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CGR-BE-016 | 10.0

Kapdkia mapakeTapoAng 250-500 mg FTM
Paracetamol capsules 250-500 mg FTM

BLBAloypagiki avagopd - Tomkr vtoBétnon / Reference monograph - Local adoption

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: 20 capsules

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

MapakeTandAn, KpVoTAAAOL 5-10 g
Paracetamol, crystals

ApalwTIKO A FTM g.s. 20 capsules BA. mogdtnTa / see
Diluent A FTM quantity

MpoanaiToVpeva / Prerequisites
CGR-BE-001 Diluent A FTM - lactose

Meplypa@n okevaopatog / Preparation description

ZKANPG Kaywdkla: Kaydkia napaketaudAng 250-500 mg FTM. MpdoBeta KpLTAPLA ELPAVIONG BEV TEKUNPLLVOVTAL
0To eEeTa00éV €161KS Kelpevo.

Hard capsules: Paracetamol capsules 250-500 mg FTM. Additional appearance criteria are not established by the
specific text reviewed.

References: [1]

Apaon kaL xpron / Action and use
AVOAYNTIKG KL QVTLTUPETLKOG.

Analgesic and antipyretic.

References: [1]

Mpobiaypagéc / Specifications

H o0vBeon kat n TeAkr mogdTnTa akoAovBolv Tov nivaka (20 capsules). Agv diveTal €diké aplOUNTIKS £0POG
assay, JMkpoBLlakol goptiov A pualtkoxnUikod eAEyxov 0To eEeTaoBéY £L61KO Kelevo: dev amnodidetal avbaipeTto
6plo.
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Composition and final quantity follow the formula table (20 capsules). The reviewed specific text gives no
numerical assay, microbial-count or physicochemical acceptance range; no unsupported limit is assigned.

References: [1]

®wg / Light

Agv MapéxeTal 6K PWTOOTABEPOTNTA TOL TEALKOD TMPOIOVTOC. H aMaLTOOUEVN QWTOMPOCTAC( TOL MEPLEKTN,
epooov opiCetal, avagépetal otn POAaEN.

Finished-product photostability is not specified. Any required container light protection is stated under Storage.

References: [1]

Aépac kKat o€eidbwon / Air and oxidation

Agv ToPEXETAL HEAETN OEEWOWTIKAG 0TaBEPAOTNTOC TOL TEALKOU HiyHaTog o0Te anaitnon adpavolc atudopalpag.
Tnpe(tal o MEPLEKTNG TNG MNYAG.

No oxidative stability study of the finished mixture or inert-atmosphere requirement is provided. Use the source
container.

References: [1]

Nepo kat SiaAvtoTnTa / Water and solubility

Agv 6lveTatl moooTikd 6pLlo LOPOAVTLKIG OTABEPATNTAG TNG OLYKEKPLUEVNG o0vBeonGg. H moodTnTa Kal motdtnTa
vepoD dev peTaBaAAeTal and Tn cuvTayh.

No quantitative hydrolytic stability limit is given for this formula. Retain the prescribed water amount and quality.

References: [1]

Yypaoia / Humidity

Agv dlveTal apBuUnTIkS 6pLo oXETIKAG LYPAOIOC Yl TO TEALKS okeDaagua. Ano@elyovTal dlaBpoxh MPWTWY LAWY
KL HETAPOPA CUUTMUKVWHATWY OTOV MEPLEKTN.

No numerical relative-humidity limit is given for the finished product. Prevent raw-material wetting and
condensation entering the container.

References: [1]

Oeppokpacia / Temperature

Mo to TeAkd okebaoua N nyr opiCeL:
KAglo0T6¢ KaTdAANAOC epLékTng, 15-25 °C.

For the finished product the source specifies:
Suitable closed container, 15-25 °C.

References: [1]

pH kat cvpBatoéoTnta / pH and compatibility

Agv anodidetal pH otnv Enpd poper. Tuxév pH avaAuTiko) eKXLAIOHATOC HETPATOL HdVO HE TNV KaBopLOUEvN
HéBobo.

No pH is assigned to the dry dosage form. Any analytical-extract pH requires the specified method.

References: [1]
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AAAec aAAnAemidpaoelg / Other interactions

Agv napéxetal TAAPNS S0k cuuBaTdTNTAC TOU UiyHaTOoG HE MpdobeTa dpaoTIKA 1 dLagopeTikd €kGoya. OL
LTIOKATAOTAOELG AMaLTOOY XWwPLoTh TeKUnpiwon.

No complete compatibility test with added actives or alternative excipients is provided. Substitutions require
separate evidence.

References: [1]

Eldika otolxeia cvotaTtikwy / Ingredient-specific information
KpuoTaAAKA MopakeTaUdAN: N Aenth KOVIC unopel va unv xwpd otov npoBAenOuevVO aplOud/uéyedog Kayakiwy.
Use crystalline paracetamol: fine powder may not fit the specified capsule number/size.

References: [1]

Mpootacia epyalopévwy / Staff protection

KaBapr HoKpLUPAVIKN EpyaoTnplakn evdupaoia, KEAALYN HAAALWY Kol YAVTLa KaTd Tov XELPLoUd. AAAQYH YOV TLWV
METE and enudAvvon/eBopd.

Clean long-sleeved laboratory clothing, hair covering and gloves during handling; change gloves after
contamination or damage.

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

ExTipnon kKivdéovovu / Risk assessment

YJuykeKpLuévn mapTida avagopdc: 20 capsules. MpwTto cuoTaTiKG: MapakeTaAPOAn, kpvoTaAloy, 5-10 g. EAEyEte
aveEApTNTA TN XNULKA HOP®OH, TIG HOVADEG Kot KEABE KALLAKWON TP amnd CoyLon.

H opolopopeia pdlac 6ev anodelkviel pdévn TnG opolopopeia meptexopévou. EAEYETE yewUETPLKA apaiwan,
€AAQXLOTN TOYLON, ATIWAELEG OTA TOLXWHOTA Kal opLlOud/uéyeboc kayakiwy. AlatnprioTe dlakpltr TavtdTNTA
LoxOWVY KaTd MApwaon Kot Emaiuavaon.

KataypdyTte yla TNV TOMKA avdAuon moodTnTa avd mapaokevr, ouxvotTnTa epyaoiag, dtdpkela avolkTol
XELPLOPOD, TIBaVEC 0600¢ €KBEONC KL ATIOTEAECHATIKOTNTA TWY HETPWY eAEyXou. AuTd elval otowxela elcébouv
™G a§loAdynong- 6ev anodideTal mPooXNUATIKOG TEAKOG BaBudG Kwdivou.

Znuelo eAéyyou amnodéopevong: aveEdptntn enaAriBevon mg avd povéada, cuvoALlkol aplBuol HovEdwy Kat
MkpdTEPNG COYLONG. H opolopoppia pdlag v umokaBLoTd TNV opolopopeia meplekTIKOTNTAC OTOL ALTH
anatte(tal. Kataypdyte Sladoxr YEWHETPLKAG apaiwaong Kal anoguyr SlaxwpeLopod KovLwy.

Reference batch: 20 capsules. First ingredient: Paracetamol, crystals, 5-10 g. Independently check chemical form,
units and every scale conversion before weighing.

Mass uniformity alone does not prove content uniformity. Check geometric dilution, minimum weight, wall losses
and capsule count/size. Keep strengths distinctly identified during filling and labelling.

For the local assessment record quantity per preparation, work frequency, duration of open handling, potential
exposure routes and effectiveness of controls. These are assessment inputs; no fictitious final risk score is
assigned.

Release checkpoint: independently verify mg per unit, total unit count and smallest weighable quantity. Mass
uniformity does not replace content uniformity when required. Document geometric dilution and prevention of
powder segregation.

References: [1], [6], [8]

ZuvOnkec mapaokevng / Compounding conditions

Mpw and avdugn: Tavtonoinon XNUKAG HoPeAG Kal mapTidag KdBs ouoTaTikoD, KaTaypaer BEWPNTIKWY
MOCOTATWY KAl EAEYX0G KaBapldTnTaC Tou eEOMALOMOD. OL BepoKkpaoileg Kal N oelpd mPoodrkng elvatl aVTEC TNG
nopakATw dladikaoiag.
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Before mixing: verify each ingredient’s chemical form and lot, record theoretical amounts and check equipment
cleanliness. Follow the temperatures and addition sequence in the procedure below.

References: [1], [3]

Texkpnpiwon BUD / BUD rationale

Atdpkela otnv mnyn: H nnyn dlakpivel toxd 12 punvwv and 6pLo xpriong 2 unvwv. Mna tomkn anodéopevan 6gv
LLOBETOOVTAL AVTOPATWCG OL 12 HAVEG.

H dudpketa avtr elvat 0dnyla TNG CUYKEKPLUEVNG QappoKoToLaG/MNYAG. ZTOV MapdvTa EAeyx0 dev emaAnBe0TNKE
MAAPNG MPWTOYEVAG HEAETN TIOL VA TEKUNPLWVEL TALTOXPOVA XNULKH, UOLKHA Kal UKPOBLOAOYLKH EMEKTAGCN TNG
(dlag TeAkrig obvBeong.

EmAeyEVOG YEVIKOG Kavdvag: éwg 180 nuépeg atoug 20-25 °C yla otepen  UN LOATIKA PN MOOLUN HoPPH, UE
TeEKUNPLWHEVN aw <0,6. H apyikr mowdtnta/vypaacia, n npootacia and e(codo vepold Kal N LKA KaTAaAANASTNTA
npénel va vmootnp{Couv avtr TNV Katnyopla.

To 6plo BLRALOYPAPLKAG ava@opdc TnS nmapoloac ékdoong lval n cuvtopdTeEPN HETAED TNG Mapandvw dldpkeLlag
TNYAG Kal Tou YeVLKoL oplov. MNa napdtaon anotte{tal TeEKunpiwaon mov KAAOTTEL
SpaoTIKA/EKBOXO/MEPLEKTIKOTNTA, MEPLEKTN, Oepokpaaia, HEB0B0 eVOELKTIKH 0TABEPSTNTAC KaL, YLa LOATLKN
EMEKTAON, TNV AMALTOOUEVN HikpoBLloAoyikr Tekunpiwon. Epapuootéa enionun USP-NF povoypagia aglooyeital
XWPLOTA 0To MARPEC KE(eVS TNG.

Huepounvia xpriong = n evwpitepn emtpenth nUepopnvia and napaokevr + emAeyuévn dldpkela, AREELC TPWTWY
LAWY KoL TUXOY CLVTOPOTEPO TEKUNPLWHEVO Oplo. O Xpdvog HETA To dvolyua dev mapaTteivel To cLVoALké BUD. H
TeAKA NUEPOUNV{O CUUMANPWVETAL YLA TN CLYKEKPLUEVN TTaPTIBA HETE TOLG EAEYXOULG.

O yevikdG kavédvag anoteAel ouvTNPENTLIKS dpLo EMAOYAG Kol OXL MELPAMATIKA anddelgn otabepdTnTag TNG
nopTidac. H katnyopia ovuvdéeTal pe TNV TEALKA oOVOEON, TN cLVTAPNON KAl TG EMTPENOUEVEG BEpUoKkpaaiec. H
TR aw 6gv MPOKOMTEL and TO M0G0 TO VEPOL | TNV AMWAELX KATA TN Efpavan. MNa Tekunpiwaon xpnolonotioTe
SOP-014 kat F-006- ywa €161krj aw, SOP-017 kat F-012.

Atevkpivion USP: 6ev anatte{tal pétpnon aw yla k&0e un otelpa napaockevr. H katnyopla pnopel va TeKUnpLwOEel
amnd tnv akpLBr] cOvBeon Kal KATAAANAQ QVTIMPOCWTELTIKA Mapadelypata- 6tav n cbvbeon elvat aBéBain A
oplakr, MPOTIMATOL EL6LKA HETPNON HE KATAAANAN LEBOBO. ZTNY napoloa €kboan Hev umdpyeL HETPNMEVN aw OVTE
anodeapevpévn moptida. H Sldpkela Tov TEALKOD OKELAOPATOC KaTtd Kavdva 6ev vepBaivel To evanouévov BUD
TWY EVOWHATWHEVWY YOANVIKWY Bdoswv/evBlapéowv. EEaipean xpetdletal eldikh attioAdynon étL dev
ennpedletal SUOPEVWG N PLOLKH, XNHUWKA A HIKpoBLoAoyLkA moldTnTa. Kataypdyte YWPLoTd TEALKS 6pL0,
nUepounvia MUPAOKELAC TWVY EVOLOPETWY KAl TIpayHaTiky nuepounvia ARENG Toug.

H wotoptkr 1ox0¢ 12 punvwv Kat to éplo XpAong 2 pnvwv eival dtapopeTikd. H ékboan 6gv voBeTel 12 PUAVEC:
dlatnpel péyloto éplo avaeopdc 180 nUePWY TNG KATAAANANG ENPAC Katnyoplag Kol Xwplotd ouvtneNnTkd dpLo
xpPronc 59 nueEPWVY, MdvtoTe evTdC TLVOALKAG ARENG. O @appakomoldc Kataypdeel néte apyxilel n nmeplodoc
Xpriong: 6ev vmovosi(Tal mapdToon HETA TNV MPWTN Xoprynon.

Period reported by source: The source distinguishes 12-month validity from a 2-month use limit. The 12 months is
not automatically adopted for local release.

This duration is a specific formulary/source instruction. This review did not verify a complete primary study
establishing chemical, physical and microbiological extension for the same finished formulation.

Selected general rule: up to 180 days at 20-25 °C for a solid or nonaqueous nonoral-liquid form with supported aw
<0.6. Initial quality/moisture, exclusion of water ingress and physical suitability must support this category.

The reference-policy ceiling in this edition is the shorter of the source period above and the general ceiling.
Extension needs matching active/excipients/strength, container, temperature, a stability-indicating method and
the required microbiological evidence for aqueous extension. An applicable official USP-NF compounded
monograph is assessed separately in its complete text.

Use-by date = the earliest allowed date from preparation plus selected period, ingredient expiries and any shorter
supported limit. In-use dating never extends overall BUD. Complete the actual date for the batch after the
required checks.

A default is a conservative dating limit, not experimental proof of batch stability. Its category depends on final
composition, preservation and permitted temperatures. Water percentage or loss on drying does not determine
aw. Document using SOP-014/F-006; use SOP-017/F-012 for specific aw evidence.

USP clarification: aw measurement is not required for every nonsterile preparation. Category assignment may use
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the exact composition and relevant representative examples; an uncertain or borderline formulation is best
assessed by a suitable specific measurement. This edition contains no measured aw or released batch. The final
preparation generally must not outlast the remaining BUD of its compounded bases/intermediates. An exception
requires specific justification that physical, chemical and microbiological quality is not adversely affected. Record
the final limit, intermediate preparation dates and their actual expiry dates separately.

The historical 12-month validity and 2-month use limit are separate. This edition does not adopt 12 months: it
retains a maximum reference ceiling of 180 days for the justified dry category and a separate conservative
59-day use limit, always within overall expiry. The pharmacist records when the use period starts; no extension
after first supply is implied.

References: [11], [4], [5], [7], [9]

Mpoamaitovpeva / Prerequisites
Diluent A FTM - lactose: CGR-BE-001
Diluent A FTM - lactose: CGR-BE-001

References: [1]

EEomAlonog / Equipment

Zuyog, youdi{/omepog, KOOKLVO, GUOKELH TARPWONG TOU KABOPLOEVOU PEYEOBOLG KawaKiwy, EEOTALOUOG EAEYXOL
péCac/opolopopeiag.

Balance, mortar/pestle, sieve, capsule filler for the specified shell size and mass/uniformity QC equipment.

References: [1]

M£0060¢ mapaokevng / Compounding method

KaBoplote pla neptekTikdTnTa 250-500 Mg/KawdkLo. Babuovourote tov xaAopd dyko TARpwong Twv 20
Kowak{wv, xwplg kpovoelg. AvapiETe YEWHETPIKE TN SpATTIKA HE 600 aPalWTIKSO amatTe(Tal Kot TANPWOTE TA
KoyakLa.

Select one strength, 250-500 mg/capsule. Calibrate loose fill volume for 20 capsules without tapping.
Geometrically mix active with the required diluent and fill.

References: [1]

Napatnpnoclg / Observations

H ninyr} anoattel kpuotdAAoug. H Aentr KévLG dev elval LoodOvapun yLa TV MEPLYPAPOUEVN TIARPWON HEYEOOLC
00/000.

The source requires crystals. Fine powder is not equivalent for the described size 00/000 filling process.

References: [1]

MepLékTnG KaiL cvokevaoia / Container and packaging
KAglotdg KaTtdAANAOG epLékTng, 15-25 °C.
Suitable closed container, 15-25 °C.

References: [1]
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MowoTikOG éAeyxoG / Quality control

OontikA e€€Taon eREEvLoNnG, OLOLOYEVELAG/OLVOOWHATWHATWY Kot TEAKAG p&lag. Agv evtoni{oTnke €WBLKA
EMKVPWHEVN aAVAALTIKE UEB0BOC YL TO TEALKS Uiypa aTtnv nyr. OL MPOTEWOPEVOL EVEOTIOPATKEVATTLKO( EAEYYOL
6ev vmokaBLoTolV assay 1] HIKPOBLOAOYLKO éAeyyX0 dTAV amatTodvTAL.

H nébodog, 1o 6plo amodoxAC, N MPAYHATIKA TIUA Kol 0 EAEYKTAC KaTaypdeovtal xwplotd oto F-005. Anotuyia
Kplowng nmpodlaypaeric odnyel oe kapavtiva kat dtepedvnon katd SOP-015- n emavaAnyn eAéyxwv xpeltdleTal
attioAdynan.

Inspect appearance, uniformity/aggregates and final mass. No specific validated analytical method for the
finished mixture was located in the source. These proposed in-process checks do not replace assay or
microbiological testing when required.

Record the method, acceptance criterion, actual result and reviewer separately in F-005. A critical specification
failure requires quarantine and investigation under SOP-015; retesting needs justification.

References: [1], [8]

®0AaEn / Storage
KAelotd¢ KaTtdAANAoCG eptéktng, 15-25 °C.
Suitable closed container, 15-25 °C.

References: [1]

A1aOeon / Dispensing

Xoprynon otnv akplBr cuvtayoypa@nuévn mePLEKTIKOTNTA. Mo LYPA&, XpNolomolioTe KATAAANAN
BaBuovounuévn clplyya amd tov oTdPATOC: KaTtaypdyte 660N Kal cuxvdTNTA And TN CLVTAYH.

Dispense the exact prescribed strength. For liquids use a suitable graduated oral syringe; record dose and
frequency from the prescription.

References: [1]

EmioARpavon / Labelling

Kaydkia moapaketapndAng 250-500 mg FTM

Ané Ttov otéuatog

Mooétnta: _ Noptida:

Mapaokevdotnke: _ XpAon éwg:

AcBeviiG / 660on / ouxvéTnTO:

®OAaEN: KAelotdg KaTtdAANAOG mepLéktng, 15-25 °C.
©eppokpaoia yla To BUD autAg tng naptidag:

Paracetamol capsules 250-500 mg FTM

Oral use
Quantity: Batch:
Prepared: Use by:

Patient / dose / frequency:
Storage: Suitable closed container, 15-25 °C.
Temperature for this batch BUD:

References: [1]
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v9_controls / v9_controls

To apBunTiké 6plo oto apyelo elval pévo 6pLo BLBALOYPAPLKAC avapopdc UTd TIC £LBLKEC TPODTOBETELC. Agv €YEL
opltotel BUD mpayuaTikAc mopTidag Kat 6ev éyxouv napaydel petprioelc aw. H akplBrigc obvBeaon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N GUAAEN Kol Ta aTolxela eAéyyou PEMEL val YKPLOODVY YLl TN CUYKEKPLUEVN
epapuoyn. H évap&n touv vrmoAoylopol BUD eival n évapEn tng napaokevig. Epapudletal To GUVTOUGTEPO
TEKUNPLWHEVO 6PLo, PE XWPLOTO €AeyY0 BLdpKeELaG HETA TO dvolypa. Ta dpla USP elval texviké mAaiolo kat dev
napovotdfovtal 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.

AVEEGPTNTN EAANVLKA KOl ayYALKH andédoon/opydvwaon oTolxelwy TNG avaeepdpuevnc mNyng. Aev anoteAel enlonun petdgpaon fi €ykplon tTov
€kdOTN.

Independent Greek/English adaptation and organisation of facts from the cited source. This is not an official translation or publisher
endorsement.

Mnyéc katL mapamnounég / Sources and references

[1] Formulaire Thérapeutique Magistral, édition 2010 - H-I-1-a-1

2010 | PDF pp. 711-712 | master formula | 2026-10-14
https://www.fagg-afmps.be/sites/default/files/content/Matieres_premieres/FTM_Pharmaciens_Edition_2010.pdf

[2] PN/L/PG/002/00 INDUMENTARIA

Awabéoipo kelpevo / Retrieved text | PDF pp. 1-5 | general staff protection | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_|_pg_002_00.pdf
[3]1 ASHP - USP <795> Key Changes

2023 | pp. 1-3: scope, water activity and staff precautions | professional guidance; not the licensed USP chapter | 2026-09-12
https://www.ashp.org/-/media/assets/pharmacy-practice/resource-centers/compounding/docs/USP-795-Key-Changes.pdf

[4] Texas State Board of Pharmacy - adopted 22 TAC §291.131, nonsterile compounding

Texas Register, 7 June 2024 | Beyond-use dating: aw categories, 14/35/90/180 days, limits and extensions | public regulatory implementation
of USP <795> BUD framework; not Greek law | 2026-09-12

https://www.sos.state.tx.us/texreg/archive/June72024/Adopted%20Rules/22.EXAMINING%20BOARDS.html
[5] Illinois IDFPR - Nonsterile Compounding Self-Inspection Report

Public checklist, retrieved 12 September 2026 | pp. 15-16, Establishing beyond-use dates | Public regulatory implementation of USP <795>;
not Greek law; general limits and requirements for extension | 2026-09-12

https://idfprapps.illinois.gov/Forms/PDFs/NONSTERILECOMPOUNDINGSELFINSPECTIONREPORT.pdf
[6] NIOSH - Managing Hazardous Drug Exposures: Information for Healthcare Settings

2023; DHHS (NIOSH) 2023-130 | Risk assessment; printed pp. 27-33, activity/formulation control table | Workplace exposure, hierarchy of
controls and activity-specific PPE; US government public-domain document | 2026-09-12

https://www.cdc.gov/niosh/docs/2023-130/2023-130.pdf?id=10.26616%2FNIOSHPUB2023130
[7] USP - Compounding Standards and Beyond-Use Dates, 2022 update

November 2022, published by USP; public copy hosted by Mississippi Board | pp. 1-2; nonsterile table | Risk-based default categories; not
product-specific stability or Greek law | 2026-09-12

https://www.mbp.ms.gov/sites/default/files/2023-03/USP_Compounding_BUD_Fact_Sheet.pdf
[8] PIC/S - Guide to Good Practices for the Preparation of Medicinal Products in Healthcare Establishments

PE 010-4, 1 March 2014 | Chapters 1-9; Annex 2 (nonsterile liquids, creams, ointments) | Professional quality-system framework; not
automatic national legal adoption or certification | 2026-09-12

https://picscheme.org/docview/3443
[9] USP - General Chapter <795> FAQs

Updated 1 November 2023 | Questions 52, 54-56, 60-62; PDF pp. 11-14 | Primary clarification of aw classification, extension prerequisites and
compounded-component BUDs; not automatic Greek legal adoption | 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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