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CGR-FR-038 | 10.0
Bappa avOlopévwv KOopuewv Kpataiyov 1:5 (kata
paca)

Hawthorn tincture

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 TeAlkol mapackevdopatog /1000 g finished preparation

ZvoTaTtiko / Ingredient Moooétnta / Quantity

AvBLOUEVEG KOPLPEC KpaTalyov 200 g
Hawthorn flowering tops

ALBaVOAN 60% V/V WG EKXLALOTIKOG BLOADTNG g.s. as required
Ethanol 60% v/v extraction solvent

MNeprypa@n okevaopatog / Preparation description

Kitpwokdotavo vypd. Mpoobrikn 1,4 § 9 dykwv vepol npokaAel eAappd BoAepdTnTa. MpdkeLTal yia ekxOALON
QUTLKNAG Hpdync, dxL yla BldAvon Kabaprc 6paoTikiC ovalac.

Yellowish-brown liquid; addition of 1,4 or 9 volumes of water gives slight turbidity. This is an extracted herbal
preparation, not a solution of a purified active.

References: [1]

Apaon kaiL xpAon / Action and use

To YOAALKOS Bappa 1:5 pe ekxOAlon 60% V/V dev eival o Baupa 1:3,5-4,5/35% V/V tng vobetnuévng HMPC
povoypagiac. Kataypd@etal WG TEKUNPLWHEVO QUTIKG MapaoKeDAOHA avapopdc/evblduecso. Asv anodibeTal
£€touun doooAoyia f €vdelgn and dLapopeTikd ekXOALOHA. AttatTe(Tal YwPLoTH KAWLKA Tekunpiwon mpw and
b61dB6eon yLa oLYKEKPLUEVO aaBev.

The French 1:5 tincture extracted with 60% v/v ethanol is not the adopted HMPC 1:3.5-4.5/35% v/v tincture. It is
documented as a herbal reference preparation/intermediate. A dose or indication from a different extract is not
assigned. Product-specific clinical justification is required before patient supply.

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

TeAkr atBavoin 54-59% V/V: Enpd vndAeiupa 3,5-4,5%. Avtd elval kpLtrpla Tou TeAkol mpoidvtog, OxL N
OVOUOAOTLKA MEPLEKTIKOTNTA TOL EKXVALOTIKOU SLAADTN. AnatTelTal N XpwHaToypa@Lkr Tavtonolnon tng €WBLKAG
povoypaelog.

Final ethanol 54-59% v/v; dry residue 3.5-4.5%. 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

Kitpwokdotavo vypd. Mpocbrkn 1,4 1 9 dykwv vepoL PoKaAel eAa@pd BoAepdTnTa. ZUVENWC, apaiwaon Ue veEPS
LOaTIKA BAon dnuwovpyel dlapopeTkS MapaokeDATUA TIOL XPELAZETAL VEO €AeyX0 Blaomopdc, 50G0AOYLKAG
opoloyévelag kat BUD. Agv mpootiBetal vepd yla dL6pBwan anwAelwv xwpilg emavéAeyxo aAKOOALKOD T{TAoU.

Yellowish-brown liquid; addition of 1,4 or 9 volumes of water gives slight turbidity. 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 mpodlaypagr] Tov TEALKOD LYPoL aTtnv MNYH. MNa TN EUTLKA TEWTN DAN eAEyXETAL
n npoBAenduevn vypaaia/anwAsla Efpavong tng avtiotolxng povoypapiac kat anopp{mTeTAL LALKO HE HoOYAQ 1
avenapkr tavtonoinon. H vypacia 6gv xpnolgonole{tal wW¢ 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]

Oeppokpacia / Temperature

H eky0OAwon yivetatl pe tov kaboplopévo dLaAdTn: n mnynA 6gv dlvel aplBuntikr Beppokpaaia 6inbnong A
amoBAKELONG. Agv EELOWVETAL TO «6po0epd» e TEKUNPLWHEVN HaKkpoxpdvia oTabepdTnTa oTOoLG 2-8 °C.
Anatte(tal éAeyyoc yia ([Cnua fj Slaxwplopd atnv emAeyuévn Bepuokpaaia.
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Extraction uses the specified solvent; the source supplies no numerical filtration or storage temperature. 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 kait cupBatéTnTa / pH and compatibility

Agv op(Cetal aplBunTiké pH. Av To epyacTtriplo To nmapakoAovBel, xpnotpomnotel KATAAANAN péBoGo yia
LOPOAAKOOALKS PUTLKO Uiy KoL EYKEKPLUEVN E0WTEPLKH PodLlaypaer. Aev HeTaBAAAEL TO pH pe oE0/Bdon yia va
dlopBuoet ({Tnua: avtd aAAGleL TN oVVOEON 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]

AAAeGg aAAnAemibpaoelg / Other interactions

ATMoQeDYETAL AVAMLEN E N EAEYUEVECG BATELG ) AAAEC QUTIKEC EKYVLALOELC. TO aMOTONMWUA TNG XPWHATOYpaPlac, 0
OAKOOALKSG T{TAOG Kal TO ENPO LMIOAELUPA EAEYXOVTAL OTO OLYKEKPLUEVO TIPOIGY. H nyr TNTd anoguyr MAQCTLKWY
TIEPLEKTWY- HEV TEKUNPLWVETAL ALBA{PETN AVTIKATACTAON UE OTAYOVOUETPLKO TTAQCTIKO.

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: [11], [5]

Elbika otowxeia ovotatikwy / Ingredient-specific information

AvBLopéveg KopLueEg KpaTtalyou: 200 g apxtkig 6pdyng yla 1000 g TeAkol npoiévtog. AtBavéin 60% V/V:
EKYXVALOTLIKOG BLaADTNG o€ enapkn nmoodtnTta, Oyt oTa0epr MPooTOEéueVn Hdla. To eEaVTANUEVO QUTLKO LTTOAELUMA
amopakpOveTal- 6ev aBpolfeTal W oLOTATIKG TNG TEAKKAC Mdlac. TavTdTnTa £(60LC/PUTIKOL PEPOLC KAl
moldTnTa mopTidag mpénel va elval TEKUNPLWUEVEC.

Starting hawthorn flowering tops: 200 g for 1000 g finished product. Ethanol 60% 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]

MpooTtacia epyalopévwy / Staff protection

Xpnotuonotobvtal YuaAld, epyactnplakr evdupaoia Kat ydvtia KatdAAnAa yla Tov dlaAdTn. Meplopifovtatl
Kovtomo(nan QLTIKAG 8pdyNng KoL avolKTECG PeETAQOPEC. H dldTtagn ekyxOALONG/cuunikvwong Kat o eEaepLondg
agloAoyolvTal yla atpolG 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 60% ekXLALOTIKOD BLAADTN PE 54-59% TeAKAC atBavdAng:
AoavBaagpévn avaAoyia 1:5- anwAeleg StaAdTn: (Cnua Katd apaiwon: petagopd 6ogoAoyiag amnd 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 60% extracting solvent with 54-59% final ethanol; incorrect
1:5 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 ouvteAeoth KAWdkwaong k = emBuuntA TeAKA n&a/1000 g, n euTikA 5pdyn elvat 200xk g. H TeAk péla
ToL 6inBNEévoL BappaTtoc eivat 1000xk g. MpoPAénetal emmAéov SLaAlTNG Yo TNV EKYXVALON: v umoAoy(leTal
w¢ anAr agaipeon and tn pdla tng 6pdync. Kataypdyte moptideg, uéB0do KOMAC/GAEONG KO TIPOY O TIKH
anédoon.

For scale factor k = desired final mass/1000 g, charge 200xk g of herb. The filtered tincture has final mass
1000xk g. 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: [1], [2]

Texkpnpiwon BUD / BUD rationale

H eldtkr YaAAkr) povoypagia 6ev 6{vel xpdvo xpriong KoL 6gv evTom{oTnKe PHEAETN TMOL VA KAADTITEL TNV aKPLBA
o0vBean, MEPLEKTN Kal PLKPORBLOAOYLKA KATAAANASTNTA. H TEAKH atBavOoAn 54-59% V/V dev anoteAel pétpnon aw
o0Te amnd pévn TNG SoKLUA anoTeAEOPATIKOTNTAG duvTHPNoNnG. QG cuvTNENTIKA a§LoAdynon avTHETWNCETAL WG
LOTIKS POIOY AYVWOTOL aw. To YEVIKG 6plo 35 NUEPWY YL TEKUNPLWHEVA oUVTNPNUEVEC LOATIKEG HOpYEC ) 14
NUEPWY 0TOLC 2-8 °C yla PN ouvTNPENPEVEC HOPPEC EQapudleTal pévov 9S00V TEKUNPLWOEL N avTioTowyn
Katnyopla Kat N uolkr cupBatdTNTA. Agv amodibetal €6W emnyelpnolakéd aplBunTiké BUD. Anatteltal
KaTayeypaupévn andeaaon yla Tn CUYKEKPLUEVN eKXOALON/TMEPLEKTN, HE OPLO TNV evwplTtePn oxeTKA AEN.

The French monograph gives no use period, and no study was identified covering this exact formula, container
and microbiological suitability. Final ethanol 54-59% 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]

Mpoamaitovpeva / Prerequisites

Aev amnatteltal GAAN TeAk B&on Tov UNTPWOUL. ANALTE(TAL APUAKOTIOWAKH QUTLKH dpdyn, aAltOavoAn KATAAANANC
moldTNTOG Kal EAEYXOUEVN TIAPAOKELA TOL BLAADTN 60% V/V. Aedopéva dLogopeTLkol €(doug, PUTLKOL PEPOLG A
EUMOPLKOD EKXLAIOHOTOG BEV HETAPEPOVTAL AVTOUATA.

No separately registered finished base is required. Pharmacopoeial herbal material, suitable-quality ethanol and a
controlled preparation of the 60% v/v solvent are required. Data for another species, plant part or commercial
extract do not transfer automatically.
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References: [11], [5]

EEomAlopog / Equipment

ZuyéG, KATEAANAOG KOMITAPAG/UOAOG, EKXUALOTAPAG oLVEXODG EKTOTILONG (percolator), kKAewotd doxela GUAAOYAG,
QIATPO KOl YOAALVEG QLEAEC. M éAeyxo: BLdTagn XpwuaTtoypaplac AentAc oTIddag, mpoadloplopds atbavoing
Kat ENpoL vnoAe(UpaTOC.

Balance, suitable cutter/mill, percolator, closed collection vessels, filter and glass bottles. For QC: TLC capability,
ethanol assay and dry-residue determination.

References: [1], [2]

M£0060¢ mapaokevng / Compounding method

1. Tavtomotote Kat Tepay{ote KaTtdAAnAa 200 g tng mpoBAenduevNng 6pdync.

2. EKXVAloTE pe ovvexn ektomon Le aBavoAn 60% V/V, pe eAeyyopevn tomkn diadikaoia dlaBpoxng, mApwaong
Kal ponG.

3. ZuAAEETE 1000 g Baupatog 6nwg opiCetl n mnyr, opoyevomolioTe Kot eEAEYETe. H mnyr dev dilvel apBunTtikd
pLOUS porc ) cLVOALKS byKo BLaAlTN.

4. TuokeLdoTE HéVo PETA TNV emBeRaiwan Twv MPOdLAYPAPWIV.

1. Identify and suitably comminute 200 g of the specified herb.

2. Percolate with 60% v/v ethanol using a controlled local wetting, packing and flow procedure.

3. Obtain 1000 g tincture as specified, homogenise and test. The source provides no numerical flow rate or total

solvent volume.
4. Package after confirming specifications.

References: [11], [2]

Napatnpnoelg / Observations

H avaAoyla 1:5 e{val pdga apxikig dpdyng npog pdla TeAKo) eKXLAIOHOTOG: BEV BNAWVEL MEPLEKTIKOTNTA
KaBaprc 6paoTikAc. To ekxOALopa nipémnel va mAnpol Tavtédxpova ENpd LTIOAELUUA, TEALKH alBavOoAn Kat
Tavtonolnon. Aev apkel va MPoKOYEL N owoTH TEAKH pHala.

The 1:5 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.

References: [1], [5]

MepLékTnG KalL cvokevaoia / Container and packaging

FLaAwnN ELAAN He oTteyavd, cuUBATO MWHA KOl pwToTPooTacia. Amo@elyovTal MAACTIKO! MEPLEKTEC OMWG
avaeépel N mnyn. Kataypdyte TOMO yuaAlol/MmWPoToG Kat eAEyETe dlappon, anwAsla pafag Kot opath HeETABOAA
mpw 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.

References: [11], [2]

MowoTikO6¢ éAeyxoG / Quality control

Xpwpatoypaeia AentAg oTIR&dag pe delkTeG XAWPOYEVIKS 08D, uepoaidn Kat pouTtivn Kot EAEYX0 TOL CUVOALKOD
TPORAEMOUEVOL AMOTUTIWHATOG. 2€ 2,00 g delyuatog npoadiopiCetal Enpd vndAeLupa 3,5-4,5% peTd eEATUION KOL
3 Wpec ERpavon otoug 100-105 °C. MpoodlopiCetal TeAKA atBavdAn 54-59% V/V. H pikpoBLloAoyikn
npodlaypaer/tavtonoinon 6pdync akoAovBsl To eQapuooTéo YeVIKS MAal{olo: 6ev emvosltal aptBunTiké 6pLo mov
AelneL ané tnv edkA mnyA.

TLC with chlorogenic acid, hyperoside and rutin references and assessment of the complete specified fingerprint.
Determine dry residue 3.5-4.5% on 2.00 g after evaporation and 3 hours drying at 100-105 °C. Assay final ethanol
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54-59% v/v. Apply the relevant general microbiological/herbal identity framework; no numerical limit absent from
the specific source is invented.

References: [1], [5]

®0Aain / Storage

KaAd kKAELOPEVO, MPOOTATELHEVO Al QwC, o€ YUOA(. H mnyr 6ev kaBoplCel aplOunTikr Beppokpacia 1} dldpkela
@UAAENC. H Beppokpacia mov Ba eykplBel pali pe to BUD kKataypdeetal oTny €TIKETA HETA aEloAdynon WAPATOC
Kal dLatipnong aAKoOoALKOD T{TAoU: 6ev emPBAAAETAL 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]

Awa0eon / Dispensing

Mo K&Be 61a0eon anatteltal ocaprc 064¢, £€vBelEn Kot eEaToplkeLPEVN BoogoAoyla TeKUNPLWHEYN YL TOo (Blo
EKYOALOMO. Agv peTagépeTal 66on amnd dlagopeTikd Adyo ekyxOALONG i SlaAdTn. Madid, kKOnon Kot BNAacuédg dev
KaAOmTovTal avtéuaTa and TN eapUaKomoLLaKr cuvTayr.

Each supply requires an explicit route, indication and patient-specific dose justified for this exact extract. Do not
transfer a dose from a different extraction ratio or solvent. A pharmacopoeial recipe does not automatically
establish suitability in children, pregnancy or breastfeeding.

References: [1], [6]

Enmionpavon / Labelling

Baupa avllopévwy Kopupwv kpatalyov 1:5 (katd pala)

TeAkr] atBavoAn: mpaypatiki THA__ % V/V (mpodilaypaer 54-59%).

Mo xprion pévo énwc oplotnke and tov vrnedBuvo papuakomold. dwrtonpooTacia: oTEYAVO MWUA.
066¢/660on___ MNaptida__ MoodtnTa_

MNapaokevdotnke_ Xpron éwg__ Eykekpilpévn Bepuokpaoia

Meptéxel aBavoin. Makpld amnd naldld Kat mNyEG avapAEENG.

Hawthorn tincture

Final ethanol: actual___ % v/v (specification 54-59%).

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]

v9_controls / v9_controls

To apBunTiké éplo oto apyeio elvat pévo 6pLo BLBALOYPAPLKAC avapopdc UTO TIC £LBLKEG TPODTOBETELC. Agv €xEL
oplotel BUD mpayuaTtikAg maptidag kat dev £xouvv mapaxOel petprioelg aw. H akplBric obvBeon, ta
TPOAMALTOVHEVQ, 0 TIEPLEKTNG, N POAAEN KAl T oTolxela eAEyYOUL TIPETEL VO EYKPLOOUY YL TN OLUYKEKPLUEVN
epappoyr. H €vapgn tou vmoAoylopol BUD eival n €vapén tng napaokevg. Epapudletal To GUYTONSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO €Aeyy0 BLdpKeELag HETA TO Avolypa. Ta dpla USP elval texviké mAaiolo Kat dev
napovoldfovtal WG eEAANVIKY vouobeaia.

The numeric value is a literature reference ceiling subject to its specific conditions. No actual batch BUD has been
assigned and no aw measurements have been produced. The exact formula, prerequisites, container, storage and
quality evidence require approval for the actual application. The BUD clock starts when compounding begins. Use
the shortest applicable supported limit and assess in-use dating separately. USP categories are a technical
framework and are not presented as Greek legislation.
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AVEEAPTNTN EMOTNROVLKY 00VOETN OTA EAANVLIKA KOl ayYALKG- 6ev amnoTeAel enlionun petdopaon f éykplon Tov ANSM.

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

Mnyéc koL mapanopunéc / Sources and references

[1] ANSM - Teinture d'aubépine (1989) (14/02/2012)

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

https://ansm.sante.fr/uploads/2020/10/22/teinture-daubepine.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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