compounding.gr Mnyéc / Sources ¢ v2.0

NMNYEC Kal TEXVIKEG EKKPEROTNTEC
Sources and technical follow-up

T peAeTAONKE oTN 6c0TEPN €KOB0ON / Material reviewed for this edition

BP: 12 emunA€ov mpwtoyevr) PDF tou ZIP, étoug 2016. FTM: 20 emunAéov eyypa@ég oTo BEAYLIKS BLBAlo Tou
2010, pe akpBeic oeAibec. Aev xapakTnp{Covtal w¢ oL oNUEPLVEC abelodoTnuéveg eKBOOELG.

BP: 12 additional original PDFs from the supplied 2016 archive. FTM: 20 further records from the Belgian 2010
book, with exact pages. These are not represented as current licensed editions.

British Pharmacopoeia — official publisher

FTM 2010 — official source

AEMPS: 24 véeg povoypagpiec and tov enionuo katdAoyo. EEL apopoly Bdoelg/ékdoya. Kataypdpovtatl
Wlaitepa n avabewpnon tov amnAob olpomod (2020) Kat Tov acBevoi¢ Lugol (2025).

AEMPS: 24 additional monographs from the official index, including six bases/excipients. Simple syrup
revision (2020) and weak Lugol revision (2025) are recorded explicitly.

AEMPS — Formulario Nacional

JP: Téooepig Baoelg amnd tTnv ayyAk XVII. H tpéxovoa oeAlda ayyALKWY eKEATEWY TIOL EAEYXONKE
egakoAovBel va napamnéumnetl otnv XVII, evd to FAQ avagépel dnuoaievon XIX otig 10/4/2026. H napodoa
€kdoon dlatnpel avtr TN SldkpLon.

JP: four bases from English XVIII. The reviewed English-editions page still links to XVIII, while the FAQ reports
XIX publication on 10 April 2026. This distinction is retained here.

PMDA — English editions
JP XVIII — primary texts and corrections

Ta mAfjpn cuvdpounTIKA Kelpeva FNA/KGTw Xwpwv, DAC/NRF kat USP 6ev anokt®nkav. MNa tn BpaliAia evtoniotnke n tpitn
€kboan 2026, aAAG 6ev xpnaotpomolifnke MARPeG Kelpevd TnG. H 6e0TePn €kdoON MPOCTOETEL HEAETNHEVEG TIAPOOTKEVEG: HEV amoTEAE(
véa €EVTANTLKN amoypa®r Tou KGOHOoU.

Full subscription FNA/Netherlands, DAC/NRF and USP texts were not obtained. Brazil’'s third edition (2026) was identified but its full
text was not used. This edition adds reviewed preparations; it is not a new exhaustive worldwide inventory.
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https://www.pharmacopoeia.com/
https://www.fagg-afmps.be/sites/default/files/downloads/FTM_Pharmaciens_Edition_2010.pdf
https://www.aemps.gob.es/profesional-sanitario-2/farmacopea-formulacion-magistral/formulario-nacional/
https://www.pmda.go.jp/english/rs-sb-std/standards-development/jp/0010.html
https://www.pmda.go.jp/english/rs-sb-std/standards-development/jp/0029.html
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MpoéAevon, Sikaiwpata, EAEYXOG
Provenance, reuse and review

KaBe véa eyypaer ovvbéeTal pe T{tAo, Kwbikd, €kboan, oeAlbeg, URL kat SHA-256 Touv mpwTtoTiMov. Ta
MPWTOTLTA EUMOPLKE 1} KPpaTLKA BLBAl v mepAapBdvovTatl oto ZIP- mepAauBavovTal ol CUVTAYUEVES
OLVOYELC KOl OL TIOPATIOUTEG TOUC.

Each addition records source title, code, edition, pages, URL and source SHA-256. Original
commercial/government books are not bundled; the ZIP contains prepared synopses and their references.

Mo tnv JP, To FAQ Q7 tng PMDA avagépel 6Tt MHLW/PMDA d¢gv 6lekdlkolv copyright Twv ekddocwv N
CUUMANPWHETWY Kal ETMLTPEMOLY EAeVOePN AAYN Kal xpron. H eAAnVIkA anddoaon 5w elval avenionun kat 6gv
eépeL €ykplon PMDA.

For JP, PMDA FAQ Q7 states that MHLW/PMDA do not claim copyright in editions/supplements and permit free
download and use. This Greek adaptation is unofficial and has no PMDA endorsement.

PMDA — FAQ Q7

Mo BP, FTM kot AEMPS 6ev Tekunpuwbnke otnv napodoa pyacia 61k ddela yia yevikevpévn 6lyAwaon
dnuooisvon oto site. H mapddoon TeXVIKWY cLVOPewWY 6ev Looduvapel pe Tétola ddeta. Mpv dnudoLa
vLoBEéTNoN, KaTaypAyTe TOLG LoXDOVTEC HPOLC 1 TN OXETLKA ddela avd nnyn.

For BP, FTM and AEMPS, this work did not establish a specific licence for broad bilingual website publication.
Delivering technical synopses does not establish such permission. Before public adoption, record the
applicable terms or permission for each source.

‘EAeyyxog JP XVIIl / JP XVIII review

Avalritnon emAeypévwy T{TAwY ota Supplement | (2022), Supplement Il (2024), Baowkd errata éwg 4/3/2026
Kal €161KA errata Twv 600 CLUNMANPWHATWY. H avalritnon T{tTAwv dev anoteAel mMARPN €AgyX0 OAWY TWVY
YEVIKWY Ke@aAai{wv, o0te obykplon We JP XIX.

Selected titles were checked in Supplement | (2022), Supplement Il (2024), base errata through 4 March 2026
and both supplement errata. Title checks do not constitute a full audit of general chapters or comparison with
JP XIX.

Supplement |

Supplement Il

JP XVIII errata

Supplement | errata

Supplement Il errata
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https://www.pmda.go.jp/english/rs-sb-std/standards-development/jp/0001.html
https://www.mhlw.go.jp/content/11120000/001109611.pdf
https://www.mhlw.go.jp/content/11120000/001354067.pdf
https://www.pmda.go.jp/files/000279553.pdf
https://www.pmda.go.jp/files/000269734.pdf
https://www.pmda.go.jp/files/000277556.pdf
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Néec BACELC KOl OPLA AVTLIKATACTAONG

Added bases and substitution limits

Néa eyypaon / Z0vbeon / Relationship

Addition

CGR-BP-040 Strong Coal Tar Solution: dlaBéaoiun nMA£ov aLTOTEARG clvoyn YL Ta OKELAOUATA TM(OCOC TOL TOPOL
1. / Standalone synopsis now available for first-volume tar preparations.

CGR-BE-021 /022 PLBULOUEVO YOAAAKTWHOA KETOPAKPOYOANG / AVLOVLKH LOPOPIAN KPEUA YL TLG VEEC AVTLMUKNTIAOIKEG
Kot kpotauttévn. / Buffered cetomacrogol emulsion / anionic cream for new antifungals and
crotamiton.

CGR-ES-017 -» 018 EX025 guunokvwua —» EX001 cuvtnpnuévo DOwp. Meptéxouy mpomuAevoyAuKOAn. / EX025 concentrate

- EX001 preserved water. Contain propylene glycol.

CGR-ES-019/ 020/ 021 EX010 / EX011 / EX020: Sla@opeTikéG Bdoelg. To EX011 xpetddetal n véa Kpépa bdpokopTLOVNG: TO
EX020 tekunpLwvel tTn Bdon tng CGR-ES-005. / Distinct bases; EX011 supports the added
hydrocortisone cream; EX020 documents CGR-ES-005 vehicle.

CGR-ES-022 ANAG olpdmt EX022 yla véEG MOOLUESG OLVTAYEG. Agv aVTIKOOLOTA EX029 Katl v avatlpel LELOTAPEVES
deopedoelg. / Simple syrup EX022 for new oral formulas. Does not replace EX029 or release existing
blocks.

Ol ouvdebepéveg Bdoelg vmdpyxouvy péoa aTo véo ZIP elte otov Téuo 1 elte oTov TOO 2. OL TEXVIKEG IpoDTIOBEoELG KGBE Bdong
TTOPALEVOLY LTIOXPEWTLKO AVTLKE{UEVO EAEYYOL: N anAr OntapEn PDF 6ev toobuvapel pe €ykplon.

Linked bases are included in the ZIP in volume 1 or 2. Each base’s technical prerequisites still need review; availability of a PDF is
not approval.

Ol FTM 6lakpi{vouv ouxvd ouvoAlkr didpkela and xprion HeTd To dvotypa. Ot vnepdocoloyieg MapaokeLAG epuBpopLKivNG 10% Kat
AomePapidng 5% PETAPEPONKAY WG XAPAKTNPLOTIKA TNG LOTOPIKAG HEBGBOL: amatToly alTloAdynaon meLY TOTIKH LloBEéTnon.

FTM often distinguishes overall validity from in-use periods. Erythromycin 10% and loperamide 5% manufacturing overages are
retained as features of historical methods; justify before local adoption.

MNpoowrnikr npwTtoBovAia / Independent initiative * v2.0 « 2026-09-07 eAida / Page 3



compounding.gr Mnyéc / Sources ¢ v2.0

AsOMEVHEVEG EYYPAPEC

Blocked records

Kwbik6g / Code EkkpepéTnTa / Unresolved item

CGR-BP-011 Kpépa KeTpL{dnG: obvBeon Kal avapePSUEVN EMLOANAVON CLYKPOVDOVTAL.
Cetrimide cream: formula and stated labelling conflict.

CGR-ES-003 EX029: 6nAwpévo abvoro 1000 g, dBpotopa LAWY 1000,75 g.
EX029: stated 1000 g batch, listed inputs sum to 1000.75 g.

CGR-ES-010 ApAodunivn: olpdmt 25 mg otov nivaka €vavtt 25 mL otn pébodo.
Amlodipine: syrup 25 mg in table versus 25 mL in method.

CGR-ES-011 Y6pokopTLévn néoLun: eEdptnon amnd EX029.
Oral hydrocortisone: EX029 dependency.

CGR-ES-012 Mkopnanevtivn: e§dptnon and EX029.
Gabapentin: EX029 dependency.

CGR-ES-013 Kitpikd: eEdptnon amnd EX029.
Citrates: EX029 dependency.

CGR-ES-015 Ovpla: v yoxpw TeAK H€EB0HOG EvavTtL Bepuig pebdGov Bdong EXO010.
Urea: cold final method versus heated EX010 base process.

CGR-ES-033 Néa 6egapebagdvn: eEdptnon and EX029.
New dexamethasone: EX029 dependency.
Koapio amd auTtég TIC OKTW €YYPAPEC BeV MPETEL v EKTEAEOTEL MPLY TEKUNPLWOE( N ouyKekpLévn em{Avon Kal
eYKpLOe( véa avabewpnon. Ol MaAaLéC BeoUEDOELC HETAPEPOVTAL OTIWG lyav KaTaypapel(: dev emBeRatwveTal
€0W véa BLOpBwaon Touv EKBATN.
None of these eight records should be compounded until the specific issue is resolved and a new revision
approved. Earlier blocks are carried forward; no new publisher correction is confirmed here.
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MNapamouTéC TWV 60 VEWV HOVOYPAPLWVY

Source references for the 60 additions

Ot aptBpol oeAidwv elval B€oelg oto PDF, ektdg drov dnAwveTtat kat €vturn api®unon. To JSON diatnpel mAripn URL kat SHA-256.
Page references are PDF positions, with printed page numbers additionally stated where applicable. The JSON preserves complete
URLs and SHA-256.

(ofc] PDF o&A. / pp.
CGR-BP-037 British Pharmacopoeia 2016 — Cetrimide Emulsifying Ointment 1

CGR-BP-038 British Pharmacopoeia 2016 — Chloroxylenol Solution 1-2
CGR-BP-039 British Pharmacopoeia 2016 — Coal Tar Solution 1

CGR-BP-040 British Pharmacopoeia 2016 — Strong Coal Tar Solution 1

CGR-BP-041 British Pharmacopoeia 2016 — Compound Benzoic Acid Ointment 1

CGR-BP-042 British Pharmacopoeia 2016 — Compound Aluminium Paste 1

CGR-BP-043 British Pharmacopoeia 2016 — Compound Glucose, Sodium Chloride and Sodium 1-2

Citrate Oral Solution

CGR-BP-044 British Pharmacopoeia 2016 — Soap Spirit 1
CGR-BP-045 British Pharmacopoeia 2016 — Concentrated Anise Water 1
CGR-BP-046 British Pharmacopoeia 2016 — Concentrated Camphor Water 1
CGR-BP-047 British Pharmacopoeia 2016 — Concentrated Cinnamon Water 1
CGR-BP-048 British Pharmacopoeia 2016 — Benzoic Acid Solution 1

o / Belgium

CGR MpwTtoTumo / Original source PDF oeA. / pp.
CGR-BE-021 Formulaire Thérapeutique Magistral 2010 — B-1-3-b.3-4 54-55, 72
CGR-BE-022 Formulaire Thérapeutique Magistral 2010 — B-I-3-a.9 45, 63
CGR-BE-023 Formulaire Thérapeutique Magistral 2010 — D-I-3-a-1 225-226
CGR-BE-024 Formulaire Thérapeutique Magistral 2010 — D-I-3-b-1 237-238
CGR-BE-025 Formulaire Thérapeutique Magistral 2010 — D-I-3-b-2 241-242
CGR-BE-026 Formulaire Thérapeutique Magistral 2010 — D-I-4-b-1 263-264
CGR-BE-027 Formulaire Thérapeutique Magistral 2010 — D-I-4-b-2 267-268
CGR-BE-028 Formulaire Thérapeutique Magistral 2010 — D-I-2-a-1 209-210
CGR-BE-029 Formulaire Thérapeutique Magistral 2010 — D-I-2-b-1 213-214
CGR-BE-030 Formulaire Thérapeutique Magistral 2010 — D-I-2-b-2 217-218
CGR-BE-031 Formulaire Thérapeutique Magistral 2010 — E-I-2-a-1 527-528
CGR-BE-032 Formulaire Thérapeutique Magistral 2010 — J-1-b-1 815-816
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BéAylo / Belgium

CGR MpwTtoéTumo / Original source PDF o&A. / pp.
CGR-BE-033 Formulaire Thérapeutique Magistral 2010 — I-IV-1-a-1 787-788
CGR-BE-034 Formulaire Thérapeutique Magistral 2010 — E-ll-a-1 551-552
CGR-BE-035 Formulaire Thérapeutique Magistral 2010 — F-V-1-a-1 621-623
CGR-BE-036 Formulaire Thérapeutique Magistral 2010 — K-Ill-a-1 895-896
CGR-BE-037 Formulaire Thérapeutique Magistral 2010 — K-II-1-a-1 887-888
CGR-BE-038 Formulaire Thérapeutique Magistral 2010 — M-I-1-a-1 959-960
CGR-BE-039 Formulaire Thérapeutique Magistral 2010 — D-VII-b-1 491-492
CGR-BE-040 Formulaire Thérapeutique Magistral 2010 — M-III-3-a-1 1009-1010

lontavia / Spain

(ofc] MpwTtoéTumo / Original source PDF oeA. / pp.

CGR-ES-017 FN/2003/EX/025 SOLUCION CONCENTRADA DE HIDROXIBENZOATOS 2
CGR-ES-018 FN/2003/EX/001 AGUA CONSERVANTE 2
CGR-ES-019 FN/2003/EX/010 EMULSION O/A NO IONICA 1 2
CGR-ES-020 FN/2003/EX/011 EMULSION O/A NO IONICA 2 2
CGR-ES-021 FN/2003/EX/020 GEL NEUTRO 2
CGR-ES-022 FN/2003/EX/022 JARABE SIMPLE (84% P/V). Modificado 2020 2
CGR-ES-023 FN/2003/FMT/001 ACETATO DE ALUMINIO, SOLUCION DE 2-3
CGR-ES-024 FN/2003/FMT/003 ACIDO ACETICO, GOTAS OTICAS DE 2
CGR-ES-025 FN/2003/FMT/008 GEL ANESTESICO DE LIDOCAINA 2
CGR-ES-026 FN/2003/FMT/013 HIDROCORTISONA, CREMA DE 2
CGR-ES-027 FN/2003/FMT/016 LIDOCAINA VISCOSA 2
CGR-ES-028 FN/2003/FMT/017 LUGOL DEBIL, SOLUCION DE. Modificado 2025 2
CGR-ES-029 FN/2019/FMT/026 CLONIDINA CLORHIDRATO 20 MICROGRAMOS (MCG)/ML 2-3

SOLUCION ORAL

CGR-ES-030 FN/2020/FMT/027 ISONIAZIDA 50 MG/ML SOLUCION ORAL 2
CGR-ES-031 FN/2020/FMT/028 ETAMBUTOL CLORHIDRATO 50 MG/ML SOLUCION ORAL 2
CGR-ES-032 FN/2020/FMT/029 PIRIDOXINA CLORHIDRATO 25 MG/ML SOLUCION ORAL 2
CGR-ES-033 FN/2020/FMT/030 DEXAMETASONA 1 MG/ML SOLUCION ORAL 2
CGR-ES-034 FN/2021/FMT/032 HIDRALAZINA CLORHIDRATO 10 MG/ML SOLUCION ORAL 2
CGR-ES-035 FN/2021/FMT/033 ACIDO FOLICO 1 MG/ML SOLUCION ORAL 2
CGR-ES-036 FN/2021/FMT/034 TIAMINA CLORHIDRATO 100 MG/ML SOLUCION ORAL 2
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https://www.fagg-afmps.be/sites/default/files/downloads/FTM_Pharmaciens_Edition_2010.pdf
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2003_ex_025.pdf
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2003_ex_001.pdf
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2003_ex_010.pdf
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2003_ex_011.pdf
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2003_ex_020.pdf
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2003_ex_022.pdf
https://www.aemps.gob.es/formulario-nacional/monografias/formulas-magistrales-tipificadas/fn_2003_fmt_001.pdf
https://www.aemps.gob.es/formulario-nacional/monografias/formulas-magistrales-tipificadas/fn_2003_fmt_003.pdf
https://www.aemps.gob.es/formulario-nacional/monografias/formulas-magistrales-tipificadas/fn_2003_fmt_008.pdf
https://www.aemps.gob.es/formulario-nacional/monografias/formulas-magistrales-tipificadas/fn_2003_fmt_013.pdf
https://www.aemps.gob.es/formulario-nacional/monografias/formulas-magistrales-tipificadas/fn_2003_fmt_016.pdf
https://www.aemps.gob.es/formulario-nacional/monografias/formulas-magistrales-tipificadas/fn_2003_fmt_017-actualizado-03012025.pdf
https://www.aemps.gob.es/formulario-nacional/monografias/formulas-magistrales-tipificadas-pediatricas/fn_2019_fmt_026.pdf
https://www.aemps.gob.es/formulario-nacional/monografias/formulas-magistrales-tipificadas-pediatricas/fn_2019_fmt_026.pdf
https://www.aemps.gob.es/formulario-nacional/monografias/formulas-magistrales-tipificadas-pediatricas/fn_2020_fmt_027.pdf
https://www.aemps.gob.es/formulario-nacional/monografias/formulas-magistrales-tipificadas-pediatricas/fn_2020_fmt_028.pdf
https://www.aemps.gob.es/formulario-nacional/monografias/formulas-magistrales-tipificadas-pediatricas/fn_2020_fmt_029.pdf
https://www.aemps.gob.es/formulario-nacional/monografias/formulas-magistrales-tipificadas-pediatricas/fn_2020_fmt_030.pdf
https://www.aemps.gob.es/formulario-nacional/monografias/formulas-magistrales-tipificadas-pediatricas/fn_2021_fmt_032.pdf
https://www.aemps.gob.es/formulario-nacional/monografias/formulas-magistrales-tipificadas-pediatricas/fn_2021_fmt_033.pdf
https://www.aemps.gob.es/formulario-nacional/monografias/formulas-magistrales-tipificadas-pediatricas/fn_2021_fmt_034.pdf
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lomtavia / Spain

CGR

CGR-ES-037
CGR-ES-038
CGR-ES-039
CGR-ES-040

lanwvia / Japan

MpwTtoéTumo / Original source PDF o&A. / pp.
FN/2021/FMT/035 RIBOFLAVINA 25 MG/ML SOLUCION ORAL 2
FN/2003/P0O/015 CLORHEXIDINA, SOLUCION ACUOSA AL 0,1% DE 2
FN/2006/P0O/038 EOSINA AL 2%, SOLUCION ACUOSA DE 2
FN/2006/P0O/042 SULFATO DE ZINC, SOLUCION AL 0,1% DE 2

CGR

CGR-JP-001

CGR-JP-002

CGR-JP-003

CGR-JP-004

NMpwTtoéTumo / Original source PDF oeA. / pp-

Japanese Pharmacopoeia XVIII — Absorptive Cream 417 (évtumn / printed
815)

Japanese Pharmacopoeia XVIII — Hydrophilic Cream 417-418 (évtumn /

printed 815-816)

Japanese Pharmacopoeia XVIII — Macrogol Ointment 3-4 (évtunn / printed
1286-1287)

Japanese Pharmacopoeia XVIII — Hydrophilic Petrolatum 219 (évtumn / printed
1502)
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https://www.aemps.gob.es/formulario-nacional/monografias/formulas-magistrales-tipificadas-pediatricas/fn_2021_fmt_035.pdf
https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2003_po_015.pdf
https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2006_po_038.pdf
https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2006_po_042.pdf
https://www.mhlw.go.jp/content/11120000/000904440.pdf
https://www.mhlw.go.jp/content/11120000/000904440.pdf
https://www.mhlw.go.jp/content/11120000/000904449.pdf
https://www.mhlw.go.jp/content/11120000/000904449.pdf

