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TECH-FR-AMOX-001 | 10.0

Kapydaxkia apoikiAAivne 125 mg i 250 mg anod
Staomelpopeva diokia 1 g

Amoxicillin 125 mg or 250 mg capsules from 1 g
dispersible tablets

BiBALoypa@lkr} avagopd / Reference document

Z0vOeon avagopdc / Reference formula

Bdon / Basis: N kaydkia tng emAeyUEVNG TMEPLEKTIKOTNTAC 125 4 250 mg apo&KIAAIvNG avd kaydkio / Ncapsules
of selected strength 125 or 250 mg amoxicillin per capsule

ZvoTaTLKO / Ingredient Moooétnta / Quantity

OpoLOYEVAC OKOVN EYKEKPLUEVWY SlaoTELpOPEVWY BLoK{WwY apoEIKIAAIVNG 1 g, g.s. for 125 or 250 mg
(dlag pépkag/maptidag apO&LKIAAVNG/KawdKLo / mg
Homogeneous powder of authorised amoxicillin 1 g dispersible tablets, same amoxicillin per capsule

product/lot

Kevod kaywdklo ehativng: péyebog 4 yia 125 mg fj 1 ywa 250 mg 1 tepdylo/koywdkLo / unit per capsule
Empty gelatin capsule: size 4 for 125 mg orsize 1 for 250 mg

Meplypa@n okevaopatog / Preparation description

Kawdkia pe AevkA fj oxe66v Acukr] okévn amnd diaomelpdueva dlokia. H apogkIAAIvN apapével WG TPLEVLOPN
popon Hall e OAa ta ékdoya Twv dloki{wv. Mia povoypagia KAAOTITEL 500 MEPLEKTIKOTNTEC - HEV HETPWVTAL WG
600 aveEdpTnTEG CLVTAYEG.

Capsules containing white/off-white powder from dispersible tablets. Amoxicillin remains in trihydrate form
together with the tablet excipients. One monograph covers two strengths, not two independent formulas.

References: [1]

Apaon kat xpAon / Action and use

E€atouikevpuévn amnd Tov OTOPATOC AVTIRLOTLKY MAPAOKELH GTAV N CLUVTAYOYPAPNUEVN TIEPLEKTIKOTNTA/OPPH
elval KAWkd avaykaia. H Texvik mpoTdOnKe o EAAELYN MALBLATPLKWY POV TWY To 2022 - n YaAAkr e€aipean
oVTOMATNG avTkaTtdoTtaong avakARBnke 7/4/2025. Abon/dldpkela avd Aoluwgn, Bdpog kat veppLkr Aettovpyia
KaBop(Covtal KAWVIKA.

Patient-specific oral antibiotic preparation where the prescribed strength/form is clinically needed. Technique
originated during 2022 paediatric shortages; the French automatic-substitution exception ended 7 April 2025.
Infection, weight and renal function guide clinical dose/duration.

References: [11], [2], [3]

Mpobiaypagéc / Specifications

H nnyn 8éteL neplektikdtnTa 90-120% TNG OVOUAOTIKAG TIUAG. EAgy)X0G opolopopiag pddag og 20 KawdkLa Kat
E€AeyxoC nepLlexopévou o€ 10 povddeg mAOTIKIG mapTidag. Oyn Asvkri/oxedév Aeukr, cwoTé KAelolo Kal kabapd
€EWTEPLKS. H ouupbépowaon pdlag pévn dev amodelkviel opolopopeia 5pacTLkoD.

Source content criterion: 90-120% of nominal strength. Test mass uniformity on 20 capsules and content on 10
pilot-batch units. Powder should be white/off-white; capsules properly closed and externally clean. Mass
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compliance alone does not prove active-content uniformity.

References: [1]

®wg / Light

H ouykekpLuévn povoypaeia dev dlvel aplBuntikd éplo pwtooTabepdTNTAC. Xpnoldomnole{tal o KaBopLouévog
KOATAAANAOG MEPLEKTNG KOL amo@eVyeTaL MEPLTTH €KBEON - TLYXSV €1BIKA ama{tnon Tov emAgypévoL GLokiov
eAéyxetal and 1o SmPC, xwpl(g peTagopd tTNG Blounyavikig dldpkelag.

This monograph supplies no quantitative photostability limit. Use the specified suitable container and avoid
unnecessary exposure; check any source-tablet requirement in its SmPC without transferring industrial shelf life.

References: [1], [3]

Aépac kKal o€eidbwon / Air and oxidation

Apegoo KAel{oo doxelwv okévNG/TeEAKWY Kayakiwv meplopilet dlaomopd B-AaKTAUNG Kol €KBEGN 0TO MEPLBAAAOV.
H ninyr} 6ev anattel adpavég aéplo - dev TeKUNPLWVETAL 0EEOWTLIKO pLlo KaTAoTAONG.

Prompt closure of powder/capsule containers limits beta-lactam dispersion and environmental exposure. No inert
gas or oxidative-exposure limit is specified.

References: [1]

Nepo kat SuaAvtoTtnTa / Water and solubility

Agv pooTiBeTaL vEPS KaTd TNV Mapackevr. H 18LéTNTA «OlaomelpdeEVO» TOL apXLKoL SLakiov Sev onuaivel 6TL
npénel va y{vel dtdAvan mpwv tnv Kayaklonoinon. Ta 06aTA EVLEATWONG TNG TPLEVLEPNG HOoPPHG BEV LCOSLYVAUODY
ME HeETPNMEVO aw TEALKAG OKOVNG.

No water is added in manufacture. A dispersible source tablet is not dissolved before encapsulation. Trihydrate
waters do not establish the finished powder’s aw.

References: [1]

Yypaoia / Humidity

MNeploplote ékBeon o€ vypaoia kKat aprioTe Tov eEOMALOUS MAAPWG OTEYVO HeTA KaBaplopud. MapakoAovBrioTe TNV
vypaoia mov ennpedlel por) okOVNG Kal KEALPOG. To TeXVLKO SeATio ANSM bev BETeL OLYKEKPLUEVO apLBUNTIKO RH
} 6pLo aw yla avTtd Ta KaydkLa.

Limit moisture exposure and ensure equipment is fully dry after cleaning. Monitor humidity relevant to powder
flow and shell performance. The technical monograph supplies no numeric RH or aw limit for these capsules.

References: [1]

Osppokpacia / Temperature

Mapaokevr xwplc Oepuikr Katepyaoia « QOAAEN 15-25 °C. H mpotevdpevn SLdpkela apopd aLTEG TIG CUVONRKEG,
OxL WOEN, KaTdWuEn f Bepud neplBaAiov.

Manufacture without thermal processing; store 15-25 °C. Proposed dating applies to those conditions, not
refrigeration, freezing or elevated temperatures.

References: [1]

pH kaiL cupBatoéoTnTa / pH and compatibility

Aev op{CeTat TeAkd pH yla Enpd kaywdkla. Tuxév pH SoKMAOTIKOD HLAADLATOC TIPEMEL VO CUVOEETAL LE
OLYKEKPLHEVN AVOALTIKH HEBODO Kal Hev xpnotpotmole(tal wg avtdvoun anddelEn otabepdTnTad.

No finished pH is defined for dry capsules. Any test-solution pH must belong to a specified analytical method and
is not standalone stability evidence.
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References: [1]

AAAec aAAnAenibpaoclg / Other interactions

Mnv avapLyvOeTE SLoQOPETIKEG HdpKeG/mapTideG pe dlagopeTikd ékBoxa oTo (Blo opoloyevég pelypa. H emAoyn
YAUKOVTIKWY/apWHAETWY Tou Slokiov emnpedlel TNV KATAAANASTNTA Yia BPEéen A HETOROALKA vooriHaTa - HEV
agatpodvTal e AstoTpiBnan.

Do not mix brands/lots with different excipients in one powder blend. Tablet sweeteners/flavours affect suitability
in infants or metabolic disease and are not removed by crushing.

References: [1], [3]

El8ika otolxeia cvotaTtikwy / Ingredient-specific information

EAEYETe TN SnAwpévn Bdon tox0og: 1 g auoEkIAAVNG avd Slokio, 6xt 1 g ouvoAlkAG HAZag. H Tptévudpn Lopon
€xel CAS 61336-70-7. lNa napddetyua, To Sandoz 1 g neptéxel 4,8 mg aonoptdung/diokio - avtd avtioTolyel
LTTOAOYLOTIKA o€ 0,6 mg/kawdkio 125 mg A 1,2 mg/kaydkio 250 mg, pévo yia autr Tn cOvOEDN KoL OLOLOYEVH
katavour. Kataypdyte kot Ta véAotna £€Kdoxa TNG MPAYUATIKAG HEPKOAG.

Check strength basis: 1 g amoxicillin per tablet, not 1 g total tablet mass. Trihydrate CAS 61336-70-7. As an
example, Sandoz 1 g contains 4.8 mg aspartame/tablet: calculated 0.6 mg per 125 mg capsule or 1.2 mg per 250
mg capsule, only for that formulation and homogeneous distribution. Record all other actual-brand excipients.

References: [1], [3]

NMpootacia epyalopévwy / Staff protection

Anoovokevaala/AelotpiBnaon vnd xNukd anaywyd 1 Looddvaun cuykpdtnon. H Ny avaeépel H334 avanvevoTikn
Kat H317 depuatikn evatobntomnoinon: FFP2 katl yavtia avd ektignon Kwdovov, modid, KAALUUa KEQAARC Kal
vnodApaToC. Anatteltal KATAAANAOC ATIOKAELOTIKOG EEOTMALOUOC I EMIKLUPWHEVOC KaBapLopdg mapaywynig Kot
KOUTAVLEG.

Unpack/crush under a chemical hood or equivalent containment. Source identifies H334 respiratory and H317 skin
sensitisation: use risk-selected FFP2/gloves, coat, hair/shoe protection. Dedicated equipment or validated
campaign segregation/cleaning is required.

References: [1]

ExTtipnon kivdovov / Risk assessment

MpotepaldTNTEG: evagbnTomnoinon/dltactavpolpevn eMUOALYON B-AAKTEUNG, OQAALA TTOOOTNTAG OKEVNG EVaVTL
8paoTiko Kot avopoloyevrig MARpwaon. EAEyETe 1oTopikd coBapnG aAAepylag o MEVIKIAAIVN/B-AQKTAEG Kal
KaTaAANASTNTA eK6OYXWV. H veppLkr ActTtovpyla emnpeddetl Tn ddon. H moptida 6ev anodeopedeTatl HOvo eneldn
CLUMANPWONKOVY OTITIKE T KaydKLa.

Priorities: beta-lactam sensitisation/cross-contamination, confusing powder mass with active mass and
nonuniform filling. Review severe penicillin/beta-lactam allergy and excipient suitability. Renal function affects
dose. Visually full capsules alone are insufficient for release.

References: [11], [3]

ZuvOnkec mapaokevns / Compounding conditions

EmAéEte pla meplekTikéTNTA S = 125 4 250 Mg Kot ouvoAlkd aptBpud N padi pe delypata eAéyyxov. OVOUAOTIKA
avaykn = NxS/1000 toodOvapa Sokiwv 1 g. MNa nAfpn dtokio mpoTipwvTatl moAAanAdoLla 8 Kayaki{wy Twv 125 mg
1} 4 Twv 250 mg. H pdla okévng/Kaywdkio mpokOMTeL and tn Yéon pdla touv ouykekpLévou dlokiouxS/1000 ue
EMKLPWUEVN opoyevomnoinan Kat EAeyX0 anmWAELWY « éxt 125 1§ 250 mg ouVOALKAG okdvNG.

Choose one strength S = 125 or 250 mg and total N including test units. Nominal requirement=NxS5/1000
one-gram-tablet equivalents. Whole-tablet batches favour multiples of 8 capsules at 125 mg or 4 at 250 mg.
Capsule powder mass derives from actual mean tablet massxS/1000 with validated homogeneity/loss control, not
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125 or 250 mg total powder.

References: [1]

Texkpnpiwon BUD / BUD rationale

H nnyr npoteivel 1 priva atoug 15-25 °C kat pntd Intd empBeBaiwon pe peAétn otabepdTnTacg. Acv evtonioTnKe
EMOANOELUEVN LEAETN TIOL VO KAADTITEL TN OLYKEKPLPEVN eTAEYPEVN Hdpka Blok{ov, KEALPOC KoL TIEPLEKTN.
ZUVETWG OL 28 NUEPEG/L nuEPOAOYLOKAOG HAVAG KaTaypd@ovTal LOVoV WG TPOCWPLVE avwTATO 6PLo avaopopds, oL
WC OLUMANPWHEVO eTiLXELPNOlaKS BUD. Anatte({tal eykekpluévn Tekunplwaon mpv oploTiky anédoon. Agv
HeETa@EPETAL EMEKTAON amnd Tn povoypagia KaBapAg mPWTNG UANG 00Te N AREN ToL apxLkoL blister. Ot 28 nuépeg
e{val anokAeLOTIKE cuVTNPNTLKE EKBOTLKY HETATPOMH EVOC NUEPOAOYLOKOD prva: 6Ev anmoTteAoOv 0AOKANPWHEVO
Tomkd BUD.

Source proposes 1 month at 15-25 °C and expressly requires stability-study confirmation. No verified study
matching the selected tablet brand, capsule shell and container was retrieved. Therefore 28 days/1 calendar
month is a provisional reference ceiling only, not a completed operational BUD. Approved evidence is required
before final assignment. Neither bulk-API extensions nor source-blister expiry transfers. The 28-day value is only
the conservative editorial conversion of one calendar month; it is not a completed local BUD.

References: [11], [2]

MpoanaiTobpeva / Prerequisites

Anatte{tal 1o akpLBEG eykeKPLEVO Tpoidy Slaomelpdpevon dlokiov 1 g, To Loxvov SmPC Kol Ta KEADQN peyEBWY 4
1. Aev e€apTtdTal and CGR-FR-029: ekel ypnoiuomnote(tal mpwtn VAN Kat SLa@opeTIK o0OTAON EKBOXWVY.

Requires the exact authorised 1 g dispersible-tablet product, current SmPC and size 4 or 1 shells. Not a
dependency on CGR-FR-029, which uses bulk APl and different excipients.

References: [1], [3]

E€omAlopog / Equipment

Anaywydc/toodOvaun ouykpdtnon, anokAeloTIKS youdi/yovdoxépt kat Soxela, katdAANAog Tuydc, KayaKLomolnNTAG
MEYEBWVY 4/1, péoa KOBAPLOUOD UE EMKUPWHEVN amoTEAETUaTIKOTATA. AnatTte{tal mpdoBaacn o€ KATAAANAN HPLC
yla TLAOTIKG Tieplexdpevo/otabepdTnTa Kat péoa eAEyyxou 20 povadwv.

Hood/equivalent containment, dedicated mortar/pestle/vessels, suitable balance, size 4/1 capsule filler and
validated cleaning materials. Access to suitable HPLC is needed for pilot content/stability work and equipment for
20-unit mass testing.

References: [1]

M£0060¢ mapaokevng / Compounding method

1. Eykplvete mpoidv, naptida, meplekTKOTNTA, apLOUS Kal UTIOAOYLONS MANPWONG - EAEYETE KaBapd/aTeEYvd
eEonmALlopd. 2. AtoovokevdaoTe uTd anaywyr, AcLOTPLRAOTE Kal opoyevonoltoTe o€ Aemtr okévn. 3. Kataypdyte
anédoan Kat aMWAELEG - EMPBERBALWOTE KATAAANASTNTA OYKOL MAAPWONG YLa TNV TMPAYUATIKA HdpKa. 4. MANPWoTE
ouoldpopPa TO CWOTA KEADPN UE eEopdAvvan, xwplc avBaipeTo MPOoOETO apalWTIKG. 5. KAsloTe, kaBaplote
€EWTEPLKA, HETPOTE KAl EAEYETE OpOLOHOPQlO/MEPLEXOUEVO. 6. ZUOKEVAOTE Kal eEMONUAvETE. OAOKARpWON TO
TOAD O€ 2 oLVEXOUEVEC NUEPEG, KATA TipoTi{unon amné (6lo mapaoKeLAOTH.

1. Approve product, lot, strength, count and filling calculation; confirm clean dry equipment. 2. Unpack under
extraction, triturate and homogenise to fine powder. 3. Record yield/losses and confirm filling capacity for the
actual brand. 4. Fill correct shells evenly by levelling without unplanned diluent. 5. Close, externally clean, count
and test uniformity/content. 6. Package and label. Complete within 2 consecutive days, preferably using the same
preparer.

References: [1]
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Napatnpioelg / Observations

Agv e@apudletal Eavd o ovvteAeoTHC 1,148 0TNY ETIKETOMOLNUEVN TIEPLEKTIKOTNTA TOL SLoK{oL: N EUMOPLKA LoX0G
6N ekppdletal WG apo&LkiAAivn. H dlaipeon diokiov o€ 1/8 ) 1/4 v avTIKaBLOTA EMKLPWHEVN
Kovlomnoinan/opoyevonoinaon - n xapayr unopel va punv 6ivel (oeg 6doeLg.

Do not reapply the 1.148 trihydrate factor to labelled tablet strength: marketed strength already expresses
amoxicillin equivalent. Dividing a tablet into eighths/quarters does not replace validated powder homogenisation;
its score may not ensure equal doses.

References: [1], [3]

MNeplékTnNG KaL ovokevaoia / Container and packaging

H ninyrA npoteivel papuakevTikd doxelo PETG 75 mL pe oppdylon ao@aAei{ag fj TEKUNPLWHEVA KATAAANAO
Looduvapo. EmAoyn avd npayuatiké nAfBog/éyko kat nmpootacia vypaoiag - evaAlakTiké blister f mpdabeto
aQLYPAVTLKS XpeldleTal 6IkA Tov agloAdynan.

Source proposes pharmaceutical 75 mL PETG container with tamper-evident closure or a qualified equivalent.
Select for actual count/volume and moisture protection; a different blister or added desiccant needs separate
assessment.

References: [1]

MoloTikO¢ éAeyxoc / Quality control

2e 20 koydkia aEloAoye(tat n kabapr pala neplexopévou: Katd to deAtio, cuvridn dpla+10% étav péon pala <
300 mg (%£7,5% étav = 300 mg, Pe PéXPL 2 Hovadeg €Ew amd auTd Kot kKapla éEw and Tto dumAdolo 0pPoC -
epapudleTal n Loxbovoa VOULUX TIPOCRACLUN PapHaKoTolaKkr HEB0BOG. MAOTIKA: TPoabloplopds oe 10 povdadeg
kot datripnon delypatog 1 kawakiov/kaumndvia. To napdptnua 6ivel LC: C 18, 150 x 4,6 mm, 2,6 um,
vepd/akeTovtTpiAto 90:10, 1 mL/min, 25 °C, avixvevon 273 nm, €yxvon 10 pL. Anotteltal Tomkn
KaTaAANASTNTO/610pBWOELC LoXDOC MPOTOMOL + HeV MPOKELTAL Yo AMOTEAETHATA EAEYXOUL TNG Mapoloag epyaciag.

Assess net content mass on 20 capsules. Source limits are £10% when mean mass < 300 mg or £7.5% when =
300 mg, with at most 2 outside these limits and none outside twice the range; apply the current lawfully
accessible compendial method. Pilot: assay 10 units and retain 1 capsule-equivalent per campaign. Annex LC uses
C 18, 150 x 4.6 mm, 2.6 um; water/acetonitrile 90:10; 1 mL/min; 25 °C; 273 nm; 10 pL injection. Local
suitability/reference-standard potency correction remains necessary; these are methods, not results from this
project.

References: [1]

®0Aagn / Storage

15-25 °C o€ KAELOTO, KATAAANAO MEPLEKTN. AV €xEL TEKUNPLWOE( oploTikr Bldpkela yia KABe gumnopikd Slokio petd
Bpavon/avacvokevaaoia. H nuepounvia andppync cUUMANPWVETAL UdVO HETA eyKeKpLévn anddoon BUD.

Store 15-25 °C in a suitable closed container. A final period for every commercial tablet after crushing/repacking
is not established. Enter discard date only after approved BUD assignment.

References: [1]

Awa0eon / Dispensing

AvaypdyTte emAeyuévn o0, TAAB0C Kal akpLBr cuvtayoypaenuévn ddon/oldpkela. EAEYETE €dv 0 aaBevri¢ unopel
va Katamel Kaydkio - dvorypo/dlaomopd anattel ouykekpLpévn ypamtr odnyla duegong xopriynong, Oxt mapaoKkevr
LYPOUL ATOBEUATOC. AWOTE EVNUEPWON YL AAAEPYLKA CUUTITWHOATA KoL 0WoTH AQYN avTiRLOTIKOD.

State selected strength, count and exact prescribed dose/duration. Assess capsule swallowing; opening/dispersal
requires specific written immediate-administration instructions, not a stored liquid stock. Counsel about allergy
symptoms and correct antibiotic use.
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References: [1], [3]

Enmionpavon / Labelling

EPEYNHTIKO ZXEAIO - OXI A AIAOEZH mpw amnd tekunplwon kat eykekpipévn andédoon BUD. AMOZIKIAAINH [125
r} 250] mg/kaydkio -+ AMNO TOY ZTOMATOZ. Mapaokevdotnke and [npoidv diokiov/maptidal. Ekdoya dlaitepng
onuooiag: [ouykekpipéval. MARBoG_ /0dnyleg_ . dOAAEN 15-25 °C, KAELOTS, pakpld amnd motdid.

Naptida_ /Mapaokevr_ /Xpron éwg [petd eykekpluévo BUD] .

RESEARCH OUTLINE - NOT FOR DISPENSING before supporting evidence and approved BUD assignment.
AMOXICILLIN [125 or 250] mg/capsule - ORAL USE. Made from [tablet product/lot]. Excipients of concern: [actual
ones]. Count__/Directions__. Store 15-25 °C, closed, away from children. Batch__/Prepared__/Use by [after
approved BUD]__.

References: [1]

v9_controls / v9_controls

To apBunTikd épLo oto apyeio eivat pévo épLo BLBALOYPAPIKAG ava@opds uttd TLG £LOLKEG TIPoDTOBETELG. Agv €XEL
optotel BUD nmpaypaTikig mopTtidac kat 6ev éxouv napaydel petprioelc aw. H akplBrig obvbeaon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN Kol Ta aTolxela eAéyyou TPETEL val EYKPLOODY YL TH OUYKEKPLUEVN
epapuoyr. H évap&n touv vmoAoylopol BUD eival n évapEn tng napaokevic. Epapudletal To GUVTOUOTEPO
TEKUNPLWHPEVO OpLo, HE XWPLOTO EAEYXO BLapKELOG HETA TO dvolyua. Ta dplta USP g{val texvikd mAaiolo kot dev
napovoldfovtal WG eAANVIKA vopobeaoia.

The numeric value is a literature reference ceiling subject to its specific conditions. No actual batch BUD has been
assigned and no aw measurements have been produced. The exact formula, prerequisites, container, storage and
quality evidence require approval for the actual application. The BUD clock starts when compounding begins. Use
the shortest applicable supported limit and assess in-use dating separately. USP categories are a technical
framework and are not presented as Greek legislation.

Mnyéc koL mapanopunég / Sources and references

[1] ANSM - Amoxicilline 125 mg et 250 mg, gélules réalisées a partir d’Amoxicilline 1 g, comprimés dispersibles

December 2022, version 1 | pp 1-7 formulation, process, safety, QC/BUD;pp 8-9 assay annex | Exact source method and explicitly provisional
1 month shelf life; independent factual adaptation, not an official translation. | 2026-10-14

https://ansm.sante.fr/uploads/2022/12/23/monographie-amoxicilline-mp-specialites-ge-lules-pour-diffusion.pdf
[2] ANSM - Amoxicilline: recommendations and 7 April 2025 abrogation update

Updated 7 April 2025; checked 13 October 2026 | Opening update paragraph | Temporary automatic substitution recommendation
withdrawn; technical monograph publication is not general current substitution permission. | 2026-10-13

https://ansm.sante.fr/actualites/amoxicilline-des-recommandations-pour-contribuer-a-garantir-la-couverture-des-besoins-des-patients
[3] French public medicines database - AMOXICILLINE SANDOZ 1 g dispersible tablet SmPC

SmPC 21 August 2026; database 29 September 2026 | §§2,4.3-4.5,6.1 | Example of current source-product strength, excipients and clinical
precautions. Other brands require their own SmPC; marketed-tablet shelf life does not transfer. | 2026-10-13

https://base-donnees-publique.medicaments.gouv.fr/medicament/64672103/extrait
[4] ANSM - Bonnes pratiques de préparation

Current index retrieved 13 October 2026 | CurrentBPP and amoxicillin preparation links | French professional preparation framework and
source location; not a statement of Greek compounding law. | 2026-10-13

https://ansm.sante.fr/documents/reference/bonnes-pratiques-de-preparation
[5] USP - General Chapter <795> Frequently Asked Questions

November 1, 2023 FAQ; rechecked 14 October 2026 | Questions 52, 54-56, 61, 64-66 | General category/extension rules only; not
exact-product stability evidence. | 2026-10-14

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