compounding.gr CGR-ES-002

'YOWP HE OLVTNPENTIKA XWPIC TIPOTTVAEVOYAUKOAN
AEMPS

Preserved water without propylene glycol AEMPS

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

Yypo evoidpeco ¢ Oxt avtoteAng odnyla xopriynong
Liquid intermediate * no standalone administration directions

lomavia / Spain « CGR-ES-002 ¢ lMnyn / Source edition: 2017

1. Z0vOeon avagopdc / Reference formula

MéyeBog avagopdg / Reference batch: 100 mL

ZvoTatiko / Ingredient MoocoétnTa mnyng / Source

quantity

MNapaddpoEuBevloikdc pebBLAETTEPQG 80 mg
Methyl parahydroxybenzoate

MNapaddpoEuBevCoiKkOG MPOTUAECTEPAG 20 mg
Propyl parahydroxybenzoate

KekaBapuévo 0dwp g.s. ad 100 mL
Purified water

g.s. ad = ouUMARPWON éwG TEALKH HATa/OyKo. Ta 0PN Kat oL EVAAAAKTIKEG anatTtoly emAoyn piag ocvvtayrg. / g.s. ad = make up to final
mass/volume. Ranges and alternatives require selection of one formula.

2. M€06060G TnG MNnyng — ocobvoyn / Source method — synopsis

AlaA0OTE TOUG €0TéPEC o€ VBWP TeEP(Tov 80 °C. WOETE, ouunAnpwoTe ota 100 ML Kol OUOYEVOTIOLHOTE.
Dissolve parabens in water near 80 °C. Cool, adjust to 100 mL and homogenise.
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compounding.gr CGR-ES-002

CGR-ES-002 ¢ 'EAsy)oOl KOl TEKHNPiwoN

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

Kexpunapévia LaAn 125 mL, Bdwtoé nwua, <30 °C.
125 mL amber bottle, screw cap, <30 °C.

6 urveg.
6 months.

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
FN/2017/EX/028 AGUA CONSERVANTE SIN PROPILENGLICOL

MpwTtoyevAg enionun mnyr / Primary official source

Andédoon epyaciog GR/EN, 6t emionun petdepaon. MARpng napamnounr/URL kat SHA-256 0to unTtpwo JSON. H éykplon Kot Ta dikatwpata dnudotag
avadnuooievong mapapévouy pog tekunpiwan. / 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.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2017_ex_028.pdf

