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PiCa apmtayé@utouv 500 mg - OKANPa KaPakia @UTIKAG
6poyng

Devil’s claw root 500 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 kawdKlo wG povadda avagopdc: yia N kawdkia: 500 x N mg @uTikAc okdévng / 1 capsule as
reference unit; for N capsules: 500 x N mg herbal powder

ZvoTaTLKO / Ingredient MoooétnTta / Quantity

P{Ca apmaydégutou og aokdvn 500 mg / capsule
Devil’s claw root 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

Movada mouv nepLtéxel 500 mg TNG 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 500 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

H aOyxpovn HMPC avayvwp(lel mapadoatakr avakodelon fimov apbptkod névou. H mnyr Touv kaywakiov agopd
okévn 8eLTEPOYEVWY KOVOLAWDWY pLlwWv- dev TIPOoKITITEL LooBuvapia e KAWLIKA PHEAETNPEVA EKXVAlOUaTa. To
oxfiua 435 mg okévng TPeLG popéc nuepnoiwg tng HMPC 6ev tavtiletal e 500-mg povdda fj ge tTnv moAaldtepn
vynAdTepn onavikr) dogoAoyia. H eEatopkevpévn andeaon amnattel emavéAeyyo npwv didBson.

Current HMPC recognises traditional relief of minor articular pain. This capsule uses powdered secondary tuberous
roots, with no automatic equivalence to clinically studied extracts. HMPC’s 435-mg powder intake three times
daily does not match a 500-mg unit or the older higher Spanish regimen. Individual dosing requires reassessment
before supply.
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References: [11], [3]

Mpobiaypagéc / Specifications

Anodoyn mpwng VANG cOuewva pe RFE/Ph.Eur. povoypagia 1095, pe emPeBaiwaon eldouvg, putikod pépoug Kat
nopTidac. MNa to Kawdklo opiovtat kKAelowo, amnovaia empavelakic okdévng, opolopopeia H&dlac Kol analtHoEeLg
anoadBpwaonG. Ta apBUNTIKA KPLTHPLO avaKTWYTAL and Thv oyxbovoa gapuakomnotia.

Accept raw material against RFE/Ph.Eur. monograph 1095 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

Epapuéletal pwtomnpootacia TnNG mpwtng ODANG Kal TWv Kayakiwyv pe adlagavr devtepoyevr ovuokevaoia f
KATAAANAO QWTOMPOCTATELTIKO MEPLEKTN. AEV EVTOTI{OTNKE MOGOTIKH BOKLUA pWTOOTABEPSTNTAC TNG
ouyKekpLpévng noptidag/obvbeang.

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

Alatnpolvtal ta doxela KAeLoTA Kat meplopi{eTal o Xpévog avolkTol XeLpLopold TnG okévng. H agpooTteyrcg
ovokevaoia anoteAel MPAKTIKO HETPO Slatrpnong: 6ev €xel TekuNPLwOel €61k bplo oEuydvou f avdykn alwWTov
Yyl autd Ta Koydkia.

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 SuaAvtotnTa / Water and solubility

Agv mipooTtiBeTaL veEPS oTNY MARPWON. YYPSog €EOMALONOC umopel va mpokaAéoel cuooWHATWON Kal aAAo{waon Tov
KEADQPOUG: UETA TOV KABaPLOPO TEKUNPLWVETAL MAAPNG ERpavan. H Katdnoon yiveTtal e vepd, xwpi(g va
METATPEMETAL TO KAWYAKLO O€ AMOBNKEVOLEVO LOATIKS 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 €éwg 60% Kat Beppokpacio 25+5 °C, ekTdC €BLkOTEPNG amnai{tnong tng
6pdync | Touv KEADPOULG. AmoBriKevon e pooTtacia and vypacia. H oyxeTikr vypaoia xWpov dev anoteAel uétpnon
aw Tov MPoidvToG.

Preparation environment: relative humidity not above 60% and temperature 255 °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 womoavikr Ny avaeépel mOavég aAANAEMEPATELG KAPSLOTOVWTIKWV/QVTIOPPLOULKWY, v N HMPC katoypdget
OTL Bev €xouv avapepBel aAAnAemidpdoelc. H Slagopd dev petatpénetal obte o€ BeBalwpévn aAAnAenidpaon olte
o€ BeBalwpévn acgedAcla: Tétola auyxoprynon eAEyxeTal and Tov urelOLVYO KALWLIKG.

The Spanish source mentions possible cardiotonic/antiarrhythmic interactions, whereas HMPC records no reported
interactions. This difference establishes neither a proven interaction nor proven safety; review such co-treatment
with the responsible clinician.

References: [1], [3]

EwdiIkd otowxeia ovotatikwy / Ingredient-specific information

H AEMPS op(Cel Enpécg, KoUPEveG devTEPOyeVe(G KOVOLAWDGELG pl{Cec H. procumbens Kat TovAdxlotov 1,2%
apnayoai(dn ent Enpric dpdyng. H HMPC neptAapBdavel H. procumbens kat/f) H. zeyheri, aAA& n evpOdTeEPN ovouaoia
dev dkaloAoyel umokaTAOTAON TNG CUYKEKPLPEVNG TPOdLaYpa@hG Xwp(G agloAdynon. XapaKTnpLoTikdg mkpdg
YEVLOTLKOC/XNUIKSEG YapaKTAPAG: v mpoKeLTAL yia KabBapr aprayoaidn.

AEMPS defines dried cut secondary tuberous roots of H. procumbens and at least 1.2% harpagoside on dried-drug
basis. HMPC includes H. procumbens and/or H. zeyheri; the broader name does not authorise substitution of the
exact source specification without assessment. This is a bitter herbal drug, not isolated harpagoside.

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

Mpootacia epyalopévwy / Staff protection

XelpLlopog o eAeyyOuevo onpelo pe meploplopd dlaomopdg okévng, YAVTLa, MPOOTATEVTIKA evbupacia Kat
MpooTao(a HaTwWY dtav vdpyel kKivbuvog ekTivagng. H ekti{unon okdévng kabop(Cel Tomikr anaywyrn Kat
KaATEAANAN avamnvevoTik npootaoia. Asv kaBapl(letal pe nemeouévo aépa § Enpd okoldTOUA.

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

AvtevdelkvuTal o€ evePYS YAOTPLKG/BWdEKABAKTUALKS €AKOG Kal aAAepyia. XoAoABlaon amnattel LaTpLk
OGUMBOLAR. Agv CLUVLOTATAL KATW TWY 18 €TWVY ) TNV €yKLPOOoLYN/BnAaoud. MBava didppola, vavtia, EUETOC,
KolAlakd dAyoc, kepaAaAyia/(Alyyog Kat umepevatadnaoia. H mapovoia odrpatog dpbpwaong, epubpdtnToc
nupeToL anattel diepedvnon. Kivduvol mapaywyng: AdBog eldog/uépog, doooAoyLkr alyxvuon He ekXOALOHO KOl
okévn.

Contraindicated in active gastric/duodenal ulcer and hypersensitivity. Gallstones require medical advice. Not
recommended under 18 or in pregnancy/lactation. Diarrhoea, nausea, vomiting, abdominal pain,
headache/vertigo and hypersensitivity can occur. Swollen/red joints or fever require investigation. Production risks
include wrong species/part, extract-dose confusion and airborne powder.

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 5pdync=500xN/1000 g. Kataypd@ovTtal MPayUaTIKEC AMWAELEG KOooK{viang: 6ev
epapudletal avbaipetn vnepnAipwaon 6PacTIKOD.

Verify cleanliness, full dryness, material identity/expiry and an approved calculation. For N units, theoretical
herbal-powder mass=500xN/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 500 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 500 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

EmBeBaiwon ouvtayoypadilkod oxAuaTtog ylia 500 mg okdvng, LoTtoptkol EAKOUG Kat xoAoAlBlaong. Katdnoon ue
vePS. Av o évog empével mépa and 4 BOouAdeC 1 xelpoTePeDEL, amatTte{Tal LaTtpikry CLUBOLAN: dev vLoBeTe(TOL
avTéuata n moeAatdtepn ava@opd ovvexolC XpPriong 2-3 HNVwv.

Confirm the intended 500-mg powder regimen and review ulcer/gallstone history. Swallow with water. Persistent
pain beyond 4 weeks or worsening requires medical advice; do not automatically adopt the older 2-3-month
continuous-use statement.

References: [11], [3]

EmioApavon / Labelling

P{Ca apmraydputouv 500 mg/kaydklo. And Tou oTOUATOC Xprion. Adon Kat SldpKkela: COPPWYVA UE TNV
egaTopLlkeLEVN 0Oyl Tov uebBLvoL enayyeAuatia. Maptida: . Mapaokevr: . Xprion éwg: . Kdtw and
30 °C: npootacia and pwc/vypaoia. Na puAdooetatl yakpld and natdid. AnAwvovtal N MAPNG ocbvBean KEADPOULC
KoL TuxOv mpdobeTa £kdoxa. Mnv xpnoLuomoLE{TE 0 YAOTPIKO/OWOEKADAKTUALKO €AKOG. EmBeBatwoTe TN
doooAoyla mpwv tn dldBeon.

Devil’'s claw root 500 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 with gastric/duodenal ulcer. Confirm
dosing before supply.

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

v9_controls / v9_controls

To apBunTiké 6plo oto apyeio elvat pévo 6pLo BLBALOYPAPLKAC avapopdc UTd TIC £LBLKEC TPoDTOBETELC. Agv €xEL
oplotel BUD mpayuaTikAc mopTidag kat 6ev éyxouv napaydel petprioelc aw. H akplBric obvBean, ta
TPOATMOLTOOHEVQ, 0 TIEPLEKTNG, N POAAEN KAl T oTolXela EAEYYOUL TIPETEL VO EYKPLOOUY YL TN OLUYKEKPLUEVN
epappoyn. H évap&n tou vmoAoylopol BUD sival n évapEn tng napaokevic. EpapudleTal To cLVTOUOTEPO
TEKUNPLWHEVO OPLO, HE XWPLOTO EAeyYO BLdpKeLlaG HETA TO dvotypa. Ta épta USP gival texvikd mAaiolo kot dev
napovoldfovtal WG eAANVIKY 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/013 RAIZ DE HARPAGOFITO, 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_013.pdf
[2] AEMPS Formulario Nacional - FN/2003/PAF/007 HARPAGOFITO, RAIZ 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_007.pdf

[3] EMA/HMPC - European Union/Community herbal monograph on Harpagophytum procumbens DC. and/or Harpagophytum zeyheri Decne.,
radix

12 July 2016; EMA/HMPC/627057/2015 | PDF pp.3-8; 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-harpagophytum-procumbens-dc-andor
-harpagophytum-zeyheri-decne-radix_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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