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NMNaota o&eldiov yevdapyovpov Lassar Ph. Fr.

Zinc oxide paste, Lassar, Ph. Fr.

TEXNIKO MPOZXEAIO - EKKpEMEL EMIOTNHOVIKA éyKpLON
TECHNICAL DRAFT - Scientific approval pending

MNéaota ¢ deppaTiky xprion
Paste ¢ cutaneous use

FaAAla / France « CGR-FR-020  Mnyr / Source edition: 2007

1. Z0vOeon avagopdg / Reference formula

MéyeBoc avagpopdc / Reference batch: 100 g

ZvoTaTLKO / Ingredient MoootTnta mnyng / Source
quantity

OEe(bLo yevdapyLpov 2549

Zinc oxide

ApvAo altou 25¢g

Wheat starch

Avudpn AavoAivn 25¢g
Wool fat
Aevkn BaleAivn 2549

White soft paraffin

g.s. ad = guunAfpwon éwg TeAkr pala/dyko. Ta e0pn KAl oL EVOANAKTIKEG amattolv emAoyr piag ovvtayig. / g.s. ad = make up to final
mass/volume. Ranges and alternatives require selection of one formula.

2. M€60b0G TnG mMNyng — ocobvowyn / Source method — synopsis

Kookwiote TI¢ KéveELG oTta 125 pum. AvapiEte kKot AcloTtplBAoTe Pe TN Atmapr Bdon €wg opoloyévela, To TOAD
otoug 30 °C.

Sieve powders at 125 um. Blend and triturate with the fatty base until homogeneous, at most 30 °C.

3. Znueio movu anattei mpoooyn / Point requiring attention

H ovopaoia Lassar €6 6ev SnAWVEL MPoaOrikn oaAtkALKOD 0E€0C.
The name Lassar here does not imply added salicylic acid.
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compounding.gr CGR-FR-020

CGR-FR-020 ¢ '‘EAsy)xol Kal TEKHNPiwon

Quality review and local adoption record

4. EAey)ol TIOL ava@EéPovVTalL OTNV TNYR / Source tests
Zn0: 22.5-27.5% w/w

H obvoyn dgv amoteAel avaAuTtiké SOP. Tavtonoinon, detypatoAnyia, péBodot, mpdTuna avaopdc Kot pikpoBLakr motdTnTa
eAéyyovTal oo mpwTtdTLMo. / This synopsis is not an analytical SOP. Check identification, sampling, methods, reference standards
and microbial quality in the original.

5. NepLékTNnG, @UAAEN Kal diapkela TNG MNYAG / Source container, storage and period

YwAnvapo fj Baco.

Tube or jar.

Aev evtomniotnke aplOunTké BUD oTo Xpnotuomnolnuévo Kelevo. Agv anodidetal avtéduata TIUA.

No numerical BUD was found in the text used. No automatic period is assigned.

To ava@pepduevo SladoTnua LoyOeL PdVo HE TIC MPOUTOBETELG TNG CLUYKEKPLUMEVNG TINYAG. I0TOPLIKEG TUHEG XPELGToVTAL EMAVEAEYYO.

MeTd To dvotypa dev vnepPaiveTal n cuvoAtkr) AREN. / Source periods depend on the exact source conditions. Historical values
require review. In-use periods cannot extend overall expiry.

6. Tomik6G PapHaKeLTIKOG éAey)oG / Local pharmacy assessment

EAeyxoG €kBe0nC 0g KOVELG KAl EMUOALVONG HETOAED MAPACKELWY. EAEYX0C KATAAANAGTNTAC GUOTATIKWV: AavoAivn, oLTapt.
Control powder exposure and cross-contamination. Assess suitability of declared excipients and allergen sources.

MNaota * deppatikr xprion. Ovoua/mepleKTIKOTNTA, MOCOTNTA, MaPTIOA, NUEPOUNVia, eyKeEKPLUEVO BUD, pOAQEN Kat
€EATOULIKEVPEVEG 0ONYieG.
Paste ¢ cutaneous use. Name/strength, quantity, batch, date, approved BUD, storage and individual directions.

Medio mpog cupnmAnpwon / Field to complete Kataypaen / Entry

‘Ekboan SOP, eEonAloudg, kploweg mapdpetpol / SOP, equipment, critical
parameters

YrnoAoylopoi, éAeyxog dAatog/evuddtwaong, anddoon / Calculations, salt/hydrate,
yield

AnoteAéopata QC, anokAloelg, anégaon / QC results, deviations, decision

Tomkd BUD, tekurplo, mepléktng kat OAaEn / Assigned BUD, evidence, container,
storage

MapaoKeELAOTAC, AVEEAPTNTOC EAEYKTAG, EYKPvwY, nuepounvia / Preparer, checker,
approver, date

7. NpoéAevon kKaL ovvdedepéveg Baoelg / Provenance and linked bases
Pate a I'oxyde de zinc (2007) (23/10/2020)

MpwToyevAg enionun minyn / Primary official source

Anéboon epyaoiag GR/EN, 6t emionun petagpaon. NMAARpng napamopmri/URL kat SHA-256 0To untpwo JSON. H éykplon Kat Ta dikatwpata dnudotag
avadnuooievong napapévouy pog tekpunpiwon. / GR/EN working adaptation, not an official translation. Full URL and SHA-256 in the JSON register.
Approval and public reuse rights remain to be documented.
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https://ansm.sante.fr/uploads/2020/10/23/pate-a-l-oxyde-de-zinc.pdf

