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MowéTnTa vEPOD, mapaAafni Kat xpRon

Water quality, receipt and use

Nepd wC oLOTATLKG UN OTE(PWY MUPACKELWY KAl VEPS KABaPLOUOoD: v KAAOTITEL EMKOPWaON ouoTAUATOC aTelpov
vEPOD.

Water as an ingredient in nonsterile preparations and cleaning water; does not validate a sterile-water system.

Awadikaoia / Procedure

1. O unebBLVOC PapuakoToldg opl(fetl anattoVuevn ModTNTA VEPOL amd Tn oLYKeEKPLUEVN obvBeon Kat xprion. Omnou
npoBAénetal purified water, emA€ETe avtioTolyn papuaKkomouakn modTnTa.

1. The responsible pharmacist defines required water quality from the formula and use. Where purified water is
specified, select corresponding compendial quality.

2. Kataypdyte npoundevth/ocbotnua, lot, doxelo, COA i} TO EYKEKPLUEVO TIPOYPAUUA EAEYXWY, NUEPOUNVIEG KAL
ouvBrkeg apaAaBrc. Nepd eppLaAwpévo yia éon 6ev elval avtoudTwg purified water.

2. Record supplier/system, lot, container, CoA or approved testing programme, dates and receipt conditions.
Drinking bottled water is not automatically purified water.

3. EAéyETe Ta anattobueva xnUikd Kot HikpoBloAoyilkd atolxela mpv anodoxh. MNa enttdmnio ocbotnua oplote
onuela Aqung, ox€6lo detypatoAnyiag, ouvtpnon kKat épla amnd tnv ybdovoa nMpodlaypaer.

3. Review required chemical and microbiological evidence before acceptance. For an on-site system define
outlets, sampling, maintenance and limits from the applicable specification.

4. OploTE MPOOTATEVHEVO XELPLOWS, XPOVO LETA TO dvolyla/CUAAOYH Kal CUVOAKEG PUAAENG amd TEKUAPLX TNG
nNYAC 1 €8k HEAETN. AntayopeleTal Yevikéd avBaipeTto dpLo yia 6Aa ta vepd.

4. Define protected handling, in-use/hold time and storage from source evidence or a specific study. Do not invent
a universal period for all waters.

5. Kataypdyte to vepd oL Xpnaotpomnotionke oe kABe F-003. Alayxwplote vepd TeAKAG €KnAvong amnd néaLo vepd
nAboNnG kot aEloAoyoTe LITOAELPMUA/UIKPORLAKS K{vBuvo.

5. Link water used to every F-003. Distinguish final-rinse water from potable wash water and assess
residue/microbial risk.

6. Anotuyia r§ dyvwotn kplown notdtnta evepyomolel Kapavtiva vepol Kat avaokdémnon OAwWY Twv cuVEEdEUEVWY
nopT{dwv péow F-007.

6. Failure or unknown critical quality triggers water quarantine and review of all linked batches through F-007.

KpttAplo diakomnAG / Stop criterion
Ayvwotn TautdTNTA/ModTNTA A KN anodekTh @UAAEN: UNv XPNOLUoTOLE(TE TO VEPS WG CLOTATLKOS.
Unknown identity/quality or unacceptable storage: do not use water as an ingredient.

IXeTIKG Evtuna / Related forms: F-019, F-017, F-003, F-007

Mnyéc koL mapanopunég / Sources and references

[1] NAPRA - Model Standards for Pharmacy Compounding of Non-sterile Preparations

March 2018, clarification January 2022 | Sections 4-9 | Risk, personnel, facilities and QA; its historical BUD table is not used for current USP
defaults | 2026-10-14
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https://www.napra.ca/wp-content/uploads/2022/09/NAPRA-MdI-Stnds-Pharmacy-Compounding-Nonsterile-Preparations-EN-March-2018-CLAR-J
an-2022.pdf

[2] 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 | Quality-system implementation;
historical BUD table not substituted for 2022 USP revision | 2026-10-14

https://www.napra.ca/wp-content/uploads/2018/03/NAPRA-MdI-Stnds-Pharmacy-Compounding-Nonsterile-Preparations-Guidance-EN-March-20
18-CLAR-Jan-2022.pdf

[3] 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) | Professional quality-system framework; not
automatic national legal adoption or certification | 2026-10-14

https://picscheme.org/docview/3443
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