ZUVTAYOASYLO FAANVIKWY ZKELAOPATWY
EAANviIKO6 Formulary Sikalias

YoéatikA maoTa yevdbapyvpov POO17
Aqueous zinc paste PO017

CGR-ES-066 ¢ Exboon / Version 4.0 » 10.09.2026
MpwTtoBouvAia GUAAOYAG LALKOD amd £€yKupeg MNYEG, wG Bdon ywa tn dnuovpyla EAANVIkoO formulary.
2TaoWwOC Xp. ZIKAALAC.

An initiative collecting material from authoritative sources to lay the foundations for a Greek formulary.
Stasinos Chr. Sikalias.

AEATIO MPOZ TONIKH EFKPIZH — n avBevtia Tng mnyAg 6gv vmokaBloTtd Tnv €yKplon tng naptidag.
WORKSHEET FOR LOCAL APPROVAL — source authority does not replace batch approval.

KOpLa obvBeon/adpoitopa 100 g, uAAGSLO 110 g. Emiong n mapamoun RFE Touv ZnO
XPELaleTalL 616pOwon and Tov eK6OTN.

Main composition/sum 100 g, leaflet 110 g. The ZnO RFE reference also needs publisher correction.

Mnyn / Source: FN/2003/PO/017 PASTA AL AGUA « Al « FN/2003 ¢ nAektpovikd kelpevo pe NIPO 2020/2022 / electronic text
with NIPO 2020/2022

AeATio Tekunplwong MPoC TomLkr emoTNUOVIKA £yKplon. Aev anoteAel emkupwpévn odnyia
anobdéauevong nopTidac.

Evidence worksheet for local scientific approval. It is not a validated batch-release instruction.

dapuakoTeEXVIKH Hoper / Dosage form
Ndota

Paste

AAAeg ovopaoieg / Other names
FN/2003/PO/017 PASTA AL AGUA
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Zuvtayn / Master formula

Bd&on vnoAoylopo0 / Formula basis: 100 g

A/ ZuoTatiko / Ingredient MoooétTnTa Movabda
A Quantity Unit
No
1 OEe(blo yevdapyvpouv 25 g
Zinc oxide
2 T&AKNG 25 g
Talc
3 FAuvkepdAN 25 g
Glycerol
4 Kekabapuévo vepd 25 g

Purified water
Mnyn oOvBeong: [1]. g.s. = enapkrig moodtnTa - ad = pé€xpL TEALkS oOvoAo. Aev peTaTpénovTal avbaipeta g o mL.
Formula source: [1]. g.s. = sufficient quantity; ad = to the final total. Do not arbitrarily convert g to mL.
Meplypagn okevdopatog / Preparation description
IEWONC Asvkn mdoTa. [1]

Viscous white paste.

Apaon kaiL xpAon / Action and use
AgppaTikd oTUNITIKO/ENPavTikS. [1]

Cutaneous astringent/drying preparation.

Mpodlaypagéic / Specifications
IEWONC Asvkr doTa. [1]

Viscous white paste.

ZuvOnKeg kKalL mpo@uAagelg / Conditions and precautions

Ta otolyelo MPWTWY LAWY 8gV cLVLOTOOY PEAETN 0TABEPSTNTAG TEALKOD OKELAOUATOG. «AEV
TEKUNPLWVETAL» §EV onuaivel «oTaBepd» 1 «aTPAAES>.

Raw-material information is not a finished-product stability study. “Not established” does not mean “stable” or
“safe”.

EvaioOnoia oto @wg / Light

Agv TeKUNPLWvETAL €L81KS oTolyelo oTLG TINYEC oL e€eTdoTNKOV. ATTaLTE(TAL CUPTARPWON TIPLY aTO TOTILKA
€ykplon, epbéoov slval Kp(oo yla Tn ouyKeKPLUévn mapaokevr. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.

EvaioOnoia otov aépa / Air

AEV TEKUNPLWVETAL £BLKO oTOLYE(O OTLG TINYEC oL €EeTAoTNKAVY. AMatTe(TOL CUUMARPWON TPV amd TOTLKA
éykplon, epbéoov slval KpIoo yla Tn ouyKeKPLUévn mapaokevr. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.

compounding.gr CGR-ES-066 | 2



EvaioOnoia oto vepo / Water
H yAUKEPOAN avautyvieTal e vePd. AuTd 6ev kKaBop(Tel KPOBLOAOYLKI] OTAOEPSTNTA TOL OKEVAOUATOC.
ZnO: MPaKTLKA adldAvTo o€ vepd Kot atBavoAn. [2, 3]

Glycerol is miscible with water. This does not establish product microbiological stability.
ZnO: practically insoluble in water and ethanol.

EvaioOnoia otnv vypacia / Humidity
YypooKoTiLkH YAUKEPOAN- teplopioTe €kBean TNEG MPWTNG OANG otnVv vypaocia. [2]

Glycerol is hygroscopic; limit raw-material exposure to moisture.

EvaloOnoia otn Osppokpacia / Temperature
Agv TEKUNPLWVETAL €LOLKO oTOoLXE(O OTLG TINYEC OV €EeTAoTNKAVY. AtatTe(Tol CUUMARPWON TPV aTd TOTLKA
éykpLan, epoéaov elval Kp{OLWO yLa TN OLYKEKPLUEVN TtapaoKeLr. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.

EvaioOnoia oe pH / pH
ZnO: daAdeTal og apald avépyova oEa- e Autapd oEéa oyxnuatiCel odnwveg. [3]

ZnO dissolves in dilute mineral acids and forms soaps with fatty acids.

AAAec aovppBatoTnTeg / Other incompatibilities
FALKEPOAN: emk{vouvn avtidpaaon pe LoxLP& oEEBWTIKG. [2]

Glycerol: hazardous reaction with strong oxidising agents.

El81kéc mMAnpogopicc ocvoTaTikWy / Ingredient-specific information

Glycerol: Yypookotikr] YAUKEPOAN: meploploTte €KBEON TNG MPWTNG VANG GTNV Lypaoia.

Zinc oxide: ZnO: nmpakTikd abldAvTo og vePS KoL alBavOoAn.

MpdKelTal ya EMAEYUEVA OTOLXE(Q TWY TOVTOMOLNUEVWY CUOTATIKWY: OL OXETIKEG evalaOnoieg Kat
aovpBatdTNTEG €€eldlkebovTal oTa avTioTolya nedia. Aev anoteAel mMARPeC SDS dAwWvY Twv LAWV. [2, 3]

Glycerol: Glycerol is hygroscopic; limit raw-material exposure to moisture.

Zinc oxide: ZnO: practically insoluble in water and ethanol.

These are selected facts for identified ingredients; relevant sensitivities and incompatibilities are detailed in the
corresponding fields. This is not a complete SDS for every material.

ZuvOnkec mapaockevng / Preparation conditions

To avtiotolyo PN AEMPS opiCet Bepuokpacia xwpov 25 + 5°C Kal oxeTkr vypaoia =60%, eKTOC av n
€LOIKA @OppovAa amattel dAAa. MpdkeLtal yia mepBAAAov epyaoiag, éxL yia Bepuokpaoia B€ppavong n
@OAAENG.

TnpoolvTal n oelpd mPoodrikng, N BepuoKkpacia Kat oL xpdvol ov avagépovTtal oTn Atadikaoia
Noapookevng. H g8k povoypagia dev anoteAel mAApPN HEAETN KATOAANASTNTAG TOL TOTILKOD
XWpov/eEomAlouov. [1, 5]

The corresponding AEMPS SOP specifies room temperature 25 = 5°C and relative humidity =60%, unless the
particular formula requires otherwise. This is the work environment, not processing or storage temperature.
Follow the addition sequence, temperatures and times stated under Preparation Procedure. The specific
monograph is not a complete qualification of the local facility/equipment.
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MpoguAad&eilc mpoowmnikoL / Staff precautions

Aev nipoodlopiCovtal mAfjpn MAT yla Tn ouyKeKPLUEVN OpHoLAA. EMAEETE yavTLa, MpooTacia 0POaAUWY
KoL HETPa TIEPLOPLOUOL €kBeoNG amd Ta SDS Twv akpLBWY LAWY Kal TNy TomkA ekT{nnon Kwdovou.
ZUUMANPWHATIKG YeVLIKS TMAa{olo AEMPS: kaBapr HoKPLUAVLIKN EpyaoTnPLaKy evBupacia, KAALYN LAAALOY
KOl AMOKAELOTIKA LITOSAMATA/TTOSoVAPLA. ZE XELPLOKO KOVLWVY amalToOvTal KATAAANAN npooTaoia
MOTLWV/ovamvoniG: Ta Yavtia aAAdCouv he dpaoctnplétnta A Bopd. H emAoyr TOMOL/VALKOD yiveTal amnd
SDS kat ekTi{pnon kwdovov. [1, 4]

Complete formula-specific PPE is not specified. Select gloves, eye protection and exposure controls using the
exact materials’ SDS and the local risk assessment.

Supplementary AEMPS framework: clean long-sleeved laboratory clothing, hair covering and dedicated
footwear/overshoes. Powder handling requires suitable eye/respiratory protection; change gloves with activity
or damage. Select the exact type/material using SDS and risk assessment.

ZTolxeia yia avaivon kivéovoou / Risk-assessment inputs

Agv TeKUNPLWVETAL MAAPNG €WBLKA Tagvdunaon Kwdivou yla auth Tn eépuUovAa. EEeTdote SpaoTtikdTNTA,
okévn/agpdAvua, aAAepyloyéva, SLAADTEC, HLKPORBLOAOYLKO K{vbBuvo Kal empdAvvon Baoesl Twv
TMPAYUATLKWY LAWY Kal Tng dladikaaiag. H anovaia entoruavong v anuaivel anovaia kwwdovou. [11]

A complete formula-specific hazard classification is not established. Assess potency, dust/aerosol, allergens,

solvents, microbial risk and cross-contamination using the actual materials and process. Absence of a flag does
not establish absence of hazard.

Tekpunpiwon diudpkelag xpRong / Evidence for beyond-use period

3 MAVEG LG TG GLVBAKEG TNG TMNYAC.

H Sldpkela tng mnyric agopd tnv akpLBr) cbvbeon, néBodo Kal ovokevaaoia tNg. Asv elval nuepounvia
AAENG avTAC TNG MapTidag o0TE HeETAPEPETAL OE AAAO €KBOXO/MEPLEKTIKOTNTA. H MpayHa Tk NUEPOUNVIia
vnoAoy(Cetatl 0To KEVO QUAAO ekTEAEONG. [1]

3 months under the source conditions.

The source period applies to its exact composition, method and packaging. It is not this batch’s expiry date and
cannot be transferred to another vehicle/strength. Calculate the actual date in the blank batch record.

ESapTwpeveG Baocelc / Required bases
Agv opiCetal xwploth eEaptwpevn Bdon otov nivaka eEapTHocwy. EAEYETE TLYXOV EUMOPLKA
oxAunaTo/o0vOeTA €KBOY TNG OLVTAYAG. [1]

No separate base is identified in the dependency register. Check any commercial vehicles/compound excipients
listed in the formula.

EvdelkTIKOC eEomALOMOG / Indicative equipment

EvBelKTIKOG KaTdAOYOG TIoL MPOoKOTTEL and TN KEB0OO: ZLYOG KATAAANANG SLAKPLTIKAG LkavdTnTOG,
MepLEKTEC KaL 6pyava avaPLIENG OLUPBATA UE TaA LALKA, lybio kat Omepog. H emAoyrn/KaTtaAAnASTNTA
op{Cetal Tomkd. [1]

Indicative checklist derived from the method: Balance of suitable resolution, Containers and mixing tools
compatible with the materials, Mortar and pestle. Selection/qualification is defined locally.

Awadikaoia mapaokevng / Preparation procedure

AvapiEte vepd Kat YAUKEPOAN. AcloTpLBAoTe AenTd TAAKN/ZNO KoL EVOWHATWOTE 0TO LYPOS Ue avddevon
MEXPL AemTr opoloyev doTa. [1, 5]

Mix water and glycerol. Finely triturate talc/ZnO and stir into the liquid until a smooth homogeneous paste
forms.

MapatnpiRocilc / Notes

O nivakag/dBpotopa elvat 100 g, vy To QUAAGSLO Ypdpel 110 g. Aatnpeital n KOpLa époLAa. H
noparnounr RFE Touv ZnO otov mnivaka mprTwy LAWY £{val AavBaouéva (dla e TNG YALKEPOANG Kal
XpeLtdletal dievkpivian. [1]
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The table/sum is 100 g, but the leaflet says 110 g. The main formula is retained. The ZnO raw-material RFE
reference incorrectly matches glycerol and needs clarification.
Zuokevaoia kal VALKa / Packaging and materials

MNAQOTIKOC MEPLEKTNG EPUNTIKOV KAELO{aTOG. H inyr 6ev anottel £161kéG ouvOAKeg QUAAENG. [1]

Airtight plastic container. The source requires no special storage conditions.

Ynoderypa eTikétac / Label specimen

Y6atikA ndota yevdapyvpov PO017

MePLEKTIKOTNTA/MAPAAAQYH: MoodtnTa:
Naptida: Napaokevn: Xprion éwg:
EEwTepkn xprion / External use

AocoAoyla/obnylec:

DOAAEN: MAAOTIKOG MEPLEKTNG EPUNTLKOD KAELO{HaTOG. H mnyr 6gv anattel edlkéEG ouvBrkeg OAaENG.
EEwTtepkn xprion. Avaui&te npw and xprion €dv dayxwplotel vypr oTRASA. K{vBuvoG KOKKLWUATWY OE
QVOLKTA TPAVHATA KAl AAAEPYLIKWY avTIdpdoswv. [1]

Aqueous zinc paste PO017

Strength/variant: Quantity:

Batch: Prepared: Use by:

EEwTtepkr xprion / External use

Dose/directions:

Storage: Airtight plastic container. The source requires no special storage conditions.

External use. Stir before use if a liquid layer separates. Granuloma risk in open wounds and possible allergic
reactions.

M£0obolL eAéyxou / Quality-control methods

IEWdNG Agvkn mdota.

ZuuMANpwHaTLkol €Aeyyol Tov PN mMov MapaméuneL n nnyn:

Epgdvion kat pdca. Mo oelpéc noptidwy: ekTaoudTnTo Kot HKPpoBLoAoyLkég éAeyxog RFE 5.1.4.
Exktaoiuétnta PN/CP/003: otabepr] noogdtnta delypatog HETAED LAALVWY TACKWY, Sladoxikd Bdpn Kat
XPévol KaBoplopévol TomKA: JeTpovvTal 800 BLAPETPOL Kt cuyKpiveTaL eEMm@dvela évavTtL popTiov.
Mpotelvetal Beppokpaotakn uetaBoAr £0,5°C. H ninyr dev divel kaBoALkd dpLo amodoyrg: avtd
TEKUNPLWVETAL TOTKE. [1, 5, 6]

Viscous white paste.

Additional tests from the referenced SOP:

Appearance and mass. For batches: spreadability and microbiological testing RFE 5.1.4.

Spreadability PN/CP/003: fixed sample quantity between glass plates, with locally defined successive loads and
times; measure two diameters and compare area against load. Temperature variation of £0.5°C is suggested.
The source gives no universal acceptance limit; establish it locally.

®0AaEn / Storage conditions
MAQOTLKOC MEPLEKTNG EPUNTIKOV KAELO{aTOG. H ninyr 6ev anattel £161kéC ouvOAKeg QUAAENG. [1]

Airtight plastic container. The source requires no special storage conditions.

Ewd1kég 0bnyieg 61aBeong / Dispensing instructions
EEwTepikn xprion. AvauiEte nmpw amnd xprion €dv dlaywplotel vypr oTRd&da. K{vBuvoC KOKKIWUETWY OE
QVOLKTA TPaOPOTA KOl OAAEPYLKWY avTLOpdoewvy. [1]

External use. Stir before use if a liquid layer separates. Granuloma risk in open wounds and possible allergic
reactions.

BiBAloypa@ikéc avagpopéc / References

[1] FN/2003/PO/017 PASTA AL AGUA. FN/2003 * nAekTpoviko ke{evo e NIPO 2020/2022 / electronic text with NIPO
2020/2022 PDF pp. 2-3. Al. EAeyxog / Checked 2026-09-10.

https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2003_po_017.pdf
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https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2003_po_017.pdf

[2] FN/2003/PA/013 GLICEROL. Awabéoiuo keipevo / Retrieved text PDF pp. 1-2. Al. EAeyyog / Checked 2026-09-10.
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_013.pdf
[3] FN/2003/PA/028 OXIDO DE ZINC. Awa@éoipo keluevo / Retrieved text PDF pp. 1-2. Al. EAsyyoc / Checked 2026-09-10.
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_028.pdf
[4] PN/L/PG/002/00 INDUMENTARIA. AwaBéotpo kelpevo / Retrieved text PDF pp. 1-5. Al. EAeyyxog / Checked 2026-09-10.

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_|_pg_00
2_00.pdf

[5] PN/L/FF/005/00 ELABORACION DE PASTAS. AtaBéoipo keipevo / Retrieved text PDF pp. 1-6. Al. EAeyxoc / Checked
2026-09-10.

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-for
mas-farmaceuticas/pn_|_ff_005_00.pdf

[6] PN/L/CP/003/00 DETERMINACION DE EXTENSIBILIDAD. AwBéotpo Kelpevo / Retrieved text PDF pp. 1-6. Al. EAeyxoc /
Checked 2026-09-10.

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-control-de-produc
to/pn_l_cp_003_00.pdf

Ol avaAuTikéG uéBodoL ouvoyiCovTal. MNa eKTEAETN AMALTOOVTAL TA A PN TMAPATIEUNMOPEVA KEPAAALA,
avTIdpaoTApPLa KOl KPLTHPLA KATAAANAOTNTOC CLOTHHATOC.

Analytical methods are summarised. Execution requires the full referenced chapters, reagents and
system-suitability criteria.
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https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_028.pdf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_l_pg_002_00.pdf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_l_pg_002_00.pdf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-formas-farmaceuticas/pn_l_ff_005_00.pdf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-formas-farmaceuticas/pn_l_ff_005_00.pdf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-control-de-producto/pn_l_cp_003_00.pdf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-control-de-producto/pn_l_cp_003_00.pdf

®0AMNo COyLonGg / Weighing sheet

Huepounvia napaokevrc / Preparation date:

Ta MAPaKEATW CUPMANPWYOVTAL ATé TOV POPHUAKOTIOL) Yla TN OLYKEKPLUEYN TapTiBa.

The pharmacist completes the following for the actual batch.

A/ ZuoTaATIKO OewPNTLKA Mova MapTida AAEN OANgG Zuyio0cioa Ynoypaen
A Ingredient moooTNTA oa OANg Expiry TMoooTNTA Signature
No Theoretical Unit Material lot Actual weight

qty

YmoAoyiopoi / Calculations

YTOAOYLOTIKG O@aApaTa Kal antwAeleg / Calculation errors and losses
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Kataypagn ektéAeong KaL antodéopevong / Batch execution and release

Hupepopnvia mapaockeAG Kal KwdIkoc mapTidag / Date and batch number

YTMoAoylopHoG npepounviag xpnong / Actual BUD calculation

MNapatnpnoelg eEKTéEAEONG Kal antokAioelg / Process observations and deviations

AnoteAéopata eAéyxwv Kat agloAéynon / QC results and assessment

KataAAnAotnta Baocel eEAéyxwv / Suitability based on results

YnevOuvvog pappakomolog kat vroypagn / Responsible pharmacist and signature
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