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AviIOVIKRAR V6POPIAN Kpépa FTM

Anionic Hydrophilic Cream FTM

IZTOPIKH EKAOZH - ‘EAgyX0G LOYXDOG TIPLVY aTtd vIoBEéTNON
HISTORICAL EDITION - Review currency before adoption

Huwoteper BAon ¢ GEPUATIKI MAPACKELN
Semi-solid base ¢ cutaneous preparation

BéAylo / Belgium ¢ CGR-BE-022 « lMnyr| / Source edition: 2010

1. Z0vOeon avagopdg / Reference formula

MéyeBoc avagpopdc / Reference batch: 100 g

ZvoTaTLKO / Ingredient MoootTnta mnyng / Source
quantity

KntooteapuAikry aAKOOAN 15¢g

Cetostearyl alcohol

IAUKEPOAN 59

Glycerol

AaovpuAoBELKS VATPLO 15g¢g

Sodium lauryl sulfate

Zuvtnpenuévo LEwp FTM g.s.ad 100 g
Preserved water FTM

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

TAETE TNV aAKOOAN otouvg ~70 °C. Oepudvete 78 g guvTnENUéVOL VEATOC PE YALKEPSAN aToug ~75 °C Kal
dlaAboTE TO AaovpLAoBELLKS vATPLo. MpooBEaTe TNV LOATIKA 0TN Ataprh edon. AvadedoTe Ama KATA TNV
POEN KOL OVOAMANPWOTE AMWAELEG PHE guvTnNPENHEVO DOWP €wg 100 g.

Melt alcohol at ~70 °C. Heat 78 g preserved water with glycerol to ~75 °C; dissolve sodium lauryl sulfate. Add
aqueous to fatty phase, stir gently during cooling and replace evaporated water with preserved water to 100
g.
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Quality review and local adoption record

4. EAey)ol TIOL ava@EéPovVTalL OTNV TNYR / Source tests

Kpepnwdng opoloyevig Bdon: YEVIKEG AMALTAOELG NHLOTEPEWVY.
Uniform creamy base; general semi-solid requirements.
H obvoyn &ev amoteAel avaAvtikd SOP. Tavtonoinon, detypatoAnyia, péBodot, mpdTuna avapopds Kat Hikpoflakh modTnTta

eAéyyovtal aTo mpwTtdTLmo. / This synopsis is not an analytical SOP. Check identification, sampling, methods, reference standards
and microbial quality in the original.

5. MepléKkTnG, @UAAEN Kal Sidpkela TNG MNYNAGS / Source container, storage and period
Aegv kaBopileTal oto andonooua mov PeAeTBNKE. / Not specified in the reviewed extract.

Agv 6lveTal aplBunTIk dldpkela yia Tn ovvtnpnuévn Bdon oto andomnoaoua. Xwplc ouvTNENTKG: EEXWPLOTH
ekdoyxn 1 eBdouddag.

No numerical period for the preserved base in this extract. Preservative-free: separate 1-week variant.

To avagepduevo SldoTnua LoyxOeL PdVo HE TIC MPOUTOBETELG TNG CLYKEKPLHMEVNG TINYAG. IOTOPLIKEG TIHEG XPELGToVTAL EMAVEAEYYO.

MeTd To dvotypa dev vnepPaiveTatl 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 éAeyxoG / Local pharmacy assessment

Mpw and napaokevn: EAEYX0C TALTATNTAG/MOLOTNTOGC MPWTWY LAWY, CLUUBATATNTAG KAl KATAAANASTNTAG Yla TOV AoBEVH.
Before compounding: check raw-material identity/quality, compatibility and patient suitability.

ENAIAMEZO / BAZH — Ovopa, cbotaon, naptida, nuepopnvia mMapaokevig, eykekptpévo BUD, gOAQEN.
INTERMEDIATE / BASE — Name, composition, batch, preparation date, approved BUD, storage.

Medio mpog cupnAnpwon / Field to complete Kataypaen / Entry

‘EkBoon SOP, eEomAloudc, kploweg mapduetpol / SOP, equipment, critical
parameters

YroAoylopol, éAeyxog dAatog/evuddtwaong, anédoon / Calculations, salt/hydrate,
yield

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

Tomukd BUD, tekurplo, meplékTng Kat pOAagn / Assigned BUD, evidence, container,
storage

MapaokevaoTrg, aveEdPTNTOG EAEYKTAG, EYKpvwy, nuepounvia / Preparer, checker,
approver, date

7. MpoéAsvon Kal ouvdedepéveg Baoelg / Provenance and linked bases

Formulaire Thérapeutique Magistral 2010 — B-I-3-a.9

Apxelo mov 666nke / Supplied file: Fr formulas/BéAyto - FaAA{a.pdf « PDF ogA. / pp. 45, 63
MpwToyevAg enionun minyn / Primary official source

CGR-BE-003 * Preserved water FTM

Anédoon epyaciag GR/EN, éxt emionun petagpaaon. MARpng napamopmnri/URL kat SHA-256 0To HNTPwWo JSON. AnatTe{Tal avBpwvn EMOTNHOVIKH
€ykplon. Opot dnudotag avadnuoaicvong: BA. 06nyod mnywv. / GR/EN working adaptation, not an official translation. Full URL and SHA-256 in the JSON
register. Human scientific approval is required. For public reuse terms, see source guide.
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https://www.fagg-afmps.be/sites/default/files/downloads/FTM_Pharmaciens_Edition_2010.pdf
https://www.fagg-afmps.be/sites/default/files/downloads/FTM_Pharmaciens_Edition_2010.pdf

