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AAoL@R KaAapivneG 15% w/w

Calamine Ointment

BLBAloypagiki avagopd - Tomkr vtoBétnon / Reference monograph - Local adoption

MpoéAsvon kKat mpdéoRaocn otnv mnyn / Provenance and source access

BP: npoéAevon and ta napexdUeEVA aMooTAoPATA TNG avapepduevng €kdoong. H mpoéAsvon, n ékdoon Katl ta dpLa
TWY MOPEYXOUEVWY QATOCTIOOUATWY/BLBALOYPAPLKWY ava@opwy dlatnpolvtal. To ke{pevo elvat n mapexduevn Kat
avaBewpnpévn eyypaer Sikalias, éxt véa MApnG avadnuoaoievon Tov mpwToTUTNOL TNG MNYAG. NMpdoBacn oto

A PEC MPWTATLMO YIVETAL OTOV EMONUO €KEATN, HE TNV amattoOueVn ddeta fj cuvdpopr. Aev BnAWveTal 6TL
EKKPEUEC alTnua emavdyxpnong €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.

Z0v0eon avagopadc / Reference formula
Bdon / Basis: 1000 g

ZvoTaTLKO / Ingredient MoooétnTta / Quantity

KaAapivn 15049
Calamine
Aevkr BaleAivn 850 g

White soft paraffin

MNeprypagn okevadopatog / Preparation description

Alower): Adoler kaAauivng 15% w/w. MNpdobeta KpLTipLa epedviong dev TekUNPLWYOVTAL 0TO ££€TA0BEY €LOIKO
kelpevo.

Ointment: Calamine Ointment. Additional appearance criteria are not established by the specific text reviewed.

References: [1]

Apaon kai xpon / Action and use

H kaAapivn/To ZnO tnG 00VBEONG £XEL MPOOTATEVTIKY KAl OTUMTLKA SepUaTIKA §pdon katd TIg povoypaeieg Twy
OLOTATIKWY. H mAnpogopia avtr 6ev kaBop(Cel uévn tng TNV €vdelgn r 5oooAoyia ToL GUVOALKOD U{YUATOG.

The formula’s calamine/ZnO has protective and astringent cutaneous action according to the ingredient
monographs. This alone does not determine the indication or dosing of the complete mixture.

References: [11], [2]

Mpodiaypagic / Specifications
Zn: 7.8-9.4% m/m

Zn: 7.8-9.4% w/w

References: [1]
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®wg / Light

Agv mapéxeTal EL6IKA QWTOOTABEPSTNTA TOL TEALKOU TPOIOVTOC. H amatToOUEVN QWTOMPOOTAC(O TOV MEPLEKTN,
epboov opiCetal, avagépetal atn 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

Aev mapéxetal HEAETN 0EEWOWTIKAC 0TABEPOTNTAC TOL TEALKOD HiypaTtog o0Te anaitnon adpavolc atudéoealpac.
Tnpeitatl 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

H kaAapivn elvat mpakTikd adldAvtn og vepS/aBavOAn.
Aevkn BaleAlvn: n avtiotoxn kabapr mPpwTn VAN KaTd JP elval MPaKTIKE abL&ALTN OTO VEPD.

Calamine is practically insoluble in water/ethanol.
White Petrolatum: JP classifies the corresponding pure raw material as practically insoluble in water.

References: [2], [4]

Yypaocia / Humidity

Agv SlveTatl aplBunTkd éplo oxeTIKAG bypaciag yla To TeAkd okebaoua. AopedyovTtat daBpoxh MPWTWY LAWY
KL LETOPOPE 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

AEV TEKUNPLWVETAL EMTPENTH BepUOoKpaTLlaKkr andkAlon f} KOKAOC KaTtdywuEnc/anéyugnc. OL Bepuokpacieg
MOPACKEVHC Kol QUAAENC avapépovTal oTa avtioTolya medla.

No permitted temperature excursion or freeze-thaw cycle is established. Processing and storage temperatures are
stated in their respective fields.

References: [1]

pH kait cupBatéTnTa / pH and compatibility
H kaAapivn avtidpd pe oEéa, pe ékAvan agpiov.
Calamine reacts with acids, releasing gas.

References: [2]

AAAec aAAnAemidpaoselg / Other interactions

Agv opéxeTal MARPNG doKLUA cUPBATATNTAC TOL UiyHOTOC PE MPOoBeTA SPpaoTIKA 1] SlapopeTikd €kboxa. OL
LTIOKATAOTACELG analTolv XwpeLoTH Tekunpiwon.

No complete compatibility test with added actives or alternative excipients is provided. Substitutions require
separate evidence.
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References: [1]

EwbiIkd otolxeia ovotatikwyv / Ingredient-specific information

KaAapivn tng avagepduevng npodlaypadri: Baotkdg avBpakikdg wevddpyvpog pe (xvn ogediov Fe(lll). H
Kook{vian Kot AeLoTp{Bnon HELWYOLY CUOCWHATWHATA. XPNOLUOTOLHOTE HOVO TO CLUOTATLKO SLaBPOXAC KAl TN
oelpd Tov nediov MapaoKeLv: PNV MPOCBETETE PN avaypaeduevn MoALSAn  npdaobeTto vypPo.

Aevkn BaleAlvn: mpWTN VAN HE XOPAKTNPELOUS SLAALTOTNTAC OTO VEPS «TPAKTIKA adldAvtn» Katd JP.

Calamine of the cited specification is basic zinc carbonate containing traces of iron(lll) oxide. Sieving and
trituration reduce aggregates. Levigate using only the component and sequence prescribed in this monograph’s
method; do not add an unlisted polyol or extra liquid.

White Petrolatum: raw-material water solubility is classified as practically insoluble by JP.

References: [2], [4]

MpooTtacia epyalopévwy / Staff protection

KaBapn pokpupdvikn epyaotnplakr evdupaoia, KEAvwn PaAALWY KoL YEVTLO KATA TOV XELPLOUS. AAAQYH YOVTLWV
META amnd emudAvvon/ebopd.

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

References: [1], [3], [5]

EKTipnon kKwvdéovovu / Risk assessment

ZuykekpLuévn napTtida avagopdc: 1000 g. Mpwto cvotaTtikd: KaAauivn, 150 g. EAEyETe aveEdpTnTa TN XNULKA
HOPOH, TIC HOVABEC Kal KABe KALUdkwan mpv and Joylon.

EAéyETe opoldpopen dlacmopd TNG 6PACTIKAG KAl AMOVC{d CLUOCWHATWHETWY PHETE TNV YOEN. YriepBEpuavaon,
eloaywyn vepol 1 aAAayr Bdong peTaBdAAoOLY TO TIPOPIA TNG MAPAOCKELAG: KATAYPAYTE MPayUaTIK anddoon Kat
QMWAELEG HETOPOPEG.

Kataypdyte yia tnv Tomkr avdAvon noagdtnta avd napaokevr, ouxvotnta epyaciog, didpkela avolkTol
XELPLOUOD, TBAVEG 0600G €KBEONG KL AMOTEAECUATIKOTNTO TWY HETPWY eAEYXOL. AuTd elval atolyela elgédouv
NG a&loAdynaong: 6ev amodibeTal MPOoYNUATIKOC TEALKOG BaOUSC KlvdOvou.

Znuelo eAéyxov amodéapevong: eAEYETE CUOOWHATWHATA, KPUOGTAAAOLG, TOTILKEG BLAPOPEC LPNAG KaL EAEVBEPO
LYPS HETE TNV OAOKARPWON TNG HUEBSBOL. KaTtaypdyte yewpeTpla avduEng, péyeboc maptidag Kol MPAYHATIKES
Bepuokpaoieg: peTapopd aplOUol oTPOPWY 0 GAAO AVOULKTHPA dEV amodelkvieL Looduvapia.

Reference batch: 1000 g. First ingredient: Calamine, 150 g. Independently check chemical form, units and every
scale conversion before weighing.

Check uniform active distribution and absence of aggregates after cooling. Overheating, water ingress or a
changed base alter the preparation; record actual yield and transfer losses.

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: inspect aggregates, crystals, local texture differences and free liquid after completing the
method. Record mixing geometry, batch size and actual temperatures; copying rpm to another mixer does not
establish process equivalence.

References: [1], [8], [10]

ZuvOnkec mapaockevnG / Compounding conditions

Mpw amnd avdulEn: Tavtonoinon xNUIKAG HOPYAC Kol MapTidac KABE cLOTATIKOD, KATAYPAPH BEWPNTIKWY
TOCOTATWY Kal EAeyx0oC KabapldtnTtag Tou eEonAlopol. OL Bepuokpaoaileg Kol N oelpd MPoaBAKNG elval avTéG TNG
napakdTw Sladikaoiag.
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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], [5]

Texkpnpiwon BUD / BUD rationale

Agv evTOMOTNKE €LOLIKA MELPAUATIKE SLEPKELX TTOL va KAAUTITEL OAGKANPN TNV akPLBr) oOVOean, TOV MEPLEKTN KL
TN HMKPOBLOAOYLKH KATAAANASTNTA.

EmAeyHEVOC YEVIKOG Kavovag: €we 180 nuépeg otoug 20-25 °C yia otepe 1§ Un LOATIKA PN MOOLUN HopPer], LE
TeEKUNPWHEVN aw <0,6. H apxikh nowdtnta/vypaoia, n npootacia and e{codo vepol Kat N QUOLKH KATAAANASTNTA
npénel va vrootnpi{Couv autr TNV Katnyopla.

Huepounvia xpriong = n evwpitepn emtpent nuepounvia and nmoapaokevr] + emAeyUévn dldpKela, AREELC MPWTWY
VAWV KoLl TUXOY CLVTOUSTEPO TEKUNPLWHEVO OpLo. O XpdvoG PHETA TO Avolypa 6ev mapaTteivel To cuvoAlkd BUD. H
TEALKA NUEPOUNVI{O CUUMANPWVETAL YL TN GLUYKEKPLUEVN TIOPTIBA HETE TOUC EAEYYOULC.

0O yeVIKOG Kavovag anoTeAel ouvtnpeNTIKS Oplo emMAOYAC KoLl OXL MELPaPATIKY anddelEn otabepdTnNTAC TNG
naptidag. H katnyopia cuvdéetal pe TNV TeEAKA abvBeon, Tn oLVTAPNON KaL TIG EMTPENOPEVEG Beppokpaaieg. H
TIUA aw 6gv MPoKOMTEL amd TO M0G0 TO VEPOU H TNV AMWAELX KATA TNV EApavan. MNa tekunpiwaon xpnolponoliote
SOP-014 kot F-006- yia €l6ikrj aw, SOP-017 kat F-012.

Atevkpivion USP: 6ev anatte{tal pétpnon aw yla kdbe un otelpa napaockevr. H katnyopla pnopel va tekunpLwoel
antd TNV akpBri obvBeon Kal KATAAANAQ AVTUTPOOWTELTIKE apadelypata- édtav n odvbeon elval aféBain A
oplakh, mpoTiHdTal 6K HETPNoN HE KATAAANAN HéBobo. ZTNV apoloa €kdoan Hev LTIAPYEL HETPNUEVN aw OUTE
anodeopevpévn noptida. H didpkela Tov TEAKOD OKELAOPATOG KaTd Kavdva dev unepPBaivel To evanopévov BUD
TWY EVOWHATWHEVWY YOANVIKWY Bdoswv/evBlapéowv. EEaipean xpetdletal €Ik attioAdynon 4tL dev
ennpedfeTal SBLOPEVWC N PLOLKH, XNHLKA 1] HkpoBLloAoylkr moldTnTa. KataypdyTte XwpeLoTd TeAKS dplo,
NUEPOUNVIX MAPAOKELHG TWY EVOLAPETWY KaL MPAYUATIKA nuepounvia ARENG TOLG.

No specific experimental period was located covering the complete exact formulation, container and
microbiological suitability.

Selected general rule: up to 180 days at 20-25 °C for a solid or nonaqueous nonoral-liquid form with supported aw
<0.6. Initial quality/moisture, exclusion of water ingress and physical suitability must support this category.
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
aw. Document using SOP-014/F-006; use SOP-017/F-012 for specific aw evidence.

USP clarification: aw measurement is not required for every nonsterile preparation. Category assignment may use
the exact composition and relevant representative examples; an uncertain or borderline formulation is best
assessed by a suitable specific measurement. This edition contains no measured aw or released batch. The final
preparation generally must not outlast the remaining BUD of its compounded bases/intermediates. An exception
requires specific justification that physical, chemical and microbiological quality is not adversely affected. Record
the final limit, intermediate preparation dates and their actual expiry dates separately.

References: [1], [7], [9], [11]

MpoanaiTobpeva / Prerequisites

Agv anatteltol xwploth B&on pe Kwdkd pNTpwov. Tuxdv eunoptkd dxnua MapapEveL To aKPLBEG KATOVOUACOHEVO
npotév tou nivaka.

No separately registered base is required. Any commercial vehicle remains the exact named product in the
formula table.

References: [1]
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EEomAlopoGg / Equipment

Zuyo6¢ KaTtdAANANG eAdxLotng C0ylong, youdi/omepog i opoyevonolnthg, doxela avdulEng, ondTovAeg,
BepudueTpo dtav vndpyxel O€puavaon, dpyava oyKopETPNoNG yla noodtTnTteg 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

AELOTPRAOTE AeNTA KOOKIWVIOPEVN KaAapivn pe pépoc tng BaleAlvng péxpt Asla mdota. EVOWUATWOTE oTadLlaKd
Tnv unéAounn Baon.

Triturate finely sifted calamine with part of the petrolatum to a smooth paste, then gradually incorporate the
remaining base.

References: [1]

Mapatnpnoelg / Observations

H teAwkr} mooétnta eival n Bdon tou mivaka cbvBeong. Kataypdeovtal mpayuaTikh andédoaon, Tuxdv anwAELEG Kal
amokA{oELG 0TO @UANO EKTEAEDNG.

The final quantity is the master-formula basis. Record actual yield, losses and deviations in the batch record.

References: [1]

MepLékTnNG KalL ovokevagia / Container and packaging

Emdoyn yla tomkr agloAdynaon: ateyavé cwAnvdaplo i doxelo nuLoTEPEWY pe KATAAANAN enévduon. Mpw and
MApwaon eAéyxovTal KaBapldTnTa, AKEPALOTNTA, OTEYOVOTNTA KAl CUUBATATNTA LALKOO/MWHUATOC. H ELOIKA
pHovoypa@ia 6EV TEKUNPLWVEL CUYKEKPLUEVO EUMOPLKO MEPLEKTN.

Selection for local assessment: tight semisolid tube or jar with a suitable lining. Check cleanliness, integrity,
closure and material compatibility before filling. The specific monograph does not validate a particular
commercial container.

References: [1]

MoloTik6¢ éAeyxocG / Quality control

Mopwon 1 g uéxpt dradoyikéc Cuyloelg va dlagpépovy =0,2%. 1 g vmoAs{ppatog = 0,8034 g Zn.

H péBodocg, to épLo amodoyrg, N MpayUa Tk T KoL 0 EAEYKTAG KaTtaypdeovtal xwploTd oto F-005. Anotuyia
kplowng npodiaypagric odnyel oe kapavtiva kat dtepebvnon katd SOP-015- n emavdAnyn eAéyxwv xpetdletal
aLtloAdynon.

Ignite 1 g until successive weighings differ by =0.2%. Each gram of residue equals 0.8034 g Zn.

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], [10]

®0Aa&n / Storage

lMNa 6ldpkela mov amnodidetal and yevikd Kavéva, epapudletal emmAéov n Bepuokpacia TNG eMAEYUEVNC
katnyoplag oto nedlo BUD. H nnyr 6&v Tekunplwvel avBaipetec aAlayéc Bepuokpaaiac.

For a general-rule duration, also apply the temperature of the selected BUD category. The source does not
support arbitrary temperature changes.
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References: [6]

AwaOeon / Dispensing

AldBeon pe oagr 066 xpriong, MEPLEKTIKOTNTA Kot NUEPOoUNvia Xpriong. H moogdtnta avd papuoyn Kat n
oLXVOTNTA CLUUMANPWYOVTAL COUPWVA LE TN CLVTAYH.

Dispense with a clear route, strength and use-by date. Complete amount per application and frequency from the
prescription.

References: [1]

EmioApavon / Labelling

Ahoer] kaAapivng 15% w/w

EEwTepkn xprion

Nocétnta: _ Moaptida:

Noapaokevdotnke:  XpAon €éwg:

AcBevrig / 66on / ouyvéTtnTa: _

®OAaEN:

©eppokpaoia yla To BUD auTtAg tng naptidag:

Calamine Ointment
External use

Quantity: _ Batch:
Prepared: _ Useby:
Patient / dose / frequency:
Storage:

Temperature for this batch BUD:

References: [1]

v9_controls / v9_controls

To apBunTiké 6plo oto apyeio elvat pévo 6pLo BLBALOYPAPLKAC avapopdc UTd TIC £LBLKEC TPoDTOBETELC. Agv €xEL
oplotel BUD mpayuaTikAc mopTidag Kat 6ev éxouv napaydel petprioelc aw. H akplBric obvBean, ta
TPOATMOLTOOHEVQ, 0 TIEPLEKTNG, N POAAEN KAl T oTolXela EAEYYOUL TIPETEL VO EYKPLOOUY YL TN OLUYKEKPLUEVN
epappoyn. H évap&n tou vrmoAoylopol BUD sival n évapEn tng napaokevic. EpapudleTal To CLVTOUOTEPO
TEKUNPLWHEVO OPLO, HE XWPLOTO EAeyYO BLdpKeLlaG HETA TO dvotypa. Ta épta USP eival 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
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 ayYALKH andédoon/opydvwaon otolxelwy TnG avagepdpevng mNyng. Aev anoteAel enlonun petdgpaon fi €ykpLon Tov
€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] British Pharmacopoeia 2016 - Calamine Ointment

2016 | PDF pp. 1-1; user-supplied BP extract; URL is publisher catalogue, not the licensed full monograph | master formula | 2026-09-10
https://www.pharmacopoeia.com/

[2] FN/2003/PA/008 CALAMINA

AwoB€aipo kelpevo / Retrieved text | PDF pp. 1-2 | ingredient action | 2026-09-10

https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_008.pdf
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[3] PN/L/PG/002/00 INDUMENTARIA

Awabéoipo keipevo / 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
[4] MHLW - Japanese Pharmacopoeia XVIII: White Petrolatum

JP XVIII, 2021; English text | Printed p. 1501; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[5] 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

[6] 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
[71 lllinois 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
[8] 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
[9] 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
[10] 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
[11] 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
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