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CGR-BP-001 | 10.0

YOoaTIKA Kpépa KaAapivng

Aqueous Calamine Cream

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 4049
Calamine

OEe(6lo yevdapyLpou 309
Zinc oxide

Yypr napaeivn 200 g

Liquid paraffin

AUTOYAAAKTWHATOMOLOOUEVOC UOVOOTEATIKOG YAUKEPUAEDTEPQC 509
Self-emulsifying glyceryl monostearate

FAAQKTWHATOTOLOG KNPOG KETOUAKPOYOANG BP 509
Cetomacrogol emulsifying wax BP

dawvoguatbavoin 59
Phenoxyethanol
KekaBapuévo 0dwp, mpdopaTta BPaouévo Kat YuxOév g.s.ad 1000 g

Freshly boiled and cooled purified water

MpoanaiToVpeva / Prerequisites

CGR-BP-010 Cetomacrogol Emulsifying Wax

Meplypa@n okevaopatog / Preparation description

Kpéua: Yootk Kpéua KaAouivng. Mpdobeta KpLTAPLO ELPAVIONG BEV TEKUNPLWVOVTAL OTO EEETAOBEY ELO6LKO
Ke{uevo.
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Cream: Aqueous Calamine Cream. Additional appearance criteria are not established by the specific text
reviewed.

References: [1]

Apaon kai xpon / Action and use

H kaAapuivn/to ZnO tng oOVBeoNG €XEL MPOOTATEVTLKY KAl OTUTITIKY depUaTIKA §pdon KATA TIC Hovoypapleg Twv
OLOTATLKWY. H mAnpogopia avtr 6ev kaBopl(Cel pévn NG TNV €vdelEN 1} oooAoyia Tov GLVOALKOD PiyHaTOG.

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], [3]

Mpobiaypagéc / Specifications
Zn: 4.3-5.2% m/m
Zn: 4.3-5.2% w/w

References: [1]

®wg / Light

Agv TOPEYXETAL EWBLKA PWTOOTABEPATNTA TOL TEALKOL TPOI6VTOC. H amattoluevVn pwTonpootacia Tov MEPLEKTN,
€pboov opiCetal, avagépetal atn POAAEN.

Finished-product photostability is not specified. Any required container light protection is stated under Storage.

References: [1]

Aépac kal oEeidwon / Air and oxidation

Agv mopéxetal HEAETN 0EWBWTIKAG oTaBepdTNTAG TOU TEALKOU UiypaTog o0TE anaitnaon adpavoldg atudoealpag.
Tnpeltal o mepLéKTNG TNG MNYHAG.

No oxidative stability study of the finished mixture or inert-atmosphere requirement is provided. Use the source
container.

References: [1]

Nepo kat SuaAvtoTtnTa / Water and solubility

H kaAapivn eivatl mpakTikd adldAvtn og vepd.

ZnO: npakTIkd adldAvto og vepd.

®awvogualbavoin: daAvtétTnTa o€ vePS 25 g/L atoug 20 °C, pH 7. H katavour tTng oTiG @ACELG TNG KPEUAG BEV
TMPOKUTTEL HéVo amd TN GUVOALKH TIEPLEKTIKOTNTA.

Yypr] napaeivn: n avtiotolyn kabapr mpwTn OAN KaTd JP lval MPakTIK& adldAutn oTo vePd.

Calamine is practically insoluble in water.

ZnO: practically insoluble in water.

Phenoxyethanol: water solubility 25 g/L at 20 °C, pH 7. Its phase distribution in a cream cannot be inferred solely
from total concentration.

Liquid Paraffin: JP classifies the corresponding pure raw material as practically insoluble in water.

References: [2], [3], [5], [7]

Yypaoia / Humidity

Agv dlveTal aplBunTiké dpLo oxeTikig vypaciag yla To TeAkd okeDaopa. ATtogebyovTtal SLaBpoxr MPWTWY LAWY
KOl HETOPOPA CUUMUKVWHETWY OTOV MEPLEKTN.
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No numerical relative-humidity limit is given for the finished product. Prevent raw-material wetting and
condensation entering the container.

References: [1]

Oeppokpacia / Temperature

®avoEualbavoin mpwTNE VANG: onuelo avdeAeEnc 126 °C Kat anuelo Céoewg 244,3 °C katd SCCS. Autd elval
(QLOLKOXNMLKE XapaKTNPELOTLKA Kat 6ev opiCouv Beppokpacia UAAENG TNG KPEUOAC.

Phenoxyethanol raw material: SCCS reports a flash point of 126 °C and boiling point of 244.3 °C; these do not set
the cream’s storage temperature.

References: [5]

pH kat cvpBatoéoTnta / pH and compatibility

H kaAapivn avtidpd pe oféa, e ékAvan agpiov.
ZnO: dloAbeTaL o€ apatd avépyava ogéa- pe Atnapd oEa axnuaTiCel odnwveg.

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

References: [2], [3]

AAAec aAAnAemidpaoelg / Other interactions
dawoguatbavorn: avTidpd pe Loxupd oelBWTIKE.
Phenoxyethanol reacts with strong oxidants.

References: [6]

Eldika otolxeia cvotaTtikwy / Ingredient-specific information

KaAouivn tng avageepduevng nmpodlaypaenc: Baotkdég avBpakikdc wevddpyvpog ue (xvn o&ewdiov Fe(lll). H
Kook{vian kot AeloTp{Bnon HELWYOLY CUOCWHATWHATA. XPNOLUOTOLHOTE HOVO TO CLOTATLKO SLaBPOXAC KAl TN
oelpd Tov mediov MapaoKeLA: UNV MPOCGOETETE PN avaypaeduevn MoALSAN A MpdaobeTto vypPo.

OEe(dl0 yevdapylpou: eAa@pLd, Aeukr £€wWC vIToK{TPLVN, AUOPEN KOVIC XWPIC cLOCWHATWHATA. AldADETAL O apaLd
avépyava oEéa Kal pnopel va avtidpdost e Autapd oféa tng Bdong oxnuatifovtag dAata yevdapylpou.
dawoguatbavérn (CAS 122-99-6): dxpwuo, EAaWdEG LYPS- oxeTikA ukvéTnTa 1,11 otoug 20 °C kot log Pow 1,2.
H daAvtdtnta o vepd elvat 25 g/L otoug 20 °C kot pH 7.

Yypr napaeivn: mpwtn OAN LE XoPAKTNPELOUS SLAALTOTNTAG OTO VEPD «TMPAKTIKE adldAvtn» Katd JP.
®avoEualbavoin otn cLYKEKPLUEVN obvBeon: 0,5% m/m cuvoAlkd. H ouykévtpwan avth 6ev anoTteAel and pévn
NG 60K anoteAeopaTikdTNTAG CLVTHPENONG.

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.

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.

Phenoxyethanol (CAS 122-99-6): colourless oily liquid; relative density 1.11 at 20 °C, log Pow 1.2; water solubility
25 g/Lat 20 °Cand pH 7.

Liquid Paraffin: raw-material water solubility is classified as practically insoluble by JP.

Phenoxyethanol in this formula: total 0.5% w/w. Concentration alone is not a preservative-effectiveness test.

References: [11, [2], [3], [5], [7]
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NMpootacia epyalopévwy / Staff protection

®avofualBavoAn: MPOoTATEVTIKA yavTia Kat evdupaacia, yvaAld aopaAelag, agplondc: amopuyr dnutovpylag
otayovtdiwv/ouixAng.

Kabapr HOKpLUPAVLIKN EpyaoTnplakn evdupaoia, KEAALYN HAAALWY Kol YAVTLa KAaTd Tov XELPLoUS. AAAQYH YOVTLWV
METE and enudAvvon/eBopd.

Xelploteite TN COyLON Kot AstotpiBnon oe xwWpo/dldtagn nov neplop(Cel Sraomopd Koviwy, e mpootacia
0POAANWY: 0 TUTOG AVATIVELOTLKAG pooTaciag kabopietal and Tn cuyKeKPLEVn £KOeON.

Phenoxyethanol: protective gloves, clothing and safety goggles; ventilation and prevention of mist generation.
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: [11], [4], [6], [8]

EKTipnon kKivéovovu / Risk assessment

dawvogualbavdéAn: anoppoedtal amnd To dépua Kal pnopel va epedioel pdTia, SEPUA KOL AVATIVEVLOTLKO.
YuyKeKpLUévn mapTida avagopdc: 1000 g. Mpwto ovotaTtikéd: KaAauivn, 40 g. EAéyEte aveEdpTnTa TN XNULKA
Hop®r, TIG HOVEDEG Kal KABE KALHAKwWaonN TPy and CoyLan.

EAéyETe oelpd mpoadrikng, Slapopd Bepuokpaoiag pdoewy Kat opoloyEveLla HETA TNV YOEN. AlaXwPLopoG pAoewY
propel val aAAGEEL TOTILKI TMEPLEKTIKOTNTA KOL KATAVOUR oLvTNPENTLKOL- 6ev anokabiotaTtal avbaipeta pe
npdéaBeTo vePOS 1] YOAOKTWHOATOMOLNTH.

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

©epuLkd aTddl0 TNG oLyKeKPLPEVNG Bladikaalac: eAEyETe BepudPETPO, TPOTIO BEPUAVONG, XPOVLKH SLdpKeLa Kot
amopuyr uePBEpuavonG/anwWAeLag dLaAdTn. To TéAog avAutEng dev TavtileTal pe TeEKUNPLWPEVN YOEN 1 A PN
opoyevomnoinon.

Znuelo eAéyxouv amodéapevong: eEAEYETE CUOOWHATWHATA, KPUOGTAAAOLG, TOTILKEG BLOAPOPEC LPNAG KAl EAEVBEPO
LYPS HETE TNV OAOKARPWON TNG UEBSBOL. KaTtaypdyTte yewpeTpla avduEng, péyebog maptidag Kol MPAYHATIKES
Bepuokpaoieg: peTapopd aplOuol oTPOPWY 0 GAAO VOULKTHPA dEV amodelkvieL Looduvapia.

MepLéxel KNTOOTEAPULALKA 1 KNTUALKH aAKOOAN: propel va mpokaA€éoel Tomkr depuatikr avtidpaon. A§loloyrjote
KOL T® OLOTATLKE TNG XPNOLomoloLueYNG Bdong.

Phenoxyethanol can be absorbed through skin and may irritate eyes, skin and respiratory tract.

Reference batch: 1000 g. First ingredient: Calamine, 40 g. Independently check chemical form, units and every
scale conversion before weighing.

Check addition order, phase-temperature difference and uniformity after cooling. Phase separation can alter local
strength and preservative partitioning; do not repair it arbitrarily with water or emulsifier.

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: 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.

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

References: [1], [6], [11], [13], [15]
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ZuvOnkec mapaockevng / Compounding conditions

Mpw and avdulgn: Tavtonoinon xNULKAG HOPeAC Kol apTidag kABe cuaTATIKOD, KaTaypaPr BEWPNTIKWY
MOCOTATWY KAt éAEYX0GC KaBapldTNTAC TOu EEOMALOUOD. OL BEpUoKPaOleEG Kal N oelpd MPoodrkNg elval AVTEC TNC
MopaKATW 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], [8]

Tekpnpiwon BUD / BUD rationale

Agv evtoni{oTtnke l8LKA MelpapaTiky SldpKeLa TTOL Vo KAADTITEL OAGKANPN TNV akPLR oOVBEDN, TOV TEPLEKTN KOl
TN HMKPOBLOAOYLKH KATAAANASTNTA.

EmAEYHEVOG YEVIKOG KavOvaG: €wG 35 NuéEPEG Yo LOATIKA HOPPH HE KATAAANAO GOOTNUA OLVTAPNONG TNV TEALKHA
obvBeon Kat pH. Xpnowdonotjote 20-25 °C, i 2-8 °C pévo étav n nnyr to enmttpénel/anottel Kat N popen
MoPAUEVEL KATAAANAN. Aev entapkel N ovopaoia evdc ouvtTnENTIKoL £4v aLTO €xel apalwbel, adpavorolndel
HeTa@ePBel o GAAN pdan.

Huepounvia xpriong = n evwpitepn emtpenth nUepopnvia and napaokevr + emAeyuévn dldpkela, AREELC TPWTWY
LAWY KoL TUXGY CLVTOPOTEPO TEKUNPLWHEVO Oplo. O Xpdvog HETA To dvolyua dev mapaTteivel To cLVoALké BUD. H
TeAKA NUEPOUNV{O CUUMANPWVETAL YLA TN CLYKEKPLUEVN TP TIBA HETE TOLG EAEYXOULG.

O yevikdG kavédvag anoteAel ouvTNPENTLIKS dpLo EMAOYAG Kol OXL MELPAMATIKA anddelgn otabepdTnTag TNG
nopTtidac. H katnyopia ovvdéeTal pe TNV TEAKA oOVBEDN, TN cuVTAPNON Kal TG EMTPENOUEVEG BEpUoKpaoieg. H
TR aw 6gv MPOoKOMTEL and TO M0G0 TO VEPOL | TNV AMWAELX KATA TNV Efpavan. MNa Tekunpiwaon xpnoluonotioTe
SOP-014 kat F-006- ywa €161krj aw, SOP-017 kat F-012.

Atevkpivion USP: 6ev anatte{tal pétpnon aw yla k&Be un otelpa napaockevr. H katnyopla pnopel va TekUnpLwOel
amnd Tnv akpLBr) cOvBeon Kal KATAAANAQ QVTIMPOCWTELTIKA apadelypata- dtav n cbvbeon elvat aBéBain A
oplakr, MPOTIMATOL EL6LKA HETPNON HE KATAAANAN LEBOBO. ZTNY napoloa €kdoan Hev umdpyel HeETPNMEVN aw OVTE
anodeapevpuévn moptida. H Sldpkela Tov TEALKOD OKELAOPATOC KaTtd Kavdva 6ev vepBaivel To evanouévov BUD
TWY EVOWHATWHEVWY YOANVIKWY Bdoswv/evBlapéowv. EEaipean xpetdletal eldikf attioAdynon étL dev
ennpedletal SUOPEVWG N PLOLKH, XNHLKA A HIKpoBLoAoyLKA oldTnTa. Kataypdyte YWPLoTd TEALKS 6pLo,
nUepounvia MUPAOKELAG TWVY EVOLOPETWY KAl TIpayHaTiky nuepounvia ARENG Toug.

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

Selected general rule: up to 35 days for an aqueous form appropriately preserved in its final composition and pH.
Use 20-25 °C, or 2-8 °C only where permitted/required by the source and compatible with the dosage form. A
preservative name is insufficient if it is diluted, inactivated or partitioned into another phase.

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], [10], [12], [14]

Mpoamaitovpeva / Prerequisites

Cetomacrogol Emulsifying Wax: CGR-BP-010
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Cetomacrogol Emulsifying Wax: CGR-BP-010

References: [1]

E€omAlonog / Equipment

Zuyo6¢ KaTtdAANANG eAdxLlotng C0ylong, youdi/omepog i opoyevomolntrcg, 6oxela avdulEng, ondTouvAeg,
BepudueTpo dtav vndpyxel O€puavan, 6pyava oyKoHETPNONG Yla MooOTNTEG 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£00o60¢ nmapaokevnc / Compounding method

TrAETte kNP6 KoL povooTeaTikd e0Tépa- mpooBéote mapapivn otoug mepinov 60 °C. AlaAdGTE TN QaALVoELALBAVOAN
oe nepinov 620 g 0Batog otoug 60 °C. MpoaBéoTte TNV EAALWON OTNY LBATIKA E&on Kal avadevoTe PéXPL YOENG.
ZuunAnpwote tn Bdon ota 930 g. EvowpaTWOoTE TIG AsLoTPLBNUEVEG KOVELG (70 Q).

Melt wax and monostearate; add paraffin at about 60 °C. Dissolve phenoxyethanol in about 620 g water at 60 °C.
Add oil phase to water phase and stir during cooling. Adjust the base to 930 g; incorporate the triturated powders
(70 g).

References: [1]

Napatnpnoclg / Observations
To avaAuTikd épLo agopd atolxelakd Zn, éxL ZnO.
The assay limit refers to elemental Zn, not ZnO.

References: [1]

MepLékTnG KalL cvokevaoia / Container and packaging

EmAoyn yia tomkr aEloAdynon: oteyavd cwAnvdplo fj 6oxelo NULOTEPEWY UE KATAAANAN emévduan. Mpwv and
MApwaon eAéyxovTat KaBapldTnTa, AKEPALOTNTA, OTEYOVOTNTA KAl CLUUBATAOTNTA LALKOD/MWHUATOC. H ELOIKNA
pHovoypa@io BEV TEKUNPLWVEL CUYKEKPLEVO EUMOPLKO TIEPLEKTN.

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]

MowoTikO6¢ éAeyxocg / Quality control

ZTaOULKEG mpoodloplopdg: Ama B€ppavaon 4 g xwplg ektivagn, anopdkpuvon Bdong/dvBpaka kat nopwaon oe
otaBepr pala. 1 g vroAe{ppatog tooduvvapel pe 0,8034 g Zn. To undAeLppa elvat K{tpvo Bepud Kat Aeukd Yuxpo.
H uébodog, to éplo anodoync, N MPAYHATIKN TIUA KoL 0 EAEYKTAC KaTaypdgovTal XwploTd oto F-005. Anotuyia
Kplowng mpodlaypa@rc odnyel o kapavtiva Kat dtepebivnon katd SOP-015- n emavadAnyn eAéyxwv xpeldleTal
attoAdynon.

Gravimetric assay: gently heat 4 g without spitting, remove base/carbon and ignite to constant mass. Each gram
of residue represents 0.8034 g Zn. The residue is yellow when hot and white when cool.

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], [13]
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®0Aagn / Storage

Ma dtdpkeLa mov anodidetal and yevikd kavéva, epapudletal ALV n Bepuokpacia TNG EMAEYHEVNG
Katnyoplag oto nedio BUD. H mnyr 6&v TekUNplwvel avbaipetec aAAayéc Bepokpaoiac.

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

References: [9]

A1aOeon / Dispensing

AldBeon pe cagry 066 xpriong, MEPLEKTIKOTNTA Kal nUepounvia xpriong. H moodtnta avd spapuoyr Kat n
oLXVOTNTA CLUUMANPWVYOVTAL COUPWVA UE TN CLVTAYH.

MepLéxel KNTOOTEAPLALKA 1 KNTLUALKH aAKOOAN- prmopel va mpokaA€éoel Tomkr depuaTik avtidpaon. A§loloyrote
KOL T® OLOTATLKE TNG XPNOLomolobueYNG Bdong.

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

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

References: [1], [15]

Enmionpavon / Labelling

Y6aTIKA KpEua KaAapivng

EEwTeptkry xprion

Mooétnta: _ Noptida:

Mapaokevdotnke: _ XpAon éwg:

AobBevric / 6éan / ouyvéTnTa:

®OAaEN:

©epuokpaoia yia To BUD autAg TtnG naptidag:

MepLéxel KNTOOTEAPULALKA 1] KNTLUALKH) AAKOOAN: prmopel va mPokaAEoeL Tomkr depuaTikr avtidpaaon. A§loloyrjote
KOL T® OLOTATLKE TNG XPNOLonoLlobuevNnG Bdong.

Aqueous Calamine Cream
External use

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

Temperature for this batch BUD:
Contains cetostearyl or cetyl alcohol, which can cause local skin reactions; include components of the selected
base in the assessment.

References: [1], [15]

v9_controls / v9_controls

To aplBunTiké 6plo oto apyeio elvat pévo 6plo BLBALOYPAPLKAC avapopdc UTO TIC £LBLKEG TPODTOBETELC. Agv €YEL
oplotel BUD npayuaTtikAg maptidag kat dev £xouvv nmapayOel petprioelg aw. H akplBric obvBeon, ta
TPOAMALTOVHEVQ, 0 TIEPLEKTNG, N POAAEN KAl T oTolxela eAEyYOUL TIPETEL VO EYKPLOOUY YL TN OLUYKEKPLUEVN
epappoyr. H €vap&n tou vmoAoylopol BUD eival n €vapén tng napaokevg. Epapudletal To GUYTONSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO €Aeyy0 BLdpKELaC HETA TO Avolypa. Ta dpla USP elval Texviké mAaiolo Kat dev
napovoldfovtal WG eEAANVIKY vouobeaia.
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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 andédoon/opydvwaon otolxelwy TnG avaeepdpevng mNyng. Aev anoteAel enlonun petdgpaon fi éykplon Tov
€KOOTN.

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 - Aqueous Calamine Cream

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/028 OXIDO DE ZINC

AwoBéotpo 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_028.pdf

[3] FN/2003/PA/008 CALAMINA

AwoBéotpo 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

[4] PN/L/PG/002/00 INDUMENTARIA

AwoBéotpo 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
[5] European Commission SCCS - Opinion on Phenoxyethanol, SCCS/1575/16

6 October 2016 | pp. 6-7; physicochemical data | ingredient facts | 2026-09-12
https://health.ec.europa.eu/system/files/2021-08/sccs_o_195_0.pdf

[6] ILO/WHO - International Chemical Safety Card 0538: 2-Phenoxyethanol

August 2003 | Hazards, prevention, physical/chemical properties | ingredient facts | 2026-09-12
https://chemicalsafety.ilo.org/dyn/icsc/showcard.display?p_card_id=0538

[7] MHLW - Japanese Pharmacopoeia XVIII: Liquid Paraffin

JP XVIII, 2021; English text | Printed p. 1477; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[8] 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

[9] 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
[10] 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
[11] 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
[12] 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

[13] PIC/S - Guide to Good Practices for the Preparation of Medicinal Products in Healthcare Establishments
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V)

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
[14] 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
[15] EMA - Excipients in the labelling and package leaflet, Annex Revision 5

Published 5 December 2025 | EN and EL worksheets: arachis oil, wool fat, cetostearyl/cetyl alcohol, chlorocresol | Current primary excipient
warnings; used as a scientific labelling reference, without claiming MAH obligations automatically apply to a compounded prescription |
2026-10-14

https://www.ema.europa.eu/en/documents/scientific-guideline/all-languages-annex-european-commission-guideline-excipients-labelling-pack
age-leaflet-medicinal-products-human-use-sante-2017-11668-revision-5_en.xIsx
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