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CGR-BP-026 | 10.0

Kpépa wevdapyvpou Kat tYOapupoAnG

Zinc and Ichthammol 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

IXOopUOAN 50¢g
Ichthammol
KnTtooTteapuAlkr) aAkodAn 309

Cetostearyl alcohol

Avudpn AavoAivn 100 g
Wool fat
Kpéua yevdapydpouv BP g.s.ad 1000 g

Zinc cream BP

MpoanaiToVpeva / Prerequisites
CGR-BP-028 Zinc Cream

Meplypa@n okevaopatog / Preparation description

Kpéua: Kpéua yevdapyvpou Kot LxOapupdAng. Mpdodeta KPLTAPLA ELPAVIONG BEV TEKUNPLLVOVTAL OTO EEETAOBEY
€LOLKO Kelpevo.

Cream: Zinc and Ichthammol Cream. Additional appearance criteria are not established by the specific text
reviewed.

References: [1]

Apaon kaL xpron / Action and use

H ninyn op{CeL tn popon «Kpé€pa» Kat tn oivBeon. Asv mapéxel eOIKA KAWLKA €vdelgn fj 6ocoAoyLkd axrjpa yia To
TANPEG piypa.
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The source defines the cream and its composition. It does not provide a specific clinical indication or dosing
regimen for the complete mixture.

References: [1]

Mpodiaypagic / Specifications
Zn0: 23.4-29.3% m/m
ZnO: 23.4-29.3% w/w

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
Yvotatikd tTnG Bdong CGR-BP-028: ZnO: mpakTikd adldAuto og vepd Kat atbavoAn.
Component of base CGR-BP-028: ZnO: practically insoluble in water and ethanol.

References: [5], [6]

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 BepUOoKpaaLlakr andkAlon fj KOKAOC KaTtdywuEnc/andéyugnc. OL Bepuokpacieg
MOPACKEVNAC Kol QUAAENC avapépovTal oTa avtioTolya nedla.

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
JuotaTtikd TG Bdong CGR-BP-028: ZnO: dlaAletal o€ apald avdopyova of€a- pe Atmopd of€a oxnUaTilel OATTWVEG.

Component of base CGR-BP-028: ZnO dissolves in dilute mineral acids and forms soaps with fatty acids.
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References: [5], [6]

AAAec aAAnAenibpaoclg / Other interactions

Yvotatikd tThG Bdong CGR-BP-028: Ca(OH)2: avBpakikd, @uo@opLkd, KITPKE Kot Bsukd prnopel va mpokaAéoouvy
KOTaKprpvLon.

Component of base CGR-BP-028: Calcium hydroxide: carbonates, phosphates, citrates and sulfates may cause
precipitation.

References: [6], [7]

Eldika otolxeia cvotaTtikwy / Ingredient-specific information

Tavtonoinon kat Bdon Coylong:

e IxOapuoAn: 50 g.

¢ KntooteapuAkj aAkodAn: 30 g.

¢ Avubpn AavoAivn: 100 g.

OL dnAwpéveg popeEg/moldTnTeG avrjkouvy aTnY akpLBr abvBeon Tng MNyNAG.

Zuotatikd tng Bdong CGR-BP-028: O&e(blo wevdapylpou: eAa@pld, Acukr €wWG vmok(TpLvn, AUopPn KOVLG XWPIg
OLOOWHOTWHATA. AlaADeTOL 0 apatd avdépyava oféa Kot Unopel va avtdpdoel pe Atnapd oéa tng Bdong
oxnuoatiCovtag dAata yevdapydpov.

Identity and weighing basis:

¢ Ichthammol: 50 g.

 Cetostearyl alcohol: 30 g.

* Wool fat: 100 g.

The specified chemical forms/grades belong to the exact source formula.

Component of base CGR-BP-028: 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.

References: [1], [5], [6]

Mpootacia epyalopévwy / Staff protection

KaBapr HoOKPLUAVIKN EpyaoTtneLakn evduuacia, KAALYN HOAALWY Kol YAVTLA KATA ToV XELPLond. AAAQYH YAVTLWY
HETE and enudAvvon/eBopd.

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

References: [11], [2], [3]
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ExTtipnon kivdovov / Risk assessment

ZuykekpLuévn napTida avagopdc: 1000 g. MpwTo cuoTaTKS: IXOauUOAN, 50 g. EAEyETE aveEdpTnTa TN XNKKA
HOP®H, TIC HOVABEC Kal KABe KALLdKkwaon mpy and Joylon.

EAéyETe oelpd mpoaBrikng, dlagopd Bepuokpaciac pdoewy Kal opoloyEévela HETA TNV YOEN. AlaXWPLOUOG ATEWY
propel va aAAGEEL TOTILKA TIEPLEKTIKOTNTA KOl KATOVOUN cuvTnenTikol: 6ev anokablotatal avbaipeTa pe
nPdoBeTO VEPS 1] YOAAKTWHATOTIOWNTH.

Kataypdyte yla TNV TOMKA avdAuvon mocdtnTa avd Napagkevr, ouxvéTnta epyaciag, dLapKela avolkTol
XELPLOMOD, TBAVEG 06006 €KBEONG KL AMOTEAECUATIKOTNTA TWY HETPWY eAEYX0L. AuTd elval atowxela elaédouv
NG agloAdynaong: 6ev amodibeTal MPooXNUATIKAC TEALKOG BaBUdC KlvdOvou.

©epuLkd gTAdl0 TNG oLyKeKPLPEVNG Sladikaalag: eAEYETE OepUOPETPO, TPOTIO BEPUAVONG, XPOVLKH BLdpKeLd Kot
anopuyr unepBEpuavonG/anwAelag dtaAdTn. To TEAog avduEng dev TavtiCeTal pe TEKLNPLWHPEVN YOEN A A PN
opoyevormoinan.

Znuelo eAéyyxou amnodéapevonG: EAEYETE CUOOWHATWHUATA, KPUOTAAAOUG, TOTILKEG BLAPOPEG LG KAl EAEDBEPO
LYPO HETE TNV 0AOKARPWON TNG HEBGBOL. KataypdyTte yewueTpla avauéng, uéyeboc napTtidag Kol MPAYHATIKEG
BePUOKPAOIEG: HETAPOPA apLlBUOD OTPOPWY 0 GAAO avaulkTApa dev anodetkviel Looduvauia.

Meptéxet éAato apaxidag (eloTikion), dueoa A péow Bdonc. Na pn xpnoluomnoln®si o€ yvwotr aAAepyia o PLOTIKL
} odyla- GNAWGCTE TO OTNV EMOAUAVON.

Meptéxel AavoAivn: punopel va mpokaAéoel tomkr deppatiky avtibpaon, onwc depuatitida €€ enagnc.

MepLéxel KNTOOTEAPULALKA 1 KNTLUALKH) AAKOOAN: purmopel va MPokaA£oeL Tomkr depuaTikr avtidpaaon. A§loloyriote
KOL T® OLOTATLKE TNG XPNOLponolobuevnG Bdong.

Reference batch: 1000 g. First ingredient: Ichthammol, 50 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 arachis (peanut) oil directly or through its base. Avoid use with known peanut or soya allergy and
identify it on the label.

Contains lanolin, which can cause local skin reactions including contact dermatitis.

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 mapaokevng / Compounding conditions

Mpw amnd avdugn: Tavtonolnon XNUIKAG Hop@en¢ Kal mapTtidag kABe cuoTATIKOD, KaTaypaer BEWPNTIKWY
TMOCOTATWY Kal £AgyX0G KaBapldtnTtag Tov e§omAlopol. Ot Beppokpaaieg kat n oelpd npoabrikng elval auTéG TNG
noapakdTw 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], [3]
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Tekpunpiwon BUD / BUD rationale

Agv gvtomni{oTnke €8LKA MELPAPATIKA BLEPKELX IOV Vo KAAOTITEL OAGKANPN TNV akpLBA glvBeaon, Tov MEPLEKTN Kal
TN HLKPORLOAOYLKH KaTaAANASTNTA.

EMAEYEVOG CLVTNPNTIKOC YEVIKOG KOvOvaC: €wG 14 nuépeG oToug 2-8 °C yla LOATLKA HOPEH XWPIC EMAPKWG
TEKUNPLWPEYN ouvtrpnon. MNpodndBean elvat 6TL N YOEN 6ev mpokaAe( KaBITNon, KN avaoTPEYLHO SlaxwpLlopd A
GAAN anwAsla KataAANASdTNTAG. AV auTr N mpodndéBeon amnotidxeL, 6ev Xpnoluotmotle(tal To 14APEPO Ot
Bepuokpaoia dwpatiov- anatte{tal edikr Tekunpiwaon ocbvtoung xprong.

Huepounvia xpriong = n evwpitepn emtpenth nuepounvia and noapackevr + emAeyUévn dldpkela, AREELC MPWTWY
LAV KoL TUXOY CLVTOUSTEPO TEKUNPLWHEVO OpLo. O Xpdvog PETA To dvolypa 6ev napaTteivel To cuvoAlkd BUD. H
TEAKH NUEPOUNVIO CUPTANPWVETAL YLO TN OLYKEKPLUEVN AP T{OA HETA TOLC EAEYXOULG.

0O yeVIKOG Kavovag anoTeAel ouvtnpENTkd 6pLlo eMAOYAC Kol OxL MELpapaTIK anddelEn otabepdTNTAC TNG
naptidag. H katnyopla ouvdéeTal pe TNV TEAKH oOVBeOn, TN OLVTAPNON KOl TLG EMTPENOUEVEG BEpUoKpaoiec. H
T aw dgv mpokKOMTEL And TO MOCOATO VEPOL H TNV AMWAELX KATA TNV §Apavon. MNa tekunpiwon xpnotlonotiote
SOP-014 kot F-006- yia €16ikry aw, SOP-017 kot F-012.

Atevkpivion USP: 6ev anatte{tal pétpnon aw yia kdOe un otelpa napaockevr. H katnyopla pnopel va tekunplwoel
and TNV akpLBr oOvBeon Kal KATAAANAQ AVTUTPOCWTELTIKA Mapadelypata: 6tav n ocbvbeon slvat aBéBain
oplakh, mpoTidTal 6K LETPNON HE KATAAANAN LéB0BO. ZTNV apoloa €kdoan Hev LTIAPYXEL HETPNUEVN aw OUTE
anodeopevpévn mopTida. H 6ldpkela ToL TEALKOD OKELAOUATOC KATA Kavdva dev vepBaivel To evamnopévov BUD
TWY EVOWHATWHEVWY YOANVIKWY Bdoswv/evdlapéowv. EEaipean xpetdletal edikA attioAdynon 4tL dev
ennpedfetal SBLOPEVWCS N PLOLKH, XNMLKA 1} HikpoBLloAoylkr motdtnTa. KataypdyTte XwpeLoTd TeAKS 6plo,
NUEPOUNVIX MOPAOKELHG TWY EVOLAPETWY KAl TIPAYHATIKA nuepounvia ARENG TOLG.

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

Selected conservative general rule: up to 14 days at 2-8 °C for an aqueous form without adequately established
preservation. Refrigeration must not cause precipitation, irreversible separation or other loss of suitability. If that
condition fails, do not apply 14 days at room temperature; obtain specific short-use evidence.

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: [11], [8], [10], [12]

MpoanaiTtobpeva / Prerequisites
Zinc Cream: CGR-BP-028

Zinc Cream: CGR-BP-028

References: [1]

EEomAlopog / Equipment

Zuyég KaTtdAANANG eAdxloTng COyLong, youdi/omepog A opoyevonolnTthg, doxela avdulgng, ondTtovAeg,
BepudueTpo dtav vndpyel O€ppavaon, dpyava oyKopéTPNoNnG yla noodtnteg mL.

Balance with suitable minimum weight, mortar/pestle or homogeniser, mixing vessels, spatulas, thermometer for
heated processes and volumetric equipment for mL quantities.
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References: [1]

M£0060¢ mapaokevng / Compounding method

YuvTAgTE AMLa AavoA{vn Kat KNTooTEXPUALKA aAKOOAN. AstoTpBrioTe pe 800 g kKpépag wevdapyvdpou.
EVOWHATWOTE TNV LXOAPUOAN KAl CUUNMANPWOTE UE KpEpa wevdapyvpou uéxpt 1000 g.

Gently melt wool fat and cetostearyl alcohol. Triturate with 800 g zinc cream. Incorporate ichthammol and make
up to 1000 g with zinc cream.

References: [1]

Napatnpnoclg / Observations

H teAkr noodtnta elval n Baon tou nivaka gdvBeonc. KataypdgovTtal mpayuaTiky anddoon, TuXdv amMWAELEC KAl
QMOKA{OELG 0TO QUANO EKTEAEDNG.

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

References: [1]

MepLékTnG KaiL cvokevaoia / Container and packaging

Emdoyn yia tomkr agloAdynaon: oteyavé owAnvdaplo r doxelo NULOTEPEWY e KATAAANAN emévduon. Mpw and
MAAPWON EAEYYXOVTAL KABAPLOTNTA, AKEPALOTNTA, OTEYOVOTNTA KOl CUMBATOTNTA LALKOU/MWHATOC. H €8LKA
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]

MowoTikOG éAeyxocg / Quality control

©épuavon 0,4 g xwpic ektivagn, tdAvon vnoAs(ppatog o€ Beuwkd oD kat oykouétpnon EDTA 0,05 M oe
OpwLaKkd puBuloTikd pH 10,9 pe mordant black 11. 1 mL = 4,069 mg ZnO.

H néBobog, To 6pLo amodoynic, N MPAYHATIKA TIUN Kal 0 EAEYKTAC KaTtaypdeovTal xwplotd oto F-005. Anotuyia
Kplowng nmpodlaypaeric odnyel oe kapavtiva kat dtepebvnon katd SOP-015- n emavaAnyn eAéyxwv xpeltdleTal
attoAdynon.

Heat 0.4 g without spitting, dissolve residue in sulfuric acid and titrate with 0.05 M EDTA in ammonia buffer pH
10.9 using mordant black 11. 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]

®0Aa&n / Storage

Mo TO EMAEYUEVO YEVIKO v TATO OpLo: 2-8 °C, £pOoov dlaTtneolvTal N UOLKA KATAAANASTNTA KAl N
oLPBATOTNTA PE TN CLUYKEKPLUEVN TINYH. Agv epapudleTal To 14iuEpo oE BepUoKpaaia SwaTiov.

For the selected general ceiling: 2-8 °C, provided physical suitability and compatibility with the specific source are
maintained. The 14-day rule does not apply at room temperature.

References: [11], [4], [8]
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Awa0eon / Dispensing

AldBeon ue oaer 066 XprAong, MEPLEKTLKOTNTA Kal Nuepopnvia xpriong. H mogétnta avd epapuoyn Kat n
oLXVOTNTA CUUMANPWYOVTOL COUPWVA E TN CLVTAYH.

Meptéxel éAato apayidag (eloTikiod), dueoca i péow Bdonc. Na pn xpnowuomnoln®si o€ yvwotr aAAepyia o PLOTIKL
} odyla- GNAWGCTE TO OTNV EMOAHAVON.

Meptéxel AavoAivn: punopel va mpokaAéoel Tomkr deppatikr avtibpaon, onwc Gepuatitida €€ enagnc.

MepLéxel KNTOOTEAPULALKA 1 KNTLUALKH) AAKOOAN: propel va MPoKaAEoeL TomkY depuaTikr avtidpaaon. A§loloyrjote
KOL TQ OLOTATLKE TNG XPNOLomoLlobuevNnG Bdong.

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

Contains arachis (peanut) oil directly or through its base. Avoid use with known peanut or soya allergy and
identify it on the label.

Contains lanolin, which can cause local skin reactions including contact dermatitis.

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

References: [1], [13]

EmioApavon / Labelling

Kpéua wevdapydpou Kot xBapuudAng

EEwTeptkr xprion

Moodétnta: _ Noptida:

Mapaokevdotnke: _ XpAon éwg:

AcBeviig / 66on / ouxvéTnTO:

®OAaEN: 2-8 °C, petd tnV enBePaiwon KataAAnAdTNTAG YOENG.

©eppokpaoia yla To BUD autAg tng naptidag:

Meptéxel éAato apaxidac (eloTikiol), dueoa A péow Bdonc. Na pn xpnowpomnoln®sl o€ yvwoth aAAepyla o PLoTiKL
| oéyla: SNAWOTE TO 0TNY €MLOAUAVON.

Meptéxel AavoAivn: punopel va mpokaAéoel Tomkr deppatikr avtibpaon, énwc Gepuatitida €€ enagnc.

Meptéxel KNTOOTEAPUALKH | KNTLUALKHA 0AKOOAN: prnopel va mpokaAéael Tomkh depuaTikh avtidpaon. AEloAoyriote
KOL TQ OLOTATLKA TNG XPNOLomoLlolueYNnG Bdong.

Zinc and Ichthammol Cream

External use

Quantity: _ Batch:

Prepared: _ Useby:

Patient / dose / frequency:

Storage: 2-8 °C, after confirming suitability for refrigeration.

Temperature for this batch BUD: __

Contains arachis (peanut) oil directly or through its base. Avoid use with known peanut or soya allergy and
identify it on the label.

Contains lanolin, which can cause local skin reactions including contact dermatitis.

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

References: [11], [4], [8], [13]

v9_controls / v9_controls

To apBunTikd 6plo oto apxeio elvat pévo 6pLo BLRALOYPAPLKAC ava@opdc umd TIC £6IKEC MpolmoBéaelg. Aev €xel
oplotel BUD npaypatikig naptidag kat dev £xouv nmapaxOel petprjoelg aw. H akplprig abvbeon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN KoL Ta aTolxela eAEyyoU TIPETEL VOl EYKPLOODV YL TN OUYKEKPLUEVN
epapuoyn. H évap&n touv vrmoAoylopol BUD eival n évapEn tng napaokevic. EQapudletal To GUVTOUSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO EAeyY0 BLApKELAC HETA TO Avolypa. Ta dpla USP elval texviké mAaiolo Kat 5ev
napovoldfovtal WG EAANVIKA vopobeoia.

Sikalias Greek Formulary | Reference documentation 7



compounding.gr | 10.0 | 2026-10-14

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 - Zinc and Ichthammol 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] 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
[3] 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

[4] 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

[5] FN/2003/PA/028 OXIDO DE ZINC

Retrieved source edition | Sections 4, 6-10 | ingredient facts | 2026-09-12
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_028.pdf
[6] British Pharmacopoeia 2016 - Zinc 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/

[71 FN/2003/PA/016 HIDROXIDO DE CALCIO

Retrieved source edition | Sections 4, 6-10 | ingredient facts | 2026-09-12
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_016.pdf
[8] 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
[9]1 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
[10] 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
[11] 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
[12] 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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[13] 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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