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Kayaxkia kappivng 200-500 mg Ph. Fr.
Carmine capsules 200-500 mg Ph. Fr.

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: 1 capsule / kaydkLo

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

Kapuivn E120 200-500 mg
Carmine E120

Meplypa@n okevaopatog / Preparation description
Kaydkla motk{iAov HeYEBOLC/XPWHATOC UE EpuBP] WG akoLpa EpuBpr] KOVL.
Capsules of varying size/colour containing red to dark-red powder.

References: [1]

Apaon kai xpon / Action and use
AlayvwoTtikA ekTiunon xpdvou evtepLkric GLéAgvong.

Diagnostic measurement of intestinal transit time.

References: [1]

Mpodiaypagic / Specifications
Opotopop@ia pdcac- anoagddpwaon.
Uniformity of mass; disintegration.

References: [1]

®wg / Light

Aev mapéxeTal 6K PWTOOTABEPOTNTA TOL TEALKOD TPOIOVTOC. 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]
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Aépac kaL o&eidbwaon / Air and oxidation

Agv apéxeTal HEAETN 0EEBWTLKAC oTaBePATNTOG TOL TEALKOD PiyuaTog o0Te anaitnon adpavolg atudopalpac.
Tnpeltal 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 SiaAvtotnTa / Water and solubility

Agv dlveTtal moooTikd éplo LEPOAVTIKAC OTABEPATNTAC TNE OLYKEKPLUEVNC obvBeonG. H moodTnTa Kal moldtnTa
VEPOL 6eV PHETABAAAETAL aTd TN CLVTAYN.

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

References: [1]

Yypaoia / Humidity

Agv dlveTal aplBunTiké dpLo oxeTikrg vypaciag yla To TeAkd okeDaoUa. ATtogebyovTtal SLaBpoxr MPWTWY LAWY
KOl HETOPOPA CUUMUKVWHAETWY 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 TEKUNPLWVETOL EMTPENTH Beppokpaatakh anékAlan i KOKAOG kaTtdywugng/andyuéng. OL Beppokpaoieg
MOPACKEVAC Kol QUAAENG 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 kaiL cupBatoTnta / pH and compatibility

Agv anodidetal pH otnv Enpd poper. Tuxdv pH avaALTIKOD eKXVAIOMATOC HETPATAL HOVO HE TNV KaBopLopévn
uédodo.

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

References: [1]

AAAeG aAAnAemibpaoclg / Other interactions

Aev napéxetal mARPNS 60K ouPBaTdTNTAC TOL PiyHaTOG UE MPSOBeTa dPAOTIKA 1 dLapopeTIkA €kBoya. Ot
LTIOKATAOTACELG amalTolv XwpLloTH Tekunplwon.

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

References: [1]

Ewdikd otolxeia ovotatikwyv / Ingredient-specific information

Tavtonoinon kat Bdon COylong:
e Kappivn E120: 200-500 mg.
OL dnAwpéveg popeég/moldTnTeG avrikouy otny akpBry cbveean tng mnyric.
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Identity and weighing basis:
e Carmine E120: 200-500 mg.
The specified chemical forms/grades belong to the exact source formula.

References: [1]

Mpootacia epyalopévwy / Staff protection

KaBapr poakpuudvikn epyaoctnplakr evdupoaoia, KAALYN HOAALWY Kal YEvTia KaTd Tov XELPLOPS. ANy YOV TLWY
pETE and enudAvvaon/ebopd.

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

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

EKTipnon kKivdéovovu / Risk assessment

ZuykekpLuévn moptida avagopds: 1 capsule / kawdkio. Mpwto cvatatikd: Kapuivn EL120, 200-500 mg. EAEyETe
aveEdpTNTA TN XNMLKA HOPQH, TG HOVEDBEC Kol KABE KALUdKwaon mpv and COyLon.

H opolopopeia pdac 6ev amodelkviel pdévn TNG opolopopeia meptexopévou. EAEYETE YEWUETPLKA apaiwan,
eAAXLOTN TOYLON, AMWAELEG OTA TOLXWHOTA Kal aplOud/uéyeboc kKayakiwy. AlatnperioTe dlakpltr TavtdTNTA
LoX0WVv KaTd MARPWaON Kal EMoUovon.

KataypdyTe yla TNV TOMKA avdAuon moodTnTa avd napaokevr, ouxvotnTa epyaoiag, dldpkela avolkTtol
XELPLOMOD, TBAVEG 00006 €KBEaNG KL AMOTEAECUATIKOTNTO TWY HETPWY eAEyX0L. AuTd elval atolela elaédouv
NG agloAdynaong: 6ev amodidetal MPooXNUATIKAC TEALKOG BaBUdC KlvdOvou.

Znueio eAéyyou amnodéopevong: aveEdptnTn enaAriBevon mg avd povéada, cuvoALlkol aplBuol HovEdwY Kat
MIkpOTEPNG T0YLONG. H opolopoppia palag v umokaBLoTd TNV opolopopeia MeEPLEKTIKOTNTAC OToL aUTH
anatteltatl. Kataypdyte dladoxr YEWHETPLKAG apaiwaong Kol ano@uyr SlaxwpLopol KovLWV.

To Kappivio E120 prnopel va pokaAéoel aAAepYLKH] avTiBpaon AOGYw MPWTEIVIKWY VTIOAEUPATWY. EAEYETE YvwoTA
aAAepyla og kappivio/cochineal mpv ané tn dlayvwoTikA xopriynon Kat Tavtonotjote tnv nnyrj/naptida. H
dlatpopikr) ADI 6ev anoteAel eykekpLuévn dlayvwaoTikr doooAoyia.

Reference batch: 1 capsule / kaydkio. First ingredient: Carmine E120, 200-500 mg. 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.

Carmine E120 can trigger allergy associated with protein residues. Check known carmine/cochineal allergy before
diagnostic administration and identify the source/lot. A food ADI is not an approved diagnostic dose.

References: [11], [6], [8], [10]

ZuvOnkec mapaokevns / Compounding conditions

Mpw and avdugn: Tavtonoinon XNUKAG HoPeAG Kal mapTidag KkdBe ouoTaTikoD, KaTaypaer BEWPNTIKWY
MOCOTATWY KAl EAEYX0G KaBapldTNTAC TOu EEOMALOMOD. OL BepoKpaoileg Kal N oelpd mPoodrkNg elvatl aLTEC 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]
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Tekpunpiwon BUD / BUD rationale

Agv gvtomni{oTnke €8LKA MELPAPATIKA BLEPKELX IOV Vo KAAOTITEL OAGKANPN TNV akpLBA glvBeaon, Tov MEPLEKTN Kal
TN HLKPORLOAOYLKH KaTaAANASTNTA.

EmAeyEVOG YEVIKOG Kavovag: éwg 180 nuépeg atoug 20-25 °C yla oteper | 1IN LOATIKA PN MOOLUN HoPPH, UE
TEKUNPLWHEVN aw <0,6. H apxikh modtnta/vypaoia, n mpootacia and e(codo vepol Kat N eLOLKA KATAAANASTNTA
npénel va vmootnp{Couv avtr TNV Katnyopla.

Huepopnvia xpriong = n evwpitepn emtpentr nuepopnvia and napackevr + emAgypévn dldpketa, AREELG MPWTWY
VAWV KoL TUXOY CLUVTOUSTEPO TEKUNPLWHEVO OpLo. O Xpdvog PETA To dvolypa 6ev napaTteivel To cuvoAlkd BUD. H
TEALKH NUEPOUNVI{X CUPTANPWVETAL YLO TN OLYKEKPLUEVN AP T{BA PETA TOUG EAEYXOULC.

O yevikdG kKavédvag amnoteAel ouvTNPENTLIKO dPLo EMAOYAG Kot OXL MELPAMATIKA anddelgn otabepdTnTag TNG
naptidag. H katnyopla ouvdéeTal pe TNV TEAK oOvBeon, TN oLVTAPNON KoL TLG EMTPENOUEVEG BEpoKkpaoiec. H
T aw 6gv MPoKOTTEL and To MOooaTS VEPODL 1 TNV anWAsLa Katd tnv EApavaon. MNa tekunpiwon xpnoluonotioTe
SOP-014 kot F-006- yia €16ikry aw, SOP-017 kot F-012.

Altevkpivion USP: dev anatte{tal pétpnon aw yia kdBe pn otel{pa napaokevr. H katnyopla pnopel va TeKuNPLwOEel
and TNV akpLBr obvBeon Kal KATAAANAQ AVTLMTPOCWTEVTIKA Mapadelypata: dtav n obvbeon elvat aBéRain
oplaKr, MPOTIHATOL EL6LIKNA UETPNON HE KATAAANAN LUéBO0BO. ZTNY napoloa ékboan Hev umdpyel HETPNUEVN aw O0TE
anodeopevpévn mopTida. H Sldpkela Tou TEALKOD OKELAOUATOC KATA Kavdva dev vepBaivel To evamopévov BUD
TWY EVOWUATWHEVWY YAANVIKWY BAoswv/evolapéowy. EEaipeon xpetdleTtal €dikr attioAdynon 6TL 6ev
eNMNPEAZeTAL BUOHEVWIG N GUOLKH, XNHLKA A LikpoBLloAoyLkr moldTnta. KataypdyTte xwplotd TeAkd 6pLo,
NUEPOUNVIX MOPAOKELHG TWY EVOLAPETWY KAl MIPAYHATIKA 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]

Mpoamaitovpeva / Prerequisites

Agv anatteltol ywplotrh Bdon HE KWOLKO uNTPWou. Tuxdv eUTopPLKd OYXNUA TIAPAUEVEL TO OKPLBEC KATOVOUOTOUEVO
npoidv tou mivaka.

No separately registered base is required. Any commercial vehicle remains the exact named product in the
formula table.

References: [1]

EEomAlopog / Equipment

Zuyég, youd{/Omepog, KOOKLVO, CLUOKELH MARPWONG TOL KABOPLOPEVOL HEYEBOLG KaWaK{WY, EEOMALONOG EAEYXOL
palac/opolopopeiac.

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

References: [1]
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M£00b0¢ mapaokevng / Compounding method
ETUAEETe pla MEPLEKTIKOTNTA KOL MANPWOTE TNV Kapuivn xwplg €kdoxo g KATAAANAO KAWAKLO.
Select one strength and fill carmine without excipient into a suitable capsule.

References: [1]

Napatnpnioelg / Observations

H teAkr noodtnta e{val n Bdon tou nivaka gdvBeong. Kataypdgovtal mpayuaTiky andédoon, TuXdv amMWAELEC KOl
anOKA{OELG 0TO QUANO EKTEAEDNG.

The final quantity is the master-formula basis. Record actual yield, losses and deviations in the batch record.

References: [1]

MepLékTnG KalL cvokevaoia / Container and packaging
AgpoaTeYNG MEPLEKTNG.
Airtight container.

References: [1]

MoloTiko¢ éAeyxoc / Quality control

Opotopop@ia pdcag:- anoagddpwaon.

H néBobog, To 6pLo amodoynic, N MPAYHATIKA TIUA Kal 0 EAEYKTAC KaTtaypdeovTal xwplotd oto F-005. Anotuyia
Kplowng nmpodlaypaeric odnyel oe kapavtiva kat dtepebvnon katd SOP-015- n enavaAnyn eAéyxwv xpeltdleTal
attoAdynon.

Uniformity of mass; disintegration.
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]

®0OAa&n / Storage

AgpooTeYAC MEPLEKTNG.
Mo dudpkela mov anodidetal amnd yevikd kavéva, epapudleTal eMmNAov n Bepuokpacia TNG emAeyuévng
Katnyoplag oto nedio BUD. H mnyr 6&v TekUnplwvel avbaipetec aAAayéc Bepokpaaoiac.

Airtight container.
For a general-rule duration, also apply the temperature of the selected BUD category. The source does not
support arbitrary temperature changes.

References: [11], [4]

A1aOeon / Dispensing

Xoprynon otnv akpBri cuvtayoypa@nuévn mMEPLEKTIKOTNTA. Mo LYPA&, XpPNoloTolioTE KATAAANAN
BaBuovopnpévn cbpLyya and Tov oTOUATOG: KaTaypAyTe 880N Kot ouxvETNTA amd TN CLVTAYH.

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

References: [1]
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Enmionpavon / Labelling

Kaydkla kappivng 200-500 mg Ph. Fr.

Ané Tov otéuatog

MNoodétnta: _ Moaptido:

Moapaokevdotnke:  XpAon €wg:

AcbBevng / 8don / ouyvéTnTa: _

®UAaEN: AEpoOTEYAG MEPLEKTNG.

©eppokpaoia yla To BUD auTtAg tng naptidag:

Carmine capsules 200-500 mg Ph. Fr.

Oral use
Quantity: Batch:
Prepared: Use by:

Patient / dose / frequency:
Storage: Airtight container.
Temperature for this batch BUD:

References: [1]

v9_controls / v9_controls

To apBunTiké 6plo oto apyeio elvat pévo 6pLo BLBALOYPAPLKAC avapopdc UTd TIC £LBLKEC TPODTOBETELC. Agv €xEL
optotel BUD mpaypaTikAg mopTidag katl 6ev éyxouv napaydel petprioelc aw. H akplBrig obvBean, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN Kol Ta aTolxela eAéyyou PEMEL va YKPLOODY Yyl TN CUYKEKPLUEVN
epappoyn. H évap&n tou vmoAoylopol BUD eival n évapEn tng napaokevic. Epapudletal To CLVTOUOTEPO
TEKUNPLWHEVO OpLlo, HE XWPLOTO EAEYXO0 BldpKelag HETA TO dvolyua. Ta dplta USP gi{val texvikd mAaiowo kot 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 petdgpaaon fi €ykplon Tov
€kdOTN.

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

Mnyécg kaiL mapamnounécg / Sources and references

[1] Gélules de carmin de cochenille (2010) (15/02/2012)

2010 | PDF pp. 1-2 | master formula | 2026-10-14

https://ansm.sante.fr/uploads/2020/10/23/gelules-de-carmin-de-cochenille.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
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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] EFSA - Scientific Opinion on the re-evaluation of cochineal, carminic acid, carmines (E120)

2015 | Conclusions: allergy and proteinaceous impurities; EFSA Journal 13(11):4288 | Allergen hazard evidence only; food ADI is not a medical
diagnostic dose limit | 2026-10-14

https://doi.org/10.2903/j.efsa.2015.4288
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