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A)loL@R o&eldbiov pevdapyovpovu JP 20%
Zinc Oxide Ointment JP 20% w/w

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: 1000 g

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

OEe{blo yevdapyLpou 200 g
Zinc oxide
Yypr napagivn 309

Liquid paraffin

Aegvkr] aAowpri JP (CGR-JP-005) g.s.ad 1000 g
White Ointment JP (CGR-JP-005)

Mpoamaittovpeva / Prerequisites
CGR-JP-005 White Ointment JP

MepLypa@n okevdopatog / Preparation description
NA€LKA aAoLen.

White ointment.

References: [1]

Apaon kaL xpron / Action and use

AgppaTikr aAoler] LE MPOOoTATEVTIKG 0Eel(blo yevdapyvpou. H JP kaBopiCel moldtnTa Kat ghvOeon: dev kaboplCel
KAWLKH doogoAoyia otn cuykekpLpuévn povoypagia.

Cutaneous ointment containing protective zinc oxide. JP specifies quality and composition; this monograph does
not prescribe a clinical dose.

References: [1], [4]
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Mpobiaypagéc / Specifications

NA€LKH aAoLpr pE meEpLekTIKOTNTA ZnO 18,5-21,5% Katd pdla. Epapudélovtal ol doklpég Tavtomnoinong,
KaBapdtntag Kat npoadlopltopold tng JP. Agv dlvovtat 161k pH, apBunTkd LEWSEC A Xpdvoc xpriong.

White ointment containing 18.5-21.5% w/w ZnO. JP identification, purity and assay tests apply. No specific pH,
numerical viscosity or beyond-use period is given.

References: [1]

®wg / Light

Agv MapéxeTal 6K PWTOOTABEPOTNTA TOL TEALKOD TPOIOVTOC. H aMaLTOOUEVN QWTOMPOCTAC( TOV MEPLEKTN,
epooov opiCetal, avagépetal otn POAaEN.

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

References: [1]

Aépac kKat o€eidbwon / Air and oxidation

Agv ToPEXETAL HEAETN OEEWOWTIKAG 0TABEPOTNTOC TOL TEALKOU HiypaTog o0Te anaitnon adpavolc atudopalpag.
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 SiaAvtoTnTa / Water and solubility

ZnO: mpakTIKA adldAuTto ae vepd Kot atBavoAn.

Yypr napaeivn: n avtiotolyn kabBapr mpwTn VAN KaTd JP lval MPakTikd adldAvtn oTo vepd.

Juotatikd TnG Bdong CGR-JP-005: Agukr BageAivn: n avtioTtowyn kabapr mpwtn VAN KATA JP elvat MPakTIKA
abLdAuTn oTO VEPS.

ZnO: practically insoluble in water and ethanol.

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

Component of base CGR-JP-005: White Petrolatum: JP classifies the corresponding pure raw material as practically
insoluble in water.

References: [4], [5], [9], [10]

Yypaocia / Humidity

Agv SlveTatl aplBunTikd éplo oxeTIKAG bypaciag yla To TeAkd okebaoua. AogedyovTat dlaBpoxh 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 BepUoKpaaLlakr andkAlon fj KOKAOC KaTtdywuEnc/anéyugnc. OL Bepuokpaciec
MOPACKEVNAC Kol QUAAENC avapépovTal oTa avtioTola nedla.

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

References: [1]
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pH kai ovpBatétnta / pH and compatibility
ZnO: dlaAbeTal og apald avépyava oEéa- pe Aumapd oEéa oxnUaTICEL OATWVEC.
ZnO dissolves in dilute mineral acids and forms soaps with fatty acids.

References: [4]

AAAec aAAnAemidpaoelg / Other interactions

Agv napéxetal TAAPNG 6ok cuuBaTdTNTAC TOU UiyHaTOG HE MPdobeTa dpaoTIKA 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]

El8ika otolxeia cvotaTtikwy / Ingredient-specific information

AkpLBelc TavtéTnTEG: OEE(BLO PevdapyLpov / Zinc oxide; Yypr napaeivn / Liquid paraffin; Acukr} aAoler JP
(CGR-JP-005) / White Ointment JP (CGR-JP-005). XpnoLOTOLO0VTOL QOPHOKOTIOLUOKEG TIPWTEG DAEG TNG
nopaneunépevne ékdoong, e enaAriBevon CoA. Aev aAAdleL avBaipeta GAag, evuddTwaon f meplekTikéTNTA. H
noocdTNTA g.S. KATAypdeeTaL aTnv naptida.

OEe(blo yevdapylpov: eAa@pld, Aeukr €WC LITOKITPELVN, AUoPPN KOVLG XWPIC CLooWHATWHATA. ALCADETAL O apaLld
avépyava of€a Kal pmopel va avtidpdoel pe Aunapd of€a tng Bdong oxnuatiCovtag dAata wevdapylpov.

Yypr napaeivn: mpwtn OAN LE XOPAKTNPELOUS SLAALTOTNTAG OTO VEPS «MPAKTIKE adldAvtn» KaTd JP.

ZvotaTiké tng Bdong CGR-JP-005: Asgukr BaleAivn: mpw TN OAN PE XOPAKTNPLOUS dlaAvTdTNTAG GTO VEPD
«TPAKTIKE adLdAvTn» KaTtd JP.

Exact identities: Oge(blo yevdapyvpou / Zinc oxide; Yypr napagivn / Liquid paraffin; Acukry aioier JP (CGR-JP-005)
/ White Ointment JP (CGR-JP-005). Use pharmacopoeial raw materials of the referenced edition, with CoA
verification. Do not arbitrarily change salt, hydration state or strength. Record the actual g.s. amount in the batch.
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.

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

Component of base CGR-JP-005: White Petrolatum: raw-material water solubility is classified as practically
insoluble by JP.

References: [1], [4], [5], [9], [10]

ZuvOnkec mapaokevng / Compounding conditions

H JP dev mopéxel eOIKA aplOUNTIKA dpLa XWpPoL yla auth tn abvBeon. Oplote Tomkd SOP pe KATAAANAEG KOBAPEG
ouvBnkeg, éAeyxo Beppokpaciag kKot mPOANYN empdAvvong. H mpdtaon elval cuvTaKTIKOG KATAAOYOC EAEYXOUL.

JP provides no specific numerical room limits for this formula. Define a local SOP covering suitable clean
conditions, temperature control and contamination prevention. This is an editorial checklist.

References: [1], [2]

NMpootacia epyalopévwy / Staff protection

Kabapr mpootateuTikr evbupacia kat KAAVUHO KEQAARG Katd AEMPS PN/L/PG/002/00. Onouv undpyet mbavétnTa
MG, KaTdAAnAa ydvTia: npootacia avanvoric/oeOaAuwy émov o Xelplondg okévng To anattel. To akpLBEg
LALKS yavTLol, 0 aepPLodC Kat n mpootaoia avanvori¢ kabopilovtal and SDS kat Tomkr ekt{nnon ékBeong.
KaBapr pakpuudvikn epyaotnplakn evduvpoaoia, KAALYN HOAALWY Kal YEvTia KaTd Tov XELPLOPS. ANy YOV TLWY
pETE amnd empdAvvon/eBopd.

Xelplote(te tn COyLoN Kot Astotpi{Bnon o xwWpo/dldtagn nov neplopi(Cel Saamopd Koviwy, e mpooTaaia
0QOUALWY: 0 TOMOG AVANMVELOTIKAG MpooTaciag Kabopi(Cetal and Tn cuyKeKpLpévn €KOeon.
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Clean protective clothing and head covering under AEMPS PN/L/PG/002/00. Use suitable gloves where contact is
possible and respiratory/eye protection where powder handling requires it. Exact glove material, ventilation and
respiratory protection must follow the SDS and local exposure assessment.

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: [3], [6]

EKTipnon kKwvdéovovu / Risk assessment

H dlaonopd 20% otepeol anattel opoloyévela. Meploplote tnv ékBean oe okdévn ZnO. H avaAuTikA péBodoc
MEPAAUBAVEL aMOTEPPWON, 0EEa Kol appwvia Kat xpeldleTal EexwploTh eKTiNON KwdOvou.

YuyKekpLuévn nmaptida avagopdc: 1000 g. Mpwto cvotaTtikéd: OEe(dlo yevdapyvpov, 200 g. EAEyETe aveEdpTnTa
TN XNULKA Hoper, TIG HoVvAdeG Kal K&Be KALlMAKwonN mpwv and Joylon.

EAEyETe opoldpopen Slaomopd ThG SPAOTIKAG KAl Anouo{o CUCCWHATWHATWY PHETE TNV YOEN. YiEpOEppavaon,
eloaywyn vepoL i aAAayr Bdong HeTaBAAAOLY TO TMPOPIA TNG MAPACKEVAG: KATAYPAYTE MpayuaTik anédoon Kat
QMWAELEG METAPOPEG.

KataypdyTe yia TNV Tomkr avdAvon moagdTtnta avd mapaokevr, ouxvotnTta £pyaciag, SLdpKeLa avoLlKToD
XELPLOPOD, TIBaVEC 0600¢ €KBEONC KL ATIOTEAECHOTIKOTNTA TWY HETPWY EAEyX0L. AuTd elval otowxela etlcébouv
NG aloAdynong- 6ev amnodibetal MPooXNUATIKOG TEAKOC BaBuUdC KlwbOvou.

Znuelo eAéyyxou amnodéapevonG: EAEYETE CUOOWHATWHATA, KPUOTAAAOUG, TOTILKEG BLAPOPEG LG KAl EAEDBEPO
LYPO HETE TNV 0AOKARPWON TNG HEBGBOL. KataypdyTte yewueTpla avauéng, uéyeboc naptidag KoL MPAYHATIKEG
BEPUOKPAOIEG: HETAPOPA aplBUOD OTPOPWY 0 GAAO avaulkTApa dev anodetkviel Looduvauia.

A 20% solid dispersion requires homogeneity. Limit exposure to ZnO dust. The analytical method involves
ignition, acids and ammonia and requires a separate risk assessment.

Reference batch: 1000 g. First ingredient: Zinc oxide, 200 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], [12], [14]
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Tekpunpiwon BUD / BUD rationale

Agv gvtoni{oTnKke €L8LKA MELPAPATIKA SLEPKELX IOV Vo KAAOTITEL OAGKANPN TNV akPLBA glvBeon, TOv MEPLEKTN Kal
TN HLKPORLOAOYLKH KaTaAANASTNTA.

EmAeyEVOG YEVIKOG Kavovag: éwg 180 nuépeg atoug 20-25 °C yla otepen | 1IN LOATIKA PN MOOLUN HoPPH, UE
TEKUNPLWHEVN aw <0,6. H apxikh modtnta/vypaoia, n mpootacia and e(codo vepold Kat N uOLKA KATAAANASTNTA
npénel va vmootnp{Couv avtr TNV Katnyopia.

Huepopnvia xpiong = n evwpitepn emtpentr nuepopnvia and napackevr + emAgyuévn dldpketa, AREELG MPLTWY
VAWV KoL TUXOY CLUVTOUSTEPO TEKUNPLWHEVO OpLo. O Xpdvog PETA To dvolypa 6ev napaTteivel To cuvoAlkd BUD. H
TEAKH NUEPOUNVI{O CUPTANPWVETAL YLO TN OLYKEKPLUEVN TMapT{Ba HETA TOUG EAEYXOULC.

O yevikdg kavédvag amnoteAel ouvTNPENTLIKO dPLo EMAOYAG Kot OXL MELPAMATIKA anddelgn otabepdTnTag TNG
naptidag. H katnyopla ouvdéeTal pe TNV TEAK o0vVBeon, TN CLVTAPNON KoL TLG EMTPENOUEVEG BEpoKkpaoiec. H
T aw 6gv mMPoKOTTEL and To MocoaTd vEPODL 1 TNV anWAsLa Katd TNy EApavan. MNa tekunpiwon xpnollonotioTe
SOP-014 kot F-006- yia 16ikry aw, SOP-017 kot F-012.

H USP 6ev anattel pétpnon aw og kdBe un otelpo napaockedaopa. H tekunplwuévn tagwéunon tng
OLYKEKPLUEVNC a0vBeang unopel va xpnotpomnole{tal wg 0dnydc: kataypdeeTal pntd we ekTiunon Kat éxt wg
pétpnon. Auei{BoAn 1 oplakr Tagwéunon anattel €16Lkd TEKUAPLO | KATAAANAN HéTPnon. H nuepounvia TeALKOO
okevdopatog dev vepPaivel Tn dlaBéoun nuepopnvia TWv N MAPACKEVAOUEVWY CUOTATIKWY/BACEWY, EKTOC av
€xeL voBeTnOel emapkAg 16K TeEKUNPlwon yla TNV akpLBr TeALK obvBean.

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 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], [11], [13], [15]

Mpoamaitovpeva / Prerequisites
White Ointment JP: CGR-JP-005
White Ointment JP: CGR-JP-005

References: [1]

EEomAlopog / Equipment

Zuyo6¢ KaTtdAANANG eAdxLotng C0ylong, youdi/omepog i opoyevonolnthg, Soxela avdulgEng, ondTovAeg,
BepudueTpo dtav vndpyxel O€ppavaon, dpyava oyKopETPNONG yla noodtTnTeG mL.
BaBpovounuévo pHUETPO Kot KATAAANAQ PUBULOTIKA EAEYYOUL.

Balance with suitable minimum weight, mortar/pestle or homogeniser, mixing vessels, spatulas, thermometer for
heated processes and volumetric equipment for mL quantities.
Calibrated pH meter and suitable check buffers.

References: [1]
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M£00b0¢ mapaokevng / Compounding method

1. Noapaokevdote kat eAEYETe TN AcvKA Ahower JP (CGR-JP-005).

2. Zvuyiote Zn0 200 g, vypn mapagivn 30 g kat Bdon puéxpet 1000 g (BewpnTikd 770 g Bdonc).

3. Alaonelpete To ZnO oTa AMOPIAX OLOTATIKE KOl HaAGETE PEXPL OoLoYEVELD OOMQWYa e JP 11-4. H
Aglotpi{Bnon tov ZnO pe TNV mapaeivn mpwv tn otadlokh evowpudtwaon Bdong anoteAel mpoTELVOUEVN TOTILKA
eEelbikevan, mpog £ykplon, OxL EL6IKAE eMKLPWHEVO BAKA TNG Hovoypaplac.

1. Prepare and check White Ointment JP (CGR-JP-005).

2. Weigh Zn0O 200 g, liquid paraffin 30 g and base to 1000 g (theoretically 770 g base).

3. Disperse ZnO in the lipophilic components and knead until homogeneous under JP 11-4. Levigation of ZnO with
paraffin before gradual base incorporation is a proposed local implementation requiring approval, not a
specifically validated monograph step.

References: [1], [2]

Napatnpnoclg / Observations

H JP emutpénel GAAec Bdoelc and empépouc oLOTATIKE, XWPI(G £dW MOoOoTIKA €EcLdikevon. ZTo Mapdy emAEyeTal
QATMOKAELOTIKAE N pntrj obvBeon pe White Ointment JP.

H eEetaoBeloa Ny mapapével n ayyAkr JP XVII. H PMDA emBeBatwvel €kdoaon JP XIX otig 10 AnptAiov 2026 Kat
npoBAEneL ayyAlkr £€kdoan evTdg €Toug. ZTNY apoloa epyacio 5V OAOKANPWONKE GUYKPLON TOL MARPOLG TEALKOD
LOTIWVLKOL KELUEVOL OAWY TWYV OYETIKWV LOVOYPapLWY: dev dnAWwveTaL cuppdpewan ue JP XIX.

JP permits other bases using individual constituents without quantitative detail here. This record exclusively
selects the explicit White Ointment JP formula.

The reviewed source remains English JP XVIII. PMDA confirms JP XIX publication on 10 April 2026 and schedules
English publication within one year. This work did not complete a comparison of the full final Japanese text of all
relevant monographs; no JP XIX conformity is claimed.

References: [11], [16]

MNeplékTnNG KaL ovokevaoia / Container and packaging
EpunTtikd KAELOTOC EpLEKTNG (tight container).

Tight container.

References: [1]

Enmionpavon / Labelling

AMoLpr} o&eldlov wevbapylpou JP 20%

EEwTeptkry xprion

Mooétnta: _ Noptida:

Mapaokevdotnke: _ XpAon éwg:

AobBevric / 6éan / ouyvéTnTa:

®OAaEN: EpunTikd KAELOTS. Aev oplCeTal eldLk Bepuokpaaia f dldpkela xpriong.
©epuokpaoia yia To BUD autAg tng naptidag:

Zinc Oxide Ointment JP 20% w/w

External use

Quantity: _ Batch:

Prepared: _ Useby:

Patient / dose / frequency:

Storage: Keep tightly closed. No specific temperature or beyond-use period is prescribed.
Temperature for this batch BUD: __

References: [1]
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MowoTikOG éAeyxoG / Quality control

Tavtonolnon: anotéppwon delypatog 1 g+ k{tpwo umOAeLPpa €V BEPUW, AELKO HETA YOEN. To 6ELvo SLdAvua
vnoAe{ppaTtog divel Agukd ({Cnua pe eEakvavooldnpLkd(ll) kdAo. Kabapdtnta: ekTeAéoTE TNV MARPN dokur JP yila
aoB€0TLO, HayVOLo KOl AAAEC avépyaveG PooUiEeLg (delyua 2 g, 6Evn dLdAvon TEQpPag, avTEPATELS
0EQALKOU/QWOPOPLKOD PETA appwvia). Mpoodloplonds: anoTéepwaon akplBWG Juylopévwy mepimou 2 g, 6&vn
dldAvon kat apaiwon ota 100 mL. KAdopa 20 mL titAobote(tat ue EDTA 0,05 mol/L og puBulotiké pH 10,7,
delktng eriochrome black T. K&d6e mL avtiotolxel o€ 4,069 mg ZnO 010 KAdoUQ: ouvTeAEDTHG apalwong 5 ywa to
OULVOALKS delypa. Oplo 18,5-21,5% m/m. Anattovvtatl MARPNG JP Kot KATAAANAO AVaAUTIKS EpyaaTrpLo.

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.

Identification: ignite a 1 g sample; residue is yellow while hot and white on cooling. Its acid solution gives a white
precipitate with potassium hexacyanoferrate(ll). Purity: perform the full JP calcium, magnesium and other
inorganic-impurity test (2 g sample, acid dissolution of ash, oxalate/phosphate reactions after ammonia). Assay:
ignite an accurately weighed sample of about 2 g, dissolve in acid and dilute to 100 mL. Titrate a 20 mL aliquot
with 0.05 mol/L EDTA at buffer pH 10.7 using eriochrome black T. Each mL equals 4.069 mg ZnO in the aliquot;
dilution factor 5 applies to the full sample. Limit: 18.5-21.5% w/w. Full JP instructions and a suitable analytical
laboratory are required.

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: [11], [2], [14]

®0Aagn / Storage

EpunTikd KAELOTO. Aev oplCeTal l6IKA Oeppokpacia rj dldpkela xpriong.
Ma dtdpkeLa mov anodidetal and yevikd kavéva, epapudletal enALov n Bepuokpacia TNG EMAEYHEVNG
Katnyoplag oto nedio BUD. H mnyr 6gv TekUNpLwvel avBaipetec aAAayéc Bepokpaoiac.

Keep tightly closed. No specific temperature or beyond-use period is prescribed.
For a general-rule duration, also apply the temperature of the selected BUD category. The source does not
support arbitrary temperature changes.

References: [1], [8]

A1aOeon / Dispensing

Agppatiki xprion cOpewva pe agloAdynon eapuakomnolod/tatpol. H mnyn dev nmapéxel ouxvodTnTa, dLdpKELa
Bepamneiog f €16kEC MOLBLATPLKEG 0ONYleC. Agv BNAWVETAL OTELPATNTA.

YnoAe{ppata HaAKTIKOD 0€ polxa, EMBETUOLG 1| KALVOOKENAoUATA EMLTAXVVOLY TNV AvEPAEEN LEEOUATOG.
Anoguyr Kamv{opaTog Kat YOUVAG eAGYaG Katd tn xprion.

Cutaneous use following pharmacist/clinician assessment. The source provides no frequency, treatment duration
or specific paediatric directions. Sterility is not claimed.

Emollient residues on clothing, dressings or bedding accelerate fabric ignition. Avoid smoking and naked flames
during use.

References: [11], [7]

v9 controls / v9 _controls

To apBunTikd 6plo oto apxeio elvat pévo 6pLo BLRALOYPAPLKAC ava@opdc Lo TIC e6LIKEC poDMoBEoeLg. Agv €xEL
oplotel BUD mpayuaTtikAg maptidag kat dev £xovv mapaxOel petprioelg aw. H akplBric obvBeon, ta
TIPOATALTOVHEVA, O MEPLEKTNG, N GOAAEN Kal Ta ogTolyela EAEYXOUL TIPETMEL VO EYKPLOOUY YLa TN CLUYKEKPLUEVN
epappoyn. H évap&n touv vrmoAoylopol BUD eival n évapén tnc napaokevic. EQapudletal To GUVTOUSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO EAEyYO BLAPKELAC HETA TO Avolypa. Ta dpla USP eival Texviké mAaiolo Kat 6ev
nopovaldfovtatl WG EAANVIKH vouoBeaoia.
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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.
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