ZUVTAYOASYLO FAANVIKWY ZKELAOPATWY
EAANviIKO6 Formulary Sikalias

ATO@AOCELC TEKUNPLWONG Kal £181Ka dedopéva
Evidence decisions and specific data needs

RESOLUTION + ‘Ekdoon / Version 8.0 ¢« 12.09.2026
MpwTtoBouvAia GUAAOYAG LALKOD amd £€yKupeg MNYEG, wG Bdon ywa tn dnuovpyla EAANVIkoO formulary.
2TaoWwOC Xp. ZIKAALAC.

An initiative collecting material from authoritative sources to lay the foundations for a Greek formulary.
Stasinos Chr. Sikalias.

AlaYWPLONOG amoTeEAECHATWY / Outcome classification

MNévte MePUTWOELG OLHEWVIaG EX029 Kal TEOoEPLG TEPLOPLOUEVNG XPNONG EVOLAUECWY £XOLY GUVTOKTLKNA
AOON. AéKa TIEPLMTWOELG MAPAUEVOLY EEAPTWHEVEC amd OLYKEKPLUEVA BeSoéva. AUTO TO UNTPWO bev
OAAGTEL avaBPOLKE TNV apXLKA @appoKoToL{o 00TE SNLOLPYEl AMOTEAETUATA SOKLUWV.

Five EX029 reconciliation cases and four restricted intermediate-use cases have editorial solutions. Ten cases
remain dependent on specific data. This register neither retrospectively amends the original pharmacopoeia
nor creates test results.
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CGR-ES-003 ¢ Zi1pomi pe ouvtnenTika@ AEMPS — ovopaoTik6 84% w/v
AEMPS preserved syrup — nominal 84% w/v

EDITORIAL_MASS_BASIS_RECONCILED

Zupewvia BewpnTikig Bdong EX029 ue 6ebtepn inyr. Kapla aAAayr) avadoylwy: anatte{tal TomknA
vloB€tnon. Agv mpdkeLTal yia véo ne{papua otabepdTnTOC.

EX029 theoretical basis reconciled with a second source. No ratio change; local adoption required. No new
stability experiment.

MpwToyeVAG TNYA o0vBeong / Primary formula source
FN/2019/EX/029 JARABE SIMPLE (84% P/V) CON CONSERVANTE

https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2019_ex_029.pdf

TekpApPLO Kal 6pLo Avong / Evidence and limit

AEMPS EX029 kot SEFH oeA. 71 nmapadEtouv TG (dleg T€ooeplg padeg. OL avaloyieg dlatnpovvtal. H Bdon
op{Cetal W BewPNTLKEG ELOPOEC KAl N TPayHaTLKr anddoon kataypdeetal. H anokatdotaon eE&tuiong
ME TUYLon BNAWVETAL WG OLUVTAKTIKA EQAPHOYH.

AEMPS EX029 and SEFH p. 71 list the same four masses. Ratios are retained. The basis is defined as theoretical

inputs and actual yield is recorded. Gravimetric evaporation replacement is identified as editorial
implementation.

Mnyéc ka1 medio vmooTAPLENG / Sources and scope

[1] SEFH — Manual de Farmacotecnia. 2023. p. 71, Table 2; p. 177 preservatives; p. 302 microbiology. Grade A2.
Professional society manual: corroborates EX029 listed ingredient masses; not an AEMPS erratum or stability experiment
https://www.sefh.es/bibliotecavirtual/manual_farmacotecnia/manualFARMACOTECNIAFINAL .pdf?ts=20230531131600
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https://www.sefh.es/bibliotecavirtual/manual_farmacotecnia/manualFARMACOTECNIAFINAL_.pdf?ts=20230531131600

CGR-ES-011 * Noéo1po evaiwpnpua vdpokoptidévng 1 mg/mL AEMPS
Hydrocortisone oral suspension 1 mg/mL AEMPS

EDITORIAL_MASS_BASIS_RECONCILED

Zupewvia BewpnTikig Bdong EX029 ue 6ebtepn inyr. Kapla aAAayr) avadoylwy: anatte{tal TomknA
vloB€tnon. Agv mpdkeLTal yia véo ne{papua otabepdTnTOC.

EX029 theoretical basis reconciled with a second source. No ratio change; local adoption required. No new
stability experiment.

MpwToyeVAG TNYA o0vBeong / Primary formula source
FN/2024/FMT/040 HIDROCORTISONA 1 MG/ML SUSPENSION ORAL

https://www.aemps.gob.es/formulario-nacional/monografias/formulas-magistrales-tipificadas-pediatricas/fn_2024_fmt_040.pdf

TekpApPLO Kal 6pLo Avong / Evidence and limit

AEMPS EX029 kot SEFH oeA. 71 nmapadEtouv TG (dleg T€ooeplg padeg. OL avaloyieg dlatnpovvtal. H Bdon
op{Cetal W BewPNTLKEG ELOPOEC KAl N TPayHaTLKr anddoon kataypdeetal. H anokatdotaon eE&tuiong
ME TUYLon BNAWVETAL WG OLUVTAKTIKA EQAPHOYH.

AEMPS EX029 and SEFH p. 71 list the same four masses. Ratios are retained. The basis is defined as theoretical

inputs and actual yield is recorded. Gravimetric evaporation replacement is identified as editorial
implementation.

Mnyéc ka1 medio vmooTAPLENG / Sources and scope

[1] SEFH — Manual de Farmacotecnia. 2023. p. 71, Table 2; p. 177 preservatives; p. 302 microbiology. Grade A2.
Professional society manual: corroborates EX029 listed ingredient masses; not an AEMPS erratum or stability experiment
https://www.sefh.es/bibliotecavirtual/manual_farmacotecnia/manualFARMACOTECNIAFINAL .pdf?ts=20230531131600
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https://www.sefh.es/bibliotecavirtual/manual_farmacotecnia/manualFARMACOTECNIAFINAL_.pdf?ts=20230531131600

CGR-ES-012 ¢ MN6o1po SidAvpa ykapmanevtivng 50 mg/mL AEMPS
Gabapentin oral solution 50 mg/mL AEMPS

EDITORIAL_MASS_BASIS_RECONCILED

Zupewvia BewpnTikig Bdong EX029 ue 6ebtepn inyr. Kapla aAAayr) avadoylwy: anatte{tal TomknA
vloB€tnon. Agv mpdkeLTal yia véo ne{papua otabepdTnTOC.

EX029 theoretical basis reconciled with a second source. No ratio change; local adoption required. No new
stability experiment.

MpwToyeVAG TNYA o0vBeong / Primary formula source
FN/2024/FMT/041 GABAPENTINA 50 MG/ML SOLUCION ORAL

https://www.aemps.gob.es/formulario-nacional/monografias/formulas-magistrales-tipificadas-pediatricas/fn_2024_fmt_041.pdf

TekpApPLO Kal 6pLo Avong / Evidence and limit

AEMPS EX029 kot SEFH oeA. 71 nmapadEtouv TG (dleg T€ooeplg padeg. OL avaloyieg dlatnpovvtal. H Bdon
op{Cetal W BewPNTLKEG ELOPOEC KAl N TPayHaTLKr anddoon kataypdeetal. H anokatdotaon eE&tuiong
ME TUYLon BNAWVETAL WG OLUVTAKTIKA EQAPHOYH.

AEMPS EX029 and SEFH p. 71 list the same four masses. Ratios are retained. The basis is defined as theoretical

inputs and actual yield is recorded. Gravimetric evaporation replacement is identified as editorial
implementation.

Mnyéc ka1 medio vmooTAPLENG / Sources and scope
[1] SEFH — Manual de Farmacotecnia. 2023. p. 71, Table 2; p. 177 preservatives; p. 302 microbiology. Grade A2.

Professional society manual: corroborates EX029 listed ingredient masses; not an AEMPS erratum or stability experiment
https://www.sefh.es/bibliotecavirtual/manual_farmacotecnia/manualFARMACOTECNIAFINAL .pdf?ts=20230531131600
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https://www.sefh.es/bibliotecavirtual/manual_farmacotecnia/manualFARMACOTECNIAFINAL_.pdf?ts=20230531131600

CGR-ES-013 ¢ M601p0 SiadAvpa KITPLKOD vaTpiou/KLTPLKoO o§éog AEMPS
Sodium citrate/citric acid oral solution AEMPS

EDITORIAL_MASS_BASIS_RECONCILED

Zupewvia BewpnTikig Bdong EX029 ue 6ebtepn inyr. Kapla aAAayr) avadoylwy: anatte{tal TomknA
vloB€tnon. Agv mpdkeLTal yia véo ne{papua otabepdTnTOC.

EX029 theoretical basis reconciled with a second source. No ratio change; local adoption required. No new
stability experiment.

MpwToyeVAG TNYA o0vBeong / Primary formula source
FN/2024/FMT/042 CITRATO SODICO Y ACIDO CiTRICO SOLUCION ORAL

https://www.aemps.gob.es/formulario-nacional/monografias/formulas-magistrales-tipificadas-pediatricas/fn_2024_fmt_042.pdf

TekpApPLO Kal 6pLo Avong / Evidence and limit

AEMPS EX029 kot SEFH oeA. 71 nmapadEtouv TG (dleg T€ooeplg padeg. OL avaloyieg dlatnpovvtal. H Bdon
op{Cetal W BewPNTLKEG ELOPOEC KAl N TPayHaTLKr anddoon kataypdeetal. H anokatdotaon eE&tuiong
ME TUYLon BNAWVETAL WG OLUVTAKTIKA EQAPHOYH.

AEMPS EX029 and SEFH p. 71 list the same four masses. Ratios are retained. The basis is defined as theoretical

inputs and actual yield is recorded. Gravimetric evaporation replacement is identified as editorial
implementation.

Mnyéc ka1 medio vmooTAPLENG / Sources and scope
[1] SEFH — Manual de Farmacotecnia. 2023. p. 71, Table 2; p. 177 preservatives; p. 302 microbiology. Grade A2.

Professional society manual: corroborates EX029 listed ingredient masses; not an AEMPS erratum or stability experiment
https://www.sefh.es/bibliotecavirtual/manual_farmacotecnia/manualFARMACOTECNIAFINAL .pdf?ts=20230531131600
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https://www.sefh.es/bibliotecavirtual/manual_farmacotecnia/manualFARMACOTECNIAFINAL_.pdf?ts=20230531131600

CGR-ES-033 ¢ Mooipo diaAvpa deEapebadovne 1 mg/mL
Dexamethasone Oral Solution 1 mg/mL

EDITORIAL_MASS_BASIS_RECONCILED

Zupewvia BewpnTikig Bdong EX029 ue 6ebtepn inyr. Kapla aAAayr) avadoylwy: anatte{tal TomknA
vloB€tnon. Agv mpdkeLTal yia véo ne{papua otabepdTnTOC.

EX029 theoretical basis reconciled with a second source. No ratio change; local adoption required. No new
stability experiment.

MpwToyeVAG TNYA o0vBeong / Primary formula source
FN/2020/FMT/030 DEXAMETASONA 1 MG/ML SOLUCION ORAL

https://www.aemps.gob.es/formulario-nacional/monografias/formulas-magistrales-tipificadas-pediatricas/fn_2020_fmt_030.pdf

TekpApPLO Kal 6pLo Avong / Evidence and limit

AEMPS EX029 kot SEFH oeA. 71 nmapadEtouv TG (dleg T€ooeplg padeg. OL avaloyieg dlatnpovvtal. H Bdon
op{Cetal W BewPNTLKEG ELOPOEC KAl N TPayHaTLKr anddoon kataypdeetal. H anokatdotaon eE&tuiong
ME TUYLon BNAWVETAL WG OLUVTAKTIKA EQAPHOYH.

AEMPS EX029 and SEFH p. 71 list the same four masses. Ratios are retained. The basis is defined as theoretical

inputs and actual yield is recorded. Gravimetric evaporation replacement is identified as editorial
implementation.

Mnyéc ka1 medio vmooTAPLENG / Sources and scope

[1] SEFH — Manual de Farmacotecnia. 2023. p. 71, Table 2; p. 177 preservatives; p. 302 microbiology. Grade A2.
Professional society manual: corroborates EX029 listed ingredient masses; not an AEMPS erratum or stability experiment
https://www.sefh.es/bibliotecavirtual/manual_farmacotecnia/manualFARMACOTECNIAFINAL .pdf?ts=20230531131600
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https://www.sefh.es/bibliotecavirtual/manual_farmacotecnia/manualFARMACOTECNIAFINAL_.pdf?ts=20230531131600

CGR-BR-002 * Kitpik6 0§V 25-50% w/v — BonOnTiko SidAvpa
Citric acid 25-50% w/v auxiliary solution

RESTRICTED TO_SAME_SESSION

EmAdETOL N avdyKn amoBNKELUEVOU AMOBEUATOC E TTEPLOPLOS o€ vwmd evBLAETo TG (Blag auveyolg
epyaciag. Aev TEKUNPLWVETAL BLAPKELD aMOOAKELONG.

Stored-stock requirement removed by restricting use to a fresh intermediate in the same continuous operation.
No stored shelf life established.

MpwToyeVAG TNYA o0vBeong / Primary formula source

ANVISA — Formulario Nacional da Farmacopeia Brasileira, 22 edicao, Revisao 02 (2012)

https://www.gov.br/anvisa/pt-br/assuntos/farmacopeia/formulario-nacional/arquivos/8065json-file-1/@@display-file/file

ExteAéopun epappoyn / Operational implementation

MpoypapuatioTe TNV avdykn Tou TEALKOD MPOIOVTOG, MAPACKEVLAOTE VWO TO EVOLAUEDO, KaTAYPAYTE
WP KOL EVOWMATWOTE TNy (bla ouvexn epyacia. MeTd tn xprion 1i og dlakomnr anoppiyte To vdAOLTO.
Agv dnuovpyeltol anéBepa KoL 5V LETAPEPETAL XPOVOG OTO TEALKS TIPOLOV.

Plan the final product’s requirement, make the intermediate fresh, record the time and incorporate during the
same continuous operation. Discard remainder after use or interruption. No stock is created and no period
transfers to the final product.

Mnyéc ka1 medio vmooTAPLENG / Sources and scope

[1] 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
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https://picscheme.org/docview/3443

CGR-BR-003 ¢ IpidadoAidivurovpia 50% w/v — cuovtnpenTiko SidAvpa
Imidazolidinyl urea 50% w/v preservative solution

RESTRICTED TO_SAME_SESSION

EmAdETOL N avdyKn amoBNKELUEVOU AMOBEUATOC E TTEPLOPLOS o€ vwmd evBLAETo TG (Blag auveyolg
epyaciag. Aev TEKUNPLWVETAL BLAPKELD aMOOAKELONG.

Stored-stock requirement removed by restricting use to a fresh intermediate in the same continuous operation.
No stored shelf life established.

MpwToyeVAG TNYA o0vBeong / Primary formula source

ANVISA — Formulario Nacional da Farmacopeia Brasileira, 22 edicao, Revisao 02 (2012)

https://www.gov.br/anvisa/pt-br/assuntos/farmacopeia/formulario-nacional/arquivos/8065json-file-1/@@display-file/file

ExteAéopun epappoyn / Operational implementation

MpoypapuatioTe TNV avdykn Tou TEALKOD MPOIOVTOG, MAPACKEVLAOTE VWO TO EVOLAUEDO, KaTAYPAYTE
WP KOL EVOWMATWOTE TNy (bla ouvexn epyacia. MeTd tn xprion 1i og dlakomnr anoppiyte To vdAOLTO.
Agv dnuovpyeltol anéBepa KoL 5V LETAPEPETAL XPOVOG OTO TEALKS TIPOLOV.

Plan the final product’s requirement, make the intermediate fresh, record the time and incorporate during the
same continuous operation. Discard remainder after use or interruption. No stock is created and no period
transfers to the final product.

Mnyéc ka1 medio vmooTAPLENG / Sources and scope

[1] 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
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https://picscheme.org/docview/3443

CGR-BR-004 * Tpiai®avoAapivn 50% w/v — BonOnTtiké SidaAvpa
Triethanolamine 50% w/v auxiliary solution

RESTRICTED TO_SAME_SESSION

EmAdETOL N avdyKn amoBNKELUEVOU AMOBEUATOC E TTEPLOPLOS o€ vwmd evBLAETo TG (Blag auveyolg
epyaciag. Aev TEKUNPLWVETAL BLAPKELD aMOOAKELONG.

Stored-stock requirement removed by restricting use to a fresh intermediate in the same continuous operation.
No stored shelf life established.

MpwToyeVAG TNYA o0vBeong / Primary formula source

ANVISA — Formulario Nacional da Farmacopeia Brasileira, 22 edicao, Revisao 02 (2012)

https://www.gov.br/anvisa/pt-br/assuntos/farmacopeia/formulario-nacional/arquivos/8065json-file-1/@@display-file/file

ExteAéopun epappoyn / Operational implementation

MpoypapuatioTe TNV avdykn Tou TEALKOD MPOIOVTOG, MAPACKEVLAOTE VWO TO EVOLAUEDO, KaTAYPAYTE
WP KOL EVOWMATWOTE TNy (bla ouvexn epyacia. MeTd tn xprion 1i og dlakomnr anoppiyte To vdAOLTO.
Agv dnuovpyeltol anéBepa KoL 5V LETAPEPETAL XPOVOG OTO TEALKS TIPOLOV.

Plan the final product’s requirement, make the intermediate fresh, record the time and incorporate during the

same continuous operation. Discard remainder after use or interruption. No stock is created and no period
transfers to the final product.

Mnyéc ka1 medio vmooTAPLENG / Sources and scope

[1] 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
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https://picscheme.org/docview/3443

CGR-BR-010 * XAwpLo0X0 vatplo 25% w/v — BondnTiké mOKvWong
Sodium chloride 25% w/v thickening intermediate

RESTRICTED TO_SAME_SESSION

EmAdETOL N avdyKn amoBNKELUEVOU AMOBEUATOC E TTEPLOPLOS o€ vwmd evBLAETo TG (Blag auveyolg
epyaciag. Aev TEKUNPLWVETAL BLAPKELD aMOOAKELONG.

Stored-stock requirement removed by restricting use to a fresh intermediate in the same continuous operation.
No stored shelf life established.

MpwToyeVAG TNYA o0vBeong / Primary formula source

ANVISA — Formulario Nacional da Farmacopeia Brasileira, 22 edicao, Revisao 02 (2012)

https://www.gov.br/anvisa/pt-br/assuntos/farmacopeia/formulario-nacional/arquivos/8065json-file-1/@@display-file/file

ExteAéopun epappoyn / Operational implementation

MpoypapuatioTe TNV avdykn Tou TEALKOD MPOIOVTOG, MAPACKEVLAOTE VWO TO EVOLAUEDO, KaTAYPAYTE
WP KOL EVOWMATWOTE TNy (bla ouvexn epyacia. MeTd tn xprion 1i og dlakomnr anoppiyte To vdAOLTO.
Agv dnuovpyeltol anéBepa KoL 5V LETAPEPETAL XPOVOG OTO TEALKS TIPOLOV.

Plan the final product’s requirement, make the intermediate fresh, record the time and incorporate during the
same continuous operation. Discard remainder after use or interruption. No stock is created and no period
transfers to the final product.

Mnyéc ka1 medio vmooTAPLENG / Sources and scope

[1] 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
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https://picscheme.org/docview/3443

CGR-ES-015 * Kpépa ovpiag 15% AEMPS
Urea cream 15% AEMPS

EXPERIMENTAL_OR_SUPPLIER_EVIDENCE_REQUIRED

MpoblaypdyTte oelpd evowudtwong ovplag xwpic mapaBiaon tng odnylac un Bépuavong. MeAetrioTe
TOLAGXLOTOV TEPLEKTIKATNTA/MPOoidvTA Sldomnaong Pe KATAAANAN pEBodo, pH, KPUOTAAAWGN, OOLOYEVELR
Kot guvtrpnon otnv akptBri EX010. To yevikd Bepud mpwTOKOAAO AAAWY KPEUWY 0LPIOG BEV ETILKLPWVEL
auTh TN oLbVBeonN.

Specify urea incorporation without violating the no-heating instruction. Study assay/degradation with a suitable

method, pH, crystallisation, uniformity and preservation in exact EX010. A general hot process for other urea
creams does not validate this formula.

MpwToyevAG mMNyR ovvBeong / Primary formula source
FN/2003/PO/029 UREA, CREMA AL 15% DE

https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2003_po_029.pdf

Zx€610 amoékTNnoNnG Tekpnpiov / Evidence acquisition plan

1. TavtomoltoTe TNV aKPLRA MPWTn VAN, o0vBeon Kal cuokevaaoia. 2. ZUHEWVACTE PE KATAAANAO
gpyoothpLlo f mpounBevuTh TO EpWTNMA Kol TN PEB0BO. 3. KaBopiote mpwv tn Sokun kpttripla, delypata
Kol ouvBnKeG. 4. EAéyETe mpwToyevr anoTteAéouaTta Kot avtiotolylon oto F-013 1} F-012. 5. MetagépeTe
eYKeKPLPEVN amndgaon oto F-002 kat F-006. ApvnTikd i avenapkr dedopéva Slatneoly Tov MEPLOPLOUI.

1. Identify exact material, formula and package. 2. Agree the question and method with a suitable laboratory or

supplier. 3. Define criteria, samples and conditions before testing. 4. Review raw results/applicability in F-013 or
F-012. 5. Transfer the approved decision to F-002 and F-006. Negative or inadequate data retain the restriction.

KpitApLo yia kAeiolpo / Closure criterion

MNAAPNG Kat eAeyXOPEVN AAVTNON OTO CUYKEKPLPEVO CATNUA HE dedopéva Tov avTioTtolyolv otnv
MPAYyHaTIKA Xpron. MNa to aw anotte{tal pEBodog KaTtdAANAN yla TN HATPQ Kal TEKUNPLWHEYN amdeaan
katnyoplag. Na diepyaoia anatteital ekteAéoun néBodog Le anodektd amoteAéopata. MNa SldpkeLa
anottobvTal ouvduvaopéva dedopéva kat ovuBatr Bepuokpacia. H mapEn evég oxediov doKLpwv Gev
Looduvapel pe entuyx GOKLUA.

A complete reviewed answer using data applicable to actual use. aw needs a matrix-suitable method and

supported classification. Process needs an executable method with acceptable results. Dating needs combined
evidence and compatible temperature. A test plan is not a successful test.

Mnyéc kaL medio vmooTAPLENG / Sources and scope

[1] 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

[2] lllinois IDFPR — Nonsterile Compounding Self-Inspection Report. Public regulatory checklist, accessed 2026-09-12. pp.
15-16; USP <795> sections 10.1-10.5. Grade A2.

Temperature conditions and requirements for supported extension; jurisdiction-specific guidance
https://idfprapps.illinois.gov/Forms/PDFs/NONSTERILECOMPOUNDINGSELFINSPECTIONREPORT.pdf
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https://picscheme.org/docview/3443
https://idfprapps.illinois.gov/Forms/PDFs/NONSTERILECOMPOUNDINGSELFINSPECTIONREPORT.pdf

CGR-ES-047 ¢ NaAAKTWHA VEPOU O€ OLALKOVN EX006
Water-in-silicone emulsion EX006

EXPERIMENTAL_OR_SUPPLIER_EVIDENCE_REQUIRED

AMoLToOVTOL EMWYLHN TIOLOTNTA TNG AV TOYAAAKTWHATOMOLO0UEVNG BAong, mMARPNG olvBsan/mocoaTtd
evePYOU YoOAaKTWHaTOTOWNTH Kat TeEXVIKS deATio oupBatdTnTag UE TO TIPOPRAENOUEVO vEPD,
KUKAOUEBLKOVN Kol NAEKTPOADTEC. EmBERaLLIOTE TOTIO YAAAKTWHATOC, dopr], opoloyEveL, ouvTrpnan Kot
ouvpBatéTNTA NMEPLEKTN. Kowd INCI i 0Tpo@EG AAAOL avaLLKTHPA SEV EMAPKODV.

Require named grade, complete composition/active emulsifier fraction and compatibility data for the specified

water, cyclomethicone and electrolytes. Verify emulsion type, structure, uniformity, preservation and container
compatibility. Shared INCI or another mixer’s rpm is insufficient.

MpwToyevAG mMNyR ovvBeong / Primary formula source
FN/2003/EX/006 EMULSION A/S

https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2003_ex_006.pdf

Zx€610 amoékTNnoNnG Tekpnpiov / Evidence acquisition plan

1. TavtomoltoTe TNV aKPLRA MPWTn VAN, o0vBeon Kal cuokevaaoia. 2. ZUHEWVACTE PE KATAAANAO
gpyoothpLlo f mpounBevuTh TO EpWTNMA Kol TN PEB0BO. 3. KaBopiote mpwv tn Sokun kpttripla, delypata
Kol ouvBnKeG. 4. EAéyETe mpwToyevr anoTteAéouaTta Kot avtiotolylon oto F-013 1} F-012. 5. MetagépeTe
eYKeKPLPEVN amndgaon oto F-002 kat F-006. ApvnTikd i avenapkr dedopéva Slatneoly Tov MEPLOPLOUI.

1. Identify exact material, formula and package. 2. Agree the question and method with a suitable laboratory or

supplier. 3. Define criteria, samples and conditions before testing. 4. Review raw results/applicability in F-013 or
F-012. 5. Transfer the approved decision to F-002 and F-006. Negative or inadequate data retain the restriction.

KpitApLo yia kAeiolpo / Closure criterion

MNAAPNG Kat eAeyXOPEVN AAVTNON OTO CUYKEKPLPEVO CATNUA HE dedopéva Tov avTioTtolyolv otnv
MPAYyHaTIKA Xpron. MNa to aw anotte{tal pEBodog KaTtdAANAN yla TN HATPQ Kal TEKUNPLWHEYN amdeaan
katnyoplag. Na diepyaoia anatteital ekteAéoun néBodog Le anodektd amoteAéopata. MNa SldpkeLa
anottobvTal ouvduvaopéva dedopéva kat ovuBatr Bepuokpacia. H mapEn evég oxediov doKLpwv Gev
Looduvapel pe entuyx GOKLUA.

A complete reviewed answer using data applicable to actual use. aw needs a matrix-suitable method and

supported classification. Process needs an executable method with acceptable results. Dating needs combined
evidence and compatible temperature. A test plan is not a successful test.

Mnyéc kaL medio vmooTAPLENG / Sources and scope

[1] 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

[2] lllinois IDFPR — Nonsterile Compounding Self-Inspection Report. Public regulatory checklist, accessed 2026-09-12. pp.
15-16; USP <795> sections 10.1-10.5. Grade A2.

Temperature conditions and requirements for supported extension; jurisdiction-specific guidance
https://idfprapps.illinois.gov/Forms/PDFs/NONSTERILECOMPOUNDINGSELFINSPECTIONREPORT.pdf
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CGR-FR-008 ¢ EAaloaofBeoTto0)X0G Kpépa Ph. Fr.
Oleo-calcareous cream Ph. Fr.

EXPERIMENTAL_OR_SUPPLIER_EVIDENCE_REQUIRED

Alatnpriote 10 6pLo tng ANSM =30 °C. Xpeldletal empBeBatwuévn dlepyacia ylo Tn OLYKEKPLUEVN
AavoAivn kat BaleAlvn e KaTaypa@r PEOAOYIKAG KATAOTOONG, EVOWUATWONG KAl OLOLOYEVELOG. MEAETN
Yoxpnc Katepyaoiag unopel va agloAoynBel wg Tomkr avantuEn: 6ev yapaktnpleTal papuaKomoLaKn
EMKOPWON.

Retain the ANSM limit =30 °C. A confirmed process for the actual wool fat and petrolatum must document

rheological state, incorporation and uniformity. Cold processing may be investigated as local development; it is
not pharmacopoeial validation.

MpwToyevAG mMNyR ovvBeong / Primary formula source

Creme oléocalcaire (2007) (15/02/2012)
https://ansm.sante.fr/uploads/2020/10/23/creme-oleocalcaire.pdf

Zx€610 amoékTNnoNnG Tekpnpiov / Evidence acquisition plan

1. TavtomoltoTe TNV aKPLRA MPWTn VAN, o0vBeon Kal cuokevaaoia. 2. ZUHEWVACTE PE KATAAANAO
gpyoothpLlo f mpounBevuTh TO EpWTNMA Kol TN PEB0BO. 3. KaBopiote mpwv tn Sokun kpttripla, delypata
Kol ouvBnKeG. 4. EAéyETe mpwToyevr anoTteAéouaTta Kot avtiotolylon oto F-013 1} F-012. 5. MetagépeTe
eYKeKPLPEVN amndgaon oto F-002 kat F-006. ApvnTikd i avenapkr dedopéva Slatneoly Tov MEPLOPLOUI.

1. Identify exact material, formula and package. 2. Agree the question and method with a suitable laboratory or

supplier. 3. Define criteria, samples and conditions before testing. 4. Review raw results/applicability in F-013 or
F-012. 5. Transfer the approved decision to F-002 and F-006. Negative or inadequate data retain the restriction.

KpitApLo yia kAeiolpo / Closure criterion

MNAAPNG Kat eAeyXOPEVN AAVTNON OTO CUYKEKPLPEVO CATNUA HE dedopéva Tov avTioTtolyolv otnv
MPAYyHaTIKA Xpron. MNa to aw anotte{tal pEBodog KaTtdAANAN yla TN HATPQ Kal TEKUNPLWHEYN amdeaan
katnyoplag. Na diepyaoia anatteital ekteAéoun néBodog Le anodektd amoteAéopata. MNa SldpkeLa
anottobvTal ouvduvaopéva dedopéva kat ovuBatr Bepuokpacia. H mapEn evég oxediov doKLpwv Gev
Looduvapel pe entuyx GOKLUA.

A complete reviewed answer using data applicable to actual use. aw needs a matrix-suitable method and

supported classification. Process needs an executable method with acceptable results. Dating needs combined
evidence and compatible temperature. A test plan is not a successful test.

Mnyéc kaL medio vmooTAPLENG / Sources and scope

[1] 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

[2] lllinois IDFPR — Nonsterile Compounding Self-Inspection Report. Public regulatory checklist, accessed 2026-09-12. pp.
15-16; USP <795> sections 10.1-10.5. Grade A2.

Temperature conditions and requirements for supported extension; jurisdiction-specific guidance
https://idfprapps.illinois.gov/Forms/PDFs/NONSTERILECOMPOUNDINGSELFINSPECTIONREPORT.pdf
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CGR-BP-015 ¢ AVviOVIKOG YOAOKTWHATOTIOLOG KNnpoc BP

Emulsifying Wax

EXPERIMENTAL_OR_SUPPLIER_EVIDENCE_REQUIRED

MeTtprioTte TeEALKO KNP HETA TNV YOEN Kal eElooppdnnon Ue HEB0BO KATAAANAN YL TN UATPA. ZLVOEOTE UE
MoPTIOEC MPWTWY LAWY, TEALKN Lypaoia Kot cuokevaoia. MNa CLYTAKTIKA andéeacn XauNARG aw, To
AVWTEPO amMoTEAETUA pall pe TNV aBeBatdtnTa mpénel va {vatl <0,60- To KpLTAPLO avTd £lvat
ouVTNPENTIKA MOALTIKA TNG €kdoong, OxtL avtovalo 6pLo afeBatdTnTag tng USP.

Measure finished wax after cooling and equilibration with a matrix-suitable method. Link to raw-material lots,

residual moisture and packaging. For this edition’s conservative low-aw decision, the highest result plus
uncertainty must be <0.60; this uncertainty rule is editorial policy, not a verbatim USP criterion.

MpwToyevAG mMNyR ovvBeong / Primary formula source
British Pharmacopoeia 2016 — Emulsifying Wax

https://www.pharmacopoeia.com/

Zx€610 amoékTNnoNnG Tekpnpiov / Evidence acquisition plan

1. TavtomoltoTe TNV aKPLRA MPWTn VAN, o0vBeon Kal cuokevaaoia. 2. ZUHEWVACTE PE KATAAANAO
gpyoothpLlo f mpounBevuTh TO EpWTNMA Kol TN PEB0BO. 3. KaBopiote mpwv tn Sokun kpttripla, delypata
Kol ouvBnKeG. 4. EAéyETe mpwToyevr anoTteAéouaTta Kot avtiotolylon oto F-013 1} F-012. 5. MetagépeTe
eYKeKPLPEVN amndgaon oto F-002 kat F-006. ApvnTikd i avenapkr dedopéva Slatneoly Tov MEPLOPLOUI.

1. Identify exact material, formula and package. 2. Agree the question and method with a suitable laboratory or

supplier. 3. Define criteria, samples and conditions before testing. 4. Review raw results/applicability in F-013 or
F-012. 5. Transfer the approved decision to F-002 and F-006. Negative or inadequate data retain the restriction.

KpitApLo yia kAeiolpo / Closure criterion

MNAAPNG Kat eAeyXOPEVN AAVTNON OTO CUYKEKPLPEVO CATNUA HE dedopéva Tov avTioTtolyolv otnv
MPAYyHaTIKA Xpron. MNa to aw anotte{tal pEBodog KaTtdAANAN yla TN HATPQ Kal TEKUNPLWHEYN amdeaan
katnyoplag. Na diepyaoia anatteital ekteAéoun néBodog Le anodektd amoteAéopata. MNa SldpkeLa
anottobvTal ouvduvaopéva dedopéva kat ovuBatr Bepuokpacia. H mapEn evég oxediov doKLpwv Gev
Looduvapel pe entuyx GOKLUA.

A complete reviewed answer using data applicable to actual use. aw needs a matrix-suitable method and

supported classification. Process needs an executable method with acceptable results. Dating needs combined
evidence and compatible temperature. A test plan is not a successful test.

Mnyéc kaL medio vmooTAPLENG / Sources and scope

[1] 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

[2] lllinois IDFPR — Nonsterile Compounding Self-Inspection Report. Public regulatory checklist, accessed 2026-09-12. pp.
15-16; USP <795> sections 10.1-10.5. Grade A2.

Temperature conditions and requirements for supported extension; jurisdiction-specific guidance
https://idfprapps.illinois.gov/Forms/PDFs/NONSTERILECOMPOUNDINGSELFINSPECTIONREPORT.pdf

[3] FDA — Water Activity (aw) in Foods. Inspection Technical Guide 39, 16 April 1984; website copy accessed 2026-09-12.
Definition; sorption behaviour; measurement equipment. Grade A2.

Metrological principles only. Food regulatory thresholds and old instrument recommendations are not pharmaceutical BUD
rules

https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/inspection-technical-guides/water-activi
ty-aw-foods
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CGR-BP-033 ¢ EOKaumnTO KOAAWSLO BP
Flexible Collodion

EXPERIMENTAL OR_SUPPLIER EVIDENCE_REQUIRED

To c0oTNUA MEPLEXEL TTNTIKOVG OPYAVIKOOG BLAADTEG. O avaALTIKOC CLVEPYATNG TIPETIEL VO TEKUNPLWOEL
6TL 0 aoBNTAPOG METPE EMAEKTIKA LOPATUS XWPIC TaPEUPBOAN i ATIWAEL BLAADTN KoL 6TL N
SetypoatoAnyia mapauével avTiMPoowneLTIKY. Avadikdc nivakag atBavéAnc-vepol 6ev 6lvel aw Tov
KOAAWD(ov. H emituxng aw 6gv umokaBOLoTd EAeyx0 €EQTILONG KaLl AeLToupylaG MWUATOG.

The matrix contains volatile organic solvents. The laboratory must demonstrate selective water-vapour

measurement without interference or solvent loss and representative sampling. A binary ethanol-water table
does not establish collodion aw. Passing aw does not replace evaporation and closure-function checks.

MpwToyevAG mMNyR ovvBeong / Primary formula source

British Pharmacopoeia 2016 — Flexible Collodion

https://www.pharmacopoeia.com/

Zx€610 amoékTNnoNnG Tekpnpiov / Evidence acquisition plan

1. TavtomoltoTe TNV aKPLRA MPWTn VAN, o0vBeon Kal cuokevaaoia. 2. ZUHEWVACTE PE KATAAANAO
gpyoothpLlo f mpounBevuTh TO EpWTNMA Kol TN PEB0BO. 3. KaBopiote mpwv tn Sokun kpttripla, delypata
Kol ouvBnKeG. 4. EAéyETe mpwToyevr anoTteAéouaTta Kot avtiotolylon oto F-013 1} F-012. 5. MetagépeTe
eYKeKPLPEVN amndgaon oto F-002 kat F-006. ApvnTikd i avenapkr dedopéva Slatneoly Tov MEPLOPLOUI.

1. Identify exact material, formula and package. 2. Agree the question and method with a suitable laboratory or

supplier. 3. Define criteria, samples and conditions before testing. 4. Review raw results/applicability in F-013 or
F-012. 5. Transfer the approved decision to F-002 and F-006. Negative or inadequate data retain the restriction.

KpitApLo yia kAeiolpo / Closure criterion

MNAAPNG Kat eAeyXOPEVN AAVTNON OTO CUYKEKPLPEVO CATNUA HE dedopéva Tov avTioTtolyolv otnv
MPAYyHaTIKA Xpron. MNa to aw anotte{tal pEBodog KaTtdAANAN yla TN HATPQ Kal TEKUNPLWHEYN amdeaan
katnyoplag. Na diepyaoia anatteital ekteAéoun néBodog Le anodektd amoteAéopata. MNa SldpkeLa
anottobvTal ouvduvaopéva dedopéva kat ovuBatr Bepuokpacia. H mapEn evég oxediov doKLpwv Gev
Looduvapel pe entuyx GOKLUA.

A complete reviewed answer using data applicable to actual use. aw needs a matrix-suitable method and

supported classification. Process needs an executable method with acceptable results. Dating needs combined
evidence and compatible temperature. A test plan is not a successful test.

Mnyéc kaL medio vmooTAPLENG / Sources and scope

[1] 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

[2] lllinois IDFPR — Nonsterile Compounding Self-Inspection Report. Public regulatory checklist, accessed 2026-09-12. pp.
15-16; USP <795> sections 10.1-10.5. Grade A2.

Temperature conditions and requirements for supported extension; jurisdiction-specific guidance
https://idfprapps.illinois.gov/Forms/PDFs/NONSTERILECOMPOUNDINGSELFINSPECTIONREPORT.pdf

[3] FDA — Water Activity (aw) in Foods. Inspection Technical Guide 39, 16 April 1984; website copy accessed 2026-09-12.
Definition; sorption behaviour; measurement equipment. Grade A2.

Metrological principles only. Food regulatory thresholds and old instrument recommendations are not pharmaceutical BUD
rules

https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/inspection-technical-guides/water-activi
ty-aw-foods
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CGR-FR-006 * KoAAwbL0O Ph. Fr.
Collodion Ph. Fr.

EXPERIMENTAL OR_SUPPLIER_EVIDENCE_REQUIRED

Xpetdletal eldk pétpnon f éykupn dnuootevpévn T aw Tov akpLBolC KOAAWS{ov, JE KaTaypapr TWv
TMPAYHATIKWY SLOALTWY Kol TOL TEPLEKTN. EAEYETE KATAAANASTNTA LEOBABOL Yo TTNTIKEC PATPEG: VEPO 1
unOAeLupa Efpavong 6ev elval Lloodivapa aw. Mnv petaeépete dldpkela GAAOL KOAAWSIoL.

Require a specific measurement or reliable published aw for this exact collodion with actual solvents and

container documented. Check method suitability for volatile matrices; water content or dry residue is not aw.
Do not transfer another collodion’s shelf life.

MpwToyeVAG TNYA o0vBeong / Primary formula source

Collodion (1994) (15/02/2012)
https://ansm.sante.fr/uploads/2020/10/23/collodion.pdf

Zx€610 amoékTNnoNG Tekpnpiov / Evidence acquisition plan

1. TavtonmoltRoTe TNV akPLBA MPWTN VAN, o0vBeon Kat cuokevaoia. 2. ZUHPWVACTE PE KATAAANAO
EPYaoTAPLO ) MPOUNOELTH TO EPWTNUA KoL TN MEB0Lo. 3. KabopioTe mpv Tn Sokun KpLttripla, delypata
KoL OUVOAKEG. 4. EAéyETe mpwToyevh anoTteAéopata Kot avtiotolylon oto F-013 | F-012. 5. MetagépeTe
eyKekpluévn andépaon ato F-002 kat F-006. ApvnTikd r avenapkr 6e6opéva Slatnpolv Tov MePLOPLOUO.

1. Identify exact material, formula and package. 2. Agree the question and method with a suitable laboratory or

supplier. 3. Define criteria, samples and conditions before testing. 4. Review raw results/applicability in F-013 or
F-012. 5. Transfer the approved decision to F-002 and F-006. Negative or inadequate data retain the restriction.

KpittAplo yia kKAsioLpo / Closure criterion

NAAPENG Kal EAEYXOPEVN ATIAVTNON OTO OLYKEKPLHEVO CATNUA UE HESOUEVA TIOL AVTLOTOLYOUY OTNY
Mpayupatiky xprnon. Na to aw anotte{tal pEB0d0G KATAAANAN yla TN HATPA KAl TEKUNPLWHEVN améeaon
kKatnyoplag. Na diepyaoio anatteital ekteAéoun néBodog He anodektd amoteAéopata. Ma SldpkeLa
anattovvtal cuvdvaopéva dedopéva kat cupBatr Bepuokpacia. H Omapgn evég oxediov dokLuwy Sev
Looduvapel pe entuyry 60KLUA.

A complete reviewed answer using data applicable to actual use. aw needs a matrix-suitable method and

supported classification. Process needs an executable method with acceptable results. Dating needs combined
evidence and compatible temperature. A test plan is not a successful test.

Mnyéc koL medio vmooTAPLENG / Sources and scope

[1] 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

[2] lllinois IDFPR — Nonsterile Compounding Self-Inspection Report. Public regulatory checklist, accessed 2026-09-12. pp.
15-16; USP <795> sections 10.1-10.5. Grade A2.

Temperature conditions and requirements for supported extension; jurisdiction-specific guidance
https://idfprapps.illinois.gov/Forms/PDFs/NONSTERILECOMPOUNDINGSELFINSPECTIONREPORT.pdf

[3]1 FDA — Water Activity (aw) in Foods. Inspection Technical Guide 39, 16 April 1984; website copy accessed 2026-09-12.
Definition; sorption behaviour; measurement equipment. Grade A2.

Metrological principles only. Food regulatory thresholds and old instrument recommendations are not pharmaceutical BUD
rules

https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/inspection-technical-guides/water-activi
ty-aw-foods
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CGR-BE-027 ¢ NIIAGKTWHA KPOTAMLTOVNG 10% w/w
Crotamiton Emulsion 10% w/w

EXPERIMENTAL_OR_SUPPLIER_EVIDENCE_REQUIRED

H wotoptk inyr 6{vel 600 urveg oe Bepuokpacia dwuatiov. MNa petapopd oc yevikd Kavéva 14 nUEPWV
anatteltal mpwta cupBatdTnTa 0TOLG 2-8 °C: SOoUN YOAAKTWHOTOC, OLOLOYEVELD, EMOVOPOPE HETA TN
QUAQEN Kol MEPLEKTIKOTNTA. EVvaAAaKTIKA amnatte(tal Tekunpiwaon neptddouv otnv akpBr obvOean Kat
apxtkA Beppokpacia. Aev eElowveTal avTionTTkA dpdon KpoTapLTévng He SoKLU ouvTripnong.

The historical source specifies two months at room temperature. Applying a 14-day default first requires 2-8 °C
compatibility: emulsion structure, uniformity, behaviour after storage and assay. Alternatively document a

period for the exact formula at its original temperature. Crotamiton antiseptic activity is not a preservative
challenge test.

MpwToyEVAG TNYA o0vBeong / Primary formula source

Formulaire Thérapeutique Magistral 2010 — D-1-4-b-2
https://www.fagg-afmps.be/sites/default/files/downloads/FTM_Pharmaciens_Edition_2010.pdf

Zx€610 amoékTNnoNG Tekpnpiov / Evidence acquisition plan

1. TavtonmoltRoTe TNV aKPLBA MPWTN VAN, olvBeon Kat cuokevaoia. 2. ZUHEWVACTE PE KATAAANAO
EpYaoTAPLO ) MPOUNOELTH TO EPWTNUA KoL TN MEB0Lo. 3. KabopioTe mplv Tn Sokiun KpLttripla, delypata
Kot OUVOAKEG. 4. EAEyETe mpwToyevh anoTteAéopata Kot avtiotolylon oto F-013 | F-012. 5. MetagépeTe
eykekpluévn andépaon ato F-002 kat F-006. ApvnTikd f avenapkr 6e6opéva Slatnpolv Tov MePLOPLOUO.

1. Identify exact material, formula and package. 2. Agree the question and method with a suitable laboratory or

supplier. 3. Define criteria, samples and conditions before testing. 4. Review raw results/applicability in F-013 or
F-012. 5. Transfer the approved decision to F-002 and F-006. Negative or inadequate data retain the restriction.

KpittAplo yia kKAsioLpo / Closure criterion

NAAPENG Kal EAEYXOPEVN ATIAVTNON OTO OLYKEKPLHEVO CATNUA UE HESOUEVA TIOL AVTLOTOLYOUV OTNV
Mpaypatikl xprnon. Na to aw anotte{tal pEB0dS0G KATAAANAN yla TN HATPA KAl TEKUNPLWHEVN améeaon
kKatnyoplag. Na diepyaoio anatteital ekteAéoun HéBodoC He anodektd amoteAéopata. Ma SldpkeLa
anattovvtal cuvdvaopéva dedopéva kat cupBatr Bepuokpacia. H Omapgn evég oxediov dokLuwy Sev
Looduvapel pe entuyr 60KLUA.

A complete reviewed answer using data applicable to actual use. aw needs a matrix-suitable method and

supported classification. Process needs an executable method with acceptable results. Dating needs combined
evidence and compatible temperature. A test plan is not a successful test.

Mnyéc koL medio vmooTAPLENG / Sources and scope

[1] 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

[2] lllinois IDFPR — Nonsterile Compounding Self-Inspection Report. Public regulatory checklist, accessed 2026-09-12. pp.
15-16; USP <795> sections 10.1-10.5. Grade A2.

Temperature conditions and requirements for supported extension; jurisdiction-specific guidance
https://idfprapps.illinois.gov/Forms/PDFs/NONSTERILECOMPOUNDINGSELFINSPECTIONREPORT.pdf
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CGR-BR-013 * Evaiwpnpa vdpo&eidiov apytiiov 6% w/v
Aluminium hydroxide 6% w/v suspension

EXPERIMENTAL OR_SUPPLIER EVIDENCE_REQUIRED

MeAetriote otnNV akpBr aAKaAlk utpa pH, tkavédtnta eEovdeTépwaong ogéog, kabilnon/enavadlaomnopd,
86a0n mov mapaAauBdvel n obpryya Kot pikpoBloAoyia. H mapovoia Bevloikod vatpliov Hev amnodelkviel
AMOTEAEOUATIKA cuvThPNon o€ aAKaAlké pH. H yogn xpetdletat Tekunpiwon euolkic ouuBatdTnTAC NPV
ané xprion tov 14nuépov.

For the exact alkaline matrix study pH, acid-neutralising capacity, settling/redispersibility, syringe-delivered

dose and microbiology. Sodium benzoate presence does not establish effective preservation at alkaline pH.
Refrigeration requires evidence of physical compatibility before using the 14-day default.

MpwToyevAG mMNyR ovvBeong / Primary formula source

ANVISA — Formuldrio Nacional da Farmacopeia Brasileira, 22 edicdo, Revisdo 02 (2012)

https://www.gov.br/anvisa/pt-br/assuntos/farmacopeia/formulario-nacional/arquivos/8065json-file-1/@@display-file/file

Zx€610 amoékTNnoNnG Tekpnpiov / Evidence acquisition plan

1. TavtomoltoTe TNV aKPLRA MPWTn VAN, o0vBeon Kal cuokevaaoia. 2. ZUHEWVACTE PE KATAAANAO
gpyoothpLlo f mpounBevuTh TO EpWTNMA Kol TN PEB0BO. 3. KaBopiote mpwv tn Sokun kpttripla, delypata
Kol ouvBnKeG. 4. EAéyETe mpwToyevr anoTteAéouaTta Kot avtiotolylon oto F-013 1} F-012. 5. MetagépeTe
eYKeKPLPEVN amndgaon oto F-002 kat F-006. ApvnTikd i avenapkr dedopéva Slatneoly Tov MEPLOPLOUI.

1. Identify exact material, formula and package. 2. Agree the question and method with a suitable laboratory or

supplier. 3. Define criteria, samples and conditions before testing. 4. Review raw results/applicability in F-013 or
F-012. 5. Transfer the approved decision to F-002 and F-006. Negative or inadequate data retain the restriction.

KpitApLo yia kAeiolpo / Closure criterion

MNAAPNG Kat eAeyXOPEVN AAVTNON OTO CUYKEKPLPEVO CATNUA HE dedopéva Tov avTioTtolyolv otnv
MPAYyHaTIKA Xpron. MNa to aw anotte{tal pEBodog KaTtdAANAN yla TN HATPQ Kal TEKUNPLWHEYN amdeaan
katnyoplag. Na diepyaoia anatteital ekteAéoun néBodog Le anodektd amoteAéopata. MNa SldpkeLa
anottobvTal ouvduvaopéva dedopéva kat ovuBatr Bepuokpacia. H mapEn evég oxediov doKLpwv Gev
Looduvapel pe entuyx GOKLUA.

A complete reviewed answer using data applicable to actual use. aw needs a matrix-suitable method and

supported classification. Process needs an executable method with acceptable results. Dating needs combined
evidence and compatible temperature. A test plan is not a successful test.

Mnyéc kaL medio vmooTAPLENG / Sources and scope

[1] 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

[2] lllinois IDFPR — Nonsterile Compounding Self-Inspection Report. Public regulatory checklist, accessed 2026-09-12. pp.
15-16; USP <795> sections 10.1-10.5. Grade A2.

Temperature conditions and requirements for supported extension; jurisdiction-specific guidance
https://idfprapps.illinois.gov/Forms/PDFs/NONSTERILECOMPOUNDINGSELFINSPECTIONREPORT.pdf
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CGR-BR-014 * Evaiwpnpa vdpo&eidiov apytiiov 6% kaL payvnoiov 4% w/v
Aluminium hydroxide 6% and magnesium hydroxide 4% w/v suspension

EXPERIMENTAL OR_SUPPLIER EVIDENCE_REQUIRED

EAéyETe pH, opoloyévela Kat 0E0-eEovdeTEPWTIKA LKAVOTNTA TNG aKPLBoLC ovvBeong, Hall pe
enoavadlaomnopd, dooleTPLKr oLoKeL Kal dikpoBLoAoyia. H amovcia KpuOTAAAWY AUECWG HETA TNV
TMUPOOKEDLH BEV TEKUNPLWVEL CUUTEPLPOPA OTNY YOUEN 1| KaTA TN Xprion. H cuvtripnon 6&v anobeikvieTal
povo and to Bevloikd vaTplo.

Check pH, uniformity and acid-neutralising capacity of the exact formula together with redispersibility, dosing

device and microbiology. Absence of crystals just after preparation does not establish behaviour under
refrigeration or in use. Sodium benzoate alone does not prove preservation.

MpwToyevAG mMNyR ovvBeong / Primary formula source

ANVISA — Formuldrio Nacional da Farmacopeia Brasileira, 22 edicdo, Revisdo 02 (2012)

https://www.gov.br/anvisa/pt-br/assuntos/farmacopeia/formulario-nacional/arquivos/8065json-file-1/@@display-file/file

Zx€610 amoékTNnoNnG Tekpnpiov / Evidence acquisition plan

1. TavtomoltoTe TNV aKPLRA MPWTn VAN, o0vBeon Kal cuokevaaoia. 2. ZUHEWVACTE PE KATAAANAO
gpyoothpLlo f mpounBevuTh TO EpWTNMA Kol TN PEB0BO. 3. KaBopiote mpwv tn Sokun kpttripla, delypata
Kol ouvBnKeG. 4. EAéyETe mpwToyevr anoTteAéouaTta Kot avtiotolylon oto F-013 1} F-012. 5. MetagépeTe
eYKeKPLPEVN amndgaon oto F-002 kat F-006. ApvnTikd i avenapkr dedopéva Slatneoly Tov MEPLOPLOUI.

1. Identify exact material, formula and package. 2. Agree the question and method with a suitable laboratory or

supplier. 3. Define criteria, samples and conditions before testing. 4. Review raw results/applicability in F-013 or
F-012. 5. Transfer the approved decision to F-002 and F-006. Negative or inadequate data retain the restriction.

KpitApLo yia kAeiolpo / Closure criterion

MNAAPNG Kat eAeyXOPEVN AAVTNON OTO CUYKEKPLPEVO CATNUA HE dedopéva Tov avTioTtolyolv otnv
MPAYyHaTIKA Xpron. MNa to aw anotte{tal pEBodog KaTtdAANAN yla TN HATPQ Kal TEKUNPLWHEYN amdeaan
katnyoplag. Na diepyaoia anatteital ekteAéoun néBodog Le anodektd amoteAéopata. MNa SldpkeLa
anottobvTal ouvduvaopéva dedopéva kat ovuBatr Bepuokpacia. H mapEn evég oxediov doKLpwv Gev
Looduvapel pe entuyx GOKLUA.

A complete reviewed answer using data applicable to actual use. aw needs a matrix-suitable method and

supported classification. Process needs an executable method with acceptable results. Dating needs combined
evidence and compatible temperature. A test plan is not a successful test.

Mnyéc kaL medio vmooTAPLENG / Sources and scope

[1] 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

[2] lllinois IDFPR — Nonsterile Compounding Self-Inspection Report. Public regulatory checklist, accessed 2026-09-12. pp.
15-16; USP <795> sections 10.1-10.5. Grade A2.

Temperature conditions and requirements for supported extension; jurisdiction-specific guidance
https://idfprapps.illinois.gov/Forms/PDFs/NONSTERILECOMPOUNDINGSELFINSPECTIONREPORT.pdf
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CGR-BR-016 * AtAG oLpomi 85% w/v — FNFB

Simple syrup 85% w/v — FNFB

EXPERIMENTAL OR_SUPPLIER EVIDENCE_REQUIRED

Mo andéBepa alpotiol xpetdfovtal Sedopéva TNG akplBol¢ cakxapdlnc/vepol: TeAlkd kKAdoua palac,
UKVOTNTA, KPUGTAAAWGN, aw Kal ULKPOBLOAOYLKA CUUTIEPLPOPA CLUMEPAAUPBAVOUEVWY KATAAANAWY
Cuuwv. H €vdelEn 85% m/V dev TekunpLwvel aw <0,60. Xwplc autd, 6ev peTagépeTat dldpkela and
guvTnPENUEVO OLPOdTIL BLaopEeTIKAG cloTaong.

Stored syrup needs exact sucrose/water evidence: final mass fraction, density, crystallisation, aw and

microbiological behaviour including relevant yeasts. The designation 85% w/v does not establish aw <0.60. Do
not transfer dating from a differently formulated preserved syrup.

MpwToyevAG mMNyR ovvBeong / Primary formula source

ANVISA — Formuldrio Nacional da Farmacopeia Brasileira, 22 edicdo, Revisdo 02 (2012)

https://www.gov.br/anvisa/pt-br/assuntos/farmacopeia/formulario-nacional/arquivos/8065json-file-1/@@display-file/file

Zx€610 amoékTNnoNnG Tekpnpiov / Evidence acquisition plan

1. TavtomoltoTe TNV aKPLRA MPWTn VAN, o0vBeon Kal cuokevaaoia. 2. ZUHEWVACTE PE KATAAANAO
gpyoothpLlo f mpounBevuTh TO EpWTNMA Kol TN PEB0BO. 3. KaBopiote mpwv tn Sokun kpttripla, delypata
Kol ouvBnKeG. 4. EAéyETe mpwToyevr anoTteAéouaTta Kot avtiotolylon oto F-013 1} F-012. 5. MetagépeTe
eYKeKPLPEVN amndgaon oto F-002 kat F-006. ApvnTikd i avenapkr dedopéva Slatneoly Tov MEPLOPLOUI.

1. Identify exact material, formula and package. 2. Agree the question and method with a suitable laboratory or

supplier. 3. Define criteria, samples and conditions before testing. 4. Review raw results/applicability in F-013 or
F-012. 5. Transfer the approved decision to F-002 and F-006. Negative or inadequate data retain the restriction.

KpitApLo yia kAeiolpo / Closure criterion

MNAAPNG Kat eAeyXOPEVN AAVTNON OTO CUYKEKPLPEVO CATNUA HE dedopéva Tov avTioTtolyolv otnv
MPAYyHaTIKA Xpron. MNa to aw anotte{tal pEBodog KaTtdAANAN yla TN HATPQ Kal TEKUNPLWHEYN amdeaan
katnyoplag. Na diepyaoia anatteital ekteAéoun néBodog Le anodektd amoteAéopata. MNa SldpkeLa
anottobvTal ouvduvaopéva dedopéva kat ovuBatr Bepuokpacia. H mapEn evég oxediov doKLpwv Gev
Looduvapel pe entuyx GOKLUA.

A complete reviewed answer using data applicable to actual use. aw needs a matrix-suitable method and

supported classification. Process needs an executable method with acceptable results. Dating needs combined
evidence and compatible temperature. A test plan is not a successful test.

Mnyéc kaL medio vmooTAPLENG / Sources and scope

[1] 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

[2] lllinois IDFPR — Nonsterile Compounding Self-Inspection Report. Public regulatory checklist, accessed 2026-09-12. pp.
15-16; USP <795> sections 10.1-10.5. Grade A2.

Temperature conditions and requirements for supported extension; jurisdiction-specific guidance
https://idfprapps.illinois.gov/Forms/PDFs/NONSTERILECOMPOUNDINGSELFINSPECTIONREPORT.pdf
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