compounding.gr CGR-FR-006

KoAAwoSL0 Ph. Fr.

Collodion Ph. Fr.

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

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

FoAA{a / France « CGR-FR-006 * Mnyr / Source edition: 1994
1. Z0vOeon avagopdg / Reference formula
MéyeBoc avagpopdc / Reference batch: 100 g

ZvoTaTLKO / Ingredient MoootTnta mnyng / Source

quantity

NitpokuTTapivn KOAAWSIoL 5¢g
Collodion cotton

ABavOAn 96% v/v 20 g
Ethanol 96% v/v

AlBépag 759
Ether

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

MpocB£0Te TOUG MPOAVAPEULYEVOUC BLAADTEG 0TN VLITpoKLTTAP{VN KL avaulEte uéxpt SLtdAvonc.
Add premixed solvents to collodion cotton and mix until dissolved.

3. Znpeio mov anaitei mpoooyn / Point requiring attention

Anatte{tal €8k eKT{HNON MUPACEAAELAC Kal Slaxelplong atbépa/viTpokuTTapivng.
A specific fire and ether/nitrocellulose handling assessment is required.
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CGR-FR-006 * 'EAsy)xol Kal TEKHNPiwoN

Quality review and local adoption record

4. EAey)ol TIOL ava@EéPovVTalL OTNV TNYR / Source tests
Pyroxylin: 5.0-6.0% w/w; ethanol: 17.5-21.0% w/w

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

AgpooTeEYNC MEPLEKTNG, HaKPL& and BepudTNTA.
Airtight container, away from heat.

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

EOQAEKTO: €AEYYOG TINYWVY AVAPAEENC, AEPLOUOD KOl AMWAELWY BLaAdTn.
Flammable: assess ignition sources, ventilation and solvent loss.

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
Collodion (1994) (15/02/2012)

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://ansm.sante.fr/uploads/2020/10/23/collodion.pdf

