compounding.gr CGR-FR-013

Kayakia placebo OepanevTtikiAG xpRong Ph. Fr.

Therapeutic placebo capsules Ph. Fr.

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

ZKANPA Kaywdakila ¢ and Tov OTOUATOG
Hard capsules » oral use

FaAAla / France « CGR-FR-013 e Mnyr / Source edition: 2007

1. Z0vOeon avagopdg / Reference formula

MéyeBoc avapopdc / Reference batch: 1 capsule / kaywdkio

ZvoTaTLKO / Ingredient MoooTnta mnyng / Source

quantity

MIKPOKPUOTOAALKH KuTTApP(vn g.s. capsule
Microcrystalline cellulose

KoAAoel6€g dvubpo Slogeldlo mupttiov optional / mpoatpeTikd <0.1%
Colloidal anhydrous silica w/w blend

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

Edv xpeldletat, kookwiote kutTapivn ota 250 pm. MpooBéate npoalpeTikd dloEeldlo mupttiov, avapi§Te Kat
MANPWOTE.

If needed, sieve cellulose at 250 um. Add optional silica, blend and fill.

3. Znpeio mov analtei mpoooyn / Point requiring attention

To 6pulo €lvat 1 ava 1000, 6nAadn 0.1%, Oxt 1%. Asv agopd placebo KAWIKWY SOKLUWVY.
The limit is 1 per 1000, i.e. 0.1%, not 1%. Excludes clinical-trial placebos.
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compounding.gr CGR-FR-013

CGR-FR-013 ¢ ‘EAsy)xol Kal TEKHNPiwoNn

Quality review and local adoption record

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

Onotopopeia pagog- anmoocddpwon.
Uniformity of mass; disintegration.
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

KaAd kAelopévo, mpootaoia and vypaoia.
Well closed, protected from moisture.

Aev evtomniotnke aplOunTké BUD oTo Xpnotuomolnuévo Kelevo. Agv anodidetal avtéduata TIUA.
No numerical BUD was found in the text used. No automatic period is assigned.
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.

ZKANPG Kawdkia ¢ and Tov oTépaTtog. Ovopa/meplekTkOTNTA, MoadTNTA, MaPTda, NUEpopnvia, eykekplpévo BUD, @OAaEN Kat
€EATOMLIKEVPEVEG 0ONYiEG.
Hard capsules  oral use. Name/strength, quantity, batch, date, approved BUD, storage and individual directions.

Medio mpog cupnmAnpwon / Field to complete Kataypaen / Entry

‘Ekdoan SOP, eEonAlopdg, kplowweg napduetpol / SOP, equipment, critical
parameters

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

AnoteAéopata QC, amokAloelg, andépaon / QC results, deviations, decision

Tomuk6 BUD, tekurplo, mepLtékTng kat gOAagn / Assigned BUD, evidence, container,
storage

MapaoKeELAOTAC, AVEEAPTNTOC EAEYKTNAG, EYKP(vwY, nuepounvia / Preparer, checker,
approver, date

7. NpoéAevon kKaL ovvdedepéveg Baoelg / Provenance and linked bases

Gélules placebo a usage thérapeutique (2007) (15/02/2012)
MpwToyevAg enionun minyr / Primary official source

Anédoon epyaoiag GR/EN, oxt emionun petagpaon. MAARpng napamopmnr/URL kat SHA-256 oTo untpwo JSON. H éykplon Kat Ta dikatwpata dnudoiag
avadnpoolevong napapévouy 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://ansm.sante.fr/uploads/2020/10/23/gelules-placebo-a-usage-therapeutique.pdf

