compounding.gr CGR-FR-028

MNoéoipo SiaAvpa YAUKEPOANG 0.644 g/mL Ph. Fr.

Glycerol oral solution 0.644 g/mL Ph. Fr.

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

MNéoo SlaAvpa
Oral solution

FaAAla / France « CGR-FR-028  Mnyr / Source edition: 2014

1. Z0vOeon avagopdg / Reference formula

MéyeBoc avagpopdc / Reference batch: 100 g

ZvoTaTLKO / Ingredient MoootTnta mnyng / Source
quantity

FAUKEPOAN 569

Glycerol

Kttpikd o&0 dvudpo lg

Citric acid anhydrous

XAwpLovyo vaTpLo 049
Sodium chloride

20pBLkd o0 0.03 g
Sorbic acid
KekaBappévo 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. Mé€00ob0o¢ TnG mnyng — cobvoyn / Source method — synopsis

Avoui(Ete 06WpP KoL YALKEPOAN, BepuaivovTac €wg 62 °C. ALaADOTE T LIMOAOLTIO CLOTATIKE UE AVAdELON KO
dunbroTe.

Mix water and glycerol, heating up to 62 °C. Dissolve remaining ingredients with stirring and filter.

3. Znpeio mov analtei mpoooyn / Point requiring attention

H obvBeon bivetal katd pd&ga, o T{TAog KATA OYKO. TEKUNPLWOTE MUKVOTNTA TPV amd OYKOUETPLKN dogopétpnon.
Composition is by mass; title strength is by volume. Document density before volume dosing.
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compounding.gr CGR-FR-028

CGR-FR-028 ¢ ‘EAsy)xoOl Kal TEKHNPiwoN

Quality review and local adoption record

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.

1 yAvoag- 6ev mpoadlopifovtal Beppokpacia Kol MEPLEKTNG OTO OOVTOUO KE(UEVO.

1 month; temperature and container are not specified in the short text.

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.

MNéowo dtdAvpa. Ovoupo/mepLlekTIKOTNTA, MOOOTNTA, MaPTdA, NUEpounvia, eykekpLuévo BUD, @OAAEN Kal eEQTOMIKEVUEVEG 0BNYIEG.
Oral solution. Name/strength, quantity, batch, date, approved BUD, storage and individual directions.

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
Solution buvable de glycérol a 0,644 g/mL (2014) (01/07/2014)

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.

MNpoowrnikr npwTtoBovAia / Independent initiative * v1.0 » 2026-09-07 eAida / Page 2


https://ansm.sante.fr/uploads/2020/10/23/solution-buvable-de-glycerol-a-0-644g-ml-2.pdf

