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®AOLOC OTIEPMATOC LOTIAYKOUAAG HE
@POLKTOCN/MAATOOEETPIVN - OKOVN YA TTIOCLMO
EVALWPNHA

Ispaghula husk with fructose/maltodextrin - powder
for oral suspension

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 ATIOOTIATUATWY/BLRALOYPAPLKWY OvapOPWY dLatnpolvTaL.
To ke{pevo elvat n mapexduevn kat avabewpnuévn eyypaer Sikalias, 6xtL véa mARpn¢ avadnuooievon Tou
npwToTOMOL TNG NMNYAC. MpdoBaacn oto NMARPEC MpwTOTLTO YivETAL OTOV £MiONUO €KEATN, UE TNV AMALTOOUEVN
4beLa fj ouvdpoun. Agv dBNAWVETOL OTL EKKPEUEG alTnUa emovdxpnong €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.

Z0v0eon avagopadg / Reference formula

Bdon / Basis: Moagétnteg €l0ddov TNG enionung ouvtayrc:100,1 g otepewv ouv 4 otaydvec aBepiov eAaiov:
mpaydaTiky TeAk padla kataypdeetal / Official formula input quantities:100.1 g solids plus 4 drops essential oil;
record actual final yield

ZvoTaTiko / Ingredient MoocoétnTa / Quantity

dAoléc onéppatog LonaykovAaG (Plantago ovata) oe okdvn 60 g
Ispaghula seed husk (Plantago ovata), powdered

®pouvkTdln 209
Fructose
MaATtobegTpivn 2049

Maltodextrin

Tpuyikd ogL 100 mg
Tartaric acid

ABépLo €Aato kavélag KebAdvng 4 drops
Ceylon cinnamon essential oil

Meplypa@n okevaopatog / Preparation description

Znped Aentd pelypa avolyTold Unel YpWHUATOoG ou eEpLExel pAoLld onépuatog Plantago ovata, gpoukTtdln,
HoATOOeETPIVN, TPLUYLKO 0ED Kat alBéplo éAato KavéAlag. H noagdtnta 60 g TEKUNPLWVETAL TNV £m{onun ékdoaon
2019 kot 0Tov oNuEPLVS KATAAOYO CUOTATLIKWY TOL QUAAadlov. Ol e{godol 6ev opiCouv akpLBws 100 g TeAkol
npolévToc: N mpaypatikl andédoon KataypdeeTal.

Dry fine light-beige mixture containing Plantago ovata seed husk, fructose, maltodextrin, tartaric acid and
cinnamon oil. The 60 g quantity is documented in the official 2019 edition and current leaflet composition. Inputs
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do not define exactly 100 g finished product; record actual yield.

References: [1], [8]

Apaon kai xpron / Action and use

H HMPC avayvwpi(Cel kaAd edpatwuévn xprion eAolol Plantago ovata gg ouvrifn SuOKOALOTNTA KL KATAOTAOELG
IOV AMALTOUV HaAaKd KOTpava, KaBWE Kal EMKOVPLKH a0ENCN QUTIKWY VWV O EMAEYUEVEC KATAOTATELC LTS
en{BAeyn. MNa duokolAtétnta:7-11 g eAolod nuepnoiwg otoug evAALKeEC/epriBoug Kal 3-8 g ota madld 6-12 €TWv,
HE €Aeyyxo xopnyoOluevNG Halac @Aolol. Asv petagépovtal 66aelg onepudtwy P.afra/P.indica. H ouvtayn pe
€kdoya dev €xel avtduaTa TNy (Bla 6éon o€ ypaupdpla Le To KabBapd GAoLS.

H emkovplkr XprAon yla a0ENaon QUTIKWY WKV, EVEPEOBLOTO €vTEPO 1 LTIEpXOANOTEPOAaLUia BEV ouVIOTATAL KEATW
Twv 12 €Twv. H unepxoAnoateporatpia anattel tatpikr eniBAeyn: n 66on NALKLWY 6-12 agopd Tn
BLOKOALOTNTO/OLELKOALYON PAAAKWY KOTIPAVWY.

HMPC recognises well-established use of Plantago ovata husk for habitual constipation and conditions requiring
soft stool, and adjunctive increased fibre intake in selected supervised settings. For constipation:7-11 g husk/day
in adults/adolescents and 3-8 g in children 6-12, with verified delivered husk mass. Do not transfer P.afra/P.indica
seed doses. A blend containing excipients does not automatically have the same gram dose as pure husk.

Adjunctive increased-fibre, irritable-bowel or hypercholesterolaemia use is not recommended below 12 years.
Hypercholesterolaemia requires medical supervision; the 6-12-year dose concerns constipation/easier passage of
soft stool.

References: [2], [3]

Mpobiaypagéc / Specifications

®Aolég onépuatog oOpwva e RFE/Ph.Eur.1334: gpouktdln 0188, paAtodeEtpivn 1542, Tpuykd o0 0460 Kat
€Aato kavérag KebAdvng 1501. H wotopikr enlonpn mnyr TEKUNPLWVEL QUTEG TG TavTdTNTEG. OpiCovTal
avBevTikéTNTA, ENPOTNTA, OMOLOYEVELD, TIPAYUATIKA anddoan Kat KatdAAnAog 6elktng dléykwong. H toxbovoa
papuoakonotia kaBopi(Zel aplBuNTIKd dpLa: dev epevplokeTat aw 1 pH.

Husk against RFE/Ph.Eur.1334; fructose 0188, maltodextrin 1542, tartaric acid 0460 and Ceylon cinnamon oil
1501. The historical official source documents these identities. Specify authenticity, dryness, homogeneity, actual
yield and appropriate swelling index. Obtain numerical limits from the current pharmacopoeia; do not invent aw or
pH.

References: [11], [2], [3], [4], [8]

®wg / Light

Mpootacia TG EnpAg okdvng amnd ewc, e adlagavr devtepoyevr ouokevaoia edv anatte{tal. O éAeyxoc agopd
6Ao To pelypa, WBlwg To Pkpd apwpaTikd KAGopa- dev BPEBNKE MOCOTLKA HEAETN PWTOOTAOEPSTNTAG TNG
OLYKEKPLUEVNG a0vBeoNnG.

Protect dry powder from light, using opaque secondary packaging when necessary. Assess the whole mixture,
including the small flavouring fraction; no quantitative photostability study of this exact formula was found.

References: [1], [4]

Aépac kat o€eidbwaon / Air and oxidation

AgpoaTeyég kKAelolo meplop(Tel petapopd vypaaiag, okdvNG Kal MTNTIKAG 00UAC Tou eAalov. AnogelyeTal
TOPATETAUEVN AVOLKTH AVAULEN HETA TNV MPOCOKN apwHATIKOL. Agv op{Cetal éplo oEuydvou i adpavic
atuoéoealpa.

Tight closure limits moisture transfer, dust and volatile-oil odour loss. Avoid prolonged open handling after adding
flavour. No oxygen limit or inert atmosphere is specified.
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References: [11], [4]

Nepo kat SiaAvtoTnTa / Water and solubility

H dloykovpevn BAEvva anattel vepd KaTd TN Afwn, aAAd vepd dev mpoatiBetal otnv anobnkevdpevn okévn. H
HMPC amnattel TouAdyxtotov 30 mL vypol avd 1 g AoLol Kal emopkh NUEPAOLa MPdcAnyn vypwv. NMpoabrikn vepoL
o€ 6An TNV napTida dnuovpyel dlagopeTik obvBeon xwplc TeKunpLwuévo BUD.

Swelling mucilage requires fluid at administration; no water is added to the stored powder. HMPC requires at least
30 mL fluid per 1 g husk and adequate daily hydration. Adding water to the entire batch creates a different
preparation with no established BUD.

References: [11], [3]

Yypaoia / Humidity

Mapoaokevr He oxeTIKA vypaoia éwg 60%:- anodrikevon Pe mpootacia amd vypaocia Kal dueco KAe(oLO.
®poukTdln, HoATobeETPIvN Kal BAEvva Prtopolv va emnpedoovy cuoowudTwaon/por YeTd vypacia. H vypaoia
Xwpouv dev amoteAel pétpnan aw.

Prepare at not above 60% relative humidity; protect from moisture and reclose promptly. Fructose, maltodextrin
and mucilage can affect clumping/flow after moisture exposure. Ambient RH is not a product aw measurement.

References: [1], [6]

Osppokpacia / Temperature

MNapaogkevr 25+5 °C kat pOAaEN K&Tw and 30 °C. Aev anatte{tal O€ppavaon- n emmnAéov 8€puavon 1 vypr Efpavon
dev avrikel otn guvtayn. H Enpr okdvn 6ev kataywOxeTal | woxeTal xwpE(g TeKUNplwaon MeEPLEKTN/CLUMOKVWONG.

Prepare at 25+5 °C and store below 30 °C. No heating is required; added heating or wet drying is outside this
formula. Do not freeze/refrigerate the dry powder without container/condensation assessment.

References: [1], [6]

pH kai cupBatoéoTnta / pH and compatibility

Aev opiCetat pH Enpric okdévng. Ta 100 mg TpuyLkol 0E€oc Gev emTpénovy MPORAEYN Tov pH evalwprinaToc xweig
KaBoplopévn moodTnTa vEPOD Kal HETpNon. Aev Bewpeltatl To TPLYLKS 0D avTIULKPOBLAKS cuVTNPENTLKS.

No dry-powder pH is specified. The 100 mg tartaric acid does not establish suspension pH without a defined water
quantity and measurement. Do not classify tartaric acid as an antimicrobial preservative.

References: [11], [4]

AAAec aAAnAemidpaoelg / Other interactions

H wonaykoOAa punopel va kabuateprioel TNV evtePLKr anoppdenon eapudkwy: Tnpeital andéotaon ¥2-1 wpag and
GAAEG a6 TOL OTOUATOG AYWYEG. OUPEOELOIKEG OPHOVEG, AVTIOLABNTIKE Kol GAPUAKO TTOL AVACTTEAAOLY
TMEPLOTAATIOMS amotToOv €L6IKG €Aeyy0. ®A0LOGC P.ovata kat oAdkAnpo onépua P.afra/P.indica dev elval 5ocoAoyikd
Looduvapa.

Ispaghula may delay intestinal drug absorption: separate ¥2-1 hour from other oral medicines. Thyroid hormones,
antidiabetic therapy and medicines inhibiting peristalsis require specific review. P.ovata husk and whole
P.afra/P.indica seed are not dose-equivalent.

References: [3]
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Ewdika otolxeia cvotaTtikwy / Ingredient-specific information

O @AoLoG elval eMelOTEPULO KOL YELTOVIKEG OTIRAdEC amd Ta onéppata Plantago ovata Forssk., mAolaoleg o€
apaBLvoEuAdvec: 6ev elval 6Ao To onépua. PpouvkTdln 20 g Kot HaATodeETPIvn 20 g €XOLY OLGLACTLKY) CUPPETOXN
010 Helyua Kat amattoly EAEYX0 XOPNYOUUEVWY LOATAVOPAKWY/KANPOVOULKAG duaaveEiac ppovkTdlNnG. To
TPLYLKS 0ED 100 mg Kal To €Aalo 4 oTayOVWY AmoLToOY OHOLOHOPPN KATAVOUA Kal KaBoplopévn mpwtn OAN.

Husk comprises episperm and adjacent layers removed from Plantago ovata Forssk. seeds, rich in arabinoxylans;
it is not whole seed. Fructose 20 g and maltodextrin 20 g are substantial blend fractions, requiring
carbohydrate-exposure/HFI review. Tartaric acid 100 mg and 4 oil drops require uniform distribution and defined
raw material.

References: [11, [2], [3], [4], [7], [8]

Mpootacia epyalopévwy / Staff protection

H elonvor] okévng LomayKoOAOG Umopel va MPOKAAEDEL EMOYYEALATIKE gevalabnTomnoinon Kot coBapéc avTiopdocLc.
Xpnotuomote(tal eAeyxOpevn anaywyr/KAELOTOC XeLplondc, yavTia, evdupacio Kat KATAAANAN QVATIVELGTLKH
npootaoia Bdoel aEloAdynaong ékBeong. AmogelyeTal avolktd Tivaypa KEOKLYov, mMemeouévoc aépac kat Enpd
okoUTmopa. Evatobntomnolnuévo mpoowtikd amopakpOveTal and tnv €kBean.

Inhaled ispaghula powder can cause occupational sensitisation and serious reactions. Use controlled
extraction/enclosed handling, gloves, clothing and appropriate respiratory protection based on exposure
assessment. Avoid open sieve shaking, compressed air and dry sweeping. Sensitised staff must avoid exposure.

References: [11], [3], [6]

EKTipnon kKivdéovovu / Risk assessment

Kplowa: aAAepyloyévog okdvn, ava@uiagia, nviypovr Kat oloo@ayLlki/evteptkh andégpagn étav Anedel xwplg
apKeTO LYPS. AvtevdeikvuTal o€ Slatapayr KaTdnoong, otevwoelc/andppaén, neydkoAo, avegyntn atpoppayia
f aveEAyNTN LETABOAR EVTEPLKWY oLVNBELWY. AlaBATNG Kot BupeoeldLIk aywyr anattodv eniBAsyn. NpdobeTol
k{vduvou: petaBAnTr TeEAK HATa, N OPLOPEVEG OTAYOVEG OPWHATIKOD, AavBaouéVo KOLTAAL Kat €kBeon o€
@POLKTAOTN. Adyw @pouvKTATNCG, acBevelc ue kKAnpovoulkr ducaveEia ppouvkTATNG Hev MPémeL va AaBAvoLY TO
mpoiov.

Critical risks are allergenic powder, anaphylaxis, choking and oesophageal/intestinal obstruction when taken with
insufficient fluid. Contraindications include swallowing disorders, narrowing/obstruction, megacolon, unexplained
bleeding or unexplained altered bowel habits. Diabetes and thyroid treatment require supervision. Additional risks
are variable final yield, unspecified flavour drops, inaccurate scoop and fructose exposure. Because it contains
fructose, patients with hereditary fructose intolerance should not take the product.

References: [11], [3], [4], [7]

ZuvOnkec mapaockevnG / Compounding conditions

AvoTtnpd oteyvéc eEomAlopdc. Zuylote xwplotd 60 g pAoloDd, 20 g ppouvkTolNnG, 20 g paATtodeETpivng Kat 0,100 g
TPLYLKOD 0E€0G: IpoabéoTte 4 ataydveg KaBoplopévou eAalov. Aev agatpeital 0,1 g and kK&mnolo €kdoxo yla va
napaxBel Texvntd 100 g. Kataypdeovtal cOOTNHA OTAYOVWY, AVAKTNON, TMPAyUaTk TeEAK p&la Kat
LTOAOYLOUEG OCHTNTAG GAOLOD avd XopnyoUHEVN Hovada.

H avaktnuévn pdda dev anodetkviel pévn tnG TEALKO KAGOUO @A0L00. Agv Slatpolvtal Ta apxtkd 60 g UE TN
HkpdTEPN avaKTNUEVN MATa: OUOLOYEVE(G AMWAELEG a@aLPolV Kot QUTIKH DAN, dLlaTtnpwvTag To apyLkd KAdoua
péZac. H avtiotolyion 66ong otnpi(fetal oTiG aKpLBE(C CUVOALKEC ELOPOEG, TEPLAQUBAVOUEVNG TNG TEKUNPLWHEVNG
MACaG Twy 0TaYOVWY, Kal o EYKEKPLLEVO LoOTDYLO/OVTIIPOCWTIELTIKA MOoOoTIKA emPBeBaiwon TnG obvBeang.

Use fully dry equipment. Separately weigh 60 g husk, 20 g fructose, 20 g maltodextrin and 0.100 g tartaric acid;
add 4 drops of defined oil. Do not subtract 0.1 g excipient to force an artificial 100-g total. Record drop system,
recovery, actual yield and calculation of husk content per administered unit.
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Recovered mass alone does not establish the final husk fraction. Do not divide the initial 60 g by a lower
recovered yield: nonselective homogeneous losses remove botanical material as well and preserve the initial
mass fraction. Dose conversion requires exact total inputs including documented oil-drop mass, and an approved
mass balance/representative quantitative confirmation of composition.

References: [1], [3], [6], [8]

Texkpnpiwon BUD / BUD rationale

H enlonun nnyr dlvel 3 prveg ywa tn oteyvr okdévn K&Tw amnd 30 °C, npooTtatevpévn and pwg/vypacia. MNa To
MNTPWo emAéyovTal WG 89 Nuépeg, xwpIlc umépBaan 3 NUEPOAOYLOKWY UNVWY 1} cuvToudTteEPNG ARENG
ovoTaTkoL. H dldpkela elval meplodog tng enlonung ocuvtayng- dev BpEBnKe avTLoTOLXLOMEVN LEAETN TNG
aKpPLBOVUG olvBeanc/meplékTn o0TE HETPNON aw. Aev emAEyeTaL avTOPOTA 6pLo 180 NUEPWY BATEL EHPAVIONG WC
Enprc okévng. To evalwpnua TNG HEHOVWHEVNG 6S0NG xpnoldomole{Tal apuéows Kal dev amobnkedeTAL.
Ala@opeTIkS éAalo, MOoOTNTEC, MEPLEKTNG 1} LYPH MPOTAPACKELH AMaLTOOY véa TeKUnplwan.

OL 89 nuépeg elval pévo und npodinobéoelc neplodog avapopdc Tng MNyAG ya tnv Enpr okdvn. Aev anodibetal
TEAKH nuepounvia eKTEAEONC TPLY EYKPLOOUY N MpaypaTik obvBeon, To oboTnua oTayévwy, To LgollyLo
avdkTnong Kat n avtiotoixion 6éonc. Ek6oTikr gbuBaon: Ta unviaia épla TNG MNYAS MOPAUEVOLY NUEPOAOYLOKA:
TO aPLOUNTIKG 6pLo peTaATPOMAC E(val 28 NUEPEG Yo E€vav HAva 1] 89 yLa TPELG: TLUXOV XWPLOTA ETILAEYUEVO
BpaxbTtepo 6plo eEakoAoLBEel va vteployVeL. MpoKeLTAL yla ouVTNPENTIKA HeTATPOMH, OXL avToAeEel 6plo TNG
nnyne.

The official source gives 3 months for dry powder below 30 °C, protected from light/moisture. Use a register
ceiling of 89 days, not exceeding 3 calendar months or the earliest ingredient expiry. This is an official-formula
period; no matching exact-formula/container study or measured aw was found. Do not automatically select 180
days merely because the product appears dry. Consume the individual reconstituted dose immediately and do not
store it. Different oil, quantities, container or premixed liquid requires new evidence.

The 89 days are only a conditional source reference period for dry powder. No operational batch date is assigned
before approval of actual composition, drop system, recovery mass balance and dose conversion. 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: [11], [4], [5]

Mpoamaitovpeva / Prerequisites

Tomkd SOP tavtonolnong Botavikic OANG, COylong, Kook{viong, av&duLlENg okovwy, EAEYX0L QAAEPYLOYOVWVY,
KaBaplopoL Kal enofpavong. Kavéva étolpo néoipo dxnua dev npootiBetal. H eneEepyacia 4 otaydvwy anattel
TALTOTOLNMEVO OTAYOVOUETPO: N ALTOUATN avaAoyikh KALMdKwaon dgv evepyomnoteltatl xwplg anodektr
OYKOMETPLKA/OTABOULKY BAan.

Local SOPs for botanical identity, weighing, sieving, powder blending, allergen control, cleaning and labelling. Add
no prepared oral vehicle. The 4-drop operation needs an identified dispenser; automatic proportional scaling is
unavailable without an acceptable volumetric/gravimetric basis.

References: [1], [3], [6]

EEomAlonog / Equipment

KaTtdAAnAot Babuovounuévol Juyol yia kKOpLeg moodtnTeG Kot 100 mg 0&€o¢, KOOKIVO 355 um, oTeEYVO KAELOTO
MIKPS avaulkTiké gboTtnua A tydlo, omdToLAEC, KABOPLOUEVO OTAYOVOUETPO Kol KATAAANAOG TEPLEKTNG. M
d1dBeon anatteital SoogoueTplkd péoo pe emaAnbevpévn pdla xopnyoOlUEVOL UE(YUATOC.

Calibrated balances for bulk quantities and 100 mg acid, 355-um sieve, dry enclosed small mixer or mortar,
spatulas, defined dropper and appropriate container. Supply requires a dosing device with verified delivered
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mixture mass.

References: [1], [6]

M£00o60¢ mapaokevng / Compounding method

1. TavTtomoloTe TO PAOLO Kal KooKwi{oTe TNV ENpr okévn amnd 355 um unéd éAeyxo okdvng. 2. AlaondoTte
OUOOWHOTWHATA PPOLKTATNG/HaATOSEETPIVNG. 3. MNMpodlaoneipeTe To HIKPS KAAOUX 0EEO0C KAl TO APWUATIKG o€
HE€pPOC ToL £kBOYOUL Kol avauiEte pe Ta vmdAoina o€ oteyvd cbotnua. 4. H mnyr 6{vel 15-30 Aentd avauEng
avoAdywe napTibag- empBeBalwoTe opoloyEVELa. 5. ZuyloTe TNV avdkTnon, eAEYETE KAl OUOKELAOTE. Agv
npootiBetal vepd | mMpdabeTog SLaADTNG 0To anodnkevuévo pelypa- mpootiBevtal pévo oL TEooEPLg
TMPORBAEMOUEVEG OTAYOVEG TOL TALTOTOLNHUEVOL EA{OL KAVEAQG.

1. Identify husk material and sieve dry powder through 355 pm with dust controls. 2. Break fructose/maltodextrin
agglomerates. 3. Predisperse the small acid/flavour fractions in part of the excipient, then combine all
components in a dry system. 4. Source mixing time is 15-30 minutes according to batch size; verify uniformity. 5.
Weigh recovery, test and package. Add no water or additional solvent to the stored blend; add only the specified
four drops of identified cinnamon oil.

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

Mapatnpnioelg / Observations

H avaktnuévn wala 6ev amodelkviel pévn TNG TEAKSO KAGOUA @AoLlol. Asv Slatpolvtal Ta apxlkd 60 g He TN
HkpSTEPN avakTnUEVN pala: OpoLOYEVE(G AMWAELEG a@aLpolV Kot QUTIKH DAN, dlaTnpwvTag To apxLkd KAdoua
MACag. H avtiotolyion 86onc otnplletal 0TLG akpLBe(C CLUVOALKEC ELOPOEG, TMEPLAAUBAVOUEVNG TNG TEKUNPLWHUEVNG
MATag Twy oTayOvVWY, Kal g eyKEKPLUEVO LooC0YLO/AVTITPOCWTELTIKH Mogo Tk emPBeRaiwon TnG obvBeanc.

Recovered mass alone does not establish the final husk fraction. Do not divide the initial 60 g by a lower
recovered yield: nonselective homogeneous losses remove botanical material as well and preserve the initial
mass fraction. Dose conversion requires exact total inputs including documented oil-drop mass, and an approved
mass balance/representative quantitative confirmation of composition.

References: [1], [8]

MNeplékTnNG KaL ovokevaoia / Container and packaging

dLaAidLo evpéog oToulov pe EPUNTIKG KAE{OLUO, QAPUAKEVTIKAG TMOLOTNTAC KAl KATAAANAO @payud vypaciag. To
LALKS ToL TMEPLEKTN Hev kaBopiCeTat and tnv nnyr. NMpoBAéneTal mpooTacio PWTOG KAl XWPLGTO OTEYVO
dooopeTplkd péoo- ovokevaoia povadiaiwv déoewv anoteAel SLapopeTIKA e@appoyr HE TeEKUNPIwon MTARPWONG.

Pharmaceutical wide-mouth bottle with tight closure and suitable moisture barrier. Source does not specify
container material. Provide light protection and a separate dry dosing device; unit-dose sachets are a distinct
implementation requiring filling documentation.

References: [1], [4]

MoloTikO¢ éAeyxocG / Quality control

EmBeBaiwrote €(60C/QuTIKG HEPOC KAl pappakomoakn motdtnTa. EAEYETE TEAKN EUQAVION, CLOCWUATWON,
MPAyUaTKA H&la, OUOLOYEVELD OV TUTPOCWIELTIKWY SelyHETWY Kal pdla ov xopnyel To 6oocoueTPLKO pHéco. H
tkavdTnTa SLdYKwaong/BAévvag, vypaoia Kot ptkpoBLloAoyikr moldtnTta eival KatdAAnAa onpeia tekunpiwong. H
ninyn 6ev dlvel épLa pH, aw i aplOUNTLKG opoloyévelag TeALKOD pelypaTog: oplfovTal o€ EyKEKPLUEVN
npodLaypaen.

Verify species/plant part and pharmacopoeial quality. Check appearance, clumping, actual mass,
representative-sample homogeneity and mass delivered by the dosing device. Swelling/mucilage behaviour,
moisture and microbiological quality are relevant controls. The source gives no pH, aw or numerical
final-blend-uniformity limits; define them in an approved specification.

References: [11], [2], [3], [4], [6]
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®0Aa&n / Storage

Znpod pelypa kdtw and 30 °C, pakpld and pwc/uypacio Kat pe dueco KAE{OWo LETA Xpron. ZTEYyvo
KOUTAAL/6o0ooueTPLkS péco. Oyt @OAAEN TOL AVACLOTABEVTOC EvaLWPAPATOC. EAEYETE KABE ueTaBOAR porig,
OLOOWHATWON, bypomoinan 1} acuven oour.

Store dry blend below 30 °C, away from light/moisture, reclose immediately. Use a dry scoop/device. Do not store
the reconstituted suspension. Investigate changed flow, clumping, moisture or unusual odour.

References: [1], [4]

A1aOeon / Dispensing

O enayyeApotiag oplCel EEATOULKEVHEVA TTPAYHATIKA Ypaupdpla @AoLlol kot avtiotolyn pala pelypatog. Avaui€te
Tn 660n og KatdAANAo vypd Kal me{te apéowc, He TovAdyxloTov 30 mL vypoL avd g gAotol. OxtL Ayn oTeYVAG
okévng f apéowg npwv Omvo. Tnpeltal andotaon ¥-1 wpag and GAAa edppaka. Mn xpron K&Tw Twv 6 £TWY KATd
HMPC: emBeBalwoTte KATATOON KOl EVLBATWAN. Av BUGKOLALOTNTA EMPEVEL 3 NUEPEG 1 ELPAVLOTOOY
névoc/éueToc, {NTHOTE GUUBOLAN.

The professional specifies individual actual husk grams and corresponding mixture mass. Mix the dose in suitable
fluid and drink immediately, with at least 30 mL fluid per g husk. Never swallow dry powder or take immediately

before bed. Separate %-1 hour from other medicines. HMPC does not recommend use under 6; verify swallowing

ability and hydration. Seek advice if constipation persists 3 days or pain/vomiting occurs.

References: [3]

Enmionpavon / Labelling

lonaykoOAa (P. ovata) - okévn yla méoLuo evalwpnua. Adon: g pelypoTog, avtiotoxia g @AoLo0 cOpQwva
ME EYKEKPLUEVO UTIOAOYLONS. Avapei§Te Kot mie(te apéowg e TovAdyLoTov 30 mL vypol avd g eAotol. Mnv
Katanivete oteyvd. Mepléxel @pouvkTOTn/HaATodegTpivn Kot atBéplo €éAato kavédag. Katw amnd 30 °C- npootaaia
owTtoég/vypaoiag. Maptida_ . Napaokevr . Xprion éwg__ . Makpld and natdid. Mnv xpnoluonoleite o
KAnpovouLkr duoaveEia ppouvkTOTNC.

Ispaghula (P. ovata) - powder for oral suspension. Dose: g mixture, equivalentto__ g husk by approved
calculation. Mix and drink immediately with at least 30 mL fluid per g husk. Do not swallow dry. Contains
fructose/maltodextrin and cinnamon essential oil. Below 30 °C; protect from light/moisture. Batch___.
Prepared____ . Use by___ . Keep out of children’s reach. Do not use in hereditary fructose intolerance.

References: [11], [3], [7], [8]

v9_controls / v9_controls

To apBunTikd épLo oto apyeio eivat pévo épLo BLBALOYPAPIKAG ava@opds uTtd TLG £LOLKEG TIpoDTOBETELG. AEv €XEL
optotel BUD nmpaypaTikig mopTtidacg kat 6ev éxouv napaxdel petprioelc aw. H akplBrig obvbeaon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN Kol Ta aTolxela eAéyyou TIPETEL val EYKPLOODY YL TH OUYKEKPLUEVN
epapuoyr. H évap&n touv vmoAoylopol BUD eival n évapEn tng napaokevic. Epapudletal To GUVTOUSTEPO
TEKUNPLWHEVO OpLo, HE XWPLOTO EAEYXO BLdpKeELOG HETA TO dvolyua. Ta dplta USP gi{val texvikd mAaiolo kot dev
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.

AVEEAPTNTN EMOTNHOVLIKY 00VOEON 0T EAANVIKA/QYYALKA HE ava@opd aTtnv AEMPS Kot oupnAnpwuaTikh Tekunplwon. Agv anoteAel enionun
peTd@paan, dbeta kKukAogopiag f €ykplon Touv €k8OTN. ZTAOWOG Xp.ZIKaALdG - compounding.gr.

Independent Greek/English scientific synthesis crediting AEMPS with supporting evidence. This is not an official translation, marketing
authorisation or publisher endorsement. Stasinos Chr.Sikalias - compounding.gr.
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Mnyéc koL mapanopunég / Sources and references

[1]1 AEMPS Formulario Nacional - FN/2003/POF/004 Cuticula de ispagula, polvo para suspensién oral de

SourceFN/2003; current standalone PDF reviewed 13 October 2026 | PDF pp.2-4; process/storage/validity; patient leaflet p.4 corroborates 60
g | Current factual process and patient composition; current master-table quantity discrepancy is not adopted; reference 8 provides actual
historical master quantity | 2026-10-14

https://www.aemps.gob.es/formulario-nacional/fitoterapia/preparados-oficinales/fn_2003_pof_004.pdf
[2] AEMPS Formulario Nacional - FN/2003/PAF/009 Ispagula, cuticula seminal de

FN/2003; current official standalone PDF reviewed 13 October 2026 | PDF pp.2-3; plant part, identity, RFE1334 and handling | Plantago ovata
seed husk, rather than whole seed; older clinical doses independently reassessed | 2026-10-14

https://www.aemps.gob.es/formulario-nacional/fitoterapia/principios-activos/fn_2003_paf_009.pdf
[3] EMA/HMPC - Community herbal monograph on Plantago ovata Forssk., seminis tegumentum

14 May 2013; EMA/HMPC/199774/2012 | PDF pp.3-8; indications, form, doses, contraindications and occupational allergy | Current adopted
husk-specific scientific reference; not authorisation or exact-blend stability evidence | 2026-10-13

https://www.ema.europa.eu/en/documents/herbal-monograph/final-community-herbal-monograph-plantago-ovata-forssk-seminis-tegumentu
m_en.pdf

[4] EMA - Guideline on quality of herbal medicinal products/traditional herbal medicinal products, revision 3

18 January 2022; EMA/HMPC/CHMP/CVMP/201116/2005 Rev.3 | PDF pp.9-10 and 12-16; sections 5.1,7,8 | Identity, contaminants, justified
specifications, chromatographic fingerprint and multi-component stability principles; numerical shelf life not supplied | 2026-10-13

https://www.ema.europa.eu/en/documents/scientific-guideline/final-guideline-quality-herbal-medicinal-productstraditional-herbal-medicinal-pr
oducts-revision-3_en.pdf

[5]1 USP Compounding Expert Committee - USP Compounding Webinar, NABP public handout

14 September 2023; primary-author public educational handout | PDF pp.10-11, slides 19-22 | General aw-dependent BUD framework
comparator; not full licensed USP795 text, Greek law, or measured stability/aw for this formulation | 2026-10-13

https://nabp.pharmacy/wp-content/uploads/2023/09/USP-Compounding-Webinar-Handout-September-14-2023.pdf
[6] AEMPS - PN/L/OF/002/00 Mezclado de polvos

PN/L/OF/002/00; current official PDF reviewed 2026-10-13 | PDF pp.3-5; environment, mixing and cleaning | Powder blending,
cross-contamination prevention, equipment and complete drying | 2026-10-13

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-operaciones-farmaceuticas/pn_|_o
f_002_00.pdf

[7]1 EMA - Annex to European Commission excipient labelling guideline, Revision 5

SANTE-2017-11668, Revision 5; published 5 December 2025 | English worksheet, rows 47-50: fructose declaration, exposure and hereditary
fructose intolerance | Current fructose labelling/clinical precautions; not a product-specific BUD or efficacy approval | 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

[8] AEMPS/BOE - Formulario Nacional,2 nd edition, October 2019 official publication

Second edition; October 2019 update | Printed p.609; PDF p.623; FN/2003/POF/0048§3.1-3.2 | Historical quantitative facts:60 g husk and
correct raw-material identities. No publisher erratum or permission to reproduce the bound book is claimed. No protected prose/layout is
reproduced. | 2026-10-14

https://www.boe.es/biblioteca_juridica/abrir_pdf.php?id=PUB-NT-2019-112
[9] 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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