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®OUAAO HevOpoAifavou 250 mg - OKANPG KayakKLa
QUTLKAG 5pOYyNG

Rosemary leaf 250 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 kawdkio wg povdda avapopds- yia N kawdkia: 250 X N mg @uTtikig okévng / 1 capsule as
reference unit; for N capsules: 250 x N mg herbal powder

ZvoTaTtiko / Ingredient MoocoétnTa / Quantity

®OAAO 6evdpoAiBavou oe okbdvn 250 mg / capsule
Rosemary leaf 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

Movabda mov meptéxel 250 mg TNS TALTOTMONKEVNG PUTIKAC OKOVNG, XWPIG EkYOALON A MpooBrkn dlaAbTn. H pala
NG 6pdync 6ev Loobuvapel pe pdla ekyvAlopatog f§ kaBapnc 6paoTikic ovolag. KataypdeeTal YWPLoTA N
olvBean Tov KEADPOULC.

Each unit contains 250 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

H en{onun tonaviki o0vBeon kKaywakiwv Katoypd@eLl Xpron yla SUoOTENTIKEC/XOALKEG evoxAfoeLG. H toxbovoa HMPC
2024 koAOTTEL KOPPEVN BpdYN WC a@EWnUa/EyXUHa Yo ATiLa SuoTew(a KL OTIAOUWOLKEC EVOXAATELG, KABWC Kot
AouTpd: 6ev KaAUTITEL KAYOLAEG okdVYNG. H Tekunpiwon Kat ol 6G0ELC AQPEPAUATOC BEV HETAPEPOVTAL OE ALTE Ta
Kowdkia. To deAtio datnpel TNV TEXVIKA obvBeon WG BLBALOYPAPIKH ava@opd Kat amattel L6k KAWLKHA

TeKuNplwon mpw xpron.

The Spanish capsule formula records use for dyspeptic/biliary complaints. Current 2024 HMPC covers comminuted
drug as herbal tea for mild dyspepsia/spasmodic complaints and as bath additive; it does not cover
powdered-drug capsules. Tea evidence and dosing cannot be transferred to these capsules. This sheet retains the
technical formula as a literature reference and requires specific clinical justification before use.

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

Anodoxr mpwtng VANG oOHEWvVa Pe RFE/Ph.Eur. povoypagia 1560, pe emBeBaiwon e{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 1560 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

Ta @OAA MeEPLEXOLY MTNTLKS ALBEpPLo AL TMOPATETAUEVO AVOLKTO GAETHO/XELPLOPOC umopel v HETAREAEL TV
oopr Kot To mTNTIKS Po@iA. Meplopiote avolkTh €kBean Kat Bepur AAeon. Agv TeKUNPLWVETAL 6pLo XpSvou K
avdykn adpavolc aTuéoeaLpaC.

Leaves contain volatile essential oil; prolonged open milling/handling may alter odour and volatile profile. Limit
open exposure and hot milling. A numerical exposure-time limit or inert-atmosphere requirement has not been
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

Agv xpnolponote(tal atB€plo €Aato atn B€on OAAoL. Mpoidvta yia eEwTEPKA Xpron A 5% aAK0OALKS dldAvua
aBeplov eAaiov dev elvat ovvBeTkE LoodVUVapa. H HMPC avagépet 6Tt gv €xouv avapepBel aAANAemdpdoeLg yia
TLG KAAUTITOUEVEG HOPPEC: aLTO Bev amnoTteAel agLoAdynon K&Be aywynig Kayakiwv.

Do not replace leaf with essential oil. Topical products or 5% alcoholic essential-oil solution are not
compositionally equivalent. HMPC reports no interactions for its covered forms; this is not an assessment of every
capsule regimen.

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

El81ka otolxeia ocvotaTtikwy / Ingredient-specific information

Xpnowuomnote{tat Enpd eUAA0 Rosmarinus officinalis. H iy mpwtng 0ANG avagépel eAdyloto 12 mL/kg aBépLo
€Aao Kat 3,0% oLVOALKA LEPOELKIVVAULKE TIAPdYWYA WG poopapvikd oD, enl dvudpng 6pdyng. EAEyxeTaL n
TpéXovoa papuakomouakh npodlaypaer. Ta 250 mg elvat pdfa eOAAov, éxL togdtnTta atbepiov
eAalov/poopapvikol ogéoc.

Use dried Rosmarinus officinalis leaf. The raw-material source specifies at least 12 mL/kg essential oil and 3.0%

total hydroxycinnamic derivatives expressed as rosmarinic acid on anhydrous basis; check the current
pharmacopoeial specification. The 250 mg is leaf mass, not essential-oil or rosmarinic-acid quantity.

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

AEloAoyolvtal aAlepyia, andéppagn xoAnedpwv, xoAayyel(tida, Natik véoog, XoASALBoL Kot AOLTEC XOALKEG
KATAOTACELG TIOL AMOLTOOV LATPLKA eMBAEYN. H ao@AAELa o€ eyKLOOLYN/ONAaCUS Sev €xeEl TeEKUNPLWOEL. Agv
anodidovtal ota Kawdkia oL avtevdelEelg Beppol Aoutpol. Kplowun ekkpepdtnTa €lval n e6IKA KAWLKA
TeKUNPlwon TNG HOPPHAG KAYOLARG: GTOV XELPLOUS EAEYYXOVTOUL APWHATLKH OKOVN, AAAEPYLOYOVOC €KBEDN Kal
Slaotavpolpevn empdAvvaon.
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Review allergy, bile-duct obstruction, cholangitis, liver disease, gallstones and other biliary conditions requiring
medical supervision. Pregnancy/lactation safety is not established. Hot-bath contraindications are not assigned to
capsules. The central gap is capsule-specific clinical justification; handling assessment covers aromatic powder,
allergenic exposure and cross-contamination.

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

ZuvOnkec mapaokevng / Compounding conditions

EAeyxog kaBapldtnTtag, mAfpoug Efpavong, TauTdTNTAG Kot ARENG TWY LAWY Kal EYKEKPLLEVOU LTTOAOYLOWMOD. Mo
N povddeg BewpnTikr nmoodtnta 5pdyng=250xN/1000 g. Kataypd@ovtal MpoyUaTIKEC AMWAELEG Kook{viang: 6gv
epapuéletal avbaipetn unepnAfpwaon dpacTtikoo.

Verify cleanliness, full dryness, material identity/expiry and an approved calculation. For N units, theoretical
herbal-powder mass=250xN/1000 g. Record actual sieving losses; do not apply arbitrary active overfill.

References: [1], [4]

Texkpnpiwon BUD / BUD rationale

H nnyn amnodidel 3 privec étav mANPodvTaL oL CUVOAKEC PUAAENG. Ma TO UNTPWO EMAEYETAL CLVTNPNTLKS AVWTATO
6pLo 89 NUEPWY, XwPI(C LTépBaan TwY 3 NUEPOAOYLAKWY UNVWY i TNG cuvToudTEPNG AENG omolovdrmoTE
OLOTATLIKOD, K&Tw amnd 30 °C, mpootaTtevpévo amnd gwc/uypacia. Mpdkettat yia nmeplodo enionung ouvTayng Kat
OxL epyaoTnplakd empBeBatwpévn oTaBePOTNTA TWVY BIKWY Hag Kayaki{wv. Aev BpéBnke peAéTn ue (Bla 6pdyn,
KOKKOUETpla, KEALPOG Kal MePLEKTN. H emAoyr 6ev otnpiCetal o vmoTiBEépevo aw<0,60 o0Te Oog aLTOMATN
€papuoyn Tov yevikoL oplov 180 nuepwv. MNa eméktaon r dlagopeTik cuokevaoia anatteltal Tekunpiwon
delkTn/YxpwHaTOYPAPLKOL MPOPIA, amoadbpwaong, bypaociac Kal PLkpoBLloAoyikrc motdétntac. Ekdotikr cbuBaon:
Ta punviaia épla TNG MNYAC MOPAUEVOLY NUEPOAOYLOKA: TO aPLOUNTIKO OpLo HETATPOMAC £lval 28 NUEPEG YLA Evav
pHAva A 89 yla TPELG: TLXOV XwpPLoTd emAeyuévo BpaxdTtepo dpLo eEakoAovBel va vreployeL. MpdKeLTal yLa
ouvTNENTIKA HETaTporr, OXL avToAeEE( dplo 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: [1], [5], [6]

Mpoamaitovpeva / Prerequisites

Epapudlovtal Ta Tomkd eykekpiéva SOP COylong, kookiviong, MARpwonG Kayakiwv, KabapLlopoy, eAEyXwY Kal
emonuavong. Kavéva étoluo €k60x0 Tou LTEPXOVTOC UNTPWOL eV eMPBAAAETAL and auTr Tn cbvBean. Mpoodrikn
OPALWTIKOD KATAYPAPETAL WC XWPLOTH MapaAAayr UE MAPN MOadTNTA 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]

EEonmAlopog / Equipment

BaBuovounuévog Cuydc KatdAAnAoG yla tTnv naptida, kKéokwo 355 um, mAfpwe oteyvd tydlo/avauiktipag,
OYKOMETPLKAG KOALWOPOG yla aVOEVO OYKO, OIATOVAQ KAl KAWOLALEpa. Ta oTolxela TOu KEADQOUG Kal n
MPAYMATIKY @atvéuevn mukvdTnTa KaBopilouvv Tn xwpnTikéTNTA.
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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: [11], [4]

M£00o60¢ nmapaokevnc / Compounding method

1. EmaAnBebote TaLTOTNTA KAl mToodTnTa TNG ENPrg 6pdync. 2. AlaoTdoTE CLOOWHATWHATA, KOoKW{oTe amnd 355
MM Kal Katoypdyte TNV avdktnon. 3. MeTpAoTe ToV Qavdpevo Oyko Kat eAEyETe 6TL n 6éon xwpd oto
npotewodpevo No 00. 4. OpoYEVOTIOLHOTE, MANPWAOTE WOTE KABe povdda va nmepLEéxel 250 mg dpdyng kat kAeloTe. 5.
ATOUOKPOVETE TNV EEWTEPLKN OKOVN, MpayuaTonoljoTe EAEYYXOUG Kal ouoKkeLdoTe. Edv anattnBel dANo péyeboc r
€KBOY0, 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 250 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: [11], [4]

Mapatnpnioelg / Observations

H 8paoTikA mpwTn OAN €{vatl oAGKANPN ELTLKY OKGVN CLYKEKPLHEVOL HEPOoLG. Agv vrokabioTaTal and Enpod
EKYXOALOUQ, alBEpLo €AaLo 1 «Lgodivapun» pn npoadloplopévn euTiky OAN. H pdla tng yepdtng KdwouvAag
MEPLAQUBAVEL KoL TO KEALQYOG: YL opolopop@ia utoAoy(ZeTal YwpPLoTd N kKabapr 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]

MepLékTnG KaiL cvokevaoia / Container and packaging

H enionun obvBeon emtpénel blister | KaAd KAELOTO QLAA(BLO. EMAEYETOL PAPUAKEVTIKOG MEPLEKTNG HE
TEKUNPLWHEVO Qpayud vypaciag Kol pwTomnpooTtacia- N mNyr 6&ev op(Cel CLUYKEKPLUEVO TIOAVHEPEC. AQLUYPAVTLKO
Xpnotuomnote{tal pévo av e{vat cuPBATO Ue TO KEALQPOC, BLaXWPLOUEVO aTd Ta KOWPAKLA KOl HE KATAAANAN
€noipavon.

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: [1], [4], [5]

MoloTikog éAeyxoc / Quality control

EAEYETE TNV avBevTIKOTNTA TNG HPdYNG KAL TO TMLOTOMOLNTLKS avAALONG PE KATAAANAN emBeBaiwan
TavtéTNTAC/BelkTn. M To TEAKS MPoidv: dyn, KAe(olo, aplOUdC Hovddwy, kabapr MARPWGON Kal opolopop@la
HA&Zoc oOPpwva PE Loxbovoa RFE 2.9.5. MNa noaptidec n Ny mpoBAEmnel anoodBpwaon Kal kPoBLoAOYLKO EAEYXO.
Mo voBétnon tng dldpkelag OAAENG eEeTdlovTal enionNg XPWHATOYPAPLKS Po@{A/6e(kTNG KoL HeETABOAN
vypaciag. Agv £xouv npaypatonolndel oL dokluég otnv napovoa BLBALOYypa@Lkn epyacia.

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

Agv ekbi{beTatl avTéuaTn 0bnyla 66ong and tn HMPC, eneldry 6ev nephapBdavel avtr tTn Hoper. Mpw dldbeon
anatte{tol e8Ik anéeaon ouVTAYOYPAPOL TIOV TEKUNPLWVEL KATAAANASTNTA, TANBLONS Kal Sldpkela. H mnyA
Mopapével emlonun TEXVIKA avagopd, Xwplc Loxuplopd 6TL mpdKeLTal yia eyKekpLévn and EMA kdyouAa.

No automatic HMPC-based dose directions are generated because this form is not included. Before supply, the
prescriber must justify appropriateness, patient population and duration. The source remains an official technical
reference, without claiming an EMA-approved capsule.

References: [1], [3]

EmioApavon / Labelling

®OANO HevEpoA{Bavou 250 mg/kawdkio. And Tov oTOUaTOC XPrion. Adon Kat SLEAPKELX: COUPWYA E TNV
eEatoplkevpévn odnyla Tov vnebBuvou enayyeApatia. Maptida: . Mapaokevri: . XpAon €wg:__ . K&tw and
30 °C: npootacia and ewc/vypaaoia. Na guadooeTatl pakpld and motdid. AnAwvovtal n MAPnNG cbvlean KEADPOULG
Kot Tuxév mpdéobeTa Ekdoya. Xpran Hévo HeTA lOIKA KAWLKA agloAdynaon tng HoperG Kaywakiov.

Rosemary leaf 250 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. Use only following specific clinical assessment of
the capsule form.

References: [1], [3], [4]

v9_controls / v9_controls

To apBunTiké 6plo oto apyeio elvat pévo 6pLo BLBALOYPAPLKAC avaopdc UTO TIC £LBLKEG TPODTOBETELC. Agv €xEL
oplotel BUD mpayuaTtikAg maptidag kat dev £xouvv mapayOel petprioelg aw. H akplBric obvBeon, ta
TPOAMALTOVHEVQ, 0 TIEPLEKTNG, N POAAEN KAl T oTolxela eAEyYOUL TIPETIEL VO EYKPLBOUY YL TN OLUYKEKPLUEVN
epappoyr. H €vapgn tou vmoAoylopol BUD eival n €vapén tng napaokevng. 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.

AVEEGPTNTN EMOTNHOVLIKY 00OVOECN 0TA EAANVIKG/QYYALKA HE ava@opd aTnv AEMPS Kot CUUMANPWHATIKEA TeKunplwaon. Agv anoTteAel enionun
peTd@paaon, dbeta KukAo@oplag 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 Kat mapanopumnécg / Sources and references

[1] AEMPS Formulario Nacional - FN/2003/POF/010 HOJA DE ROMERO, CAPSULAS DURAS DE
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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_010.pdf
[2] AEMPS Formulario Nacional - FN/2003/PAF/011 ROMERO, HOJA 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 011.pdf
[3]1 EMA/HMPC - European Union/Community herbal monograph on Rosmarinus officinalis L., folium

29 May 2024; EMA/HMPC/513940/2021, revision 1 | PDF pp.3-8; 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 |
2026-10-14

https://www.ema.europa.eu/en/documents/herbal-monograph/final-european-union-herbal-monograph-rosmarinus-officinalis-I-folium-revision
-1_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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