compounding.gr CGR-ES-010

Noéoipo StaAvpa apAodimivng 0.5 mg/mL AEMPS —
QOVHPWVia povadag
Amlodipine oral solution 0.5 mg/mL AEMPS — unit conflict

MHN EKTEAEITE - ACup@wvia oTnv mnyn
DO NOT COMPOUND - Source discrepancy

MNéoo dldAvpa
Oral solution

lomavia / Spain « CGR-ES-010 ¢ Mnyn / Source edition: 2022

1. Z0vOeon avagopdc / Reference formula

MéyeBog avagopdg / Reference batch: 100 mL

ZvoTatiko / Ingredient MoocoétnTa mnyng / Source

quantity

BeouAKN apAodinivn 69 mg
Amlodipine besilate

AnAG alpdémt AEMPS EX022 25 mg (table) / 25 mL (method)
Simple syrup AEMPS EX022

Yowp e ouvTnPENTIKE XWPI(G mpornuAevoyAvkOAn AEMPS g.s. ad 100 mL
Preserved water without propylene glycol AEMPS

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

H nnyr dlaAbel To dAag o 70 mL oxjuatog pe avddevan 15 min, mpooBETel aLPATL Kol CUUNMANPWVEL OYKO.
Anatte{tal dtevkpivion povddag alporioo.

The source dissolves salt in 70 mL vehicle with 15 min stirring, adds syrup and adjusts volume. Syrup units
require clarification.

3. Znueio movu anattei mpoooyn / Point requiring attention

MNivakag: 25 mg. MéBodog: 25 mL. Agv vloBetel{tal SlopBwuévn ovvTayh.
Table: 25 mg. Method: 25 mL. No corrected formula is adopted.

MNpoowrnikr npwTtoBovAia / Independent initiative * v1.0 » 2026-09-07 eAida / Page 1



compounding.gr CGR-ES-010

CGR-ES-010 ¢ 'EAsy)xoOl KOl TEKHNPiwoN

Quality review and local adoption record

4. EAey)ol TIOL ava@EéPovVTalL OTNV TNYR / Source tests
pH 5.5-6.5

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

Kexpiunoapévia YodAwwn LaAn, BLdwtdé nwpua, 2-8 °C- npootaacia and ewg.
Amber glass screw-cap bottle, 2-8 °C; protect from light.

60 NuEPEG: avolkTd 30 NUEPEC.
60 days; 30 days in use.

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

‘Ek6oan SOP, eEonALloudg, kKploweg 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/2022/FMT/038 AMLODIPINO 0,5 MG/ML SOLUCION ORAL
MpwTtoyevAg enionun mnyr / Primary official source

CGR-ES-002 « Preserved water without propylene glycol AEMPS
EXTERNAL « FN/2003/EX/022 JARABE SIMPLE (84% P/V). Modificado 2020

Anéboon epyaciag GR/EN, oyt emionun petagpaon. MAARpng napamopmnri/URL kat SHA-256 oto untpwo JSON. H éykplon Kat Ta dikatwpata dnudotag
avadnuooievong napapévouy pog tekpunpiwon. / 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-pediatricas/fn_2022_fmt_038.pdf
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2017_ex_028.pdf
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2003_ex_022.pdf

