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PevOTO eKXYOALOMA aVOLOMEVWY KOPLPWY KpaTaiyou 1:1
(katd paca)

Hawthorn fluid extract

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: 1000 g mnpwv amnd tnv 48 wpn nopapovh/TeAkr dtidnon: kataypdeetatl n avaktnde{oa udla /1000 g
before 48 h settling/final filtration; record recovered mass

ZvoTaTtiko / Ingredient MoocoétnTa / Quantity

AVBLOUEVEG KOPLPEG KpaTalyou 1000 g
Hawthorn flowering tops

ALBaVOAN 45% V/V WG eKXLALOTIKOG BLOADTNG g.s. as required
Ethanol 45% v/v extraction solvent

Meplypa@n okevaopatog / Preparation description

EpuBpokdoTtavo vbypd. Me 1 1§ 4 dykoug vepol BoAWvVEL: Pe 9 dykoug axnuatifeTal avolkTokdaoTavo (nua.
Mpdkettat yia ekxOALON QLTIKAG dpdyng, dxL yia StdAvon kabapri¢ SpacTIKAC ovalag.

Red-brown liquid;1 or 4 volumes of water cause turbidity and 9 volumes form a pale-brown precipitate. This is an
extracted herbal preparation, not a solution of a purified active.

References: [1]

Apdaon kaL xpRon / Action and use

H avaAoyia 1:1 Kat 0 eKXLVALOTIKOG BLaAdTNG atBavoin 45% V/V avtiotolyolv otnv katnyopio pevotold
eKXVAlopaTOG TNG LLOBeTNUEVNG Hovoypapiag HMPC. H oxeTikr napadootakr €vdelEn apopd mapodlkd vevpoyevr
Kapdlakd evoxAfpata evnAlkwy, a@ol Latpdg anokAsloel coBapr nddnon. Aev peTa@épeTal N XwPELoTr €vOeLEn
Ayxoug/0mvoL dAAWY MaPaoKeLWVY. Agv amnoTeAel Bepamnela KapSlakic avendpkelag i 0E€o¢ BwpakikoL mévou.

The 1:1 ratio and 45% v/v extraction solvent match the adopted HMPC fluid-extract category. Its traditional
indication concerns temporary nervous cardiac complaints in adults after a doctor excludes serious disease. The
separate stress/sleep indication for other preparations is not transferred. This is not treatment for heart failure or
acute chest pain.

References: [1], [6]
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Mpobiaypagéc / Specifications

TeAkr] atBavdéAn 33-38% V/V- Enpd vnidAslupa 14-20%. Avtd elval kpttripla Touv TeALKoL mpoidvtog, OxL n
OVOUOAOTLKA MEPLEKTIKOTNTA TOL EKXVALOTIKOU SLAADTN. AnatTelTal N XpwHaToypa@Lkr Tavtonolnon tng €WBLKAG
povoypaelog.

Final ethanol 33-38% v/v; dry residue 14-20%. These apply to the finished extract, not the nominal
extracting-solvent strength. The monograph-specific chromatographic identity is required.

References: [1]

®wg / Light

H ninynA anottel npootacia and to pwc. EMAEYETAL QWTOMPOOTATELTIKA YUAALVN QLEAAN: Slatripnon og dlapavég
boyelo katd tnv epyaoia dev anoteAel Tekunplwon pwtootabepdTnTag. Asv HlveTal dplo emLTPeNTHC £€KBEONG.

The source requires light protection. Select light-protective glass; brief processing in clear equipment is not
evidence of photostability. No permissible exposure duration is established.

References: [1]

Aépac kalL oEeidbwon / Air and oxidation

KAelvete apéows tn eLaANn petd tn petagopd. H eE&Tuion HeETABEAAEL TOV BLAADTN KL TNV TEPLEKTIKOTNTA"
EAEYXETE OTEYOVOTNTA KAl AMWAELA HATaG KATd TNV a§LoAdynon Tou MEPLEKTN. AEV TEKUNPLWVETAL AvAyKn
awTov olTe emTpéneTal avbaipetn MPoodriKN AVTLOEELOWTIKOD.

Close promptly after transfer. Evaporation changes solvent composition and concentration; assess closure
integrity and mass loss when qualifying the container. Neither nitrogen blanketing nor an added antioxidant is
specified.

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

Nepo kat SuaAvtotnTa / Water and solubility

EpuBpokdoTtavo vypd. Me 1 | 4 dykoug vepol BoAWVEL e 9 dykoug oxnuatiCetal avolktokdotavo (Cnua.
JUVENWC, apaiwon he vepd f vdaTikA BAon dnuovpyel dLaPopeTIKG MapaoKeDATHUA TIOL XPELATETAL VEO EAEYXO
dlaonopdg, 6000A0yLKAG opoLoYEVELOG Kot BUD. Agv mpoatiBeTat vepd yia dL6pBwon anwAellv xwpiG enavéAeyxo
OAKOOALKOU T{TAOUL.

Red-brown liquid;1 or 4 volumes of water cause turbidity and 9 volumes form a pale-brown precipitate. Dilution
with water or an aqueous vehicle therefore creates a different preparation requiring reassessment of dispersion,
dose uniformity and BUD. Do not correct evaporation losses by adding water without reassessing alcohol strength.

References: [1], [2]

Yypaoia / Humidity

H oxetikn vypaoia 6gv anoteAel mpodlaypa@r Tov TEALKOD LYPOL aTnV TNYH. MNa TN EUTKA TEWTN VAN eAEyXETAL
n npoBAenopEVN LY paoia/anwAsla Epavong Tng avtiotolxng Hovoypaeiag Kot amopPpimTETAL VALKS UE pHoUYAQ
avenapkr tavtonoinon. H vypacia 6ev xpnotgonole{tal w¢ LMOKATACTATO TOL aw.

The source gives no relative-humidity limit for the finished liquid. For the herbal starting material, apply its
specific moisture/loss-on-drying specification and reject mouldy or unidentified material. Moisture content does
not substitute for water activity.

References: [11], [3], [5]
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Osppokpacia / Temperature

H ouundkvwon ylvetat umd eAattwuévn nieon Kat g xapnAn Bepuokpacia, xwpic aptBuNTkd dpLo aTNY MNYH.
AkoAovBe( 48 wpn napapovr oe dpocepd xWPO TPLY amnd dLABNan. Aev EELOWVETAL TO «6p00epd» [E TEKUNPLWUEVN
Hakpoxpévia otabepdTnTa oToug 2-8 °C. Anatte{tal éAeyxog yia ({Cnua rj Slaxwplond otnv eMAEYHEVN
Beppokpaoia.

Extraction uses the specified solvent; concentration is under reduced pressure at low temperature, with no

numerical limit stated. A 48-hour cool settling period precedes filtration. A cool processing step is not evidence of
long-term stability at 2-8 °C. Check precipitation or phase change at the selected temperature.

References: [11], [2]

pH kai oupBatotnta / pH and compatibility

Agv op{CeTat aplBunTikd pH. Av 10 £pyaoThplo To apakoAovBel, xpnotuonolel KatdAANAN néBodo yla
LOPOAAKOOALKS PUTIKS UlyHa Kal EYKEKPLUEVN E0WTEPLKA TipodLlaypa@r. Aev HeTOBEAAEL To pH pe 0E0/BAon yia va
dlopbwoet ({Tnua: avtd aAAAGleL TN oOVOEDN Kal TNV EKXOALON TWY CLGTATIKWY.

No numerical pH is specified. If monitored, use a method suitable for a hydroalcoholic herbal mixture and an
approved internal specification. Do not adjust with acid/base to remove precipitation: this changes composition
and extracted-constituent behaviour.

References: [1], [5]

AAAec aAAnAemidpaocelg / Other interactions

AmoelyeTal AVALEN HE PN EAEYPEVEG BAOELG ] AAAEC QUTLKEG EKYXVA(OELG. To amoTOMWHA TNG XpwHaToypaelac, o
OAKOOALKSC T{TAOC KoL To ENpd LMOAELUUA EAEYXOVTAL OTO OLYKEKPLHEVO TIpoldv. H iy TnTd amoeuyr MAQCTIKWY
TMEPLEKTWVY: DEV TEKUNPLWVETAL ALBA{PETN AVTIKATACTAON UE OTAYOVOUETPLKO MAATTLKOS.

Avoid mixing with unqualified vehicles or other extracts. Assess fingerprint, alcohol strength and dry residue in
this actual product. The source advises avoiding plastic containers; a plastic dropper bottle is not an established
interchangeable option.

References: [1], [5]

Eldika otolxeia cvotaTtikwy / Ingredient-specific information

AvBlopévec Kopugég kpaTalyou: 1000 g apxlkAc 6pdyng yla 1000 g TeAkol mpoiévtoc. AlBavoin 45% V/V:
EKYVALOTIKOG BLaADTNC o€ enapkr moodTnTa, OxL 0TaOepr MPOooTBEéUEYN HAla. To eEQVTANUEVO QUTLKO LTTOAELUUA
amopokpUveTaL: 6ev aBpolfeTal WG oLOTATIKG TNG TEAKAG H&lag. TavTédTnTa £(60LC/PLTIKOD UEPOLC KaL
noldTNTa napTidag mpénel va e{val TEKUNPLWUEVEG.

Starting hawthorn flowering tops: 1000 g for 1000 g finished product. Ethanol 45% v/v is an extraction solvent
used as required, not a fixed additive mass. Exhausted plant residue is removed and is not included in the final
mass. Document species, plant part and lot quality.

References: [1], [5]

Mpootacia epyalopévwy / Staff protection

Xpnotuomotobvtal YuaAld, epyaotnplaky evbupacio kot yavtia KatdAANAQ yia Tov StaAdTn. MeplopiCovtal
Kovtomnolnan QLTIKAG 6pdyNG Kol aVoLKTEC PETAPOPEC. H BLldTaEn ekxOALONC/CLUMOKVWONG Kal 0 eEaePLOUSS
agLoAoyolvTal yla atolG atBavdoAnG Kot mNyEG avaQAEENG.

Use goggles, laboratory clothing and solvent-compatible gloves. Limit plant-dust generation and open transfers.
Evaluate extraction/concentration equipment and ventilation for ethanol vapour and ignition sources.

References: [2], [4]
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ExTtipnon kivdovov / Risk assessment

Kplowa onuela: AdBoc puTiké €(doc f pépog: alyxvon 45% ekXLALOTIKOD BLaADTN pE 33-38% TeALKAC atBavdAng:
AoavBaagpévn avaAoyia 1:1- anwAeleg StaAdTN: (Cnua Katd apaiwon: petagopd 6ogoAoyiac and un Looddvauo
ekYOALOMa. Kataypdyte Tavtonolinan, TeAkr pdla, anédoon, T{TA0 Kal XPWHATOYPAPLKS AMOTOMWHUA TIPLY amnd
anodéopevon. H apBuntik BabuoAdynon kwdblvou avAKeL aTtnv TOmKA agloAdynaon. Ztnv vobstnuévn HMPC
povoypaeia n vnepevatodnaia anoteAel avtévdelEn- n xprion o€ KONon/6NAacud 6ev cuVIOTATOL AGYW AVETIAPKWY
dedopévwy. H amovoia avagepdpevwy aAANAETEPATEWY deV AMOdEIKVIEL AOPAAELA GUVOLACUWVY [E KOPOLOAOYLKH

ayWYH.

Critical failure modes: wrong species/part; confusing 45% extracting solvent with 33-38% final ethanol; incorrect
1:1 ratio; solvent loss; precipitation after dilution; and importing doses from a non-equivalent extract. Record
identity, final mass, yield, alcohol assay and fingerprint before release. Numerical risk scoring belongs to the local
assessment. In the adopted HMPC monograph, hypersensitivity is a contraindication and pregnancy/lactation use
is not recommended because data are insufficient. Absence of reported interactions does not prove safety with
cardiac medicines.

References: [1], [2], [5], [6]

ZuvOnkec nmapaokevng / Compounding conditions

Ma ovvteAeoth kKAWdkwong k = (emBopuntr péda npv and nmopapovr/dtinon)/1000 g, n euTik dpdyn elvat
1000xk g. H mpwtn ouAAoyn elvat 800xk g kat n paga npwv and tn 48 wpn napapovry kat tn didnon 1000xk g-
Kataypdyte TNV avaktnOeioa pdla. MpopAénetal emmnAéov dLAADTNG yla TV eKXOALON: v unoAoy(eTal wg amAn
agaipeon and tn pdla tng 6pdyng. Kataypdyte maptideg, uéB0dO KOMAC/GAEONC KAl MPAYUATIKY anddoon.

For scale factor k = (desired mass before settling/filtration)/1000 g, charge 1000xk g of herb. Reserve 800xk g of
first percolate and adjust to 1000xk g before 48-hour settling and filtration; record recovered mass. Additional
solvent is required for extraction; its amount is not calculated by subtracting the herb mass from final yield.
Record lots, comminution method and actual recovery.

References: [11], [2]

Tekpnpiwon BUD / BUD rationale

H bk yoAAKA povoypagio 6gv dlvel xpdvo xpriong kat dev evTomioTNKE HEAETN OV VA KAAUTITEL TNV aKPLBA
o0vBean, MEPLEKTN Kal PLKPORBLOAOYLKH KaTAAANASTNTA. H TEAKH atBavOoAn 33-38% V/V dev anoteAel pétpnon aw
o0Te and pévn TNG SoKIUA aMoTEAEOUATIKOTNTAG duVTHPNONG. QG cUVTNENTIKH a§LOAdYNON aVTIHETWNICETAL WG
L6aTIKS POV AYVWOTOL aw. To YEVIKG 6pLlo 35 NUEPWY YL TEKUNPLWHEVA oUVTNPNHEVEC LOATIKEG HOpYEC ) 14
NUEPWVY 0TOUG 2-8 °C ylot UN CLUVTNPNUEVEC MOPQPEC EQaPUOleTaL HOVOV EQOCOV TEKUNPLWOE( N avtioTolyn
Katnyopla Kat N uolkr cupBatdTNTA. Acv amodibetal €6W emnyelpnolakéd aplBunTtiké BUD. Anatteltatl
KOTOYEYPAUHUEVN andpaon yla TN OUYKEKPLUEVN EKYXVALON/TEPLEKTN, HE OPLo TNV evwpliTtePn OXETKA AREN.

The French monograph gives no use period, and no study was identified covering this exact formula, container
and microbiological suitability. Final ethanol 33-38% v/v is neither a measured aw nor, alone, a
preservative-efficacy test. Conservatively assess it as an aqueous product with unknown aw. The 35-day default
for justified preserved aqueous products, or 14 days at 2-8 °C for unpreserved products, applies only after the
corresponding category and physical compatibility are supported. No operational numerical BUD is assigned here.
A recorded decision for this extraction/container is required, limited by the earliest relevant expiry.

References: [11], [3], [5]

MpoanaiToVpeva / Prerequisites

Aev amnatte(tal GAAN TeAk B&on Tov UNTPWOUL. ANALTE(TAL PAPUAKOTIOWAKH QUTLKH dpdyn, aAltOavOoAn KATAAANANG
modTNTAG KoL EAEYXOMEVN TIAPACKELH TOL SLAADTN 45% V/V. Acdopéva dLapopeTIkoL €(doug, eUTLKOD PEPOLG A
EUMOPLKOD EKYXVAIOHOTOG HEV HETAPEPOVTAL QUTOUATA.

No separately registered finished base is required. Pharmacopoeial herbal material, suitable-quality ethanol and a
controlled preparation of the 45% v/v solvent are required. Data for another species, plant part or commercial
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extract do not transfer automatically.

References: [1], [5]

E€omAlonog / Equipment

Zuyo6¢, KatdAANAoG KomthApac/HOAOG, EKXLVALOTAPAC ouvexolg ekTémong (percolator), KAelotd doxela UAANOYNAG,
@IATPO KOl YOAALVEG PLEAEC. EuMAéoY, eEaTuLloTAPAC LIO KEVS e May(da SlaAdTN Kal eAsyxOuevn Bépuavan. MNna
€Aeyxo: BLldtagn ypwuatoypagiag AentAC oTLREdaC, mpoadloploudc atbavoAng kat Enpol LTOAE(UUATOC.

Balance, suitable cutter/mill, percolator, closed collection vessels, filter and glass bottles. Also a vacuum
concentrator with solvent trap and controlled heating. For QC: TLC capability, ethanol assay and dry-residue
determination.

References: [11], [2]

M£0060¢ mapaokevng / Compounding method

1. Tavtonowjote kat Tepay{ote 1000 g TnG mpoPAenduevng 5pdyng.

2. EKYVAloTE pE aBavOoAn 45% V/V Kal KpaTAOTE XWPLOTA Ta mpwTta 800 g ekXLAloUATOGC.

3. ZuveyioTe péxptl EEAVTANGCN. ZUUMUKVWOTE TO LIOAOLTO LTIO eAaTTWHEVN Ti{eon, o€ YauUNAR Bepuokpacia, £wg
MOAOKG eKYOALOUA.

4. AlaADOTE TO HOAQKSO EKYXOALOUO GTNY TIPWTN GUAAOYH: GUUNMANPWGOTE oTta 1000 g pe Tov (6L0 EKYLALOTLKO
SlaAoTn.

5. AprioTe 48 wpeG o€ 6poaepd XWPo, dnBrioTe, eAEyETE KaL ouokeLAoTe. O aAPLOPNTIKAG OPLOPAC
«XopNAR/6pooepr] Bepuokpaaia» Kat To KpLTApLo eEAvTAnoNnG KabopilovTtal 0TV EMKLPWEVN TomLkr dladikaoia.

1. Identify and comminute 1000 g of the specified herb.

2. Percolate with 45% v/v ethanol; reserve the first 800 g of percolate.

3. Continue to exhaustion. Concentrate the remainder under reduced pressure at low temperature to a soft
extract.

4. Dissolve this in the reserved fraction; make up to 1000 g with the same extraction solvent.

5. Stand 48 hours in cool conditions, filter, test and package. Numerical low/cool temperatures and the exhaustion
endpoint belong in the qualified local process.

References: [11], [2]

MNapatnpnioelg / Observations

H avaAoyla 1:1 e{val pdga apxikig dpdyng npog pdla TeAKOD eKXLAIOUOTOG: BEV BNAWVEL MEPLEKTLKOTNTA
KaBaprc 6paoTikAc. To ekxOALopa ipénel va mAnpol Tavtédyxpova ENpd LTIOAELUUA, TEALKH alBavOoAn Kat
Tavtonolnon. Aev apkel va mPokOYeL N owaoth TeAKA pala. H pvBuilon ota 1000 g nmponyeitat Tng 48 wpeng
TPAPOVAC Kal TNG 6ibnong. KataypdeeTal N npayua Ttk 6tnénuévn andédoon- n mnyr 6gv opi(leL avtduatn
OLUMAAPWON PETA TN 6uUibnon.

The 1:1 ratio relates starting herb mass to finished extract mass; it is not purified-active strength. Dry residue,
final ethanol and identity must all conform. Correct final mass alone is insufficient. Adjustment to 1000 g precedes
48-hour settling and filtration. Record actual filtered recovery; the source does not direct automatic post-filtration

topping-up.

References: [1], [5]

MepLékTnG KalL cvokevaoia / Container and packaging

FuaAwn @LAAN he oteyavd, ocuUBaTd MWHA KL pwToNpooTacia. Ano@elyovTal MAACTIKO{ MEPLEKTEC OMWG
avaeépel N mnyn. Kataypdyte TOMO YuaALO/MWUATOC Kal eAEyETe Blappor, anwAsLla Hdlac Kot 0paTr HETARBOAN
Tpw amnd viobétnon dLdpkeLag.

Use light-protective glass with a tight, compatible closure. Avoid plastic containers as directed by the source.
Record bottle/closure type and assess leakage, mass loss and visible change before adopting a storage period.
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References: [11], [2]

MowoTikO6G éAeyxoG / Quality control

Xpwpatoypaeia AentAg oTIR&dag pe delkTeG XAWPOYEVIKS 08D, uiepoaidn Kat pouTtivn Kot EAEYXO TOL CUVOALKOD
TIPOBAEMOUEVOL AMOTUTIWHATOC. 2€ 2,00 g delypatog npoodlopiCetal ENpd vméAelupa 14-20% petd eEdTLON KoL 3
Wpec ERpavon otoug 100-105 °C. Mpoodlop(Cetal TeALK atBavoAn 33-38% V/V. Anatte(tal enlong éAeyxog
MEBAVOANC Kat 2-mpomavOoAng. H pikpoBLloAoyikr mpodlaypagri/Tavtonoinon 6pdync akoAovBel To epapuOOTED
YeVLIKS mAaiolo- 6ev emvos(tal apBunTikd dpLo mov Aslmel and TNV €8Ik TNYH.

TLC with chlorogenic acid, hyperoside and rutin references and assessment of the complete specified fingerprint.
Determine dry residue 14-20% on 2.00 g after evaporation and 3 hours drying at 100-105 °C. Assay final ethanol
33-38% v/v. Methanol and 2-propanol testing is also specified. Apply the relevant general microbiological/herbal
identity framework; no numerical limit absent from the specific source is invented.

References: [1], [5]

®0Aagn / Storage

KaAd KAELOPEVO, TPOOTATELHEVO amd WG, o€ YUOAl. H mnyr 6ev kaBopllel aplOunTikh Beppokpacia rj dldpkela
@UAaENC. H Bepuokpaaia mov Ba eykpBel padl pe To BUD KaTtaypd@eTal 0TNY €TIKETA PETA aEloAdynon WHUATog
Kot datipnong aAKOOALKOU T{TAoL- Bev emBAAAETAL AveEEAEYKTN YOEN.

Store well closed, light protected, in glass. The source gives no numerical storage temperature or duration.
Record the temperature approved with the BUD on the label after assessing precipitation and alcohol retention;
refrigeration is not imposed without qualification.

References: [11], [3]

A1aOeon / Dispensing

AldBeon Hévo HeTd KAWLKEA agloAdynaon evnAIKoL Kal avTloTolxlon He TN OLYKEKPLUEVN KaTnyopla eKYLAIOHATOC.
Eni{poveg evoyxAroelg népav 2 eBdouddwy, oldnua KATW dkpwv, doomvola A Mévog 0To 0THBOG ATMALTOVY LATPLKA
eKT{UNON: 0 0€0¢ Mévog 6ev avTIeETWTICETAL UE TO MO PACKEDAOUA. Agv HeTATPENETAL N ogoAoyla o oTAYOVEC
xwpic Babuovéunan.

Supply only after adult clinical assessment and matching to this extract category. Symptoms persisting beyond 2
weeks, lower-limb oedema, breathlessness or chest pain require medical assessment; acute pain must not be
managed with this preparation. Do not convert a dose to drops without calibration.

References: [1], [6]

EmioApavon / Labelling

Pevotd ekxOALOHa avBLOPEVWY KOPLPWY KpaTalyou 1:1 (katd puala)

TeAkA atBavoAn: mpayUaTikA T % V/V (mpodlaypaer] 33-38%).

Ma yprion pévo énwg oplotnke amnd tov umedBuvo eapuakonold. dwronpootacia: oTeyavd MWUA.
066¢/660on___ MNaptida__ MoodtnTta_

MNapaokevdotnke_ XpAon éwg_ Eykekptpévn Bepuokpaoia

Meptéxel atBavoAn. Makpld amnd natdid Kot mNyEg avAeAEENG.

Hawthorn fluid extract

Final ethanol: actual___ % v/v (specification 33-38%).

Use only as specified by the responsible pharmacist. Protect from light; close tightly.
Route/dose__ Lot Quantity____

Prepared__ Use by Approved temperature____

Contains ethanol. Keep from children and ignition sources.

References: [11], [2], [4], [6]
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v9_controls / v9_controls

To apBunTiké 6plo oto apyelo elval pévo 6pLo BLBALOYPAPLKAC avapopdc UTd TIC £LBLKEC TPODTOBETELC. Agv €YEL
opltotel BUD mpayuaTikAc mopTidag Kat 6ev éyxouv napaydel petprioelc aw. H akplBrigc obvBeaon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N GUAAEN Kol Ta aTolxela eAéyyou PEMEL val YKPLOODVY YLl TN CUYKEKPLUEVN
epapuoyn. H évap&n touv vrmoAoylopol BUD eival n évapEn tng napaokevig. Epapudletal To GUVTOUGTEPO
TEKUNPLWHEVO 6PLo, PE XWPLOTO €AeyY0 BLdpKeELaG HETA TO dvolypa. Ta dpla USP elval texviké mAaiolo kat dev
napovotdfovtal 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.

AVEEAPTNTN EMOTNMOVLKY 00VOEDN 0T EAANVLIKA KOt ayYALKG- bev amnoteAel enlonun petdopaon f €ykplon Tov ANSM.

Independent Greek/English scientific compilation; not an official ANSM translation or endorsement.

MNnyéc kaiL mapanmopunég / Sources and references

[1] ANSM - Extrait d'aubepine (fluide) (1989) (14/02/2012)

1989 | p 1 opening recipe; p 1 opening procedure; pp 1-2 Characters/ldentification/Test; 2 Conservation | Exact master formula, preparation,
specifications and stated storage | 2026-10-14

https://ansm.sante.fr/uploads/2020/10/22/extrait-daubepine-fluide.pdf
[2] PIC/S - Guide to Good Practices for the Preparation of Medicinal Products in Healthcare Establishments

PE 010-4, 2014 | Chapters 3-6; Annex 2 | Process records, facilities, contamination control and release; not a product stability study |
2026-10-13

https://picscheme.org/docview/3443
[3] USP expert presentation - Nonsterile Compounding: Beyond-use dates

14 September 2023 | PDFpp 10-11, slides 19-22 | Public official expert explanation of USP 795 default categories; no exact-product
experimental evidence | 2026-10-13

https://nabp.pharmacy/wp-content/uploads/2023/09/USP-Compounding-Webinar-Handout-September-14-2023.pdf
[4] INRS - Ethanol, fiche toxicologique 48

November 2019 | pp 1-3 and recommendationspp 7-9 | Ethanol identity, volatility, flammability and handling; pure-substance properties are
not finished-product measurements | 2026-10-13

https://www.inrs.fr/dam/ficheTox/FicheFicheTox/FICHETOX_48-1.pdf
[5] EMA - Guideline on quality of herbal medicinal products/traditional herbal medicinal products

EMA/HMPC/CHMP/CVMP/201116/2005 Rev 3;18 January 2022 | Herbal-substance/preparation control, specifications and stability sections |
Botanical identity, fingerprints, extraction specifications and stability principles | 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] EMA/HMPC - Crataegus spp., folium cum flore

EMA/HMPC/159075/2014; adopted 2016 | §2 preparations;§4.1-4.9 | Exact herbal-preparation scope, traditional indications and clinical
precautions;2025 draft is not substituted for this adopted text | 2026-10-13

https://www.ema.europa.eu/en/documents/herbal-monograph/final-european-union-herbal-monograph-crataegus-spp-folium-cum-flore_en.pd
f

[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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