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ANoL@R KOAAOELOOUG apylpoL Yyia deppaTik XPARON

Colloidal silver ointment

BLBAloypagiki avagopd - Anatte{tal Tomkr vioBétnon / Reference document - Local adoption required

MpoéAsvon kKat mpdéoRaocn otnv mnyn / Provenance and source access

H npoéAevon, n €k6oon Kol Ta dpLa TWY MAPEXOUEVWY QAMOCTIACUATWY/BLRALOYPAPLKWY avapopwyv dlatnpoldvTal.
To ke{pevo glval n mapexduevn Kat avabewpnuévn eyypaen Sikalias, éxL véa mARpNG avadnuoaievon tou
npwTtoTiNoL TG NMNYNG. MNpdoPfacn oto MAAPEG MPWTOTLTO Y{vETAL OTOV EMONUO EKOATN, PE TNV AMALTOOUEVN
4abeta fj ouvdpopr. Agv SNAWVETAL OTL EKKPEUEC alTnua emavdypnong €xeL eyKpLOel.

Source provenance, edition and limits of supplied extracts/references are retained. This is the supplied and
revised Sikalias record, not a newly supplied complete publisher-original text. Consult the official publisher for full
originals under the required licence or subscription. No pending reuse request is represented as approved.

Z0vOeon avagopdc / Reference formula

Bdon / Basis: 100 g

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

KoAA0€WB¢ dpyvpog yia eEwTEPLKN dEPUATIKA Xpron 1509
Colloidal silver for external cutaneous use

KekaBapuévo 08w 1509
Purified water

Ainog eplov (AavoAivn) 35.09
Wool fat
Aevkn poAakn mapaeivn (Aevkr BageAivn) 35.0¢9

White soft paraffin

Meplypa@n okevaopatog / Preparation description

Huwotepen yvaAiotepr aiolpri mOAD okoDpPoL KaoTavol XpwHaToC. Meptéxel 15 g vepod avd 100 g, mapd tnv
TaEvoéunon wg vopdeoBn alolpr- Hev mepLypdpeTal WG dvudpn Bdon.

Glossy very dark-brown semisolid ointment. It contains 15 g water per 100 g despite classification as a
hydrophobic ointment; it is not an anhydrous base.

References: [1]

Apdaon kaL xpRon / Action and use

H yaAALKA TNy Tnv ToEvouel WG dEPUATOAOYLKS avTIoNTTIKO/AMOAVHAVTLKS PE dpyvpo, ATC D 08 AL. Agv
TEKUNPLWVEL CUYKEKPLUEVN BLdpkela Bepamnelag, xprion og peydAa eykadpata fj cOyXpovn GUYKPLTLKA
QMOTEAEOUATIKOTNTA. H ouvTayr dev emtpénet and Tov oTOUATOG, 0QBAAULKA A evéaiun xprion.

The French source classifies it as a silver-containing dermatological antiseptic/disinfectant, ATC D 08 AL. It does

not establish a treatment duration, extensive-burn use or contemporary comparative effectiveness. Oral,
ophthalmic and injectable uses are outside this formula.

References: [1]
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Mpobiaypagéc / Specifications

Mpwtn OAN KOAAOELBOUG apyVpou yia eEwTePLkr xprion 15,0% m/m. H ninyr op(CelL eAdyLoTNn MEPLEKTIKOTNTA
10,0% m/m eKQPATUEVN WS KOAAOELOAC dpYyLPOC Kal TMoPEXEL APYVPOUETPLKS LTIOAOYLOUS. Agv EELOWVETAL
avBaipeTa n mpooTBéuevn MpwTn VAN HE 15% oToxelakd i vavoowpaTidlakd dpyvpo. Opoloyévela Xwplc opaTég
VLEA&deg/Aaumnepd eAdopaTa.

External-use colloidal-silver raw material is charged at 15.0% w/w. The source sets a minimum 10.0% w/w content
expressed as colloidal silver and provides an argentometric calculation. The raw-material charge is not
automatically 15% elemental or nanoparticulate silver. Homogeneity requires absence of visible flakes/shiny
lamellae.

References: [1]

®wg / Light

H €61k povoypagia oplCel yudAwvo mepléktn aAAd dev Slvel l6LIKA HEAETN QWTOOTABEPSTNTAC f UTIOXPEWTLKN
pwTomnpootaoia. H emAoyr MPooTaTeLTIKOD YUOALOU Kal 0 €AEYXOC XPWHUATOC amoTeAODV GUVTNPENTIKE TOTKA
HETPA, XWpPIC aplBunTIikd xpovo pwTooTabePdTNTAC.

The specific monograph requires glass but provides no photostability study or explicit mandatory light protection.
Protective glass and colour monitoring are conservative local choices, not a measured photostability period.

References: [1], [2]

Aépac kKat o€eidbwon / Air and oxidation

MNeploplote TOV XPOVO AVOLKTAG AVEULENG Kol KAE{OTE TOV MEPLEKTN HETA amd KABs Afjyn woTte va meplop{Covtal
eMUOALYON Kal ATWAELX VEPODL. Agv oplleTal adpavric atudopalpa | avTloEeldwTIKS. H opaTr opoloyévela Hev
amodelkVOEL XNULKH oTtaBepdTnTa ApydpoUL.

Limit open mixing and close after each withdrawal to reduce contamination and water loss. No inert atmosphere
or antioxidant is specified. Visible homogeneity is not evidence of chemical silver stability.

References: [11], [2]

Nepo kat SuaAvtoTtnTa / Water and solubility

To kekaBapuévo vepd 15,0 g xpnotuomoleltal mpwTta yia dtaBpoyri/dlacmnopd Tov KOAAOELBOUG apylpov. Agv
nopoAeineTal kat 6ev avtikabiotatal and euoloAoyLkd opd. Mpdabetn apaiwaon f aAAayr LEATIKAG P&ong
Xpeldletal véa aELoAdynan KoAAOELS0UC ouaTraTOC, HikpoBloAoyiac kat BUD.

The 15.0 g purified water first wets/disperses the colloidal silver. Do not omit it or substitute saline. Additional
dilution or a changed aqueous phase requires reassessment of the colloidal system, microbiology and BUD.

References: [11], [2]

Yypaoia / Humidity

Agv dlveTal 6plo oxetikig vypaaiog A aw. H mapovaia Atnaprc ouvexol¢ edong 6ev anodelkviel aw<0,60.
AlaTnPAOTE KAELOTA MPWTEC VAEC KoL TEALKS Poldv- anoTpéyTe elapor] vepol amd vypd epyaAeia i cuunOKvwWan.

No relative-humidity or aw limit is given. A fatty continuous phase does not prove aw<0.60. Keep
materials/product closed and prevent water ingress from wet tools or condensation.

References: [11], [3]

Oeppokpacia / Temperature

Katd tnv napackevr dev unepPBaivovtat 30 °C. Autd agopd tn diepyaoia Kot dEV HETATPEMETAL OE TEKUNPLWHEVO
6plo Beppokpacioc anobrikevong. Evoexduevn Yogn amnattel EAeyxo oKANPATNTOG, SlaXWPLoUoD, KPUGTAAAWGCNG
Kol opoloyévelag HeTd emavagopd os Bepuokpacia xprong.
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Do not exceed 30 °C during preparation. This process limit is not a proven storage-temperature limit.
Refrigeration needs evaluation of consistency, separation, crystallisation and uniformity after return to use
temperature.

References: [11], [2]

pH kait cupBatéTnTa / pH and compatibility

Agv op(Cetatl pH A puBuLoTIKS cOoTNUA. MéTpnon oe SldonapTtn LOATIKA PAoN XPELATETAL KATAAANAN ELOLKA
HéB0BO- Bev avapépeTal £6W €LKOVIKO pH TnNG aAowprc. Aev pooTiBetal o€V A Bdon.

No pH or buffer is specified. Measuring a dispersed aqueous phase requires an appropriate specific method; no
fictitious ointment pH is assigned. Do not add acid or base.

References: [11], [2]

AAAec aAAnAenibpaoclg / Other interactions

Xpnotyonote(tatl akpLBWG N @apuakonolakh mpwTn VAN KOAAOELS00G apylpouL yia deppaTik xprion. Eunopikd
LYPA «KOAAOELBOUC apyVpOoL», VOVOAPYLPOC, GAaTa aPYVPOU KoL MPWTEIVIKA OKEVAOUATA SLAPOPETIKAG
npodlaypa@rc 6ev Bewpolvtal Loodbvapa. H cuuBatdtnTa agopd oAdkAnpn Tn oOVBean Kal Tov MEPLEKTN.

Use the specified pharmacopoeial external-use colloidal-silver material. Consumer colloidal-silver liquids,
nanosilver, silver salts and protein preparations with different specifications are not assumed equivalent.
Compatibility concerns the complete formulation and container.

References: [1]

El81ka otolxeia ocvotaTtikwy / Ingredient-specific information

KoAAoeldng dpyvpog BepuaTikic xprong 15 g, kekaBapuévo vepd 15 g, Alnog gplov 35 g, Acvkn BaleAivn 35 g. H
AavoAivn elvat £€kdoxo pe duvatdTnTa TOoTKAG avTidpaong/depuatitidas €€ enaeng. EAEyETe TavTédTNTA KOL
TLOTOMOLNTLKG TNG €WBLKAG MPWTNG OANG apyVPOL TPV amd MOCOTLKG LTIOAOYLOWGS.

External-use colloidal silver 15 g, purified water 15 g, wool fat 35 g and white soft paraffin 35 g. Lanolin can cause
local skin reactions/contact dermatitis. Verify the exact silver raw material identity and certificate before
quantitative interpretation.

References: [1], [4]

NMpootacia epyalopévwy / Staff protection

Epyaotnplakr evbupaoia, nmpootaoia oOaApwy Kat yévtia Katd tn J0ywon/avduEn. Neplopiote dlaomnopd tng
OLYKEKPLEVNC TPWTNG DANG apyVlpoL Kal ema@r] HE epyaAcia/emedvelec. MNa TNV avaAuTik Téwn PE viTplkd oE0
anatteltal xywplotr dladikaoia anaywyod Kot HETPA EVavTL OELVWY ATHWV.

Use laboratory clothing, eye protection and gloves for weighing/mixing. Contain the actual silver raw material and
prevent transfer to tools/surfaces. Nitric-acid analytical digestion requires a separate fume-hood procedure and
protection against acid fumes.

References: [11], [2]

EKTipnon kKivdéovovu / Risk assessment

Kplowa onuela eivat AdBog tOMog kKoAAoeldoUg apyvpov, vépPBaon 30 °C, avenapkAg apxikh dlaBpoxn, KN
OMOLOHOPON KATAVOUH Kol pikpoBLakh empudAvvan katd xprion. H AavoAivn anaitel éAeyxo yvwoTthg aAiepylog. H
nopovaia apydpov dev Looduvapel pe dokirl cuvTAPNONG. ZUAAEETE XWPLOTE LMOAE{UPATA aPYVPOL KAl UNY Ta
anopp(nMTeTe AVEEEAEYKTA OTO QAMOYETEVTLKO.

Critical points are the wrong colloidal-silver grade, exceeding 30 °C, inadequate initial wetting, nonuniform
dispersion and contamination during use. Screen for known lanolin allergy. Silver presence is not a
preservative-efficacy test. Collect silver residues separately and prevent uncontrolled drain disposal.
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References: [11], [2], [4], [5]

ZuvOnkec mapaokevns / Compounding conditions

H apxkri o0vBeon aBpoiCel 100 g. Na M g teAkig naptidag, moodtnteg 0,15 M g apyvpov,0,15 M g vepoo,0,35 M
g AavoAilvng kat 0,35 M g BaZeAivng. EAEyETe aveEdpTnTa TNV avaywyn Kat Kataypdyte npayuatiky anédoaon:
dev SlopBwveTal aMWAELD HOVO HE vePS.

The charge totals 100 g. ForM g batch use 0.15 M g silver material,0.15 M g water,0.35 M g wool fat and 0.35 M g
petrolatum. Independently verify scaling and record actual yield; do not replace losses with water alone.

References: [1], [2]

Texkpnpiwon BUD / BUD rationale

Aev diveTal xpévog xpriong otnv bk povoypaeia kot dev evtoniotnke HEAETN TOL (BLlov LALKOL apylpov,
LOATIKAG/AMAPG BAONG Kot YUAALVOL TTEPLEKTN. Me 15% TPOOTIOEUEVO VEPD KL XWPIG TEKUNPLWHEVN CLVTAPNON
bev epappdletal dvudpn katnyopla. To yeviké 14 AUEPO yla Un cuvtnenuévn vdaTiK popen amnattel 2-8 °C Kal
emBeBALWHEVN QLUOLKA KATAAANAGTNTA ALTAG TNG aAOLEAG: dev emTpénetal 14 juepo o€ Beppokpaaoia dwuatiov.
Eneldr n ovpBatdTnTA YOENG BEV TEKUNPLWVETAL OTLC TINYEG, Bev amnodidetal emyeltpnatakd aptOuntiké BUD.
Anatte(tal ouykekplpévn tekunpiwaon npw and anobrikevon/dldbean pe nuepounvia.

The monograph supplies no use period, and no study of the same silver grade, aqueous/fatty base and glass
container was identified. With 15% added water and unproven preservation, an anhydrous category is
inappropriate. The 14-day unpreserved-aqueous default requires 2-8 °C and demonstrated physical suitability of
this ointment; it is not 14 days at room temperature. Because refrigeration compatibility is unestablished in the
sources, no operational numerical BUD is assigned. Specific evidence is required before dated storage/supply.

References: [11], [3]

MpoanaiTobpeva / Prerequisites

Agv anatteltat &AAN Bdon pe Kwdkd pnTtpwov. H Asukr BageAivn, AavoAivn kot KOAAOELWOAG ApyvPOG MPEMEL va
MANPOLY TLG Podlaypagéc NG MNYAG. Aev avTikabiotaTtal n AavoAivn and vdpo@LAkr} Bdon 1§ n BaleAivn and
€AaLo.

No separately registered base is required. White soft paraffin, wool fat and colloidal silver must meet the source
specifications. Do not substitute a hydrophilic base for wool fat or an oil for petrolatum.

References: [1]

EEomAlonog / Equipment

Zuyo¢, YUAAva oKeDN, KATAAANAOC UMEPOG/ONATOVAQ, AL eEAeyXOUEVN BEpUavan Kot BEpUOUETPO. ADO YUAALVEG
TMIAGKEG YL odoloyévela. MNa mepltekTikdTNTA amnatte{tol ao@aAnig 6&wn néyn kat TitAodétnon, éxtL HOVO OMTLKAG
€AeyxoG.

Balance, glass vessels, suitable pestle/spatula, gentle controlled heating and thermometer. Two glass slides for
homogeneity. Assay requires safely performed acid digestion and titration, not appearance alone.

References: [11], [2]

M£0060¢ mapaokevng / Compounding method

1. Ze yudAwo okebog TomoBeTriote 15 g veEPOL Kal MPooBECTE TUNUATIKA 15 g KoOAAoELWBOUG apylpov, Xwplg
apxkr AetotpiBnon.

2. AprioTe 5-10 Aemtd yla dLaBpoxn.

3. MpoBeppdvete Aria 35 g AavoAivng kat 35 g Asvkrig BaleAivng, xwplc vnépBaaon 30 °C.

4. EvowpoaTtwoTe otn dlaonopd apyldpou Kat AeloTPLBAOTE €WC odoloyévela, dlatnpwvtac=< 30 °C.

5. AprjioTe va yuxBel, EAEYETE KOl HETAPEPETE OTOV EMAEYHEVO YOAALVO TIEPLEKTN.
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1. Place 15 g water in glass equipment and add 15 g colloidal silver in portions without initial trituration.
2. Allow 5-10 minutes for wetting.

3. Gently prewarm 35 g wool fat and 35 g white soft paraffin without exceeding 30 °C.

4. Incorporate into the silver dispersion and triturate until homogeneous, maintaining= 30 °C.

5. Cool, test and transfer to the selected glass container.

References: [1]

Napatnpnoelg / Observations

H apxikr avapovr 5-10 Aentwv Kat n Amia Beppokpacia anoteAodv ovolwdn otolyela TNG MaPaokeLriG. Agv
neptAapBdvetal anoote{pwon. H mMepLeKTIKOTNTA EKPPATETAL COUQPWVA PE TO ELOIKO QapuaKomolakd LALKS: dev
METATPEMETAL O€ LOOBUVAUO VITPLKOL apylpou.

The 5-10 minute initial wetting period and gentle temperature are essential process elements. No sterilisation
step is included. Express content according to the specific pharmacopoeial material, not as silver-nitrate
equivalence.

References: [1]

MeplékTnG KaL ovokevaoia / Container and packaging

EmAéyeTal YOAALVOG TTEPLEKTNG, OOPEWVa e To TUAUa Conservation Tng povoypagiag. Xpnaotluomnote{tat ocuuBatd
oTeyavd nWUa Kal Teonog Ayng mov neplopilel enaer] daktoAwv/vypaoia. H cupuBaTtdTNTA MWHPATOC KOl
enavoAapuBavipevnG XpPRonG KataypdeeTal XwpLloTd. H mapdypaeog Napaokevng npoTiud enlong BEPVIKWUEVO
METAAALKS OwANvdpLo, evw n Alatripnon ava@épel YOoAl. H ecwtepkr avth dlagopd KataypdeeTal €50
EMAELYETAL YUOAL, eV owAnvaplo anattel eykekplpévn Tekunpiwon ocuuBatéTNTAG.

Glass is selected in accordance with the monograph Conservation section. Use a compatible tight closure and a
withdrawal method limiting finger/moisture contact. Qualify closure compatibility and repeated-use handling
separately. The Preparation paragraph also prefers a lined metal tube, while Conservation states glass. This
internal difference is recorded; glass is the selected reference option, and tube use requires an approved
compatibility decision.

References: [11], [2]

MowoTikO6¢ éAeyxocg / Quality control

Epoedvion kot opotoyévela: nepinov 0,2 g petagd 600 YUAAWWY MAAKWY, XWPIG cwpatidia, vieddeg A Aaunepd
eAdopata. Tavtomnoinon apyvpou LeETA 6Evn Katepyaaoia. MoogoTikég éAeyyxoc o€ nepinov 0,500 g puetd méyn ue 3
mL vitplkod o€€og, mpoadrikn 100 mL vepol, Bpaoud/YoEn Kat 1 mL delktn Belkod aldripov/appwvion:
TITA0BSTNON PE BELOKLAVIKG appwvlo 0,1 M. KdBe 1 mL avtiotolyel 10,79 mg Ag. AkoAouvBrioTte tnv MARpn péodo
Katl tn Bdon ékppaong tng nmpodlaypaerig, 6xtL HOVO TOV CLUVTEAEDTH.

Appearance/homogeneity: spread about 0.2 g between glass slides; no particles, flakes or shiny lamellae. Identify
silver after acid treatment. Assay about 0.500 g after digestion with 3 mL nitric acid, adding 100 mL water,
boiling/cooling and 1 mL ferric ammonium sulfate indicator; titrate with 0.1 M ammonium thiocyanate. Each 1 mL
equals 10.79 mg Ag. Apply the complete method and specification basis, not the factor alone.

References: [11], [2]

®0Aagn / Storage

Ze YU&ALo mePLEKTN KaA& kAeLguévo. H ninyr dev dlvel apBuntikh Bepuokpacia f didpkela pOAAENG. H
anottoduevn Bepuokpacio cLvodeDEeL TO TEKUNPLWHEVO BUD: To dplo= 30 °C tng mopaokevric v napovotdletal
WG YEAETN amoBrikevong.

Store in well-closed glass. The source gives no numerical storage temperature or period. The required
temperature must accompany a justified BUD; the= 30 °C manufacturing limit is not presented as a storage
study.
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References: [11], [3]

AwaOeon / Dispensing

Mévo yla ouyKeKPLUEVN deppaTikh xprion HETE enayyeApaTiky agloAdynan. EAEyETe aAAepyla oTn AavoAivn Kat
evaloOnoia ota cuoTaTiKG. Agv opiovTtal edw auxvdTnTa, £ékTaon A dldpkela epappoyrg mov Aslmovv and tnv
nnyn. AwoTte 0dnylec kabaprc AYng xwplc vypd epyaieia.

Supply only for a specified cutaneous use following professional assessment. Check lanolin allergy and ingredient
hypersensitivity. Frequency, treatment area and duration absent from the source are not invented here. Instruct
clean withdrawal without wet tools.

References: [11], [4]

EmioApavon / Labelling

ANoLpr] KOAAOELHOUC apylpou - dEpUaTIKA Xprion

MNeptéxel 15% m/m tng Kaboplopévng mpwTng VANG KOAAOELSOUG apyVpou Kat 35% AavoAivn.
H AavoAivn pnopel va npokaAéasl Tomkr deppaTiky avtidpaon.

Mnv katanivete: XL ota pdtia. KAelvete peTd TN AQWn.

Naptida__ MNoodtnto__ Moapaokevr  Xpron éwg_

Eykekpipévn @OAaEN__ EEQTOMLKELUEVEG 0BNYleg

Colloidal silver ointment - cutaneous use

Contains 15% w/w of the specified colloidal-silver raw material and 35% lanolin.
Lanolin may cause a local skin reaction.

Do not swallow; avoid eyes. Close after withdrawal.

Lot Quantity_ Prepared___ Useby

Approved storage____ Patient-specific directions____

References: [1], [2], [4]

v9_controls / v9_controls

To apBunTiké 6plo oto apyeio elvat pévo 6pLo BLBALOYPAPLKAC avapopdc UTd TIC £LBLKEC TPoDTOBETELC. Agv €xEL
oplotel BUD mpayuaTikAc mopTidag Kat 6ev éxouv napaydel petprioelc aw. H akplBric obvBean, ta
TPOATMOLTOOHEVQ, 0 TIEPLEKTNG, N POAAEN KAl T oTolXela EAEYYOUL TIPETEL VO EYKPLOOUY YL TN OLUYKEKPLUEVN
epappoyn. H évap&n tou vrmoAoylopol BUD sival n évapEn tng napaokevic. EpapudleTal To CLVTOUOTEPO
TEKUNPLWHEVO OPLO, HE XWPLOTO EAeyYO BLdpKeLlaG HETA TO dvotypa. Ta épta USP eival texvikd mAaiolo kot dev
napovoldfovtal WG eAANVIKY vouobeaia.

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.

AVEEAPTNTN EMOTNUOVLKY 00VOEDN OTA EAANVLIKA KOl ayYALKG- bev amnoteAel enlonun petdopaon f €ykplon Tov ANSM.

Independent Greek/English scientific compilation; not an official ANSM translation or endorsement.

Mnyéc kaiL mapamnoumnég / Sources and references

[1] ANSM - Pommade a I'argent colloidal (2007) (15/02/2012)

2007 | p 1 Definition; p 1 Preparation; pp 1-2 Identification/Test/Assay; p 1 Preparation versus p 2 Conservation; p 2 Therapeutic class | Exact
master formula, preparation, specifications and stated storage | 2026-10-14

https://ansm.sante.fr/uploads/2020/10/23/pommade-a-lI-argent-colloidal.pdf
[2] PIC/S - Guide to Good Practices for the Preparation of Medicinal Products in Healthcare Establishments

PE 010-4, 2014 | Chapters 3-6; Annex 2 | Process records, facilities, contamination control and release; not a product stability study |
2026-10-13

https://picscheme.org/docview/3443
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[3] USP expert presentation - Nonsterile Compounding: Beyond-use dates

14 September 2023 | PDFpp 10-11, slides 19-22 | Public official expert explanation of USP 795 default categories; no exact-product
experimental evidence | 2026-10-13

https://nabp.pharmacy/wp-content/uploads/2023/09/USP-Compounding-Webinar-Handout-September-14-2023.pdf
[4] EMA/European Commission - Excipients in labelling and the package leaflet, annex

Revision 5,5 December 2025 | English worksheet: ethanol rows 38-43; wool fat row 114 | Excipient labelling; not efficacy or stability of this
compound | 2026-10-13

https://www.ema.europa.eu/en/documents/scientific-guideline/all-languages-annex-european-commission-guideline-excipients-labelling-pack
age-leaflet-medicinal-products-human-use-sante-2017-11668-revision-5_en.xIsx

[5] WHO/IPCS - Silver and silver compounds: environmental aspects

CICAD 44,2002 | Environmental exposure and risk characterization | Control of silver-containing waste; does not establish topical efficacy or
finished-mixture CLP class | 2026-10-13

https://www.inchem.org/documents/cicads/cicads/cicad44.htm
[6] 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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