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ZKOVN OTMIEPHUATOC YLAAIOU ME
@POLKTOCN/MAATOOEETPIVN - OKOVN YA TTIOCLMO
EVALWPNHA

Psyllium seed powder 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

Inéppa YuAAiov og okévn (P. afra i P. indica) 60 g
Psyllium seed powder (P. afra or P. indica)

®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

Znpd Kaotavd Aentd pelypa okdvng omePUATWY YuAA{OL KoL LBATAVOPAKLIKWY EKBOXWY, LE HIKpPr) TogdTnTA
TPLYLKOD 0E€0C Kal apwHaTikoD eAalov. H ouvtayr 6ev nmeplypdoel £€Tolo LOATIKG evalwpnua. Ot akpLBelg
e{ogodol dev aBpoiCovtal oe 100 g- n pdla TEALkoL TpoidvTog peTPdTOL.

Dry fine brown mixture of powdered psyllium seeds and carbohydrate excipients, with a small quantity of tartaric
acid and flavouring oil. This is not a ready-made aqueous suspension. Exact inputs do not total 100 g; measure
actual finished yield.

Sikalias Greek Formulary | Reference documentation 1



compounding.gr | 10.0 | 2026-10-14

References: [1]

Apaon kaL xpron / Action and use

H HMPC avayvwp(Cel kaAd edpatwuévn xprion onepudtwy Plantago afra/P. indica ywa ouvridn duokolAldTnTa Kot
KATAOTAOELG IOV AMOLTOUV PHOAOKA KOmpava. Apopd onépua, dxL pAold Plantago ovata. H 66on ekppdletal o€
TMPAYMUATIKA YpauudpLla onépuaTog Kat avTiotoly{Cetal 0Tto TEALKS HeElyUa UE EYKEKPLUEVO UTIOAOYLOUS. AgV
LLOBETOVVTAL OL AVTLYATIKEG MALBLATPLKEC 0ONYlec TNC MOAALOTEPNG CLVTAYNG 1 YEVIKEC EVOE(EELC BLOPOPETLKOD
@AoLo0.

HMPC recognises well-established use of Plantago afra/P. indica seeds for habitual constipation and conditions
requiring soft stool. This is seed, not Plantago ovata husk. Dosing is in actual seed grams, converted to final
mixture through an approved calculation. Do not carry forward the older formula’s conflicting pediatric
instructions or indications of a different husk preparation.

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

Mpobiaypagéc / Specifications

2Kkévn oneppdTwy cOPewva e RFE/Ph.Eur.0858- ¢poukTtdln 0188, paATtodegtpivn 1542, Tpuyilkd o0 0460 Kat
atBéplo éAato Kavédag KebAdvng 1501 énwc avagépovtatl otnv nnyr. Opi{Covtal TavTtdTNTA, OUOLOYEVELD, N

0T PEN CLOCWHATWHATWY, EAEVOEPN por], MPAYUATLKA anédoon Kat KATAAANAN tkavéTnTa dldykwong. H nnyrj dev
TPEXEL APLOUNTLKO 6plo TEALKOD pH i aw.

Seed powder against RFE/Ph.Eur.0858; fructose 0188, maltodextrin 1542, tartaric acid 0460 and Ceylon cinnamon
oil 1501 as source references. Specify identity, homogeneity, no agglomerates, flow, actual yield and appropriate
swelling capacity. Source supplies no final pH or aw limit.

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

®wg / Light

Mpootaaia tng Enprig okdvng and ewg, pe adlagavr devtepoyevr ovakevaoia edv amnatte{tal. O €éAeyxog agopd
O6A0 To pelypa, LBIWG TO KPS ApWHATLKS KAGOPa: 6ev BPEONKE MOCOTLKA HEAETN WTOOTABEPOTNTOG TNG
OLYKEKpPLUEVNG a0lvBeonc.

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 KAeloo meplop(Tel peTapopd vypaaoiag, okdVNG Kal MTNTIKAG 00UAG Tou eAaiov. AnogelyeTal
TMOUPATETAMEVN AVOLKTA avAULEN HETE TNV TIPOCaONKN apWHaTLKOD. Agv op{CeTatl 6plo oEuybvou 1 adpavrig
atudéoealpa.

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.

References: [11], [4]

Nepo kat SiaAvtoTnTa / Water and solubility

H &loykolpevn BAévva amnattel vepd katd tTn AN, aAAd vepd Sev mpootiBeTal otnv anodnkevduevn okdvn. H
HMPC amnottel TovAdytotov 30 mL vypol avd 1 g onmépuaTog Kat enapkr NHEPAoLla MpdaAnyn vypwv. NMpoabrikn
vePoL ae OAn tnv napTida dnulovpyel SlagopeTikr obvBeon xwpelc 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 seed and adequate daily hydration. Adding water to the entire batch creates a different
preparation with no established BUD.
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References: [11], [3]

Yypaocia / Humidity

Mapaokeuvr pe oXeTKA Lypacia €éwg 60%:- anobrikevon pe mpoatacia and vypacia kat dueco KAs(oLo.
®poukTATn, HaATOGEETPIVN Kot BAEVVa Umopolv va emnpedaovy cuoowudtwaon/por petd vypaocia. H vypaaoia
Xwpov dev anoteAel pétpnon 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]

Oeppokpacia / Temperature

MNapaokevr 25+5 °C kot gOAAEN KATw and 30 °C. Aev anatte{tal O€puavaon- n emmnAéov 8€puavon 1 vypr Efpavon
bev avAkel atn ovvtayn. H Enprj okévn 6ev katayoxeTal f woyxetal xwplc tekpnplwon nepLEKTN/oLUNOKVWONG.

Prepare at 255 °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 kat cvpBatoéoTnta / pH and compatibility

Aev opiCetal pH Enprc okdévng. Ta 100 mg TpLyLlkoD 0E€0G Hev emTpénouvy MPAORBAEYnN Tov pH evalwpAuaTog xwpelc
KaBoplopévn moagdtTnTa vEPOL Kat HETPNON. Agv BewpelTal To TPLYLKS 0ED avTLULKpoPLakd ouvTNENTLKG.

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

To WYOAALO prnopel va KaBuoTeprioeL TNV EVTEPLKA anoppdenon GopudKkwy: MPoBAEMETAL HLAOTNUA TOLAAXLOTOV Y2-1
wpag and GAAeC and TOL OTOUATOC AYWYEC. OUPEOELBLKEG OPUOVEC, aVTIBLABNTLKA aywyr Kal ouyxopriynon
QUPUAEKWY OV AVOTTEAAOLY TEPLOTAATIONS anatToly £18Lkd €AeyX0. H eokeppévn aAAayr onépuatog o gAold P.
ovata 6ev elval Loodivaun.

Psyllium may delay intestinal drug absorption: separate by at least ¥2-1 hour from other oral medicines. Thyroid
hormones, antidiabetic therapy and medicines inhibiting peristalsis require specific review. Replacing seed with P.
ovata husk is not equivalent.

References: [3]

Elbika otowxeia ovotatikwy / Ingredient-specific information

P. afra i P. indica: wpipo §npd onépua oe okdévn pe BAevwwdelg moAvoakyxapiteg. H gpoukTdTNn Kat n
HaATodegTpivn elval BnAwpéva vdatavBpakikd ékdoxa: eAéyxeTat mnyr/motdTnTa HoATodegTpivng Kat
KAnpovoukr duoaveEia ppoukTéTNG. To TPLYLKS 0ED KATAVEUETAL OHOLOUOPPA OE ULKPO KAGoua. To atBéplo éAato
elval KavéAag KeDAGYNG QapuaKkomolakig motdtnTag, OxL onmolodAMoTE EUNMOPLkd dpwia.

P. afra or P. indica: mature dried seed powder containing mucilage polysaccharides. Fructose and maltodextrin
are declared carbohydrate excipients; review maltodextrin source/quality and hereditary fructose intolerance.

Distribute the small tartaric-acid fraction uniformly. Use pharmacopoeial Ceylon cinnamon oil, not an arbitrary
commercial flavour.

References: [1], [2], [3], [4], [7]
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NMpootacia epyalopévwy / Staff protection

H elonvor] okévng WuAAiov prmopel va MPOKAAETEL EMAYYEALATIKEA gvalaBnTomnoinon Kot coBapéc avTlopdoeLC.
Xpnotuomote(tal eAeyxOpevn anaywyr/KAELOTOC XeLplondc, yavTia, evdupacia Kat KATAAANAN QVATIVELGTLKH
npootaoia Bdoel aEloAdynaong ékBeong. AnmogelyeTal avolktd Tivaypa KEOKLvov, memeouévoc aépac kat Enpd
okoUTmopa. Evatobntomnolnuévo mpoowmikd amopakpOveTal and tnv €kBean.

Inhaled psyllium 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, mviypovr Kat oloo@ayLlki/evteptkh andégpagn étav Anedel xwplg
apPKETO LYPS. AvtevdeikvuTal o€ Slatapayr KATdnoong, oTevwoelc/andppan, neydkoAo, avegryntn atpoppayia
f aveEAyNTN LETABOAR EVTEPLKWY oLVNBELWY. AlaBATNG Kot BupeoeldLIk aywyr anattolv eniBAsyn. NpdobeTol
k{vduvou: petaBAnTr TeEAK HATa, N OPLOPEVEG OTAYOVEG OPWHATIKOD, AavBaoUéVo KOLTAAL Kat €kBeon o€
@POLKTAOTN. Adyw PPouvKTATNG, acBevelc ue kKAnpovoulkr ducaveEia @pouvkTATNG Hev MPEmeL va AaBAvoLY TO
Poiov.

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 oteyvég eEonAlopdc. Zuylote xwplotd 60 g onépuatoc, 20 g epoukTdlng, 20 g HoaATodeETPIVNG Kal
0,100 g TpuLYLKOL 0E€0C: IPpoabéoTte 4 oTaydveC Kaboplopévou eAalov. Aev agatpeital 0,1 g and kdmnolo €kdoxo
yla va napaxBel texvntd 100 g. Kataypdeovtal cOOTNHA oTAyOvWwyY, avAKTNON, TMPayUaTk TEAK udla Kat
LTIOAOYLOUOG OCHTNTAG OMEPUATOG avd XOPNYOUHEVN HOVASQ.

H avaktnuévn pala dev anodetkviel pévn tng teAlkd KAdoua onépuatoc. Agv dlatpodvtal Ta apxlkd 60 g Le TN
HkpdTEPN avaKTNUEVN AT OUOLOYEVE(G AMWAELEG a@aLPolV Kot UTIKH DAR, dLlaTtnpwvTag To apxLkd KAdoua
paZac. H avtiotolyion 66ong otnpi(fetal otig akpLBE(C CUVOALKEC €LOPOEG, TEPLAQUBOAVOUEVNG TNG TEKUNPLWHEVNG
MACaG Twy 0TayOVWY, Kal 0 EYKEKPLUEVO LoOTDYLO/OVTITIPOCWTIELTIKA TTOgOoTIKA emPBeBaiwon TnG obvBeoang.

Use fully dry equipment. Separately weigh 60 g seed, 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 seed content per administered unit.

Recovered mass alone does not establish the final seed 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: [11], [3], [6]
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Tekpunpiwon BUD / BUD rationale

H enionun nnyn &{vel 3 HAvEG yila tn ateyvr okévn Kdtw and 30 °C, mpoatatevpévn and ewc/vypaaoia. MNna to
MNTPpWo emAéyovTal WG 89 Nuépeg, xwplc umMépBaan 3 NUEPOAOYLOKWY UNVWY 1 cuvToudTEPNS ARENC
ovoTaTikoL. H dldpkela elval meplodog tnG enlonung ouvtayng- dev BpEBnkKe avTioToLXLOpEéVN LEAETN TNG
aKPLBOUG olvOeaNG/MEPLEKTN 00TE LETPNON aw. Agv ETMAEYETAL ALTOMOTA 6pLo 180 NUEPWY BATEL ELPAVIONG WG
Enprc okévng. To evalwpnua TNG HEHOVWHEVNG 6O0NG xpnotluomole{tal anéowd Kal dev amobnkedeTAL.
ALo@OPETIKG €Aao, TOOOTNTEG, MEPLEKTNG 1 LYPH PO PAOKELH AMALTOOY véa TeKUNPlwon.

OL 89 nuépec elval pévo vnd npoidinobéoelc neplodog avagopdc TG mNyAG ya tnv Enpr) okdvn. Aev anodibetal
TEAKN nuUepounvia eKTEAEONC TPLY EYKPLOOVY N MpayPaTik o0vBean, To oboTNUa oTayévwy, To LgollyLo
avdKTNoNngG Kat n avtiotoixlon 66onc. EkdotikA obuBaon: ta unviaia épla TG MNYAG MOPAUEVOLY NUEPOAOYLOKAE:
TO aPLOUNTIKG 6pLo peTaTpomAC elvat 28 NUEPEC Yo €vav HAva 1} 89 yLa TPELG: TUXOV XWPLOTA ETILAEYHUEVO
Bpaxvtepo 6plo e§akoAovBel va vreployLeL. MpdKeLTal yIa oLVTNPENTIKA peTATPOMH, )L avToAeEel dplo 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]

MpoanaiToVpeva / Prerequisites

Tomkd SOP tavtonolnong Botavikic OANG, C0ylong, Kook{viong, av&uLlENg okovwv, EAEYX0L OAAEPYLOYOVWVY,
KaBapLopol Kat emofipavong. Kavéva étotpo néoio dxnua dev nmpootiBetat. H enegepyacia 4 otaydvwy anattel
TOUTOMOLNKEVO OTAYOVOUETPO: N ALTOUATN avaAOYLKH KALLAKWAN 6gv evepyomole{tal Xwp(g anodekTh
OYKOMETPLKA/OTABULKY BAaon.

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

EEomAlonog / Equipment

KatdAAnAol BaBuovounuévol Cuyol yia kbpleg moodtnteg kat 100 mg oE€og, kKOoKLvo 355 um, aTteyvd KAELOTO
MIKPS avaulkTiké gboTtnua A tydlo, omdTovAeg, KABOPLOUEVO OTAYOVOUETPO Kol KATAAANAOG TEPLEKTNG. M
d140eon anatte{tal SooopueTpLkd péoo pe emaAnBevpévn padda xopnyoOEVOL HelyHOTOG.

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
mixture mass.

References: [1], [6]
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M£00b0¢ mapaokevng / Compounding method

1. TAUTOMOLAOTE TO OMEPUA KL KOOKLv{oTe TNV ENpr) okdvn and 355 pum vnd éAcyxo okdévng. 2. AlaondaoTe
OLOOWHATWHATA PPOLKTATNG/HaATOSEETPIVNG. 3. MNMpodlaonelpeTe To HIKPS KAAOUQ 0EE0C KAl TO APWUATIKG Ot
HEPOG Tou eKBAYOL Kal avapiETe e Ta vntdAotna o€ ateyvd cbotnua. 4. H mnyry 6{vel 15-30 Aentd avaulEng
avoAdywe napTtibag- empPeBalwoTe opoloyévela. 5. Zuylote TNV avdktnon, eAEYETE KoL CUOKELAOTE. Agv
npooTt{BeTal vepd 1 mpdoBeTOC SLaADTNG 0TO AMoBNKELVUEVO Helyua: ipooTiBevTal HOVO Ol TECTEPLG
npoBAenéueveG 0TaAYOVEG TOL TAVTOMOLNHEVOL A0V KAVEAQG.

1. Identify seed material and sieve dry powder through 355 um 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]

Napatnpnioclg / Observations

H avaktnuévn wala 6ev amodelkviel pévn TNG TEAKO KAGOUQ oTépPaToC. Agv Slatpolvtal T apylkd 60 g He TN
KPS TEPN avaKTNUEVN HATA: OUOLOYEVEIC AMWAELEC a@aLPOolY KAl QUTIKH DAN, dLaTNPWYTAC TO apXlkd KAGoUa
p&Cog. H avtiotolyion 66ong otnpietal oTig akpLBe(G OLUVOALKEG EL0POEG, MEPAAUBAVOUEVNG TNG TEKUNPLWHEVNG
MAZag Twy oTayOvVWY, Kal g yKEKPLUEVO LooC0YLO/AVTIIIPOCWTELTIKH MogoTIKA emPBeBaiwon TnG ocbvBeanc.

Recovered mass alone does not establish the final seed 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: [11], [3]

MeplékTnG KaL ovokevaoia / Container and packaging

dLaAidLo evpéog otoulov pe EpUNTIKG KAE{OLUO, QAPUAKEVTIKAG TOLOTNTAC Kl KATAAANAO @payud vypaciac. To
LALKS Tou mepLékTn 6ev kKaBopilletal and tnv nnyn. MpoRAEneTal MPOooTAC(d PWTOC KAl XWPLoTS OoTEYVO
dooopeTplkd péoo- ovokevaoia povadiaiwv déoewv anoteAel SLapopeTIKA e@appoyr HE TEKUNPIwon MARPWONG.

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]

MoloTikog éAeyxoc / Quality control

EmBeBaiwiote €(60c/uTIKG HEPOC KOl papuakomolakn motdtnTa. EAEYETE TEAKA EUQAVION, CLOCWHATWON,
TMPAYUATLKH HATa, OUOLOYEVELX AVTUTPOCWTEVTIKWY SelYPATWY Kot udla mov xopnyel To 6ooouetpikd péco. H
tkavdTnTa SLdyKwaong/BAévvag, vypaoia Kat ptkpoBLloAoyikh moldtnta e{val KatdAAnAa onpela tekpunpiwong. H
nnyn dev divel dpla pH, aw | apBUNTIKAG OUOLOYEVELOG TEALKOD PElyHaTOC: opllovTal 08 EYKEKPLUEYN
npodiaypagn.

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 enayyeApoatiog op(Cel eEATOULKELVHEVA TIPAYHATIKE YpapudpLla oépuaTtog Kat avtioTolyn pala pelyuaTod.
Avaui€te tn 660n o KaTtAAANAo LYPS Kal TLE(TE APéowC, JE TOLAGXLoTOV 30 mL vypoUl avd g onépuatog. Oyt
Ajyn oteyvig okévng i apuéowg mpvy Omvo. Tnpeltat andotaon ¥2-1 Wpag and dAAa dpuaka. Mn xprion KATw TwWv
6 €TWY Katd HMPC: emBeBalwioTe Katdmnoon Kot evuddTwaon. Av SuoKoALdTNTA ETLUEVEL 3 NUEPEG ] ELPAVLETOOV
névoc/éueToc, {NTHOTE GUUBOLAN.

The professional specifies individual actual seed grams and corresponding mixture mass. Mix the dose in suitable
fluid and drink immediately, with at least 30 mL fluid per g seed. 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

WOAAwWo (P. afra/P. indica) - okévn yla méouo evawwpnua. Adon: g pelypoTog, avtiotolx{a g omépuaTog
oOHOWYA PE EYKEKPLUEVO LTIOAOYLONS. AvapelETe kat Te{te apéowg pe TovAdytatov 30 mL vypol avéd g
onépuaTtog. Mnv katanivete ateyvd. Meptéxel ePouvkTdTN/HaATOSEETPIVN KAt atBépLo éAato KavéAag. Kdtw amd 30
°C- npootaoia gwtédg/vypaciag. Maptida_ . Napaokevr . Xpon éwg__ . Makpld and notdid. Mnv
Xpnolgomnole(te ge KAnpovoplkr duoaveEia ppovkTOINC.

Psyllium (P. afra/P. indica) - powder for oral suspension. Dose: g mixture, equivalentto_ g seed by
approved calculation. Mix and drink immediately with at least 30 mL fluid per g seed. 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]

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] AEMPS Formulario Nacional - FN/2003/POF/015 SEMILLA DE ZARAGATONA, POLVO PARA SUSPENSION ORAL DE

Source code FN/2003; current standalone official PDF retrieved 13 October 2026 | PDF pp.2-4; sections 3-12 | Exact master formula, process,
storage, source validity period; older clinical details reassessed using reference 3 | 2026-10-14

https://www.aemps.gob.es/formulario-nacional/fitoterapia/preparados-oficinales/fn_2003_pof_015.pdf
[2] AEMPS Formulario Nacional - FN/2003/PAF/015 ZARAGATONA, SEMILLA DE

Source code FN/2003; official standalone PDF retrieved 13 October 2026 | PDF p.2-3; identity, composition, raw-material specification and
handling | Botanical raw-material identity and source-era specifications; current pharmacopoeial specification must be consulted before
acceptance | 2026-10-14

https://www.aemps.gob.es/formulario-nacional/fitoterapia/principios-activos/fn_2003_paf 015.pdf
[3] EMA/HMPC - European Union/Community herbal monograph on Plantago afra L. et Plantago indica L., semen

14 May 2013; EMA/HMPC/599747/2012 | PDF pp.3-11; preparation categories, sections 4.1-4.8 | Current adopted regulator monograph for
specific plant part and preparation; not approval of this compounded product or product-specific stability evidence | 2026-10-13

https://www.ema.europa.eu/en/documents/herbal-monograph/final-community-herbal-monograph-plantago-afra-l-et-plantago-indica-I-semen
_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] 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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