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CGR-ES-101 | 10.0
ZAALKUALKO 00 5% m/m og BaleAivn pe LYPH Tapagivn
3%

Salicylic acid 5% w/w ointment with 3% liquid paraffin

BiBAloypagiki avagopd - Anatte{tal TomknA vioBétnon / Reference document - Local adoption required

MpoéAsvon kKaL mpoéoBaon otnv mnyn / Provenance and source access

H npoéAcvaon, n €k6oon Kol Ta 6pLa TWY MAPEXOUEVWY ATIOOTIATUETWY/BLRALOYPAPLKWY OvapOPWY dLatnpolvTaL.
To ke{pevo elvat n mapexduevn kot avabewpnuévn eyypaer Sikalias, 6xL véa mARpn¢ avadnuooievon Tou
npwToTONOoL TNG NMNYAC. MpdoBaacn oto NMARPEC MpwToTLTO YivETAL OTOV £MioNUO €KEATN, UE TNV AMALTOOUEVN
4bela fj ouvdpoun. Agv dBNAWVETAL OTL EKKPEUEG alTnUa emovdxpnong €XeL eyKpLOEeL.

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.

Z0v0eon avagopadg / Reference formula

Bdon / Basis: 100 g teAtkrig aAoterig / final ointment

ZvoTaTtiko / Ingredient Moooétnta / Quantity

TOALKUALKO OED 59
Salicylic acid

Yypr napagivn 39
Liquid paraffin

Aevkn poAakn mapaeivn / Agukr BadeAivn g.s.ad 100 g
White soft paraffin

Meplypa@n okevaopatog / Preparation description

Avubpn W TPoC MPOoTLBEUEVO DOWP aAolpr LE 5 g caAltkuALkoL o&€ocg Kat 3 g bypri¢ apaeivng avd 100 g. To
6paoTiké SlaonelpeTal AemToUEPWC oTn Auapr] Bdon- dev Bewpeltal €€ oAokArpov SltaAvpévo. Mnyn: Aevkn €wg
vrok{Tpvn opoloyevig aioler xwpig avixvedoLHovg KPLGTAAAOULG.

Ointment with no added water, containing 5 g salicylic acid and 3 g liquid paraffin per 100 g. The drug is finely
dispersed in the greasy base; it is not assumed fully dissolved. The source describes a uniform white to
yellowish-white ointment without detectable crystals.

References: [1]

Apaon kai xpon / Action and use

TomKA KEPATOAUTLKH TMAPAOKELH YL KATAAANAEC UTIEPKEPATWOLKEC/AMOAETLOTIKEG BAGBEC peTE HLdyvwon. H
LoxV¢ elval otaBepd 5% oto napdv deAtio- 6ev yeVIKEDOVTAL AAAEC CUYKEVTPWOELG TNG BLBALOYpapiag. Oxt
€papuoyn og dyvwotn HeAayxpwuatik BAGBN, poAvouévo/dlaBpwuévo épua, mpdowmno A BAevvoydvoug.
Topical keratolytic for appropriately diagnosed hyperkeratotic/scaling lesions. This sheet fixes strength at 5%;

other literature concentrations are not generalised. Do not apply to an undiagnosed pigmented lesion,
infected/eroded skin, face or mucosa.

References: [1]
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Mpobiaypagéc / Specifications

MeplekTIKOTNTA OVOUAOTIKA 50 mg/g. Mnyri: opoloyevric Asvkr/unoki{tplvn aiolpr xwpig aviyvedoLuoug
KPLOTAAAOLC. Agv HlvovTal aptBUNTIKS PEyeBOC owUaTdlWY, éplo mpoodloplonol fj aw. H amnovaoia TpaxdTnTag
anoteAel EAeyxo QUOLKAG TOLOTNTAC, OXL EpYATTNPELAKH AMOBELEN MEPLEKTIKOTNTAG.

Nominal strength is 50 mg/g. Source: uniform white/yellowish ointment without detectable crystals. No numerical
particle-size limit, assay acceptance range or aw is given. Absence of grittiness is a physical-quality check, not
analytical proof of potency.

References: [11], [4]

®wg / Light

H ninyr anottel npootacia and pwg. EmMAéyetal KATAAANAN adla@avic cLoKELAT(O/BEVTEPOYEVAC TpoaTaT(X
XwpPI(g mPooBKnN avTLOEEBWTIKOD. Agv amodideTal CUYKEKPLEVOG PLUBGG PwTOoATOBUNONG OE LT TN AuTaph
obvbeon.

The source requires protection from light. Select suitable opaque packaging/secondary protection without adding
an antioxidant. No specific photodegradation rate is assigned to this greasy formulation.

References: [1]

Aépac kat o€eidbwaon / Air and oxidation

Alatripnon o€ KoA& KAELOPEVO TEPLEKTN KaL MEPLOPLOUAC AVOLYXTAC AVAMENG HETE OAOKApWaON. AgV TAPEXETAL
TEKPAPLO avdyKNG alwWToL 1 AVTLOEEBWTIKOD. ATTOPEDYETAL EMAVAPOPA LALKOD ToL €xeL apatpedel and tn
ovokevaoia.

Keep tightly closed and limit open mixing after completion. No evidence requires nitrogen or an antioxidant. Do
not return removed material to the container.

References: [11], [4]

Nepo kat dtaAvtéTnTa / Water and solubility

Agv ipooTiBeTaL BOWP. XpnaolpomolobvTal oTEYVA oKeON Kal KabBapr] oTeyvr oIATOLAQ: El0AyWYH VEPOD
HETABAAAEL TO TPOIGY KAt TNV EKT{MNON UKPOBLAKOD KWwE0vou. H xaunAr vdatodlaAuTdTNTA TOU CAALKUALKOD
o0E€oc b6ev dLkatoAoyel avtooxédla SldAvan oe vepd [2].

No water is added. Use dry equipment and a clean dry spatula; water ingress changes the preparation and
microbiological assessment. Salicylic acid’s low water solubility does not justify an improvised water-dissolution
step [2].

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

Yypaoia / Humidity

Aev divetat 6plo oxeTkAG vypaoiag. O KAELOTOC MEPLEKTNG KAL TA OTEYVA OKEDN AMOTPEMOLY
emuoéAvvon/eloaywyn vypaoiag. Aev SnAwveTtal peTpnuévn aw<0,60 pévo eneldr] dev mpootiBeTal vepd.

No relative-humidity limit is stated. Tight closure and dry equipment prevent contamination/moisture ingress. No
measured aw<0.60 is claimed merely because water is not added.

References: [11], [4]

Oeppokpacia / Temperature

®OAaEN K&Tw Twv 30 °C Kot npootacia and ewc [1]. H npoBAenduevn dlaonopd oe kKoviapa dev amattel TAEN.
©€éppavaon mov dLaAleL TPocwPLVE KPUOTEAAOLG propel va aAAEEEL TNV emakOAovON KaTavou owWUATWE{WY- BEv
elodyetal xwplc aEloAdynon. Anogelyovtal QASYEG/OEPUEC ePAVELEC KATA TOV XELplopd okdvng [2].
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Store below 30 °C and protected from light [1]. The specified mortar dispersion does not require melting. Heating
that temporarily dissolves crystals may alter subsequent particle distribution and is not introduced without
assessment. Avoid flames/hot surfaces when handling powder [2].

References: [11], [2]

pH kait cupBatéTnTa / pH and compatibility

Agv epappdletal dueon pETpnon vdatikold pH og avth TNV MapaELky aAoler. H inyr dev opiCel pH obte uéBOBO
LOUTIKOU EKYVAIOHATOC. Agv TPOOTIBETAL AAKAAL Yla «dLOpBwan», eneldri 6o aAAGEeL To 0ED Kat Tn obvOean.

Direct aqueous pH measurement does not apply to this paraffin ointment. The source specifies neither pH nor an
aqueous-extract method. Do not add alkali for “correction”, since that would alter the acid and composition.

References: [1]

AAAec aAAnAenibpaoclg / Other interactions

Agv ouyxpnolpomnolodvtal GAAa amOAEMIOTIKA/EPeOLOTIKA 1} CAALKLALKE oTnv (Bla meploxA xwpig Latpikh odnyla
[1]. NpwyTNn OAN OAALKLALKOD 0E£0C amopovWVETAL amnd LoxLpd 0EedWTIKA Kal acOuBaTA LETAAAA COPPWYA LE TNV
K&pta aopaAeioag [2]. Aev avautyviovtatl dAAa APl otnv €tolun Bdon xwpelg véa pueAétn.

Avoid concurrent exfoliating/irritating products or salicylates on the same area without medical direction [11].
Segregate salicylic-acid raw material from strong oxidants and incompatible metals under its safety card [2]. Do
not add other APIs to the finished base without reassessment.

References: [1], [2]

El81ka otolxeia ocvotaTtikwy / Ingredient-specific information

ZaALKLALKO 0ED CAS 69-72-7/RFE 0366, 0L akeTUAOCOALKUALKOS. Yypn mapagivn RFE 0239 Asttovpyel wg vypod
Aewotpi{Bnong. To umdAotmo, BewpnTikd 92 g avd 100 g xwpl(g anwAeleg, e{vat Acukr paAakn apagivn. Agv
xpnotuornote(tat kitpwwn BageAivn/dAAn Bdon wg avtéduatn Lgodovapn.

Use salicylic acid CAS 69-72-7/RFE 0366, not acetylsalicylic acid. Liquid paraffin RFE 0239 is the levigating fluid.
The remainder, theoretically 92 g per 100 g without losses, is white soft paraffin. Yellow petrolatum/another base
is not an automatic substitute.

References: [1], [2]

NMpootacia epyalopévwy / Staff protection

Katd tnv Kovionoinon neplop{etal n Slacmopd okévng Pe KAELOTO/EAEYXOUEVO XELPLOKO, YAVTLA, TTPOOTATEVTLKN
evbupaoia kat mpootacia 0QBaAUWY. H ICSC emonuaivel goBapr 0@BaAULKA BAGBN KAl MBAVH avamapoywyLkh
TOELKOTNTA TNG MPWTNG VANG [2]. H TomkrA ekTiunon emAéyel anaywyrj/avanvevotikr nmpootacia- 6gv
METaQEpETAL dKPLTA TAELVOUNON KaBapol APl atnv TEALKH aAolH.

During grinding, contain dust with closed/controlled handling, gloves, protective clothing and eye protection. ICSC
identifies serious eye injury and suspected reproductive toxicity for the raw material [2]. Local assessment selects
extraction/respiratory protection; do not automatically transfer neat-API classification to the finished ointment.

References: [2], [4]

ExTtipnon kivdovov / Risk assessment

Kivbuvol: cuooWUATWHATA/AVOUOLOYEVELX, AdBOC OLYKEVTPWAON KAl ALENUEVN CLOTNUATIKY anopPdenan oc
MEYAAN eMPAVELN, TPALPATIOUEVO Bépua ] andéepagn. I6laitepn npoooxr o€ naldLd, vePPLKA/NMATIKA
duoAettoupyla, draBATn/meplpeptkri kKukAogopia kat kbnon [1,2]. AnogedyeTal kKAALYN xwWpe{c odnyla. Mapapvikd
KaTdAoLna g poOYa/eMOETUOVG EMLTAYXOVOLY AVAPAEEN: OXL KATvioua 1 youvr eAdya [3].

Risks include agglomerates/nonuniformity, wrong strength and increased systemic uptake over large areas,
damaged skin or occlusion. Review children, renal/hepatic impairment, diabetes/poor circulation and pregnancy
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particularly carefully [1,2]. Avoid occlusion without direction. Paraffin residue on clothing/dressings accelerates
ignition; no smoking or naked flames [3].

References: [11], [2], [3], [4]

ZuvOnkec mapaockevnG / Compounding conditions

Mo M g teAtkob mpoidévtoc:0,05 M g 0£0,0,03 M g vypr mapa@ivn Kat Acukr BaleAlvn péxpt M g. AveEdpTtnTn
enaAri@evon avaAoylwy, kabBapd oteyvd okedn Kat teAkr) Coylon. Agv avtikaBiotatal n vypn napagivn and
SLaAbTn o0te pooTteBel vePS Yo va eEapavioTel N TpaxdTNTA.

For M g finished product:0.05 M g acid,0.03 M g liquid paraffin and white soft paraffin to M g. Independently verify
proportions, use clean dry equipment and weigh final yield. Do not replace liquid paraffin with another solvent or
add water to remove grittiness.

References: [11], [4]

Tekpunpiwon BUD / BUD rationale

MNnyn:3 HAVEG KATW TwY 30 °C, QWTOMPOOTATELEVO KAl KAA& KAelopévo [1]. Agv evtoni{obnke mMARPNG
TMPWTOYEVAC MEAETN aKPLBWCS 5%0E0/3%uypr napa@ivn/Aevkr BaleAlivn pe avToV ToV MEPLEKTN. EMAEyETAL

VW TATO 6pLo VO POoPAC 89 NUEPWVY Kot OXL MEpa amnd 3 NUEPOAOYLOKOUC UAVEG, UG TEKUNPLWHEVN TOTILKA
vloBétnon TN dladikaoiag, cuokevaolag Kat eEAEyXwv [4]. Aev TPOBAAAETAL WG LETPNMEVN aw 1] YeVIKE 180 Auepn
otaBepdTnTa. MikpdTtepn AREN LALKOU Kot evdelEelg pualkrc aotoxiag vmeploybouv. EkdoTIkA cOuBaon: Ta
pnviaia épla TNG mMNYAG MAPAUEVOLY NUEPOAOYLAKE: TO aplBUNTLKS dpLlo HETATPOTAG E{val 28 NUEPEG yLa Evav
pAva ] 89 yla TPELG: TUXOY XwpPLoTd emAeyuévo BpaxlTepo dpLo eEakoAouBe( va umeployleL. MpdKeLTaL yLa
ouvTnPENTKA peTaTpony, Oxt avtoAegel 6pLo TNG MNYAG.

Source:3 months below 30 °C, protected from light and tightly closed [1]. No full primary study matching exactly
5% acid/3% liquid paraffin/white soft paraffin with the chosen container was identified. Select a reference ceiling
of 89 days and never beyond 3 calendar months, conditional on documented local adoption of process, packaging
and controls [4]. This is not measured aw or general 180-day stability evidence. Earlier material expiry and
physical failure prevail. Editorial convention: calendar-month source periods are retained as calendar periods; the
calendar-period conversion ceiling is 28 days for one month or 89 days for three months; a separately selected
shorter ceiling still governs. It is a conservative conversion, not a source quotation.

References: [1], [4]

Mpoamaitovpeva / Prerequisites

Agv uidpyxel abvBeTn Bdon €£4PTNONG. XPNOLLOTOLOOVTAL TPELG AKPLBWG MPWTEG DAEG TNG oLVTAYAG. H YOAALKA
CGR-FR-019 xwpic TNV npdaBeTn vypr napaeivn dev elvat (dla chveean: To MaPdY KATAYPAPETAL WC
OLYKEKPLPEVN TTOPa@LVLKE TTapaAAayr], OXL WG VEO BPATTLKO.

There is no composite-base dependency. Use exactly the three specified raw materials. French CGR-FR-019
without the additional liquid paraffin is not the same composition; this is a defined paraffin variant, not a new
active substance.

References: [1]

EEomAlopog / Equipment

MudAwvo koviapa/Omepog, KATAAANAN Quyapld, odTOUAEG, EMPEVELX EAEYXOL AEMTOUEPOUG BLaoToPdG Ko
ovokevaola aAoleAG. KaTtdAANAoG eEOMALOUOC EAEyXOL owHATE{wY 6Tav op(CeTal oTo TomKé oxéGLo: Hev
elgdyetal avBaipeTo 6PLO LKPOUETPWVY.

Glass mortar/pestle, suitable balance, spatulas, a surface for assessing fine dispersion and ointment packaging.
Use particle-examination equipment where specified locally; no arbitrary micrometre limit is introduced.

References: [1], [4]
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M£00b0¢ mapaokevng / Compounding method

1. Koviorto{non Tou oaALKUALKOD 0EE0C AEMTOUEPWC OE YUAALVO Koviapa pe €Aeyxo okévng. 2. AelotpiBnon e ta 3
g vypr¢ nmapaeivng. 3. ZTadlakr eVoOWUETWoN AEUKAC HOAAKAC Topa@{vnG UE YEWMETPLKN avAULEN HéXPL
opoloyévela Kot TeAkd 100 g. 4. EAeyyoc TpaxdTnTag/dlaonopdc, TeAKAC ndlac Kal ocuokevaala.

1. Finely grind salicylic acid in a glass mortar with dust control. 2. Levigate with 3 g liquid paraffin. 3.
Progressively incorporate white soft paraffin by geometric mixing to uniformity and final 100 g. 4. Check
grittiness/dispersion, final mass and package.

References: [11], [4]

Mapatnpnioelg / Observations

5% m/m onuaivel 50 mg/g. To «xwpPI(¢ KPLOTAAAOUC» TNE MNYNE XPNOLWOTOLE(TaL WE anaitnon anovoiag
QVLYXVEVGLUWY XOVEPWY KPLOTAAAWY/CLOCWUATWHATWY: dEV amodelkvieL poplakr ldAvon éAov Tov o&fog.
AnWAELeC og Koviapa KaTtaypdgeovtal we anddoaon, OxtL avbaipetn adEnan API.

5% w/w means 50 mg/g. The source’s “no crystals” requirement is applied to absence of detectable coarse
crystals/agglomerates; it does not prove molecular dissolution of all acid. Mortar losses are documented as yield,
not compensated by an arbitrary APl increase.

References: [1], [4]

MepLékTnG KalL cvokevaoia / Container and packaging

KaTAAANAOC KOAG KAELOPEVOG TIEPLEKTNG QAOLPHG ME pwTompoaTaaia. MpoTiydTatl choTnua mov neplopiCel emagn
BOKTOAWVY/VEPOL- CLUUBATOTNTA ECWTEPIKAG EMPAVELNG KAl MWHATOG emBERALWIVETAL Yo Atmapd 6Evo
dlaomndpaoipo npoidv. H ovokevaoia @épet mposldomnoinon yla vedouata/eAdya.

Use a suitable tightly closed light-protective ointment container. Prefer a system limiting finger/water contact;
verify inner-surface and closure compatibility for an acidic greasy dispersion. Include the fabric/flame warning on
packaging.

References: [11], [3], [4]

MowoTikOG éAeyxocg / Quality control

EAeyxo¢ palwy, TEAKAG anddoong, XpWHATOC KoL OOLOYEVOUG KATAVOUAG: AEmTH em{oTpwon EAEYXETAL YL
Tpax0TNTA/0PATONC KPUOTAAAOLG. ToTkd OXEDOL0 Pnopel va MEPIAAPBAVEL ULKPOOKOTILKO Kal TOCOTLKO EAEY)0. Agv
xapaktnp{fetal «kKatdAAnAo» xwplc anoteAéouaTta napTidac Kot papuakomnold anodéausvonc.

Check weights, final yield, colour and uniform distribution; inspect a thin smear for grittiness/visible crystals. The
local plan may include microscopy and assay. Do not mark a batch suitable without its results and pharmacist
release.

References: [11], [4]

®0Aain / Storage

Kdtw twv 30 °C, mpooTaTeLVPEVO amd PWC, KAAX KAELOUEVO Kol xWPI(C eloaywyr vepol. Makpld amnd matdid.
AnoeelyeTal AGYQ/KEMVIOHA KOVTE O evBOUATA I KALVOOKEMAOUATA JE KATEAOLTA IPOIOVTOG, AKOMN KAl HETE
ouvAen mALon [31].

Below 30 °C, protected from light, tightly closed and protected from water ingress. Keep away from children.
Avoid flames/smoking near clothing or bedding with product residue, including after ordinary washing [3].

References: [1], [3]
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AwaOeon / Dispensing

E€atouikevpuévn meploxi/dLdpkeLa, xwpelG YEVIKA epapuoyr o€ HEYAAN em@dvela. Agv xpnotuomnole(tal og natdld
KATW TWY 2 €TWY KATA TNV NYH* HEYOADTEPA ALdLA Kol ELAAWTOL aaBevelc xpetdlovTal éAcy)o. Aoguyn
BAEVYVOYSVWY/0QBAAUWY, MANYWY Kol andepagnc. Evnuépwaon yla epeBLOUS, CLOTNUATIKA CUPMTWHATA
OQALKLALKWY Kot K{vBuvo ewTldG og vpdopaTa.

Specify application area/duration individually; avoid indiscriminate large-area use. The source excludes children
under 2 years; older children and vulnerable patients require review. Avoid mucosa/eyes, wounds and occlusion.
Counsel about irritation, systemic salicylate symptoms and fabric fire risk.

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

Enmionpavon / Labelling

ZaAKUALKS 080 5% m/m - AAOIOH. Mévo eEwteptkn xprnon. MNeploxi/odnyleg: . OxL og pdtia, BAevvoydvoug A
MANYEG: OxL andgpa&n xwpic odnyla. Katw tTwv 30 °C, pwtonpootacia, KAAQ KAELOUEVO. MakpLd amnd maldid. Oxt
Kdnviopa/youvr Adya kovtd oe eunoTiopéva vedopata. Naptida: . Noapaokevrn: . Xprion éwg: .
compounding.gr.

Salicylic acid 5% w/w - OINTMENT. External use only. Area/directions: _ . Avoid eyes, mucosa and wounds; no
occlusion without direction. Below 30 °C, protected from light, tightly closed. Keep away from children. No
smoking/naked flames near contaminated fabrics. Batch: __. Prepared: __. Use by: __ . compounding.gr.

References: [11], [3], [4]

v9_controls / v9_controls

To apBunTikd 6plo oto apyeio elvat pévo 6pLo BLRALOYPAPLKAC ava@opdc uTd TIC e6LIKEC polmoBéaelg. Aev €xel
oplotel BUD mpaypaTtikig naptidag kat dev £€xouv nmapaxOel petprioelg aw. H akpprig abvbeon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN KoL Ta aTolxela eAEyyoU TIPETEL VOl EYKPLOODV YL TH OUYKEKPLUEVN
epapuoyn. H évap&n touv vrmoAoylopol BUD eival n évapén tng napaokevic. EQapudletal To GUVTOUSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO EAEyYO BLAPKELAC HETA TO Avolypa. Ta dpla USP elval Texviké mAaiolo Kat 6ev
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 mapanmoumnég / Sources and references

[1] AEMPS - Formulario Nacional: VASELINA SALICILICA

FN/2003/P0O/032; current standalone PDF | PDF p.2 formula/method/container/BUD; subsequent patient and safety sections | Master formula;
independently adapted, not an official translation | 2026-10-14

https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2003_po_032.pdf
[2] ILO/WHO - ICSC0563 Salicylic acid

November 2023 | Handling, classification, chemical properties and exposure effects | Raw salicylic acid powder hazards; not finished 5%
mixture classification or BUD | 2026-10-13

https://inchem.org/documents/icsc/icsc/eics0563.htm
[3] MHRA - Emollients: risk of severe and fatal burns

18 December 2018; clarification 26 August 2020 | Advice for healthcare professionals; mechanism of risk | Fabric-residue ignition risk,
including paraffin-containing preparations; not finished-product flash-point measurement | 2026-10-13

https://www.gov.uk/drug-safety-update/emollients-new-information-about-risk-of-severe-and-fatal-burns-with-paraffin-containing-and-paraffin
-free-emollients

[4] Ministerio de Sanidad - Guia de buenas practicas de preparaciéon de medicamentos en servicios de farmacia hospitalaria

June 2014; official AEMPS copy | Annexes 3-4, PDF pp.51-58 | Nonsterile preparation risk assessment, equipment, packaging and quality
controls; not Greek legislation | 2026-10-13
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https://www.aemps.gob.es/productosSanitarios/docs/2024/GuiaBPP-JUNIO-2014-VF.PDF

[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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