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®0VAAa ogévvac 300 mg - OKANPA KaPaKLa

Senna leaf 300 mg - hard capsules

BLBAloypagiki avagopd - Anatte{tal Tomkr vioBétnon / Reference document - Local adoption required

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: Avd 1 kaydkto / Per 1 capsule

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

Kévig gOAAWY gévvag 300 mg
Powdered senna leaf

KéAvpog okANpPoL Kayakiov 1 capsule
Hard capsule shell

MNeprypag@n okevaopatog / Preparation description

ZKANPOS Kawdklo yia and tTov oTéuaTog Xopriynon He 300 mg tnG KabBoplopévng QUTLKAG MPWTNG OANG. H nyn
ovoTAvel péyebog 00, pe empBeBaiwon xwWPNTIKETNTAG YL TNV TPAYHATLKA MukvdThTa TNG naptidag. H PAF/013
agopd anognpauéva puAAdpLa Cassia senna / C. angustifolia, Ta omnola n tpéxovoa ovopatoAoyia HMPC evtdooet
otn Senna alexandrina. Ava@épel TouAdyLotov 2,5% LEpoEvavBpakeVIKOUG YALKOO(BEC we aevvoaidlo B enil Enpdg
6pdyng. Agv mpokeLTal yla AoBol¢, HeEpovWHEVA aevvoaidla | To ENpd ekyOALoHa TnG POF/006. Agv mpooTiBeTal
aOAAWTO APALWTLKO.

Hard capsule for oral use containing 300 mg of the specified herbal starting material. The source recommends
size 00, with capacity verified against the actual batch bulk density. PAF/013 concerns dried Cassia senna / C.
angustifolia leaflets, covered by the current HMPC name Senna alexandrina. It specifies at least 2.5%
hydroxyanthracene glycosides as sennoside B on the dried-drug basis. This is not senna pods, isolated sennosides
or the dry extract in POF/006. Do not add an undeclared diluent.

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

Apaon kai xpon / Action and use

AleyepTikd LTIAKTLKS Yl Bpaxela avTILETWTILON EPLOTAOLAKAG SuoKOoALOTNTOG. H HMPC mpoBAénetl Tnv eAdxLoTn
QMOTEAETUATIKA €QANaE Bpadivr ddon, evtdc 10-30 mg LEPOELAVOPAKEVIKWY MAPAYWYWY WC agevvoa(blo B, og
eVAALKEC Kal eprABoLC dvw Twvy 12 £TWv- OxL teplacdTePOo amnd pila eBdopdda, cuvABWE apkoly 2-3 AQYELC OTN
Sldpkela avtric. H HMPC KaAOmTel Tumonolnuéva mapaokevdopata eUAAWY. H moodtnta 300 mg avd Kawdkio 6ev
npoodlopiCel otabepr noodtnta oevvoaldiwv. To mpayuaTikd assay MPEMEL va Xpnotpomnotndel yla Tov €Aeyxo Tng
nUEProLag 66onc Kat TNG duvatdTnTac Xoprynong Uikpdtepng 66ong. Agv xpnoldomnole{tal wg aywyr xpdviag
duokolAldtnTtac A npostolpaaiag evtépou xwp(c 61K MPpwTOKOAAO.
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Stimulant laxative for short-term occasional constipation. HMPC specifies the smallest effective single evening
dose within 10-30 mg of hydroxyanthracene derivatives as sennoside B for adults and adolescents over 12 years;
no more than one week, usually only 2-3 doses during that week. HMPC covers standardised leaf preparations. A
300 mg capsule does not contain a fixed amount of sennosides across batches. Use the actual assay to verify
daily exposure and the ability to administer a lower dose. This is not a protocol for chronic constipation or bowel
preparation.

References: [11], [2], [7]

Mpobiaypagéc / Specifications

dapuaKeLTIKA MPWTN OAN Tov ANpol TN oxeTikr Loxbovoa podiaypaer]y RFE/Ph.Eur. 0206, pe Tekunpiwon
TauTéTNTAC KOl MapT{dag. Ol aplBunTIkéG neplypagéc TnG PAF amoteAolv otolxela TnG avaktndeioac nmnyrig, oxt
6RAwan eAéyyou TnNG Tpéxovaac adelodotTnuévng Papuakomoliag. KAeloTd, aképata Kaydkia, xwpeic emeavelakn
K6V, cuoowpdTwon A dlappory. H POF 6ev oplCel xpwpa TeEALKOU KEADQoLG, aplBunTiké pH f aw. Kataptilovtal
KpLtApLa anodoxAg TauTOHTNTAG, MEPLEKTLKOTNTAG/OELKTWY, OUOLOMOPPNG KAl LKPOBLOAOYLKAG TMOLOTNTAG TPV
amnd TNy eKTEAEON.

Pharmaceutical material meeting the applicable current RFE/Ph.Eur. specification 0206, with traceable identity
and batch. Numerical PAF descriptions are facts from the retrieved source, not a claim that the current licensed
pharmacopoeial text was checked. Capsules must be closed and intact, without surface powder, agglomeration or
leakage. The POF does not specify final-shell colour, numerical pH or aw. Establish identity, assay/marker,
uniformity and microbial-quality acceptance criteria before manufacture.

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

®wg / Light

H teAlkr) KdyouvAa kat n mpwTn OAN PUAGCGOVTOL TPOCTATEVHEVEG aTd TO QWG. EMAEéyeTal cuokevaoia pE
TEKUNPLWHPEVN pwTompooTtacia A KATAAANAD eEwTePLkS KOLT(. Agv amnodi{betal CUYKEKPLUEVOC PLOUOC
owTodldonaong xwplg peAéTn Tng napTidag. H peAétn Meier(2024) otnpilCel pwTtompooTaoia avaAUTIKWY
dloAvpdTwy oevwooldiwy: Bev eE€Taoce aUTEG TG ENPEG KAWOLAEG.[11]

Protect the finished capsules and starting material from light. Select packaging with documented light protection
or a suitable outer carton. No formulation-specific photodegradation rate is established by these sources.
Meier(2024) supports protecting analytical sennoside solutions from light; it did not test these dry capsules.[11]

References: [1], [7], [11]

Aépac Kat o€eidbwaon / Air and oxidation

AlatnpolvTtatl KAeloTd Ta doxela katd tn COyLon Kot HETA Tt SetypatoAnyia. H mnyr 6ev anattel dlwTo A
QVTLOEELBWTIKG KOl HEV TEKUNPLWVEL aveEAPTNTO 6plo €kBeonG otov aépa. H peTaBoAr} oouiAG i XPWHATOC
SlepevvaTal padl e MEPLEKTIKOTNTA KAl XPWHATOYPAPLKS TIPOPIA, XL WG HEMOVWHEVO TECT HPAOTIKOTNTAC.

Keep containers closed between weighing and sampling operations. The source requires neither nitrogen nor an
antioxidant and establishes no separate allowable air-exposure period. Investigate altered odour or colour
alongside assay and chromatographic profile; appearance alone does not measure potency.

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

Nepo kat SuaAvtoTtnTa / Water and solubility

Agv npooTtiBeTal vEPS 0TN 0OVOEDN. To LALKS Mo PaEVEL KOVLC KOl BEV PETATPEMETAL O OO0 gvalwpnua. O
€EOMALONOC eTA amd Lypd KaBapLlopd Mpénel va £xeL OTEYVWOEL MARPWC TPV EABEL O€ MA@ ME TN QUTLKK KOVL A
T0 KEALQOC. Tuxbv Dypavan/Glappor anattel aEloAdynon tng napTidac.

No water is added to this composition. Retain the powder dosage form; it is not an oral suspension. Equipment
must be fully dry after wet cleaning before contact with the herbal powder or capsule shell. Assess any wetted or
leaking batch before use.
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References: [11], [3], [5]

Yypaocia / Humidity

MeptB&ANOV MOPAOKELHG: OXETLKA LYpacia =60%. H eOAagn amattel mpootacia and vypaaia. EAEyyovTat
OLOOWHAETWON TNG KOVEWG, ELBPALOTATNTA/MOAGKWUA KEADPOUG Kal andédoon ¢payuold Tne cvokevaaiag. H
oxeTIKA vypaoia XWPEOL KAl N AMWAELX KATA TNV EApavan dev elval peTprioelg evepydtnTag vePoD TNG TEALKAG
K&youvAag.

Manufacturing relative humidity:=60%. Protect from moisture during storage. Monitor powder caking, brittle/soft
shells and packaging moisture-barrier performance. Room relative humidity and loss on drying are not
measurements of finished-capsule water activity.

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

Oeppokpacia / Temperature

MNapaokevr) otoug 255 °C gOpewva e To YeVIKO PN kayakiwv, ge TAPNON TuxOv avoTnPATEPNC MPOdLaYPAPrG
npwTNG VANG/KEADPOULG. H nyr op{Cel pOAaEN K&Tw amd 30 °C. H kdyovAa napaokevdetal xwplg BepuLki
Katepyaoia- 6ev vmokadiotatal 0 EAeyyog UkpoBiwy pe Bépuavan tng dpdyng.

Prepare at 25+5 °C under the general capsule procedure, subject to stricter material/shell requirements. Source
storage is below 30 °C. Capsule manufacture uses no heat treatment; heating the herbal material is not a
substitute for microbial-quality control.

References: [1], [3], [4]

pH kai cupBatoéoTnTa / pH and compatibility

Aev opiCeTtal pH yla to §npd TeAkd okebaopa Kot dev MPoBAEneTAl PUBULOTIKG SLdAvua. Edv avantuyBel uéBodog
pH vBaTIKAC Blaomopdc yia EAeyxo mMPwWTNG OANG, dnAwvovtal avaAoyia, SLaALTNG Kal PEBOBOG: TO AMOTEAECHA
bev Bewpeltal pH tng KdywovAag. O pH-EEQPTWHEVOC XPWHATIONOC 00PWVY TIOL MEPLYPAPETAL Yo avBpavoeldr Hev
anoteAel kpLtripLo pH 1 oTaBepdTNTAG TOL MPOLEVTOG.

No pH is assigned to this dry finished dosage form, and no buffer is specified. If an agueous-dispersion pH method
is developed for raw-material testing, define ratio, solvent and method; the result is not the pH of the capsule. The
pH-dependent urine colour reported for anthranoids is not a product-pH or stability specification.

References: [1], [2], [4]

Eldika otolxeia cvotaTtikwy / Ingredient-specific information

H PAF/013 agopd amoEnpauéva euAAdpla Cassia senna / C. angustifolia, Ta onola n Tpéyxovoa ovopatoAoyia
HMPC evtdooel otn Senna alexandrina. Avagépel TOLAAXLOTOV 2,5% LBPOELAVOPAKEVIKODC YAVKOGIBEC WC
ogevwvoaoidlo B enl Enpdc 6pdync. Aev mpdkeLTal yia AoBolG, HEHOVWHEVR aevvoa(dla | To ENPd ekxOALOUA TNG
POF/006. Agv pooti(BeTal adfAwTo apatwTikd. H HMPC KoAOTITEL TLTTOTIOLNHEVA TTAPACKEVAGUATA QUAAWY. H
noocétnTa 300 mg avd kKaywdkLo dev npoadlopiel otadepr] noodtnta oevvoatdiwv. To mpayHaTikd assay MPEMEL va
xpnotpomnotnBel yla Ttov éAeyX0 TNG NHEPoLaG 66ang Kat TnG duvatdTnTag Yopriynong Hikpdtepng ddong.

PAF/013 concerns dried Cassia senna / C. angustifolia leaflets, covered by the current HMPC name Senna
alexandrina. It specifies at least 2.5% hydroxyanthracene glycosides as sennoside B on the dried-drug basis. This
is not senna pods, isolated sennosides or the dry extract in POF/006. Do not add an undeclared diluent. HMPC
covers standardised leaf preparations. A 300 mg capsule does not contain a fixed amount of sennosides across
batches. Use the actual assay to verify daily exposure and the ability to administer a lower dose.

References: [11], [2], [4], [7]
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AAAec aAAnAemidpaoelg / Other interactions

H vnokaAtatpio and Katdypnon VNAKTIKWY Hnopel va eviox0oeL tn 6pdon KapSLAKWY YAUKOOLEWY Kal va
EMNPEAOEL AVTIAPPLUOULKA. ALOVPNTLKA, KOPTLKOOTEPOELOH Kol YAUKOPPLZQ UIOPODY Vo EMOEIVWOOLY AMWAELEC
KaAlov. Anatte{tal latpik ekTinon ouyxopiynong pe edpuaka nov napateivouy QT. MpdkeLTal yLa KAWLKES
OAANAeTdpdoelg, OxL yla amodedelypévn xnUik aovpBatdTnTa HEca 0TNY KAWYoLAd. Agv GLUVOLATETAL EUTELPLKE
ME GAAEC avBpavoeldeic dpdyec.

Hypokalaemia from laxative misuse can potentiate cardiac glycosides and affect antiarrhythmics. Diuretics,
corticosteroids and liquorice may increase potassium loss. Assess coadministration with QT-prolonging medicines
medically. These are clinical interactions, not demonstrated chemical incompatibilities inside the capsule. Do not
empirically combine with other anthranoid laxatives.

References: [2]

EKTipnon kKwvdéovovu / Risk assessment

KoOptot kivBuvol: alyyvon dpdync/ekxvAiopatog, AavBaopévn Bdaon assay, unepBoALkr nuepriola moodtnTa
MOPAYWYWY WG 0eVWooidLo B, avopoloyévela MARPWONG KAt pkpoBLakol/xnuikol pomot gUTIKAG MPWTNg VANG.
AmnokAe{ovtal KONon, BNAACPOG, NALK{a KATW Twy 12 €TWV, evtepkn andppaEn/oTévwaon/atovia,
OKWANKOEeLS{TIda, PAEYLOVWONC vOOOC eVvTEPOL, AVEENRYNTO KOWALOKS dAyoc Kat ooBapr] apuddtwaon. H vepplkn
vboog Kat ovyxopriynon mov ennpeddel KdALo avgdvouv TNy avdykn KAWLKAG ektiunong. H HMPC avagépel
TIPOKALVIKG ELPANATO YOVOTOELKOTNTAG OPLOMEVWY avOPavoeldwY: dev mpokiTTeL and avtd avbaipetn Tagvdunon
OA0L TOL PUTLKOU VALKOD WG OLYKEKPLUEVOL eMayyEALaTIKOO HD. Tekunplwvovtal ékBeon ae KévL, amopuyn
eMUSALYONG Kal EAEYXOC TOU CLUYKEKPLEVOL deEATIOL aoPAAELQG.

Key risks are herb/extract substitution, incorrect assay basis, excessive daily derivatives as sennoside B, uneven
capsule filling and microbial/chemical contaminants in botanical material. Exclude pregnancy, breastfeeding, age
below 12 years, intestinal obstruction/stenosis/atony, appendicitis, inflammatory bowel disease, unexplained
abdominal pain and severe dehydration. Renal disease and medicines affecting potassium require particular
clinical assessment. HMPC reports preclinical genotoxicity findings for some anthranoids; this does not itself
establish a particular occupational hazardous-drug classification for the entire herbal material. Document powder
exposure, cross-contamination controls and review of the actual material safety data.

References: [2], [4], [5], [6]

Mpootacia epyalopévwy / Staff protection

Katd tn COylon, Kook{viopa, avdulEn Kat anopddkpuvon eM@AVELNKAC KOVEWC XPNOLUOTOLOOVTOL KAELOTOC N
TIEPLOPLOUEVOC XELPLOPOC UE KATAAANAO TOTKO EAEYX0 OKAVNG, TTOOLA He pavikia, KAALYN HOAALWY, YEvTLa KoL
npootacia opBaApwv/avanvorig Baoet ektipnong €kBeang. To PN TnTtd pdoka Kot YOaAld 0TLG epyacieg mov
napdyouv KévL. Agv opiCetat avBaipeta TOMOG avanvevotripa i 6pLo £€kBeong xwplg To mpaypatikd SDS. H
neploxf Kot 0 eEoMALOUSC KaBap(CovTal HETAED BLOQOPETLKWY QUTIKWY MPWTWY LAWY, UE emBeRaiwan MARpPoLC
gnpavong.

During weighing, sieving, mixing and removal of surface powder, use enclosed/contained handling with
appropriate local dust control, sleeved gown, hair cover, gloves and eye/respiratory protection selected from the
exposure assessment. The source procedure requires a mask and goggles for powder-producing operations. A

respirator class or exposure limit is not invented without the actual SDS. Clean between different herbal materials
and verify complete drying of equipment.

References: [3], [5], [6]
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ZuvOnkec mapaockevng / Compounding conditions

H @bppovAa elvat avd 1 kawdkio. MNa 100 kaydkia anattovvtal 30 g TNG KaBoplopévng mpwtng OANG yla Th
obvBeon tng mNync: N H&la 6pdync dev peTaBAAAETAL Yia emi{TeLEN AAANC 66onc 6elkTn XxWpPIC TEKUNPLWPEVN VEa
obvBean Kat 6ev mpooTtiBeTal avBaipeTo nAedvaoua. MeptBdAiov 25+5 °C, RH=60%. EmBeBatvovtatl Cuyog
KaTAAANAOC yla TI¢ pdleg, TavTonolinon mMPWTWY LAWY, aplBudc Kawak{wy Kal MPayUaTikog 0yKog MARpwaongG.
Zuy{CeTal n avdKTnon PETA TO Kooki{viopa/anoovoowudTwon. H ékdoon mapaokeviG Kpatd otabepd
npopnBevTH/TOMO KEADQOUG Kal EBOBO avauLEng.

Formula basis: one capsule. For 100 capsules use 30 g of the specified starting material for the source
composition; do not change herbal mass to a target marker dose without a documented new formulation, and do
not add arbitrary overage. Environment 25+5 °C,RH=60%. Verify balance suitability, starting-material identity,
capsule count and actual fill volume. Weigh recovery after sieving/deagglomeration. The master manufacturing
record fixes shell supplier/type and blending method.

References: [11], [3], [5]

Tekpnpiwon BUD / BUD rationale

H ouykekplpévn POF 6ivel Sldpkela 3 nuepoAoyLlakolC piveg ud BEATIOTN Slathipnon, kdtw amnd 30 °C Kal
npootaoia and pwc/uypacia. EMAEyeTAL AVWTATO 6pLo avaPopds 89 NUEPEC Kol MOTE PETA TN cuuNARpwaon 3
NUEPOAOYLAKWY HNVWY, pévo dtav avamnapdyovtal N npwtn VAn/cdveean, To KEALEOG, N dladikaoia, N KATAAANAN
ovoKkevaola KoL oL EAeyyoL TNG MNYAG. ZTNV Napoloa avalrtnon dev evTomnioTnke dnUoalevévn LEAETN
0TafePOTNTOG OV VO TEKUNPLWVEL EMLMAEOV XPOVO YLa TNV aKPLRA TEALKA KAYOLAX Kol EPLEKTN. H Sldpkela avth
elvat vloBétnon tou enionuov formulary, éxtL aveEdpTtnTn £pyaotnplakn maotonoinon. H TeAKA nuepounvia
ouvtopeleTal and AEN MPWTWY LAWY, anotuxia QC, andkAlon anodrikevong f AAAX TEKUNPLWUEVA dpLa. Agv
peTPAONKE aw. EvaAAakTik ) USP<795>: anattel tekunpiwon tng katnyoplag aw. To aw TNG KAWovAag 6ev
npoodloplotnke otnv napovoa epyaocia. H avdykn yia &AAn obvBeon/ouvokevacia anattel véa attloAdynon Kadt,
omou xpeldletal, HEAETN BeKTWY/amodounpdTwy, anooddpwong Kat HtkpofLoAoyikig nowdtntag. H mepiAnyn
Goppel-Franz(2004) neptypd el SLa@opeTIKEC 0600¢ amodéunong o€ KOVL QUAAWY Kol HEBAVOALKS eKXOALOUA,
avaAoya UE oLVONAKEC Kol oubokevaaia. Aev eEAEYXONKe MARPEG ApOPO 00TE MPOKOMTEL XPAVOC Yyl TNV Mapoloa
KdyouAa.[10] Ek6oTikr oOpBacon: Ta pnviaia épla TNG MNYAS MAPAPEVOLY NUEPOAOYLAKA: TO apLOUNTIKS 6pLo
peTaTpomAg elval 28 NuéEpPeC yia évav priva f 89 yla TPELG: TLXOV XWwPLOTA emAeypéEvo BpaxlTepo 6pLo
egakoAovbel va vmeployveL. MpdkeLtal yla ouvtnENTIKA HeTATPOMH, O)L avToAeEel 6pLo TNG MNYNAG.

This POF gives 3 calendar months under optimal preservation, below 30 °C and protected from light/moisture. The
selected reference ceiling is 89 days and never later than 3 calendar months, conditional on matching the starting
material/composition, shell, process, suitable packaging and source quality controls. No published stability study
was identified in this search supporting a longer period for the exact finished capsule/container. This is adoption
of an official formulary period, not independent laboratory certification. Shorten for ingredient expiry, failed QC,
storage excursions or other evidenced limits. No aw was measured. USP<795> alternative requires aw-category
justification. Capsule aw was not established in this work. A different composition/packaging requires fresh
justification and, where needed, marker/degradant, disintegration and microbial-quality studies. The
Goppel-Franz(2004) abstract describes different degradation in leaf powder and methanolic extract depending on
conditions and packaging. Full text was not inspected; it establishes no period for this capsule.[10] 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], [3], [4], [9], [10]

MpoanaiTobpeva / Prerequisites

H Kataxwplopévn odveean mePLEXEL LOVO TN OLYKEKPLUEVN GULTLKH KOVL KOl KEALQOG Kawaki{ov. Agv mpooTiBeTal
Bdon CGR-ES-049 ywplc Tekunplwpévn avabewpnaon tng obvBeong. Epapudlovtat To PN/L/FF/001/00, n
dladikaoia Coylong kat, 6mouv anatte{tal, kKook{vioua/anoovoowudTwon kot avadutEn. H avagopd RFE agopd
QMOLTOOHMEVN GUUHUOPPWON TIPWTNG DANG Kal 6EV LTMOKAOLOTAE TO TLOTOMOLNTLKS TNC MPAYUATLKAC MapTIdaC.
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The listed formula contains only the specified herbal powder and capsule shell. Do not add CGR-ES-049 without a
documented formula revision. Apply PN/L/FF/001/00 and weighing, with sieving/deagglomeration and mixing
where necessary. A cited RFE monograph identifies required raw-material compliance; it does not replace the
actual batch certificate.

References: [11], [3], [5], [7]

EEonmAlopocg / Equipment

KatdAAnAog BaBpovounuévog Cuyoécg, OYKOUETPLKOG KOALWOPOC yia Tov @atvéuevo dyko, kabBapd youdi/yovdoyxépt i
QVOULKTAPAG, ONMATOVAQ Kot KawovAlEépa gupBath pe Ta KeADEN. H POF avagépel k6okwo(355) A maAlvdpouLkd
KooKwLoThH. Xpeldlovtal kataypapr Bepuokpaciac/RH kat péaa yla eAéyyoug HAZac, akepaldTNTAG KoL, GOUPWva
ME To mpdypapua QC, anoagdBpwaong Kat UKPoBLOAOYLIKAC moldTnTaGC.

Suitable calibrated balance, graduated cylinder for apparent volume, clean mortar/pestle or mixer, spatula and
capsule filler compatible with the shells. The POF specifies sieve(355) or an oscillating sieving device. Provide
temperature/RH recording and facilities for mass, integrity and, under the QC programme, disintegration and
microbial-quality testing.

References: [11], [3], [5]

M£0060¢ mapaokevng / Compounding method

1. EnaAnBebote TautdTNTO/MOLOTNTA TPWTNG UANG, KEADQN, LTOAOYLOMOUG Kol KaBaprh oteyvr mepLloxr.

2. Zvyiote 300 mg avd npoBAenduevo kawdkio eni Tov aptBud naptidag. Kookwiote/anoouoowpaTwoTe Gnov
anatte{tal Kot enaAnBedote TNV avdktnon pdgag.

3. MeTproTe avéuevo dyko Ue TN Tunonotnuévn péBodo tne mnynG: KN xpnotwuomnoteite anArf eElowon 1 g=1 mL.
4. KataveUroTe MOGOTIKA TNV KaBopLlapévn KOvL ota KEADQEN. To péyebog elval oboTooNn Kol EMPBERBALWVETAL UE
QaoLEVO OYKO/PAa. Av dev emtTuyydveTal n Hdla avd Kawdklo pe amodekTr opolopopeia, enaveEeTdoTe
pEyeBOG/OLadikaoia xwplc adiAwTo €kdoyo.

5. AlaTNPACTE TNV OUOLOYEVELD TNG KOVEWG Kat teplop{oTe Tn SlaAoyr KaTd TNV MARpwan.

6. MANPWoTE, KAE(OTE KAl AMOPAKPUVETE AMLa TNV eEWTEPLKA KOVL LTIO €Aeyyx0 okbvNG.

7. EAéyETe anddoaon, akepaldTNTA, odolopopia pdfac kot ta npoBAendueva npdodeta QC. TVOKELAOTE Kal
oNUA&veTe Ppévo PETA TNV aELoAdYNON Tov LTIELBLVYOL PAPPAKOTIOLOD.

1. Verify raw-material identity/quality, shells, calculations and a clean dry work area.

2. Weigh 300 mg per intended capsule multiplied by batch count. Sieve/deagglomerate where necessary and
verify recovered mass.

3. Measure apparent volume using the source standardised method; never assume 1 g=1 mL.

4. Quantitatively distribute the specified powder into shells. The recommended size must be verified against
apparent volume/mass. If the target mass cannot be filled uniformly, reassess size/process without an undeclared
excipient.

5. Maintain powder homogeneity and minimise segregation during filling.

6. Fill, close and gently remove exterior powder under dust control.

7. Check yield, integrity, mass uniformity and specified additional QC. Package and label only after the
responsible pharmacist reviews the batch.

References: [11], [3], [5]

Napatnpnioels / Observations

YMOAOYLOUOG ava@opdc: moagdTnTa Mapayywy avd Kaywdklo=300 mgxA/100, érov A e{val To TEKUNPLWUEVO
M0000TO WG 0evvoaoiblo B atnv mpwtn OAN énwc CuyiCetal. EAv To motonolntikéd 6{vel assay eni Enpdc ovoiac,
nponyel{tat TekuNplwpévn HeTATPOM UE TNV KATAAANAN Bdaon vypaoiag/anwAsiag Efpavong. To EAAXLOTO
Qapuakomolakd assay dev elvat n mpayua Ttk T TG napTtidag. O papuakonoldg emAEYeL aplOud oAGKANPWY
Kayak{wv mov MapéxeL TNV EAAXLOTN AMOTEAECUATIKE EMLTPENOUEVN 6O0N- v TO OLYKEKPLUEVO LéyEBOC LoyVoGg Bev
eMLTPENEL XapuNASTEPN Bdan, xpeLdleTal AAAN TeEKUNPLWHEVN a0vBeon. Agv anodidetal véa otabepdTnTa and
apLOUNTKA KALMAKWON mopTidac.
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Reference calculation: derivatives per capsule=300 mgxA/100, where A is the documented percentage as
sennoside B in material as weighed. Convert a dry-basis assay using the appropriate documented
moisture/loss-on-drying basis before this calculation. A pharmacopoeial minimum assay is not the measured
batch value. The pharmacist selects a whole-capsule count giving the smallest effective permitted dose; if this
strength cannot provide a lower dose, another documented formulation is needed. Numerical batch scaling does
not establish new stability.

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

MNepLékTNG KaL ovokevaoia / Container and packaging

H POF emnitpénel blister 4 LdAn pe nwpa. H emAoyr npénel va npootatelel and gwc Kat bypacia Kat va lvat
OLUPBOTA HE TO OLUYKEKPLUEVO KEALPOC: N MNyH 6gv KaBop(Tel MoOALUEPEG, TOMO YLaALOL 1 LALKS blister.
KataypdgovTtal mpounBeuThc, KWOLIKAG Kal gpayuoc ouokevaalag, akePadTNTA KAELG{MATOC KOl aplOudC
Kayaki{wv. To Enpavtikd 5ev mpooTBeTAL ALTOPATWG, eNELOH Unopel va emnpedoel To KEALPOG: amatTe(Tal
TEKUNPLWPEYN ovuBaTédTNTA.

The POF allows a blister or capped bottle. Select a pack protecting against light/moisture and compatible with the
specific shell; the source does not identify polymer, glass type or blister laminate. Record supplier, pack
code/barrier, closure integrity and capsule count. Do not automatically add desiccant, which may affect the shell;
document compatibility.

References: [1], [3], [4]

MoloTikog éAeyxoc / Quality control

Apxkd: TavtdTnTa TOL Senna alexandrina Mill. (Cassia senna L.; Cassia angustifolia Vahl), folium, miotonowntikd
TMPOBLaYPAPHC KAL TOTOTIKOG MPOCBLOPLOUAC KATAAANAWY SPACTIKWY CLUCTATIKWY/SEIKTWY. H mpwTtn OAN
afloAoyel(tal yia pitkpofLakn empBdapuvon, HUKOTOEVEG, pUTOPAPUOKA, OTOLYXELAKEG TIPOOME(EELC Kal voBela Bdaoel
NG Loxbovaoag MPodlaypaPrc Kot Kwdivou. TeAkd poildv: opyavoAnTTIKOG/OMTIKOC €AEYXOC, akEpaldTNTA
kAglolpatog, andédoon/katapéTpnon Kot opotopopeia pdfag katd tn néBodo otnv omola napanéunet To PN(RFE
2.9.5). Na napaockevr napTtidwv to PN npoodétel anoodBpwaon(RFE 2.9.1), uikpoBLloAoyikd éAeyxo(RFE 5.1.4) kat
€101KoUC eAéyxouC BpaaTikol. H opolopopeia pdloc 6ev anodelkviel amnd pévn tTnG opdolopopeia dpaocTikdTNTAC.
Mo eméktaon XpOvou anattoivTal KATAAANAEG HéB0SOL ov Slakpivouy amnodoéunaon, LEAETN MPAYUATIKOV TEPLEKTN
Kal attioAoynuéva épla, 6xt HOvo omTikOC EAEYYXOG.

Starting material: identify Senna alexandrina Mill. (Cassia senna L.; Cassia angustifolia Vahl), folium, verify
specifications and quantitatively determine relevant constituents/markers. Assess microbial burden, mycotoxins,
pesticides, elemental impurities and adulteration under the applicable specification and risk assessment. Finished
product: organoleptic/visual examination, closure integrity, yield/count and mass uniformity using the method
referenced by the source procedure(RFE 2.9.5). For batches, that procedure adds disintegration(RFE 2.9.1),
microbial quality(RFE 5.1.4) and active-specific controls. Mass uniformity alone does not demonstrate activity
uniformity. Extending the period requires suitable degradation-discriminating methods, actual-container studies
and justified limits, not visual inspection alone.

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

®0Aain / Storage

Kdtw ané 30 °C, npootaTteLhévo amd ewe Kat bypaoia, oTtnv emMAeYHEVN KAELOTH ovokevaoia. Agv €xeL
TeEKUNPWWOE! YOEN/KATAWLEN WG EVAAAAKTIKA Yla QUTH Tn ouvTayr. AldTnPolvVTAL KATAYPAPEG BEpUoKpaoiag Kat
dlepevvwvtal vmepBaoclc, vypaoia f aAlolwon kKeADPoLG TpwY amnd 6tdbeon. H nuepopnvia xpriong vmoAoy(Cetat
XWPLOTA yla TNV mMpaypaTtiky naptida.

Below 30 °C, protected from light and moisture in the qualified closed pack. Refrigeration/freezing has not been
established as an alternative for this formula. Keep temperature records and investigate excursions, moisture or
shell changes before supply. Calculate the actual batch beyond-use date separately.

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

Sikalias Greek Formulary | Reference documentation 7



compounding.gr | 10.0 | 2026-10-14

A1aOeon / Dispensing

Mpw amné 61d6eon emPBeBatwvovTal TITAOC SPATTLKWY MAPAYWYWY, KATAAANASTNTA TNG LoXVOG, NALKia,
KONon/BNAaoudG, EVTEPLKA GUUMTWHATA, EVLBATWON KAl oLYYXOoPNYOLUEVA @dpuaka. KaTtdnoon ue vepd. Aev
xopnyeltat yla neplocdtepeg and 7 NuéPeG Kat 6gv avEdveTtat n 66on pe Baon pévo Tov apLtdud KayaKkiwv.
Alokomn Kot LaTPLKA ekTiunon og évtovo/enipovo noévo, €ueTo, atpgoppayia, coBapr didppola, emdeivwon A
anotuyia apddevong. EEnyeital 6Tl 0 Ypdvog eOAAENG ToL MpoidvTog dev elval dldpkela Bepaneiag.

Before supply verify derivative potency, suitability of strength, age, pregnancy/breastfeeding, bowel symptoms,
hydration and concomitant medicines. Swallow with water. Do not use beyond 7 days or increase dose by capsule
count alone. Stop and seek medical assessment for severe/persistent pain, vomiting, bleeding, severe diarrhoea,
worsening or failure to defecate. Explain that product storage period is not treatment duration.

References: [1], [2], [7]

EmioApavon / Labelling

Ynéoelyua: «®OAAa gévvac 300 mg - okANPA KaydkLla - and tov oTépaTtoC. NMogdtnta:[... Jkaywdkia. O6nyla
AYNC:[EYKEKPLUEVN Yo TOV OLUYKEKPLUEVO aoBevr| Kat T{TAo]. OxL ge KONon/ONAaous | KATW Twy 12 £TWV.
Méylotn 6udpkela aywyng 7 nuépec. Kdtw and 30 °C, pakpld and ewc/vypaoia. Makpld and naldid. Maptida:[...].
Napaokevn:[...]1. Xprion éwc:[...]. dapuakeio/aToyeia:[...]». Avaypd@ovTal n oLYKEKPLLEVN GUTLKA TPWTN OAN, O
npaypaTikdg TltAog érov amatte{tal Kot Ta dSnAwTéa £kdoya/kEALPOG. Ta medla NuepouNvIWY Kat mapTidag
TTOPAUEVOLY KEVA PEXPL TNV TIPAYUATLKY EKTEAEDN.

Sample:‘Senna leaf 300 mg - hard capsules-oral use. Quantity:[...]Jcapsules. Directions:[approved for the actual
patient and potency]. Do not use in pregnancy/breastfeeding or below 12 years. Maximum treatment duration 7
days. Store below 30 °C, protected from light/moisture. Keep out of reach of children. Batch:[...]. Prepared:[...1.
Use by:[...]. Pharmacy/contact:[...].” State the specific herbal material, actual potency where required, and
declarable excipients/shell components. Dates and batch fields remain blank until actual manufacture.

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

v9_controls / v9_controls

To apBunTikd 6plo oto apxeio elvat pévo 6pLo BLRALOYPAPLKAC ava@opdc umd TIC e6LIKEC MpolmoBéaelg. Aev €xel
oplotel BUD mpaypaTtikig naptidag kat dev £€xouv napaxOel petprjoelg aw. H akplprig abvbeon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN KoL Ta aTolxela eAEyyOU TIPETEL VO EYKPLOODV YL TH OUYKEKPLUEVN
epapuoyn. H évap&n touv vrmoAoylopol BUD eival n évapén tng napaokevic. EQapudletal To GLUVTOUSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO EAEyYO BLAPKELAC HETA TO Avolypa. Ta dpla USP elval texviké mAaiolo Kat 6ev
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.

AveEdpTNTN EAANVIKA/QYYALKT) EMOTNROVIKA Tpooappoyh mnywv AEMPS kat EMA ané to compounding.gr - ZTaowwoG Xp.ZLKAALEG. Agv

anoteAel enlonun petdgpaaon fi €ykplon Twv Popéwv. / Independent Greek/English scientific adaptation of AEMPS and EMA sources by
compounding.gr - Stasinos Chr.Sikalias; not an official translation or endorsement.

AVEEGPTNTN EAANVLKA/AYYALKT EMOTNUOVIKE Tpocapuoyr mnywv AEMPS kat EMA amnd to compounding.gr - ZTaowwog Xp.ZIKaALAG. Agv
anoteAel enlonun petdgpaon f £€ykplon Twv gopéwv. / Independent Greek/English scientific adaptation of AEMPS and EMA sources by
compounding.gr - Stasinos Chr.Sikalias; not an official translation or endorsement.

Mnyéc ka1 mapanopnég / Sources and references

[1] AEMPS - Formulario Nacional - HOJA DE SEN, CAPSULAS DURAS DE

FN/2003/POF/011; standalone PDF in current official catalogue; NIPO 134-20-002-3 / 090-22-245-5 | PDF p.2, §§83-7; subsequent precautions
and patient leaflet | Exact capsule composition, process, packaging, storage and source period; historical clinical instructions reassessed
against HMPC | 2026-10-14

https://www.aemps.gob.es/formulario-nacional/fitoterapia/preparados-oficinales/fn_2003_pof_011.pdf
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[2] EMA/HMPC - Senna alexandrina Mill. (Cassia senna L.; Cassia angustifolia Vahl), folium

EMA/HMPC/625849/2015; final, 25 September 2018, published PDF 2020 | §§2-4; §5.3 | Adopted clinical and safety assessment; only the
herbal preparation and route specified in that document | 2026-10-13

https://www.ema.europa.eu/en/documents/herbal-monograph/final-european-union-herbal-monograph-senna-alexandrina-mill-cassia-senna-I-
cassia-angustifolia-vahl-folium-revision-1_en.pdf

[3] AEMPS - Elaboracién de cépsulas duras

PN/L/FF/001/00; current official standalone PDF | PDF pp.3-5, §§4.2-4.6 | Preparation environment, volume-based capsule selection,
encapsulation and source QC requirements | 2026-10-13

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-formas-farmaceuti
cas/pn_|_ff_ 001_00.pdf

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

EMA/HMPC/CHMP/CVMP/201116/2005 Rev.3; final 18 January 2022 | §§3,5,7,8; PDF pp.5-15 | Herbal-material identity, standardisation,
contaminants, finished-product controls and stability principles; not a numerical BUD study for this capsule | 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] AEMPS - Mezclado de polvos

PN/L/OF/002/00; current official standalone PDF | PDF pp.3-5, §§4.2-4.4 | Powder mixing, dilution sequence, cross-contamination controls and
drying after cleaning | 2026-10-13

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

[6] AEMPS - Indumentaria

PN/L/PG/002/00; current official standalone PDF | PDF p.3, §4 | Clothing, gloves and eye/respiratory protection during powder handling |
2026-10-13

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_|_pg_002_00.pdf
[7]1 AEMPS - Herbal starting material Senna alexandrina Mill. (Cassia senna L.; Cassia angustifolia Vahl), folium

FN/2003/PAF/013 | PDF p.2, §§3-5; §10 | Starting-material definition, source assay basis and handling; historical clinical paragraphs are not
used in preference to newer HMPC safety assessment | 2026-10-14

https://www.aemps.gob.es/formulario-nacional/fitoterapia/principios-activos/fn_2003_paf_013.pdf
[8] AEMPS - Etiquetado

PN/L/PG/008/00; current official standalone PDF | PDF pp.3-4, §4 | Label identifiers and patient instructions; Spanish procedural model adapted
independently | 2026-10-13

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_l_pg_008_00.pdf
[9] USP compounding update - public NABP webinar handout

14 September 2023; presentation by USP experts | PDF pp.10-11, slides 19-22 | Public explanation of aw-dependent BUD categories; not the
full licensed chapter, not a Greek legal requirement and not stability evidence for this capsule | 2026-10-13

https://nabp.pharmacy/wp-content/uploads/2023/09/USP-Compounding-Webinar-Handout-September-14-2023.pdf
[10] Goppel M, Franz G - Stability control of senna leaves and senna extracts

Planta Medica 70(5): 432-436,2004; doi: 10.1055/s-2004-818971 | Retrieved abstract only | Storage/packaging and degradation differ
between powdered leaf and extract; no exact capsule BUD established | 2026-10-13

https://pubmed.ncbi.nlm.nih.gov/15124088/
[11] Meier N et al. - Photostability of sennosides and their aglycones in solution

Phytochemical Analysis 35(3): 521-529,2024; first online 10 January 2024 | Publisher abstract and supporting-information description
retrieved; full article not inspected | Analytical-solution photostability, not dry-capsule storage or BUD | 2026-10-13

https://doi.org/10.1002/pca.3308
[12] 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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