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OspHOoKpaCia GUAAENC KAl HETAPOPAC
Storage and transport temperature
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MAApeG mpdTumo dladikaoiag yla Tomkr voBétnon. Ta ovouaTa, 0 EEOMALOUOC, T ELGLKA dpLa KAl oL
vnoypaeég eykplvovtal and tov vnedBuvo Tov epyactneiov mMPw TNV £Qapuoyn.

Complete procedural template for local adoption. The responsible laboratory pharmacist approves named
personnel, equipment, specific limits and signatures before implementation.

Medio epappoyng / Scope
EAeyxo¢ datripnong Twvy auvbnkwv mov atnpi{Couv To BUD.
Maintaining the conditions supporting the BUD.

YnevOuvotnteg / Responsibilities

YneOOLVOC PAPUAKOTIOLEG: andpaan, éyKpLlon Kot anodéauevon. EKnatdevpuévog XeLploThG: eKTEAEDN Kal
obyyxpovn Kataypaer. EAeykTAG: aveEdptntn enaAribevon Kplowwy otolxelwv. EEwtepkd
EPYAOTAPLO/KALVIKAC ELBLKAG: EPYAOIEC IOV ATIALTOUY TEKUNPLWHEVN EBLKN EMAPKELA.

Responsible pharmacist: decision, approval and release. Trained operator: execution and contemporaneous
records. Reviewer: independent verification of critical items. External laboratory/clinical specialist: tasks
requiring documented specialist competence.

MpobimoBéoeilc epappoyng / Implementation prerequisites

lox0ov KOpLo BeATIO, CWOTAH TALTOTNTA LALKWY, EAEYHEVOG EEOMALOUOG, eKTa{DELON KAl EYKEKPLUEV
KpLTApLla yla Tnv mpoBAendpevn xprion. Ta Kevd ovopata/vnoypapéc Sev elvat eAAelyelg BLBALoypapiag:
CUUMANPWVOVTAL YLX TNV EYKATACTAON KAl TNV MPAYUATIKYA Epyaoia.

Current master record, confirmed material identity, checked equipment, training and approved criteria for
intended use. Blank names/signatures are local execution fields, not missing bibliographic evidence.

BAipa / Step 1
Kataypdyte emtpendpevo e0pog and tTn oLYKEKPLUEVN Hovoypagia kat BUD. Mnv avtikadlotdte yoén
2-8 °C pe adploto «5pooepd pépoc».

Record the allowed range from the actual monograph and BUD. Do not replace refrigeration at 2-8 °C with an
undefined cool place.

BAipa / Step 2
Xpnowuomnoujote eAEYHEVO dPYAVO TIAPAKOAOVONONG O AVTIMPOCWTELTIKY B€0n. TEKUNPLWOTE
KaTaAANASTNTA XWPOUL Kal Slakupdvaelg 6mov To mpoidv elval kpiotpo.

Use a checked monitoring instrument at a representative location. Document storage suitability and variation
where critical to the product.

BApa / Step 3
KataypdyTte mpayuaTiky, eAdxLoTn/HéyloTn Beppokpacia Kal dlakomnég Tpopodoaiag. Opla ouvayepuod
Kal bTELOLVYOC AMOKPELONG GUUEWVOLVTOL TIPLY and amobrKevon.

Record actual and minimum/maximum temperatures and power interruptions. Set alarm limits and response
ownership before storage.

BApa / Step 4

EmuAéETe ovokevaaia petagopdg mov €xeL a&loAoyndel yia xpdvo, enoxr kat dtadpopry. Mnv tonobetelte
evaiobnto npoidv ancsvbelag oe mayokOOTN PE KIvOLVO KaTAWLENG.

Select transport packaging assessed for duration, season and route. Avoid direct contact with cold packs when
freezing could damage the product.
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BApa / Step 5
Y€ amnmOKALON AMOUOVWOTE TO MPOIOV Kal avaKTrioTe dldpkela/uéyLlotn-eAdyLotn Tiur. Mdvo eldikd
dedopéva vnootnpiCouv andéeaon ocuvéxLong: 6ev enavekkvel To BUD pe emavayogn.

After an excursion quarantine product and retrieve duration/extremes. Only specific evidence supports
continued use; recooling does not restart BUD.

BAipa / Step 6
2tnv napddoon eEnyrjote UAAEN KoL HETAPOPA Kal KaTtaypdyTte anodoxr. To yuyelo KAl N OLOKELH
METPNONG ouvdéovTal e Ta apyxeia BaBuovdéunong.

Explain storage/transport at handover and record acknowledgement. Link refrigerators and monitoring devices
to calibration records.

KpitAplo diakomng / Stop criterion
AyvwoTtn onpovTikh Beprokpactokn €KBean Xwp(g LTOCTNPIKTIKAE Sedopéva: kKapavTiva €wg
TEKUNPLWHPEYN andeaan.

Unknown significant temperature exposure without supporting data: quarantine pending documented decision.

Apxeia / Records
F-014, F-018, F-007

Mnyéc koL medio vmooTAPLENG / Sources and scope

[1]1 NAPRA — Guidance Document for Pharmacy Compounding of Non-sterile Preparations. March 2018, clarification January
2022. Sections 5, 6 and 7; master/batch records, delivery, quality. Grade A2.

Quality-system implementation; historical BUD table not substituted for 2022 USP revision

https://www.napra.ca/wp-content/uploads/2018/03/NAPRA-MdI-Stnds-Pharmacy-Compounding-Nonsterile-Preparations-Guidan
ce-EN-March-2018-CLAR-Jan-2022.pdf

[2] PIC/S — Guide to Good Practices for the Preparation of Medicinal Products in Healthcare Establishments. PE 010-4, 1
March 2014. Chapters 1-9; Annex 2 (nonsterile liquids, creams, ointments). Grade A2.

Professional quality-system framework; not automatic national legal adoption or certification
https://picscheme.org/docview/3443

MPwTdTLTIN CUVTAKTIKA 0PYEVWON KL EQAPHOYH APXWY TWVY MAPATAvW TMNYWV. Agv lval enionun
METAQpaaon, motonolnon eykatdotaong 1 £€ykpLon amnd Toug EKSOTEC TWY TMNYWV.

Original editorial organisation and application of the cited principles. Not an official translation, facility
certification or source-publisher endorsement.

Tomikn ékboon Kail nuepopnvia Loxvocg / Local version and effective date

ZUVTAKTNG EAEYKTNG €yKpLon vmoypa@écg / Author reviewer approval signatures
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