compounding.gr CGR-ES-029

NOocLno SiaAvpa vOpPOYAWPLKAG KAovidivng 20
HLKPOYpPOAMapLa/mL
Clonidine Hydrochloride Oral Solution 20 micrograms/mL

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

MNéoo dldAvpa
Oral solution

lomavia / Spain « CGR-ES-029 ¢ lMnyn / Source edition: 2019

1. Z0vOeon avagopdc / Reference formula

MéyeBog avagopdg / Reference batch: 100 mL

ZvoTatiko / Ingredient MoocoétnTa mnyng / Source

quantity

MnTPkS SLdALp LEPOYXAWPLKAG KAoVLBIvNG 1 mg/mL 2 mL
Clonidine hydrochloride stock 1 mg/mL

20pBLkd K&AL0 0.15¢g
Potassium sorbate

KekaBapuévo 0dwp 48 mL
Purified water

Kttpikd o&0 povoddpLkd 0.070 g
Citric acid monohydrate

AnAS olpdémL EX022 g.s. ad 100 mL
Simple syrup EX022

g.s. ad = ouunAfpwon éw¢ TeAKr pala/oyko. Ta €0pn KAl ol EVOAAAKTIKEG amattolv emAoyr piag ovvtaynic. / g.s. ad = make up to final
mass/volume. Ranges and alternatives require selection of one formula.

2. M€6060G TnG Mnyng — oobvowyn / Source method — synopsis

MnTpELKS dldAvpa: LOpPoYAWPLKH KAovidivn 0,1 g, 0dwp g.s. ad 100 mL. Mpocbéote 2 ML Tov uNTPLKoD oTa 48
mL 08aTtoG. AloADoTE CopPRLKS KOl KITPLKS 0ED, CUUMANPWOTE WE OLPOTL, avauiEte Kat eAEYETE pH.

Stock: clonidine hydrochloride 0.1 g, water g.s. ad 100 mL. Add 2 mL stock to 48 mL water; dissolve sorbate
and citric acid, make up with syrup, mix and check pH.

3. Znueio movu anattei mpoooyn / Point requiring attention

AlaxwploTe TIG ETIKETEG UNTPLKOV/TEALKOD Kal EAEYETE aveEdpTnTa TNV apaiwon 1:50.
Separate stock/final labels and independently verify the 1:50 dilution.

MNpoowrnikr npwTtoBovAia / Independent initiative * v2.0 « 2026-09-07 eAida / Page 1



compounding.gr CGR-ES-029

CGR-ES-029 ¢ 'EAcy)xoOl KOl TEKHNPiwoN

Quality review and local adoption record

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

Alavyég dxpwpo- pH 4,0-5,0.
Clear colourless; pH 4.0-5.0.
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

KaoTtavéyxpwun YodAvn eLdAn, kaAd kAslotr- 2-8 °C, npootacia amnd owg.
Well-closed amber glass bottle; 2-8 °C, protected from light.

TeAKS KoL UNTPLKOS: 60 NUEPEC 0TOLG 2-8 °C- HETE TO dvolyua 30 NuUépPEG.
Final and stock: 60 days at 2-8 °C; after opening 30 days.

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

EAeyyxog €kBeonC o€ KOVELG Kal EMUOALVONG HETAED IO PACKELWV.

Control powder exposure and cross-contamination.

Mnéouo didAvpa. Ovopa/meplekTikdTNTA, MOCOTNTA, MAPTdA, NUEPOUNVi, EyKEKPLUEVO BUD, @OAQEN Kal EEXTOMIKELIEVEG 0ONYIEG.
Oral solution. Name/strength, quantity, batch, date, approved BUD, storage and individual directions.

Medio mpog cupnAnpwon / Field to complete Kataypaen / Entry

‘Ek6oon SOP, eEomAloudg, Kploweg mapdueTpol / SOP, equipment, critical
parameters

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

AnoteAéopata QC, anokAloelg, andeaon / QC results, deviations, decision

Tomukd BUD, tekurplo, meplékTng Kat pOAagn / Assigned BUD, evidence, container,
storage

MapaokevaoTrg, aveEdPTNTOG EAEYKTAG, EYKpvwy, nuepounvia / Preparer, checker,
approver, date

7. MpoéAsvon Kal ouvdedepéveg Baoelg / Provenance and linked bases

FN/2019/FMT/026 CLONIDINA CLORHIDRATO 20 MICROGRAMOS (MCG)/ML SOLUCION ORAL
PDF o€A. / pp. 2-3
MpwToyevAg enionun minyn / Primary official source

CGR-ES-022 * Simple Syrup 84% w/v EX022

Anédoon epyaciag GR/EN, éxt emionun petagpaaon. MARpng napamopmnri/URL kat SHA-256 0To HNTPwWo JSON. AnatTe{Tal avBpwvn EMOTNHOVIKH
€ykplon. Opot dnudotag avadnuoaicvong: BA. 06nyod 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/formulas-magistrales-tipificadas-pediatricas/fn_2019_fmt_026.pdf
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2003_ex_022.pdf

