ZUVTAYOASYLO FAANVIKWY ZKELAOPATWY
EAANviIKO6 Formulary Sikalias

Naota Lassar Ywpic oaAlkvAlko o0 PO018
Lassar paste without salicylic acid PO018

CGR-ES-067 « Ekboon / 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.
KdpLa obvBeon 100 g, @uAAaGdio 110 g. H mapoloa Lassar 6&v mepLéxel CaALKLDALKO 0&D.

Main composition 100 g, leaflet 110 g. This Lassar formula contains no salicylic acid.

Mnyn / Source: FN/2003/PO/018 PASTA LASSAR ¢ Al ¢ FN/2003 ¢ nAekTpovikd kelpevo e NIPO 2020/2022 / electronic text
with NIPO 2020/2022

AeATio Tekunplwong MPo¢ TomLk emMoTNUOVIKA €ykplon. Agv anoteAel emkupwpévn odnyla
anodéopevong napTidag.

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

dappakoTeXVIKN popen / Dosage form
Ndota

Paste

AAAeg ovopaoieg / Other names
FN/2003/PO/018 PASTA LASSAR
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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 ApvAo op0dlng 25 g
Rice starch
3 N€LKN paAaKr mapagivn g.s. ad 100 g

White soft paraffin
Mnyn oOvBeong: [1]. q.s. = enapkrig moodtnTa - ad = péxpL 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
ZuveKTIKA Agvkn mdoTa. [1]

Firm white paste.

Apaon kaiL xpAon / Action and use
MpooTaTeLTIKY Kal Katanpadvtiky ndota d€puatoc. [1]

Protective and soothing skin paste.

Mpodlaypagéic / Specifications
JUVEKTIKA AgukA ntdoTa. [1]

Firm white paste.

ZuvOnKeg kKalL mpo@uAa&elg / 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 TeKUNPLWvEeTAL €81k oTolyelo oTLG TINYEC oL e€eTdoTNKOV. ATTaLTE(TAL CUPTARPWON TPV aTd 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(DO OTLG TINYEC oL €EeTdoTNKAVY. AMatTe(TOl CUUMARPWON TPV amd TOMLKA
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.

EvaioOnoia oto vepod / Water

ZnO: MPaKTLKA abldAvTo og vepd Katl atBavéAn. [2]

ZnO: practically insoluble in water and ethanol.
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EvaioOnoia otnv vypacia / Humidity

Agv TEKUNPLWVETAL £L81KS oToLye(o 0TI INYEC OV €EeTAOTNKOV. AMALTE(TAL CUUTIAI PWON TPV ATO TOTILKN
€ykpLon, epoéoov elval KP{OLO 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 otn Osppokpacia / Temperature

Mo to teAlkd okebaopa n Ny oplCeL:
KaAd kAgwotd doxelo arowprig, <30°C. [1]

For the finished product the source specifies:
Well-closed ointment container, <30°C.

EvaioOnoia o pH / pH
ZnO: daAdeTal og apald avépyova offa- e Autapd oEéa oyxnuatiCel odnwveg. [2]

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

AAAec aovppBatoTnTeG / Other incompatibilities

Agv TEKUNPLWVETAL €LOLKO oToLXE(O OTLG TINYEG oL €EeTAoTNKAVY. AtatTe(TOl CUUMARPWON TPLY aTd TOTILKA
€yKkplon, epbéoov slval KPIoo yla Tn ouyKeKPLUEvn mapaokevr. [1]

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

Eld1kéc MAnpogopicc ovoTaTtikWy / Ingredient-specific information

Zinc oxide: ZnO: MPaKTLIKA abLdALTO GE vEPS Kol OLBAVOAN.
MpdKelTal ya eMAEYHEVA OTOLXE(O TWY TAVTOMOLNUEVWY CUOTATIKWY: Ol OXETIKEG evaaOnoieg Kat
aovupBatotnTeg e€eldikebovtal ota avtioTtolya nedia. Aev anoteAel mAApPeg SDS dAwv Twv LAWVY. [2]

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 mapackevng / Preparation conditions

To avtiotolxo PN AEMPS op(CeL Bepuokpaaia xwpouv 25 = 5°C Kot oXETIKA bypaoia =60%, eKTOC av n
€LOIKA @OpuovAa amattel dAAa. MpdkeLtal yia mepLBAAAoV epyaoiag, dxL yia Bepuokpacia B€puavong A
QLAAENG.

TnpoolvTal n oelpd mPoaodrikng, n Bepuokpacia Kat oL xpdvol ov avagépovtal oTn Atadikaoia
MNoapaokevng. H l61KA povoypagia 6ev amoteAel MARPN HEAETN KATOAANAOTNTAG TOU TOTILKOV
XWpPov/eEoMALoMOU. [1, 4]

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.

Mpo@ulAad&eilc mpoowmnikoL / Staff precautions

Agv mpoodlopiCovtal mAripn MAM yia tn ovykekpLuévn eépuovAa. EmMAEETE yavTia, mpooTaoia oeBaAUWY
Kal JETpa MEPLOPLOUOD €KBeong amd Ta SDS Twv akPLBWY LAWY Kal TNV TOMLKA EKT{UNON KWwb0Ovou.
ZOPNANPWHOTIKS YeVIK TAal{olo AEMPS: kaBapr] HaKpUUEvIKkn epyaocTtnplakr evdupacio, KGAvyn HOAALWY
KOl AMOKAELOTIKA LITOSANATA/TIOGOVAPLA. ZE XELPLOKO KOVLWV AMALTOUVTAL KATAAANAN MpooTaoia
HATLOV/avamvonG: Ta Yavtia aAAdfouv pe dpaoctnpotnta fj 0opd. H emhoyr TOMOL/VALKOD yiveTal amnd
SDS kat ekt{unon kwdovou. [1, 3]

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
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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 eopuovAa. EEeTdote SpaoTikdTNTA,
okévn/agpdAvua, aAAepyloyéva, SLAADTEC, HLKPORBLOAOYLKO K{vbBuvo Kal empudAvvon Bdoesl Twv
TMPAYUATLKWY LAWY Kal TnG dladikaaiag. H anovaia entoruavong v anuaivel anovoia kwwdovou. [1]

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.

Tekpnpiwon diudpkelag xpRong / Evidence for beyond-use period

3 MAVEG LG TG GUVBAKEG TNG MNYAC.

H Sldpkela tng mnyric agopd tnv akpLBr) cbvbeon, néBodo Kal ovokevaaoia tNg. Asv elval nuepounvia
MENG avTAg NG MapTidag olTe peTAPEPETAL O AANO €KkBoyo/mMEPLEKTIKOTNTA. H IpaypaTikA NUEPOUNnvia
vroAoy(Cetatl 0To KeEVO 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 eEaptwuevn Bdon otov nivaka eEapTtHocwy. EAEYETE TLYXOV EUMOPLKA
oxAunaTo/o0vOeTA €KBOYQ 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 oL MPoKOTTEL and Tn KEB0OO: ZuYydG KATAAANANG SLOAKPLTIKAG LkavdTnTOg,
MepLléKTEC KaL dpyava avapLlENG ouuBaTA UE TA LALKA, lydio kat Omepocg, EAeyxduevn B€puavan Kat
BepudueTpo. H emAoyri/kKataAAnAdtnta opifeTat TomKa. [1]

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

Aladikaoia mapaockevic / Preparation procedure

TrAEte BaleAlvn o€ vdatdAovTpo 50-55°C. OepudveTe Lydio pe Beppd vepd Kal OTEYVWOTE MAAPWG.
AelotpBriote ZnO/AGuvAo oto Bepud Lybio. MpooBéote MOAD oTadlakd Tn Atwuévn BaleAivn kat
epyaoTte(te pe TOV OMEPO PéEXPL YOEN/opoloyévela. [1, 4]

Melt petrolatum in a 50-55°C water bath. Warm a mortar with hot water, then dry completely. Triturate
ZnO/starch in the warm mortar. Add molten petrolatum very gradually and work with the pestle until
cool/homogeneous.

Mapatnpnoelg / Notes

Ovopoaoia Lassar g GAAec inyég unopel va meptAapuBdavel caAlKLALKS 0ED 2%, Tov €6w amovoldlel. H
KOpLa obvBean elval 100 g evw To QUAAGSLO ypdeel 110 g. [1]

Lassar paste elsewhere may contain 2% salicylic acid, absent here. The main formula is 100 g while the leaflet
says 110 g.
Zuokevaoia kaL VALKa / Packaging and materials

KaAd kAelotd doyxelo arolprig, <30°C. [1]

Well-closed ointment container, <30°C.
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Ynodewypa eTikétag / Label specimen

MNdota Lassar xwpic oaAltkuAitkd 0E0 PO018

MeplekTikdTNTO/MAPAAAQYH: Moogétnta:
MNoptiba: Nopaokevn: Xprion éwc:
EEwTepikn xprion / External use

Aocoloyla/odnyleg:

®dOAaEN: KaAd kAelotd oxelo arowpric, <30°C.

EEwTepkn xprion. Anopoyete pdtia/BAevvoydvoug. H mnyn npoestdomotel yla KOKKLWUATA O aQVOLKTE
TpadpaTa. [1]

Lassar paste without salicylic acid PO018

Strength/variant: Quantity:

Batch: Prepared: Use by:

EEwTepikr xprion / External use

Dose/directions:

Storage: Well-closed ointment container, <30°C.

External use. Avoid eyes/mucosa. The source warns of granulomas in open wounds.

M£00o6o1 eAéyyou / Quality-control methods

YUVEKTIKA AgLKN TdoTA.

ZuunAnpwiaTikol éAeyyol Tou PN mov MapaméuneL n nnyn:

Epgdvion kat pdca. Mo oslpéc noptidwv: ekTaoudTnTa Kot HKpoBLoAoyLkdg éAeyxog RFE 5.1.4.
ExktaowpuétnTa PN/CP/003: otabepr mogdtnta SelynaTtog HETAED LAALVWY TAAKWY, Slaboytkd Bdpn Kat
Xpévol KaBoplopévol Tomkd: peTpovvTal 800 BLdPETPOL Kt cuyKpiveTal EMm@dvela EvavTtL popTiov.
Mpoteivetal Beppokpaotakn uetaBoAr £0,5°C. H nnyn dev divel kaBoALlkd bpLo amodoyrc: avtd
TEKUNPLWVETAL TOTIKA. [1, 4, 5]

Firm 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
KaAd kAelotd doyxelo aroprig, <30°C. [1]

Well-closed ointment container, <30°C.

El81kég 0bnyiec 61aBeong / Dispensing instructions

EEwTepkn Xprion. Ano@oyete pdtia/BAevvoydvoug. H mnyr nmpostdomotel yla KOKKUWUATA O avOoLKTd
TpadpaTa. [1]

External use. Avoid eyes/mucosa. The source warns of granulomas in open wounds.

BiBAloypag@ikég avagpopécg / References

[1] FN/2003/PO/018 PASTA LASSAR. FN/2003 ¢ nAektpovikd ke{pevo pe NIPO 2020/2022 / electronic text with NIPO
2020/2022 PDF pp. 2-4. Al. EAeyyog / Checked 2026-09-10.
https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2003_po_018.pdf

[2] FN/2003/PA/028 OXIDO DE ZINC. Awa@éoiuo 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

[3] 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

[4] PN/L/FF/005/00 ELABORACION DE PASTAS. Ata@éoipo keipevo / Retrieved text PDF pp. 1-6. Al. EAeyxog / 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
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https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2003_po_018.pdf
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

[5] PN/L/CP/003/00 DETERMINACION DE EXTENSIBILIDAD. Ala®éoiuo kei{pevo / Retrieved text PDF pp. 1-6. Al. EAeyyog /
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 avaALTIKEC PHéEBOBOL cuvoyiCovTal. MNa ekTEAETN amALTOOVTOL TA TARPN MOPATEUNTOPEVA KEQAALA,
avTBpaoThpLa Kol KPLTAPLa KATAAANASTNTAC CLOTAUATOG.

Analytical methods are summarised. Execution requires the full referenced chapters, reagents and
system-suitability criteria.
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®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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