compounding.gr ®OMNo mopTidag / Batch record

®UAAO MAPACKEVLAG KAl amModéopuevonG mapTidac
Batch preparation and release record

Kevd Aettoupylkd €vtumo * ZuvbéeTal Pe eykekpluévo master record / Blank operational form ¢ Link to an approved master record

ZTouyeio / Item Kataypaen / Record

Ovopa, CGR, €kdoon master / Name, CGR, master version

Maptida, nuepounvia, wpa / Batch, date, time

AcBevric/ouvtayr 6mov anatte{tal / Patient/prescription if
required

2té)0G, mepLleKTIKOTNTA, 000G / Target size, strength, route

MNMapaokevaoTAg Kat eAeyKTrig / Preparer and checker

1. ZOoyion kKat LyvnAaoipétnta / Weighing and traceability

ZvoTaTLKO / Ingredient Lot / AREn CoA/P Z1o)x0¢6 / Target Mpaypatiko / ‘EAeyyog /

Actual Check

[] [] ] ] [1] [1]
[] [] ] ] [] [1]
[] [] [1] [1] [] [1]
[1] [1] [] [] [] []
[1] [1] [] [] [] []
[] [] [] [] [1] [1]
[] [] ] ] [1] [1]
[] [] ] ] [] [1]
[] [] [1] [1] [] [1]
[1] [1] [] [] [] []

2. Ytohoyiwopoi kat éAeyyog / Calculations and verification

2uvTteAeo TG k, dAag/evubdTtwaon, 61épbwaon SpaocTtikdTnTAaC / Scale k, salt/hydrate, []
potency adjustment

MukvoéTNTA, HOVADEC, LTEPTIANPWON, ANMWAELEG / Density, units, overage, losses []

AvegdptnTtog éAeyxog / Independent check []
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Naptida / Batch:

3. EkTéAeon Kot kKpiolpeg mapapeTpol / Execution and critical parameters

Xpoévog / ZVOKELH, MAPANETPOL, EVOLAHETO antoTéAeona / Device, parameters, Ymoypaen /
Time in-process result Sign

2 [] [1] []
3 [] [] ]
4 [] [] [1]
5 [] [] ]
6 [] [] [1]

7 [] [1] []

10 [] [] [1]

Aokipn / Test Mé£6oboc / Method Opio / Limit AnoTtéAeopa / AZloAéynon /
Result Decision

[] [] 1] 1] []
[] [] [] [] []
[] [] [] [] []
[] [] [] [] []
[] [] 1] 1] []
[] [] 1] 1] []
OswpnTiKA / Mpayuatiky anddoon kat anwAeleg / Theoretical / actual yield and losses [1]

AndkAlon, O0S, 6lopbwTikr evépyela, £€ykplon / Deviation, OOS, corrective action, approval [ ]
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Naptida / Batch:

5. Zvokevaoia, BUD kat eTikéTa / Packaging, BUD and label

MNebio / Field Kataypaer / Record

MNeplékTnNg/Mwua/eEdpTnua, KWdkdG Kat lot / Container/closure/device, code and [1]
lot

KaBapr moogdtnta, mARB0G povadwy / Net quantity, unit count []
YuvBnkeg gOAaENG / Storage conditions []
BUD: tekuniplo kat bmoAoylopds / BUD: evidence and calculation [1]
TeAkr} nuepounvia kat éplo PeTd To dvolypa / Final expiry and in-use limit []
EAeyyog eTikéTag, 0600, mepLleKTIKOTNTAG, HovAdwy / Label, route, strength and []
units check

06nyleg, BoOPETPLKE OLOKELH, EvNUEpwaon aobevolg / Directions, measuring []

device, patient counselling

6. Tekpnpwwpévn anégeaon / Documented decision

‘EAeyxoc / Review Kataypaen / Record

AnotéAeopa: anodéopevon / andppwyn / kapavtiva / Result: release / reject / [EMAEETE petd Tov €Aey)o /
quarantine Select after review]

ALTLOAOYNON, EKKPEUSTNTEG, 0UVOeON amokAloewv / Rationale, outstanding issues, [ 1]
deviation references

Yne0Buvog amodéopevoncg, nuepopnvia, voypaer / Release pharmacist, date, []
signature

Kataypaen 6dBeong kat tyvnAaowuétnta / Supply record and traceability []
Aelypa avagopdg, apxelo kat didpkela TApnong / Retained sample, archive and []

retention period

Kapla anégaon kKataAAnASTNTAG v elval mpoemAeyuévn. / No suitability decision is preselected.
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