compounding.gr CGR-ES-030

Noéoipo diaAvpa tooviadidnc 50 mg/mL

Isoniazid Oral Solution 50 mg/mL

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

MNéoo SlaAvpa
Oral solution

lonavia / Spain « CGR-ES-030 ¢ lMnyrj / Source edition: 2020

1. Z0vOeon avagopdg / Reference formula

MéyeBoc avagpopdc / Reference batch: 100 mL

ZvoTaTLKO / Ingredient MoootTnta mnyng / Source
quantity

looviaZién 5¢g

Isoniazid

ZuvTtnpnuévo DEWP XWPIG MpomuAevVOyALKOAN EX028 50 mL

Preserved water without propylene glycol EX028
Yypr) copBLTOAN PN KPUOTAAAODEVN g.s. ad 100 mL

Non-crystallising liquid sorbitol

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

AlaA0oTE Loovial(bn oTto ouvTNPENHEVO DEWP. ZVUMANPWOTE PE LYPH 00PRLTOAN 70%, OLOYEVOTIOLOTE KoL
eAéyETe pH.

Dissolve isoniazid in preserved water; make up with non-crystallising 70% liquid sorbitol, homogenise and
check pH.

3. Znueio movu anaitei mpoooyn / Point requiring attention

H ninyn npoedonotel va pun ouvdvaleTal e oakyopolXa SlaAbpaTa. AlaTnPrRoTE To OxNua copRLTOANG.
Source warns against mixing with sugar solutions. Retain the sorbitol vehicle.
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CGR-ES-030 ¢ 'EAsy)xoOl KOl TEKHNPiwoN

Quality review and local adoption record

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

Alavyég dxpwpo- pH 6,0-7,0.
Clear colourless; pH 6.0-7.0.
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.

60 Nuépeg atoug 2-8 °C: petd To dvolypa 30 NuépeG, EvTOC CUVOALKAC ARENG.
60 days at 2-8 °C; after opening 30 days, within overall expiry.

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

‘EkBoon SOP, eEomAloudc, 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/2020/FMT/027 ISONIAZIDA 50 MG/ML SOLUCION ORAL
PDF geA. / pp. 2

MpwToyevAg enionun minyn / Primary official source
CGR-ES-002 « Preserved water without propylene glycol AEMPS

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_2020_fmt_027.pdf
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2017_ex_028.pdf

