compounding.gr CGR-BE-003

YOwp pe ocvvtnpnTika FTM

Preserved water FTM

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

Yypd evbLdueco ¢ OxL avtoteArlg odnyla xopriynong
Liquid intermediate  no standalone administration directions

B€Ayto / Belgium ¢ CGR-BE-003 ¢ Mnyrj / Source edition: 2010

1. Z0vOeon avagopdg / Reference formula

MéyeBoc avapopdc / Reference batch: 1000 g

ZvoTaTLKO / Ingredient MoootTnta mnyng / Source

quantity

MNopaddpoEuBevloikdg neBLAECTEPOC 0.8g
Methyl parahydroxybenzoate

MopaddpoEuBeVTOIKOG MPOTUAECTEPAC 0.2g
Propyl parahydroxybenzoate

KekaBapuévo 0OwpP g.s. ad 1000 g
Purified water

g.s. ad = oLUMARPWON €wWG TEALKH HAZa/6yKo. Ta 0PN Kat oL EVOAAAKTIKEG anatTtolv emAoyn piag ouvtayng. / g.s. ad = make up to final
mass/volume. Ranges and alternatives require selection of one formula.

2. Mé€00od0o¢ TnG mnyng — ogvvoyn / Source method — synopsis

AlaA0oTE Toug MapaddpoEuBevloikolg eoTtépec oe 100 g Bpdlovtog EaTOG. Bpdaote xwplotd 900 g L&aTOC,
WuETe otoug 80 °C Kal mpooBéote To MPWTO StdAvua. WOETE Kal oLUUNMANPWOTE TN Mdla ota 1000 g.

Dissolve parabens in 100 g boiling water. Separately boil 900 g water, cool to 80 °C, and combine with the
first solution. Cool and adjust mass to 1000 g.

3. Znueio movu anaitei mpoooyn / Point requiring attention

Alatnpe(tatl n povada palog. Asv LTOKABIOTATAL AVTOUATWG HE LoTavikd auvTneNnUévo V6w avd 100 mL.
Mass units are retained. Spanish preserved water per 100 mL is not an automatic substitute.
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4. EAey)ol TIOL ava@EéPovVTalL OTNV TNYR / Source tests
Agv peTaQEpOVTaL EOIKA apOUNTIKA dpla £6W. EpapudlovTal ot OXETIKEG YEVIKEG Kal ELOLKEG HOVOYPAP(EC.
No specific numerical limits are reproduced here. Relevant general and individual monographs apply.

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. NepLékTNG, @UAAEN Kal didpkela TNG MNYAG / Source container, storage and period
Aegv kaBopileTal oto andonooua mov PeAeTBNKE. / Not specified in the reviewed extract.

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

Mpw amnd napaokKeLr: EAEYX0G TALTOTNTAG/MOLOTNTAG MPWTWY LAWY, OLUBATOTNTAG KOL KATAAANAGTNTAG Yla TOV 000EVH.
Before compounding: check raw-material identity/quality, compatibility and patient suitability.

ENAIAMEZO / BATH — Ovoua, obotaon, naptida, nuepounvia napaokevnc, eykekptlpévo BUD, OAAEN.
INTERMEDIATE / BASE — Name, composition, batch, preparation date, approved BUD, storage.

Medio mpog cupntAnpwon / Field to complete Kataypaen / Entry

‘EkBoan SOP, eEomALoudc, kploweg mopduetpol / SOP, equipment, critical
parameters

YnoAoylopoi, éAeyxoc aAatog/evuddtwong, anddoaon / Calculations, salt/hydrate,
yield

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

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

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

7. MpoéAsvon KaiL ouvdedepéveg Baocelg / Provenance and linked bases

Formulaire Thérapeutique Magistral, édition 2010 — B-I-3-a.10
Apxelo nov 666nke / Supplied file: Fr formulas/BéAylo - FTaAA{a.pdf « PDF o€A. / pp. 46
MpwTtoyevig enionun ninyr / Primary official source

Anédoon epyaciog GR/EN, 6t emionun petdepaon. MARpng napamnounr/URL kat SHA-256 0to unTtpwo JSON. H €ykplon Kot Ta dikatwpata dnuéotag
avadnuooievong napapévouy 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

