compounding.gr CGR-ES-005

Fé€An petpovidaloAnc 1% AEMPS

Metronidazole gel 1% AEMPS

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

FéAN * SeppaTiky xprion
Gel * cutaneous use

lonavia / Spain « CGR-ES-005 ¢ Mnyrj / Source edition: 2003

1. Z0vOeon avagopdg / Reference formula

MéyeBoc avagpopdc / Reference batch: 100 g

ZvoTaTLKO / Ingredient MoootTnta mnyng / Source

quantity

MeTpovidaloAn lg
Metronidazole

MpomuAEVOYAUKOAN g.s.
Propylene glycol

Ouvbétepn YéAn AEMPS g.s.ad 100 g
Neutral gel AEMPS

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

Alaone{peTte TN 6pa0TIKA 0TNY EAQXLOTN MPOMUVAEVOYAVUKOAN yla opoloyevr dota. MpooBéote otadlakd
oLGETEPN YEAN.

Disperse active in the minimum propylene glycol needed for a homogeneous paste. Gradually add neutral gel.
3. Znueio mou anaitei mpoooyn / Point requiring attention

H Bdan EX020 éyet ik tng dldpkela 30 nuepwv. Agv vmokadiotatal and FTM carbomer 980.
EX020 base has its own 30-day period. FTM carbomer 980 is not a substitute.
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compounding.gr CGR-ES-005

CGR-ES-005 ¢ 'EAsyxoOl KOl TEKHNPiwoN

Quality review and local adoption record

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

Ala@avic YEAN.
Transparent gel.
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

XwAnvaplo A Balo, nmpootaaoia and ewg, <30 °C.
Tube or jar, protect from light, <30 °C.

3 UAVEG oTNV TEALKH oOvBeon.

3 months for the final formulation.

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.

FéAN * deppatikh xprion. Ovopo/mePLEKTIKOTNTA, MOodTNTA, MapTida, nuepopnvia, eykekpluévo BUD, gOAQEN Kot EEATOULKEVUEVEG

obnylec.
Gel « 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/FMT/019 METRONIDAZOL, GEL DE

MpwToyevAg enionun minyr / Primary official source

EXTERNAL ¢ FN/2003/EX/020 GEL NEUTRO

Anédoon epyaciag GR/EN, ot emionun petdepaon. MARpng napamnounr/URL kat SHA-256 0To unTpwo JSON. H éykplon Kot Ta dtkatwuata dnudotag
avadnpooievong mapapévouy mpog 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.aemps.gob.es/formulario-nacional/monografias/formulas-magistrales-tipificadas/fn_2003_fmt_019.pdf
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2003_ex_020.pdf

