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®OUAAO APKTOKOMAPOL 400 Mg - OKANPA KAPYAKLA
QUTLKAG 5pOYyNG

Bearberry leaf 400 mg - herbal powder hard capsules

BiBAloypagiki avagopd - Anatte{tal TomknA vioBétnon / Reference document - Local adoption required

MpoéAsvon kKaL mpoéoBaon otnv mnyn / Provenance and source access

H npoéAcvaon, n €k6oon Kol Ta 6pLa TWY MAPEXOUEVWY ATIOOTIATUETWY/BLRALOYPAPLKWY OvapOPWY dLatnpolvTaL.
To ke{pevo elvat n mapexduevn kot avabewpnuévn eyypaer Sikalias, 6xL véa mARpn¢ avadnuooievon Tou
npwToTONOoL TNG NMNYAC. MpdoBaacn oto NMARPEC MpwToTLTO YivETAL OTOV £MioNUO €KEATN, UE TNV AMALTOOUEVN
4bela fj ouvdpoun. Agv dBNAWVETAL OTL EKKPEUEG alTnUa emovdxpnong €XeL eyKpLOEeL.

Source provenance, edition and limits of supplied extracts/references are retained. This is the supplied and
revised Sikalias record, not a newly supplied complete publisher-original text. Consult the official publisher for full
originals under the required licence or subscription. No pending reuse request is represented as approved.

Z0v0eon avagopadg / Reference formula

Bdon / Basis: 1 kawdklo wg povdda avagopdc: yia N kaywdkia: 400 X N mg @uTtikrc okévng / 1 capsule as
reference unit; for N capsules: 400 x N mg herbal powder

ZvoTaTtiko / Ingredient MoocoétnTa / Quantity

®OAAO OPKTOKOUEPOL O OKbVN 400 mg / capsule
Bearberry leaf powder

Kevé okAnpd kawdkio- To No 00 mpotelveTal otnv nnyn 1 unit / capsule
Empty hard capsule; source suggests size 00

Meplypa@n okevaopatog / Preparation description

Movada mov neptéxel 400 mg TNG TOLTOMONKEVNG PUTIKAC OKOVNG, XWPIG EkYOALON f mpooBrkn dlaAbTn. H pala
NG 6pdync 6ev Loobuvapel pe pdla ekyvAlopatog f§ kaBapnc 6paoTikic ovolag. KataypdeeTal YWPLoTA N
olvBean Tov KEADPOULC.

Each unit contains 400 mg of identified herbal powder, without extraction or added solvent. Herbal-drug mass is
not equivalent to extract mass or isolated constituent mass. Record capsule-shell composition separately.

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

Apaon kaL xpron / Action and use

H oOyxpovn HMPC neptypdgel mopadooiakn xprion yla avakoO@Lon CUUMTWHAETWY Amag umoTpomdlovoag
AO{HWENG KATWTEPOL OLPOTOLNTLKOL OE EVAALKEG YUvaiKeg, a@ol o ylatpdc anokAsloel goBapr mddnon. Agv
amoteAe{ vnokatdotato avaykaiag avTiBiwong. MNa gkévn OAAoL N HMPC &ivel 700-1050 mg 600 popéc
NUEPNOIWG aAAd cuyxpovwe péyloto 1,75 g/nuépa, mouv mpénel mdvtote va tnpeltal. H madatdtepn vynAdtepn
doooAoyla tng wonavikAg nnyng v vloBeteltal wg odnyla. H TeAkA emtAoyr aplBpold kayakiwv amnattel EAeyxo
TNG OLVOALKNAG NUEPAOLAC TOCATNTAC.

Current HMPC describes traditional use to relieve symptoms of mild recurrent lower urinary-tract infection in adult
women after serious conditions are excluded by a doctor. It does not replace indicated antibiotics. For leaf
powder, HMPC gives 700-1050 mg twice daily while also specifying a maximum 1.75 g/day, which must always be
observed. The older Spanish higher regimen is not adopted as directions. Selection of capsule count requires a
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total-daily-quantity check.

References: [1], [3]

Mpodiaypagéc / Specifications

Anodoyxn mpwTNnNG OANC gluPwva e RFE/Ph.Eur. povoypagia 1054, ue emBeBaiwaon €idouvg, uTIKOD PéPOuC Kat
nopTidac. MNa to Kaywdklo opiovtat kKAelowo, amnovaia empavelakic okdvng, ogolopopeia H&loc Kol analTHOELG
anoodBpwong. Ta aplOUNTIKE KPLTAPLA avaKTWwvTal and tnv oyxbovoa gapuakormotia.

Accept raw material against RFE/Ph.Eur. monograph 1054 with species, plant-part and lot verification.
Finished-unit controls include secure closure, absence of exterior powder, mass uniformity and disintegration
requirements. Obtain numerical acceptance criteria from the current pharmacopoeia.

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

®wg / Light

Epapudletal pwtonpootacia TNG MPWTNG VANG Kal TWY Kayakiwv pe adlagavr devtepoyevr ovokevaoia A
KOATAAANAO QWTOTMPOCTATEVTIKS MEPLEKTN. Agv evTOoT{OTNKE TOCOTLKH OKLUA PWTOoOTAOEPSTNTAG TNG
ouykekplpévne naptidag/obvbeanc.

Protect raw material and capsules from light through opaque secondary packaging or a suitable light-protective
container. A quantitative photostability study of this exact formulation/lot was not identified.

References: [1], [2], [5]

Aépac Kat o€eidbwaon / Air and oxidation

Alatnpovvtal Ta doxelo KAELOTA Kal mepLop(TeTal 0 xpOvoG AvoLKTOU XELPLOPOL TNG OKOVNG. H aepoaTeYRG
ouvokevaoia anoteAel MPAKTIKG PHETPO BlaTtAPNONG: dev €xel TEKUNPLWOE( eldLKS dpLo o&uydvou 1} avdykn alwTou
yla auTtéd Ta Kaydkia.

Keep containers closed and minimise open powder handling. Tight packaging is a conservation measure; an
oxygen specification or nitrogen-flushing requirement has not been established for these capsules.

References: [2], [5]

Nepo kat SiaAvtoTnTa / Water and solubility

Agv mpoot{BeTat vepd atnv NAAPwan. Yypdg eEonAloudg unopel va mpokaAEéoel CLOOWUATWON Kot aAAo{wan Tou
KEADQOUG: META TOV KaBapLlopd TekunpLwveTal mApnc EApavan. H katdnoon yivetal pe vepd, xwpic va
METATPEMETAL TO KAYEKLO O AMOONKEVOPEVO LEATIKG OKEDATUA.

Add no water during filling. Wet equipment can promote clumping and impair the shell; document complete
drying after cleaning. Water used for swallowing does not convert this capsule into a stored aqueous preparation.

References: [4], [5]

Yypaoia / Humidity

Katd tnv napaokevr: oxeTikh vypaoia éwc 60% Kal Beppokpacio 25+5 °C, ekTdC €8LkOTEPNG anal{tnong Tng
8pdync n Touv KeEADPOLC. AntoBrikevon We pootacia and vypaoia. H oxeTik vypaoia xwpov 6ev anoteAel pétpnon
aw Tou TPoilévTOoC.

Preparation environment: relative humidity not above 60% and temperature 25+5 °C, subject to stricter
drug/shell requirements. Protect the packed product from moisture. Room relative humidity is not a product
water-activity measurement.

References: [11], [4]
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Osppokpacia / Temperature

®OA0EN K&TW amd 30 °C gluPwva Pe TNV inyr. Anogedyovtal mpdabetn O€ppavon, AALOG Kal TOPATETAUEVN
Bepun dAeon. Wuyelo dev mpoPAéneTtal: dvolyua yuxpold doxelov unopel va eloaydyel GUUNMOKVWON Kal amatTel
xwploth aEloAdynaon.

Source storage is below 30 °C. Avoid extra heating, direct sunlight and prolonged hot milling. Refrigeration is not
specified; opening a cold container may introduce condensation and requires separate assessment.

References: [1], [2], [5]

pH kait cupBatéTnTa / pH and compatibility

Agv op(Cetal pH yla to Enpd Kawdklo. pH vdaTikoL evalwpriuatog, epécov Intnel yia éAeyyo, amattel
KaBopLopévn avaloyia 6pdyng/vepol Kat LEB0DO- Hev xpnoLuomote{tal wg avtépatn anddelEn otabepdTnTaC
KAWLKAG 6pdong.

No pH is specified for the dry capsule. A suspension pH, if selected as a test, requires a defined powder-to-water
ratio and method; it is not automatic evidence of stability or clinical activity.

References: [1], [5]

AAAec aAAnAemidpaoelg / Other interactions

H HMPC 6gv avagépel TEKUNPLWHIEVEG aAAnAeTdpdoelg. OL naAaldtepeg mAnpogopleg yia pH o0pwv dev
SkatoAoyolv avtéuaTn MPoodrKn SLTTavBpakikod | aAlayr dlattag. TavTédXPovn EAPUAKELTIKH aywyr Kot
VEQPPLKN KaTdoTtaon aEloAoyolvTatl mpwv tn didbeaon.

HMPC reports no interactions. Older urinary-pH descriptions do not justify automatically adding bicarbonate or
altering diet. Review concomitant medicines and renal status before supply.

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

El81ka otolxeia ocvotaTtikwy / Ingredient-specific information

H &npn 6pdyn elvat pOAAo Arctostaphylos uva-ursi. H AEMPS avag@épel TouAdytotov 7,0% &vudpn apBoutivn eml
Enpnrc 6pdyng: eptéxel eniong tavviveg. H avdAvon deiktn anatteltal yla moldtnta npwtng OANG Kat 6gv
peTaTpénel Tn 66on 400 mg okévng ae 400 mg apBoutivng. EALyyovtal E€veg mpoopiEelg Kat
MLKPOBLOAOYLKA/XNMLKE emB&puvon.

The dry drug is Arctostaphylos uva-ursi leaf. AEMPS specifies at least 7.0% anhydrous arbutin on dried-drug basis
and identifies tannins. Marker assay supports raw-material quality;400 mg powder is not 400 mg arbutin. Check
foreign matter and microbiological/chemical contaminants.

References: [2], [3], [5]

Mpootacia epyalopévwy / Staff protection

Xelplopdc oe eAeyxOuevo onuelo YeE meplopland Slaonopdc okévng, YAvTLa, MPOCTATEVTLKY EvBupaoia Kot
npootao(a HaTwy étav vtdpyel kKivbuvog ekTivagng. H ekti{unon okévng kaBop(Cel Tomikr anaywyr Kat
KATAAANAN avanvevoTIKA pooTtacia. Aev kKaBap({leTal pe nemeopévo aépa | Enpd okolTLOUA.

Use a controlled work area, limit airborne powder, wear gloves and protective clothing, and eye protection where
powder splashing is foreseeable. The dust assessment determines extraction and suitable respiratory protection.
Do not clean using compressed air or dry sweeping.

References: [4], [5]
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ExTtipnon kivdovov / Risk assessment

Kplowa: obyxvon okévnc/ekxvAlopatog, opdApa 6ocoAoyiac ndvw amnd 1,75 g/nuépa Kat avtodepansia coBapng
oLpPoAO{HWENG. Nepplkn dlatapayr Kat unepevatodnoia avtevdeikvuvtal. Agv cuvioTdTal o€ Gvopec, KATW TWy 18
ETWV, eyKupoobvn A OnNAaoud. Mrmopel va mpokaAéoel vauTia, EUETO 1] OTOPAXOTIOVO. ZTO EPYAOTAPLO
a€loAoyolvtal Staomopd okdvng, emudAvvon Kot motdtnTa PLTIKAG OANG: dev YapakTnp{leTal we Kabapn
v6pokwbdYN.

Critical risks are powder/extract confusion, a daily dose above 1.75 g and self-treatment of serious urinary
infection. Kidney disorders and hypersensitivity are contraindications. Use is not recommended in men, under 18
years, pregnancy or lactation. Nausea, vomiting and stomach pain may occur. Assess occupational dust,
cross-contamination and botanical quality; do not classify the material as pure hydroquinone.

References: [2], [3], [5]

ZuvOnkec mapaockevnG / Compounding conditions

EAeyxo¢ KaBapldtntac, mAjpoug Efpavang, TauTdTNTAC KOl ARENG TWY LAWY Kal EYKEKPLEVOU LTTOAOYLOMOD. Mo
N povddec BewpnTikr moodTnTa 65pdync=400xN/1000 g. Kataypd@ovTtal MPayUaTIKEC AMWAELEG KooK{viang: 6ev
epapudletal avbaipetn vnepnAipwaon 6PacTIKOD.

Verify cleanliness, full dryness, material identity/expiry and an approved calculation. For N units, theoretical
herbal-powder mass=400xN/1000 g. Record actual sieving losses; do not apply arbitrary active overfill.

References: [11], [4]

Tekpnpiwon BUD / BUD rationale

H nnyn amnod{bel 3 priveg dtav mAnpolbvTal ot cLVBRKEG POAAENCG. MNa TO UNTPWO ETMAEYETAL CLVTNPENTLKO AVWTATO
6pLo 89 nNueEPWV, xwpi(g uEPPacn Twv 3 NUEPOAOYLAKWY KNVWVY H TNG cuvToudTeEPNG ARENG omoLlovdrnoTe
oLOTATLKOU, K&dTw and 30 °C, npootatevuévo and pwg/vypaaia. Mpdkettat yia neplodo enionung cvuvtayrig Kat
Ot epyaoTnplakd emPBeBatwuévn oTabepdTNTA TWY SIKWY Hag Kayakiwv. Aev Bpédnke HeAETN U (Bla Hpdyn,
KokKopeTpla, KEALQOG Kal epLéKTn. H emAoyr 6ev otnpiletal og vmoTBéuevo aw<0,60 olTe g€ auTéHaTN
epappoyn Touv yevikoD oplov 180 nuepwv. MNa enéktaon fj Sla@opeTIk cuokevaoia amatte(tal Tekunpliwon
delkTn/XxpwHaTOYPAPLKOL MPOPIA, amoadBpwong, vypaciag Kol PLkpoBLoAoyilkig motdtntag. Ekdotikr ocbpBaon:
Ta pnviaia 6pla TNG MNyrg MopPapEvouy NUEPOAOYLAKE: TO aplBUNTIKS dpLo peTatpomrg elval 28 nuépeg yLa €vav
pAva ] 89 yla TPELG: TUXOY XwpPLoTd emAeyuévo Bpax0Tepo dpLo eEakoAouBel va umeployleL. MpdKeLTaL yLa
ouvTnPENTKA peTaTpony, Oxt avtoAegel 6pLo TNG MNYAG.

The source gives 3 months under its storage conditions. The register uses a conservative ceiling of 89 days, not
exceeding 3 calendar months or the earliest ingredient expiry, below 30 °C and protected from light/moisture.
This is an official formula validity period, not experimentally demonstrated stability of locally produced capsules.
No study matching herbal drug, particle size, shell and container was found. Selection does not assume aw<0.60
or automatically apply the 180-day general ceiling. Extension or different packaging requires evidence for
marker/fingerprint, disintegration, moisture and microbiological quality. 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: [1], [5], [6]

Mpoamaitovpeva / Prerequisites

EpapuodCovtal Ta Tomkd eykekpipéva SOP C0ylong, Kookiviong, MARPWOoNG Kayakiwv, KaBapLopoy, EAEYXwWY Kal
emonfiuavong. Kavéva €toluo €k6oxo Tou LTTAPXOVTOC UNTPWOUL 6ev eMPBAAAeTAL and avTr Tn obvBean. Mpoodrikn
OPALWTIKOL KaTaypd@eTal WG XwPLoTh napaAiayr He MARPN MOGOTNTA KL EAEYXO.

Use locally approved weighing, sieving, capsule-filling, cleaning, testing and labelling SOPs. This formula
mandates no prepared excipient from the existing register. Adding diluent creates a separately documented
variant with explicit quantity and controls.
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References: [11], [4]

EEomAlopog / Equipment

BaBuovounuévog Cuydg katdAAnAog yia tTnv napTida, kéakwo 355 um, mARpwG oTteyvd tydlo/avaulkTripag,
OYKOUETPLKAC KOALWEPOG yia gpavéuevo YKo, ondTovAa Kol KawoLALépa. Ta oTtolyela Tou KEADQOUG Kal N
npaypaTiky @awwduevn mukvéTnTa KabopiCouvv TN YwENTIKOTNTA.

Calibrated balance suitable for batch size, 355-um sieve, fully dry mortar/mixer, graduated cylinder for apparent
bulk volume, spatula and capsule-filling device. Actual apparent density and capsule-shell specifications
determine capacity.

References: [11], [4]

M£00o60¢ nmapaokevnc / Compounding method

1. EmaAnBebote TauTOTNTA Kal moodTnTa TNG ENPrg 6pdync. 2. AlaoTdoTE CLOOWHATWHATA, KooK{oTe amnd 355
MM Kal Katoypdyte TNV avdktnon. 3. MeTpAoTe Tov Qavdpevo Oyko Kat eAEyETe 6TL n 6éon xwpd oto
npotewodpevo No 00. 4. OpoyEVOTIOLHOTE, MANPWAOTE WOTE KABe povdda va nepLtEéxel 400 mg dpdyng kat kAeloTe. 5.
ATOUOKPOVETE TNV EEWTEPLKN OKOVN, MpayuaTonoljoTe EAEYYXOUG Kal ouokeLdoTe. Edv anattnBel dANo péyebog
€K6OY0, TEKUNPLWOTE TNV AAAQYH TIPLY TNV EKTEAEDN.

1. Verify dry-drug identity and batch mass. 2. Break agglomerates, sieve through 355 um and record recovery. 3.
Measure apparent bulk volume and verify that the target charge fits source-suggested size 00. 4. Homogenise, fill
to provide 400 mg drug per unit, and close. 5. Remove exterior powder, test and package. If another size or
excipient is needed, document the change before execution.

References: [11], [4]

Mapatnpnioelg / Observations

H 8paoTikA mpwTn OAN £{vatl oAOKANPN ELTLKY OKGVN CLYKEKPLHEVOL HEPOoLG. Asv vrtokabioTaTal and Enpod
EKYXOALOMQ, alBEpLo €AaLo 1 «Lgodivapn» N npoadloplopévn euTiky OAN. H pdla tng yepdTng KdwouvAag
MEPLAAUBAVEL KoL TO KEALQOG: YL opolopop@ia utoAoy(ZeTal YwpPLoTd N Kabapr MARpwaon.

The active material is whole herbal powder of the specified plant part. Do not substitute dry extract, essential oil
or unspecified “equivalent” botanical material. Gross capsule mass includes the shell; assess net fill separately in
uniformity work.

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

MepLékTnG KalL cvokevaoia / Container and packaging

H enlonun obvBeon emtpénel blister | KaAd KAELOTO QLAABLO. EMAEYETOL PAPUAKEVTIKOG MEPLEKTNG HE
TEKUNPLWHEVO payud vypaciag Kol pwTomnpooTtacia- N mnyr 6&ev op(Cel CLUYKEKPLUEVO TIOAVHEPEC. AQLUYPOVTLKO
Xpnotuomnote{tal pévo av e{vat cuPBATO Ue TO KEALQPOC, BLaXWPLOUEVO AT Ta KOWPAKLA KOl HE KATAAANAN
€MoRpavon.

The official formula permits blister packaging or a tightly closed bottle. Select a pharmaceutical container with
documented moisture barrier and light protection; no particular polymer is mandated by the source. Use a
desiccant only when shell-compatible, separated from capsules and appropriately labelled.

References: [1], [4], [5]

MoloTikog éAeyxoc / Quality control

EAEYETE TNV aLBevTIKOTNTA TNG HPSYNG KAL TO TMLOTOMOLNTLKS avAALONG PE KATAAANAN emBeBaiwan
TavtéTNTAC/BelkTn. M TO TEAKS MPoidv: dyn, KAe(oLHO, aplOUdC Hovddwy, kabapr MARPWGON Kal opolopop@la
HA&Zoc oOPpwva PE Loxbovoa RFE 2.9.5. MNa noptidec n Ny mpoBAEnel anoodBpwaon Kat LKPoBLOAOYLKO EAEYXO.
Mo voBétnon tng dldpkelag OAAENG eEeTdlovTal enionNg XPWHATOYPAPLKS Po@{A/6e(kTNG KoL HeTABOAN
vypaciag. Agv £xouv npaypatonolnBel ot dokluég otnv napovoa BLBALoypaglkn epyacia.
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Verify drug authenticity and CoA through appropriate identity/marker confirmation. Finished-product controls:
appearance, closure, unit count, net fill and mass uniformity under current RFE 2.9.5. For batches, the source
procedure additionally specifies disintegration and microbiological testing. Shelf-life adoption also considers
fingerprint/marker and moisture change. These tests have not been performed in this literature work.

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

®0Aain / Storage

Kdtw ané 30 °C, npooTtaTteLHEVO amd WG KoL LYPOOI(A, UE TOV MEPLEKTN AUECWC KAELOTO HETA KABE X prion.
Anopplyte f dlepevvriote KawdkLa OV KOAAODY, £XOUV HOAQKS/PaYLOPEVO KEALPOG A Epeavh vypaoia- N ooun TNG
OLYKEKPLUEVNG BpdyNng agloAoyeltal évavTL eyKekpLuévou delyuaTog.

Below 30 °C, protected from light and moisture, with immediate reclosure after each use. Reject or investigate
sticking units, soft/cracked shells or visible moisture; judge the botanical-specific odour against an approved
reference.

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

Awa0eon / Dispensing

Mo eVAALKEG Yuvaikeg HETA LOTPIKG amokAEloUd coBapric mABnong. Meploplopdc o €wg 1 eBOoudda Kat LATPLIKA
GUHBOLAA AV TO CUPMTWHOTA EMLUEVOLY VW amd 4 NUEPEC ) ELPAVIOTOLY TUPETOC, onaaopol, uoovpla A alpa
ota o0pa. O MPACLVOKACGTAVOC XPWHATIOUOC 00pwv Unopel va opelAeTal otn dpdyn. EAEyXETAL N VEQPPLKA
AeLttoupyla/lotopikd mMPLy TNV EMAOYH.

Supply for adult women following exclusion of serious disease by a doctor. Limit use to 1 week; seek advice if
symptoms persist beyond 4 days or fever, spasms, dysuria or blood in urine occurs. Greenish-brown urine may
result from the drug. Review kidney history/status before selection.

References: [3]

EmioApavon / Labelling

®OANO apkTOKOU&poL 400 mg/kawdklo. Armd Tov otéuatoc xprion. Adon Kot dLApKELa: COUQPWYA [E TNV
€EaTOMLKELHEYN 0ONy{a TOL uebBLVOL enayyeAuaTtia. Maptida: . Mapaokevr: . Xprion éwg: . Kdtw and
30 °C: npootacia and ewg/vypaaoia. Na puAdooeTatl pakpld and matdid. AnAwvovtal n MAjpnG cbvlean KEADPOULG
Kal TuxOv MPocbeTa ékdoxa. Mdvo yla evAALKEG yuvailkes: dldpkela €weg 1 eBdoudda. Mnv vnepBaivete Tn
OLHOWYNUEVN NUEPHOLa ToadTNTA.

Bearberry leaf 400 mg/capsule. Oral use. Dose and duration: follow the responsible professional’s individual
directions. Batch:____ . Prepared:____.Use by:___ . Below 30 °C; protect from light/moisture. Keep out of children’s
reach. Declare full shell composition and any added excipients. For adult women only; use for no more than 1
week. Do not exceed the agreed daily quantity.

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

v9_controls / v9_controls

To apBunTiké éplo oto apyeio elvat pévo 6pLo BLBALOYPAPLKAC avapopdc UTO TIC £LBLKEG TPODTOBETELC. Agv €xEL
oplotel BUD mpayuaTtikAg maptidag kat dev £xouvv mapaxOel petprioelg aw. H akplBric obvBeon, ta
TPOAMALTOVHEVQ, 0 TIEPLEKTNG, N POAAEN KAl T oTolxela eAEyYOUL TIPETEL VO EYKPLOOUY YL TN OLUYKEKPLUEVN
epappoyr. H €vapgn tou vmoAoylopol BUD eival n €vapén tng napaokevg. Epapudletal To GUYTONSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO €Aeyy0 BLdpKeELag HETA TO Avolypa. Ta dpla USP elval texviké mAaiolo Kat dev
napovoldfovtal WG eEAANVIKY 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.
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AVEEAPTNTN EMOTNUOVIKY OCOVOEDN OTA EAANVIKA/aAYYAKA PE avapopd oTNY AEMPS Kol GUUMANPWHATIKY TeKUNPiwaon. Aev anoteAel enionun
HETAQPaON, ddela kKukAogoplag fi €ykpLon Tov eKBATN. ZTAOWOC Xp.ZKaAldg - compounding.gr.

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

Mnyéc ka1 mapanopunég / Sources and references

[1] AEMPS Formulario Nacional - FN/2003/POF/008 HOJA DE GAYUBA, CAPSULAS DURAS DE

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

https://www.aemps.gob.es/formulario-nacional/fitoterapia/preparados-oficinales/fn_2003_pof_008.pdf
[2] AEMPS Formulario Nacional - FN/2003/PAF/006 GAYUBA, HOJA DE

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

https://www.aemps.gob.es/formulario-nacional/fitoterapia/principios-activos/fn_2003_paf_006.pdf
[3] EMA/HMPC - European Union/Community herbal monograph on Arctostaphylos uva-ursi (L.) Spreng., folium

30 January 2018; EMA/HMPC/750269/2016, revision 2 | PDF pp.3-7; preparation categories, sections 4.1-4.8 | Current adopted regulator
monograph for specific plant part and preparation; not approval of this compounded product or product-specific stability evidence |
2026-10-13

https://www.ema.europa.eu/en/documents/herbal-monograph/final-european-union-herbal-monograph-arctostaphylos-uva-ursi-lI-spreng-foliu
m-revision-2_en.pdf

[4] AEMPS - PN/L/FF/001/00 Elaboracién de capsulas duras

PN/L/FF/001/00; official standalone PDF retrieved 13 October 2026 | PDF pp.4-5; sections 4.3-4.6 | Capsule preparation, measured
bulk-volume approach, environment, mass uniformity, disintegration and microbiological controls | 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

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

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

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

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

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

https://nabp.pharmacy/wp-content/uploads/2023/09/USP-Compounding-Webinar-Handout-September-14-2023.pdf
[7]1 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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