKS oOVOA0. Aev peTaTpénovtal avbaipeta g og mL.
Formula source: [1]. g.s. = sufficient quantity; ad = to the final total. Do not arbitrarily convert g to mL.

Meprypagn okevaopatog / Preparation description

YTOAELUKO AEMTO Kal OTIAMVO EVOLWIPNUA UE XOXPAKTNELOTIKA oour. [1]

Whitish fine glossy suspension with characteristic odour.
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Apaon kaiL xpRon / Action and use
Avako0@Lon KvNouov/epebLouol 6€épuatod. [1]

Relief of itching/skin irritation.

MpodiLaypagécg / Specifications
YMOAELUKO AEMTO KAl OTIAMVO EVOLWIPNUA E XX PAKTNELOTIKA oour. [1]

Whitish fine glossy suspension with characteristic odour.

ZuvOnkec kKal mpo@uAaelc / Conditions and precautions

Ta otolyelo MPWTWY LAWY 8EV cLUVLOTOOY HEAETN 0TABEPOTNTAC TEALKOD OKELAOUATOG. «AEV
TEKUNPLWVETAL» BEV ONUAVEL «OTABEPO» 1] «ATPAAEC».

Raw-material information is not a finished-product stability study. “Not established” does not mean “stable” or
“safe”.

EvaioOnoia oto @wg / Light

Mo to teAkd okevaopa n nnyn opiCeL:
EpuNTIKA MAQOTLKE QLAAN, mpooTtaoia and ¢wg, <30°C. [1]

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

EvaioOnoia otov aépa / Air

Agv TeEKUNPLWVETAL €L8IKS oToLyelo 0TLG TINYEC oL e€eTdoTNKOV. ATTaLTE(TAL CUPTARPWON TIPLY ATO TOTILKA
éykplon, epbéoov elval KpIoo yla Tn ouyKeEKPLUévn mapaokevr. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.

EvaioOnoia oto vepo / Water

H yAukepdAn avaptyvoetal e vepd. Autd dev kaBoplCel pikpoBLoAoyikr oTaBepdTNTA TOU OKEVAGHUATOC.
H kaAapivn elvat mpakTikd adldAvtn o vepd/aBavoAn.
ZnO: MPAKTLIKE adLAALTO O€ vEPS Kat atBavoAn. [2, 3, 4]

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.

EvaioOnoia otnv vypacia / Humidity

Yypookorikr YAUKEPOAN- meplopioTte €kBeon NG MPWTNG VANG oTNV vypaaia. [2]

Glycerol is hygroscopic; limit raw-material exposure to moisture.

EvaioOnoia otn Osppokpacia / Temperature

Mo to teAlkd okebaopa n Ny oplCeL:
EpunTtikr mAaoTIKA @LEAN, mpootacia and ewg, <30°C. [1]

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

EvaioOnoia og pH / pH

H kaAapuivn avtdpd pe o&éa, pe EkAvan agplov.
ZnO: dlaAdeTal og apald avépyava oféa: e Amopd oEéa aoxnuatiCel odnwvec. [3, 4]

Calamine reacts with acids, releasing gas.
ZnO dissolves in dilute mineral acids and forms soaps with fatty acids.
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AAAec aovppBatoTnTeg / Other incompatibilities
FALKEPSOAN: emkivbuvn avtidpaon ue LoxLPd 0EEBWTIKA. [2]

Glycerol: hazardous reaction with strong oxidising agents.

Eldikég mAnpogopiec ovoTaTikwy / Ingredient-specific information

Glycerol: Yypookotikr YAUKEPOAN: TieploploTe €kBean TNG MPWTNG DANG oTNY LYpaoia.

Calamine: H kaAopuivn elvatl mpakTikd adldAvtn og vepd/atBavoAn.

Zinc oxide: ZnO: nmpakTikd abldAvTto gg vepd Kol atbBavoAn.

MpdkeLTal yla eMAEYUEVA OTOLXE(O TWY TAVTOMOLNUEVWY CUOTATLIKWY: OL OYXETLKEG evalabnoleg Kat
aovpuBatoTnTeC e€elbikebovTal ota avtioTtolya nedla. Asv anoteAel mAfpec SDS 6AWY Twv LAWY. [2, 3, 4]

Glycerol: Glycerol is hygroscopic; limit raw-material exposure to moisture.

Calamine: Calamine is practically insoluble in water/ethanol.

Zinc oxide: ZnO: practically insoluble in water and ethanol.

These are selected facts for identified ingredients; relevant sensitivities and incompatibilities are detailed in the
corresponding fields. This is not a complete SDS for every material.

ZuvOnkec MapaokKeVNG / Preparation conditions

To avtiotolxo PN AEMPS opiCel Beppokpaoio xwpouv 25 + 5°C kat oxeTkA vypaoia =60%, eKTOG av n
€LOIKA @OpuoLAa amattel dAAa. MpdkeLTal yia mepBAaAAov epyaoiac, éxtL yia Bepuokpaaia B€puavong n
QLAOENG.

TnpolvTaL n oelpd mpoaodbnkng, n Bepuokpaacia KoL oL xpdvol Tov avagépovtatl otn Altadikaaia
Noapaokevnc. H g8k povoypapia 6ev anoteAel mAfpN HEAETN KATAAANASGTNTAG TOL TOTILKOD
XWpov/eEomAlopoo. [1, 7]

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.

Mpo@uAd&eic mpoowtmikoL / Staff precautions

Agv poodlopiCovtal mAfipn MAM yia tTn ovykekpLLEvn @OppovAa. EMAEETE yavTia, MpooTaoia 0QBaAUWY
Kot HETpa EPLOPLOPOD €kBeonG amd Ta SDS Twv akpLBWY LAWY Kal TNV TomKA ekTt{unon kKwdovou.
ZUUMANPWHATLKO YEVIKS TTAa{olo AEMPS: kaBapr HaKpLUEVLKN epyaoTnplakr evBupaoia, KEAALYN MAAALWY
KOL OTOKAELOTIKA vTtodripata/modovdpla. Ze XELPLOPO KOVLWVY amalttoivTal KaTtdAANAN pootacia
HOTLIWV/ovamvorig: Ta yavtia aAAdlouv pe Spaoctnplétnta rj gOopd. H emAoyr] TOMou/vALlkoL yiveTtal amnd
SDS kat ekT{pnon kwdovvov. [1, 6]

Complete formula-specific PPE is not specified. Select gloves, eye protection and exposure controls using the
exact materials’ SDS and the local risk assessment.

Supplementary AEMPS framework: clean long-sleeved laboratory clothing, hair covering and dedicated
footwear/overshoes. Powder handling requires suitable eye/respiratory protection; change gloves with activity
or damage. Select the exact type/material using SDS and risk assessment.

Z1olxeia yia avaivon kivéodvou / Risk-assessment inputs

Agv TeKPNPLWVETAL MAAPNG €8k Ta&véunon kKwdivou yia auth tn eépuovAa. EEetdoTte SpaoTtikdTNTA,
okévn/agpdAvpa, aAlepyloydva, SLaAVTEG, HKPOoBLoAoYLKS KivBuvo Kat emudAvvon Bdoel Twv
MPAYHUATIKWY LAWY Kal Tne Sladikaaiag. H anovoia entoruavong v anuaivel anovaia kwwéovou. [1]

A complete formula-specific hazard classification is not established. Assess potency, dust/aerosol, allergens,

solvents, microbial risk and cross-contamination using the actual materials and process. Absence of a flag does
not establish absence of hazard.

Tekpnpiwon duapkelag xpRong / Evidence for beyond-use period

2 €B6ouddeC KaTd TNV MNYA.

H dudpkela tng mnyrig agopd tnv akplBr oovbeon, néBodo Kat cuokevaoia TnG. Agv elval nuepounvia
MENC auTAg NG MapTidag olte peTaPEPETAL O AANO €KBoyo/meEPLeKTIKOTNTA. H MpayHaTIKA NUEPOUNnvia
vnoAoy(Cetatl 0To KEVO QUAANO ekTEAEONG. [1]
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2 weeks according to the source.
The source period applies to its exact composition, method and packaging. It is not this batch’s expiry date and
cannot be transferred to another vehicle/strength. Calculate the actual date in the blank batch record.

EEapTtwpeveg Baocelg / Required bases
AEMPS EX023 Bentonite magma -» CGR-ES-057 [1, 5]

EvbelkTIKOG eEomtALOMOG / Indicative equipment

EvBelKTIKOC KATAAOYOC TIOL MPOKOMTEL amd TN HEB060: ZLYOG KATAAANANG BLAKPLTIKAC LKAvOTNTOAC,
MNeplékTeg KAt Opyava avaptEnG cupBotd pe Tao VAKKA. H emAoyh/kataAAnAdtnTta opifetal Tomkd. [1]

Indicative checklist derived from the method: Balance of suitable resolution, Containers and mixing tools
compatible with the materials. Selection/qualification is defined locally.

Awadikaoia mapaokevng / Preparation procedure

Napaokevdote EX023. ApatwoTe Ta 25 mL pdypatog ye 25 mL vepol. AvapuiEte kaAauivn, ZnO,
YAUKEPOAN Kal mepimov 25 g auTtol TOL APALWHIEVOL PHAYHATOG O€ opoloyevA doTa. EVOWUATWOTE 0TO
UTIOAOLTIO APALWHEVO PAYHa Kol TIPOOOE0TE To bOAoLTO VEPS éXPL TEALKO OyKo. [1, 7]

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.

NMapatnpnocls / Notes

Ta 25 g elvat vnonoodtnTa TOL ABN APALWHEVOL UEAYHATOC KoL SEV avTIKABLOTOOY Ta 25 ML apyLkol
EX023. To kOplo Ke{pevo napanéunel ge PN A0oewv aAAA To mepBAAAOV/Uoper o€ evalwpruata. [1]

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.

Zvokevaoia kat bALka / Packaging and materials

EpunTikh mMAQOTIKA @LAAN, mpootaoia amnd gwg, <30°C. [1]

Airtight plastic bottle, protect from light, <30°C.

Ynodertypa eTikétag / Label specimen
Aoaoldv kaAauivng PO014

MNeplekTikéTNTO/MAPAAAQYH: Moodtnta:
Naptida: Moapaokevn: XpAon €wg:
EEwTepikn xprion / External use

AoooAoyla/obnyiec:

®OAAEN: EpunTikr MAAOTIKA QLAAN, MpooTaoia and gwc, <30°C.

AvaklvAoTe npwv and tn xpron.

Avokivnote. Oyt KdTw TWY 2 €TWVY, 0 PATLA/BAEVVOYOVOULG/AVOLKTA TpadUaTA j LOALOUEVN
Sepuatonddela. OxL mépav 7 nUePWV XWPIC LaTpLk gUUBOULAR. [1]

Calamine lotion PO014

Strength/variant: Quantity:

Batch: Prepared: Use by:

EEwTeptkr xprion / External use

Dose/directions:

Storage: Airtight plastic bottle, protect from light, <30°C.

Shake before use.

Shake. Not under 2 years, on eyes/mucosa/open wounds or infected dermatoses. Do not use beyond 7 days
without medical advice.
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M£0obol eAéyxou / Quality-control methods

YNOAEVKO AEMTO KOL OTIATVO EVALWPNMO E XAPOKTNPLOTIKY OOUH.

JuunAnpwpaTikol €Ageyyol Tov PN mov mapaméuneL n nnyn:

Epgdvion kot pdgo/éykog. MNa oelpég naptidwv: Tayxdtnta kabifnong, Ewdeg RFE 2.2.8, oxeTkA
nokvéTnTa 2.2.5, pH Kot ptkpoBLoAoyikdg éAeyxog RFE 5.1.4.

pH katd PN/CP/001: Katd kavéva pétpnon oto delypa xwpic npoenegepyacia, ekTOG €0kriG 0dnylag. MNa
aKkpPLBA pétpnon e@apudleTal MOTEVOLOUETPLKN MEB0SOC RFE 2.2.3: oL Tawieg neplopifovtal og eAEYYOLC
mov dev anattoLy vynAr akpiBela. [1, 7, 8]

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.

®OAa&n / Storage conditions
Epuntikr mAaoTIKA @LEAN, mpootacia amnd ewg, <30°C. [1]
Airtight plastic bottle, protect from light, <30°C.

Elbi1kég 0bnyiec 61aBeong / Dispensing instructions

AvakioTe. OxL KATW TwY 2 £TWY, 0€ PATIO/BAEVWOYSVOLC/AVOLKTA TPAOUATA | MOAUCOHEVN
SepuatondBela. OxL mépav 7 nuePWV XWpPIC LaTpLk cLUBOULAR. [1]

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

BiBAloypag@ikég avagpopécg / References

[1] FN/2003/P0O/014 CALAMINA, LOCION DE. FN/2003 * nAekTpovikd ke{uevo pe NIPO 202072022 / electronic text with NIPO
2020/2022 PDF pp. 2-4. Al. EAeyyog / Checked 2026-09-10.
https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2003_po_014.pdf

[2] FN/2003/PA/013 GLICEROL. Awabéoiuo keipevo / Retrieved text PDF pp. 1-2. ALl. EAeyyog / Checked 2026-09-10.
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_013.pdf

[3]1 FN/2003/PA/008 CALAMINA. Awabéotpo keipevo / Retrieved text PDF pp. 1-2. Al. EAeyyog / Checked 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. Ata®éotpo Keipevo / Retrieved text PDF pp. 1-2. Al. EAsyxoc / Checked 2026-09-10.
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_028.pdf

[5] AEMPS EX023 Bentonite magma. See exact source Complete base monograph. Al. EAeyxoc / Checked 2026-09-10.
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2003_ex_023.pdf

[6] PN/L/PG/002/00 INDUMENTARIA. AwaB€otpo kelpevo / Retrieved text PDF pp. 1-5. Al. EAeyyog / Checked 2026-09-10.

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_|_pg_00
2_00.pdf

[71 PN/L/FF/008/00 ELABORACION DE SUSPENSIONES. Ataf£otuo ke(pevo / Retrieved text PDF pp. 1-6. Al. EAeyxog / Checked
2026-09-10.

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-for
mas-farmaceuticas/pn_|_ff_008_00.pdf

[8] PN/L/CP/001/00 DETERMINACION DE PH. Ala®£0iuo keipevo / Retrieved text PDF pp. 1-5. Al. EAeyyog / Checked
2026-09-10.

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-control-de-produc
to/pn_l_cp_001_00.pdf

Ol avaAuTikéG uéBobdoL ouvoyiCovTal. MNa eKkTEAETN amaLtToOVTAL Ta A PN TMAPATIEUNMOPEVA KEPAALA,
avTIOpOOTAPLA KOl KPLTHPLA KOATAAANAOTNTOC CLOTHHATOC.

Analytical methods are summarised. Execution requires the full referenced chapters, reagents and
system-suitability criteria.
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https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_l_pg_002_00.pdf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_l_pg_002_00.pdf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-formas-farmaceuticas/pn_l_ff_008_00.pdf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-formas-farmaceuticas/pn_l_ff_008_00.pdf
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https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-control-de-producto/pn_l_cp_001_00.pdf

®0AMNo COyLonGg / Weighing sheet

Huepounvia napaokevrc / Preparation date:

Ta MAPaKEATW CUPMANPWYOVTAL ATé TOV POPHUAKOTIOL) Yla TN OLYKEKPLUEYN TapTiBa.

The pharmacist completes the following for the actual batch.

A/ ZuoTaATIKO OewPNTLKA Mova MapTida AAEN OANgG Zuyio0cioa Ynoypaen
A Ingredient moooTNTA oa OANg Expiry TMoooTNTA Signature
No Theoretical Unit Material lot Actual weight

qty

YmoAoyiopoi / Calculations

YTOAOYLOTIKG O@aApaTa Kal antwAeleg / Calculation errors and losses
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Kataypagn ektéAeong KaL antodéopevong / Batch execution and release

Hupepopnvia mapaockeAG Kal KwdIkoc mapTidag / Date and batch number

YTMoAoylopHoG npepounviag xpnong / Actual BUD calculation

MNapatnpnoelg eEKTéEAEONG Kal antokAioelg / Process observations and deviations

AnoteAéopata eAéyxwv Kat agloAéynon / QC results and assessment

KataAAnAotnta Baocel eEAéyxwv / Suitability based on results

YnevOuvvog pappakomolog kat vroypagn / Responsible pharmacist and signature
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