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Y8aTikO S1aAvpa S1yALKOVIKAG XAWPEeELdivnec 0,1% —
AEMPS

Aqueous Chlorhexidine Digluconate Solution 0.1% AEMPS

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

AldAvpa ¢ deppatiky xprion
Solution ¢ cutaneous use

lonavia / Spain « CGR-ES-038 ¢ lNnyr / Source edition: 2003

1. Z0vOeon avagopdc / Reference formula

MéyeBog avagopdg / Reference batch: 100 mL

ZvoTatiko / Ingredient MoocoétnTa mnyng / Source

quantity

AtdALHO BLYAVKOVLKAG XAwPeELdivng 20%, RFE 0658 0.5 mL
Chlorhexidine digluconate solution 20%, RFE 0658

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

g.s. ad = ouunAnpwon éw¢ TeAKr pala/dyko. Ta €0pn Kal oL EVOAAAKTIKEG amattoly emAoyr piag ovvtaynic. / g.s. ad = make up to final
mass/volume. Ranges and alternatives require selection of one formula.

2. M€06060G TnG MNyng — ocobvowyn / Source method — synopsis

ApPaLWOTE TOV HETPNHEVO GYKO TOL MPATLTOL SLAADPATOC 20% PE VOWP £WC TEALKO OYKO.
Dilute the measured volume of the specified 20% stock with water to final volume.

3. Znueio movu anaitei mpoooyn / Point requiring attention

EmBeRatwote Bdon ékgpaong tov 20% oto motonolnTikd RFE 0658 un petatpénete 0,5 mL o€ 0,5 g. AMOKAELOTIKA SEPUATIKA [N
otelpa abvoyn.
Verify the 20% basis against RFE 0658/CoA; do not replace 0.5 mL with 0.5 g. This synopsis is for nonsterile cutaneous use.
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CGR-ES-038 ¢ 'EAsyxoOl KOl TEKHNPiwoN

Quality review and local adoption record

4. EAey)ol TIOL ava@EéPovVTalL OTNV TNYR / Source tests

Alavyég axpwpo, xwplc {Cnua.
Clear colourless, without precipitate.
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

Kaotavdypwuog YUAALVOG EPLEKTNG, TpooTac(a amnd ewc.
Amber glass container, protected from light.

3 urveg.
3 months.
To avagepduevo SldoTnua LoyxOeL PdVo HE TIC MPOUTOBETELG TNG CLYKEKPLHMEVNG TINYAG. IOTOPLIKEG TIHEG XPELGToVTAL EMAVEAEYYO.

MeTd To dvotypa dev vnepPaiveTatl 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 éAeyxoG / Local pharmacy assessment

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

AtdAvpa ¢ deppatiky xprion. Ovoua/meptekTikdTNTA, MOCdTNTA, MAPTdA, NUEPOUNViX, eykekpLévo BUD, @OAaEN Kat

€EATOMLIKEVPEVEG 0ONYiEG.
Solution * cutaneous use. Name/strength, quantity, batch, date, approved BUD, storage and individual directions.

Medio mpog cupnmAnpwon / Field to complete Kataypaen / Entry

‘Ekdoan SOP, eEonAlopdg, kploweg napduetpol / SOP, equipment, critical
parameters

YnoAoylopol, éAeyxog dAatog/evuddtwaong, anédoon / Calculations, salt/hydrate,
yield

AnoteAéopata QC, amokAloelg, andépaon / QC results, deviations, decision

Tomuk6 BUD, tekurplo, mepLtékTng kat gOAagn / Assigned BUD, evidence, container,
storage

MapaoKeELAOTAC, AVEEAPTNTOC EAEYKTNAG, EYKP(vwY, nuepounvia / Preparer, checker,
approver, date

7. NpoéAevon kKaL ovvdedepéveg Baoelg / Provenance and linked bases

FN/2003/P0O/015 CLORHEXIDINA, SOLUCION ACUOSA AL 0,1% DE
PDF oe€A. / pp. 2
MpwTtoyevig enionun ninyr / Primary official source

Anédoon epyaciog GR/EN, 6t emionun petdepaon. MARpng napamnounr/URL kat SHA-256 0To unTpwo JSON. Anatte(Tatl avBpwmivn €MOTNUOVIKY
éykplan. Opot dnuodotag avadnuoaoicvong: BA. 06nyo mnywv. / GR/EN working adaptation, not an official translation. Full URL and SHA-256 in the JSON
register. Human scientific approval is required. For public reuse terms, see source guide.
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https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2003_po_015.pdf

