compounding.gr CGR-ES-006

Moo LMo evalWPNHA LOPOYXAWPOBELaliONG 2 mg/mL
AEMPS

Hydrochlorothiazide oral suspension 2 mg/mL AEMPS

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

MNéoo evatwpnua
Oral suspension

lomavia / Spain « CGR-ES-006 ¢ lMnyr} / Source edition: 2014

1. Z0vOeon avagopdc / Reference formula

MéyeBog avagopdg / Reference batch: 100 mL

ZvoTatiko / Ingredient MoocoétnTa mnyng / Source
quantity

YopoxAwpoBeLalidn 200 mg

Hydrochlorothiazide

FALVKEPOAN 20 mL

Glycerol

FéAN peBuAokutTapivng 1000, 1% 50 mL

Methylcellulose 1000 gel 1%

AtdAvpa povoddpLkol Kitptkol 0E€oc 4% 0.5 mL
Citric acid monohydrate solution 4%

KekaBapuévo 0dwp g.s. ad 100 mL

Purified water

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

Alaomneipete TN 6pacTtik otn YALKEPAOAN 10 min. MpooBéate yéAn Swpatiov o€ 1 min Kat avadsdote 5 min.
MpooBéate 0EL apatwpévo o€ 29.5 mL 06atog g 1 min- avadedoTte 5 min.

Disperse active in glycerol for 10 min. Add room-temperature gel over 1 min; stir 5 min. Add acid diluted in
29.5 mL water over 1 min; stir 5 min.

3. Znueio movu anattei mpoooyn / Point requiring attention

Ta 600 evdldpeoa mapaokevdgovtal Onwe otnv §11 Tng MNyrg, OXL HE KAPUEANSTN.
Prepare both intermediates as in source §11, not using carmellose.
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CGR-ES-006 * EAsy)xoOl KOl TEKHNPiwoN

Quality review and local adoption record

4. EAey)ol TIOL ava@EéPovVTalL OTNV TNYR / Source tests
pH 3-3.5

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

EpUNTLKA KEXPLUMOPEVLA YOAALVN QLAAN PE eAEVBEPO XWPO: YPuyelo, MpooTaoia and ews. AVaKIVOTE.
Hermetic amber glass bottle with headspace; refrigerate, protect from light. Shake.

14 nuépseq.

14 days.

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 evatwpnpa. Ovoua/mEPLEKTIKOTNTA, MOCOHTNTA, MAPTIdA, Nuepounvia, eykekplpévo BUD, pOAAEN Kol EEATOULKEVHEVES
odnyleg. Avakivnon mpwv and xpron.
Oral suspension. Name/strength, quantity, batch, date, approved BUD, storage and individual directions. Shake before use.

Medio mpog cupnmAnpwon / Field to complete Kataypaen / Entry

‘Ek6oan SOP, eEonAloudg, kploweg mapdpetpol / SOP, equipment, critical
parameters

YrnoAoylopoi, éAeyxog dAatog/evuddtwaong, anddoon / Calculations, salt/hydrate,
yield

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

Tomkd BUD, tekurplo, mepléktng kat OAaEn / Assigned BUD, evidence, container,
storage

MapaoKeELAOTAC, AVEEAPTNTOC EAEYKTAG, EYKPvwY, nuepounvia / Preparer, checker,
approver, date

7. NpoéAevon kKaL ovvdedepéveg Baoelg / Provenance and linked bases
FN/2014/FMT/022 HIDROCLOROTIAZIDA 2 MG/ML SUSPENSION ORAL

MpwToyevAg enionun minyn / Primary official source

EXTERNAL * Evoldpeoa uspoxAwpoBelalidng / Hydrochlorothiazide intermediates

Andédoon epyaciog GR/EN, ot emionun petdepaon. MARpng napamnounr/URL kat SHA-256 0Tto unTtpwo 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-pediatricas/fn_2014_fmt_022.pdf
https://www.aemps.gob.es/formulario-nacional/monografias/formulas-magistrales-tipificadas-pediatricas/fn_2014_fmt_022.pdf

