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ZKOvn BoABoL okdpdov 500 mg - OKANPA KAYAKLA
QUTLKAG 5pOYyNG

Garlic bulb powder 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

2k6vn BoABol oképdou 500 mg / capsule
Garlic bulb 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 mov neptéxel 500 mg TNG TavTOMOLNUEVNG QUTIKAG okdvng, Xwp(G ekxVAlon 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]
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Apaon kai xpAon / Action and use

H HMPC kataypd@el mapadooiakr EMKOLPLKH XprAon TN okévng yia mpdAnyn adnpookAipwaong oe eVAALKEC,
xwpic anédelEn 6TL To TOoMKE Mapaokevaguévo Poildy vmokadLloTd Bepamneia Atmdiwy f Kapdlayyelakod Kwddvou.
H évbelEn KpuoAOYAUATOC aPOoPd CLYKEKPLUEVO ENPd ekXVALOPA KOl eV peTa@épeTal £6wW. OL enMionUEC
doooAoyleg okdévng amattoldv avtioTolxlon 0To oLYKEKPLUEVO 500-mg KaydKklo amd vrevBuvo enayyeAuatia- 6gv
Xpnotuomnotobvtal 660elg eAaiov/ekyVAloUATOC.

H woxbovoa HMPC avag@épel yia tn okévn epdmnag noodtnta 300-750 mg Kot guvoAtkd 900-1380 mg/nuépa o€ 3-5
Muyelg. Tpla oAdkANpa kawdkia Twv 500 mg 6{vouv 1500 mg/nuépa, ndvw and avtd to épLo- 0o divouv 1000 mg
OAAG Hev avTioTolyolv atn ouxvdTnTa 3-5 AYewv. Anatte{tal ik KAWLKY TeKUnp{wan TNG OLYKEKPLUEVNG
Hovadac: dev voBeTe(TAL ALTOHATA £V KOWAKLO TPELC POPEC NUEPNTIWG.

HMPC records traditional adjunctive use of powder for atherosclerosis prevention in adults; this does not show
that locally prepared capsules replace lipid or cardiovascular-risk treatment. The common-cold indication applies
to a specific dry extract and is not transferred here. An authorised professional must reconcile official powder
dosing with the 500-mg unit; do not use oil/extract doses.

Current HMPC powdered-drug guidance is 300-750 mg per intake and 900-1380 mg/day in 3-5 divided intakes.
Three whole 500 mg capsules give 1500 mg/day, above this ceiling; two give 1000 mg but do not match the
3-5-intake frequency. Specific clinical justification of this unit is required; do not automatically infer one capsule
three times daily.

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

Mpobiaypagéc / Specifications

Anodoyn mpwng VANG cOuewva pe RFE/Ph.Eur. povoypagia 1216, pe emPeBaiwon eldouvg, putikod pépoug Kat
nopTidac. MNa to Kawdklo opiovtat kKAelowo, amnovaia empavelakic okdévng, opolopopeia H&lac Kol analtHoEeLg
anoadBpwaonG. Ta apBUNTIKA KPLTHPLO avaKTWYTAL and Thv oyxbovoa gapuakomnotia.

Accept raw material against RFE/Ph.Eur. monograph 1216 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 Kayakiwv pe adlagavr devtepoyevr ovuokevaoia 1
KATAAANAO QWTOMPOCTATELTIKO MEPLEKTN. AEV EVTOTI{OTNKE MOGOTIK BOKLUA pWTOOTABEPSTNTAC TNG
ouykekpLpévng noptidag/obvbeong.

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€eidbwon / Air and oxidation

Alatnpolvtal ta doxela KAeLoTd Kat meplopi{eTal o Xpévog avolkTol XeLpLoold TnG okévng. H agpooTteyrc
ovokevaoia anoteAel MPAKTIKG HETPO Slatrpnong: 6ev €xel TekuNPLwOel €61k bpLo oEuydvou f avdykn alwWTov
Yyl autd Ta Kowdkia.

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]
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Nepo kat SuaAvtoTnTa / Water and solubility

Agv npootiBeTal vepd. Enagr vypaaiag/vepol pe tn okdvn prnopel va evepyomnoljosl aAALLVACN KoL Vo JETOREAEL
Ta Belo0ya oLOTATIKA, dpa EEOMALOUAC Kal DAEC TMOPAUEVOLY OTEYVA. Agv €EAYETAL CUUMEPACHA YA TTOPapévovaa
BlodpaotikdTnTa and Thv OoUH.

No water is added. Moisture/water contact can activate alliinase and change sulphur constituents, so keep
equipment/materials dry. Odour alone cannot establish retained bioactivity.

References: [2], [5]

Yypaoia / Humidity

EW8kA ouvBrkn tnNG obvBeong: oxeTk vypacia 45-50% katd tnv MAApwon. MapakoAodOnon ue Babuovounuévo
6pyavo Kat oupBatéTnTa KEADQOLG: N alBovoa MOAD yaunArg vypaaciag 6ev viobete({tal avtopdTwe. H TR RH
dev amodelkvOeL aw ToL MPOIGVTOG.

The formula specifies 45-50% relative humidity during filling. Monitor with a calibrated instrument and check shell
compatibility; a very-low-humidity room is not automatically suitable. RH does not establish product aw.

References: [11], [4]

Osppokpacia / Temperature

®OA0EN K&TW amd 30 °C gbuewva Pe TNV Tinyr. Anogedyovtal mpdabetn O€ppavon, AALOG Kal TOPATETAUEVN
Bepun dAeon. Wuyelo dev mpoPAéneTtal: dvolyua yuxpold doxelov unopel va eloaydyel GUUNOKVWON Kal amnatTel
xwpLothH aEloAdynaon. To éplo 65 °C agopd mapaywyri TNG NPWING DANG Kat 6gv anoteAe( Osppokpaaia EOAAENC
Kayakiwv.

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. The 65 °C
limit concerns raw-material production and is not capsule storage temperature.

References: [11], [2], [5]

pH kat cuppatétTnta / pH and compatibility

Agv op{Cetat pH yla to §npd Kawdkio. pH vdaTkol evalwpiuaTog, epdoov Cntnbel yia EAeyyo, amnattel
KaBopLopévn avaoyia 6pdync/vepol Kot uéBodo- Sev xpnoluomnote{tal wg avtduatn anddelEn otabepdTnTaC
KAWLKAG dpdong.

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]

AAAeG aAAnAemibpaoclg / Other interactions

Anatte(tal EAeyxoc amnd Tou OTOPATOC AVTUTNKTIKWY KoL OVTLOLLOTETAALAKWY Adyw evdexduevng adEnaong
alpgoppayiag. Zuyyxopriynon pe oakovwvaBipn/pttovaBipn avtevdeikvotatl Adyw HELWHEVNG CLUYKEVTPWONG KOL
evdeXOUEVNC amWAELAG LOAOYIKAC amékplong. MPOKELTAL YA QAPHAKOOLVAULKEG/KAWIKEG AAANAeTILOpdoELg, O)L
@uoLkn aovpuBatdédTnTa TOL ENPOL PElYHATOG.

Review oral anticoagulant and antiplatelet treatment because bleeding may increase. Concomitant
saquinavir/ritonavir is contraindicated owing to decreased exposure and possible loss of virological response.
These are clinical interactions, not physical incompatibilities of the dry fill.

References: [3]
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Ewdika otolxeia cvotaTtikwy / Ingredient-specific information

H okévn napdyetat and Allium sativum pe katdAANAN EApavon: n AEMPS avagépel Efpavan éwg 65 °C R
AVOQAlwaoN Kot EAdxLoTo 0,45% aAlalvn enl Enpric 6pdyng. H aAALivn peTtaTtpénetal péow aAAuvAong os aAlaivn:
n ueBodoAoyia npoadloplopol/duvautkold aAloivng Kat n emeEepyaaia TNG OANG Mpémnel va dSnAwvovTtal. EAalo
OKOPOOL N MAAALWEVO EKYXVALOPA HEV LTTOKABLOTOVUY TN OLYKEKPLUEVN OKAVN.

The powder is made from Allium sativum with appropriate drying; AEMPS describes drying not above 65 °C or
freeze-drying and at least 0.45% allicin on dried-drug basis. Alliin is converted to allicin by alliinase; declare
assay/allicin-potential methodology and material processing. Garlic oil or aged extract does not replace this
powder.

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

Mpootacia epyalopévwy / Staff protection

Xelploudc o€ eAeyyduevo onueio pe meploplopd dlaomopdc okévng, yAvTLa, MPOoTATELTIKA evduuacia Kat
npootaoia pativ étav vndpyet kivbuvog ektivagng. H ektiunon okévng kaBop(Tel TomKA amaywyr Kot
KaTAAANAN avamvevoTikh mpootacia. Asv kaBap(leTal Ye memeouévo aépa 1} ENPd okovMLoUA.

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]

ExTipnon kKivdéovovu / Risk assessment

Kplowa: atgoppayia, mpoeyxelpnTiky xprion, aAAepyla Kat aAAnAenibpaon cakovwvaBipng/pttovaBipng. H HMPC
ovoTAvel anoeuyr 7 NUEPEG mPLv Xelpovpyelo, pun xprion KATw Twv 18 £Twv yia autr TNV €vdelgn Kat un xprion
oTNY £YKLHOOLVYN/ONAACNS AdYWw aVEMOPKWY dedouévwy. MBavd KoALaKA EVOXAAUATA, HETEWPLOUOG, OOU KOl
OAAEPYLKEC EKBNAWOELG £wG Bpoyxdonaouo. Epyaotnplakd: okdvn pe €vtovn oour, evdexduevn evatobntomnoinon
Kat emudéAvvon GAAWY PoidvTwy.

Critical issues are bleeding, perioperative use, allergy and saquinavir/ritonavir interaction. HMPC advises
avoidance 7 days before surgery, no use under 18 for this indication, and no use in pregnancy/lactation due to
inadequate data. Possible effects include abdominal symptoms, flatulence, odour and allergy including
bronchospasm. Laboratory issues are strongly odorous powder, potential sensitisation and contamination of other
products.

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

ZuvOnkec mapaockevng / Compounding conditions

EAeyxog KabBapldétnTtag, mAjpoug Efpavang, TauTdTNTAC Kol ARENG TWY LAWY Kal EYKEKPLUEVOU LTTOAOYLOWOD. Mo
N povddec BewpnTikr noodtnta 6pdync=500xN/1000 g. Kataypd@ovTtal MPayUaTIKEC AMWAELEG Kook{viang: 6ev
epapuéletal avbaipeTn vMePMARPWON dpacTIKOD.

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]
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Tekpunpiwon BUD / BUD rationale

H nnyr amnodidel 3 prjveg étav nAnpodvTaL oL CUVOAKEC PUAAENG. Ma TO INTPWO EMAEYETAL CLVTNPNTLKS AVWTATO
6pLo 89 nNUEPWY, XwPI(c LMépBaon TwY 3 NUEPOAOYLAKWY KNVWY | TNG cuvToudTEPNG AENC omoloudrnoTe
oLOTATLKOD, KATw amnd 30 °C, npootatevpévo amnd pwc/vypacia. Mpdkettat yia meplodo enionung ouvTayng Kat
OxL epyaoTtnplakd empBeRatwpnévn oTaBePOTNTA TWY BIKWY Hag Kayakiwv. Aev BpéOnke pHeAéTN ue (Bla dpdyn,
KokKopeTpla, KEALQOC Kal teplékTn. H emAoyr 6ev otnpifetal og vmotBépevo aw<0,60 o0Te o€ auTOHUATN
€pappoyr Tou yevikol oplov 180 nuepwv. MNa enéktaon rj dlagopeTikr ovokevaoia anatte{tal Tekunpiwon
delkTn/XpwHaTOYPAPLKOL MPOPIA, amoadBpwaong, vypaciag Kal PLkpoBLloAoytkrc motdétntag. Ekdotikr obpBaon:
Ta unviaia épla TNG MNYAC MOPAUEVOLY NUEPOAOYLOKA: TO aPLOUNTLKO OpLo HETATPOMAC e(val 28 NUEPEG YLA Evav
pAva 1§ 89 yla TPELG: TuXOY XwpPLoTd emAeyuévo Bpax0TePo dpLo eEakoAouBe( va umeployDeL. MpdKeLTal yla
ouvTNENTIKA HeTaTpormh, Oxt avToAeEe( dpLo TNG MNYG.

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]

MpoanaiTobpeva / Prerequisites

Epapudlovtal Ta Tomkd eykekpiuéva SOP gOylong, kookiviong, mMARPwWonG Kawakiwv, KaBapLlopol, eEAEYYXWY Kot
emofpavong. Kavéva étoluo €k60xo Tou LdPXOoVTOC UNTPWOL 6ev eMBAAAETAL and avuTr Tn cbvBean. Mpoobrikn
OPALWTIKOD KATAYPAPETAL WC XWPELOTH MaPaAAayr UE MARPN MOogdTNTA KAl EAEY)XO.

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]

EEomAlonog / Equipment

BaBuovounuévog Cuydédc KatdAAnAoG yla tnv naptida, kdokwo 355 um, nAfpwg oteyvd tydlo/avauiktripac,
OYKOUETPLKAOG KOALWOPOC yia @atvoéuevo dyKo, OTIATOLAX Kal KaWoLALépa. Ta otolyela Tou KEADPOUG Kal N
mpayHaTky eatvdéuevn nukvéTnTa KabBopifouvv TN YwPENTIKETNTA.

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: [1], [4]

M£0o60¢ mapaokevng / Compounding method

1. EnaAnBedote TavtdTNTA KoL moadtnTa TNG ENPAc 6pdync. 2. ALooNdoTE CUOCWHATWHATA, KOOKW{oTE and 355
MM Kot KataypdyTte TNV avdkTnon. 3. MeTpAoTe TOV avouevo YKo Kot eEAEYETE TL N 66on xwpd aTo
npotewdpevo No 00. 4. OpoyevomolioTE, MANPWOTE WOTE KABe povdda va meptéxel 500 mg dpdyng kat kAe{oTe. 5.
ATOHaKPOVETE TNV EEWTEPLKI OKAVN, MPAYUATOTIOHOTE EAEYXOUG KOl CUOKEVLAOTE. Edv amattnBsl dAAo péyebog A
€KOOY0, 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
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excipient is needed, document the change before execution.

References: [1], [4]

Napatnpnoclg / Observations

H dpaoTikh mpwtn VAN elvat oAGkANPN QUTLKY OKOVN CLYKEKPLUEVOL HEPOLG. Aev vokaBioTaTal and Enpd
EKYXOALOUQ, alB€PLo EAaLO 1] «Lgodlvaun» KN mpoadloplopévn euTIKA OAN. H pdla tng yepdTng K&wovAac
MEPLAAPBAVEL KOl TO KEALQPOG- Yla opolopop@ia vrtoAoy(leTal xwpeLoTtd N kKabapri MAApwWaon.

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]

MepLékTnNG KalL ovokevagia / Container and packaging

H enlonun obvBean emitpénel blister | KaAd KAeLOTS QLAA{BLO. EMAEYETAL QAPUAKEVTIKOG TEPLEKTNG ME
TEKUNPLWHEVO Ppayud vypaciac Kal pwTonpootaacia: n Ny 6&v 0p{Cel CLUYKEKPLUEVO TTOAVUEPEG. AQUYPAVTLKO
xpnotpomnote(tat pévo av eivat cupBaTd e TO KEALPOC, BLAXWPLOUEVO ATO TA KOWAKLA KoL UE KATAAANAN
EMLoAPavon.

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: [11], [4], [5]

MowoTikO6G éAeyxoG / Quality control

EAEYETE TNV aLBEVTIKOTNTA TNG HpdyNC KoL TO MOTOMOWNTIKO avAAvong PeE KATAAANAN emBeBaiwan
TavTéTNTAG/6E(KTN. MO TO TEAKS MPOoidv: dywn, KAelgLo, aptBudg povadwy, kabapr MARPwWaAn Kat opoLlopopeia
MACac oOuewva e LoxVovoa RFE 2.9.5. MNa maptideg n mnyr npoBAénel anoadbpwaon Kat PLkpoBLoAoyLlkd EAeyyo.
Mo vloBétnon tng dldpkelac POAAENG eEsTdlovTal eniong XpWHATOYPAPLKS TIPOP{A/EelkTNC KAl HETARBOAR
vypaoiag. Aev €xouv mpayuatonolndel ot SokléC otnv mapodoa BLBALOYpa@IKH epyaaia.

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]

®0Aagn / Storage

Kétw and 30 °C, npootatevévo amnd pwg Kat bypaaia, HE TOV MEPLEKTN AUETWG KAELOTO PETE KEOE Xprion.
Anopplyte 1} dlepevLvoTe KAWAKLA IOV KOAAODY, €x0LY HOAAKS/payLouévo KEALQOG 1 eugavr vypaaoia: N oouA TNG
OLYKEKPLUEVNC BpdyNng agloAoyeltal évavTL eykekpLpuévou delypaTog.

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]
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A1aOeon / Dispensing

Mpw 8LdBeon eAéyxovTal TPOYPAUMATIONEVN EMEUBATN/060VTIOTPIKA MPAEEN, alpoppayLkr podldbean,
QVTLUINKTIKE, aQVTLALUOTETAALAKA KAl avTLpeTPOIKH aywyr. Katamnivetal pe vepd- N Awn poll ue tpoer urnopel va
MELWOEL TNV évTovn ooun. Agv avaypdeeTal T elvat ac@aAéG otnv KONon 1 6Tl €xeL anodedetypévn
Kapdlayyelakn npootaoia.

Mpw and d1a6eon emBePatwvetal €Ok 0dnyla mov emAVEL TNV avTioToiyion povadag 500 mg Pe TNV avwTEPW
nueEprola moagdtTnTa Kot ouxvéTnTa. H oTabepr) oOvBeon 6ev aAAdleL yia va npocapuooTtel olwnnpd e &AAn 6éan.

Before supply, review planned surgery/dental procedures, bleeding predisposition, anticoagulants, antiplatelets
and antiretrovirals. Swallow with water; taking with food may lessen odour. Do not label as safe in pregnancy or
as providing proven cardiovascular protection.

Before supply, confirm a specific instruction reconciling the 500 mg unit with the stated daily amount and
frequency. Do not silently change the fixed formula to fit another dose.

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

EmioApavon / Labelling

2kévn BoABoL oképdov 500 mg/kaywdkLo. And Tov oTéuaTog Xprion. Adon Kat SLEpKELX: COPPWYA PE TNV
egaToptkevpévn 0dnyla Tov unevBuvvou enayyeAuatia. MNaptida: . Mapaokevr: . Xprion éwg: . Kdtw and
30 °C: npootacia and pwc/vypaaoia. Na puAdooetatl pakpld amd nadid. AnAwvovtal N MAjpnG ocbvBean KEADPOULC
Kol TuxOv mpdobeta £kdoxa. EvnuepwaoTe M and enéuBacn f av AAPBAVETE AVTUINKTIKE/QVTIOLLOTETAALAKA.
Mnv xpnotluomnolei{te e cakovwaBipn/pttovaBipn.

Garlic bulb powder 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. Inform the professional before surgery or if taking
anticoagulants/antiplatelets. Do not use with saquinavir/ritonavir.

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

v9_controls / v9_controls

To apBunTiké 6plo oto apyeio elvat pévo 6pLo BLBALOYPAPLKAC avapopdc UTd TIC £LBLKEC TPODTOBETELC. Agv €YEL
optotel BUD mpayuaTikAg mopTidag kal 6ev éyxouv napaydel petprioelc aw. H akplBrigc obvBean, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN Kol Ta aTolxela eAéyyou TPEMEL val EYKPLOODVY Yyl TN CUYKEKPLUEVN
epappoyn. H évap&n tou vmoAoylopol BUD sival n évapEn tng napaokevic. Epapudletal To CLVTOUOTEPO
TEKUNPLWHEVO OpLo, HE XWPLOTO EAEYXO0 BldpKelaC HETA TO dvolyua. Ta dplta USP glval texvikd mAaiolo kot dev
napovotdfovtal wG eAANVIKH vopobeaia.

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 EMOTNHOVLIKY 00OVOEON 0T EAANVIKA/QYYALKA HE ava@opd aTnv AEMPS Kot CUUMANPWHATIKEA TeKunplwon. Agv anoteAel enionun
peTd@paan, dbeta KukAogopiag 1 €yKplon Touv €k8OTN. ZTAGWOG Xp.ZIKAAL&G - 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 mapanopnég / Sources and references

[1] AEMPS Formulario Nacional - FN/2003/POF/012 POLVO DE AJO, 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 _012.pdf
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[2] AEMPS Formulario Nacional - FN/2003/PAF/001 AJO, POLVO 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_001.pdf
[3] EMA/HMPC - European Union/Community herbal monograph on Allium sativum L., bulbus

18 July 2017; EMA/HMPC/7685/2013, final adopted text; subsequent draft is not substituted | 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-allium-sativum-I-bulbus_en.pdf
[4]1 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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