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®0UAAO 0pBocipwva 400 mg - OKANPA KAYAKLA QUTIKAG
6poyng

Orthosiphon leaf 400 mg - herbal powder 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: 1 kaydKlo wG povadda avagopdc: yia N kawdkia: 400 x N mg @uTikAc okdévng / 1 capsule as
reference unit; for N capsules: 400 x N mg herbal powder

ZvoTaTLKO / Ingredient MoooétnTta / Quantity

®OANo opBocipwva og okdvn 400 mg / capsule
Orthosiphon leaf powder

Kevé okAnpd kaydkio: to No 00 mpotelveTal otnv nnyn 1 unit / capsule
Empty hard capsule; source suggests size 00

MepLypa@n okevdopatog / Preparation description

Movdada mov neptéxel 400 mg TG TAvTOMOLNUEVNG QUTIKAG okévng, Xwplg ekxVOAlon A mpoaBrikn SlaAdTn. H péla
™N¢ 6pdyncg 6ev Looduvapel pe pala ekxLAlopaTog i kKaBapric 6pacTikAc ovolac. KataypdeeTal xwpLoTd n
o0vBeon Tou KEADPOUG.

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

Apaon kai xpAon / Action and use

Napadootaky HMPC xprion w¢ emkouptlkéd Héoo adEnaong o0pwv Kot EKMALGNG TOL OUPOTIOLNTLKOD OE NTILEC
EVOYANOELG, e enapkr TIPOCANYN LYPWVY. Agv vloBeTe(Tal N MAAALOTEPN avaPopd TNG LOTIAVIKAG TTINYAC O AmLa
VEQPLKN avendpkela wg €vdelEn. H HMPC 6{vel yla okévn 500-750 mg avd Afjpn kat 1000-1500 mg nuepnoiwg: n
povada 400 mg 6ev avtioTtolXel akplBwg o€ auth Tt Afjyn, dpa dev napdyetatl avtéduatn docoAoyia kawakiwy A
Looduvapia ekxvAlopaTog.

HMPC traditional use is adjunctive urinary flushing through increased urine output in minor urinary complaints,
with adequate fluid intake. The older Spanish reference to mild renal insufficiency is not carried forward as an
indication. HMPC powder doses are 500-750 mg per intake and 1000-1500 mg/day; the 400-mg unit does not
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exactly match that intake. No automatic capsule regimen or extract equivalence is generated.

References: [1], [3]

Mpodiaypagéc / Specifications

Anodoyxn mpwTNnG OANC agluPwva e RFE/Ph.Eur. povoypagia 1229, ue empBeBaiwaon €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 1229 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

Agv avagépovtatl aAAnAemdpdoelg otn povoypaeioc HMPC, aAAd n adgnaon npdoAnyng vypwv/6lobpnong
xpeldletal éAeyxo oe aaBevr] e vEQPLKA 1] KapdLlakr vOoo Kal GAAEC aywyEC. Aev oLVOLATETAL EUMELPIKE PE
dlovpnTikd obte xapakTnpiCetal Oepaneia BakTnplakic Ao{uwEnG.

HMPC reports no interactions; nevertheless, increased fluid intake/diuresis requires review in kidney or cardiac
disease and with concomitant treatments. Do not add empirically to diuretic therapy or describe it as treatment of
bacterial infection.

References: [3]

EwdiIkd otowxeia ovotatikwy / Ingredient-specific information

H povoypagia mpwtng OANG MEPLYpdpel ENpd OAAa Kol dkpa oteAexwv Orthosiphon stamineus, pe eAdxloto
0,05% oweoetivn eni Enpri¢ 6pdyng. H abyypovn HMPC ovopaaia eivat O. aristatus var. aristatus. H okévn 400 mg
bev anoteAel ENpd ekyOALOUA oLYKEKPLUEVOL DER: n kataywyr, To Hé€pog Kat o delktng TavTomnolobvtal ato CoA.

The raw-material monograph describes dried leaves and stem tips of Orthosiphon stamineus with at least 0.05%
sinensetin on dry-drug basis. Current HMPC nomenclature is O. aristatus var. aristatus. The 400-mg powder is not
a dry extract with a stated DER; verify origin, plant part and marker in the CoA.

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

AvtevdeikvuTal o€ uepevALOONOlO KOl KATAGTATELG TIOL ATMALTOOY TEPLOPLOKS LYPWVY, T.X. coBapr VEQPLKA
Kapdlakr v6oo. Agv ouVIOTATAL KATW TWY 18 €TWY 1| g€ £yKLPOOLYN/ONAACUS. H EAAELYN YVWOTWY AveEMBOUNTWY
evepyelwv otn HMPC dgv anodetkviel anovoia kwdbvou. Kplaipol epyaotnplakol kivbuvol: AdBog BoTtavikn
TauTéTNTA, XPAON EKXVAloHaTOC avt{ okdvng, opdApa 66onG Kot dlaomopd okévng.

Contraindications include hypersensitivity and conditions requiring reduced fluid intake, such as severe renal or
cardiac disease. Use is not recommended under 18 or during pregnancy/lactation. “None known" adverse effects
in HMPC does not establish absence of risk. Key laboratory risks are incorrect botanical identity,
extract-for-powder substitution, dose error and airborne powder.

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

ZuvOnkec mapaockevng / Compounding conditions

EAeyxog KaBapldétnTtag, mAjpoug Efpavang, TauTdTNTAC Kol ARENG TWY LAWY Kal EYKEKPLEVOU LTTOAOYLOWOD. Mo
N povddec BewpnTikr noodtnta 6pdync=400xN/1000 g. Kataypd@ovTtal MpayUaTIKEC AMWAELEG Kook{viang: 6ev
epapuéletal avbaipeTn vePMARPWON dpacTIKOD.

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 amnodibel 3 priveg dtav mAnpolvtal ol cLVBRKEG PUAAENC. MNa TO UNTPWO ETMAEYETAL CLVTNPENTLKO AVWTATO
6pLo 89 nuepwv, xwpeic vépRaon Twv 3 NUEPOAOYLOKWY UNVWY A TNG cuvToudTeEPNS ARENC omolovdAToTE
oLOTATLKOD, KdTw amnd 30 °C, npootatevpuévo and pwg/vypaaia. Mpdkettat yia neplodo enionung ovvtayrig Kat
Ot epyaoTnplakd emPBeBatwuévn oTabepdTNTA TWY SIKWY Hag Kayakiwv. Aev Bpédnke LeAETN ue (Bla Hpdyn,
KokKopeTpla, KEALQOG Kal eplékTn. H emAoyr 6ev otnpiletal og vmoTBéuevo aw<0,60 olTe g€ avTéaTN
€papuoyr Tou yevikoL oplov 180 nuepwv. MNa emékTaon 1 dLa@opeTIK cuokevaoia anatte(tal Tekunpiwon
delkTn/xpwHaTOYPAPLKOL MPOPIA, amocdBpwaong, vypaciag Kat PLkpoBLoAoyikng motdtntag. Ekdotikr ocbpBaon:
Ta gnvaia épla TNG MNYAS MaPapévouy NUEPOAOYLAKA: TO apLOUNTIKS Oplo HeTaTPOMAC elval 28 NUEPEC yia évav
pAiva A 89 yua TpELG: Tuxdv XWPLoTA emAeyEévo BpaxiTepo dpLo eEakoAovBel va vreployveL. 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

Epapudlovtal Ta Tomké eykekptgéva SOP ZOylong, Kook{viong, mApwong Kayakiwv, KaOapLlauoy, eAEyXwY Kal
emonfiuavong. Kavéva €toluo €k6oxo Tou LTIEPXOVTOG UNTPWOUL 6ev emPBAAAeTAL amd avTh Tn cbvBean. Mpoodrikn
APALWTIKOD KATAYPAPETAL WC XWPELOTH TapaAAayr HE TMARPN TocgdTNTA KAl 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.

References: [11], [4]
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EEomAlopoGg / Equipment

BaBpovounuévog Cuydc KatdAAnAog yia tnv naptida, K6oKwo 355 um, NAARPWE oTeyvd Lydlo/avauikTipac,
OYKOUETPLKOC KOALWEPOG yia gpavéuevo 0yKo, ondTovAa Kol KaWoLALEpa. Ta aTolyela Tou KEADQOUG Kal N
npayHaTiky @awduevn mukvdTnTa KabBopiCouvv 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£0060¢ mapaokevng / Compounding method

1. EmaAnBeboTe TauTOdTNTA Kal moodTnNTA TG ENPrg 6pdync. 2. AlaoTdOTE CLOOWHATWHATA, KOoKW{oTE and 355
MM KoL KaTaypdyTte TNV avdKTnon. 3. MeTpAOTE TOV QavOuEVO OyKo Kol eEAEYETE OTL N 660N Xwpd oTo
npotewdpevo No 00. 4. OpoyevomolioTe, MANPWOTE WOTE KABE povdda va neptéxel 400 mg 6pdync kat KAe{oTe. 5.
ATIOPAKPOVETE TNV EEWTEPLKH OKAVN, MPAYUATONMOLHOTE EAEYXOUG KoL GUOKEL&OTE. EQv amattnBel dANo péyeBog 1
€K60Y0, 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]

Napatnpnoelg / Observations

H paoTikA mpwtn VAN glvat 0AGKANPN GUTIKA KbV CLYKEKPLUEVOL PHEPOLG. Agv vrokaBioTaTal and Enpd
EKYOALOMQ, alB€pLo €AaLo 1 «Lgodivapun» pn npoadloplopévn euTiky OAN. H pdla tng yepdtng KdwouvAag
MEPLAAUBAVEL KoL TO KEALQYOG: YL opolopop@ia uoAoy(ZeTal YwPLoTA 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 KaL ovokevaoia / Container and packaging

H enlonun oc0vBeon enttpénel blister § KaAd kKAeLoTd PLaA(BLlO. ETAEYETOL QAPUAKEVTIKOG TIEPLEKTNG ME
TEKUNPLWHEVO ppayud vypaciag kol pwTonpootacia- N mnyr 6&ev op(Cel CLUYKEKPLUEVO TIOAVHEPEC. AQLUYPOVTLKO
xpnotuotnote(tat pévo av ivat gupBatd pe To KEAVPOG, DL WPLOUEVO amd TA KAWYAEKLX KOL PIE KATAAANAN
EMLOAPAvVON.

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]

MoloTikO¢ éAeyxocG / Quality control

EAEYETE TNV avBevTIKOTNTA TNG HPdYNG KAL TO MLOTOMONTLKS avAALONG PE KATAAANAN emBeBaiwan
TavtéTNTaG/OelkTN. N TO TEAKS MPOiLdY: dyn, KAelolo, aplOUdG Hovadwy, Kabapr TARPWON Kot opolopop@la
pHa&Zoc oOPpwva PE Loxbovoa RFE 2.9.5. MNa noaptideg n Ny mpoBAEmnel anoodBpwaon Kal ULKPoBLoAOYLKO EAEy)O.
Ma voBétnaon tng dldpkelag eOAaENG eEetdfovtal eniong XpwHATOYPAPLKS TPOoPIA/Be(KTNG KAl HETABOAN
vypaoiag. Aev €xouvv mpayuatonolndel ot SokLUEC otnv apoloa BLBALOYpa@LKH epyacia.

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
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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

Katw ané 30 °C, npooTaTteLUEVO amd QWC KoL LYPAO(A, HE TOV MEPLEKTN AUETWC KAELOTO HETA KABE Yprion.
Anopplyte ) dlepevvoTe Kaydkia MOV KOAAODY, £XOULV HAAAKO/PAYLOPEVO KEALPOG 1 Ep@avr vypaoia- N oour TNG
OLYKEKPLPEVNG Bpdync aElodoyelTal €vavTl eyKeKPLUEVOL BelyuaToC.

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

O apBudc kayakiwy empBeBatvetal and vrnedBuvo cuvtayoypdeo AOyw PN avtiotolyxlong Tng povddac 400 mg
ME TN olyxpovn epdnag 6éon. EmPBeRatyvovtal SuvaTIHTNTA EMAPKWY LYPWVY KL ATOVC(N TEPLOPLOUOD LYPWV.
Mupetdc, alpa ota obpa, onaouol } duoovpla amattodv LTPELKA eKT{uNoN: en{ovn cuunTwPaTtoAoyia dev
auToBepamnedeTal.

Zntel{tat agloAdynon €4v To CUPMTWHATA EMEVOLY TEPLOOOTEPO amnd Vo Bdouddeg- nmupeTdg, Suooupla,
onoopol | atpgatovpia anattody AUecn GUBOULANR.

The prescriber must confirm capsule count because the 400-mg unit does not match the contemporary
single-dose range. Confirm adequate fluid intake is possible and not medically restricted. Fever, blood in urine,
spasms or dysuria require clinical assessment; do not continue self-treatment of persistent symptoms.

Seek assessment if symptoms persist longer than two weeks; fever, dysuria, spasms or haematuria require
immediate advice.

References: [2], [3]

EmioARpavon / Labelling

®VUANO0 opBoaipwva 400 mg/kawdkio. And Tov aTOPATOG XPron. Adon Kat dldpketa: gOUPWYA PE TNV
egaToptkevpévn 0dnyia Tov unevBuvvou enayyeAuatia. MNaptida: . Mapaokevr: . Xprion éwg:__ . Kdtw and
30 °C: npootacia and pwc/vypaaoia. Na puAdooetatl pokpld amd natdid. AnAwvovtal N mMAjpnG ocbvBean KEADPOULC
Kol TuxOv nmpdaobeta £kdoxa. Aev ypnotuomnole{tal dTtav anatTe{Tal MEPLOPLOPOC LYPWVY. H docoAoyia mpémnel va
emPBeBalwbel mpv tn 6LdBeoN.

Orthosiphon 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. Do not use when fluid restriction is required.
Confirm the regimen before supply.

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

v9_controls / v9_controls

To apBunTiké 6plo oto apyeio elvat pévo 6pLo BLBALOYPAPLKAC avapopdc UTd TIC £LBLKEC TPODTOBETELC. Agv €xEL
opltotel BUD mpayuaTikAc mapTtidacg katl 6ev éyxouv napaydel petprioelc aw. H akplBrigc obvbean, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN Kol Ta aTolxela eAéyyou TPEMEL val EYKPLOODVY YLl TN CUYKEKPLUEVN
epappoyn. H évap&n tou vmoAoylopol BUD eival n évapEn tng napaokevic. Epapudletal To cLVTOUOTEPO
TEKUNPLWHEVO OpLo, HE XWPLOTO EAEYXO0 BldpKelag HETA TO dvolypa. Ta dplta USP gival texvikd mAaiolo kot dev
napovoldfovtal wG eAANVIKY vouobeaia.
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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 EMOTNUOVLKY 00VOEDTN 0T EAANVIK&/aYYALKE pE avagopd aTnv AEMPS Kot CUMMANPWHATIKY TeKPNplwaon. Aev anoTteAel enionun
peTdppaon, adeta kukAogoplag i £€yKpLon Tou EKBOTN. ZTAOWAG Xp.ZIKaAldg - compounding.gr.

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

Mnyéc koL mapanopunég / Sources and references

[1] AEMPS Formulario Nacional - FN/2003/POF/009 HOJA DE ORTOSIFON, 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_009.pdf
[2] AEMPS Formulario Nacional - FN/2003/PAF/010 ORTOSIFON, 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_010.pdf
[3] EMA/HMPC - European Union/Community herbal monograph on Orthosiphon aristatus (Blume) Miq. var. aristatus, folium

22 September 2021; EMA/HMPC/486551/2020, revision 1 | 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/european-union-herbal-monograph-orthosiphon-aristatus-blume-miq-var-arista
tus-folium-revision-1_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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