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Kapméc papadouv 250 mg - okAnpa Kayakia

Fennel fruit 250 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 kapmol papdBov, kaboplopévng motkiAiog 250 mg
Powdered fennel fruit, specified variety

KéAvpog okANpPoL Kayakiov 1 capsule
Hard capsule shell

MNeprypag@n okevaopatog / Preparation description

ZKANPOS Kawdklo yia and Tov oTéuaToC Xopriynon He 250 mg tng KabBoplopévng QUTLKAG MPWTNG DANG. H nyn
ovotvel péyebog 00, pe empBeBaiwon xwWPNTIKETNTAG YL TNV MPAYHATLKA ukvédTnTa TNG naptidag. H AEMPS
emTpEnel Kapmnd MkpoL f YAUKOD papdBouv katd RFE 0824 1 0825 avtiotolya. AnAwveTal pia motkiAla Kat n
TALTOTNTA TNE MPAYHATLKAG MapTdag: 6ev avapelyvoovtal oiwnnpd. H kdvig oAdkAnpou kapmold mePLéXEL alBépLo
€A0L0 PE avnBOAN, pevxdvn Kal HETARBANTH €0TPayOAn. Aev elvatl atBéplo éAato, ekKYOALOHA 1} Kapndg avioouv.

Hard capsule for oral use containing 250 mg of the specified herbal starting material. The source recommends
size 00, with capacity verified against the actual batch bulk density. AEMPS permits bitter or sweet fennel fruit
complying with RFE 0824 or 0825 respectively. Specify one variety and actual batch identity; do not silently blend
them. Whole-fruit powder contains volatile oil with anethole, fenchone and variable estragole. It is not essential
oil, an extract or aniseed.

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

Apaon kat xpAon / Action and use

H AEMPS kataypdgel xprjon TnG KAWouvAag yla SUOTIEMTIKA EVOXAAUATA KOl HETEWPLONS. OL LoXOOLOEG
voBeTnuéveg povoypaeiec HMPC yia YALKO Kat Kpd Udpabo apopolv £yyuHa Kapmol WS QLTLIKO TodL Kot o)L
Katdmnoon Kayakiwv KOVewC. Agv peTapépeTal n 6ogoAoyia i N aEloAdynon ékBeong Tou eyxOUaToC oTta 250 mg
KOvewC. H mapoloa kataywplon anattel ywploth KAWLWKA agloAdynon tng KdyouvAag. H Katayxwplon anoTteAe(
TEKUNPLWHPEYN ouvTay ava@opdc Kot XL moTonoi{non anoTEAECHATIKOTNTAG | AOQPAAELOC OLUYKEKPLUEVNG
doooAoylag kdyouvAag.

AEMPS records capsule use for dyspeptic symptoms and flatulence. The adopted HMPC monographs for sweet and
bitter fennel concern fruit infusion as herbal tea, not swallowed powder capsules. Tea dosing and exposure
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assessment cannot be transferred to 250 mg of powder. This capsule entry requires a separate clinical
assessment. This is a documented formulation reference, not confirmation of efficacy or safety of a particular
capsule dose.

References: [11], [2], [9]

Mpodiaypagic / Specifications

dopPAKELTIKA TIPWTN VAN oL TTANPo( Tn oxeTIKA Loxbovoa npodlaypaery RFE/Ph.Eur. 0824 / 0825, avdAoya pe TNV
emAeyPEvN MOWKIALY, HE TekNpiwon TavTtédTnTaC Kat mapTidag. Ol aplBunTIKEC MEPLYPa@EC TNG PAF amoteAolbv
otolxela TnG avaktnBeioag nNyrg, éxt 8Awan eA&yxouv TtnG Tpéxovaag adelodotnuévng dapuakomnotiag. KAEloTd,
aképala KaydkLa, xwpic emeavelakr Kév,, ocuoowudtwaon f Stappor]. H POF dev oplel xpwua TEALKOD KEADPOUG,
apBuNTkd pH ff aw. KataptiCovtal Kpttrpla anodoxig TavtdTNTAC, MEPLEKTIKOTNTAC/OELKTWY, OHOLOMOPPlaC
KoL MLKPOBLOAOYLKAG otdTNTag Py and Tnv eKTEAEDN.

Pharmaceutical material meeting the applicable current RFE/Ph.Eur. specification 0824 / 0825, according to
variety, 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 KdywouAa Kat N mpwTn VAN UAACCOVTAL TTPOCTATEVUEVEG ad TO WG. EMAEyeTal ouokevaoia pE
TEKUNPLWHEVN pwToTpooTacia ] KATAAANAO eEwTEPLKS KOLTI. Agv amobi{deTal oLYKEKPLUEVOG PUBUAC
QwTodldonaonc xwpeic ueAéTn NG napTidac.

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.

References: [11], [7]

Aépac Kat o€eidbwon / Air and oxidation

Alatnpolvtal KAetotd ta Soxela katd tn TOylon Kot HeTd Tn SetypatoAnyia. H mnyr dev anattel Alwto A
QVTLOEELBWTIKG KOl BEV TEKUNPLWVEL aveEAPTNTO 6pLo €kBeong otov aépa. MNa tov pdpabo neplopiCetal N dokomn
€kBeon wote va datnpeltal To mTNTkd KA&oPa Tov Kapmoo.

Keep containers closed between weighing and sampling operations. The source requires neither nitrogen nor an
antioxidant and establishes no separate allowable air-exposure period. For fennel, minimise unnecessary
exposure to preserve the fruit volatile fraction.

References: [1], [4], [7]

Nepo kat SuaAvtoTtnTa / Water and solubility

Aev npooTtiBeTal vepd aTn oOvBeon. To LALKS Mapapével KOVLC Kal BV HETATPENETAL O MOOLUO evatwpnua. O
€EOMALONOC ETA amb Lypd KaBapLlopd MPENeL va £xEL OTEYVWOEL MARPWC TPV EABEL O€ MA@ HE TN QUTLKI KOVL
TO KEALQOG. Tuxbv Oypavan/dlappon anattel agloAdynon tng napTidag.

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]
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Yypaoia / Humidity

MNeptBaANov mapaokeLAG: oxeTkA vypacia =60%. H eUAagnN anattel npootacia and vypacia. EAEyxovTal
OLOOWHATWON TNG KOVEWG, ELBPALOTATNTA/HOAGKWHA KEADPOULG Kal andéboon ¢payuod Tne cvuokevaaoiag. H
oxeTIK vypaoia XWPEOL KAl N AMWAELX KATA TNV EApavaon dev lval peTprioelg evepydtnTag vePoD TNG TEALKAG
KayovAag.

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

Mapaokevr oTovg 25+5 °C gOpewva pe To YeVkd PN kawakiwy, pe tTpnon tuxév avotnpdtepng npodlaypagrig
mPWTNG VANG/KEADPOLG. H nyr opi(Cel pOAaEN KATw amnd 30 °C. H kdyovAa napaokeL&leTal XWPIC BEPULKA
Katepyaoia- 6ev vmokadioTatal 0 EAeyyoC 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: [11], [3], [4]

pH kait cupBatéTnTa / pH and compatibility

Agv op(Cetatl pH yla 1o ENpd TeEAKO oKeVaOoUa Kal dev TPoBAEMETAL PUBULOTLKO SLdAvpa. Edv avantuyBel uébodocg
pH vdaTKAG dlaomopdg yia EAeyxo MPWTNG DANG, SnAWvovTal avadoyia, dLaAdTNG Kot HEB0BOG: TO amoTéEAECUA
bev Bewpeltal pH tng KAyovAag. Aev puBuiCetal to pH yla pelwon TNG e0TpaydAnG.

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. Do
not adjust pH as a means of reducing estragole.

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

Eldika otolxeia cvotaTtikwy / Ingredient-specific information

H AEMPS emutpénet kopmd mkpoO 1} YAVKoO papdBou katd RFE 0824 1| 0825 avtiotolya. AnAwveTal pio motkiAla
KoL N TauTOTNTA TNG MPAYUATIKAG mapTidag: 6ev avapetyvoovtal olwnnpd. H kévig oAdkANpoL Kapmol meEPLEXEL
aB€pLo €Aato Pe avnBOAn, pevyxdévn Kot HeTaBANTH eotpaydAn. Asv elval alBéplo éAalo, eKXOALOUQ 1 KaPTOG
avioov. Ot LoyVovoeg vioBeTnUéveC povoypapiec HMPC yia yALKS Kal Tkpd pdpabo a@opolv éyxuua KapTol WG
QUTIKOG TodL Kal 6L KaTdmoon Kawakiwy KOveEWG. Agv peTagépetat n dogoAoyia f n a§loAdynaon £€kBeong Tov
eyxOpaTog ota 250 mg kévewg. H mapodoa kataxwplon anottel xwpLtotrh KAWKA agloAdynon tng K&wovAag.

AEMPS permits bitter or sweet fennel fruit complying with RFE 0824 or 0825 respectively. Specify one variety and
actual batch identity; do not silently blend them. Whole-fruit powder contains volatile oil with anethole, fenchone
and variable estragole. It is not essential oil, an extract or aniseed. The adopted HMPC monographs for sweet and
bitter fennel concern fruit infusion as herbal tea, not swallowed powder capsules. Tea dosing and exposure
assessment cannot be transferred to 250 mg of powder. This capsule entry requires a separate clinical
assessment.

References: [11, [2], [4], [7], [9]

AAAec aAAnAenibpaoclg / Other interactions

EAéyxeTal aAAepyla o€ pdpabo, avnBOAN kat Apiaceae, énwg géAvo, yAvukdvilao, KOPWo, KOALavdpo kat dvnbo,
KaBwe Kot dlaotavpodpuevn avtidpaon pe yopn apteptolag. H HMPC 6ev ava@épel TEKUNPLWUEVEC
OAANAETILOPATELG, AAAG aLTO BEV LoodLVAUE! UE EAEYXO0 OAWY TWY CLVOLACUWY TNG KAYoLAac. Asv uokabloTaTal
0 Kapmnog pe atbéplo €Aato.
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Screen for allergy to fennel, anethole and Apiaceae such as celery, aniseed, caraway, coriander and dill, and
cross-reactivity with mugwort pollen. HMPC reports no interactions; this is not proof that every capsule
combination has been assessed. Do not replace fruit with essential oil.

References: [2], [9]

EKTipnon kKivéovovu / Risk assessment

KoOptot kivbuvor: AdBog eldog/motkiAla, pun TeKUNPLWEVN €KBean o e0TPayOAn, aAAEpYIKA avTibpaon dEpuatog A
QVATVELOTIKOD, OKOVN KATA TO KOOK{VIOUA KAt EMPOADVOELS TNG 6pdyng. H HMPC avtipeTwniCel TNV e0TtpaydAn
WG YOVOTOELKS KAPKLWOYOVO OE TPWKTIKA KAl NTA TN XaUNASTEPN MPAKTIKA £QLKTH £€KBEON. Agv £XEL
MPoadloploBel MePLEKTIKOTNTA ECTPAYOANG Yia aLTH TNV KAWoLAa. OL TpE€XovoeG MPOQUAGEELG Hev utootnp(Couv
xprion otnv KONon/yaAovyxio o0TE HETAPOPA MALSLATPLKWY BOCEWY EYXOUATOG 08 KAWYOLAEG. MpLv amd KAWLKA
vloBETNOoN AmnaALTOOVTAL MOLKLALA, avdAvon €0TPaydANG, MPOTEWWOUEVN NUEPHOLA TTOTOTNTA KL TEKUNPLWHUEYN
€0k ekT{non Kwdlvou.

Key risks are botanical/variety substitution, unquantified estragole exposure, skin or respiratory allergy, sieving
dust and botanical contaminants. HMPC treats estragole as a genotoxic carcinogen in rodents and calls for
exposure as low as practically achievable. Estragole content has not been established for this capsule. Current
precautions do not support pregnancy/breastfeeding use or transfer of paediatric tea doses to capsules. Clinical
adoption requires variety identity, estragole assay, intended daily amount and a documented capsule-specific risk
assessment.

References: [2], [4], [7], [9]

Mpootacia epyalopévwy / Staff protection

Katd tn COylon, Kooki{viopa, avaulEn Kat anopddkpuvon eM@AVELNKAC KOVEWC XPNOLLOTOLOOVTOL KAELOTOC N
TIEPLOPLOUEVOC XELPLOPOC HE KATAAANAO TOTKSO EAEYX0 OKAVNG, TTOOLA He pavikia, KEAALYN HOAALWY, YEvTla KoL
npootaoia opBaApwv/avanvorig Baoet ektipnong €kBeang. To PN TnTtd pdoka Kot YOaALd 0TLG epyacieg Tov
napdyovv 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]

ZuvOnkec mapaokevng / Compounding conditions

H @bppovAa elvat avd 1 kawdkio. MNa 100 kaydkla anattovvtal 25 g TNG Kaboplopévng mpwtng OANG yla Th
obvBeon tng mnynAc: N H&la 6pdync dev peTaBAAAeTAL yia em{TteLEN AAANG 66onc 6elkTn XxWpPIC TEKUNPLWHPEVN VEQ
obvBeon Kat 6ev mpooTtiBeTal avBaipeTo nAedvaoua. MeptBdAiov 25+5 °C, RH=60%. EmBeBatwvovtal Cuyog
KaTAAANAOG yLa TI¢ H&leg, TauTomoinon MPWTWY LAWY, aplOUéC KaYaKiwy KL MPAYUATIKOG OYKOG TARPWONG.
Zuy{CeTaL n avdKTNOoN PETA TO KooK{vioua/anoocvoowpdTwaon. H ékdoon napaokevig Kpatd otabepd
npounOgvuTr/TOMO KEADPOULG Kot HEBODO avauEnG.

Formula basis: one capsule. For 100 capsules use 25 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: [1], [3], [5]
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Tekpunpiwon BUD / BUD rationale

H ouykekpLluévn POF &6{vel Sldpkela 3 nuepoAoylakolg priveg und BEATLIOTN dlatrpnon, katw amd 30 °C Kat
npootaoia and pwc/uypacia. EMAEyeTAL avVWTATO 6plo avaPopdc 89 NUéPEC KAl MOTE PETA TN cuunAfpwon 3
NUEPOAOYLOKWY UNVWY, HOvo éTav avanapdyovtal N mpwtn DAN/oVvOean, To KEALEOG, N Sladikaacia, N KATAAANAN
ouokevaoia Kat oL EAeyxoL TNG MNYAC. TNV apovoa avaltnon 6gv evTon{oTnKe BNUOCLEVPEVN UEAETN
oTaBEPSTNTAC IOV VA TEKUNPLWVEL EMTMAEOV XPAVOo yla TNV akPLR TEAKA KAWovAa Kal epLéKTn. H dldpkela avTh
e{vat voB€tnon tou enionpouv formulary, éxt ave§dptnTn €pyaatnplakn motonolnon. H TeAkh nuepounvia
ouvTtopeleTal and AREN MPWTWY LAWY, anotuxia QC, andkAlon anobrikevong f AN TeKUNPLWHEVA dpLa. Agv
METPABNKE aw. EvaAAakTik ) USP<795>: anattel Tekunpiwon tng katnyopiag aw. To aw tng kKdywovAag dev
npoadloploTnke oTnV napoboa epyaacia. H avdykn yla &AAn ocbvBeoan/ovokevaoia anattel véa attloAdynon Kat,
Omov xpeldleTal, HEAETN OEKTWVY/AMOSOUNUETWY, aMoodBpwaong Kat LkPoBLoAOYIKAG moldTnTag. EKdoTIKA
oOuBaon: Ta gnviaia épla TNG MNYAS MAPAPEVOLY NUEPOAOYLAKA: TO aPLOUNTLKO OpLlo HeTATPOTAC elval 28 NuEPEG
ywa évav piva r} 89 yla TpeLg: Tuxov Xwplotd emAeyuévo Bpax0Tepo 6plo eEakoAovBel va umeploylet. MpdkeLTat
yla ouvTNENTLKA HETATPOMH, dXL aLTOAEEE( Oplo TNG TNYrC.

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. 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], [10]

MpoanaiToVpeva / Prerequisites

H kKatayxwplopévn obvBeon MEPLEXEL HOVO TN CLYKEKPLHEVN QLTIKA KOVL Kal KEALPOG Kawakiov. Asv mpooTiBeTal
Bdon CGR-ES-049 ywplc Tekunplwpévn avabewpnaon tng obvBeong. Epapudlovtat To PN/L/FF/001/00, n
dladikaoia COylong kat, émouv anatte{tal, kKook{viopa/anoovoowudTwon kot avadugn. H avagopd RFE agopd
QMOLTOOUEVN GUUUOPOWON MPWTNG DANG Kal 6V LTOKAOLOTAE TO TLOTOMOLNTLKS TNG MPAYUATLKAC MapTdaC.

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]

EEonmAlopog / Equipment

KatdAAnAog BaBuovounuévog Cuyoécg, OYKOUETPLKOG KOALWOPOC yia Tov atvéuevo dyko, kabBapd youdi/yovdoyxépt i
QVOULKTAPAG, ONMATOVAX Kot KaWovALEpa 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]
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M£00b0¢ mapaokevng / Compounding method

1. EnaAnBebote TavtdTNTO/MOLOTNTA MPWTNG UANG, KEADQN, LITOAOYLOMOUC Kol KaBapr oteyvr nepLloxr.

2. Zuylote 250 mg avé npoRAendpEVO Kawdklo eni Tov aplBud napTidag. KookwioTe/anoovoowHATWOTE émov
anotte{tal Kot enaAnBedote TNV avdktnon pdlag.

3. MetproTte pavéuevo dyKo e TNV Tumonoltnuévn KEBodo tnG mMNYAC: KN xpnotpomnoteite anAf eElowon 1 g=1 mL.
4. KataveUAOTE MOCOTIKA TNV KaBoplopévn KOVL oTa KEADPN. To péyebog e{val cdoTaon Kot eMPBERALWVETAL UE
QAYOPEVO OYKO/PATZa. Av 6ev emituyydveTal N pdla avd KawdkLo pe anodekTrH opolopopeia, enavegeTdoTE
péyeBoc/dLadikaoia xwpic adiAwTo ékdoyo.

5. AlaTNPACTE TNV OUOLOYEVELD TNG KOVEWG Kot teplop{oTe T SlaAoyr KaTd TNV MARpwWaOnN.

6. MANPWOTE, KAE(OTE KAl AMOPAKPUVETE AMLa TNV eEWTEPLKA KOVL LTIO €Aeyy0o okbvNG.

7. EAéyETe amdédoon, akepatdTnTa, opolopopeia pdlac kat ta npoPAendpeva npdcbeta QC. TuoKeLAOTE Kal
ONUAVETE POVo PETE TNV a&loAdynaon Tou LeDBLYOL PAPUAKOTIOLOD.

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

2. Weigh 250 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: [1], [3], [5]

Napatnpnoclg / Observations

Agv xpnotdornotei{tatl n anédoon aBepiov eAaiov A To MOGOaTSO AVNOOANC WC LTIOKATACTATO MPOCSLOPLONOD
€0TpayodAnc. MNa diepedvnon €kBeoNC: g E0TPAYOANG avd NUépa=mg KOVEWC avd nuépax[ug eotpaydAnc/g
KOvEWG]/1000. H T ouykévTpwaong MPEMEL v a@opd TNV MPAYUATIKA apTida Kat £ykupn péBodo. Ot
d6oelg/mapdyovteg ekxOALONG TOL TOAYLOU HeV £LddyovTal O ALTOV TOV LITOAOYLOUS TNG KATATIVOEVNG KOVEWG.

Neither volatile-oil yield nor anethole percentage substitutes for estragole assay. Exposure calculation: daily
estragole(pg)=daily powder(mg)x[estragole(ug/g powder)]/1000. Concentration must be measured for the actual
batch using a valid method. Tea doses or extraction factors are not inserted into this swallowed-powder
calculation.

References: [2], [4], [7], [9]

MepLékTnG KaiL cvokevaoia / Container and packaging

H POF emutpénel blister j LdAn pe nwpa. H emAoyr nmpénel va npootatedel and gwe Katl bypacia Kat va lvat
OLUBATA HE TO CLUYKEKPLUEVO KEALQPOCG- N TiNYH 6&v KaBop(Tel MOALUEPEC, TOTO YLAALOD 1} LALKO blister.
Kataypdgovtal mpounbevTAG, KWOLKOC Kat ppayudc ovokevaaoiag, akepaldTNTa KAELO(HATOG Kal apltBudg
Kowak{wv. To Enpavtikd dev mpoatiBeTal auTopdTwG, eNeldr pnopel va emnpedoel To KEALPOG- amattelTal
TEKUNPLWHEVN oupBaTdTNTA.

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: [11], [3], [4]
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MowoTikOG éAeyxoG / Quality control

Apxkd: TavtdTNTA TOL Foeniculum vulgare Mill. subsp. vulgare var. vulgare OR var. dulce, fructus, miotonoinTtikéd
TMPOSLaYPAPHC KOl TTOCOTIKOG MPOCBLOPLOUAC KATAAANAWY SPACTIKWY CLUOTATIKWY/SELKTWY. H mpwTn OAN
a&loAoyelTal yla hlkpoBLakr eMBAPLYON, HUKOTOE(VEC, PUTOPAPUOKA, OTOLXELAKEG TIPOOUE(EELC Kal voBe(a BAael
NG woxbovaoag mPodlaypaPrc Kot Kwdivou. TeAkd poildv: opyavoAnTTIKOG/OMTIKOC €AEYXOC, akEpaldTNTA
kAglolpaTog, andédoon/katapéTpnon Kot opotopopeia palag katd tn péEBodo otnv onola napanéunet To PN(RFE
2.9.5). Na napaokevr noptidwv to PN npocBétel anocdBpwon(RFE 2.9.1), pitkpoPlodoyikd €Aeyxo(RFE 5.1.4) kat
€16LkoUC eA€yxouC SpaaTikol. H opolopopeia pdlog 6ev anodetkviel amnd pévn tTnG opolopopeia SpacTikdTNTAC.
Ma eméktoon Xpovou anattodvTal KATAAANAEG HéBodoL ov Slakpivouy anodéunaon, LEAETN MPAYUATIKOV TIEPLEKTN
Kat attiohoynuéva épta, éxt uévo ontikég EAey)OC.

Starting material: identify Foeniculum vulgare Mill. subsp. vulgare var. vulgare OR var. dulce, fructus, 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]

®0AaEn / Storage

Kdtw ané 30 °C, npootaTteLHéVo amd ewe Kot bypaoia, oTnv eMAeYHEVN KAELOTH ovokevaoia. Agv €XeL
TEKUNPLWOE( YOEN/KATAYLEN WG EVAAAOKTLKA YLO qLTA TN ouvTayH. AlaTnEolVTAL KATAYPAQECG BEpUoKpaoiag KAt
dlepevvwvtal unepPfdoelg, vypacia f aArolwon keAD@oug mpv amnd didbeon. H nuepopnvia xpriong vnoAoyiCetot
XWPLOTA yla TNY mpaypatik noptida.

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

Awa0eon / Dispensing

AldBgon pévo petd and xwploth aEloAdynon TNG KaTtamvduevne KOVEWS, Tekunplwaon eotpaydAng Katl
EYKEKPLUEVN eEaTopLlKeLEVN 0BNyla. Agv apéyeTal madlatplkl 66on amnd Ti¢ 660eLg eyxOuaToC. EAEyyovTaL
Apiaceae/apTepioia kat KOnon/GnAaoudg. O aoBevig KaTamivel pue vepd, 6gv LTIOKAOLOTAE e aB€pLo EAaLo Kol
ntd ekt{pnon €dv TO CUPMTWHOTO EMUEVOLY A EMBEWVWVOVTAL. Agv XapaKkTNP{feTal «aoPaAEG» meldn elval
QUTLKO.

Supply only after separate swallowed-powder assessment, estragole documentation and an approved individual
instruction. Do not derive a paediatric capsule dose from tea dosing. Screen Apiaceae/mugwort allergy and
pregnancy/breastfeeding. Swallow with water; do not substitute essential oil; seek assessment for persistent or
worsening symptoms. Botanical origin is not evidence of safety.

References: [11], [2], [9]

EmioApavon / Labelling

Ynédetyua: «Koapmndg papdBbov 250 mg - okAnpd kaydkia - and tov otépatog. Moodtnta:[...JKawdkia. O6nyia
AUNG:[eyKeEKPLUEVN YA TOV CLUYKEKPLUEVO aaBevr Kal T{TtAo]. Mepléxel pdpabo(Apiaceae). H odnyla Afjung amottel
€161k KAWIKA agloAdynon tng kdwovAag. Katw amnd 30 °C, pakpld and gwc/vypacia. Makpld and notdid.
Naptida:[...]. Napaokevn:[...]. XpAon éwg:[...]. dapupakelo/otoyeia:[...]». Avaypd@ovTal n GUYKEKPLUEVN QUTLKHA
mPWTN VAN, 0 MPAYUATIKOG T{TAOC émou anatte(tal kot Ta dNAWTEN €KBoYa/KEALPOG. Ta Med{a NUEPOUNVLWIV KaL
nopTidag mapapévouy KEVA HEXPL TNV TIPAYUATIKH EKTEAEDN.
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Sample:‘Fennel fruit 250 mg - hard capsules-oral use. Quantity:[...]Jcapsules. Directions:[approved for the actual
patient and potency]. Contains fennel(Apiaceae). Capsule directions require a specific clinical assessment. 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], [9]

v9_controls / v9_controls

To apBunTiké 6plo oto apxelo elvat pévo 6pLo BLBALOYPAPLKAC avapopdG UTd TIC £LOLKEG TPODTIOBETELG. Agv €YEL
optotel BUD mpaypaTikig mopTtidac kat 6ev éxouv napaxdel petprioelc aw. H akplBrig obvBeaon, ta
TIPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN Kol Ta aTolxela eAéyyou TIPETEL val EYKPLOODY YL TH OUYKEKPLUEVN
epapuoyn. H évap&n touv vmoAoylopol BUD eival n évapEn tng napaokevnic. Epapudletal To GLVTOUOTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO EAEyY0 BLAPKELAC HETA TO Gvolypa. Ta dpla USP slval texviké mAaiolo Kat 5ev
nopovatdfovtal WG EAANVLKN vouobeaia.

The numeric value is a literature reference ceiling subject to its specific conditions. No actual batch BUD has been
assigned and no aw measurements have been produced. The exact formula, prerequisites, container, storage and
quality evidence require approval for the actual application. The BUD clock starts when compounding begins. Use
the shortest applicable supported limit and assess in-use dating separately. USP categories are a technical
framework and are not presented as Greek legislation.

AVEEAPTNTN EAANVLKA/AYYALKH EMOTNUOVIKE Tpooapuoyr mnywv AEMPS kat EMA amnd to compounding.gr - ZTaowog Xp.ZIKaAdG. Agv

anoTteAel enlonun petdgpaon f éykplon Twv gopéwv. / Independent Greek/English scientific adaptation of AEMPS and EMA sources by
compounding.gr - Stasinos Chr.Sikalias; not an official translation or endorsement.

AveEAPTNTN EAANVIKA/QYYALKA EMIOTNUOVIKA Tpooapuoyr mnywv AEMPS kat EMA ané to compounding.gr - ZTaotvég Xp.ZIKaAldg. Agv
anoteAel enlonun petdgpaaon i €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.

Mnyéc KoL mapanmopumnég / Sources and references

[1] AEMPS - Formulario Nacional - FRUTO DE HINOJO, CAPSULAS DURAS DE

FN/2003/POF/007; 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

https://www.aemps.gob.es/formulario-nacional/fitoterapia/preparados-oficinales/fn_2003_pof_007.pdf

[2] EMA/HMPC - European Union herbal monograph on Foeniculum vulgare Miller subsp. vulgare var. dulce (Mill.) Batt. & Trab., fructus,
Revision 1

EMEA/HMPC/372839/2016; final revision 1, 31 January 2024 | §§2-4; §5.3; fennel additionally §6 | 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-foeniculum-vulgare-miller-subsp-vulga
re-var-dulce-mill-batt-trab-fructus-revision-1_en.pdf

[3]1 AEMPS - Elaboracion 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
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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 Foeniculum vulgare Mill. subsp. vulgare var. vulgare OR var. dulce, fructus

FN/2003/PAF/008 | 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_008.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 EMA/HMPC - Foeniculum vulgare subsp. vulgare var. vulgare, fructus

EMA/HMPC/372841/2016; final revision 1,31 January 2024 | §82-4,5.3,6 | Bitter-fennel tea scope, allergy, estragole and pregnancy/lactation
precautions; not capsule efficacy or stability | 2026-10-13

https://www.ema.europa.eu/en/documents/herbal-monograph/final-european-union-herbal-monograph-foeniculum-vulgare-miller-subsp-vulga
re-var-vulgare-fructus-revision-1_en.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] 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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