compounding.gr | 10.0 | 2026-10-14

CGR-ES-119 | 10.0
PiCa BaAeplavac 500 mg - okKANnpa& KaPakLa QUTLKAG
6poyng

Valerian root 500 mg - herbal powder hard capsules

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: 1 kawdklo wg povdda avagopdc: yia N kaywdkia: 500 X N mg @uTtikrc okévng / 1 capsule as
reference unit; for N capsules: 500 x N mg herbal powder

ZvoTaTtiko / Ingredient MoocoétnTa / Quantity

P{Ca BaAepldvag og okdvn 500 mg / capsule
Valerian root powder

Kevé okAnpd kawdkio- To No 00 mpotelveTal otnv nnyn 1 unit / capsule
Empty hard capsule; source suggests size 00

Meplypa@n okevaopatog / Preparation description

Movéda mov neptéxet 500 mg TNS TOLTOMONKEVNG PUTIKAC OKOVNG, XWPIC EkYOALON A MPoodrikn ltaAdTn. H uala
NG 6pdync 6ev Loobuvapel pe pdla ekyvAlopatog f§ kaBapnc 6paoTikic ovolag. KataypdeeTal YWPLoTA N
olvBean Tov KEADPOULC.

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

Apaon kaL xpron / Action and use

Mo okévn pi€ag n HMPC avayvwpiCel napadootakr XpAaon yla AMa CUUMTWHATA YOXLKAG KaTandvnong Kat
vroBorBnaon Omvou. H KaAd edpatwpévn xprion agopd GUYKEKPLUEVO altBavoALlkd Enpd ekyOALOUA, OXL aLTd Ta
Kaydkla. H HMPC &ivet 0,3-2,0 g okévng avd Afyn: n moAatdtepn onavik odnyia éwg 6 kaydkia 500 mg (=3 g)
6ev vwoBeTe(Tal. To TEAKO oYU EMPBERALWIVETAL YLl TO LALKO OKOVNG.

For powdered root, HMPC recognises traditional relief of mild mental-stress symptoms and assistance with sleep.
Well-established use concerns a specific ethanolic dry extract, not these capsules. HMPC powder intake is 0.3-2.0
g; the older Spanish instruction of up to six 500-mg capsules (=3 g) is not adopted. Confirm the final regimen for
powdered material.

References: [11], [3]
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Mpobiaypagéc / Specifications

Anodoxr mpwtng VANG oOMEWvVa Pe RFE/Ph.Eur. povoypagia 0453, pe emBeBaiwon {doug, putikol Hépoug Kat
nopTidac. MNa to Kawdklo opiovtat kKAelowo, amnovaia empavelakig okdvng, opolopopeia H&loc Kol analtHoEeLg
anogddpwaonG. Ta apBUNTIKA KPLTAPLO avaKTWYTAL and Tnv woybovoa gapuakomnotia.

Accept raw material against RFE/Ph.Eur. monograph 0453 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 ovokevaoia f
KATEAANAO QWTOMPOCTATEVTIKO MEPLEKTN. Agv evTOTIOTNKE TTOCOTLKA HOKLUA pwTooTAOEPSTNTAG TNG
ouykekpLpévng noptidag/obvbeonc.

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

H 8pdyn mepléxel mMTNTIKA oLOTATIKG Kal €xEL Loxvpr oour. KAewotd doxela kol oOVTOUOC XELPLOUOC teplopiCouv
QMWAELX TITNTIKWY KAl HETAPOPE 0OUAG 08 GAAEC MOPAOKEVEC. AEV TEKUNPLWONKE aplOUNTIKA Tpodlaypaer
o&uyobvou r} adpavoic aTtudopalpag.

The drug contains volatile constituents and has a strong odour. Closed containers and brief handling limit volatile
loss and odour transfer to other preparations. No numerical oxygen or inert-atmosphere specification was
established.

References: [2], [5]

Nepo kat SiaAvtoTnTa / Water and solubility

Agv mpoot{BeTat vepd atnv NAAPwan. Yypdg eEonAloudg unopel va mpokaAéoel CLOOWUATWON Kot aAAo{wan Tov
KEADQOUG: META TOV KaBapLlopd TekunpLwveTal mApnc EApavan. H katdnoon yivetal pe vepd, xwpic va
METATPEMETAL TO KAYAEKLO O AMoONKEVOPEVO LEATIKG 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 éwc 60% Kal Beppokpacio 25+5 °C, ekTdC €18LkOTEPNG anal{tnong Tng
8pdync n Touv kKeEADPOLC. AntoBrikevon We pootacia amnd vypaoia. H oxetikA vypaoia xwpov 6ev anoteAel pétpnon
aw Tou TPoilévTOoC.

Preparation environment: relative humidity not above 60% and temperature 25+5 °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]

Osppokpacia / Temperature

®OA0EN K&TW amd 30 °C gluewva Pe TNV iNyr. Anogedyovtal mpdabetn O€ppavon, AALOG Kal TOPATETAUEVN
Bepun dAeon. Wuyelo dev mpoPAéneTtal: dvolyua yuxpold doxelov unopel va eloaydyel GUUNMOKVWON Kal amnatTel
xwploth aEloAdynaon.
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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 kaiL cupBatoéoTnTa / pH and compatibility

Agv opiCetat pH yla To Enpd kKawdklo. pH vBaTIKOD evalwpriuaTog, epdaov ZnTnBel yla EAeyyo, amnattel
kaBopLopévn avaroyia 6pdyng/vepol Kat LEB0DO- Hev xpnotluomote{tal wg avtopatn anddelEn otabepdTnTas
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: [11], [5]

AAAec aAAnAenibpaoclg / Other interactions

H AEMPS mnpostdomotel yta owdnvevpa Kat Aotnd KataoTaATikd KNZ- n HMPC avagépel 6TL gv £xouv avapepbel
OAANAETLOpdoelG. H a€loAdynon TG ouyxopriynong Kat TNG KATAOTOANG MapaUéveEL avaykala. AEv vrtdpyXoLV
alBavOANn i EKXVALOTIKOG SLaADTNG 0€ aUTH TN ouvTayr okévng.

AEMPS cautions about alcohol and other CNS depressants; HMPC states no reported interactions. Co-treatment
and sedation still require assessment. This powder formula contains no ethanol or extraction solvent.

References: [1], [3]

Eldika otolxeia cvotaTtikwy / Ingredient-specific information

H 8pdyn nepthauBdvetl Enpd vndyela dpyava Valeriana officinalis: plCwua, piCec kat otdAwveG. H AEMPS avagépel
eAG)L0T0 0,17% CEOKLTEPTIEVIKA 0EEQ EKQPATHEVA WG BAAEPEVLKO 0EL Tl ENpAC 6pdyNG. OL LoXOOLOEC HOKLUEC
aBepiov eAaiov/belkTn avakTWvTAL amd TN apuakomnolia. To £VTOVOo XUPAKTNPELOTIKS dpwpa 6ev amoTteAE! pdvo
Tou anddelEn kabapdTnTag 1 dpaoTikdTNTAG.

The drug comprises dried underground organs of Valeriana officinalis: rhizome, roots and stolons. AEMPS specifies
at least 0.17% sesquiterpenic acids expressed as valerenic acid on dry-drug basis. Obtain current
essential-oil/marker tests from the pharmacopoeia. Characteristic strong odour alone does not establish purity or
potency.

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

Mpootacia epyalopévwy / Staff protection

Xelplopdc oe eAeyxOuevo onuelo Ye meplopland Slaonopdc okévng, YAvTLa, MPOCTATEVTLKY EvBupaoia Kot
npootaola HaTwy étav vtdpyel kKivbuvog ekTivaEng. H ekti{unon okévng kaBop(Cel Tomikr anaywyr Kat
KATAAANAN avanvevoTIKA pooTacia. Aev kKaBap({leTal pe nemeopévo aépa | Enpd okolTLOA.

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]

ExTtipnon kivdovov / Risk assessment

Ynepevalonoia avtevdelkvotal. Aev guvioTdtal KATW Twv 12 £€TWY | 0TNY £YKLOGOVN/ONAaopd. Mnopel va
ennpedoel 06 ynon/UNXaviuaTa Kot va TPoKaAEoEL vauTia | KOWALOKEC KpAUTEeG. H KaTtaoToAr] agLloAoye(Tal pe
GAAEC aywYEC Kal owdnvevpa. Epyaotnplakd: AdBog ekxOAlopa avti okévng, vnepBoAtkri povada/doooAoyia,
eMaveLANUUEVN €kBeon oe oounpr okdvn Kat dtaotavpoluevn emtudAvvon.

Hypersensitivity is contraindicated. Not recommended under 12 or in pregnancy/lactation. It may impair
driving/machinery operation and cause nausea or abdominal cramps. Assess sedation with other treatments and
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alcohol. Laboratory risks include extract-for-powder substitution, excessive unit/regimen, repeated exposure to
odorous dust and cross-contamination.

References: [1], [3], [5]

ZuvOnkec mapaockevnG / Compounding conditions

EAeyxo¢ KaBapldtnTag, mAjpouc Efpavaong, TauTdTNTAC KAl ARENG TWY LAWY Kal EYKEKPLEVOL LTTOAOYLOWOD. Ma
N povddeg BewpnTikr moodTnTa 5pdyNg=500xN/1000 g. Kataypd@ovtal MPayUaTIKEG AMWAELEG KOoOoK{viang: 6gv
epapuoletal avbaipetn vnepnAfpwaon 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]

Texkpnpiwon BUD / BUD rationale

H nnyr} anodidet 3 prveg étav mAnpodvtal ol cLVORKEG PUAAENG. Ma TO PNTPWO EMALYETAL CLUVTNPNTIKO AVWTATO
6pLo 89 NUEPWY, XWPI(C LEPBaon TwY 3 NUEPOAOYLAKWY KNVWY A TNG cuvToudTEPNG ARENG omoLoudrmnoTe
OLOTATLKOY, K&Tw amnd 30 °C, npootatevuévo and pwg/vypaaia. Mpdkettal yia neplodo enionung ocuvTayrig Kat
Ot epyaoTnplakd emPBeBatwuévn oTaBepdTNTA TWY SIKWY Hag Kayakiwv. Aev Bpédnke ueAETn e (Bla Hpdyn,
KokKoueTpla, KEALQOC Kal teplékTn. H emtAoyn 6ev otnpifetal oe vmotBépevo aw<0,60 o0Te o€ auTOUATN
epapupoyr Tou yevikoD oplov 180 nuepwv. MNa enéktaon rfj Sla@opeTIK cuokevaoia anatte{tal Tekunpliwon
delkTn/XpwuaTtoypaeLkol poeiA, anocdBpwaong, vypaciag Kot PLkPoBLoAoYIKAG otdtnTtag. EkdoTikr ocOupaon:
Ta unviaia épla TNG MNYAC MOPAUEVOLY NUEPOAOYLOKA: TO aPLOUNTLKS OpLo HETATPOMAC elval 28 NUEPEG YLa Evav
pAva 1} 89 yla TPELG: TuXOY XwpPLoTd emAeyuévo BpaxlTepo dpLo eEakoAouBel va umeployeL. MpdKeLTal yLa
ouvTnENTKA peTaTpomny, 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: [11], [5], [6]

MpoanaiToVpeva / Prerequisites

Epapudlovtal Ta Tomkd eykekpiéva SOP C0ylong, kookiviong, MARPWoNG Kayakiwv, KaBapLopoy, eAEYXwWY Kal
enmofipavong. Kavéva €tolto £€kdoyo Touv LdpXovToG UNTPWOL Bev emPBAAAETAL and avuTh Tn G0OvBeon. MPoobrkn
QPALWTLIKOD KATAYPAPETAL WG XWPELOTH MapaAAayr UE AR PN MogdTnTA 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: [1], [4]

EEomAlonog / Equipment

BaBuovounuévoc Cuyodg KatdAAnAog yia tTnv napTida, K6oKo 355 um, NMARPWE oTeyvo Lydlo/avaiktipac,
OYKOUETPLKAOG KOALWOPOC yia @atvouevo dyKo, OTIATOLAX Kal KaWoLALépa. Ta otolyela Touv KEADPOULG Kal N
MPAYUATIKA @avépevn MukvdTnTa KaBoplCouv tn xwpentikdTnTA.

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
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determine capacity.

References: [1], [4]

M£00o60¢ mapaokevng / Compounding method

1. EnaAnBedote TavtdTNTA KoL moadtnTa TNG ENPrc 6pdync. 2. ALooNdoTE CUOCWHATWHATA, KOOKW{oTE and 355
MM Kot KataypdyTte TNV avdkTnon. 3. MeTpAoTe TOv Qavouevo YKo Kot eEAEYETE TL N 66on Xwpd aTo
npotewdpevo No 00. 4. OpoyevoTolAoTE, MANPWOTE WOTE KABE povdda va meptéxel 500 mg dpdyng kot kAe{oTe. 5.
ATOHaKPOVETE TNV EEWTEPLKY OKAVN, MPAYUATOTIOHOTE EAEYXOUG KOl CUOKELAOTE. 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
excipient is needed, document the change before execution.

References: [1], [4]

Napatnpnoclg / Observations

H dpaoTiki mpwtn VAN elvat oAGkANPN QUTLKK OKOVN CLYKEKPLUEVOL HEPOLG. Agv vmokaBioTaTal and Enpd
eKXOALOMQ, aB€pLo éAalo ) «loodivapn» un mpoadloplopévn euTikr OAN. H pdla tnG YEUETNG KAWYOLAQG
MEPLAAPBAVEL KOl TO KEALPOG- Yia opolopop@ia vrtoAoy(leTal YwpPLoTtd 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]

MNeplékTNG KaL ovokevaoia / Container and packaging

H enlonun obvBeon emtpénel blister | KaAd KAeLOTS QLaA(BLO. ETAEYETOL QAPUAKEVTIKOG MEPLEKTNG HE
TEKUNPLWHEVO Ppayud vypaciac Kot pwTonpootaacia: n mnyr 6&v 0p(Tel GLUYKEKPLUEVO TTOAVUEPEG. AQUYPOAVTLKO
xpnotpomnote(tat pévo av eival cupBatd e To KEALPOC, SLAXWPLOUEVO A6 TA KOWAKLA KoL UE KATAAANAN
emofiuavon.

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]

MowoTikO6¢ éAeyxocg / Quality control

EAEYETe TNV avBevTikdTNTA TNG dPdYNG KAl TO TLOTOMOLNTLKS avdAvonG Pe KATEAANAN emBePBaiwan
TautédTNTAC/BElKTN. M TO TEAKS MPoidv: dyn, KAe(olo, aplOUdC Hovddwy, Kabapr MARPWON Kol opolopopeia
MACag oOuewva e LoxVovoa RFE 2.9.5. MNa maptideg n mnyr npoBAénel anoadbpwaon Kal ULkpoBLoAoyilkd EAeyyo.
Mo vloBétnon tng dldpkelac POAAENG eEeTdlovTal eniong XPWHATOYPAPLKO TIPOP{A/EelkTNC KAl HETABOAR
vypaoiag. Aev €xouv npayuatonolndel oL SokLEG oTNY Tapoloa BLRALOYPAPLKA Epyaoia.

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]
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®0Aa&n / Storage

Kdtw amnd 30 °C, mpootateLpévo and ewe Kat bypacia, UE TOV MEPLEKTN AUECWE KAELOTS PeETA KABE Xprion.
AnopplyTe | dlepevvrioTe Kaydkia MOV KOAAODY, €xouv paAakd/paylopévo KEALPOC 1 epeavr) vypaaia: N oour TG
OLYKEKPLEVNC BpdyNnG agloAoyeltal EévavTl 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]

A1aOeon / Dispensing

EmBeBatwote 660n okdvNnG Kal ouyXopNYOUHEVA KATAOTAATIKA. Mposldomnolote yla odrynan/xeLploud
pHNnxovnpdTwy étav ennpeddetal o aoBevig. ZTNV napoloa npocapuoyr dev anodideTatl oploTikg xpdvoG Afyng
and peAéTn SlapopeTikol ekyLAlopaToc. H enlpovn rj embelvodpevn abnvio/katandvnon xpeltdleTal LaTPLKN
a&LoAdynaon: n Lonavtkn Ny cuotrivel éAcyxo mépa and 2 eBdouddec.

Confirm powdered-drug dose and concomitant sedatives. Warn against driving or operating machinery when
affected. No definitive timing is taken from a different extract study. Persistent/worsening insomnia or
mental-stress symptoms require clinical assessment; the Spanish source advises review beyond 2 weeks.

References: [1], [3]

EmioApavon / Labelling

P{Ca BaAeptdvag 500 mg/kawdklo. Amé Tov oTtéuaTog xprion. Adon Kot dLAPKELA: OCOUQPWYA PE TNV EEATOULKEVUEYN
odnyla touv vrmedBVvouL enayyeApatia. MapTida: . Mapaockevr: . XpAon éwg:_ . Kdtw amnd 30 °C: npootacia
and ewg/vypacia. Na puAdaosTal pakpld amnd nmadid. AnAwvovTtal n MARPNG cOvBeon KEADPOUG KAt TUXOV
npéabeta ékdoya. Mnopel va npokaAéoel vmvnAia: pnv odnyeite/xelpiCeote pnxaviuata edv ennpedleoTe.

Valerian 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. May cause drowsiness; do not drive/operate
machinery if affected.

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

v9 controls / v9 _controls

To apBunTikd 6plo oto apxeio elvat pévo 6pLo BLRALOYPAPLKAC avapopdc Lo TIC £6LIKEC poDMoBETeLg. Agv €xEL
oplotel BUD mpayuaTtikAg maptidag kat 6ev £xouvv mapayOel petprioelg aw. H akplBric obvBeon, ta
TIPOATALTOVHEVA, O MEPLEKTNG, N GOAAEN Kal Ta ool ela EAEYXOUL TIPETMEL VO EYKPLOOUY YLa TN CLUYKEKPLUEVN
epapuoyn. H évap&n touv vrmoAoylopol BUD eival n évapén tng napaokevic. EQapudletal To GUVTOUSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO EAeyYO BLAPKELAG HETA TO Avolypa. Ta dpla USP elval Texviké mAaiolo Kat 6ev
nopovaldfovtatl WG EAANVIKN vouoBeaoia.

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 EMOTNHOVLKY 00VOEON 0T EAANVIKA/QYYALKA HE avagopd aTtnv AEMPS Kot oupnAnpwpaTikh Tekpunplwon. Agv anoteAel enionun
peTa@paaon, ddela KukAogoplag 1 £ykplon Tou ekdATN. ZTAOWOG XP.ZLKAALAG - 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 koL mapanopunéc / Sources and references

[1] AEMPS Formulario Nacional - FN/2003/POF/014 RAiZ DE VALERIANA, CAPSULAS DURAS DE
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Source code FN/2003; current standalone official PDF retrieved 13 October 2026 | PDF pp.2-4; 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_014.pdf
[2] AEMPS Formulario Nacional - FN/2003/PAF/014 VALERIANA, 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_014.pdf
[3]1 EMA/HMPC - European Union/Community herbal monograph on Valeriana officinalis L., radix

2 February 2016; EMA/HMPC/150848/2015, Corr.1 | PDF pp.3-9; 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-valeriana-officinalis-I-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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