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BAppa @OAAWY apapnAidacg 1:5 (katd pala)

Witch-hazel tincture

BLBAloypagiki avagopd - Anatte{tal Tomkr vioBétnon / Reference document - Local adoption required

MpoéAsvon kKat 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 avadnuoaievon tou
npwTtoTiNoL TG NMNYNG. MNpdoPfacn oto MAAPEG MPWTOTLTO Y{vETAL OTOV EMONUO EKOATN, PE TNV AMALTOOUEVN
4abeta fj ouvdpopr. Agv SNAWVETAL 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: 1000 g teAtkol napaockevdopatoc /1000 g finished preparation

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

®OAAa Hamamelis virginiana 200 g
Hamamelis virginiana leaves

ABavOAn 60% V/V wg eKXVALOTIKOG BlaAdTNng g.s. as required
Ethanol 60% v/v extraction solvent

MNeprypag@n okevaopatog / Preparation description

Kaotavd A npacwokdotavo vypd. Mpoobrikn 1-9 dykwv vepoL mpokaAel eAappd BoAepdTnTa. MpdKELTAL YA
EKYVALON QULTIKAG dpdyng, XL yla dldAvon kaBapric SpacTikhig ovalag.

Brown or greenish-brown liquid;1-9 volumes of water cause slight turbidity. This is an extracted herbal
preparation, not a solution of a purified active.

References: [1]

Apaon kat xpAon / Action and use

To YOAALKS BAppa QUAAWY 1:5/60% V/V 6ev TavtileTal pe TO BAUMA VWTIWY QUAAWY 1:10/45% V/V tng HMPC.
Kataypd@eTal WG TEKUNPLWHUEVO QUTLIKO APAOKEDAOUA avaPopdc/evdLdueco. Asv anodibetal étolun doocoloyia
€vBelEn amnd SlaopeTikd ekYOALOUa. AnatTe{Tal XWELOTH KAWLKA Tekunplwon npwv and SldBeon ylo CLYKEKPLUEVO
aoBevr.

The French leaf tincture 1:5/60% v/v does not match the HMPC fresh-leaf tincture 1:10/45% v/v. 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]

Mpobiaypagéc / Specifications

TeAkr atBavoin 54-58% V/V: Enpd vndAeiupa 3,0-4,0%. Avtd elvatl kpLtApLla Tou TeEALKoU mpoidvTtog, OxL N
OVOUAOTLKA MEPLEKTIKOTNTA TOL EKXVALOTIKOD SLOADTN. Anatte(Tal N XpwHaTtoypa@Lkr Tavtonolnon tng €WBLKAG
povoypaglag.
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Final ethanol 54-58% v/v; dry residue 3.0-4.0%. These apply to the finished extract, not the nominal
extracting-solvent strength. The monograph-specific chromatographic identity is required.

References: [1]

®wg / Light

H nnyn anattel npootacia and 1o gwc. EMAEYETAL WTOMPOTTATEVTLKY YUAALVN QLAAN- BlaTpnaon o€ dLaQavéc
doyelo katd tnv epyaoia dev anoteAel Tekunplwon pwtootabepdTnTaC. Acv SlveTal dpLlo eMLTPENTHG £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 kKal o€eidbwon / Air and oxidation

KAelveTte apéowg tn LAAN HETA TN HeTa@opd. H eEdTuion HeTABAAAEL TOV SLAADTN KOL TNV MEPLEKTIKOTNTA:
EAEYXETE OTEYOVOTNTA KAl AMWAELA HATaG KATd TNV a§LoAdYNon TOL MEPLEKTN. AEV TEKUNPLWIVETAL AVAYKN
adwTov olTe enLTpéneTal avbaipeTn MPoodrikn AvVTLOEELOWTIKOD.

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: [1], [2], [4]

Nepo kat SuaAvtotnTa / Water and solubility

KaoTtavo 1 mpagvokdotavo bypd. Mpoadrikn 1-9 dykwv vepol mpoKaAel eAappd BoAepdTnTa. ZLVENWC, apaiwan
HE vepd 1} vdaTikr Bdon dnulovpyel SlapopeTikd MapackeVaoUa TIOL XPeLdleTal vEo EAeyy0 dlaomopdc,
8oooAoyLKAC opoloyévelag kat BUD. Agv poatiBetal vepd yia 616pBwaon anwAelwy xwpPI(g eMavEAEYX0 AAKOOALKOD
T{TAoOUL.

Brown or greenish-brown liquid;1-9 volumes of water cause 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 oxeTtikn vypaoia 6gv anoteAel mpodlaypagr] Tov TEALKOD LYPoL aTtnv TNYH. MNa TN EUTLKA TEWTN DAN eAEyXETAL
n npoBAenduevn vypaaia/anwAsla Efpavong tng avtiotolxng povoypagioc kat anopp{mTeTAl LALKO HE HoUYAQ 1
avenapkr tavtonoinon. H vypacia 6gv xpnotgonole{Ttal 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 ylvetatl pe tov kabBoplopévo dLaAdTn: n mnyn 6gv dlvel aplBuntikr Beppokpaaia 6iybnong A
amoBAKELONG. Agv EELOWVETAL TO «6po0epd» e TEKUNPLWHUEVN HaKkpoxpdvia oTabepdTnTa oTOoLG 2-8 °C.
Anatte(tal éAeyyoc yia ([Cnua fj Slaxwplopd atnv emAeyuévn Bepuokpaaia.

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]
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pH kai ovpBatétnta / pH and compatibility

Agv op(Cetal aplBunTkd pH. Av To epyacTtriplo To napakoAouvbel, xpnotuomnolel KATAAANAN HéBOBO yia
LVOPOAAKOOALKS PUTIKS UlyHa Kal EYKEKPLUEVN E0WTEPLKA TipodLlaypa@r]. Aev HETABAAAEL To pH e 0E0/BAoN yla va
dlopbwoet ({Tnua: avtd aAAGleL TN oBVOEDN Kal TNV EKXOALON TWY CLGTATIKWVY.

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 aAAnAemidpaoelg / Other interactions

Amo@elyeTal AVALEN UE PN EAEYPEVEG BAOELG 1] AAAEC PUTLKEG EKYXVAIOELG. To amoTUNMWHA TNG XpwHaToypaelag, o
OAKOOALKAG T{TAOG Kal TO ENPO LMOAELUA EAEYXOVTAL OTO OLYKEKPLUEVO TIPOI6Y. H inyr {NTd amoguyr MAQCTLKWVY
TMEPLEKTWVY: BEV TEKUNPLWVETAL ALOAIPETN AVTIKATACTAON UE OTAYOVOUETPLKO MAACTLKO.

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

®OAAa Hamamelis virginiana: 200 g apytkri¢ 6pdync yta 1000 g teAlkoD mpoidvtoc. AlBavéAin 60% V/V:
EKYXVALOTIKOC BLaAlTNG o€ enapkr nmocdtnta, 6yt otabepr mpooTiBéuevn ndla. To eEavTANUEVO QUTIKO LTIOAELUUQ
amopakpuveTaL: 6ev aBpolfeTal WG oLOTATIKG TNG TEAKAG H&lac. TavTdTnTa £(60LC/PLUTIKOD UEPOLC KaL
nodTNTa mopTidag Mpénel va e{val TEKUNPLWHEVEG.

Starting hamamelis virginiana leaves: 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]

NMpootacia epyalopévwy / Staff protection

XpnotpomnotobvTat YUaALld, epyactnelokr evbupacia kat ydvtia KatdAAnAa yia Tov dtaAotn. NeplopiCovtat
Kovlomoinan QLTIKAG 8pdyNG Kal AVOLKTEC HETAPOPEC. H BLldTaEn ekxOALONC/CLUMOKVWONG Kal 0 eEXEPLOUES
a&loAoyolvTal yla atuolg atBavOoAng Kat NyEG avapAEENG.

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]

ExTipnon kKivdéovovu / Risk assessment

Kplowa onpela: AdBog gutikd €{6o¢ ) pépog: alyxvan 60% eKXLALOTIKOD SLaADTN e 54-58% TEAKAC alBavoAng:
AavBaopévn avadoyla 1:5- anwAeleg dtaAdtn: (Cnua katd apaiwon: petagopd docgoAoyiag and un Lwodovapo
eKYOALONa. KaTtaypdyte Tavtonolinan, TeAkr pdla, anédoon, T{TAO Kol XPWHATOYPAPLKS AMOTOMWUA TPV amnd
anodéapevan. H apBunTikl BabuoAdynaon KwdOvou avrkel otnv Tomkr agloAdynon. H HMPC avagépel
vnepevalodnaia Kat avaPopéc AAAEPYLKIG depuaTiTIdaC €€ eMa@AC YL MAPATKEVEG POAAWY ApapNABag. AvTd
OUVEKTLHWYTOL KAWLKA, XWPI(C va HETAPEPETAL UN TEKUNPLWHEVN dOoN | ao@dAeLla ag KONon/6nAaoud oTo mapdv
SlagpopeTikd ekyOALOUA.

Critical failure modes: wrong species/part; confusing 60% extracting solvent with 54-58% 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. HMPC identifies hypersensitivity and reports allergic contact dermatitis for witch-hazel leaf
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preparations. Consider these clinically without transferring an unsupported dose or pregnancy/lactation safety
claim to this different extract.

References: [11], [2], [5], [6]

ZuvOnkec mapaockevnG / Compounding conditions

Mo ouvteAeoTh KALMAKWONG k = emBuunTr TeAkn pdla/1000 g, n euTik 6pdyn elvat 200xk g. H teAkn pala
ToL dinBNuévou Bappatog lvat 1000xk g. MpoRAEneTal emmA&éoy dSLaADTNG yla TNV ekXOALON: dev vmoAoy(CeTal
w¢ anAnf agaipeon and tn wala tng 6pdyng. Kataypdyte noptideg, pEB0BO KOMAC/AAEONG KAl TIPAYUATIKA
anédoan.

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 €61k YOAALKR povoypagia dev 6{vel xpbvo xpriong Kat dev evTomioTnKe HEAETN TTOL VO KAADTITEL TNV aKPLRA
o0vBean, MEPLEKTN KAl HULKPORBLOAOYLIKA KATAAANASTNTA. H TEAKN alBavOoAn 54-58% V/V dev anoteAel yétpnon aw
o0te and pévn TNG 6ok anoTeAeoPaTIKOTNTAG ouvTtHPNoNnG. Q¢ cuvtnENTKA agloAdynon avTIHeTWTETAL WG
LOATIKS IPOIGY AyvwWaoToL aw. To YEVIKS OpLo 35 NUEPWVY YLA TEKUNPLWHEVA CUVTNPNHUEVEC LOATLKEG HOPYEC 1 14
NUEPWY 0TOLG 2-8 °C yLa KN oLVTNPNHEVESG HOPPEC EQapuéleTal Hdvov 9O00V TEKUNPLWOEL N avtioTowyn
Katnyopla Kat N euoLkh cupBatéTNTA. Agv amodideTal 6w emyelpnolakd apdunTiké BUD. Anattel{tal
Katayeypaupévn andeaaon yla Tn CUYKEKPLUEVN eKXOALON/MEPLEKTN, HE OpLo TNV evwpltepn oxeTKA AEN.

The French monograph gives no use period, and no study was identified covering this exact formula, container
and microbiological suitability. Final ethanol 54-58% 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]

Mpoamaittovpeva / Prerequisites

Agv anatteltot &AAN TEAKH Bdon Tou PNTPWou. Anatte{Tal eapuakonolaky eUTIKA 8pdyn, aBavOAn KATAAANANG
moldTNTOC Kal EAEYXOUEVN TAPAOKELH TOL BLAADTN 60% V/V. Acdopéva dLapopeTLkoL £(doug, PUTLKOL PEPOLC K
EUMOPLKOD EKYXUVAIOHOTOC 6EV HETAPEPOVTAL AUTOPATA.

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.

References: [1], [5]

EEonmAlopog / Equipment

Zuyo6¢, KaTtdAANAOG KomTAPAG/OAOG, EKXLVALGTAPAG ouveXolg ektémong (percolator), kAelotd doxela UAANOYNAG,
@{ATPO KOl YUAAWEG QLAAEG. M €Agyxo: BLaTagNn XpwHaToypaeiag Aemtrg oTIRAEdAG, MPoadloplonds atbavoAing
Kot ENpol umoAe{upaTOoG.

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]
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M£00b0¢ mapaokevng / Compounding method

1. Tavtomotote Kat Tepayx{ote KaTtdAAnAa 200 g Ttng mpoBAenduEVNG 6pdync.

2. EKYVAloTE pe ovveyxr ektdmon Le atBavdoAn 60% V/V, pe eAeyyduevn tomkr Sladikaaia dlaBpoxric, mAjpwang
KoL PONG.

3. ZUAAEETE 1000 g BaupaTtog 6nwc opi(Cel n mnyr, opoyevomnoloTe Kat eAéyETte. H nnyr 6ev 6{vel aplBunTtikd
pLBUGS poriC 1} CLVOALKS GyKo SLaADTN.

4. Yuokevdote pévo peTd TN emPeBaiwaon TwWv MPOdLAYPAGWVY.

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]

Napatnpnioclg / Observations

H avaAoyia 1:5 eivat pdla apytkAc 6pdyng mpog Hala TEALKOU eKXUVAIOUATOG: 6V BNAWVEL TIEPLEKTIKOTNTA
KaBaprig 6pacTIKAC. To ekxOALoHa Tipénel va MANpol Tavtdxpova ENPO LTIOAELUPA, TEALKH alBavdAn Kal
Tavtonoinon. Agv apkel va mpokOYeL N owaoTtr TeAKH pada.

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]

MNeplékTNG KaL ovokevaoia / Container and packaging

FV&Awn eLAAN pe oteyavd, ocuuBaTd MWHA KL pwToTNpooTacia. Ano@elyovTal MAACTIKO! MEPLEKTEC OMWG
avaeépel N nyn. Kataypdyte TOMO YUAALOO/MWUATOC Kal eAEyETe Slappor, anwAsLla pdlac Kot opaTh HETABOAN
npw and vobétnaon Sldpkelac.

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]

MoloTik6¢ éAeyxocG / Quality control

AvTIOPAOoELG TOVVIVRIV/QAABOVWY Kal XpwHaTtoypa@ia AeTTAG OTIRASAG HE YAAALKS 08D, KEPKETIVN KAl YOAALKO
aBLAeoTépa- eQapudleTal 0 EAeyXOC HlaxwpLauol tng Nyri¢. & 2,00 g delypatog npoablopiCeTal ENpd
vnOAelppa 3,0-4,0% petd e§dtuion kot 3 WpeG Epavan atoug 100-105 °C. Mpoodlopifetat TeAK atbavoAn
54-58% V/V. H uikpoBLloAoyikr npodlaypagr/tavtonoinon 6pdyng akoAovBel To epapuooTéo YEVIKO Aaiolo: dev
enmwoe({tal apBuNTIké 6pLo mou Asinet and tnv €6WKA mNyA.

Tannin/flavone identification and TLC with gallic acid, quercetin and ethyl gallate; apply the source
system-separation criterion. Determine dry residue 3.0-4.0% on 2.00 g after evaporation and 3 hours drying at
100-105 °C. Assay final ethanol 54-58% 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 kAelopévo, mpooTaTeLHévo amnd ewe, as YuaAl. H minyr 6&v kaBop(Cel apBuntikr Beppokpacia i SldpKela
@VOAaENG. H Beppokpacia mov Ba eykpBel padi pe To BUD kataypdeeTtal oTnY €TKETA HETE aEloAdynaon WAUATOG
Kot datipnong aAKOOALKOD T{TAov- 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;
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refrigeration is not imposed without qualification.

References: [1], [3]

AwaOeon / Dispensing

MNa kdBe 61dBeon anarte{tal caeric 066¢, €vdelEn Kal eEaToulkeLUEVN doooAoyia TeEKUNPLWHEVN Yo TO (BLo
ekYOALOMa. H povoypagia HMPC tnG apapnABac agopd TOMKEG/OTOUATORBAEVVOYOVLIKEG 1] OPOLKEG XPHOELC
OLYKEKPLHEVWY TMAPAOKELWVY: bev emTpéneTal va cuvayxBel méowun xprion. Mawdid, kOnon kat BNAacudc dev

KaAOTITOVTOL QL TOUATA amnd TN apUaKOoToLLaKr ouvTayh.

Each supply requires an explicit route, indication and patient-specific dose justified for this exact extract. The
witch-hazel HMPC monograph covers local/oromucosal or rectal uses of specified preparations; swallowed oral use
cannot be inferred. A pharmacopoeial recipe does not automatically establish suitability in children, pregnancy or
breastfeeding.

References: [1], [6]

EmioApavon / Labelling

Bapua @OAAWY apounAidag 1:5 (katd péla)

TeAkr] atBavéAn: npaypatikd TuA__ % V/V (mpobiaypaer 54-58%).

lNa xprion pévo énwc oplotnke and tov vrnedBLVVo Papuakomnold. dwTonpootacia: oTEYAVO MWHA.
066¢/660n__ Noptida__ MoodTtnTo_

MNapaokevdotnke__ Xpron éwg__ Eykekpluévn Bepupokpacio

Nepéxel atBavoAn. Makpld amnd natdld Kot mny£EG avAeAEENG.

Witch-hazel tincture

Final ethanol: actual___ % v/v (specification 54-58%).

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 apBunTikd épLo oto apyeio elvat pévo épLo BLBALOYPAPIKAG ava@opds uTtd TLG £LOLKEG TIPoDTOBETELG. Agv €XEL
optotel BUD nmpaypaTikig mopTtidac kat 6ev éxouv napaydel petprioelc aw. H akplBrig obvbeon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN Kol Ta aTolxela eAéyyou TIPETEL val EYKPLOODY YL TH OUYKEKPLUEVN
epapuoyr. H évap&n touv vmoAoylopol BUD eival n évapEn tng napaokevnic. Eeapudletal To GLVTOUSTEPO
TEKUNPLWHEVO OpLo, HE XWPLOTO EAEYXO BLdpKeELOG HETA TO dvolypa. Ta dplta USP g{val texvikd mAaiolo kot dev
napovoldfovtal WG eAANVIKHA vopobeaoia.

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 EMOTNHOVIKY 00VOeON 0T EAANVIKA Kot ayyALkd: dev amoteAel enlonun petdepaon fi €ykplon tou ANSM.

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

Mnyéc koL mapanopunéc / Sources and references

[1] ANSM - Teinture d'hamamelis (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/teinture-dhamamelis.pdf
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[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 - Hamamelis virginiana L., folium

EMA/HMPC/114586/2008; adopted 2009 | §2 preparations;§4.1-4.9 | Fresh/dried leaf and extraction-solvent distinctions; no automatic dose
transfer | 2026-10-13

https://www.ema.europa.eu/en/documents/herbal-monograph/final-community-herbal-monograph-hamamelis-virginiana-I-folium_en.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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