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Naota yevdapyvpouv Kat AlBavOpaKkoTIIoOT A

Zinc and Coal Tar Paste

BiBALoypa@lkr avagopd - Tomkr viobétnaon / Reference monograph - Local adoption

OploTIKA oLVVTAKTIKA anoégaon / Final editorial decision

To MPOAMALTOVMEVO TOL YOUAAKTWHUATOTIOLO0 KNPOU KAADTITETAL E PAPHAKOTIOWAKS AVLIOVIKO VALKO EYKEKPLUEVOL
TPOPNBELTH, HE anmodekTH MpayUa Tk mapTida Kot avTiotolylon meog Tn obvBeon avaopdc. Asv anatte(Tal va
avanapaxOel eowTePIKE 0 KNPSHG yia va epapuoaTel N povoypadia. To 6pLo 180 NUEPWVY MAPAUEVEL YEVLIKO LTO
npolmnobéoelg 6pLo Kat dev amnoteAel nelpapatikl otabepdTnta rj BUD ouvykekpipuévng nmoptidag. To duuAo
anoteAel 38% m/m TNG oOVOBEONG KAl EAEYXETAL WG TIPOG TNV KATAAANAN otdTnTa Kot vypacia. E&v n TeAkn
Katnyopla aw mopapével aBépatn, XPELGZETAL AVTUTPOCWTELTIKA HETPNGCN TNG TEAKNAC MAOTAG, JE KATAAANAN
npoetoldacia kot eElooppdnnon Selypatoc. EQapudletal To CLVTOUOTEPO TEKUNPLWHEVO 6pLOo,
guunEePLAaPBaVOEVOL TOL LTIOAELMOUEVOL BUD evowpatwpévng YOANVIKAG Bdong.

The wax prerequisite is fulfilled by an accepted lot of supplier-qualified pharmacopoeial anionic wax matched to
the reference composition. In-house wax manufacture is not necessary to implement this monograph. The
180-day figure remains a conditional general ceiling, not experimental stability or an assigned batch BUD. Starch
constitutes 38% w/w and requires appropriate quality/moisture control. If final aw category remains uncertain,
measure a representative finished paste using suitable sample preparation and equilibration. Apply the shortest
supported limit, including the remaining BUD of any compounded base.

Anaitoopeva tekpApla / Required evidence

KaBoplopévn Kat eYKEKPLEVN TOLdTNTA aviovikol KnpoL BP amd nmpounBeuth, pe ovuvdbn amodoxr mpayUaTkAG
noapTdag: eAeypéveg Aomég mpwTteg DAEG Kat akplBrig obvBean/dladikaaia avaeopdg.

Defined and approved supplier grade of anionic BP wax, with routine acceptance of the actual lot; accepted other
ingredients and the exact reference formula/process.

Actiodoynuévn Tagvounaon tTnG TEALKAC HOPQPHC, OPLOUEVOC TTEPLEKTNG KOl UAAEN, OpoLloyEveLx KoL eBLKO( EAgyxoL
™G MNYAG. MNa ocuvTNPOOHEVN LOATLKY HOPPH TEKUNPLWVETAL N KATAAANAGTNTA TOU CLVTNPNTLKOV 0TO TEALKS pH
KoL gTn ouvoALkr obvBeaon.

Justified finished-form category, defined container/storage, homogeneity and source-specific QC. For a preserved
aqueous form, justify preservative suitability at the final pH and in the complete composition.

Otav xpnowponote{tatl yaAnvikr B&on: mpaypatiki nuepopnvia mapaokevig, anodEéopsvuon Kat evarnopévov BUD
TNG. To véo TeALKS piypa dev undeviel tov xpdvo tng Bdong.

For a compounded base, record its actual preparation date, release and remaining BUD. The new final mixture
does not reset the base dating clock.

EAyxeTal N moldTnTA TOL APOAOL Kal N GuvAeela TNG TeKUNPIwoNG MPOG TNV TeAKH mdata. E4v n katnyopia aw
nopapével aBERatn, amaLTe{TAl AVTIMPOCWTELTIKA HETPNON KATAAANAQ €ELdoppomnuUévoL SelypaTod.

Check starch quality and relevance of evidence to the final paste. If the aw category remains uncertain, obtain a
representative measurement on a suitably equilibrated sample.
KpittApla kAeloipatog / Closure criteria

H epevvnTikf eEdpTtnon and ecwTteplkd napackevalduevo KNpd KAeveL pe pnTr xprion tTng kKaboplopévng
ayopacopévng gapuakomolakig motdtntag. H elogepxduevn amnodoyn napapével ouvAdNg amaitnon k&be
TPAYUATLKAG TOPOOKELAG.
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Close the research dependency on in-house wax by explicitly adopting the defined purchased pharmacopoeial
grade. Incoming acceptance remains a routine requirement of actual compounding.

H npayuatiky anodéopevon anattel oAokAnpwuévo apyelo noptidag, anodekTtd amoTEAECUATA TWY EQAPUOCLUWY
EAEYXWVY Kal LTIOYEYPAUUEVN EKT{UNON BUD UE TO OUVTOUOTEPO TEKUNPLWHEVO bplo.

Actual release requires the completed batch record, acceptable applicable QC and a signed BUD assessment
applying the shortest supported limit.

Agv e@apudletal aptBUNTIKS YEVIKS 6pLo éTav dev mAnpolvTal n avtiotown katnyopia, N ocuuPBatr Bepuokpaacia
1 N KATAAANASTNTA TNG 00VOeoNG. Néa €LOLIKE EAETN XPELATETAL Yo EMEKTACN ) YLA AVETIIALTO QLGLKOXNULKO
MPEOBANUA, OXL AMAWC yla TNV mapovaiacn evdc vnd mpodmoBEéaslg yevikol oplov.

Do not apply a numerical default unless its category, compatible temperature and formulation suitability are
supported. A new specific study is needed for extension or an unresolved physical/chemical concern, not merely
to present a conditional default.

Mebio epappoynic / Scope

TeAkr] ekdoTik andéeacn tng 14.10.2026. Aev anoTeAE(! MOTOMONTIKG EPYAOTNPLAKWY ATMOTEAECUATWY A
anodéopevan naptidag.

Final editorial decision dated 14 October 2026. This is not a certificate of laboratory results or actual batch
release.

Mnyéc koL mapanopunég / Sources and references

[1] USP General Chapter <795> FAQs, November 1 2023

Questions 52, 60, 61, 62, 63; printed pp.11,14
https://pages.usp.org/rs/711-SXF-172/images/HQS%20-%20USP%20GC%20795%20FAQs.pdf?version=0
[2] VVF manufacturer: Emulsifying Waxes

Product table: Vegarol EW 200; compare EW 100 and EW 300
https://www.vvfllc.com/EmulsifyingWaxes.html

[3] Croda Pharma manufacturer: Crodex A pharma

Product description and pharmacopoeia compliance
https://www.crodapharma.com/en-gb/product-finder/product/5530-crodex_1_a_1_pharma
[4] British Pharmacopoeia: Content Usage Licence for Individual Users

Sectionsl,4 and5

https://www.pharmacopoeia.com/single-user-online-licence

MpoéAevon kaiL mpéoBaocn oTnv Ny / Provenance and source access

BP: mpoéAevon amnd ta napexOUeEVA aMoondouaTa TS avapepduevng ékdoonc. H mpoéAevan, n ékdoaon kat ta dpLa
TWVY MOPEYXOUEVWY QTOCTIAOUATWY/BLBALOYPAPLKWY ava@opwv Slatnpolvtal. To kel{pevo elvat n napexduevn Kat
avaBewpnuévn eyypaer Sikalias, 6yt véa mApng avadnuooievon Touv MpwToTONoL TNG NNYACS. NpdoBacn cto
MARPEG MpwTdTULTO YiveTal aTOV EMioNUo €kOATN, e TNV anattoOuevn ddela i guvdpopr. Agv dnAwveTal 4Tt
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.

Z0vOeon avagopdc / Reference formula
Bdon / Basis: 1000 g
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ZvoTaTtiko / Ingredient MoocoétnTa / Quantity

FaAQKTWHATOMOLOC KNPdG BP 5049
Emulsifying wax BP

ABavBpakdmiooa 60 g
Coal tar

OEe{6lo yevdapyLpouv 60 g
Zinc oxide

AuvAo Tng BP 3809
Starch BP

Kitpwn BaleAivn 450 g

Yellow soft paraffin

Mpoamaitovpeva / Prerequisites
CGR-BP-015 Emulsifying Wax

Neprypa@n okevaopatog / Preparation description

Ndota: Mdota yevdapydpou Kat AtbavBpakdmaaac. MNPdoheTa KPLTHPLA ELPAVLONG BEV TEKUNPLWVOVTAL OTO
€EeTAOBEY £1OLkd Keluegvo.

Paste: Zinc and Coal Tar Paste. 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 kaBoplCel 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: [1], [2]

Mpobiaypagéc / Specifications
Zn0: 5.7-6.3% m/m

Zn0: 5.7-6.3% w/w

References: [1]

®wg / Light

Aev mapéxeTal 61K pwTooTABEPOTNTA TOL TEALKOD TIPOldVTOC. H amattolduevn 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 kalL oEeidbwon / Air and oxidation

Agv mopéxetal HEAETN 0EWBWTIKAG oTaBepdTNTAG TOL TEALKOU piypaTog o0TE anaitnan adpavoldg atudaealpag.
Tnpeltal o mepLEKTNG TNG MNYHAG.
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No oxidative stability study of the finished mixture or inert-atmosphere requirement is provided. Use the source
container.

References: [1]

Nepo kat SiaAvtotnTa / Water and solubility
ZnO: MpakTIKA adldAuTto og vepd Kat atBavoan.
ZnO: practically insoluble in water and ethanol.

References: [2]

Yypaoia / Humidity

Agv dlveTal apBPNTIKS dpLo OXETLKNAG LYPATI(AGC YL TO TEALKO oKkeDaOoUa. ATopebyovTal dLaBpoxr MPWTWY LAWY
KOl HETOPOPA CUUMUKVWHETWY 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

AgV TEKUNPLWVETAL ETILTPENTH BepPoKkpaolakr anmdkAlon  KOKAOG KaTtdywuEnc/andyuEng. OL Bepuokpaaieg
TMOPAOKEVAG Kal UAAENG avapépovTal oTa avtioTolya nedia.

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

References: [1]

pH kai oupBatétnta / pH and compatibility
ZnO: dlaAbeTal og apald avépyava oEéa- pe Aunapd oEéa oxnUaTICEL OATWVEC.
ZnO dissolves in dilute mineral acids and forms soaps with fatty acids.

References: [2]

AAAec aAAnAemidpaoelg / Other interactions

Agv napéxetal TAAPNS SoKLU cuuBaTdTNTAC TOU UiyHaTOoG HE MPdobeTa dpaoTIKE 1 dLagopeTikd €kGoya. OL
LTIOKATAOTAOELG amaLTOOY XWwPLoTh Tekunpiwon.

No complete compatibility test with added actives or alternative excipients is provided. Substitutions require
separate evidence.

References: [1]

Eldika otolxeia cvotaTtikwy / Ingredient-specific information

OEe(blo yevdapylpov: eAa@pld, Aeukr €WG LITOKITPLVN, AUOPPN KOVLC XWPIC CLOCWHATWHATA. AlCADETAL O apaLld
avépyava oEéa Kal pnopel va avtidpdoet pe Autapd of€a tng Bdong oxnuatifovtag dAata yevdapylpou.
JuotaTtikd TG Bdong CGR-BP-015: AaoupuAoBelikd vatplo: 1 g oe 10 mL vepol &ivel Slavyécg R LptdiCov dldAvua
Katd JP.

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.

Component of base CGR-BP-015: Sodium lauryl sulfate: JP describes a clear or opalescent solution of 1 g in 10 mL
water.

References: [2], [6], [7]
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NMpootacia epyalopévwy / Staff protection

Kabapr HoKpUPAVLKN EpyaoTnplakr evdupaoia, KEALYN HAAALWY KL YAVTLO KATA TOV XELPLOUS. AAAQYH YOVTLWV
META amnd emudAvvaon/ebopd.

Xelplotelte TN TOyLon kot AstotpiBnon o xwWpo/dldtagn mov neplopifel Slaomopd Koviwv, e mpooTaaia
0QOAAUWY- 0 TUTIOG AVATVELOTIKAG TIpooTtaciag kaBop(letal and tTn ocLYKeEKPLUEVN €KBEDN.

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], [3], [4]

ExTtipnon kivdovov / Risk assessment

ZuykekpLuévn naptida avagopdc: 1000 g. MpwTo cuoTaTkd: NaAaKkTwUaTonoldc knpdg BP, 50 g. EAéyETe
QVEEGPTNTA TN XNULKA HOPQH, TG HOVADBEC Kol KABE KALUAKwaon mpv amnd COyLon.

EAéyETe opoloyévela, oBwAoug, dlaxwploud Katl mpayuaTiky anddoon npwv and vnodlaipeon. H cuokevaoia mpénel
Vo ETILTPEMEL opoLdopen epapuoyr Xwplc eloaywyr vEPoL 0TO TMEPLEXOUEVO.

KataypdyTe yla TNV TOMKA avdAuon moodTnTa avd mapaokevr, ouxvotnTa epyaoiag, dtdpkela avolkTtol
XELPLOMOD, TBAVEG 00006 €KBEONG KL AMOTEAECUATIKOTNTO TWY HETPWY eAEYXOL. AuTd elval atolela elaédov
NG agloAdynaong: 6ev amodidetal MPooXNUATIKAC TEALKOG BaBUdC KlvdOvou.

©epuULlkd 0TAdL0 TNG oLyKeKPLPEVNG Bladikaalac: eAEyETe BepudPETPO, TPOTIO BEPUAVONG, XPOVLKH SLdpKeLa Kot
anopuyr LEPBEpUavVONG/anWAELAg dLaADTN. To TéEAoC avAulEng dev TavTileTal pe TeEKUNPLWEVN YOEN 1 A PN
opoyevormoinon.

Inueio eAéyxouv amodéapuevong: eAEYETE CUOOWHATWHATA, KPUOGTAAAOLG, TOTILKEG BLAPOPEC LPNAG KAl EAEVBEPO
LYPS6 HETAE TNV OAoKARpwaon TNG pEBSdoL. Kataypdyte yewpeTpla avdpgng, péyebog napTidag Kal MPAyHATIKEG
OepUOKPAO(EG: HETAPOPA apLlBUOD OTPOPWY 0 GAAO avaulkTApa dev anodetkviel Looduvauia.

MepLéxel KNTOOTEAPULALKA 1| KNTLUALKH AAKOOAN: umopel va mpokaAéoeL Tomky depuaTik avtidpaon. A§Loloyrjote
KoL T® OLOTATLKE TNG XPNOLomoLlobuevNG Bdong.

Reference batch: 1000 g. First ingredient: Emulsifying wax BP, 50 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.

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: [11], [9], [11], [13]

ZuvOnkec mapaockevnG / Compounding conditions

Mpw amnd avduEn: tavtonolnon XNUIKAG HopeAG Kal apTtidag kABe cuoTaTLKOD, KaTaypaer BEWPNTIKWY
TOOOTATWY Kal éAeyxoC KabapldtnTtag Tov eEonAlopol. OL BepuoKkpacleg Kal N oelpd MPoaBrikNg lval avTég TNG
napakdTw 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: [11], [4]
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Tekpunpiwon BUD / BUD rationale

To MPOAMALTOOEVO TOV YOAAKTWHATOTOLO0 KNPOD KAAOTITETOL E PAPUAKOTIOLAKS AVLIOVLIKO LALKO EYKEKPLUEVOL
MPOUNOeLTH, HE AnodeKTH MpaypaTikh mapTida Kat avTiotoixlon mpog tn obvBeon avagopdc. Asv anatte(Tal va
avamnopaxfel eowTEPLKE 0 KNPOG yla va epapuoaTel N povoypaia. To éplo 180 NUEPWV MAPAUEVEL YEVIKO LTIO
npolnoB£oelc dplo Kal 6ev amnoteAel melpauaTik otabepdtnTa j BUD ouykekplpévng noptidac. To duuAo
anoteAEl 38% m/m TNG obVOEONG Kal EAEYXETOL WG TMPOG TNV KATAAANAN motdTnTa Kot bypaoia. Edv n teAkn
katnyopla aw napapével aBéBatn, XPELGZETAL AVTUMTPOCWTEVTIKA HETPNON TNG TEAKAG NACTAG, HE KATAAANAN
npostolhacia Kat eELgoppdnnon delypatog. EQapudleTal TO CUVTOUOTEPO TEKUNPLWHLEVO OpLo,
OLUMEPAAUBAVOUEVOL TOL UTIOAELMONEVOL BUD evowpaTwHéVNG YaANVKAG Bdong.

The wax prerequisite is fulfilled by an accepted lot of supplier-qualified pharmacopoeial anionic wax matched to
the reference composition. In-house wax manufacture is not necessary to implement this monograph. The
180-day figure remains a conditional general ceiling, not experimental stability or an assigned batch BUD. Starch
constitutes 38% w/w and requires appropriate quality/moisture control. If final aw category remains uncertain,
measure a representative finished paste using suitable sample preparation and equilibration. Apply the shortest
supported limit, including the remaining BUD of any compounded base.

References: [12], [14], [15], [16]

Mpoamaittovpeva / Prerequisites

O aviovtkd¢ knpdc tng CGR-BP-015 kaAlmTeTal e TNV 066 ayopdc TG KaBopLonévne GopaKOTOWAKAG
nmotétntoc. Epdoov ypnotuomnote(tal n evdldueon CGR-BP-014, Kataypd@eTal N MPayUaTIKY anodéaueuan Kot n
S6laBéoun dldpkeld tng. H obvBean kat oL umdAolneg eEapTATELC TNG MNYAG dlatnpolvTal.

Fulfil CGR-BP-015 through procurement of the defined pharmacopoeial anionic wax grade. If intermediate
CGR-BP-014 is used, record its actual release and available dating. Source composition and other source
dependencies are retained.

References: [12], [14], [15], [16]

EEomAlopog / Equipment

Zuyo6¢ KaTdAANANG eAdxLoTng 0ylong, youdi/omepog i opoyevonolnTthg, doxela avdulEng, ondTovAEg,
BepudpeTpo dTav undpxel B€puavan, 6pyava OYKOUETPNONG YL MOoHTNTEG 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

TAETe kNPd aToug 70 °C- mpoaoBéoate nmiooa Kat 225 g BaleAivng péxpL mApoug TAENG. MpoaBéate TNV umdAoLrn
BaZeAlvn. WHETe aTtoug 30 °C, npoabéote TIg KéveLG b cuvexr avddevan Kat guvexioTte péxpL YOENC.

Melt wax at 70 °C; add tar and 225 g petrolatum until fully melted. Add remaining petrolatum. Cool to 30 °C, add
the powders with continuous stirring and continue until cold.

References: [1]

Napatnpnoclg / Observations

H teAkn moodtnta €ival n Bdon tou mivaka obvBeang. Kataypdeovtal mpayUaTtik anddoaon, Tuxév anwAELEC Kal
anokA{oELC 0TO QUAAO EKTEAEDNG.

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

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

EmAoyn yia tomkr aEloAdynon: oteyavd cwAnvdplo i 6oxelo NULOTEPEWY UE KATEAAANAN emévduan. Mpwv amnd
MApwaon eAéyyxovTtal KaBapldTnTa, AKEPALOTNTA, OTEYOVOTNTA KAl CUUBATATNTA LALKOD/MWHUATOC. H ELOIKA
pHovoypo@ia 6EV TEKUNPLWVEL CUYKEKPLUEVO EUMOPLKO TMEPLEKTN.

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]

MowoTikO6G éAeyxoG / Quality control

Mopwon 1 g Kat cuunAokoueTpla vmoAe{upatog ue EDTA 0,05 M og 0ELkd péoo, ELAEVOAN mopToKaA{/eEauivn. 1 mL
= 4,069 mg ZnO.

H uébodog, to éplo amnodoyxnc, N MPAYHATIKY TLUA KoL 0 EAEYKTAC KaTaypdgovTal XwpLtoTd oto F-005. Anotuyia
Kplowng mpodlaypa@rc odnyel o kapavtiva Kat dtepebivnon katd SOP-015- n emavdAnyn eAéyxwv xpeldleTal
alttioAdynon.

Ignite 1 g and titrate the residue with 0.05 M EDTA in acetic medium using xylenol orange/hexamine. Each mL
equals 4.069 mg ZnO.

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], [11]

®0Aagn / Storage

Ma dtdpkeLa mov anodidetal and yevikd kavéva, epapudletal enALov n Bepuokpacia TNG EMAEYHEVNG
Katnyoplag oto nedio BUD. H mnyr 6gv 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: [5]

A1aOeon / Dispensing

AldBeon pe cagry 066 xpriong, MEPLEKTIKOTNTA Kal nuepounvia xpriong. H moodtnTa avd epapuoyrn Kat n
oLYVOTNTA CLUUMANPWYOVTAL CUUPWVA LE TN CLVTAYH.

MepLéxel KNTOOTEAPULALKA 1 KNTLUALKH) AAKOOAN: puropel va MPokaAEoeL Tomkr depuaTikr avtidpaaon. A§loloyrjiote
KOL TQ OLOTATLKE TNG XPNOlponolobuevNnG 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], [13]
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EmioApavon / Labelling

Ndota yevdapydpou Kat AtBavOpakdmiooag

EEwTepkn xprion

MNoodétnta: _ Moaptido:

Moapaokevdotnke:  XpAon €wg:

AcbBevng / 8don / ouyvéTnTa: _

®OAOEN:

©eppokpaoia yla To BUD auTtAg tng naptidag:

NepLtéxel KNTOoTEAPUALKH | KNTUALKA OAKOOAN: pmnopel va mpokaAéoel Tomkh Seppatiky avtidpaon. AEloAoyroTe
KoL T® OLOTATLKE TNG XPNOlonolobuevNG Bdong.

Zinc and Coal Tar Paste
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], [13]

final_decision / final_decision

To MPOAMALTOVMEVO TOL YOAQAKTWHATOTOLO0 KNPOU KAADOTITETAL E PAPHAKOTIOWAKS AVIOVIKO VALKO EYKEKPLUEVOL
npopnBevTr, e anodekTr MpaypaTiky napTida kat avtioTolylon npog tn abvlean avagopds. Asv anatteltal va
avamnopaxdel eowTePLKE 0 KNPOG yia va eapuooTel N povoypaia. To éplo 180 NUEPWVY MAPAUEVEL YEVIKS LTIO
npolmnoBéoelg 6pLo kat dev amnoteAel nelpapatikl otabepdTnTa j BUD ouykekpluévng moptidag. To duuAo
anoTteAel 38% m/m TNG oOVOBEONG KL EAEYXETAL WG TPOG TNV KATAAANAN otdTnTa Kot bypacia. Edv n TeAkn
Katnyopla aw mapapével aBERatn, XPELAZeTal QVTUTPOOWTELTIKA HETPNON TNG TEAKAG MAOTAG, UE KATAAANAN
npoetoldacia kat eElooppdnnon Selypatog. EQapudletal To CLVTOUOTEPO TEKUNPLWHEVO OpLO,
OLUMEPAAUPBOAVOUEVOL TOL UTIOAELOEVOL BUD evowpatwuévng yaAnviknig Bdong.

The wax prerequisite is fulfilled by an accepted lot of supplier-qualified pharmacopoeial anionic wax matched to
the reference composition. In-house wax manufacture is not necessary to implement this monograph. The
180-day figure remains a conditional general ceiling, not experimental stability or an assigned batch BUD. Starch
constitutes 38% w/w and requires appropriate quality/moisture control. If final aw category remains uncertain,
measure a representative finished paste using suitable sample preparation and equilibration. Apply the shortest
supported limit, including the remaining BUD of any compounded base.

References: [12], [14], [15], [16]

AveEdpTNTN EAANVLKA KOl ayYALKH anédoon/opydvwaon otolxelwy TNG avaeepdpuevng nnyng. Aev anoteAel enlonun petdepaon i €ykplon Tou
€KOOTN.

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