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Kayakia udpoYAwpPLKAG Aotepapidng 2 mg

Loperamide Hydrochloride Capsules 2 mg

IZTOPIKH EKAOZH - ‘EAgyX0G LOYXDOG TIPLVY aTtd vIoBEéTNON
HISTORICAL EDITION - Review currency before adoption

ZKANPA Kaywdakila ¢ and Tov OTOUATOG
Hard capsules » oral use

B€Ayto / Belgium ¢ CGR-BE-035 ¢ lMnyrj / Source edition: 2010

1. Z0vOeon avagopdg / Reference formula

MéyeBoc avagopdc / Reference batch: 20 kaydkia / capsules

ZvoTaTLKO / Ingredient MoooTnta mnyng / Source
quantity

Aelotp(Bnuo LEPOXAWPLKAG AoTePapidng 2%, FTM 2.10g

Loperamide hydrochloride triturate 2%, FTM

ApalwTIKO A FTM g.s. ya / for 20 capsules No. 3

Diluent A FTM

g.s. ad = oguunAfpwon éwg TeAkr pada/dyko. Ta e0pn Kal oL EVOAAAKTIKEG amattolv emAoyr piag ovvtaynig. / g.s. ad = make up to final
mass/volume. Ranges and alternatives require selection of one formula.

2. Mé€00ob0o¢ TnG mnyng — covvoyn / Source method — synopsis

MnTtpLkd Actotp(Bnua 50 g: vdpoxAwplkn Aomepauidn 1,00 g, epuBpd o&eldlo aldripov 50 Mg, apaAlWTIKS A g.S.
ad 50,0 g. Xpwpatiote ~1 g apolwTkoL Pe TO 0EE(BL0, EVOWUATWOTE SPACTIKA KL KATOTILY TO LTIOAOLTIO
OPULWTIKG YEWHETPIKA. AGBeTE 2,10 g AELOTPLRAKLATOC, CUUNMANPWAOTE 0TOV Babpovounuévo dyko 20
Kayak{wv No 3, avauiEte kat yeploTe.

Stock triturate, 50 g: loperamide hydrochloride 1.00 g, red iron oxide 50 mg, diluent A g.s. ad 50.0 g. Colour
~1 g diluent with oxide; blend in active, then remaining diluent geometrically. Take 2.10 g triturate, add
diluent to calibrated volume for 20 No.3 capsules, mix and fill.

3. Znueio mou anaitei mpoooyn / Point requiring attention

Ta 2,10 g nepthapBavouy 5% vnepdoooAoyia MapaockeLiG yla anwWAeLeG. Anatte{tal Tekunpiwaon toolvyiov Kat opolopopeiag. H
dldpkela uNTPLKOL AcloTPLBApaATOC oTnv Ny elvat N cuvtopdTEPN AREN MPWTWY LAWY, o€ ateyavéd doxelo 15-25 °C.

The 2.10 g includes 5% manufacturing overage for losses. Document mass balance and uniformity. Source stock-triturate validity
follows the earliest raw-material expiry, in a tight container at 15-25 °C.
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4. EAey)ol TIOL ava@EéPovVTalL OTNV TNYR / Source tests

levikd 6plo FTM 2010: 90-110% tng dnAwpévng paoTikig, ekTég e0WKAC e€alpeong (PDF oeA. 15).
E@apuolovTal Kat ol EAEYXOL TNG QAPUAKOTEXVIKAG HOPQPHG.

FTM 2010 general active-content range: 90-110% of declared amount unless specifically excepted (PDF p.15).
Dosage-form requirements also apply.

H obvoyn &ev amoteAel avaAvtikd SOP. Tavtonoinon, detypatoAnyia, pEBodoL, mpdTuna avapopds Kat Hikpoflakh motdTnTa

eAéyxovTal oto mpwtdTLTO. / This synopsis is not an analytical SOP. Check identification, sampling, methods, reference standards
and microbial quality in the original.

5. MepléKTNG, UAAEN Kal Sidpkela TNG MNYHAGS / Source container, storage and period

15-25 °C.
15-25 °C.

lotopikr dLdpkela: 2 Piveg- xpron HETA TO AvOLyHa €wG 2 MAVEG, EvTOG OLVOALKAG ARENG.
Historical validity: 2 months; in-use limit 2 months, within overall expiry.
To avageepduevo SldoTnua LoyOeL Pdvo HE TIC MPOUMOBETELG TNG CLYKEKPLMEVNG TINYAG. I0TOPIKEG TUHEG XPELGTOVTAL EMAVEAEYYO.

MeTd to dvolrypa 6ev vmepBaivetal N ouvoAlkr) AEn. / Source periods depend on the exact source conditions. Historical values
require review. In-use periods cannot extend overall expiry.

6. Toik6G PaPHaKELTLIKOG éAey)oG / Local pharmacy assessment

EAeyxog €kBeong o€ KOVELG Kal EMUOALVONG HETAED TTOPACKELWV.
Control powder exposure and cross-contamination.

ZKANPG Kaydkia ¢ ond Tov oTépaTog. Ovopa/mepLekTkOTNTA, MoodTNTA, MaPTda, NUEpPopunvia, eykekpLpévo BUD, @OAaEN Kat
€EATOMLIKEVPEVEG 0ONY(EG.
Hard capsules  oral use. Name/strength, quantity, batch, date, approved BUD, storage and individual directions.

Medio mpog ocvumAfpwon / Field to complete Kataypaen / Entry

Ekdoon SOP, eEomAlopdc, kploweg mapdueTpol / SOP, equipment, critical
parameters

YnoAoylopol, éAeyxoc dAatoc/evuddtwaong, anédoaon / Calculations, salt/hydrate,
yield

AnoteAéopata QC, anokAloeilg, andpaon / QC results, deviations, decision

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

MapaoKeLAOTAC, AVEEAPTNTOC EAEYKTAG, EYKpvwy, nuepounvia / Preparer, checker,
approver, date

7. NpoéAsvon KalL ovvdedepévec Baocelg / Provenance and linked bases

Formulaire Thérapeutique Magistral 2010 — F-V-1-a-1

Apxelo nmov 666nke / Supplied file: Fr formulas/BéAylo - FTaAA{a.pdf « PDF o€A. / pp. 621-623
MpwTtoyevAg enionun nnyr / Primary official source

CGR-BE-001 * Diluent A FTM — lactose

Anédoon epyaciog GR/EN, 6t emionun petdepaon. MARpng napamnounr/URL kat SHA-256 0to untpwo JSON. Anatte(tatl avBpwrivn €MOTNUOVIKY
€ykplon. Opot dnudotag avadnuoaoievong: BA. 06nyd nnywv. / 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.fagg-afmps.be/sites/default/files/downloads/FTM_Pharmaciens_Edition_2010.pdf
https://www.fagg-afmps.be/sites/default/files/downloads/FTM_Pharmaciens_Edition_2010.pdf

