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1. TautomMta Kat mpoEAELON

Identity and provenance

MpocwmikA MpwToBovAia compounding.gr. ZUUMANPWOTE TPLY aNd EMOTNUOVLIKA £€yKpLon. /
Independent compounding.gr initiative. Complete before scientific approval.

Kwdkdg eyypaeric / Record ID [CGR-...]
EAANVIKSG TiTtAOG / Greek title []
AyyALKOG TitAoG / English title []
Zuvwvopa, ATC émouv TekuNPLWveTaLl / Synonyms, supported ATC []
Mopoer, 066¢, neplekTikdTNTA KOl BAon Hovddwv / Form, route, [1]

strength and unit basis

TOmog: TeAKS, evdldueoo, yevikd npdtumo / Type: final, [1]
intermediate, general standard

‘Ekboon, nuepounvia toyvog, emavéieyxog / Version, effective []
date, next review

Katdotaon: mpoox£oLo, umd EAEYX0, EYKEKPLUEVO, ATIOCLPUEVO / []
Status: draft, review, approved, withdrawn

YnevOuvog npwTtoBovAiac / Initiative owner [OvopaTenwvupo, WéTnTa /
Name, role]

Mpwtoyevng iyn / Primary source

Ek66TNG, XWpa, T{tAog, KWdLKAG, ékdoan, oeA(bec / Publisher, []
country, title, code, edition, pages

URL, nuepopnvia npdéoBaaong, SHA-256 / URL, access date, []
SHA-256

levikég amaltrioelg, dlopbwoelg, ouunAnpwuata / General []

requirements, errata, supplements

AkpLBrig peTagopd rj mpooappoyr; aAAayEg / Exact transfer or [1]
adaptation? Changes

Adela petdopaong/avadnuooievong kat anddelgn / []
Translation/reuse permission and evidence
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2. YUvOeon Katl umtoAoylopol

Formula and calculations

MéyeBog avagopds / Reference batch [ 19/ mL/ povddeg / units

Zntovuevo péyebog / Target batch [ 19/ mL/ povddeg / units

MeplekTikéTNTA / Strength [ 1 mg/g * mg/mL ¢« mg/unit ¢ %

w/w ¢ % w/v e % v/v

dappuakomoiakh mowdtnta / Compendial quality []

ZVOTATLKO / AAag, évudpo, Avagopa / Movdad Asitovpyia /

Ingredient grade / Salt, Reference a / Unit Function
hydrate, grade qty

[] [] [1] [] [1]
[] [] [1] [] [1]
[] [] [1] [] [1]
[] [] [1] [] [1]
[] [] [1] [] [1]
[] [] [1] [] [1]
[] [] [1] [] [1]
[] [] [1] [] [1]

Tekunpiwon aptOpnTtikwy napadoxwyv / Numerical assumptions

g.s. ad onuaivel cuunmAfpwaon PéxPL TEALKA moodTtnTa, éxL MPoadrikn 0AGKANPENG TNG TEALKNAG
noodétnTac. / g.s. ad means make up to the final quantity, not add the entire final quantity.

JUVTEAEOTAC KALLdKWwoNG k = atdyoc / avagopd / target / []
reference
AlbpBbwon dpaocTtikdTNTOC P (KAdOUA), B&on mpoadloplopod / []

Potency correction P (fraction), assay basis

MeTatponr Bdong/dAatog/evuddtwong / Base/salt/hydrate [MAApPNG mpdEn kot inyr / Full
conversion calculation and source]
MukvétnTa, Bepuokpaocia, aBeBatdtnta / Density, temperature, []

uncertainty

YNePMANPWON, AMWAELEG Kal atTloAdynon / Overage, process loss [ ]
and rationale

AveEdpTnToC éAEYYOC LITOAOYLOUWY / Independent calculation [Yrnoypaor, nuepounvia /
check Signature, date]

H 616pBwon 6paotikédTNTAG £EQaPUOETAL HOVO 00D TEKUNPLWOEe( N Bdaon tov mpoadloplopo. /
Apply potency correction only after documenting the assay basis.
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3. MpwTEG UAEG KAl EKTIUNOT KIvOUVOU

Raw materials and risk assessment

Ot mpaypaTtikol aptBpol mapTidwy kat uyloelg kataypdeovtal 0To QUAAO TapTidag. ESW
op{Covtat ot anattioelc. / Actual lot numbers and weights belong in the batch record. Define
requirements here.

Tavtomnoinon, CoA, mpounBsuTtric Kat éykpilon / Identity, CoA, [1]
supplier and approval

MePLEKTLKATNTA, LYPAOIA, LITOAELHPATIKO! BLOADTEG / Assay, []
water, residual solvents

MéyeBog owpaTdiwy, LEWdEG, moAvuepég / Particle size, viscosity, [ 1]
polymer grade

Enwvuuec Bdoelg: Kwdkog, ékdoan, obvBeon / Named vehicles: []
code, version, composition

YuMBaTATNTO CLOTATLKWY Kal TMEPLEKTN / Ingredient and []
container compatibility

Enidpaon pH, ewtdc, aépa, vepol, vypaoiag, BeppdTnTacg / []
Effects of pH, light, air, water, humidity, heat

JoVTNPENTIKAE: TEAIKH OLYKEVTPWON KoL TEKUNplwan / [1]
Preservatives: final concentration and evidence

AAMepyloyodva, atBavdAn, PG, copPLtdAn, Bevloikd / Allergens, []
ethanol, PG, sorbitol, benzoates

MANBLopdG: nAkkia, Bdpog, eWdLkéC evaloBnoiec / Population: age, [ ]
weight, special sensitivities

SDS, ékBeon, MAM kot Texvikd pétpa / SDS, exposure, PPE and []
engineering controls

EO@AekTa, Loxupd dpaoTikd, emkivbuveg okdveg / Flammables, []
potent actives, hazardous powders

Kabaplopdg, dlaotavpoldpevn entudAvvon, andéBAnta / Cleaning, []
cross-contamination, waste

Ano@aon kataAAnAomrag eykataotaong / Facility suitability decision

Ki{vduvocg, mbavétnta, coBapdtnta, HETPO EAEyYoL / Hazard, []
likelihood, severity, control

YnoAewmdpevog kivduvocg kat anodoxr| / Residual risk and []
acceptance
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4. EEonmAlopoG Kat nEB0dOo¢g
Equipment and method

SOP kat ékdoaon / SOP and revision [1]

MeptBaAAov: Bepuokpaoia, vypaaoia, kabapdtnTta / Environment: []
temperature, humidity, cleanliness

Zouyol: eAdxlotn COywon, akpiBela, dlakp{Bwaon / Balances: []
minimum weight, accuracy, calibration

AvAuLEN, odoyevomnoinon, kookivion, mAfpwan / Mixing, [Zvokevr, épLa dBuvaToTATWY /
homogenisation, sieving, filling Device, capability limits]

BAp Evépysla Kal oelpd mpooORKNG / Action MapdapeTpol / Evéidpeco 6plo /
a/ and addition order Parameters In-process limit
Ste

p

1 [] [] []
2 [] [] []
3 [] [] []
4 [] [] []
5 [] [] []
6 [] [] []
7 [] [] []
8 [] [] []

Kpilowa onueia / Critical points

Xpdvocg, Bepuokpaoia, TayvTnta, didtunon / Time, temperature, []
speed, shear

pH, ogpd dlaBpoxrc, xpdvog evuddtwong / pH, wetting order, []
hydration time

JuunAnpwon palag/oykouv kat Bepuokpacia pétpnong / Final []
mass/volume adjustment and measurement temperature

OswpnTikA/avapevOuevn anddoon Kot amodeKTEG AMWAELEG / []
Theoretical/expected yield and acceptable losses

KA{paka yia Ttnv onola éxel eAeyyxOel n uéBodocg / Scale for which []
method was assessed
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5. MpodlaypapEg Kat ITOLOTIKOG EAEYXOG

Specifications and quality control

OploTe TekpunplwpEva KpLThpLla. Mnv elodyete KABOAKA aplOunTka dpla xwpic avagopd. Ta
MPAYHATIKE anmoTteAéopaTa Kataypdeovtal avd naptida. / Set evidence-based criteria. Do not
insert universal numerical limits without a reference. Record actual results by batch.

Aokipn / Test

MepLypa@r], XpWHa, oour] /
Description, colour, odour

Tavtomnoinaon / Identification

MeplekTKOTNTA, MPOOUEELS /
Assay, impurities

Opolopopoia
paZag/mepLexopévon /
Mass/content uniformity

pH, mukvéTnTQ, LEWOEG / pH,
density, viscosity

Ouoloyévela, avadlaomopd /
Homogeneity, redispersibility

Méyeboc owpaTdlwy,
anoodBpwan / Particle size,
disintegration

MikpoBLakr motdtnta / Microbial

quality

JupBaTéTNTA KAl aKEPALOTNTA

ovokevaaolag / Package
compatibility and integrity

M£0obdoc kat tnyn /
Method and source

[]

[]
[]

[]

[]

[]

[]

[]

[]

AstypatoAnyla, moogétnta delyuatog, delypa avapopdc /
Sampling, sample size, retained sample

AvaAuTiké epyaoTtrpLlo, mpdTuma, KaTtaAAnASdTNTA HEBSOOL /

Analytical laboratory, standards, method suitability

Xelplopdg O0OS/O0T kat amokA{oewv / OOS/OO0T and deviation

handling

Kpttipla anodéopevong / Release criteria
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6. XtaBepotnta, BUD kal cuokevaoia

Stability, BUD and packaging

BUD mov dnAwvel n mnyr / BUD stated by source [ 1/ 0¢ev avagépeTal / not stated
AKkpLBG obvBeon kat kA{paka peAéTng / Exact studied [1]

formulation and scale

MepLEKTNG, MWK, dootueTpLkd eEdptnua / Container, closure, [YAkS, péyebog, mpodiaypaer /
dosing device Material, size, specification]
Oepuokpaoia, pwg, vypaoia, peTaopd / Temperature, light, []

moisture, transport

duokr, xnUKn, pikpoBLoAoyik otabepdtnta / Physical, [Mapamnounr kot €0POG
chemical, microbial stability tekunplwong / Reference and
evidence scope]

JuvTNPENTIKA AMoTEAECHATIKOTNTA, OToL amatte(Tal / []
Preservative efficacy where required

Optlo mp/ueTd to dvoiryua / Unopened/in-use limit []
YtabepdTnTa EVOLEUEOWY / Intermediate stability []
AnokA{oelc and tn peAéTn kat enidpaon / Differences from study []

and implications

Tomkd eykekpluévo BUD kat attioAdynon / Locally assigned BUD []
and rationale

Hpepopnvia/vmoypaern agloAdynong / Assessment date/signature [ ]

MeTd to dvolyua 6ev mapateiveTtal n ouvoAlk AEN. H aAAayr ocuvTneNnTIKoL 1 oxAUATOC Bev
METaQépeL avTdUaTa To BUD. / Opening cannot extend overall expiry. Preservative or vehicle
changes do not automatically carry over a BUD.

AnoOnkKeuon kat d1aBeam / Storage and supply

Yuvbrkeg TeAkol mpoidvtoc / Finished-product conditions []
Alaxelplon amokAloswv Beppokpaciag / Temperature excursion [1]
management

0bnyiec mapaAaBric, HETaPOPAC Kot andéppwync / Receipt, []

transport and disposal directions
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7. KAWVIKN Xp1Non Kal EMLCTHAVOT

Clinical use and labelling

H cuvtayn napaokevrig dev anoteAel avtoteAr 0dnyla docoAoyiag. H KAk agloAdynaon
TEKUNPLWVETAL XWPLOTA pe Tpéxovoa avapopd. / A manufacturing formula is not a standalone
dosing instruction. Document clinical assessment separately using a current reference.

EvbelEn Kot mANBLoudG / Indication and population [1]
Zuvtayoypdeog Kat tekunpiwaon xpriong / Prescriber and []
supporting rationale

Adan, povdda, ovuyxvétnta, didpkela / Dose, unit, frequency, []
duration

Yuokevn HETpNong Kat akpiBeta pikpwv ddocwv / Measuring []

device and small-dose accuracy

AvtevdelEelg, aAAnAendpdoelc, mapakoAodOnaon / [1]
Contraindications, interactions, monitoring

06nylec emayyeApatio kat aoBevolg / Professional and patient [1]
directions

Ynodetypa eTikeTag mpog oplotikonoinon / Label template to finalise

Ovopa Kot MEPLEKTIKOTNTA, Hovdda Bdong / Name and strength, []
unit basis

Mopen, 066g, kabapr mocdtnta / Form, route, net quantity []
0bnyieg yopriynong / Administration directions []
AcBevrig/ouvtayr émnov anatteltal / Patient/prescription where []
required

MNaptida, mapaockevr, AGEN/BUD / Batch, preparation, expiry/BUD [ ]

®OAAEN KoL PETE TO dvolypa / Storage and after opening []
Avakivnon r; GAAeg €Bkég 0bnyieg / Shaking or other special []
directions

‘Exboyxa/mpoeldonoljoelc kat otolxela papuakeiov / []

Excipients/warnings and pharmacy details
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8. EYKplon, aAAAYEG Kal ELOLKEG EVOTNTEG

Approval, changes and special modules

PoAog / Role OVOUATEMWVLHO / Hpepopnvia/ Ymoypaen /
Name Date Signature

YOvtaEn / Preparation [1] [1] [1]

AveEAPTNTOC aPBUNTIKSG [] [1] [1]

éAeyyoc / Independent numerical

check

EmoTtnrovikég EAeyyoc / [1] [1] [1]

Scientific review

‘Eykplon master record / Master [1] [1] [1]

approval

AVOLKTEG amokAloelg kat vnebBuvog eniAvong / Open deviations []

and resolution owner

‘Eykplon avdptnong kat dikatwuata / Publication approval and []
rights

Kel{pevo vmoypagrc mpwtoBouAiac / Initiative attribution text []
lotoplkd: €kdoon, aAAayn, attia, eykpivwv / History: revision, [1]

change, reason, approver

YTeipeg 1) AAAeG ElOIKEC mapaokeVEG / Sterile or other special preparations

Evepyomotle{tal pévo 6tav epapudleTal KAl CUMMANPWVETAL WE XWPELOTO mapdpTnua. H Ormapén
nedlov 6ev GNAwWveEL emdpkela TNG eykatdotaong. / Activate only when applicable and complete
as a separate annex. A field does not establish facility capability.

rtepdTnTa, 066G, katnyopla, epappootéo nmpdTuto / Sterility, [ 1/ un epappdouo / not applicable
route, category, applicable standard

MNeptB&AAov, mpoowrikd, donmtn Texvikf/anooteipwaon / []
Environment, personnel, aseptic process/sterilisation

EmikOpwon, ¢iATpa, evboTtogiveg, cwuaTidla / Validation, filters, []
endotoxins, particles

AkepatdTnta nepLéKTn Kat etditkd BUD / Container integrity and []
specific BUD
loxupd dpaoTikd, eAeyxOueva, aktvonpootaaia / Potent actives, [ 1/ un epapudaoipo / not applicable

controlled substances, radiation protection
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