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PUOMIOMEVN KPEMA KETOMAKPOYOANG FTM

Buffered cetomacrogol cream FTM

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

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

BéAyto / Belgium ¢ CGR-BE-004 ¢ Mnyrj / Source edition: 2010

1. Z0vOeon avagopdg / Reference formula

MéyeBoc avagpopdc / Reference batch: 100 g

ZvoTaTLKO / Ingredient MoootTnta mnyng / Source

quantity

KntooteapuAikry aAKOOAN 7.29
Cetostearyl alcohol

KetopakpoyoAn 1000 1.89
Cetomacrogol 1000

Aevkn BaleAivn 15¢
White soft paraffin

Yypn napagivn 69
Liquid paraffin

20pPLkd KAALO 0.27 g
Potassium sorbate

ALo6ELvo pwaeoptkd vaTpLo dLOEpLkS 0.30¢g
Sodium dihydrogen phosphate dihydrate

Apatd ewoeoptkd oD rj LBPoEeidlo vatplov 1 M g.s. pH 5
Dilute phosphoric acid or sodium hydroxide 1 M

KekaBapuévo 06wp g.s.ad 100 g
Purified water

g.s. ad = oguunAfpwon éwg TeAkr pada/dyko. Ta e0pn Kal oL EVOAAAKTIKEG amattolv emAoyr piag ovvtaynig. / g.s. ad = make up to final
mass/volume. Ranges and alternatives require selection of one formula.

2. Mé0odo¢ TnG mnyng — covvoyn / Source method — synopsis

TAETe AtMopd Kol YOAGKTWHATOTONTEG 0TouG 70 °C. ALaADOTE TO PWOPOPLKS GAaG og 60 g Bpaouévou
08aTOG KAl YaAaKTwHaTonotjote otoug 70 °C pe woxupr avddevon. WHEte avadevovtag. MNpocbéate To
00pBLKS KAALo SlaAvuévo og 5 g 06aTtoc. PuBuiote pH 5 kat TeAkr) uala 100 g.

Melt fats and emulsifiers at 70 °C. Dissolve phosphate in 60 g boiled water and emulsify at 70 °C using
vigorous mixing. Cool with stirring. Add potassium sorbate dissolved in 5 g water. Adjust to pH 5 and 100 g.

3. Znpeio mov analtei mpoooyn / Point requiring attention

To apatd ewogoptkd oL TNG MNYAG MPOKOMTEL and dekamAdola apaiwan oE€0g TovAdyLoTov 85%. H mapaAAayr xwplc cuvtnENTkd
€xeL 6pLo 1 eBSopddag otnv ékdoan 2010. Agv TEKUNPLWVETAL £6L) YEVIKO OpLo yla Th guvtnpnuévn Bdon.

The source dilute phosphoric acid is a tenfold dilution of acid of at least 85%. The unpreserved variant has a 1-week limit in 2010.
No general period for the preserved base is established here.
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CGR-BE-004 * EAcy)Ol KOl TEKMNPLWON

Quality review and local adoption record

4. EAey)ol TIOL ava@EéPovVTalL OTNV TNYR / Source tests
pH 4.5-5.5

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
Agv kKaBop(Cetal oto andonaopa mov PeAeTAONKE. / Not specified in the reviewed extract.

Aev evtomniotnke aplOunTké BUD oto Xpnotuomolnuévo Kelevo. Agv anodi{detal avtéduata TIUA.

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

To avapepduevo SldoTnua LoyOeL Pdvo e TIC MPOUMOBETELG TNG CLUYKEKPLUMEVNG TINYAG. I0TOPIKEG TIHEG XPELGToVTaL EMAVEAEYYO.
MeTd TO dvotypa dev vnepBaiveTal n cuvoAtkr) AREN. / Source periods depend on the exact source conditions. Historical values
require review. In-use periods cannot extend overall expiry.

6. Tomik6G @apuaKeLTIKOG éAey)xoG / Local pharmacy assessment

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

ENAIAMEZO / BAZH — Ovoua, obotaon, naptida, nuepounvia mapaokevnig, eykekplpévo BUD, OAAEN.
INTERMEDIATE / BASE — Name, composition, batch, preparation date, approved BUD, storage.

Medio mpog ocvumAfRpwon / Field to complete Kataypaen / Entry

EkBoon SOP, eEomAloudc, Kploweg mapduetpol / SOP, equipment, critical
parameters

YmoAoylopoi, éAeyxog aAatog/evudatwaong, anddoaon / Calculations, salt/hydrate,
yield

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

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

MapaokeLAOTAC, AVEEAPTNTOC EAEYKTNAG, EYKpvwy, nuepounvia / Preparer, checker,
approver, date

7. NpoéAsvon KaL ocvvdedepéveg Baoelg / Provenance and linked bases

Formulaire Thérapeutique Magistral, édition 2010 — B-1-3-a.7-8
Apxelo mov 866nke / Supplied file: Fr formulas/BéAyLo - FTaAA{a.pdf « PDF o€A. / pp. 43-44
MpwToyevAg enionun ninyn / Primary official source

Anédoon epyaoiag GR/EN, éxt emionun petdgpaaon. MAfpng napamopnr/URL kat SHA-256 oto pntpwo JSON. H éykplon Kat Ta dikatwpata dnuéotag
avadnuooievong nmapapévouy pog tekunpiwaon. / 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://www.fagg-afmps.be/sites/default/files/downloads/FTM_Pharmaciens_Edition_2010.pdf

