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Mn 10VIKOG YAAAKTWHATOTOLOG KNPOG KETOHAKPOYOANG

Cetomacrogol Emulsifying Wax

BLBAloypagiki avagopd - Tomkr vtoBétnon / Reference monograph - Local adoption

MpoéAsvon kKat mpdéoRaocn otnv mnyn / Provenance and source access

BP: npoéAevon and ta napexdUeEVA aMooTAoPATA TNG avapepduevng €kdoong. H mpoéAsvon, n ékdoon Katl ta dpLa
TWY MOPEYXOUEVWY QATOCTIOOUATWY/BLBALOYPAPLKWY ava@opwy dlatnpolvtal. To ke{pevo elvat n mapexduevn Kat
avaBewpnpévn eyypaer Sikalias, éxt véa MApnG avadnuoaoievon Tov mpwToTUTNOL TNG MNYAG. NMpdoBacn oto

A PEC MPWTATLMO YIVETAL OTOV EMONUO €KEATN, HE TNV amattoOueVn ddeta fj cuvdpopr. Aev BnAWveTal 6TL
EKKPEUEC alTnua emavdyxpnong €xeL eyKpLOEL.

BP provenance: supplied extracts of the cited edition. 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 avagopadc / Reference formula
Bdon / Basis: 1000 g

ZvoTaTLKO / Ingredient MoooétnTta / Quantity

KntooTteapuAtkry aAKOSAN 800 g
Cetostearyl alcohol

ALBEPAGC KNTOOTEAPUVALKAG XAKOOANG Kol LOKPOYOANG (22) 200 g
Macrogol cetostearyl ether (22)

MNeprypagn okevadopatog / Preparation description
NeLKS WG LTTOAEVKO KNPWOEeC oTEPED. ELOIKEC BOKLUEG OTO MIPWTATULTIO.

White to almost white waxy solid. Specific tests in the original.

References: [1]

Apaon kat xpAon / Action and use

dapuakoTEXVIKA Bdon A €k6oY0 yla TNV EVOWPATWON oTNY KATAAANAN apaokevr. H oupBatdtnta ue KAOe
dpaoTIKA XpeldleTal xwWpPLoTo EAEyYoO.

Pharmaceutical base or excipient for incorporation into an appropriate preparation. Compatibility with each active
requires separate assessment.

References: [1]

Mpodiaypagic / Specifications
NeLKS €WC LTTOAELKO KNPWBEG oTEPES. ELBLIKEG BOKIPEG 0TO MPpWTdTULTIO.

White to almost white waxy solid. Specific tests in the original.

References: [1]
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®wg / Light

Agv mapéxeTal EL6IKA QWTOOTABEPSTNTA TOL TEALKOU TPOIOVTOC. H amatToOUEVN QWTOMPOOTAC(O TOV MEPLEKTN,
epboov opiCetal, avagépetal atn POAAEN.

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

References: [1]

Aépac kat o€eidbwon / Air and oxidation

Aev mapéxetal HEAETN 0EEWOWTIKAC 0TABEPOTNTAC TOL TEALKOD HiypaTtog o0Te anaitnon adpavolc atudéoealpac.
Tnpeitatl o mepLéKTNG TNG MNYAG.

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

References: [1]

Nepo kat SuaAvtotnTa / Water and solubility

Agv 6{veTal mMoooTIKS 6plo LEPOALTIKAG OTABEPATNTAG TNG CLYKEKPLEYNG o0vBeonc. H moodTtnTta Kot motdtnTa
VEPOL 6eV PHETABAAAETAL aTd TN CLVTAYH.

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

References: [1]

Yypaoia / Humidity

Agv dlveTal aplBunTiké 6pLo oxeTikiG vypaciag yla To TeEAkO okeDaopa. ATto@ebyovTtal SLaBpoxr MPWTWY LAWY
KOl HETAPOPA CUUMUKVWHUATWY 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

A€V TEKPNPLWVETAL EMLTPENTH BEpUOKpaTLlakr amdkAlon i KOKAOG KatdyuEnc/andyuEnc. O Bepuokpaaieg
MOPACKEVHC Kol QUAAENC avapépovTal oTa avtioTolya medla.

No permitted temperature excursion or freeze-thaw cycle is established. Processing and storage temperatures are
stated in their respective fields.

References: [1]

pH kai cupBatoéoTnTa / pH and compatibility

Aev amnodidetal pH otnv Enpd popen. Tuxdv pH avaAuTikol ekXLA{OUATOC HETPATOL HOVO HE TNV KaBopLopévn
HéBobo.

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

References: [1]

AAAec aAAnAemidpaoselg / Other interactions

Agv opéxeTal MARPNG doKLUA cUPBATATNTAC TOL UiyHOTOC PE MPOoBeTA SPpaoTIKA 1] SlapopeTikd €kboxa. OL
LTIOKATAOTACELG analTolv XwpeLoTH Tekunpiwon.

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

Sikalias Greek Formulary | Reference documentation 2



compounding.gr | 10.0 | 2026-10-14

References: [1]

EwbiIkd otolxeia ovotatikwyv / Ingredient-specific information

Tavtonoinon kat Bdon ¢Oylong:

* KntooteapuAkry aAkodAn: 800 g.

* ALB€paG KNTOOTEAPVALKAG aAKOOANG Kat pakpoydAng (22): 200 g.

OL dSNAWpEVECG popPéc/moldTNTEG aviikouy atnv akpLBry cbveean tTng mnNyrng.

Identity and weighing basis:

» Cetostearyl alcohol: 800 g.

¢ Macrogol cetostearyl ether (22): 200 g.

The specified chemical forms/grades belong to the exact source formula.

References: [1]

MpooTtacia epyalopévwy / Staff protection

KaBapn pokpupdvikn epyaotnplakr evdupaoia, KEAvwn PaAALWY KoL YEVTLO KATA TOV XELPLOUS. AAAQYH YOVTLWV
META amnd emudAvvon/ebopd.

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

References: [1], [2], [3]

EKTipnon kKwvdéovovu / Risk assessment

ZuykekpLuévn mapTtida avapopdc: 1000 g. MpwTo cvoTaTikd: KNTooTeapuALlk aAKoOAn, 800 g. EAEyETe
QVEEGPTNTA TN XNULKA HOPEH, TG HOVADEC Kol KABE KALUAKwaon mpwv and CoyLon.

QG €vdLAPEDO, PEPEL ELBLEAKPLTN TAVTOTNTA KAl CLUYKEVTPWON- 6ev SlaTiBeTal WG TEAKS pdpuako. H apaiwon A
npooBdnikn 6pacTtikig analtel véo umoAoylopd ekdOYwv, cuvtApnong Kat BUD. EAéyEte 6TL KABe eEapTwpevn Bdon
€xeL anodeopevbel.

Kataypdyte yia tnv Tomkr avdAvon noagdtnta avd napaokevr, ouxvotnta epyaciog, didpkela avolkTol
XELPLOUOD, TBAVEG 0600G €KBEONG KL AMOTEAECUATIKOTNTO TWY HETPWY eAEYXOL. AuTd elval atolyela elgédouv
NG a&loAdynaong: 6ev amodibeTal MPOoYNUATIKOC TEALKOG BaOUSC KlvdOvou.

OepULKO 0TAdLO TNC oLYKEKPLUEVNG Blabikaaolag: eAéyETe BEPUOUETPO, TPOTO BEPUaVONG, XPOVLIKY SldpKeLa Kat
anopuyr unePBEpuavonG/anwAeLag dLaAdTn. To TéEAog avduEng dev TavtiCeTal pe TeEKUNPLWPEVN YOEN A A PN
opoyevomno(nan.

Znuelo eAéyyou amnodéopevong: emBeBatwote TeAkd dyko 1 udla otn Beppokpacia avagopdc, diadyela A
npoBAenOueVN dlaomopd Kal CLHEWVIA TEPLEKTN/MWUATOC HE TN ouvTayr. Ma OYKOUETPLKY avaywyr KNy
€ELOWVETE g e ML XWPI(¢ TEKUNPLWUEVN TTIUKVOTNTA.

Mepléxel KNTOOTEAPUALKE | KNTLUALKA 0AKOOAN- prnopel va pokaAéael Tomkh 6epuaTiki avtidpaon. AEloAoyriote
KOl TA OLOTATLKA TNG XPNOlHomnolovuevng Bdong.

Reference batch: 1000 g. First ingredient: Cetostearyl alcohol, 800 g. Independently check chemical form, units
and every scale conversion before weighing.

As an intermediate, label identity and strength clearly and do not dispense as a finished medicine. Dilution or
addition of an active requires new excipient, preservation and BUD calculations. Confirm release of every required
base.

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.

For this procedure’s heating stage, check thermometer, heating method, duration and prevention of
overheating/solvent loss. Completion of mixing does not establish cooling or complete homogenisation.
Release checkpoint: confirm final volume or mass at the reference temperature, intended clarity or dispersion,
and specified container/closure. Do not equate grams and millilitres without a justified density.

Contains cetostearyl or cetyl alcohol, which can cause local skin reactions; include components of the selected
base in the assessment.
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References: [11], [6], [8], [10]

ZuvOnkec mapaokevns / Compounding conditions

Mpw and avdugn: Tavtonoinon XNUKAG HOoPeAG Kal mapTidag KkdBe cuoTaTikoD, KaTaypaer BEWPNTIKWY
MOCOTATWY KAl EAEYX0G KaBapldTNTaC Tou eEOMALOMOD. OL BepoKkpaoieg Kal N oelpd mPoodrikng elvatl aVTEC TNG
nopakATw dladikaoiag.

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

Agv evTOTOTNKE €LOLIKA MELPAUATIKE SLAPKELX TTOL va KAAUTITEL OAGKANPN TNV aKkPLBr) oOVOean, TOV MEPLEKTN KL
TN HMKPOBLOAOYLKH KATAAANASTNTA.

EmAeyHEVOC YEVIKOG Kavovag: €wg 180 nuépeg otoug 20-25 °C yia atepe 1§ Un LOATIKA PN MOOLUN HopPer], LE
TeEKUNPWHEVN aw <0,6. H apxikh nowdtnta/vypaoia, n npootacia and e{codo vepol Kat N QUOLKH KATAAANASTNTA
npénel va vrootnpi{Couv autr TNV Katnyopla.

Huepounvia xpriong = n evwpitepn emtpent nuepounvia and noapaokevr] + emAeyUévn dldpkela, AREELC MPWTWY
VAWV KoLl TUXOY CLUVTOUSTEPO TEKUNPLWHEVO OpLo. O XpdvoG PHETA TO Avolypa 6ev mapaTteivel To cuvoAlkd BUD. H
TEALKA NUEPOUNVIO CUUMANPWVETAL YL TN GLUYKEKPLUEVN TIOPTIBA HETE TOUC EAEYYOULC.

0O yeVIKOG Kavovag amoTeAel ouvtnpeNTIKS Oplo emMAOYAC Kol OXL MELPpapATIK anddelEn otabepdTNTAC TNG
naptidag. H katnyopla cuvdéetal pe TNV TeEAKA abvBeon, TN oLVTAPNON KaL TIG EMTPENOPEVEG Beppokpaaieg. H
TWUA aw 6gv MPoKOMTEL amd TO MOG0CaTO VEPOU A TNV AMWAELX KATA TNV EApavan. MNa tekunpiwaon xpnoluonoliote
SOP-014 kot F-006- yia €l6ikrj aw, SOP-017 kot F-012.

Atevkpivion USP: 6ev anatte{tatl pétpnon aw yla ke un oteipa napaockevr. H katnyopla pnopel va tekunplwoel
antd TNV akpBri obvBeon Kal KATAAANAQ AVTUTPOOWTELTIKE apadelypata- étav n odvbeon elvat aféRaln A
oplakh, mpoTiHdTal 6K LETPNoN HE KATAAANAN HéBobo. ZTNV apoloa ékdoan Hev LTIAPYEL HETPNUEVN aw OUTE
anodeopevpévn noptida. H didpkela Tov TEAKOD oKELAOPATOG KaTd Kavdva dev unepPBaivel To evanopévov BUD
TWY EVOWHATWHEVWY YOANVIKWY Bdoswv/evBlapéowv. EEaipean xpetdletal €8Ik attioAdynon 6tL dev
ennpedfeTal BLOPEVWC N PLOLKH, XNHLKA 1} HikpoBLloAoylkr motdTnTa. KataypdyTte XwpeLoTd TeAkS dplo,
NUEPOUNVIX MAPAOKELHG TWY EVOLAPETWY KL MPAYUATIKA nuepounvia ARENG TOLG.

No specific experimental period was located covering the complete exact formulation, container and
microbiological suitability.

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.
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
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.

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

MpoanaitTobpeva / Prerequisites

Agv anatteltal xwploth B&on pe Kwdkd pnTpwov. Tuxdv eunoptkd dxnua MapapéveL To aKPLBEG KATOVOUACOHEVO
npotév tou nivaka.
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No separately registered base is required. Any commercial vehicle remains the exact named product in the
formula table.

References: [1]

EEomAlonog / Equipment

Zuyo6¢ KatdAANANG eAdxlotng T0ylong, youdi/omepog i opoyevomolnthcg, 6oxela avaulEng, ondTouvAeg,
BeppdueTpo dTav vidpxeL B€puavan, dpyava oykopéTpnong yla moodtnteg mL.

Balance with suitable minimum weight, mortar/pestle or homogeniser, mixing vessels, spatulas, thermometer for
heated processes and volumetric equipment for mL quantities.

References: [1]

M£0060¢ mapaokevng / Compounding method
JUVTAETE TA OLOTATLKA Kal avadedoTe PéxpL YOENG.
Melt together and stir until cold.

References: [1]

Mapatnpnioelg / Observations
Mn VKOG KNPAG: v LITOKABLOTE ALTOUATWG TOV avLovikd kKnpd BP.
Non-ionic wax: not automatically interchangeable with anionic BP wax.

References: [1]

MNeplékTnNG KaL ovokevaoia / Container and packaging

EmiAdoyr yia tomkr agloAdynon: KaAd KAELOTOC ENPAC MEPLEKTNG KATAAANAOC yia TN Hop@r. Mpw and nARpwon
eAéyxovTal KaBapldTnTa, akEPAOTNTA, OTEYAVOTNTA KOl CUUBATOTNTA LALKKOU/MWHATOG. H €18k Hovoypaoia
BEV TEKUNPLWVEL OUYKEKPLUEVO EUMOPLKS TIEPLEKTN.

Selection for local assessment: well-closed dry container suitable for the dosage form. Check cleanliness,
integrity, closure and material compatibility before filling. The specific monograph does not validate a particular
commercial container.

References: [1]

MoloTikO¢ éAeyxocG / Quality control

H €61k povoypagia 6gv divel xwploTd mocoTikd MPoaodloplopnd. EAEYETE TNV TALTOTNTA/MOLOTNTA MPWTWY LAWY
KOl TLG YEVIKEG QAPAKOTIOWOKEG ATOLTAHOELG TNG OLUYKEKPLUEVNG HOPPNG TIOL TTOPATEUTIEL N TINYA.

H péBobdocg, to épLo amodoyrg, N MpayUa Tk T KoL 0 EAEYKTAG KaTtaypdeovtal xwploTd oto F-005. Anotuyia
kplowng npodiaypagric odnyel oe kapavtiva kat dtepebvnon katd SOP-015- n emavdAnyn eAéyxwv xpetdletal
aLtloAdynon.

The specific monograph supplies no separate assay. Check starting-material identity/quality and the general
pharmacopoeial dosage-form requirements referenced by the source.

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

lNa 6ldpkela mov amnodidetal and yevikd Kavéva, epapudletal emmAéov n Bepuokpacia TNG eMAEYUEVNC
katnyoplag oto nedlo BUD. H mnyr dev tekunplwvel avbaipeteg aAAayEg Beppokpaciog.
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For a general-rule duration, also apply the temperature of the selected BUD category. The source does not
support arbitrary temperature changes.

References: [4]

A1aOeon / Dispensing

Evbldueon Bdon yla epyaotnplakh xprion. H evowpdtwaon 6pactikig analtel véo éAeyyxo abvBeanc, pH,
ouvtApnong kat BUD tou teAtkol npoiévtoc.

MepLéxel KNTOOTEAPLALKA 1 KNTLUALKH) AAKOOAN: puropel va mpokaAéoeL Tomkr depuaTikr avtidpaaon. A§loloyrjiote
KOL TQ OLOTATLKE TNG XPNOLomoLlobuevNnG Bdong.

Intermediate base for compounding. Adding an active requires reassessment of the final composition, pH,
preservation and BUD.

Contains cetostearyl or cetyl alcohol, which can cause local skin reactions; include components of the selected
base in the assessment.

References: [11], [10]

EmioApavon / Labelling

Mn LoVIKOC YOAQKTWUATOTOLOC KNPOG KETOUAKPOYOANG

Epyaotnplakri Baon - 6xt dueon xopriynon

Mooétnta: _ Noptida:

Mapaokevdotnke: _ XpAon éwg:

AoBevrig / 66an / ouxvéTnTa:

®OAAEN:

©epuokpaoia yia to BUD autAg tng naptidag:

Meptéxel KNTOOTEAPUALKH | KNTLUALKH 0AKOOAN: prnopel va mpokaAéael Tomk depuaTikh avtidpaon. AEloAoyriote
KOL TQ OLOTATLKA TNG XPNOLomoLlolueYNnG Bdong.

Cetomacrogol Emulsifying Wax
Compounding base - not for direct administration

Quantity: _ Batch:
Prepared: _ Useby:
Patient / dose / frequency:
Storage:

Temperature for this batch BUD:
Contains cetostearyl or cetyl alcohol, which can cause local skin reactions; include components of the selected
base in the assessment.

References: [1], [10]

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 éyxouv 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 vmoAoylopol 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.
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AveEAPTNTN EAANVLKH KOl ayYALKH amnédoon/opydvwon oTolXelwv TG avagepduevng mNyrg. Aev anoteAel enlonun petdepaocn fi £€ykpLon Tou
€KOOTN.

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

Mnyéc ka1 mapanopunég / Sources and references

[1] British Pharmacopoeia 2016 - Cetomacrogol Emulsifying Wax

2016 | PDF pp. 1-2; user-supplied BP extract; URL is publisher catalogue, not the licensed full monograph | master formula | 2026-09-10
https://www.pharmacopoeia.com/

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

Awabéoipo keipevo / 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]1 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]1 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
[10] EMA - Excipients in the labelling and package leaflet, Annex Revision 5

Published 5 December 2025 | EN and EL worksheets: arachis oil, wool fat, cetostearyl/cetyl alcohol, chlorocresol | Current primary excipient
warnings; used as a scientific labelling reference, without claiming MAH obligations automatically apply to a compounded prescription |
2026-10-14

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
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