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TuomomnolNMévo ENPo eKXVALOMa @UAAWY gévvac 100 mg
- OKANPA KaPyaxKia

Standardised senna leaf dry extract 100 mg - hard
capsules

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

MpoéAsvon kKatL 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 avadnuoaoievon tou
npwTtoTiNoL TG NMNYNG. MNpdoPfacn oto MAAPEG MPWTOTLTO Y{vETAL OTOV EMONUO EKOATN, PE TNV AMALTOOUEVN
4beta fj ouvdpopr. Agv BNAWVETAL 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 kaydklo / Per 1 capsule

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

Tunomnotnpuévo ENpod ekxOALOHA GUAAWY TEVVAG 100 mg
Standardised senna leaf dry extract

EkGoyo ap.1l kayakiwv FN/2003/EX/013 g.s. to fill one capsule
Capsule diluent no.1 FN/2003/EX/013

KEALPOG OkANPOL Kayakiov 1 capsule
Hard capsule shell

Mpoamaitovpeva / Prerequisites
CGR-ES-049 Capsule diluent 1 EX013

MepLypa@n okevdopatog / Preparation description

2kANPS Kawdkio yia and Tov atépaTog xopriynon pe 100 mg tng KaBoplopévng UTIKAG MPWTNG VANG. H mnyn
ovoTtrvel Péyebog 2, pe emPBeRaiwaon xwWPNTIKOTNTAG YLO TNV TMPAYHATIKA TUKVOTNTA TNG NapTidag. H PAF/012
nepLypdeet kKaotavr kvl ENPol ekXLAOPATOC PUAAWY, PE 5,5-8,0% LEPOELAVOPAKEVLKOUG YAVKOOIBEG WG
ogvvoaidlo B enil Enpol ekyvAlopaTog Kat mpoodloplopd evtdg £10% tng dnAwpévng TuAG. Ta 100 mg dev elvat
100 mg oevvoaotdiwv. TekunpluwvovTal assay, Bdon vypaoiag, DER, dlaAbTNG ekx0ALONG Kal TGOV MPACcBeTOL
popelc. Asv vrtokaBioTaTal pe ekXOALOHA AoBwV 1 eKXOALoUa bynAdTeEPOL T{TAOL XWPIC véa abvBean.

Hard capsule for oral use containing 100 mg of the specified herbal starting material. The source recommends
size 2, with capacity verified against the actual batch bulk density. PAF/012 describes a brown senna leaf dry
extract powder containing 5.5-8.0% hydroxyanthracene glycosides as sennoside B on the dried-extract basis, with
assay within £10% of its declared value. The 100 mg strength is not 100 mg sennosides. Document assay,
moisture basis, DER, extraction solvent and added carriers. Do not substitute pod extract or a higher-strength
extract without reformulation.
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References: [11], [3], [7]

Apaon kaL xpron / Action and use

AleyepTikd LTIAKTLKS Yyl Bpaxela AVTILETWTILON TMEPLOTAOLAKNG SuoKoALdTNTOG. H HMPC mpoBAénetl Tnv eAdxLoTn
AMOTEAETUATIKA €Qdnag Bpadivr ddon, evtdc 10-30 mg LEPOELAVOPAKEVIKWY MAPAYWYWY WG aevvoaiblo B, og
EVAALKEC KOl EQBOLG Avw TWVY 12 €TWV- éxL meplocdTepo and pia eBdoudda, ouvABwWe apkoly 2-3 AQYELG 0TN
dldpkela avtric. H HMPC avag@épeTal o€ TUMOMOLNUEVA TTAPACKELATUATA POAAWY GE€vvac. To avwTaTo 6pLlo Twv 30
mg ToPAYWYWY v NUEPQ EAEYXETOL LUE TPAYUATIKG T{TAO Kal v amodelkvieTal anMAWG eneldr] o aplOudg
Kayaki{wv BplokeTal péoa otnv LoToPLKH 0dnyla TNG MNYAC. Agv xpnoldonote{Tal WG aywyr Xpoviag
duokolhdtnTag A npoeToaciag evtEPou XwWpP(G edLkd MPwWTdKOAAO.

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 refers to standardised senna leaf
preparations. Compliance with the 30 mg derivative daily ceiling must be checked using actual potency; it is not
established merely because the capsule count falls within the historical source instruction. This is not a protocol
for chronic constipation or bowel preparation.

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

Mpobiaypagéc / Specifications

dopPaKELTIKA TIPWTN OAN oL MANpPoO( TN oXETIKNA Woyxbovoa npodlaypaery RFE/Ph.Eur. 1261, pe tekunpiwon
TaLTéTNTAG KAt MapTidag. Ol aplOUNTIKEG mMEPLYpa@éG TNG PAF amoteAobv otolxela TnG avaktnOdeloag nnyrg, éxt
dAAwan eAéyyou TG Tpéyovaac adelodotnuévng dapuakomoliag. KAeloTd, aképata Kaydkia, xwpeig emeavelakn
KévL, ouoowudtwon 1 6lappor}. H POF 6gv oplCel xpwpa TeALkoD KEADQOULG, aptBUNTIKS pH r aw. KataptiCovtat
KpLtrpla anodoyxig TauTdTNTAC, MEPLEKTIKOTNTAC/HELKTWY, OUOLOMOPPIaC KAL UIKPOBLOAOYLKAC MoldTNTAC TPV
and TNV eKTEAEDN.

Pharmaceutical material meeting the applicable current RFE/Ph.Eur. specification 1261, 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 teAkr] KdwouAa Kat N MPWTN OAN QUAGCCOVTAL TPOOTATEVHEVEG amnd TO WG. EmAEyeTal cuokevaoia pe
TEKUNPLWHEVN pwTompooTacia ] KATAAANAO eEwTEPLKS KOLTI. Agv amobi{deTal oLYKEKPLUEVOC PUBUOC
owTodldomnaong xwplc peAétn tng nopTidag. H peAétn Meier(2024) otnpilel pwtomnpootacia avaALTIKWY
SlaAvpdTtwy oevvooldiwy: 6ev eEE€Taoe aLTEG TIC ENPEC KAWOLAEC.[12]

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.[12]

References: [11], [7], [12]

Aépac kat o€eidbwon / Air and oxidation

Alatnpolvtal KAELoTd Ta doxela katd tn COyLon Kat HeTd tn detypatoAnyia. H nnyr 6gv anattel dlwTto A
QVTLOEELOWTIKS KOl BEV TEKUNPLWVEL AVvEEGPTNTO dpLo €kBeang aTov aépa. H HETABOAR 0OUAG 1 XPWHATOC
SlepevvaTtal pall Ye MEPLEKTIKOTNTA KOl XPWHATOYPAPLKS TMPOPIA, OXL WG HEUOVWHEVO 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.
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References: [11], [4], [7]

Nepo kat SiaAvtoTnTa / Water and solubility

Agv poot{BeTaL vepd aTn 0OVOEaN. To LALKS MaPaPEVEL KOVLG Kal dEV pETATPENETAL O OO0 evatwpnua. O
€EOMALONOC HeTA amd LypPd KaBapLopd MPENeL va €xEL OTEYVWOEL MARPWG TPV EABEL O€ MA@ PE TN QUTLKA KOVL A
To KEALQOC. Tux6v 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.

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

Yypaoia / Humidity

MeptBEAAoOY o paoKeLAG: oxeTIKA vypaaia 40-50%. H @OAagn anattel mpootacia amnd vypaoia. EAéyyxovtatl
OLOOWHAETWON TNG KOVEWG, ELBPALOTATNTA/HOAGKWUA KEADPOUG Kal andédoon gpayuod Tng cvokevaoiag. H
oXETIKN vypaola XWPEOoL KAl N AMWAELX KATA TNV §Apavan dev elval peTproelg evepydtnTag vePoD TNG TEAKAG
K&youvAag.

Manufacturing relative humidity: 40-50%. 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: [1], [3], [4]

Oeppokpacia / Temperature

Mapaokevr otoug 25+5 °C agluewva Pe To YeVKS PN Kayakiwv, e THpnon Tuxév avotnedtepns mpodlaypaeric
mPWTNG VANG/KEADPOLG. H mnyr opiCel pOAaEN K&Tw amd 30 °C. H kdyovAa nopaokevdleTal XwpiG BepULKA
Katepyaoia- 6ev vokabioTaTal 0 EAEYX0C UIKPOoR{wv pe B€puavan TG dpdync.

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

pH kai ovpBatotnta / pH and compatibility

Agv op{Cetat pH yla to Enpd TteAkd okebaopa Kat dev mpoBAEneTal puBULOTIKG SLdAvua. Edv avantuyxBel uéBodog
pH vdaTIKAC dlaomopdc yia éAcyxo mMPWTNS DANG, SnAWvovTal avaioyia, dLaAdTNG Kot HEB0BOG: To anoTéAeoua
6ev Bewpeltal pH TG KAYPoLvAQG. O pH-EEAPTWHEVOC XPWHATIONAC 00PWY TIOL MEPLYPAPETAL YL avBpavoeLldr dev
anoteAel kpLttiplo pH 1} otabepdTNTOAC TOL TMIPOIOVTOC.

No pH is assigned to this dry finished dosage form, and no buffer is specified. If an aqueous-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: [11], [2], [4]

Elbika otowxeia ovotatikwy / Ingredient-specific information

H PAF/012 neptypdoet kaotavr kdvt ENpol ekXLAlOPaTOG QUAAWY, pE 5,5-8,0% LEPOELAVOPAKEVIKOVG YAUKOO(DEG
w¢ oevvooidlo B enl Enpol ekyuLAlopaTog Kat MPoadloplopnd evtdc £10% tng dnAwpévng TuAc. Ta 100 mg dev
elvat 100 mg oevvoolbiwv. TekunplwvovTal assay, Baon vypaaoiag, DER, SLaAlTNG ekxOALONC Kal TLYOY MPdaBeTOL
@opelc. Agv vmokaBiotaTal pe eKYOALOHA AoBwv 1 ekxOALOUA bPnASGTEPOL T{TAOL XWPI(C véa obvBean. H HMPC
QVOPEPETOL OE TUTIOTIOLNHUEVA TIOPACKELAOUATA QUAAWY T0€VVaC. To avWTATO 6pLo TWY 30 Mg MAPAYWYWY avd
NUEPA EAEYXETAL HE TIPAYHATIKS T(TAO Kal 6V amodelkvieTal anAwWG eneldr o aplOudc kayakiwv Bploketal péoa

oTNY LWO0TOPLKHA 0dnyla TNG MNYAg.
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PAF/012 describes a brown senna leaf dry extract powder containing 5.5-8.0% hydroxyanthracene glycosides as
sennoside B on the dried-extract basis, with assay within £10% of its declared value. The 100 mg strength is not
100 mg sennosides. Document assay, moisture basis, DER, extraction solvent and added carriers. Do not
substitute pod extract or a higher-strength extract without reformulation. HMPC refers to standardised senna leaf
preparations. Compliance with the 30 mg derivative daily ceiling must be checked using actual potency; it is not
established merely because the capsule count falls within the historical source instruction.

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

AAAec aAAnAemidpaoelg / Other interactions

H vmokaAtatpio and Katdypnon VNAKTIKWY Hnopel va eviox0oeL tn 6pdon KapSLAKWY YAUKOOLEWY Kal va
EMNPEdoEL AVTIAPPLUOULKA. ALOVPNTLKA, KOPTLKOOTEPOELSH Kol YAUKOPPLZQ UOPODY v EMOEIVWOOLY ATWAELEC
KaAlov. Anatte{tal latpik ekTinon ouyxopiynong pe edpuaka nov napateivouv QT. MpdkeLTal yia KAWLKEG
oOAANAeTdpdoelg, OxL yla amodedelypévn xnUik aovpBatdTnTa HEGa oTNY KAWYoLAA. Aev GLUVOLATETAL EUTELPLKE
HE 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: alyyvan dpdync/ekxvAlopatog, AavBaopévn Bdaon assay, unepBoALKr nuepriola moodtnTa
MOPAYWYWY WG 0eVWooidLo B, avopoloyévela MARPWONG Kot pkpoBLakol/xnuikol pomot gUTIKAG MPWTNg VANG.
AmnokAe{ovtal KONon, BNAACPOG, NALK{a KATW Twy 12 £TWV, evtepkn andppaEn/oTévwaon/atovia,
OKWANKOEeLB{TIda, PAEYLOVWONC vOOOC eVvTEPOL, AVEENRYNTO KOWALaKS dAyoc Kat ooBapr apuddtwaon. H vepplkn
vboog Kat ovyxopriynon mnov ennpeddel kdALo avgdvouv TNy avdykn KAWLKAG ektiunong. H HMPC avagépel
TIPOKALVIKG ELPANATO YOVOTOELKOTNTOG 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 deATIOL aoPAAELQGC.

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, Kooki{viopa, avaulEn Kat anopddkpuvon eM@AVELNKAC KOVEWC XPNOLUOTOLOOVTOL KAELOTOC N
TIEPLOPLOUEVOC XELPLOPOC UE KATAAANAO TOTKO EAEYXO OKAVNG, TTOOLA He pavikia, KAALYN HOAALWY, YEvTLa KoL
npootaocia opBaApwv/avanvorig Baoet ektipnong €kBeang. To PN TnTtd pdoka Kot YOaALd O0TLG epyaoieg Tov
napdyouv KévL. Agv opiCetat avBaipeta TOMOG avanvevotripa i 6pLo £€kBeong xwplg To mpaypatikd SDS. H
neploxf Kot 0 eEoMALOUSC KaBap(CovTal HETAED BLOQPOPETLKWY 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.

Sikalias Greek Formulary | Reference documentation 4



compounding.gr | 10.0 | 2026-10-14

References: [3], [5], [6]

ZuvOnkec mapaokevns / Compounding conditions

H @bppovAa elvat avd 1 kawdkio. MNa 100 kaydkla anattovvtal 10 g TnG KaBoplopévng mpwtng OANG yla Th
obvBeon tng mNyAc: N H&la 6pdync dev peTaBAAAeTaL yia em{TteLEN AAANG 66onc 6elkTn XxWpPI{C TEKUNPLWHPEVN VEa
obvBeon Kat 6ev mpooTtiBeTal avBaipeTo nAedvaopa. MeptBdAiov 25+5 °C, RH 40-50%. EmBeBatwvovtal uydc
KaTAAANAOG yLa TI¢ H&leg, TauTomoinon MPWTWY LAWY, aplOUEC KaYaKiwy KAl TPAYUATIKOG OYKOG TARPWONG.
Zuy{CeTal n avdKTNOoN PETA TO KooK{vioua/anoovoowpdTwaon. H ékdoon napaokevig Kpatd otabepd
npounOgvuTr/TiMO KEADPOULG Kot HEBODO avaLENG.

Formula basis: one capsule. For 100 capsules use 10 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 40-50%. 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: [1], [3], [5]

Texkpnpiwon BUD / BUD rationale

H ouykekpluévn POF 6ivel dldpkela 6 eBOonadeC (42 nuépec) umd BEATIOTN datrpnon, katw amd 30 °C Kat
npootaoia and ewg/uypacia. EMAEYETAL AVWTATO 6pL0 AvaPoPdg 42 NUEPEG, LOVO OTAV aVaTHPAYOVTOL N TIPWTN
OAn/obvBeon, To kKEALYOG, N Sladikaaoia, N KATAAANAN cuokevaoia KoL oL EAgyxoL TNG MNYAG. ZTNV Tapoloa
avalritnon dev evtoniotnke dnpootevpuévn PEAETN 0TABEPGTNTAG TIOL VO TEKUNPLWIVEL ETULMAEOY XPAVO YL TV
akpBA TeAKA KdwovAa Kat meptéktn. H dldpkela avth elvatl vloBétnon tou enionuov formulary, éxL aveEdptntn
epyaotnplakn motonoinon. H TeAkr nuepopnvia cuvtopedeTal and ANEN MPWTWY LAWY, anotuyia QC, andkAlon
amoBrikevonG 1 AAAA TEKUNPLWPEVA OpLa. Agv HETPAONKE aw. EvaAAakTik) USP<795>: anattel Tekunpiwon tng
katnyopl{ag aw. To aw TnG K&WovAag 6ev mpoadlopliotnke otnv apoboa epyacia. H avdykn yla GAAN
obvBeon/ovokevaoia amattel véa attioAdynon Kat, émouv xpeldletal, HEAETN BEKTWV/amodounudTwy,
anoocdBpwong Kat HkpoBLoAoyLkig motdtntag. MeAétn Araujo(2020) eEétaoe ekxOALopa 550 mg pe GuuAo,
KEAVQN pey€Boug 0 CedaTtivng/unpoueAASOTNG kat HDPE, yia 6 privec otoug 30 °C/65%RH kat 40 °C/75%RH.
Mapatnperdnkav la@opéc avd KEALPOG. H Sla@opeTikr obvBeon amokAslel peTapopd Tov PeTPNUEVOL aw ) TWY 6
MNVWY 0TV napoboa kdyouvAa 100 mg/EX 013.[11]

This POF gives 6 weeks (42 days) under optimal preservation, below 30 °C and protected from light/moisture. The
selected reference ceiling is 42 days, 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. Araujo(2020) studied 550 mg extract/starch
capsules in size 0 gelatin/hypromellose shells in HDPE for 6 months at 30 °C/65%RH and 40 °C/75%RH.
Shell-dependent changes occurred. The different composition prevents transferring measured aw or 6 months to
this 100 mg/EX 013 capsule.[11]

References: [1], [3], [4], [10], [11]

Mpoamaitovpeva / Prerequisites

Anatte{tal n akpBAg Bdon FN/2003/EX/013, kataxwplon CGR-ES-049: puikpokpuaTaAAlk kuttapivn 98,05 g kat
KOAAOELGEC Avudpo BloEe(dlo mupttiov 1,95 g avd 100 g. H mogdtnta g.s. mpoodlop{letal and Tov MPayuaTIKO
OYKO MARPWONG KOl HETATPEMETAL OE KaTayeypapuévn Cuylléuevn udla. Aev avtikabiotatal owwnnpd amnd
AOKTOCN, &puAo i &AAN Bdon. Eeapudlovtal ta PN/L/FF/001/00, PN/L/OF/002/00 Kat n KATAAANAN
QAMOCLOOWHAETWON/TOyLoN.

Use exact FN/2003/EX/013, register CGR-ES-049: microcrystalline cellulose 98.05 g plus colloidal anhydrous silica
1.95 g per 100 g. Determine the g.s. amount from actual fill volume and record its weighed mass. Do not silently
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substitute lactose, starch or another diluent. Apply PN/L/FF/001/00, PN/L/OF/002/00 and the applicable
deagglomeration/weighing procedures.

References: [11], [3], [5], [9]

EEomAlonog / Equipment

KatdAAnAoc Baduovounuévog Cuydc, oyKOUETPLKAOC KOALWEPOC yia Tov atvdpevo dyko, kabapd youdi/yovboxépL iy
QVOMULKTAPAG, OMATOLVAN KOl KOAWOULALEPA CLUBATH HE Ta KEADPN. MNa T CUCOWHATWHOTA EQaPUOTeETOL
TEKUNPLWHEVN aMOCLOCWHATWON XWPIC avBaipetn BEpuavaon. Xpetdlovtal kataypaer Bepuokpaciag/RH Kat
péoa yla eAEYXOLG HATag, akeEpaldTNTAG Kal, OPPWYVA PE To TPdypappa QC, anoodbpwong Kat HLKPOBLOAOYLKAG
nowdTNTOG.

Suitable calibrated balance, graduated cylinder for apparent volume, clean mortar/pestle or mixer, spatula and
capsule filler compatible with the shells. Use documented deagglomeration for lumps without improvised heating.
Provide temperature/RH recording and facilities for mass, integrity and, under the QC programme, disintegration
and microbial-quality testing.

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

M£0o60o¢ mapaokevnc / Compounding method

1. EnaAnBebote TauTtdTNTO/MOLOTNTA TIPWTNG UANG, KEADQN, LTIOAOYLOMOUG Kol kaBaprh oteyvr mepLoxr.

2. Zuyilote 100 mg avd npoBAendUevO Kaywdklo el Tov aptBud naptidag. KookivioTe/amooLOoWHATWAOTE OOV
anatte{tol Kot enaAnBebote TNV avdktnon pégag.

3. MeTproTe pavOuevo dyKo e TN Tunonotnuévn péBodo tng mnynAG: KN xpnotwuomnoteite anArf eglowon 1 g=1 mL.
4. YroAoy({oTe TOV AMALTOOUEVO GUVOALKS GYKO KEALQWVY KOl CUUMANPWOTE TN dlagopd pe tnv EX/013, apold
QMooLOOWHATWOE(. Kataypdyte npayuaTiki pdla ekddyov.

5. Avaui€te péxpl TEKUNPLWPEVN opotoyévela: n POF avagépel 15-30 Aentd avdAoya e tnv mocdTnTa. Mo Pikpn
avoAoyla 6paoTtikol epapudote otadlakr apaiwaon, xwpelc mMPoadrikn Un avaypaeOUEVOL XPWOTLKOD.

6. MANpwOoTE, KAE(OTE KOl AMOPAKPUVETE ATLa TNV EEWTEPLKA KOVL LTIO EAEYYO OKOVNG.

7. EAéyETe andédoon, akepaldTNTA, opolopopia pdlac kot ta npoBAendueva npdaodeta QC. ZVOKELAOTE Kal
onuévete pévo PETA TNV aELoAdYNnon Tov LTEDOLVYOL PAPPAKOTIOLOD.

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

2. Weigh 100 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. Calculate total shell fill volume and make up the difference using deagglomerated EX/013; record actual diluent
mass.

5. Mix to demonstrated homogeneity; the POF gives 15-30 minutes according to quantity. Use staged dilution for
a low active proportion without adding an unlisted colour marker.

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: [1], [3], [5], [9]

Napatnpnoelg / Observations

YToAoYLoPSG ava@opds: moagdTnTa mopaywywyv avd kawdkto=100 mgxA/100, émov A g{vat TO TEKUNPLWHEVO
Mo000TO WG 0eVvoaiblo B atnv mpwtn OAN énwc CuyiCetal. E&v To motonowntikéd 6lvel assay eni Enpdc ovoiac,
nponyel{tatl Tekunplwpévn petatpornr Ye TNV KAaTAAANAN Bdon vypaoiac/anwAeiag Efpavong. To EAAXLOTO
papuakomnollakd assay 6ev e{val N mpaypaTtik T TS mopTtidag. O gapuakonoldc emAEyel aplOud oAGKANPWY
Kayak{wv Tov ToPEXEL TNV EAAXLOTN AMOTEAECUATLKNA EMLTPENOUEVN 6A0N- AV TO OLYKEKPLUEVO LEyEBOG LoyVoGg Bev
eMTPEMEL YaunAdTEPN 8OON, XpeldleTal GAAN TeKUNPLWHEVN obvBean. Aev anobibetal véa otabBepdTnTa and
aPLOUNTKA KALHAKWOoN TapTidag.
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Reference calculation: derivatives per capsule=100 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, dry extract,
TILOTOMOLNTIKG MPOdLaypa@riC Kal MOGOTIKOC MPOCdLOPLOUOC KATAAANAWY SPACTIKWY CLUOTATIKWY/SELKTWY. H
npwTn 0AN afloAoyeitat yla HikpofLakr empBdpuvaon, HUKOTOEIVES, PUTOPAPUAKA, OTOLXELAKEG TTPOOUE(EELG Kal
voBela Bdoel TNG Loybovoag PodlaypaPrG Kot Kwdivou. TeAkd poldv: opyavoAnmTIKOG/onMTIKOC €AeyXOC,
akepatdTnTa KAELG{paTog, andédoon/Katapétpnon Kat opotopopeio palag Katd tn péBodo otnv onola mapaméunet
To PN(RFE 2.9.5). lNa nmopaokeur noptidwv to PN npoabétel anoodB®pwon(RFE 2.9.1), pikpoBLoroyikd €éAeyxo(RFE
5.1.4) kat €161ko0¢ eAéyyoug dpaoTikol. H opotopoppia palag dev amodetkviel and pévn tng opotopopeia
dpaoTikéTNTOC. MO eMékToon Xpdvou anattoivtal KATAAANAEC HéBobol mou dlakpivouy amoddéunaon, HEAETN
TPAYUOATLKOD TEPLEKTN KOL aLTloAoynuUéva 6pLa, o)L Hévo omTIKOG €AeyXOG.

Starting material: identify Senna alexandrina Mill. (Cassia senna L.; Cassia angustifolia Vahl), folium, dry extract,
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]
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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

Ynébelyua: «Tunonotnuévo ENpd ekYOALoHa QOAAWY oévvag 100 mg - okAnpd Kawdkia - and Tou oTOUATOC.
Noogdtnta:[...Jkaydkia. Odnyla ARYNG:[EyKEKPLUEVN YL TOV OLYKEKPLUEVO aaBevr kal T{TtAo]. OxL o€
KONon/BnAaoud f KATw Twy 12 €Twv. Mé€ylotn dldpkela aywyng 7 nuépeg. Katw and 30 °C, pakpld and
owc/uypaaoia. Makpld and natdid. Naptida:[...]1. Mapaokevr:[...]. Xprion éwg:[...]. dapuakelo/otolyeia:[...]».
Avaypd@ovTaL N CUYKEKPLUEVN QUTLKH TPWTN OAN, 0 MPayUaTIkéG T{TAoG émou anatte{tal kat To SNAWTEQ
€kdoyxa/kéEALQOC. Ta mMedla NUEPOUNVLWY KOl TAPTIBAC TMUPAUEVOLY KEVA PEXPL TNV MPAYUATLKY EKTEAEDN.

Sample:‘Standardised senna leaf dry extract 100 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:[...]. 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 épLo oto apyeio eivat pévo épLo BLBALOYPAPIKAG avapopds uttd TLG £LOLKEG TIPoDTOBETELG. AEv €XEL
optotel BUD mpaypaTikig mopTtidac kat 6ev éxouv napaxdel petprioelc aw. H akplBrig obvbeaon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN Kol Ta aTolxela eAéyyou TPETEL val EYKPLOODY YL TH OUYKEKPLUEVN
epapuoyn. H évap&n touv vrmoAoylopol BUD eival n évapEn tng napaokevnic. Eeapudletal To GLVTOUSTEPO
TEKUNPLWHEVO OpLo, HE XWPLOTO EAEYXO BLdpKeELOG HETA TO dvolyua. Ta dplta USP g{val texvikd mAaiolo kot dev
napovoldfovtal WG eAANVIKHA voupobeaoia.

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 EAANVLKA/AYYALKH EMOTNUOVIKE Tpooappoyr mnywv AEMPS kat EMA and to compounding.gr - ZTaowog Xp.ZIKaAdG. Agv

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

AveEApPTNTN EAANVLKA/AYYALKH EMOTNUOVIKE Tpocappoyr mnywv AEMPS kat EMA amnd to compounding.gr - ZTaowwég Xp.ZIKaAldg. 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 koL mapanopunég / Sources and references

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

FN/2003/POF/006; standalone PDF in current official catalogue; NIPO 134-20-002-3 / 090-22-245-5 | PDF p.2, §§3-7; subsequent precautions
and patient leaflet | Exact capsule composition, process, packaging, storage and source period; historical clinical instructions reassessed
against HMPC | 2026-10-14
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https://www.aemps.gob.es/formulario-nacional/fitoterapia/preparados-oficinales/fn_2003_pof_006.pdf
[2] EMA/HMPC - Senna alexandrina Mill. (Cassia senna L.; Cassia angustifolia Vahl), folium, dry extract

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

[31 AEMPS - Elaboraciéon de capsulas 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_l_pg_002_00.pdf
[7]1 AEMPS - Herbal starting material Senna alexandrina Mill. (Cassia senna L.; Cassia angustifolia Vahl), folium, dry extract

FN/2003/PAF/012 | 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 012.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_|_pg_008_00.pdf
[9]1 AEMPS - Excipiente n.21 para capsulas

FN/2003/EX/013 | PDF p.2, §§3-7 | Microcrystalline cellulose 98.05% +colloidal anhydrous silica 1.95% powder blend; exact dependency
CGR-ES-049 | 2026-10-13

https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2003_ex_013.pdf
[10] 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
[11] Araujo R et al. - A comparative study of hard gelatin and hypromellose capsules containing a dry extract of senna

Indian Journal of Pharmaceutical Sciences 82(4),2020,pp.718-723; full publisher PDF retrieved through web reader | Methods and Tables 1-2 |
Different strength/excipient/shell: comparative stability evidence, not a BUD or aw measurement for POF 006 | 2026-10-13

https://doi.org/10.36468/pharmaceutical-sciences.700
[12] 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
[13] 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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