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MNTPWO TEKHUNPLWY KAL KPLTNPIWY KAELGLHATOC

Evidence and closure-criteria record

Kevd évtumo mpog Tormkr cuunAfpwon Kat €ykpion / Blank form for local completion and approval.

Kwbdlkdc/ékdoan povoypaeiag, akplBrig andgacon kat {ntobPevn epapuoyr / Monograph ID/revision, exact
decision and intended implementation

TavtétnTa TEKUNPlov, ekBOTNG/EpyaaTrpLo/mpounBevTric, ékdoon Kat MApNG nuepounvia / Evidence identity,
publisher/laboratory/supplier, revision and full date

Maptibec, CoA, MAfpNC obvBeon/moldTnNTEG, ouokevaoia Kat ouvBrikeG / Batches, CoAs, full formula/grades,
package and conditions

EAEyY0C akplBol¢ avtiotoixlong Ttekunpiov pe tTn obvBeon kat T eEaptrioslg / Exact evidence applicability to
formulation and dependencies

Kd&Be amnattolpevog €Aeyxog, mnyr npodlaypagnic, 6pLo, néBodoc Kal mpayuaTtikd anotéAeoua / Each required
test, specification source, limit, method and actual result

Mo aw: pAtpo/nmapeuBoAeic, Oepuokpaaia, detypatoAnyia, dpyavo, mpdtuna, aBeBatdTnTa Kot Kavévag
andéeaong / For aw: matrix/interferences, temperature, sampling, instrument, standards, uncertainty and decision
rule

Mo otabepdtTnTa: naptideg/xpdvol, pualkoxnukE/pikpoBLloAoyk&/AET/xprion énov anattovvtal / For stability:
batches/time points, physicochemical/microbial/AET/in-use evidence where applicable
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AnokA{oelg, O0S/O0T, evépyeleC Kal TEKUNPLWHEVN TeALKH agloAdynan / Deviations, O0S/OO0T, actions and
documented final assessment

Andgaon: Tekunplwpévn 0666 / €ldLkd mAaiolo / pévo avagopd / mpayuatikd epyaoctnplakd kKAelowuo / Decision:
documented route / specialist setting / reference only / actual laboratory closure

Ynootnplléuevn dLldpkela Kat meploplopol- Eexwploth éykplon mpaydaTikic naptidag / Supported period and
limitations; separate actual batch approval

EAeykTrig, umeVBLYVOC papuaKkomoldg, LTIOYPAQEC Kal NHEpounvieg / Reviewer, responsible pharmacist, signatures
and dates
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