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CGR-BP-002 | YbaTtikA kpépa / Aqueous Cream

OpLoTIKA ocuvTakTIKA anég@acon / Final editorial decision

To MPOAMALTOVMEVO TOL YOUAAKTWHATOTOLO0 KNPOU KAADTITETAL E PAPHAKOTIOWAKS AVIOVIKO VALKO EYKEKPLUEVOL
npopnBevuTr, e anodekTr MpayuaTiky napTida kat avtioTolylon npog tn abvlean avagopds. Agv anatteltal va
avamnopaxel eowTeEPLKE 0 KNPAC yia va e@apuooTel N povoypagia. To éplo 35 nuepWV Mapapével YEVIKS LTtd
npoinobéaelg éplo kat dev anoteAel melpapatiky otabepdtnTa ff BUD ouykekpiuévng naptidag. dawoguatbavdAn
1% m/m- aELoAGYNON AMOTEAECUATIKOTNTOAC OTNY TEALKH o0OVOEDN KOl 0TOV EMAEYUEVO TEPLEKTN. H MHRA
avopépel epeBLod amd TNV aqueous cream He SLS, 16{wg og madLd Kal o€ Xpron Tov MoPAEVEL OTO dEppa.
EpapuéleTal T0 CUVTOUOTEPO TEKUNPLWEVO OPLO, CUPTEPLAABAVOUEVOL TOU LTIOAELTTOEVOL BUD
EVOWMOTWHEVNG YAANVIKAG Bdong.

The wax prerequisite is fulfilled by an accepted lot of supplier-qualified pharmacopoeial anionic wax matched to
the reference composition. In-house wax manufacture is not necessary to implement this monograph. The 35-day
figure remains a conditional general ceiling, not experimental stability or an assigned batch BUD. Phenoxyethanol
1% w/w: justify suitability in the final formulation and container. MHRA reports irritation with SLS-containing
aqueous cream, especially in children and leave-on use. Apply the shortest supported limit, including the
remaining BUD of any compounded base.

Anaitovpeva TekpApla / Required evidence

KaBoplopévn kat eykekpLluévn motdtnta aviovikod knpol BP and npounbevtr, pe ouvribn amnodoxr MpaypaTkAG
nopTidac: eAeypévec Aomég MPWTEG DAEC Kal akplBr¢ alvBean/dLadikaoia avapopdc.

Defined and approved supplier grade of anionic BP wax, with routine acceptance of the actual lot; accepted other
ingredients and the exact reference formula/process.

Altiodoynpévn Tagvoépnon TnG TEAKAG HOPONG, OPLOUEVOG TIEPLEKTNG KAl QUAAEN, OpOLOYEVELX KOl £LBLKOL EAgyXOL
NG MNYAG. Mo oLV TNPOVHEVN LOATLKY HOPPH TEKUNPLWVETAL N KATAAANAGTNTA TOL CLYTNPENTLKOLD OTO TEALKS pH
KoLl gTn ouvoALkr obvBeaon.

Justified finished-form category, defined container/storage, homogeneity and source-specific QC. For a preserved
aqueous form, justify preservative suitability at the final pH and in the complete composition.

OTav ypnowuomnote(tal yaAnvikr B&on: mpayHaTik NHEpounvia mapaoKeviG, amodéausvon Kat evamnopévov BUD
TNG. To véo TeALKS plypa dev undevicel tov xpbdvo tng Bdonc.

For a compounded base, record its actual preparation date, release and remaining BUD. The new final mixture
does not reset the base dating clock.

EAEyxeTOL N KATAAANAGTNTA TNG PALVOELALBAVOANG oTNY TeALKH o0vBeon. Alatnpel{tal n eWdikh emofpuovon MHRA
yla Bavéd epebloud amnd aqueous cream pe SLS, 16{wg og nadLld Kal o€ napapovr) oTo dépua.

Assess phenoxyethanol suitability in the final composition. Retain MHRA advice on possible irritation with
SLS-containing aqueous cream, especially in children and leave-on use.

KpttApla kAeloipatog / Closure criteria

H epevvntikr €e€EdptNoN amnd eowTEPLKA MapaoKeELALOUEVO KNP KAE(VEL pe pnTH XPrAoN TNG KaBopLlopévng
ayopaopévng eapuakomolakig moldtntag. H elogepxduevn amnodoyr napapével ouvAdNg anaitnon k&be
TMPAYHATLKAG MAPATKEVAG.

Close the research dependency on in-house wax by explicitly adopting the defined purchased pharmacopoeial
grade. Incoming acceptance remains a routine requirement of actual compounding.
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H npayuatikd anodéopevon anattel oAokAnpwuévo apyelo maptidag, anodekTd anMoTEAECUATA TWY EQAPUOCLUWY
EAEYXWVY KOl LTIOYEYPAUPEVN eKT{UNoN BUD HeE TO CUVTOUOTEPO TEKUNPLWHEVO 6pLo.

Actual release requires the completed batch record, acceptable applicable QC and a signed BUD assessment
applying the shortest supported limit.

Agv epapudletal aptBUNTIKS YEVIKO Oplo dTtav dev AnpolvTal n avtiotowyn katnyopia, n cuuBatrh Bepuokpaoia
1 N KataAANASdTNTA TNG obvBeonC. Néa bk HeEAETN XpeldleTal yia eMEKTAON 1 YA AVET{AVTO QUGLKOXNHLKO
MPOBANUA, dxL AMAWG yla TNV napovaiaon evég vmnd npodnobEéoelg yevikol oplov.

Do not apply a numerical default unless its category, compatible temperature and formulation suitability are
supported. A new specific study is needed for extension or an unresolved physical/chemical concern, not merely
to present a conditional default.

Mebio epappoyng / Scope

TeAkr] ekboTikr andéeaon tng 14.10.2026. Agv anoTeAE! MOTOMOLNTIKG EPYAOTNPLAKWY ATOTEAECUATWY A
anodéopevon mopTidac.

Final editorial decision dated 14 October 2026. This is not a certificate of laboratory results or actual batch
release.

Mnyéc koL mapanopunég / Sources and references

[1] USP General Chapter <795> FAQs, November 1 2023

Questions 52, 60, 61, 62, 63; printed pp.11,14
https://pages.usp.org/rs/711-SXF-172/images/HQS%20-%20USP%20GC%20795%20FAQs.pdf?version=0
[2] VVF manufacturer: Emulsifying Waxes

Product table: Vegarol EW 200; compare EW 100 and EW 300
https://www.vvfllc.com/EmulsifyingWaxes.html

[3] Croda Pharma manufacturer: Crodex A pharma

Product description and pharmacopoeia compliance
https://www.crodapharma.com/en-gb/product-finder/product/5530-crodex_1_a_1_pharma
[4] British Pharmacopoeia: Content Usage Licence for Individual Users

Sectionsl,4 and5

https://www.pharmacopoeia.com/single-user-online-licence

[5]1 MHRA - Aqueous cream: may cause skin irritation

Advice for healthcare professionals

https://www.gov.uk/drug-safety-update/aqueous-cream-may-cause-skin-irritation

CGR-BP-003 | AeppaTikO YaAAAKTWHA BEVC0ikoD Bev{vAiov 25% w/v / Benzyl
Benzoate Application

OpLoTikA cuvTakTIKA antég@acon / Final editorial decision

To MPOAMALTOOEVO TOV YOAAKTWHATOTOLO0 KNPOD KAAOTITETOL E PAPUAKOTIOLLAKS AVIOVLIKO LALKO EYKEKPLUEVOL
MPOUNOeLTH, HE AnodeKTH MPaypaTikh mapTida Kal avTiotoixlon mpog tn obvBeon avagopdc. Asv amatte(Tal va
avanopaxfel eowTEPLKE 0 KNPOC yla va e@papuooTel N povoypaeia. To éplo 14 nUePWVY MoPaUéVEL YEVIKS LTI
npoinoBéoelc dpLo Kal 6ev amnoteAel melpapaTik otabepdtnTta rj BUD cuykekpiuévng naptidag. H avagopd 14
NUePWV TpolToBETeL 2-8 °C KoL enapk QUOLKA KaTaAAnAdtnTta oto yuyeio. Mpaypatiky aEloAdynon
OMOLOYEVELAG, AvadLOOTIOPAG KAl AMOVC{OG N AVAoTPEWLLOL SLaxwPLopoL anatte{tal: dev peTagépeTal To 6pLo o€
Bepuokpaoio dwuatiov. EpapudleTal TO CUVTOUOTEPO TEKUNPLWHUEVO OPLO, CUUMEPLAQUBAVOUEVOL TOL
vnoAewmdéuevov BUD evowpaTwpévng YoAnvikig Bdong.

The wax prerequisite is fulfilled by an accepted lot of supplier-qualified pharmacopoeial anionic wax matched to
the reference composition. In-house wax manufacture is not necessary to implement this monograph. The 14-day
figure remains a conditional general ceiling, not experimental stability or an assigned batch BUD. The 14-day
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reference requires 2-8 °C and adequate refrigerated physical suitability. Verify homogeneity/redispersibility and
absence of irreversible separation; do not transfer this limit to room temperature. Apply the shortest supported
limit, including the remaining BUD of any compounded base.

Anairtoopeva tTekpnpla / Required evidence

KaBoplopévn Kat eyKEKPLEVN TOLOTNTA aviovikol KnNpoL BP amd nmpounBeuth, pe ovuvbn amodoxr mpayUaTkAg
nopTdag: eAeypéveg Aomég mpwTteg DAEG Kot akplBrig ovvBean/dladikaaia avaeopdg.

Defined and approved supplier grade of anionic BP wax, with routine acceptance of the actual lot; accepted other
ingredients and the exact reference formula/process.

Actiodoynuévn Tagvounan tTnG TEALKAC MOPQPRC, OPLOUEVOC TTEPLEKTNG KOl UAAEN, OpoLoYEvELx KOl ELBLKO( EAgyxoL
NG MNYAG. MNa cuvTNPEOOHEVN LOATLKY HOPPH TEKUNPLWVETAL N KATAAANASTNTA TOU CLVTNPNTLKOV 0TO TEALKS pH
KoL gTn ouvoALkr obvBeon.

Justified finished-form category, defined container/storage, homogeneity and source-specific QC. For a preserved
aqueous form, justify preservative suitability at the final pH and in the complete composition.

Otav xpnowponote{tatl yaAnvikr Bdon: mpaypatiki nuepopnvia mapaokevig, anodEéopevuon Kat evarnopévov BUD
TNG. To véo TeALKS piypa dev undeviel tov xpdvo tng Bdong.

For a compounded base, record its actual preparation date, release and remaining BUD. The new final mixture
does not reset the base dating clock.

To yevikd 6pLo yuyeiov e@apudletal pévo petd TekUnpiwon QUOLKAG KaTaAANASdTNTAC oTOoUuG 2-8 °C:
opoloyévela/avadlaonopd Kat anovoia N avooTPEWLUOL SlaxwpLlopol. Ay HeTapEépeTal o€ Bepuokpacia
dwpatiov.

Use a refrigerated default only with supported physical suitability at 2-8 °C: homogeneity/redispersibility and no
irreversible separation. Do not transfer it to room temperature.

KpttApla kAeloipatog / Closure criteria

H epevvntikr €e€EdptNOoN amnd eoWTEPLKA MAPaoKELALOUEVO KNP KAe(vEL pe pnTH XPrAoN TNG KaBopLlopévng
ayopaopévng eapuakomolakig moldtntag. H elogepxduevn anodoyr napapével ouvAdNg amaitnon k&be
TMPAYHATLKAG MAPATKEVAG.

Close the research dependency on in-house wax by explicitly adopting the defined purchased pharmacopoeial
grade. Incoming acceptance remains a routine requirement of actual compounding.

H npaypatiky anodéopevon anattel oAokAnpwuévo apyxeio maptidag, anodekTA AMOTEAEOUATA TWY EQAPUOTIHWY
EAEYXWY Kal uoyeypappévn ektipnon BUD e To GUVTOUOTEPO TEKUNPLWHEVO GpLo.

Actual release requires the completed batch record, acceptable applicable QC and a signed BUD assessment
applying the shortest supported limit.

Agv epapudletal aptBunTIKd YEVIKO Oplo dTav dev mAnpolvTal n avtiotowyn katnyopia, n cvuBatrh Bepuokpaoia
A N KaTaAANASTNTA TNG 00vBeonG. NEa eldLKA HEAETN XpetdleTal yia eMEKTAON 1 YLa AVETIALTO QUOLKOYNHLKS
MPEOBANUA, OXL ANMAWC Yyia TNV apovaiacn evdc vnd npodmobéaslg yevikol oplov.

Do not apply a numerical default unless its category, compatible temperature and formulation suitability are
supported. A new specific study is needed for extension or an unresolved physical/chemical concern, not merely
to present a conditional default.

MNedio epappoync / Scope

TeAkn ekbotikr andégaon tng 14.10.2026. Aev amnoTeAE! TILOTOMOLNTIKO £PYOOTNPLAKWY ATMOTEAECUEATWY 1
anodéopevon mopTidac.

Final editorial decision dated 14 October 2026. This is not a certificate of laboratory results or actual batch
release.
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Mnyéc kat mapamnounég / Sources and references

[1] USP General Chapter <795> FAQs, November 1 2023

Questions 52, 60, 61, 62, 63; printed pp.11,14
https://pages.usp.org/rs/711-SXF-172/images/HQS%20-%20USP%20GC%20795%20FAQs.pdf?version=0
[2] VVF manufacturer: Emulsifying Waxes

Product table: Vegarol EW 200; compare EW 100 and EW 300
https://www.vvfllc.com/EmulsifyingWaxes.html

[3] Croda Pharma manufacturer: Crodex A pharma

Product description and pharmacopoeia compliance
https://www.crodapharma.com/en-gb/product-finder/product/5530-crodex_1_a_1 pharma
[4] British Pharmacopoeia: Content Usage Licence for Individual Users

Sectionsl,4 and5

https://www.pharmacopoeia.com/single-user-online-licence
CGR-BP-004 | PuOpiopévn kpépa BP / Buffered Cream

OpLoTIKA cuvTaKTIKHA anég@acon / Final editorial decision

To MPOAMALTOVMEVO TOL YOUAAKTWHATOTOLO0 KNPOU KAADTITETAL E PAPHAKOTIOWAKS AVIOVIKO VALKO EYKEKPLUEVOL
npopnBevTr, e anodekTr MpayuaTiky napTida kat avtioTolylon mpog tn abvlean avapopds. Agv anatteltal va
avanopaxdel eowTePLKE 0 KNPAOC yia va e@apuooTel N povoypagia. To éplo 35 nuepWV Mapapével YEVIKS LTtd
npobnobéoelg éplo kat dev anoteAel netpapaTiky otabepdtnta fj BUD ovykekpluévng naptidag. EmBeBaiwon
TEALKOU pH 5,7-6,3, opoloy£évelag Kol KATaAANAGTNTAG TNG XAWPOKPETOANG oTNY akpLlBri obvBean. Av emAeyel
owAnvdplo arovpiviov, amatte{tol KATEGAANAN eowTEPLK AdKa. EQapudleTal TO CUVTOUOTEPO TEKUNPLWHUEVO
6plo, ouuneplAapBavouévou Tov vroAetndpevov BUD evowpaTtwuévng YOANVIKAC BAong.

The wax prerequisite is fulfilled by an accepted lot of supplier-qualified pharmacopoeial anionic wax matched to
the reference composition. In-house wax manufacture is not necessary to implement this monograph. The 35-day
figure remains a conditional general ceiling, not experimental stability or an assigned batch BUD. Confirm final pH
5.7-6.3, homogeneity and chlorocresol suitability in the exact formulation. An aluminium tube requires a suitable
internal lacquer. Apply the shortest supported limit, including the remaining BUD of any compounded base.

Anaitovpeva tTekpRpla / Required evidence

KaBoplopévn Kot eyKEKPLUEVN TOLOTNTA aviovikol knpol BP and nmpounbevtr, He cLVABN amodoxr TMPAYUATIKAC
napT{6ag: eAeyHEVEG AOLTEC MPWTEG DAEC Kal akplBAC obvBeaon/dladikaoia avagopdc.

Defined and approved supplier grade of anionic BP wax, with routine acceptance of the actual lot; accepted other
ingredients and the exact reference formula/process.

Actiodoynuévn Tagvounan tTNG TEALKAC HOPPRG, OPLOUEVOC TEPLEKTNG KO UAAEN, opoLloyEévela KoL elBLKol €AgyxoL
NG MNYACS. MNa ouvtnPEoVUEVN LOATLKA HOPEH TEKUNPLWVETAL N KATAAANASTNTA TOL CLVTNPENTIKOL O0TO TEALKS pH
KaL gTn ouvoALkr obvBeon.

Justified finished-form category, defined container/storage, homogeneity and source-specific QC. For a preserved
aqueous form, justify preservative suitability at the final pH and in the complete composition.

OTav xpnopornotle{tatl yaAnvik BAon: mpayUa Tkl NUEPoPNvia MapaokeLAg, anodéopevon Katl evanouévov BUD
TNG. To véo TeALKS piypa dev undevicel tov xpdvo tng Bdong.

For a compounded base, record its actual preparation date, release and remaining BUD. The new final mixture
does not reset the base dating clock.

TeAk6 pH evtdo¢ 5,7-6,3, KATAAANAN CLVTHPENON KOL OUOLOYEVELD. ZWANVAPLO AAOLHULVIOL HOVO HE KATAAANAN
€0WTEPLKA AdKaL.

Final pH within 5.7-6.3, suitable preservation and homogeneity. An aluminium tube requires suitable internal
lacquer.
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Kpitipla kAswoipatog / Closure criteria

H epevvnTikA €EdpTtnon and ecwTePLKA MopaokeLalouevo kKNPO KAEIVEL WE pNTH XProN TS Kaboplopévng
ayopaopévng eapuakomolakrc modtntac. H elogpyduevn anodoyr napapével ouvribng amaitnon kabe
TMPAYUATLKAC MAPATKEVNAG.

Close the research dependency on in-house wax by explicitly adopting the defined purchased pharmacopoeial
grade. Incoming acceptance remains a routine requirement of actual compounding.

H npayuatiky anodéopevon anattel oAokAnpwuévo apyelo naptidag, anodekTd aAMOTEAECUATA TWY £QAPUOTLUWY
EAEYXWVY Kal LTIOYEYPAUUEVN EKT{UNON BUD UE TO GUVTOUOTEPO TEKUNPLWPEVO dpLo.

Actual release requires the completed batch record, acceptable applicable QC and a signed BUD assessment
applying the shortest supported limit.

Aev e@apudleTal aptBUNTIKS YEVIKS Oplo éTav dev mAnpolvTal n avtiotowyn Katnyopia, N ocuuBatr Bepuokpaaia
1 N KATAAANASTNTA TNG 0OVOeONG. Néa €LOLIKN EAETN XPELATETAL Yo EMEKTACN I YIA AVETIAUTO QLGLKOXNULKO
MPOBANUA, OxL anAWG Yo TNV napovalacon evog vnd mpodnobéaelg yevikol oplov.

Do not apply a numerical default unless its category, compatible temperature and formulation suitability are
supported. A new specific study is needed for extension or an unresolved physical/chemical concern, not merely
to present a conditional default.

Medio epappoyng / Scope

TeAkr] ekboTikr andégaon tnG 14.10.2026. Agv anoTeAe( MOTOMONTIKG EPYAOTNPLAKWY ATMOTEAECUATWY A
anodéopevon naptidag.

Final editorial decision dated 14 October 2026. This is not a certificate of laboratory results or actual batch
release.

Mnyéc Kat mapanmopumnécg / Sources and references

[1] USP General Chapter <795> FAQs, November 1 2023

Questions 52, 60, 61, 62, 63; printed pp.11,14
https://pages.usp.org/rs/711-SXF-172/images/HQS%20-%20USP%20GC%20795%20FAQs.pdf?version=0
[2] VVF manufacturer: Emulsifying Waxes

Product table: Vegarol EW 200; compare EW 100 and EW 300
https://www.vvfllc.com/EmulsifyingWaxes.html

[3] Croda Pharma manufacturer: Crodex A pharma

Product description and pharmacopoeia compliance
https://www.crodapharma.com/en-gb/product-finder/product/5530-crodex_1_a_1_pharma
[4] British Pharmacopoeia: Content Usage Licence for Individual Users

Sectionsl,4 and5

https://www.pharmacopoeia.com/single-user-online-licence
CGR-BP-014 | TaAakTwpaTomoloG aioitgn BP / Emulsifying Ointment

OpLoTIKA ouvTaKTIKA anoégaon / Final editorial decision

TO MPOAMALTOVEVO TOV YOAAKTWHATOTOLO0 KNPOD KAAOTITETOL E PAPUAKOTIOLLAKS AVLIOVIKO LALKO EYKEKPLUEVOL
MPoUNOeLTH, HE ANOdEKTH MPayuaTIK mapTida Kat avTioToixlon mpog Tn obvleon avaeopdc. Asv anatteital va
avanapaxbel ecwTePKE 0 KNPSC ya va epapuooTtel N povoypaeia. To 6plo 180 NUEPWY TTOPAPEVEL YEVIKS LTIO
npolnoBéoelc dplo Kal 6ev amnoTeAel melpapaTikh otabepdtnTa rj BUD ouykekplpévng naptidag. H Ta&lvéunon wg
pNn vdaTkr Bdon attioAoyei{tal and TNy akpLB abvBeon Kat TNV MOWOTNTA TWY LALKWY. H xaunAr aw tov knpoo
dev amodetkviel pévn TNG T aw tTNG TEAKAG aAolprG. EQapudleTal To GUVTOUOTEPO TEKUNPLWUEVO bpLo,
ouunepAaUBavoévou Tou uToAetmdeVOL BUD evowUATWHEVNG YAANVIKAC Bdong.
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The wax prerequisite is fulfilled by an accepted lot of supplier-qualified pharmacopoeial anionic wax matched to
the reference composition. In-house wax manufacture is not necessary to implement this monograph. The
180-day figure remains a conditional general ceiling, not experimental stability or an assigned batch BUD. Justify
nonaqueous-base classification from the exact composition and accepted material quality. Low wax aw alone is
not a measured aw result for the finished ointment. Apply the shortest supported limit, including the remaining
BUD of any compounded base.

Anaitovpeva tTekpApla / Required evidence

KaBoplopévn Kat eyKeKpLUévn otdTnNTa avtovikol knpoL BP ané nmpounOsutr, He ovvridn anodoyn mPayUaTIKAG
nopTidac: eAeyuévec Aouméc MPWTEG DAEC Kal akplBr¢ abvBean/dLladikaoia avapopdc.

Defined and approved supplier grade of anionic BP wax, with routine acceptance of the actual lot; accepted other
ingredients and the exact reference formula/process.

Actiodoynpévn Tagvéunon tng TEALKAG HOPQAG, OPLOUEVOG TTEPLEKTNG KAl UAAEN, OLOLOYEVELX KOl £LBLKO( EAgyXOL
NG MNYAC. Mo oLV TNPOVHEVN LOATLKY HOPPH TEKUNPLWVETAL N KATAAANAGTNTA TOL CLYTNPENTLKOLD OTO TEALKS pH
Kall 0Tn OLVOALKH cbvBean.

Justified finished-form category, defined container/storage, homogeneity and source-specific QC. For a preserved
aqueous form, justify preservative suitability at the final pH and in the complete composition.

OTav ypnowuomole{tal yaAnvikr BAon: mpayHaTik NUEpounvia mMapaokevig, anodéausvon Kat evamnopévov BUD
TNG. To véo TeALKS plypa v pndeviel Tov xpdvo tng Bdonc.

For a compounded base, record its actual preparation date, release and remaining BUD. The new final mixture
does not reset the base dating clock.

H un vdatik Tagwéunon agopd tTnv akplBr TEALKH aAolpri- 6ev MAPOLOLATETAL WC HETPNUEVO ATIOTEAECUA aw
Hévo amnéd ta otolxela Tov KNpPoL.

Nonaqueous classification concerns the exact finished ointment; wax data alone are not presented as a measured
finished-ointment aw value.

KpitApla kKAswoipatog / Closure criteria

H epevvnTtikn €§dptnon and eowtepkd napackevaduevo KNpd KAelvel e pntr xprion TnG KaBopLlopévng
ayopaopévng gapuakomnolakic nmodtntag. H elogpyduevn anodoyr napapével cuvibng amaitnon k&be
TMPAYUATLKAC MOUPATKEVAG.

Close the research dependency on in-house wax by explicitly adopting the defined purchased pharmacopoeial
grade. Incoming acceptance remains a routine requirement of actual compounding.

H npayuatikh anodéopevon anottel oAokANpwuévo apxelo napTtidag, anodekTtd anOTEAECUATA TWY EQAPUOCLUWY
EAEYXWVY Kal LTIOYEYPAUUEVN EKT{UNON BUD UE TO OUVTOUOTEPO TEKUNPLWHEVO bpLo.

Actual release requires the completed batch record, acceptable applicable QC and a signed BUD assessment
applying the shortest supported limit.

Agv e@apudletal aptBUNTIKS YEVIKS 6pLo éTav dev mAnpolvTal n avtiotown katnyopia, N ocuupBatr Bepuokpaaoia
A N KATaAANASTNTA TNG 00vBeonG. N€a eldLkA EAETN XpelddeTal Yo eMEKTAON 1 Yla AveEM{ALTO QUOLKOYNHLKS
MPEOBANUA, OXL AMAWC yla TNV mapovaiacn evdc vnd mpodmoBEéaslg yevikol oplov.

Do not apply a numerical default unless its category, compatible temperature and formulation suitability are
supported. A new specific study is needed for extension or an unresolved physical/chemical concern, not merely
to present a conditional default.

Medio epappoync / Scope

TeAkr] ekdoTik andéeacn tnG 14.10.2026. Aev anoTeAE(! MOTOMONTIKG EPYAOTNPLAKWY ATMOTEAECUATWY A
anodéopevan naptidag.
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Final editorial decision dated 14 October 2026. This is not a certificate of laboratory results or actual batch
release.

Mnvyéc Kat mapanmopumnécg / Sources and references

[1] USP General Chapter <795> FAQs, November 1 2023

Questions 52, 60, 61, 62, 63; printed pp.11,14
https://pages.usp.org/rs/711-SXF-172/images/HQS%20-%20USP%20GC%20795%20FAQs.pdf?version=0
[2] VVF manufacturer: Emulsifying Waxes

Product table: Vegarol EW 200; compare EW 100 and EW 300
https://www.vvfllc.com/EmulsifyingWaxes.html

[3] Croda Pharma manufacturer: Crodex A pharma

Product description and pharmacopoeia compliance
https://www.crodapharma.com/en-gb/product-finder/product/5530-crodex_1_a_1_pharma
[4] British Pharmacopoeia: Content Usage Licence for Individual Users

Sectionsl,4 and5

https://www.pharmacopoeia.com/single-user-online-licence
CGR-BP-015 | AviOVIKOG YOAGKTWHATOTOLOG kKNnpoG BP / Emulsifying Wax

OpLoTIKA ouvTaKTIKA anoégaon / Final editorial decision

MPOTIHWHEVN 060G £QapUOYrG: XPAON PAPUAKOTOLLAKOD OVIOVIKOD YAAAKTWHATOTOLO0 KNPoU amd eYKEKPLUEVO
MPOUNOELTH, HE TEKUNPLWHEVN avTLoTOo()Lon TOMOL KAl cOVBECNC MPOC TNV avagepduevn BP. AnattodvTtal
anodektd CoA TnG mpayHaTikAc naptidag, Tavtonoinan, cuvBAKEG PUAAENG Kot LoxVovoa AREN 1 TEKUNPLWHEVOG
enMavéAeyX0C. Asv avtikaBiotatal and pn ovikd kNned NF A knpd KeTopakpoydAnc. MNa ayopaopévn mpwtn OAN
€QAPUOTETAL N EYKEKPLUEVN BLEPKELX TOL TMTPOUNOELTH, HE EAEYXO TWVY CLVONKWY PETA TO dvolypa- dev anodideTal
véo BUD yaAnvikAg mapaokeuric. H lotoplkh néBodocg mapaokevnc dlatnpe{tal wg avagopd. MNa ecwTePLK
MoPaAYWYH 6EV TEKUNPLWVETAL apBUNTLKY dldpkela amnd to mapdv apxelo: Ta 4 mL 0datog diepyaaoiag Kal To 6pLo
UTTOAELMMATIKOD VEPOL BEV amoTeEAODY LETPNON aw.

Preferred implementation route: obtain pharmacopoeial anionic emulsifying wax from an approved supplier, with
documented type and composition match to the cited BP material. Accept the actual lot only with its CoA,
identity/quality checks, storage instructions and valid expiry or justified retest date. Nonionic NF wax and
cetomacrogol wax are not interchangeable. For purchased material use the approved supplier dating and
after-opening conditions; do not invent a compounded-preparation BUD. Retain the historical preparation method
as a reference. No numerical dating is established here for in-house production: the 4 mL process-water input and
residual-water specification are not aw measurements.

Antaitovpeva tTekpRpla / Required evidence

Eykekplpévn podlaypa@r @apUaKeVTIKAG MPWTNG DANG: AVIOVIKOG KNPAC HE KNTOOTEXPLALKH OAKOOAN Kot
A0oLPLAOBELKS VATPLO, HE avTioTol)lon TOMoL, oOVBEONG Kal AELTOLPYLIKOTNTAG POG TNV BP avagopdc.

Approved pharmaceutical material specification: anionic cetostearyl-alcohol/sodium-lauryl-sulfate wax, matched
in type, composition and functionality to the cited BP material.

CoA mnpaydaTikic naptibag, Tavtonolnon Kat anodoxr eLoepyopévou, xvnAaoiuéTnTa mpoundeuTr, NUEPOoUNVia
AAENG | TEKUNPLWHEVOC EMAVEAEYYOC, CLVONAKEG UAAENG/UETA TO dvolyua Kat SDS.

Actual lot CoA, incoming identity/quality acceptance, supplier traceability, expiry or justified retest date,
storage/after-opening conditions and SDS.

EVaAAQKTIKE, Yo ECWTEPLKA TIOPAYWYH: TIPAYHATIKS apxelo MOPACKELAC, CUMUOPPWON TIPOC TLC TPOdLAYPAPEC
Kal Tekhnplwon Katnyoplog aw o€ aVTIMPOCWTEVTIKO TEALKO KNPSO Ue KATAAANAN péBodo.

Alternatively, for in-house manufacture: real batch record, specification compliance and aw-category evidence for
representative finished wax using a suitable method.
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Kpitipla kAswoipatog / Closure criteria

H epeuvnTikA emAoyr KAE(VEL pe 0oPWEC KaBopLopévn 066 ayopdc TNG CWOTAG QAPHOKOTOWAKAG ToldTnTac. Ta
nopadelypata mPopundBevTWY anodeltkvoouy SlabeaiudtnTa, dXL £€YKPLOoNn CUYKEKPLUEVNG TapTiBac.

Close the research decision by specifying procurement of the correct pharmacopoeial grade. Supplier examples
establish availability, not acceptance of an actual lot.

H ouvABng anodoyr kKdbe ayopaopévng moptidag oAokAnpwveTal Bdoel eykekplpuévng npodlaypagrig, CoA Kat
eAEyXwY TavtdTNTAC/MOLdTNTAC. MN LoViKAC KNPAG NF 1} KNPAC KETOHaKPOoYyOANnG 6ev yivetal 6eKTOC WC avTéaTn
avTtikatdotoon.

Complete routine purchased-lot acceptance against the approved specification, CoA and identity/quality checks.
Nonionic NF wax or cetomacrogol wax is not an automatic substitute.

2TNV E0WTEPLKN MOPAYWYH, TO LMOAELUHATIKS vEPS Kal N madon a@peLopol dev KAE{vouy TNV Katnyopia aw.
Anatte(tal KATAAANAN TekuNplwon NG TEAKAC HATPAC, HE Kavdva andeaacng mov AapBAveL udyn Thv
aBeBatdtTnTa TNG HETPNONG.

For in-house manufacture, residual water and cessation of frothing do not establish the aw category. Use suitable
finished-matrix evidence with a decision rule accounting for measurement uncertainty.

Mebdio epapuoynic / Scope

TeAkr] ekdoTik andéeacn tnG 14.10.2026. Aev anoTeAE(! MOTOMONTIKG EPYAOTNPLAKWY ATMOTEAECUATWY A
anodéopevan naptidag.

Final editorial decision dated 14 October 2026. This is not a certificate of laboratory results or actual batch
release.

Mnyéc koL mapanopunég / Sources and references

[1] USP General Chapter <795> FAQs, November 1 2023

Questions 52, 60, 61, 62, 63; printed pp.11,14
https://pages.usp.org/rs/711-SXF-172/images/HQS%20-%20USP%20GC%20795%20FAQs.pdf?version=0
[2] VVF manufacturer: Emulsifying Waxes

Product table: Vegarol EW 200; compare EW 100 and EW 300
https://www.vvfllc.com/EmulsifyingWaxes.html

[3] Croda Pharma manufacturer: Crodex A pharma

Product description and pharmacopoeia compliance
https://www.crodapharma.com/en-gb/product-finder/product/5530-crodex_1_a_1_pharma
[4] British Pharmacopoeia: Content Usage Licence for Individual Users

Sectionsl,4 and5

https://www.pharmacopoeia.com/single-user-online-licence

CGR-BP-025 | Naocta yevdapyvpou kaL AtBavBpakomiooag / Zinc and Coal Tar
Paste

OploTIKA oLVVTAKTIKA anoégaon / Final editorial decision

To MPOAMALTOVMEVO TOL YOUAAKTWHUATOTIOLO0 KNPOU KAADTITETAL E PAPHAKOTIOWAKS AVIOVIKO VALKO EYKEKPLUEVOL
TPOPNBELTH, HE anmodekTH MpayuUa Tk mapTida Kol avTioTtolylon meog Tn obvBeon avaopdc. Asv anatte(Tal va
avanapaxOel eowTePKE 0 KNPSHG yia va epapuoaTel N povoypadia. To 6pLo 180 NUEPWV MAPAUEVEL YEVLIKO LTS
npolmnobéoelg 6pLo kKat dev amnoteAel nelpapatikl otabepdTnTa rj BUD ouykekpiuévng moptidag. To duuAo
anoteAel 38% m/m TNG oOVOBEONG KAl EAEYXETAL WG TIPOG TNV KATAAANAN otdTnTa Kot vypacia. Edv n TeAkn
Katnyopla aw mopapével aBépatn, XPELGZETAL AVTUTPOCWTELTIKA HETPNON TNG TEAKAC MAOTAG, JE KATAAANAN
npoetoldacia kat eElooppdnnon Selypatoc. EQapudletal To CLVTOUOTEPO TEKUNPLWHEVO 6pLOo,
guunEPLAQPBOVOLEVOL TOL LTIOAELMOUEVOL BUD evowpatwpévng YOANVIKAG Bdong.
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The wax prerequisite is fulfilled by an accepted lot of supplier-qualified pharmacopoeial anionic wax matched to
the reference composition. In-house wax manufacture is not necessary to implement this monograph. The
180-day figure remains a conditional general ceiling, not experimental stability or an assigned batch BUD. Starch
constitutes 38% w/w and requires appropriate quality/moisture control. If final aw category remains uncertain,
measure a representative finished paste using suitable sample preparation and equilibration. Apply the shortest
supported limit, including the remaining BUD of any compounded base.

Anaitovpeva tTekpApla / Required evidence

KaBoplopévn Kat eyKeKpLUévn otdTnNTa avtovikol knpoL BP ané nmpounOsutr, He ovvridn anodoyn mPayUaTIKAG
nopTidac: eAeyuévec Aouméc MPWTEG DAEC Kal akplBr¢ abvBean/dLladikaoia avapopdc.

Defined and approved supplier grade of anionic BP wax, with routine acceptance of the actual lot; accepted other
ingredients and the exact reference formula/process.

Actiodoynpévn Tagvéunon tng TEALKAG HOPQAG, OPLOUEVOG TTEPLEKTNG KAl UAAEN, OLOLOYEVELX KOl £LBLKO( EAgyXOL
NG MNYAC. Mo oLV TNPOVHEVN LOATLKY HOPPH TEKUNPLWVETAL N KATAAANAGTNTA TOL CLYTNPENTLKOLD OTO TEALKS pH
Kall 0Tn OLVOALKH cbvBean.

Justified finished-form category, defined container/storage, homogeneity and source-specific QC. For a preserved
aqueous form, justify preservative suitability at the final pH and in the complete composition.

OTav ypnowuomole{tal yaAnvikr BAon: mpayHaTik NUEpounvia mMapaokevig, anodéausvon Kat evamnopévov BUD
TNG. To véo TeALKS plypa v pndeviel Tov xpdvo tng Bdonc.

For a compounded base, record its actual preparation date, release and remaining BUD. The new final mixture
does not reset the base dating clock.

EAéyxeTal n moldTnTa TOoL APOAOL Kal N guvdeela TNG TekPNPi{wong mMpog TNV TeAlk ndota. EGv n katnyopia aw
MopapEVEL aBéBatn, anatTe{Tal avTIMPOCWNELTIKY HETPNON KATAAANAQ e€looppomnnuévon delyuaTod.

Check starch quality and relevance of evidence to the final paste. If the aw category remains uncertain, obtain a
representative measurement on a suitably equilibrated sample.

KpitApla kKAswoipatog / Closure criteria

H epevvnTtikn €§dptnon and eowtepkd napackevaduevo KNpd KAelvel e pntr xprion TnG KaBopLlopévng
ayopaopévng gapuakomnolakic nmodtntag. H elogpyduevn anodoyr napapével cuvibng amaitnon k&be
TMPAYUATLKAC MOUPATKEVAG.

Close the research dependency on in-house wax by explicitly adopting the defined purchased pharmacopoeial
grade. Incoming acceptance remains a routine requirement of actual compounding.

H npayuatikh anodéopevon anottel oAokANpwuévo apxelo napTtidag, anodekTtd anOTEAECUATA TWY EQAPUOCLUWY
EAEYXWVY Kal LTIOYEYPAUUEVN EKT{UNON BUD UE TO OUVTOUOTEPO TEKUNPLWHEVO bpLo.

Actual release requires the completed batch record, acceptable applicable QC and a signed BUD assessment
applying the shortest supported limit.

Agv e@apudletal aptBUNTIKS YEVIKS 6pLo éTav dev mAnpolvTal n avtiotown katnyopia, N ocuupBatr Bepuokpaaoia
A N KATaAANASTNTA TNG 00vBeonG. N€a eldLkA EAETN XpelddeTal Yo eMEKTAON 1 Yla AveEM{ALTO QUOLKOYNHLKS
MPEOBANUA, OXL AMAWC yla TNV mapovaiacn evdc vnd mpodmoBEéaslg yevikol oplov.

Do not apply a numerical default unless its category, compatible temperature and formulation suitability are
supported. A new specific study is needed for extension or an unresolved physical/chemical concern, not merely
to present a conditional default.

Medio epappoync / Scope

TeAkr] ekdoTik andéeacn tnG 14.10.2026. Aev anoTeAE(! MOTOMONTIKG EPYAOTNPLAKWY ATMOTEAECUATWY A
anodéopevan naptidag.
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Final editorial decision dated 14 October 2026. This is not a certificate of laboratory results or actual batch
release.

Mnvyéc Kat mapanmopumnécg / Sources and references

[1] USP General Chapter <795> FAQs, November 1 2023

Questions 52, 60, 61, 62, 63; printed pp.11,14
https://pages.usp.org/rs/711-SXF-172/images/HQS%20-%20USP%20GC%20795%20FAQs.pdf?version=0
[2] VVF manufacturer: Emulsifying Waxes

Product table: Vegarol EW 200; compare EW 100 and EW 300
https://www.vvfllc.com/EmulsifyingWaxes.html

[3] Croda Pharma manufacturer: Crodex A pharma

Product description and pharmacopoeia compliance
https://www.crodapharma.com/en-gb/product-finder/product/5530-crodex_1_a_1_pharma
[4] British Pharmacopoeia: Content Usage Licence for Individual Users

Sectionsl,4 and5

https://www.pharmacopoeia.com/single-user-online-licence

CGR-BP-033 | EOkaunito KOAAWSL0 BP / Flexible Collodion

OpLoTIKA ouvTaKTIKA anoégaon / Final editorial decision

TeAwkr andégoaon tekunpiwaong: v evtoni{oTnKe €L6LKA HEAETN OV Vo BEUEALWVEL apLOUNTIKSG BUD yla Ttnv akppr
£0WTEPLKA Mapackevalduevn cOVOEDN KoLl TOV MEPLEKTN TNC. MPOTIHATAL £€TOLUO QapUaKOTOLaKd LALKS TNG
aKPLBOUC amaltoVHeEVNG TALTOHTNTOC aTd EYKEKPLUEVO TIpoUNBeLTH, e anodekTd CoA, Sldpkela Kal odnylec peTd
TO dvolypa. Asv eELOWVOVTOL Ol BLAPOPETIKEG PAPUOKOTIOWOKEC OLUVOEDELC OUTE OL HEBVALWHEVEC EPYAOTNPLAKEG
MOPUAAQYEG. Mo e0WTEPIKA Mapaywyn, n aw npénet va agloAoynOel pe péB0do KATAAANAN yLa MTNTLKOUG BLAADTEG
KoL aOQOAR Yla TN OLYKEKPLUEVN PATPO. XaunAr] aw 6gv anodelkvieL dlatripnon dtaAvtwy, otabepdTnTa,
oteyavdTtnTa f €Agy)0 uEPOEeldlwv. Agv anodibetal avBaipeTo 6pLo 180 nuepwv. To apxelo anoteAel
OAOKANPWHEVN Hovoypaeia avapopdc Kat dev motonolel anodeouevpévn noptida.

Final evidence decision: no product-specific study was found establishing a numerical BUD for this exact in-house
formulation and container. Prefer the exact required pharmacopoeial material from an approved supplier, with an
acceptable lot CoA, dating and after-opening instructions. Different pharmacopoeial formulas and methylated
laboratory variants are not automatically interchangeable. In-house production requires a volatile-compatible aw
assessment and written method/matrix safety suitability. Low aw does not establish solvent retention, chemical
stability, seal integrity or peroxide control. No arbitrary 180-day period is assigned. This is a completed reference
monograph, not certification of a released batch.

Antaitovpeva tTekpRpla / Required evidence

Xpron katdAAnAov eunoptkol Collodion BP pe eykekpluévn nmpodiaypagr. H obvBeon CGR-FR-006 6ev amoteAel
TEKUNPLWHEYVN aLTOUATN avTIKATdoTOoN.

Use qualified commercial Collodion BP against an approved specification. CGR-FR-006 is not an established
automatic substitute.

AKpLBC TavTédTNTA KOl GOVOECN TOL ATIALTOVEVOL PAPHAKOTIOWAKOVD LALKOD, Tipodlaypa@r], COA TPaYHATIKAC
nopTidag, nuepounvia/odnyleg mpopndeLTA Kot KATAAANAOG OTEYAVOG MEPLEKTNG. ALAQOPETIKA QapUaKoToLa A
HEBLAWWMPEYN epyaaTnpLaky tapaAiayr dev TekpaipeTal Loodovaun.

Exact identity/composition of the required pharmacopoeial material, specification, actual lot CoA, supplier
dating/instructions and a suitable tight container. Another pharmacopoeial formula or methylated laboratory
variant is not presumed equivalent.

Mo eowTePLKS TEAKS plypa: tekunplwon katnyoplag aw pe pEB0d0 avOEKTLKH O€ MOPEUPOAEG TTNTIKWY SLAAVTWVY
Kat ypanth empBeBaiwon ao@AAeLaC/KATAAANASTNTAC Yo alB€pa KAl TN CUYKEKPLUEVN HATPA.
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For the in-house final mixture, establish the aw category using a method resistant to volatile-solvent interference
and written safety/suitability confirmation for ether and the actual matrix.

KatdAAnAoG éAeyxoc eEATULONG alBEpa/atBavioAng, oTeEYavdTNTAG, ELPAVLONG, EQAPUOCTEWY TEPLEKTIKOTHTWY A
LTTOAE{UMATOC KL OXNMATLOMOV vPEVIoL. Epapuoyr eAEYXWY MUPACPAAELAC KL UTIEPOEELSIWY COUQWYVA PE TNV
mPWTN VAN Kal TI¢ 0dnylec Tov mpounBevTH.

Suitable controls for ether/ethanol loss, closure integrity, appearance, applicable assays/residue and film
formation. Apply fire and peroxide controls according to the material and supplier instructions.

KpitApla kAswoipatog / Closure criteria

H ayopd kat ouvAONg amodoyxr TN akplBol¢ anattolPeVNG MoldTNTAC KAE(VEL TNV €AoY MPWTNG OANG: 6ev
TEKUNPLWVEL QUTOHATA VEQ SLdpKELa PHeTd and avdulgn, Tpomnonoinon i avacvokevaoia.

Procurement and routine acceptance of the exact required grade closes the material-selection question; it does
not automatically establish new dating after mixing, modification or repacking.

XapnAf aw KAelvel pévo tnv aBefatdtnTa TNG PIKPoBLakAG Katnyoplag. Asv amodelkviel Slathpnon dLaALTWY,
oTafePdTNTA, OTEYAVOTNTA ) EMEPKELX TOU EAEYYOUL LIIEPOEELBIWVY.

Low aw resolves microbial-category uncertainty only. It does not establish solvent retention, chemical stability,
closure integrity or adequate peroxide control.

H napodoa povoypagia dnuootebeTal W 0ploTiky eWBLKA avapopd Xwp(c véo aplBuntiké BUD anobépatoc. H
mpayHaTiky xprion anattel TEKUNPLWUEVN modTNTa KAl aogaAr diadikaoia. H xprion otnv (dla cuvedpla dev
LTIOKABLOTA TG AMALTATELS TALTOTNTAC, OUVOEONC KoL OLOPAAELAC.

Publish this monograph as a final specialist reference without a new numerical stock BUD. Actual use requires
supported quality and a safe process. Same-session use does not replace identity, composition and safety
requirements.

MNedio epappoync / Scope

TeAkn ekbotikr andégaon tng 14.10.2026. Aev amnoTeAE! TILOTOMOLNTIKO £PYOOTNPLAKWY ATMOTEAECUEATWY 1
anodéopevon mopTidac.

Final editorial decision dated 14 October 2026. This is not a certificate of laboratory results or actual batch
release.

Mnyéc katL mapamnoumnég / Sources and references

[1] USP General Chapter <795> FAQs, November 1 2023

Questions 52, 60, 61, 62, 63; printed pp.11,14
https://pages.usp.org/rs/711-SXF-172/images/HQS%20-%20USP%20GC%20795%20FAQs.pdf?version=0
[2] ANSM: Collodion, Formulaire national 1994

pp.1-2, content limits; ethanol test; storage
https://ansm.sante.fr/uploads/2020/10/23/collodion.pdf

[3]1 Addium/AQUALAB manufacturer: TDL2 volatile-sample water activity method
Measurement principle, volatile samples, water-selective laser
https://aqualab.com/products/aqualab-td|-2

[4] CDC/NIOSH Pocket Guide: Ethyl ether

Physical properties, incompatibilities and reactivities
https://www.cdc.gov/niosh/npg/npgd0277.html

[5]1 British Pharmacopoeia: Content Usage Licence for Individual Users
Sectionsl,4 and5

https://www.pharmacopoeia.com/single-user-online-licence
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CGR-FR-006 | KoAAwS10 Ph. Fr. / Collodion Ph. Fr.

OpLoTIKA ocuvTakTIKA anég@acon / Final editorial decision

TeAkn anégaon tekunpiwong: dev evtoniotnke e6LKA HEAETN TOL VA BEUEALWVEL aplBuNTIKS BUD yla tTnv akplBn
€0WTEPLKA Mapackevaduevn oOVOEON KAl TOV MEPLEKTN TNG. MpoTipdTal £Tolo gappakomolakd VALKS Tng
OKPLBOVUG AMALTOVHEVNG TALTOTNTOC AMd EYKEKPLUEVO TIPpOUNOELTH, HE anodekTd CoA, Sldpkela Kal odnylec netd
TOo dvolypa. Aev €ELOWVOVTAL OL SLAPOPETIKEG PAPUAKOTIOLLAKEC OLUVOEDELG 00TE Ol HEBVALWUEVECG EPYATTNPLAKEC
MoPAAAQYEC. MO E0WTEPLKA MOpaywyr, N aw npénel va afloAoynBel pe péBodo KatdAANAN yla mTNTIKOOC SLAADTEC
KOl A0QOAH YL TN CLYKEKPLUEVN UATPA. XaunAf aw dev anodelkviel dlatrpnon StaAvTwy, otabepdTnTa,
oteyavdTnTa f éAeyxo LTIEPOEELSIWY. Agv amobideTal avBaipeto dplo 180 nuepwv. To apyelo amoTeAsl
oAoKANpwuévn povoypaeia avagopds kat dev motomnolel anodeopevpévn naptida. H napodoa eyypaer dev
npoadlop(Cel epnoptkr} nmotdtnta nmuPo&uAivng i Tn Bdon npoodloplopol tnG. Mpwv and onoladrnoTe MAPACKELH
QMOLTOOVTAL TEKUAPLA YLIO TTEPLEKTIKOTNTA ENPOV MOALUEPOUC, Héao BlaBpoxr¢ Katl moodTNTAd Tov, HE CUPPWVIA
TIPOG TLG TEAKEC MPOBLaypaQéc. Agv emLTpémeTal va BewpnBolv 5 g dyvwaTtou dlaBpeyuévou LALKOD we 5 g Enpold
TOALHEPOLC 00 TE va ENpavBel To LALKSO YL aplBunTikr dépBwan. H xprion otnv (dla cuvedpla 6ev aipeL avth TNV
anoa{tnon.

Final evidence decision: no product-specific study was found establishing a numerical BUD for this exact in-house
formulation and container. Prefer the exact required pharmacopoeial material from an approved supplier, with an
acceptable lot CoA, dating and after-opening instructions. Different pharmacopoeial formulas and methylated
laboratory variants are not automatically interchangeable. In-house production requires a volatile-compatible aw
assessment and written method/matrix safety suitability. Low aw does not establish solvent retention, chemical
stability, seal integrity or peroxide control. No arbitrary 180-day period is assigned. This is a completed reference
monograph, not certification of a released batch. This record does not specify a commercial pyroxylin grade or
assay basis. Before any preparation, obtain evidence for dry-polymer content and the identity/amount of wetting
agent, reconciled with the final specifications. Do not treat 5 g of unspecified wetted material as 5 g dry polymer
or dry the material to correct the arithmetic. Same-session use does not remove this requirement.

Anaitovpeva tTekpRpla / Required evidence

Mpoaodloplopdc akplBolC PAPUAKELTIKAG MoldTNTAC MUPOELAIVNG, BAong MpoadLloplopol ENpol MoALPEPOUC,
pHé€oou BLaBpoxric Kat mocdTNTAEC Tov. Zupewvia Looluylov TPog TIG TEAKEC podlaypaéc 5,0-6,0% m/m
mupo&uAivng kat 17,5-21,0% m/m &vudpng atbavoAng.

Define the exact pharmaceutical pyroxylin grade, dry-polymer assay basis and identity/amount of wetting agent.
Reconcile material balances with final specifications of 5.0-6.0% w/w pyroxylin and 17.5-21.0% w/w anhydrous
ethanol.

AKpPLBC TavTédTNTA KOl GOVOECN TOL ATIALTOVEVOL PAPHAKOTOWAKOV LALKOD, ipodlaypa@r], COA TPaYHATIKAC
naptidag, nuepopnvio/odnyleg mpopnBevTh Kat KATAAANAOG OTEYQVOG MEPLEKTNG. AlaQOPETLKY papuakomolia f
MEBLALWMEVN epyaaTnplaky mapaAAayr 6ev TekpalpeTal LoodOvaun.

Exact identity/composition of the required pharmacopoeial material, specification, actual lot CoA, supplier
dating/instructions and a suitable tight container. Another pharmacopoeial formula or methylated laboratory
variant is not presumed equivalent.

Mo €oWTEPLKS TEALKS piypa: TekUnplwon Katnyoploag aw pe HEOOB0 aVOEKTIKA OE MAPEUPBOAEC TTNTIKWY SLOAVTWY
Kat ypanth emBeBaiwon ao@AAeLaC/KATAAANASTNTAC Yo alB€pa KAl TN OLUYKEKPLUEVN UATPA.

For the in-house final mixture, establish the aw category using a method resistant to volatile-solvent interference
and written safety/suitability confirmation for ether and the actual matrix.

KaTtdAANnAog éAeyxoc eEdTuiong atbépa/atBavdAng, oTeyavdTNTAG, ELPAEVIONG, EQUPUOCTEWY TTEPLEKTLKOTATWY N
LTTOAE{UMATOC KL OXNMATLOMOU vueEViov. Epapuoyr eAEYXWY MUPACPAAELAC KLl UTIEPOEELSIWY COUQPWYA PE TNV
mPWTN VAN Kal TI¢ 0dnylec Tov mpounBevTH.

Suitable controls for ether/ethanol loss, closure integrity, appearance, applicable assays/residue and film
formation. Apply fire and peroxide controls according to the material and supplier instructions.
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Kpitipla kAswoipatog / Closure criteria

H Bdon npoadloplopol TnG MuPo&LAIVNG Katl To LooTOYLo SLOAVTWY TOPAUEVOLY TIPAYHOTIKE TTPOATIALTOVUEVA TIPLY
amnd onolAdANOTE E0WTEPLKN MAPATKELH. Agv EnpaiveTal MUPogLAIVN Yo aptBunTikh dépbwon. H xprion otnv (6la
ouvedpla 6ev aipel To MpoamALTOVUEVO.

Pyroxylin assay basis and solvent balance remain real prerequisites before any in-house preparation. Do not dry
pyroxylin to correct the arithmetic. Same-session use does not remove this prerequisite.

H ayopd kat guvAOng amnodoyr TG akpLtBoic amnattolipevng motdTnTac KAE(veL TNV emAoyr mMPWwTNg OANG: 6gv
TEKUNPLWVEL aLTOHaTA VEQ SLdpKeLa HETA amd avAuLlEn, Tpomomnoinon | avacuokevaoia.

Procurement and routine acceptance of the exact required grade closes the material-selection question; it does
not automatically establish new dating after mixing, modification or repacking.

XapunArf aw KAe(vel pévo tnv afefatdtnta TN HIKPoBLakAG Katnyoplag. Aev amnmodelkvieL dlatrpnaon SLaALTWY,
otaBepdTNTA, OTEYAVOTNTA 1] EMAPKELA TOL EAEYXOL LIEPOEELS{WVY.

Low aw resolves microbial-category uncertainty only. It does not establish solvent retention, chemical stability,
closure integrity or adequate peroxide control.

H nopovoa povoypagia dnuoctedeTal WG OPLOTIKA £6LKHA avagopd xwpeic véo apBuntiké BUD amnobéuatoc. H
MPAYUATIKA Xprion anottel TEKunpwPévn moldtnTa Kat ao@aAr diadikaoia. H xprion otnv (dla cuvedpla 6ev
LTIOKABLOTA TIC analTAHoELG TaLTOTNTAC, OOVOEONG KAl AOPAAELQG.

Publish this monograph as a final specialist reference without a new numerical stock BUD. Actual use requires
supported quality and a safe process. Same-session use does not replace identity, composition and safety
requirements.

Medio epappoyng / Scope

TeAkr] ekboTik andégaon tnG 14.10.2026. Agv anoTeAe( MOTOMONTIKG EPYAOTNPLAKWY ATMOTEAECUATWY A
anodéopevon naptidag.

Final editorial decision dated 14 October 2026. This is not a certificate of laboratory results or actual batch
release.

Mnyéc Kat mapanopumnécg / Sources and references

[1] USP General Chapter <795> FAQs, November 1 2023

Questions 52, 60, 61, 62, 63; printed pp.11,14
https://pages.usp.org/rs/711-SXF-172/images/HQS%20-%20USP%20GC%20795%20FAQs.pdf?version=0
[2] ANSM: Collodion, Formulaire national 1994

pp.1-2, content limits; ethanol test; storage
https://ansm.sante.fr/uploads/2020/10/23/collodion.pdf

[3] Addium/AQUALAB manufacturer: TDL2 volatile-sample water activity method
Measurement principle, volatile samples, water-selective laser
https://aqualab.com/products/aqualab-tdI-2

[4] CDC/NIOSH Pocket Guide: Ethyl ether

Physical properties, incompatibilities and reactivities

https://www.cdc.gov/niosh/npg/npgd0277.html
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CGR-FR-008 | EAaloacfBeotou)xoc kKpépa Ph. Fr. / Oleo-calcareous cream Ph. Fr.

OpLoTikA oLVTAKTIKH anogaon / Final editorial decision
Oplotikr BLBALOYPAQLKY €yypa@r avATTUENG - 6V ATOTEAE( EKTEAETLUO TIPWTOKOAAO Yo aoBeVH.
H enionun ANSM opi{Cet avwtatn Beppokpacia 30 °C kat Tavtdypova Intel TAEN AavoAivng kot AevkAG BaleAlvng

otouc 30 °C. H acupgwvia datnpeltal wg edpnua tng nnyng. Asv vobetel{tatl avbaipetn adEnaon Beppokpaaciac A
pn emaAnBgvpévn youxpr HéBodoc. H abvBean mapouoldleTal AMOKAELOTIKA yia TEKUNP{won Kal avdmTuEn.

Agv anodidetal aplBunTiké BUD og avth tnv gyypaer avdntugng. H mnyr) 6ev nmapéxel €16wkr] dldpkela. Métpnaon
aw ) YEVIKOG Kavévag dldpkelag dev eMADEL TN PN TeKPNPLwuévn dlepyaaoia. Tuxdv HEAAOVTLKH TOPAYWYLKA
€kdoon ypeltdletal eykekpLpévn PéBodo, MeEPLEKTN, OLUVOAKEG PUACENC Kol TeEKNPlwon dLdpKeLac.

Final development reference - not an executable patient-compounding protocol.
The official ANSM text limits heating to 30 °C while requiring wool fat and white soft paraffin to be melted at 30

°C. This source inconsistency is recorded. An arbitrary higher temperature or unverified cold process is not
adopted. The composition is presented solely for documentation and development.

No numerical BUD is assigned to this development entry. The source supplies no specific duration. An aw result or
general dating rule does not resolve the unsupported process. Any future production version requires an
approved method, container, storage conditions and dating justification.

Antaitovpeva tTekpRpla / Required evidence

Ateukpivion/616pOwon ANSM A xwPLOTAE TAVTOMOLNPEVO TTPWTOKOAAD TOTILKAG avdnTtuEng yla tnv avtigaon TiENg
otoug 30 °C.

ANSM clarification/correction or separately identified local development protocol addressing melting at 30 °C.
Mpodlaypagéc kat CoA AavoAivng, BaleAivng Kat dltaAbuatog LOpoEeldiov aoBeatiov akplBwC KaTd Ph. Fr.
Specifications and CoAs for wool fat, petrolatum and calcium hydroxide solution matching Ph. Fr.

MPWTOKOAAO Kal MPAYUATIKA amoTeAéouaTa Souric/opoloyévelag, TavtTomnolnong aoBeation, HLKPORBLOAOYLKAC
KATOAANASTNTAG Kal ouPBATSTNTAG MEPLEKTN OTN SNAWUEVN QUAQEN.

Protocol and actual results for structure/uniformity, calcium identification, microbial quality and container

compatibility at the stated storage conditions.

KpttApla kKAeloipatog / Closure criteria

H akplBAC pEBOBOC epapudTeTAl EMAVAARYLHO OTA TPOYHUATIKE LAKAE xwp(C un Tekunpuwuévn vépBaon tov 30
°C- k&Be Ttpomomnotnuévn LEB0d0C SnAWvETAL XWPLOTA.

The exact process is reproducible for actual materials without unsupported heating above 30 °C; any modified
method is declared separately.

OL MPAYUOTLKEG BOKLUEG LKOWOTIOLOOV TIPOEYKEKPLUEVEC TIPOBLOYPAPEG: N ETAEYUEVN BLldpKeLla KoLl Bepuokpacia
KaAOTTovTaL and TN TeKPnpiwon Kat eykpivovtal yla tnv noptida.

Actual tests meet prospectively approved specifications; the selected duration and temperature are supported
and approved for the batch.
Medio epappoyng / Scope

TeAkr] ekboTikr andéeaon tnG 14.10.2026. Agv anoTeAel MOTOMONTIKG EPYAOTNPLAKWY ATMOTEAECUATWY A
anodéopevon naptidag.
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Final editorial decision dated 14 October 2026. This is not a certificate of laboratory results or actual batch
release.

Mnvyéc Kat mapanmopumnécg / Sources and references

[1] ANSM, Formulaire national 2007, Creme oléocalcaire

Single page, PREPARATION

https://ansm.sante.fr/uploads/2020/10/23/creme-oleocalcaire.pdf

[2] USP General Chapter <795> FAQs, updated 1 November 2023

Q52, Q54-56, Q58-65, PDF pp.11-15
https://pages.usp.org/rs/711-SXF-172/images/HQS%20-%20USP%20GC%20795%20FAQs.pdf?version=0

CGR-ES-015 | Kpépa ovpiag 15% AEMPS / Urea cream 15% AEMPS

OpLoTIKA ouVTAaKTIKA anoégaon / Final editorial decision

OpLoTikn BLBALOYPAQLIKEA £yYpapr] AvATTLUENG - 6V aMOTEAE! EKTEAEDLUO TIPWTOKOAAO yla aoBEVH.

H PO/029 anattel yadaktwpatonoinon xwpeic 8€puavaon, evw n napaneundusevn Bdon EX010 anattel O€ppavon
Twv 800 edoswv otouvg 70-75 °C. H napolboa ékdoan 6ev ouvdvdlel TI¢ aocOUBATEC 0ONYIEC O N TEKUNPLWHEVN

ouvtaynf. AAAN epnopikr Bdon r &AAN oelpd evowpdTwong anoteAel xwploTh npooappoyr He Bk TNG
Tekunpiwon.

H AEMPS ava@épel 3 NUEPOAOYLOKOUC UAVEC O adla@avéc KaAd KAelopévo Balo kaTtw amd 25 °C. H dldpkela
Kataypdeetal we odnyla tng mnyrg kat dev anodidetal wg BUD mapaywync éoo n akplBric diepyaoia dev €xel
TEKUNPLWOE(. Aev mapovoldletal véa UeEAETN oTABePOTNTAC A HETPNON aw.

Final development reference - not an executable patient-compounding protocol.
PO/029 requires emulsification without heating, whereas its EX010 vehicle requires both phases to be heated to

70-75 °C. This edition does not combine these conflicting instructions into an unsupported recipe. Another
commercial vehicle or incorporation sequence is a separate adaptation requiring its own documentation.

AEMPS states 3 calendar months in a well-closed opaque jar below 25 °C. This is recorded as the source
instruction and is not assigned as a production BUD while the exact process is unsupported. No new stability
study or aw measurement is claimed.

Anaitovpeva tTekpApla / Required evidence
Atevkpivion AEMPS 1} xwploth avdntugn nov emAleL To «xwplg B€puavon» tng PO029 évavtt 70-75 °C tng EX010.

AEMPS clarification or separate development resolving PO029 no-heating versus EX010 70-75 °C.

TavTomolnuévn N LOVLKA AU TOYOXAAKTWHATOMOL00HEYN TIoldTnTa EX010 pe mArjpn texvikd otolyela kat odnyleg
mopaywyou.

Identified EX010 non-ionic self-emulsifying grade with complete technical evidence and supplier instructions.

MpaypaTtikh HEAETN akpLBoOG obvBeang yila ovpla/didonaacn, pH, KPLGTAAAWGN, OHOLOYEVELR, HOWN
YOAQKTWHUATOC KL ouvtripnon og adlagavég Bdco.

Actual exact-formula study of urea/degradation, pH, crystallization, uniformity, emulsion structure and
preservation in an opaque jar.
KpittApla kAswoipatog / Closure criteria

ZaQAC, EQapPUOoLUN OELpd MPooBNKWY Kal €KkBeang ovplac oe Bepuokpaaia, xwplc mPOaBeTo Un GNAWHEVO BLaADTN
i aAAayr} Bdong w¢ 6rbev (6la povoypagia.
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Clear achievable addition sequence and urea temperature exposure, without undeclared solvent or a changed
vehicle labelled as unchanged source monograph.

AMOTEAEOUATA EVTOG OLTIOAOYNHEVWY MPOEYKEKPLUEVWY 0plwv g AN TNV vLoBeToLEVN EP{060 KATW and 25 °C:
LTIOYPOPH AMOdETUELONC MPAYUATIKAC TTaPTIBAC.

Results satisfy justified prospectively approved limits throughout the adopted period below 25 °C; actual batch
release is signed.

MNedio epappoync / Scope

TeAkn ekbotikr andgaon tng 14.10.2026. Aev amnoTeAE! TILOTOMOLNTIKO £PYOOTNPLAKWY AMOTEAECUEATWY 1
anodéopevon mopTidac.

Final editorial decision dated 14 October 2026. This is not a certificate of laboratory results or actual batch
release.

Mnyéc kai mapamnoumnég / Sources and references

[1] AEMPS FN/2003/P0O/029, Urea, crema al 15% de

PDF p.2, sections 3-7; p.3 patient leaflet
https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2003_po_029.pdf

[2] AEMPS FN/2003/EX/010, Emulsién O/A no i6nica 1

PDF p.2, sections 3-4
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2003_ex_010.pdf
[3] AEMPS PN/L/FF/002/00, Elaboraciéon de emulsiones

PDF pp.3-5; §4.1, 4.4, 4.6

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-formas-farmaceuti
cas/pn_|_ff 002_00.pdf

[4] USP General Chapter <795> FAQs, updated 1 November 2023
Q52, Q54-56, Q58-65, PDF pp.11-15
https://pages.usp.org/rs/711-SXF-172/images/HQS%20-%20USP%20GC%20795%20FAQs.pdf?version=0

CGR-BP-041 | Z0vOetn aloitpn BevloikoD o&éog - Whitfield / Compound Benzoic
Acid Ointment

OploTIKA oLVVTAKTIKA anégaon / Final editorial decision

To MPOATMALTOVUEVO TOL YAAAKTWHATONOLO) KNPOU KAADTITETOL HE QAPUAKOTIOWAKS AVLIOVIKG LALKO EYKEKPLEVOL
MPOUNOeLTH, HE anodeKTH MPaypaTIKA mapTida Kat avTiotolixlon mpog tn obvBeon avagopdc. Asv anatteltal va
avamnopaxdel eowTePLKE 0 KNPOG yla va epapuooaTel N povoypaia. To éplo 180 NUEPWV MAPAUEVEL YEVIKO LTIO
npoinobéaclg éplo kat dev anoteAel metpapaTiky otabepdtnTa fj BUD ovykekpluévng naptidag. EAEyETe
OMOLOYEVELX KATOVOUAG TWY 600 0E€wWV Kal TIC ELOIKEC TIPOBLAYPAPEC MEPLEKTIKOTNTAC TNG NMNYAC. H peTaBOAA
Bdonc amattel véa agloAdynon Kat 6ev KaAOTTETAL AL TOHATA aTd TO 6pLo avaPopdc. Epapudletal To
OLVTOUOTEPO TEKUNPLWHEVO GPLO, GUUTEPIAAUPBAVOUEVOL TOUL LTIOAELTOPEVOL BUD €VOWUATWHEVNG YOANVLKAG

Baong.

The wax prerequisite is fulfilled by an accepted lot of supplier-qualified pharmacopoeial anionic wax matched to
the reference composition. In-house wax manufacture is not necessary to implement this monograph. The
180-day figure remains a conditional general ceiling, not experimental stability or an assigned batch BUD. Verify
uniform distribution of both acids and the source assay specifications. Changing the base requires reassessment
and is not automatically covered by the reference ceiling. Apply the shortest supported limit, including the
remaining BUD of any compounded base.
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Anaitoopeva tekpApla / Required evidence
KaBoplopévn Kat eyKeKpLUEVN TToLdTNTA avLlovikol knpoL BP ané mpounOeutr, He ouvrin anodoyxn mpayuaTIKAG

nopTidac: eAeyuévec Aouméc MPWTEG DAEC Kal akpLBr¢ abvBean/dLladikaoia avapopdc.

Defined and approved supplier grade of anionic BP wax, with routine acceptance of the actual lot; accepted other
ingredients and the exact reference formula/process.

Altiodoynpévn Tagvdépnon TnG TEAKAG HOPPAG, 0PLOUEVOG TEPLEKTNG KL QUAAEN, OpoLloyEvELd KOl eLBLKO( €Agy)OL
NG MNYAC. Mo oLV TNPOVUEVN LOATLKY HOPPH TEKUNPLWVETAL N KATAAANAGTNTA TOL CLVTNPENTLKOLD OTO TEALKS pH
KoL gTn ouvoALkr obvBean.

Justified finished-form category, defined container/storage, homogeneity and source-specific QC. For a preserved
aqueous form, justify preservative suitability at the final pH and in the complete composition.

OTav ypnowuomnote{tal yaAnvikr] Bdon: mpayHaTik NUEpounvia mapaokeLvig, amodéausvon Kat evamnopévov BUD
TNG. To véo TeALKO plypa dev undevicel tov xpdvo tng Bdong.

For a compounded base, record its actual preparation date, release and remaining BUD. The new final mixture
does not reset the base dating clock.

EmBeBaiwaon opoloyévelac Twy 800 0EEWY KAl CUPPOPEWONG MPOG TLG ELBIKEC POdLaYPa@EC TNG TINYAC. AAAayH
Bdong amnaitel véa ekTinon.

Verify uniform distribution of both acids and compliance with source-specific specifications. A changed base
requires reassessment.

KpitApla kAswoipatog / Closure criteria

H epevvnTtikr €eEQpTNON amnd eoWTEPLKA MAPAoKELALOUEVO KNP KAe(veEL pe pnTH XPrAoNn TNG KaBoplopévng
ayopacuévng gapuakomouakng notdtntag. H eloepyduevn anodoyn napapével ouving anaitnon k&Oe
TMPAYUATLKAC MOPATKEVAG.

Close the research dependency on in-house wax by explicitly adopting the defined purchased pharmacopoeial
grade. Incoming acceptance remains a routine requirement of actual compounding.

H npaypatikr anodéopevon anattel oAokANpwHEVO apyxelo mapTidag, amodekTd AMOTEALOUATA TWY EQAPUOCLUWY
EAEYXWVY Kal vToyeypappévn eKT{unon BUD Ue To ouvTOUOTEPO TEKUNPLWHEVO bpLo.

Actual release requires the completed batch record, acceptable applicable QC and a signed BUD assessment
applying the shortest supported limit.

Agv gpapudletal aplOunTkd yevikd 6pLo dtav dev mAnpodvtal n avtiotolyn katnyopla, n cupPatrh Bepuokpacia
A N KATaAANASTNTA TNG 00vBeonG. Néa eldLkA HEAETN XpetddeTal yia emMéKTaon 1 yla avem{ALTO QUOLKOYNHLKS
MPEOBANUA, OXL ANAWC yla TNV mapovaiacn evdc vnd mpodmobéaslg yevikol oplov.

Do not apply a numerical default unless its category, compatible temperature and formulation suitability are
supported. A new specific study is needed for extension or an unresolved physical/chemical concern, not merely
to present a conditional default.

Medio epapuoynig / Scope

TeAkn ekboTikr andgacon tng 14.10.2026. Asv amnoTeAE! ILOTOMONTIKG £PYAOTNPLAKWY ATMOTEAECUATWY 1
anodéopevan naptidag.

Final editorial decision dated 14 October 2026. This is not a certificate of laboratory results or actual batch
release.

Mnyéc ka1 mapanopnég / Sources and references

[1] USP General Chapter <795> FAQs, November 1 2023
Questions 52, 60, 61, 62, 63; printed pp.11,14
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https://pages.usp.org/rs/711-SXF-172/images/HQS%20-%20USP%20GC%20795%20FAQs.pdf?version=0
[2] VVF manufacturer: Emulsifying Waxes

Product table: Vegarol EW 200; compare EW 100 and EW 300
https://www.vvfllc.com/EmulsifyingWaxes.html

[3] Croda Pharma manufacturer: Crodex A pharma

Product description and pharmacopoeia compliance
https://www.crodapharma.com/en-gb/product-finder/product/5530-crodex_1_a_1_pharma

[4] British Pharmacopoeia: Content Usage Licence for Individual Users

Sectionsl,4 and5

https://www.pharmacopoeia.com/single-user-online-licence

CGR-BE-027 | FTaAdKTWHOA KpOTAMLTOVNG 10% w/w / Crotamiton Emulsion 10%
w/w

OpLoTikA cuvTakTIKA anég@acon / Final editorial decision

TekunpLwuévn povoypagia avagopdc FTM - akplBric obvBeon kat Stdpkela NyAc.

O knpdc opifetal akplBWC: 80% KNTooTEAPLALKH aAKOOAN Kat 20% KeTopakpoydAn 1000. Xpnaotpomote{tat
TOULTOTOLNUEVN PUPHOKELTIKH TIOLOTNTA E TEKUNPLWHPEVN obvBean. Agv avTikabloTaTal AVTOHPATA aTd AVLIOVIKO
YaAoKTwuatonold kNed A dAAo piypa. H mnyr Kat n o0vBeor TNG TEKUNPLWONKAY €K VEOL: N anodéopevon agopd
MAVTOTE TNV MPayHaTiky naptida.

H FTM 2010 ava@épel SLEpKeLa 2 NUEPOAOYLAKWY HUNVWY 0TOLG 15-25 °C, TNV MPoBAEMOUEVN KAGTAVOXPWHN
YUAALN @LdAn 300 mL yla napacokevr] 200 g. MeTd to dvolyua: €wg 2 NUEPOAOYLAKOUG WAVEC, MEAVTOTE EVTOC TNG
OLVOALKAG Nuepounviag xpriong. Mpdkettal yia 6tk odnyla touv enionuov otoptkob formulary, 6L yla véa
MelpapaTiky HeAéTN. O vevBLYVOC PapPPaKOTOLOC LLoBEeTE( TN BldpKeLa PHOvVo YL TNV akplBri cbvBeaon, diepyaoaia,
MEPLEKTN KAl QOAAEN, epapudlovtag K&Be auvtoudTEPO OpLo. Agv €xel peTtpnBel aw kot dev amodidetat avtéduaTo
BUD noaptidag amnd tnv totooeAida.

KaoTtavéyxpwun YudAwn eldAn katd tnv mnyr- 15-25 °C. Avakiviote npv and tn xprion. AAAayn 8epuokpaaciag
neptékTn anottel xywploth agloAdynon.

Documented FTM reference monograph - exact composition and source duration.

The wax is defined exactly as 80% cetostearyl alcohol and 20% cetomacrogol 1000. Use an identified

pharmaceutical grade with documented composition. An anionic emulsifying wax or another blend is not an
automatic substitute. The source and formula were reverified; release always concerns the actual batch.

FTM 2010 states 2 calendar months at 15-25 °C in the specified 300 mL amber-glass bottle for a 200 g
preparation. After opening: up to 2 calendar months, always within the overall use-by date. This is a specific
official historical formulary instruction, not a new experimental study. The responsible pharmacist adopts the
duration only for the exact formula, process, container and storage, applying any shorter limit. No aw
measurement has been made and the website does not automatically assign a batch BUD.

Amber-glass bottle as specified by the source; 15-25 °C. Shake before use. A different temperature or container
requires separate assessment.

Anaitovpeva TekpApla / Required evidence

EAeyyéuevn enionun FTM D-1-4-b-2 pe akplBri obvBeon kat apyiki péBodo nepimov 70 °C.

Controlled official FTM D-I-4-b-2 with exact composition and original approximately 70 °C process.

Mpodlaypaen Kot TekpripLlo mpounOevTri/CoA yia knpd 80% KNTOOTEAPULALKAG AAKOOANG +20% KETOPAKPOYOANG
1000 av mopookeLATeTal TOTILKA, EAEYYXOUEVN eYypaQr] evdldueoou.
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Specification and supplier evidence/CoA for 80% cetostearyl alcohol +20% cetomacrogol 1000 wax; a controlled
intermediate record if locally compounded.

Kataypagr eAEyXOL EQAPUOCLUOTNTOG TINYAG, MPAYHATIKAG MAPAOKELAG, POAAENG Kol amodéauevong.

Record of source applicability, actual compounding, storage and release.

KpitApla kAsloipatog / Closure criteria

H eyypaer mNyAc Kot 0 oplopdg knpoL elval TEKUNPLwPEVa: auTd KAe(veL To BLBALOYpa@ikd THTNUA TaLTOTNTAG
xwplc umoTIBéuevn epyaaTnplakr doKiun.

The source record and exact wax definition are documented; this closes the documentary identity issue without
claiming laboratory testing.

H noptida xpnowuomnotlel akptBry oOVOeDN KAl ApXLKr KAoTAvOXPpwN YUAALYN @LdAn 300 mL/200 g, ue @OAAEN
15-25 °C- mepvd TOUC £PAPHOOTEOVLG EAEYYOLG KaL TNV £YKPLON QAPUOKOTOL0D.

The batch uses the exact formula and original 300 mL amber-glass bottle/200 g at 15-25 °C; applicable quality
checks and pharmacist approval pass.

AldpKela avaPopdc €wWC 2 NUEPOAOYLAKOUC HAVEG: META TO Gvolyud €WG 2 WAVEC HOVO EVTAC TNG CUVOALKAC
nuepounviac. H nuepounvia naptidac epapudlel To GLVTOUOTEPO TEKUNPLWHEVO dplo.

Reference duration up to 2 calendar months; after opening up to 2 months only within the overall date. Batch
dating applies the shortest supported limit.

Medio epapuoyng / Scope

TeAkn ekboTtikr} andégacon tnG 14.10.2026. Aev anoTeAE! TILOTOMONTIKO £PYAOTNPLAKWY ATMOTEAECUATWY 1
anodéopevan naptidag.

Final editorial decision dated 14 October 2026. This is not a certificate of laboratory results or actual batch
release.

Mnyéc ka1 mapanopnég / Sources and references

[1] FAMHP/AFMPS, Formulaire Thérapeutique Magistral 2010, D-1-4-b-2

PDF pp.267-268 (zero-index pages 266-267), D-I-4-b-2.1-2.2; general analytical norms PDF p.15
https://www.fagg-afmps.be/sites/default/files/content/Matieres_premieres/FTM_Pharmaciens_Edition_2010.pdf
[2] USP General Chapter <795> FAQs, updated 1 November 2023

Q52, Q54-56, Q58-65, PDF pp.11-15
https://pages.usp.org/rs/711-SXF-172/images/HQS%20-%20USP%20GC%20795%20FAQs.pdf?version=0

CGR-BR-013 | Evawiwpnpa vdpo&eldiov apytAiov 6% w/v / Aluminium hydroxide
6% w/v suspension

OpLoTIKA oLVVTAKTLIKA anogaon / Final editorial decision

OpLoTIkA LoTopLKA BLBALOYPOQLKH yypa@r avanTtuEnc. H obvBean ANVISA 2012 dlatnpeital ge Tn 6k TNG
npoéAevon. H eldkA eyypaer 6{vel pOAaEN o€ Bepuokpacia dwuatiov, xwpelc apBunTkA ddpkela. H mapovaoia
BevloikoL vatpiov 6ev TeKUNPLWVEL amtd Poévn TNG enapkr ouvtrpnon otnv TeAK avTidEvn uitpa. Agv
anodi(detal BUD, dev gvepyomnote{tat bmoAoyloThg napTidag kot dev ekdibeTal eTikéTa dldBeong. H eloaywyr oto
yuye{o A n avbaipetn o&lvion Ba dAAale TG eEeTalOueveG oLVORKEG 1 TN AstTovpyla TNG obvBEONG Kal Hev
vloBeTelTal wg BLBALoypagLkr Abon.

Final historical development reference. Preserve the ANVISA 2012 formulation and its provenance. The individual
entry specifies room-temperature storage without a numerical period. Sodium benzoate in the ingredient list does
not establish adequate preservation in the final antacid matrix. No BUD, batch calculator or dispensing label is
issued. Refrigeration or arbitrary acidification changes the evaluated conditions or formulation function and is not
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adopted as a literature-based solution.

Anaitovpeva tTekpApla / Required evidence

Tavtomnoinuévn ékdoon master formula, moldTnTa Kol BAON MEPLEKTLKOTNTAC TWY LOPOEELSIWY, COA dAWY TWV
TMPAYMUATIKWY TP TIOWY, TEALKOG MEPLEKTNG/MWHA KAl Opyavo xoprynong.

Identified master-formula revision, hydroxide grade and potency basis, actual-lot CoAs, final container/closure and
dosing device.

EyKkekplpévn avapopd avdmtuEng yla TNy akpLBr UATea: mpayuaTiké pH, KatdAANAOG MPoadloplopdc
TIEPLEKTIKOTNTAC KoL EE0VOETEPWTIKAC LKavdTNTAG, oOpoloyévela AQYewy, kKaBilnon/avadlaomnopd, HUikpoBLakn
noldTNTa Kal Tekunpiwon ovvtipnong.

Approved exact-matrix development report: actual pH, suitable content and acid-neutralisation-capacity methods,
withdrawal uniformity, sedimentation/redispersibility, microbial quality and preservation evidence.

Mpayuotik HeAéTn BldpKeLlag o€ TeAKH ouokevaoia Kat dnAoduevn Bepuokpacia. Epdoov mpotelveTal Yogn,
XWPLOTH TeKPNP{waon UOLKAG Kal 5000UETPLKAG KATAAANASTNTAC oToug 2-8 °C.

Actual duration study in final packaging at the claimed temperature. Any proposed refrigeration requires separate
physical and dose-delivery suitability at 2-8 °C.

Kpitipla kAswoipatog / Closure criteria

Mpw and tn HeAETN €X0oLV eYKPLOEl OL EQAPUOCTEEC UOVOYPAPLKEC TIPOBLOYPAQEC, oL EBodOoL Kal Ta dpLa avd
€Aeyxo. Agv xpnopornole(tal n aw wg vnokatdotato otabepdTnTag i GLVTAPNONG.

Applicable monograph specifications, methods and per-test limits are approved before the study. Water activity is
not used as a substitute for stability or preservation.

OAa Tt amotToVHEVA KPLTAPLA LKOAVOTIOLOOVTAL £WC TO TEAOG TNG MPOTEWOUEVNG BLdpKeLag, M €yKupn
MLIKpOBLOAOYLKH HEBOBO Kal TeEKUNPLWUEVN aELOASGYNON TLXOY ATOKAICEWV.

All required criteria are met through the proposed period, using a suitable microbial method and documented
review of deviations.

Yroyeypappévn teAkr €kBeon otnpiCel ouykekpLluévn dldpketa, cuokevaoia kat Beppokpacia. O vredBVVOG
QAPUOKOTIOLOC EYKPIVEL XWPLOTA TNV MPayPaTIKA mopTida.

A signed final report supports a defined period, package and temperature. The responsible pharmacist separately
approves the actual batch.

MNedio epappoync / Scope

TeAkn ekbotikr} andégaon tng 14.10.2026. Aev amnoTeAE! TILOTOMOLNTIKO £PYOOTNPLAKWY AMOTEAECUEATWY 1
anodéopevon mopTidac.

Final editorial decision dated 14 October 2026. This is not a certificate of laboratory results or actual batch
release.

Mnyéc kaiL mapamnoumnég / Sources and references

[1] ANVISA Formulério Nacional, 2nd edition, revision 02 (2012), historical edition

Printed pp.84-86 / PDF pp.84-86 | 2026-10-14
https://www.gov.br/anvisa/pt-br/assuntos/farmacopeia/formulario-nacional/arquivos/8065json-file-1/@@display-file/file
[2] EMA Questions and answers on benzoic acid and benzoates used as excipients

Official indexed extract: activity in acidic conditions, pH 2.5-4.5 | 2026-10-14

https://www.ema.europa.eu/en/documents/scientific-guideline/questions-and-answers-benzoic-acid-and-benzoates-used-excipients-medicinal
-products-human-use_en.pdf

[3] ANVISA Formuléario Nacional catalogue

Sikalias Greek Formulary | Reference documentation 20



compounding.gr | 10.0 | 2026-10-14

Current third-edition catalogue; not an exact-formula study | 2026-10-14

https://www.gov.br/anvisa/pt-br/assuntos/farmacopeia/formulario-nacional

CGR-BR-014 | Evaiwpnpa vdpo&eldiov apytiiov 6% kat payvnoiov 4% w/v /
Aluminium hydroxide 6% and magnesium hydroxide 4% w/v suspension

OpLoTIKA oLVVTAKTLIKA anogaon / Final editorial decision

OpLoTIKA LoTopLKA BLBALOYPOQLKH yypa@r avanTtuEnc. H obvBean ANVISA 2012 dlatnpeital ge Tn 61k TNG
npoéAevon. H eldkA eyypaer 6{vel pOAaEN o€ Bepuokpaaia dwpatiov, xwpelc apBunTkh dtdpkela. H mapovaoia
BevloikoL vatpiov 6ev TeKUNPLWVEL amtd Povn TNG enapkr cuvtpnon otnv TeAK avTidEvn utpa. Agv
anodi(detatl BUD, dev gvepyomnote{tat brmoAoyloThg napTidag kot dev ekdibeTal eTikéTa dLldBeong. H eloaywyr oto
yuye{o A N avbaipetn o&lvion Ba dAAale TG eEeTalOueveG OLVORKEG 1 TN AstTovpyla TNG obvBEeONG Kal Hev
vloBeTelTal wg BLBALoYpagLkr Abon.

Final historical development reference. Preserve the ANVISA 2012 formulation and its provenance. The individual
entry specifies room-temperature storage without a numerical period. Sodium benzoate in the ingredient list does
not establish adequate preservation in the final antacid matrix. No BUD, batch calculator or dispensing label is
issued. Refrigeration or arbitrary acidification changes the evaluated conditions or formulation function and is not
adopted as a literature-based solution.

Anaitoopeva tekpApLa / Required evidence

Tavtomnolinuévn €kdoon master formula, moldtTnTa KoL BAON MEPLEKTLKOTNTAC TWY LOPOEELSIWY, COA SAWY TWV
TMPAYUATIKWY MoPTOWY, TEAKOC MEPLEKTNG/MWHA KAt dpyavo xopriynong.

Identified master-formula revision, hydroxide grade and potency basis, actual-lot CoAs, final container/closure and
dosing device.

Eykekplpévn avagopd avdntuEng yia tnv akpBr LATPA: mpayuaTiké pH, KatdAANAoG Mpoadloplopdc
TMEPLEKTIKAOTNTAC KOL EEOVOETEPWTLKAG LKAVATNTAC, OUOLOYEVELX AQYPEWY, KaB{Tnon/avadiaomnopd, UitkpopLakn
nodTNTA KAl TEKUNPIwaon ocuvThpnong.

Approved exact-matrix development report: actual pH, suitable content and acid-neutralisation-capacity methods,
withdrawal uniformity, sedimentation/redispersibility, microbial quality and preservation evidence.

Mpayuatik HEAETN SLdpKelag ae TeAKH ovokevaaia kat dnAoduevn Bepuokpaaia. Epdoov npoteiveTal YoEN,
XWPLOTH TEKUNPIWGON QUOLKAC KOl HOCOPETPLKAG KaTaAAnAdTnTOG GTOLC 2-8 °C.

Actual duration study in final packaging at the claimed temperature. Any proposed refrigeration requires separate
physical and dose-delivery suitability at 2-8 °C.

KpitApla kAswoipatog / Closure criteria

Mpw amnd tn HEAETN €X0LV YKPLOE( OL EQUPUOCTEEG HOVOYPAPLKEC TIPOBLaYPaPEC, oL HEBOoDBOL Kal Ta dpla avd
€Aeyxo. Agv xpnoponole{tal n aw wg vnokatdotato atabepdTnTag i GLVTAPNONG.

Applicable monograph specifications, methods and per-test limits are approved before the study. Water activity is
not used as a substitute for stability or preservation.

OAa Ta amotTOOHEVA KPLTAPLA LKAVOTIOLODVTAL £WG TO TEAOG TNG MPOTEVOUEVNG OLAPKELOC, HE €YKLUPN
MLkpoBLoAoyLkr pHEB0DO Kal TEKUNPLWUEVN a§LoAdynon Tuxév amokAloewv.

All required criteria are met through the proposed period, using a suitable microbial method and documented
review of deviations.

Ynoyeypaupévn teAkr ékBeon otnpiel ouykekpLuévn ldpkela, ovokevaoia kal Beppokpaacia. O vmelBLVOG
QUPUAKOTIOWSG £YKPIVEL XWPLOTE TNV MPaypa Tk naptida.

A signed final report supports a defined period, package and temperature. The responsible pharmacist separately
approves the actual batch.
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Medio epappoyng / Scope

TeAkr] ekboTikA andégaon tnG 14.10.2026. Agv anoTeAe( MOTOMOLNTIKG EPYAOTNPLAKWY ATMOTEAECUATWY A
anodéopevon naptidag.

Final editorial decision dated 14 October 2026. This is not a certificate of laboratory results or actual batch
release.

Mnyéc Kat mapanopumnécg / Sources and references

[1] ANVISA Formulario Nacional, 2nd edition, revision 02 (2012), historical edition

Printed pp.84-86 / PDF pp.84-86 | 2026-10-14
https://www.gov.br/anvisa/pt-br/assuntos/farmacopeia/formulario-nacional/arquivos/8065json-file-1/@@display-file/file
[2] EMA Questions and answers on benzoic acid and benzoates used as excipients

Official indexed extract: activity in acidic conditions, pH 2.5-4.5 | 2026-10-14

https://www.ema.europa.eu/en/documents/scientific-guideline/questions-and-answers-benzoic-acid-and-benzoates-used-excipients-medicinal
-products-human-use_en.pdf

[3] ANVISA Formuléario Nacional catalogue
Current third-edition catalogue; not an exact-formula study | 2026-10-14

https://www.gov.br/anvisa/pt-br/assuntos/farmacopeia/formulario-nacional

CGR-FR-032 | #AovkvTOogivn 50 mg/mL - méoipo evaiwpnua / Flucytosine 50
mg/mL oral suspension

OpLoTIKA oLVVTAKTLIKA anogaon / Final editorial decision

TeAKr povoypagia €L8LKAC VOCOKOUELOKAG ava@opdc. Alatnpeltal n akptBAG Hoper dlokiov Kat 0 popéac Tng
nnyAc ANSM- GAAN pop@r, KAwouAa f opéag XpeldleTal xwploth agloAdynon. Ol analTACELS EL6LKOD
MeEPBAAAOVTOC, MEPLOPLOMOL €KOEONC KAl ATIOKAELOTIKOD €EOMALOUOD amoTeEAODY 6poLC EQAPUOYAC KoL BEV
niiotonotolvtat and tnv avdptnaon. Ot 90 nuépeg otoug 15-25 °C, ue npootacia and To PWG, KATAYPAPOVTAL WG
odnyla tng mnyrg Kot Oxt w¢ anotéAeoua peAéTng Sikalias f avtépatn napdtaon USP. Aev ekb{betalt BUD
ETIKETA MPayPaTIkAG MapTidac and To site.

Final specialist hospital-compounding reference. Retain the exact source tablet form and vehicle; another dosage
form, capsule or vehicle requires separate evaluation. The source environment, exposure-control and
dedicated-equipment conditions are implementation requirements, not certified by publication. Ninety days at
15-25 °C protected from light is recorded as the source instruction, not a Sikalias study result or automatic USP
extension. The website does not issue an actual batch BUD or dispensing label.

Anaitoopeva tekpApla / Required evidence

Eykekplpévn Tekunpiwon eykatdotaong Kat eE0MALOUOD £VvavTL TWY AMALTACEWY TNG TINYAC, aEloAdynon ékBeong
yla H360, KaTdAANAOG MEPLOPLOUOC KOVLWY, EKMA(BEVTN TPOCWTILKOL Kot EMOANBELUEVOC KOO PLOUEGS.

Approved facility/equipment evidence against source requirements, H360 exposure assessment, appropriate
powder containment, staff training and verified cleaning.

Tavtonoinon akplBoic apyikod dtokiov, popéa, MaPTdWY, MEPLEKTN KL MWUATOG: aAvTLOTOlXLON HE TNV TINYH Kalt
TLYXOV MARPEC 0OELOBOTOVUEVO AVAALTIKO KEQAAQLO TIOL £apudlETAL.

Identity of the exact source tablet, vehicle, lots, container and closure; applicability to the source and any
required full licensed analytical chapter.

Mpayuatikl ava@opd eAEyxouv MapTidag ue KATAAANAEC HEBSBOUC, EVTEPLKT OLOKELH KATAAANANG akp(BELaGC Kat
Tekunplwon epapuooudTNTAC TNG EMAEYUEVNG BLAPKELAGC.

Actual batch test report with suitable methods, an appropriately accurate oral/enteral dosing device and evidence
applicability for the selected period.
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Kpitipla kAswoipatog / Closure criteria

H ninyr} ¢ntel pH 4,0-5,0, nepltektikdtnTa 90,0-110,0% Kol CUUUOPPWCN TTOV EPAPHOCTED EAEYXO OUOLOMOPPLaC.
Ta aMOTEAEOUATA KATAYPAPOVTAL WC MPAYHATIKA, e HEB0BO Kal unoypa@r. H BewpnTik wopwTikéTnTo eV
dnAwveTal Wg HéTpnon.

The source specifies pH 4.0-5.0, content 90.0-110.0% and compliance with its applicable uniformity test. Record
actual results, method and signature. Theoretical osmolality is not reported as measured.

Eykp{vovTtal Ta TEKUAPLA EyKaTAoTAoNG, MPooTaolag Kol KaBaplopoU yla Tn ovykekpLluévn epyaoia. H yevik
onapEn epyaoctnpiov 1§ kabaprc neploxic 6ev apkel.

Facility, protection and cleaning evidence is approved for this operation. The general presence of a laboratory or
clean area is insufficient.

H emAeyuévn neplodog attiodoyel{tal xwpLoTd yla Tnv akptlBr advBeon/neplékTn. Av emAéyetal To nAaiolo USP,
EAEYXOVTAL AUTOTEAWG oL Opol mapdtaonc: n Sldpkela ANSM Sev amodelkvieL ALTOUATWE cLUUdPPwan USP.

Justify the selected period for the exact formulation/container. If the USP framework is selected, assess its
extension conditions independently; the ANSM period does not automatically prove USP compliance.

Medio epapupoynig / Scope
TeAkn ekboTtikr} andgacon tng 14.10.2026. Asv anoTeAE! TILOTOMONTIKG £PYAOTNPLAKWY ATMOTEAECUATWY 1

anodéopevan naptidag.

Final editorial decision dated 14 October 2026. This is not a certificate of laboratory results or actual batch
release.

Mnyéc ka1 mapanopnég / Sources and references

[1] ANSM hospital-compounding monograph: flucytosine 50 mg/mL oral suspension
pp.1-5; source date discrepancy retained | 2026-10-14
https://ansm.sante.fr/uploads/2022/07/07/20220706-monographie-preparation-flucytosine-50-mg-suspension-buvable.pdf

CGR-ES-047 | TaAGKTWHA VEPOV O& OLALKOVN EX006 / Water-in-silicone emulsion
EX006

OpLoTIKA oLVVTAaKTIKA anogaon / Final editorial decision

OpLoTikn BLBALOYPa@IKA eyypapr] avAmTLENG BAONC - dev anoTeAel EKTEAEDLUO MPWTOKOAAO.

H EX006 6ev tavtonolel TNV avtoyaAakTwHaTtonoltolPevn Bdaon alAtkévng 5%. H ovouaoia avth 6ev enapkel ya
emAoyn mpoidvTog, evepyol MEPLEKTIKOTNTAG ) nEBGBoL. H abvBeon napapével BLBALOYpa@LK avapopd
QVATITLUENG. ZUYKEKPLUEVN EUMOPLKH LAOTIO(NCN TEKUNPLWVETAL E XWPLOTH TALTOTNTA, MARPN TEXVIKE oTolXEla
Kat Stadikaoia mapaywyoo.

H AEMPS ava@épel 6 nuepoAoylakolC pAveG KATw amd 30 °C, oe adlagavéc Balo mpootatevpévo and vypaaoia. H
Sldpkela datnpeltal wg mAnpogopia TNG MNYAC Kot 6ev amodidetal wg BUD eKTEAEONC yLa N TOLTOTOLNUEVN
Bdon. H eEwTeptkr olAtkovolxog edaon dev anodelkviel xaunArf aw. H mpoaBrikn 6paoTikig dnuiovpyel TeEALkS
okebaopa mov ypetdletal 6k Tov aELloAdynon.

Final base-development reference - not an executable compounding protocol.
EX006 does not identify its 5% self-emulsifying silicone base. That description does not establish product
selection, active content or process. The composition remains a development reference. A specific commercial

implementation requires a separate identity, complete technical evidence and the manufacturer's procedure.

AEMPS states 6 calendar months below 30 °C in an opaque jar protected from moisture. This remains source
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information and is not assigned as an executable BUD for an unidentified base. An external silicone phase does
not demonstrate low aw. Adding an active produces a finished preparation requiring its own assessment.

Anaitovpeva tTekpRpla / Required evidence

Atevkpivion AEMPS yla to akptBég mpoidv Bdong olAtkévng fj XwpLoTd TavTomolnuévn eunopLkr) vAonolnon pe
TAjpn obvBeon/evepyd MocooTo.

AEMPS clarification identifying the exact silicone-base product or separately identified commercial
implementation with complete composition/active fraction.

0O0dnyleg mapaywyol yLa Tn CLYKEKPLUEVN avaloyia 5% BA&aong, 15% kukAopedkévng, 3% yAvkePOANG, 2% NaCl
Kat EX001- kataypaer oslpdc, Bepuokpaciag, puBuol mpoodrikng Kat avauLEnG.

Supplier instructions for the exact 5% base, 15% cyclomethicone, 3% glycerol, 2% NaCl and EX001 system;
recorded order, temperature, addition rate and mixing.

Mpayuatikd dedopéva yodaktwuatog W/SIi, opgoloyévelag, SouiAg, cuvtrpnong Kot cupBatdTNTAG MEPLEKTN OTN
dnAwpévn neplodo.

Actual W/Si emulsion-type, uniformity, structure, preservation and container-compatibility evidence throughout
the stated period.

Kpitipla kAswoipatog / Closure criteria

Movadikd Tavtonotnuévn ModTNTA UE PAPUAKEVTIKA KATAAANASTNTA Kat anodedetypévn ouuBatdtnTa: Kowod
INCI A uBavr eunoptkr} ovouacio dev apkel.

Uniquely identified grade with pharmaceutical suitability and demonstrated compatibility; a shared INCI or likely
trade name is insufficient.

H dlabikaoio Kat T mpayuaTikd anoTteAéopaTa MANPoLY MpoeyKeKPLUEVESG TTpodLlaypaeéc. KaBe dlagpopomnoinon
dNAWvETAL WG TPoTapUoYr KAl KABE TEALKS OKEDAOUA [E BPaaTIKE €XEL BLKH ToL aELloAdynaon.

The process and actual results satisfy prospectively approved specifications. Every change is declared an
adaptation and every active-containing finished preparation has its own assessment.

MNedio epappoync / Scope

TeAkn ekbotikr} andgaon tng 14.10.2026. Aev amnoTeAE! TILOTOMOLNTIKGO £PYOOTNPLAKWY ATMOTEAECUATWY 1
anodéopevon mopTidac.

Final editorial decision dated 14 October 2026. This is not a certificate of laboratory results or actual batch
release.

Mnyéc kaiL mapamnoumnég / Sources and references

[1] AEMPS FN/2003/EX/006, Emulsién A/S

PDF p.2, sections 3-7
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2003_ex_006.pdf
[2] AEMPS PN/L/FF/002/00, Elaboraciéon de emulsiones

PDF pp.3-5; §4.1, 4.4, 4.6

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-formas-farmaceuti
cas/pn_|_ff 002_00.pdf

[3]1 USP General Chapter <795> FAQs, updated 1 November 2023

Q52, Q54-56, Q58-65, PDF pp.11-15

https://pages.usp.org/rs/711-SXF-172/images/HQS%20-%20USP%20GC%20795%20FAQs.pdf?version=0
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