ZUVTAYOASYLO FAANVIKWY ZKELAOPATWY
EAANviIKO6 Formulary Sikalias

ApOELKIAAivn 125 / 250 / 500 mg — KaydKkLa and mpwTn
OAn
Amoxicillin 125 / 250 / 500 mg capsules from bulk API

CGR-FR-029 * Ekboaon / Version 4.0 « 10.09.2026

MpwTtoBouvAia CUAAOYAC LALKOU amd £YKLPEC MNYEC, WG Bdon yia tn dnuiovpyia EAANVIKoO formulary.
2TaOWOC Xp. ZIKAALLC.

An initiative collecting material from authoritative sources to lay the foundations for a Greek formulary.
Stasinos Chr. Sikalias.

AEATIO MPOZ TOMIKH EFKPIZH — n avBevtia tng mnyrig 6ev unmokablotd tnv éyKplon tng noptidac.
WORKSHEET FOR LOCAL APPROVAL — source authority does not replace batch approval.

Mnyr / Source: ANSM — Monographie de préparation magistrale (outside Formulaire national) * Al * v2 « 12/12/2023

AeATtio Tekunplwong mpog Tomik emoTnUovIKA €ykplon. Agv anoteAel emkupwpévn odnyla
anodéaopevong mopTidac.

Evidence worksheet for local scientific approval. It is not a validated batch-release instruction.

dappakoTeXViIK) popen / Dosage form
ZKANPa& Kaydkia

Hard capsules

AAAec ovopaaoieg / Other names

ANSM — Monographie de préparation magistrale (outside Formulaire national)

Zuvtayn / Master formula

Bdon unoAoylopol / Formula basis: 1 kawdkio / capsule; emA€éEte pla ox0 / select one strength

A/  ZvoTatiko / Ingredient MoooéTnTa Movabda
A Quantity Unit

No

1 AHOELKIAA{VN TPpdpLKH, yia 125 / 250 / 500 mg apoELKLAAIVNG 143.47 / 286.95/573.9 mg

Amoxicillin trihydrate, for 125 / 250 / 500 mg amoxicillin
2 KéAvgpoc kayakiov CeAaTivng KATEAANAOL EeYEBOLG 1 Tepdyla /
Gelatin capsule shell, suitable size pieces
Mnyn obvBeonc: [1]. g.s. = enapkri¢ moodTNTA - ad = PéEXPL TEALKO oOVOAO. Agv peTaTtpénovtal avbaipeTa g oe mL.
Formula source: [1]. g.s. = sufficient quantity; ad = to the final total. Do not arbitrarily convert g to mL.
Meprypagn okevaopatog / Preparation description

ZKANP& kawdkia: AHOELKIAALvN 125 / 250 / 500 mg — kawdkia amnd npwtn OAN. MNpdobeta KpLTHpLX
EMQAVIONG BEV TEKUNPLWVOVTAL OTO £E€TOOBEY 1Bk Kelpevo. [1]

Hard capsules: Amoxicillin 125 / 250 / 500 mg capsules from bulk API. Additional appearance criteria are not
established by the specific text reviewed.

Apaon kaiL xpRaon / Action and use
AVTIBLOTLKO TIEVIKIAALIYNG. [1]

Penicillin antibiotic.
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MpodiLaypagécg / Specifications

Méon nepltekTikdTNTA 90-120% TN OVOUAOTIKAC. Opolopop@ia pdlag: 20 Kawdkla: EAEYX0C
neplexopévou: 10 otnv noptida eAEyyxov. AvatpéETe 0To MARPEG oxfiua anodoxrc/enavadetypatoAnyiag.

[1]

Mean assay 90-120% of nominal. Mass uniformity: 20 capsules; content test: 10 in the control batch. Use the
full acceptance/re-sampling scheme.

ZuvOnkeg kKalL mpo@uAa&elg / Conditions and precautions

Ta otolyela MPWTWY LAWY 8V oLVLGTOUY PEAETN OTABEPSTNTAG TEALKOD OKELAOUATOG. «AEV
TEKUNPLWVETAL» BEV ONUOVEL «OTABEPO» 1] «AOPAAEC».

Raw-material information is not a finished-product stability study. “Not established” does not mean “stable” or
“safe”.

EvaioOnoia oto @wg / Light

AEV TEKUNPLWVETAL £BLKO oTOLYE(DO OTLG TINYEC oL €EeTAoTNKAVY. AatTe(TOl CUUMARPWON TPV amd TOMLKA
éykplon, epbéoov elval KpIoo yla Tn ouyKeKpLuévn napaokevr. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.

EvaioOnoia otov aépa / Air

Agv TeEKUNPLWVETAL £L8IKS oToLye(o 0TI INYEC TTOL €EETAOTNKOV. ANALTE(TAL CUUTIAIPWON TIPLY ATO TOTILKI
€ykpLon, epdéoov elval KP{OLO yLa TN OLYKEKPLUEVN TtapaoKeLr. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.

EvaioOnoia oto vepo / Water

Agv TeKUNPLWVETAL £L61KS oTolyel(o 0TI INYEC oL e€eTdoTNKOV. ANALTE(TAL CUPTAPWON TPV ATO TOTILKA
€ykpLon, epoécov elval KP{OLO YL TN OLYKEKPLUEVN TtapaoKeLr. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.

EvaloOnoia otnv vypacia / Humidity

Agv TeKUNPLWvEeTAL £L61KS oTolyel{o oTIg INYEC TTov e€eTdoTnKOV. AtatTe{Tal CUPNARPWON TPV ATd TOTILKA
€yKplon, epdoov elval Kp(olo yla Tn OLYKEKPLUEVN apaokeLh. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.

EvaloOnoia otn Osppokpacia / Temperature

Mo to teAkd okevaopa n Ny oplCeL:
MNepltéktng PET 65 ML xwpig ENpavTtikd ff dAAOG KATAAANAOG EPLEKTNG KaTtd TNV mnyr. 15-25 °C. [1]

For the finished product the source specifies:
65 mL PET container without desiccant, or other suitable container as specified in source. 15-25 °C.

EvaioOnoia og pH / pH

Agv TeKUNPLWvEeTAL £L81KS oTolyelo oTLG TINYEC oL e€eTdoTNKOV. ATTaLTE(TAL CUPTARPWON TIPLY aTO TOTILKA
€ykplon, epbéoov slval Kp(oo yla Tn ouyKeKPLUévn mapaokevr. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.
AAAec aovppatdéTnTeG / Other incompatibilities

AEV TEKUNPLWVETAL £BLKO oTOLYE(O OTLG TINYEC oL €EeTAOTNKAVY. AatTE(TOL CUUMARPWON TPV amd TOMLKA
éykplon, epbéoov elval KpIoo yla Tn ouyKeKpLUévn napaokevr. [1]
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No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.

Eldikég mAnpogopiec ovoTaTikwy / Ingredient-specific information

Agv TeKuNPLWveTal el61KS otolxelo 0TI NYyEC Tov e€eTdoTnKav. ANaLTe(TAL CUPNARPWON TPV ATd TOTILKA
€ykplon, epbdoov elval Kp(oo yla Tn oLYKEKPLUEVN apaokevh. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.

ZuvOnkec MapaokKeVNG / Preparation conditions

TnpolvTal n oelpd mPoodrikng, N BepUoKpacia Kat oL xpdvol ov avagépovTtal oTn Atadikaoia
MNapaokevnc. H 16K povoypagia 6ev amoteAel mMARPN HEAETN KATAAANASTNTAC TOL TOTILKOV
XWpov/eEomAlopo. [1]

Follow the addition sequence, temperatures and times stated under Preparation Procedure. The specific
monograph is not a complete qualification of the local facility/equipment.

Mpo@uAad&eilc mpoowmnikoL / Staff precautions

Agv poodlopiCovtal mAripn MAM yia tn ovykekpLuévn eépuovAa. EmAEETE yavTia, mpooTaoia oeBaAUWY
KoL HETpa TEPLOPLOUOL €kBeoNG amd Ta SDS Twv akpLBWY LAWY Kal TNy TomkA ekT{pnon Kwdovou.
ZUUMANPWHATLKO YeVIKO MAai{olo AEMPS: kaBapr HOKPLUAVLIKN epyaoTnplakr evbupaaia, KAALYN LAAALWY
KOl AMOKAELOTIKA LITOSAMATA/TIOSoVAPLA. ZE XELPLOKO KOVLWVY AMaLTOUVTAL KATAAANAN pooTaoia
MOTLV/ovamvonig: Ta Yavtia aAAdlouv pe dpaoctnplétnta A Bopd. H emAoyr TOMOL/vALKoD yiveTal amnd
SDS kat ekTi{pnon kwdovov. [1, 2]

Complete formula-specific PPE is not specified. Select gloves, eye protection and exposure controls using the
exact materials’ SDS and the local risk assessment.

Supplementary AEMPS framework: clean long-sleeved laboratory clothing, hair covering and dedicated
footwear/overshoes. Powder handling requires suitable eye/respiratory protection; change gloves with activity
or damage. Select the exact type/material using SDS and risk assessment.

ZTolxeia yla avaivon kivéovoo / Risk-assessment inputs

Agv TekPNpLveTal MARPNG €8k Tagvéunon kwdivou yia avth tTn PépuovAa. EEetdote SpaoTtikdTNTA,
okévn/agpdAvua, aAAepyloyoéva, SLAAVTEC, HLKPOBLOAOYLKO K{vBuvo Kal empudAvvon Baosl Twv
TMPAYHUATIKWY LAWY Kal Tng dladikaaiag. H anovaia entoruavong v anuaivel anovaia kwwdovou. [11]

A complete formula-specific hazard classification is not established. Assess potency, dust/aerosol, allergens,

solvents, microbial risk and cross-contamination using the actual materials and process. Absence of a flag does
not establish absence of hazard.

Tekpnpiwon diudpkelag xpRong / Evidence for beyond-use period

H nminyn op{Cel 1 punva.

H Sldpkela tng mnyric agopd tnv akpLBr) cbvbeon, néBodo Kal ovokevaaia tng. Asv elval nuepounvia
AENG avTAC TNE MapTibag o0te HeTAPEPETAL O AAAO €KBOXO/MEPLEKTIKOTNTA. H mMpayHa Tk NUEPOopnvia
vnoAoy(Cetatl 0To KEVS QUAAO ekTéAEONG. [1]

Source period: 1 month.
The source period applies to its exact composition, method and packaging. It is not this batch’s expiry date and
cannot be transferred to another vehicle/strength. Calculate the actual date in the blank batch record.

EEapTwpeveg Baocelg / Required bases

Agv opiTetal xwploth eEaptwpevn Bdon otov nivaka eEaptrioewv. EAEyETe TuXdY EUMOPLKE
oxAHoTa/oc0vleTa €kdoya TNG oLVTAYAG. [1]

No separate base is identified in the dependency register. Check any commercial vehicles/compound excipients
listed in the formula.

compounding.gr CGR-FR-029 | 3



EvbelkTIKOG eEomALOMOG / Indicative equipment

EvBelKTIKOC KATAAOYOC TIOL MPOKOMTEL amd TN HEB060: ZLYOG KATAAANANG BLAKPLTIKAC LKAvOTNTAC,
MNepLEKTEG KAl Opyava avaptEnG ocupBotd pe Ta VALKE, lydilo kat Omepog, EEomALOpOG MARPWONG KayaKiwy.
H emhoyr)/kataAAnAdtnta op{Cetat Tomkd. [1]

Indicative checklist derived from the method: Balance of suitable resolution, Containers and mixing tools
compatible with the materials, Mortar and pestle, Capsule-filling equipment. Selection/qualification is defined
locally.

Awadikaoia mapaokevng / Preparation procedure

EmAEETE Loy0 Kal MARBoC Kayakiwv. Zuy(oTe TNV MPWTN VAN, ALOTPLRACTE, KATAVE{IETE OPOLOOPPA KL
TMANPWOTE Ta KEADQN. KAeloTe, eAéyETe mMAROOC, pdla Kol kaBapdtnta eEWTEPLIKAC eMLQAvELAC,
ouokeLdoTte. Agv pooTiBeTAL ApaAlWTLKS oTn obvBean tng mnyng. [1]

Select strength and capsule count. Weigh and triturate API, distribute evenly and fill shells. Close, check count,
mass and exterior cleanliness, and package. Source formula contains no diluent.

Mapatnpnoelg / Notes

B-AakTtdun: n nnyr anattel anaywyd, FFP2 Kot aMOKAELOTIKO XWPO/EEOMALOUS YA TTEPLOPLOUS
eMuéALVonG. Xpnaotpomnolobvtal oL TogdTNTEG TOL MvaKA, dXL EMAVUTIOAOYLONOC amnd Tov
otpoyyvAomnolnuévo cuvteAeaTth 1,148. EAéyEte tn Bdon assay oto CoA. [1]

Beta-lactam: source requires a hood, FFP2 and dedicated space/equipment to limit contamination. Use
tabulated quantities, not recalculation from the rounded 1.148 factor. Verify the CoA assay basis.
ZuokKevaoia kaL VALKa / Packaging and materials

Neptéktng PET 65 mL xwpic Enpavtikd rj AAAOG KATAAANAOG TEPLEKTNG KATA TNV TiNYA. 15-25 °C. [1]

65 mL PET container without desiccant, or other suitable container as specified in source. 15-25 °C.

Ynobewypa eTikétag / Label specimen
ALOELKIAALYN 125 / 250 / 500 mg — kawdkia and mpwtn VAN

MeplekTikKOTNTO/MAPAAAQYH: MoodtnTa:
Naptida: Mapaokevn: XprAon €wg:
Ané tou otéuatoc / Oral use

AocoAoyla/odnylec:

®OAagN: Mepléktng PET 65 mL xwpic Enpavtikd f} AAAOG KATEAANAOC MEPLEKTNG KATA TNV TINynA. 15-25 °C.
[1]

Amoxicillin 125 / 250 / 500 mg capsules from bulk API

Strength/variant: Quantity:

Batch: Prepared: Use by:

Ané Ttov otépatog / Oral use

Dose/directions:

Storage: 65 mL PET container without desiccant, or other suitable container as specified in source. 15-25 °C.

M£0obol eAéyxou / Quality-control methods

Ouotopopeia pacac 20 Tuxaiwv povddwv Katd Ph. Eur. 2.9.5 Kat éAeyxol MEPLEKTIKOTNTAG/HOVAOWY KATA
TO €161K6 aVaAUTLKO TapdpTNHA. XpnatlpgomoloovTal Ta akpLBrh dpla TNG EMAEYUEVNG TIEPLEKTIKOTNTAG. TO
MARPEC MapdpTnua anoatte{tal yla ektéAean. [1]

Mass uniformity of 20 random units by Ph. Eur. 2.9.5 and content/unit tests in the specific analytical annex. Use
the exact limits for the selected strength. The full annex is required for execution.

®OAa&n / Storage conditions

MepltékTng PET 65 mL xwplc Enpavtikd fj dAAOC KaTAAANAOG TEPLEKTNG KaTA TNV mnyn. 15-25 °C. [1]

65 mL PET container without desiccant, or other suitable container as specified in source. 15-25 °C.
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Eldikég 0bnyieg 61aOeong / Dispensing instructions
Agv TeKPNPLWVovTOL ETMAE0V L6LKEC 06nylec Mépa amd TNV 086, TN EUAAEN KaL TG MapaTtnPrioELC TNG
nnyrg. ZupunAnpwvovtatl aobevrig, docoAoyia kat 0dnyleg cOpPwva Ue Tn ovvtayn. [1]

No additional special directions are established beyond the source route, storage and notes. Complete patient
details, dose and directions from the prescription.

BiBAloypagikég avagpopécg / References

[1] ANSM — Monographie de préparation magistrale (outside Formulaire national). v2 ¢ 12/12/2023 PDF pp. 1-7; avaAUTIK&
nopaptAdata / analytical annexes. Al. EAeyxoc / Checked 2026-09-10.
https://ansm.sante.fr/uploads/2023/12/26/20231226-amoxicilline-trihydratee-monographie.pdf

[2] PN/L/PG/002/00 INDUMENTARIA. AtaBéotpo kelpevo / Retrieved text PDF pp. 1-5. Al. EAgyxog / Checked 2026-09-10.
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_|_pg_00
2_00.pdf

OL avaAUTIKEG EBODOL cuvoyiCovTal. MNa eKTEAETN amaLlTOOVTOL TA TARPN TOPATEUNOMEVA KEQAAQLA,
avTBpaoTApPLO KOl KPLTAPLA KATAAANASTNTAC CLGTAUATOC.

Analytical methods are summarised. Execution requires the full referenced chapters, reagents and
system-suitability criteria.

compounding.gr CGR-FR-029 | 5


https://ansm.sante.fr/uploads/2023/12/26/20231226-amoxicilline-trihydratee-monographie.pdf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_l_pg_002_00.pdf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_l_pg_002_00.pdf

®0AMNo COyLonGg / Weighing sheet

Huepounvia napaokevrc / Preparation date:

Ta MAPaKEATW CUPMANPWYOVTAL ATé TOV POPHUAKOTIOL) Yla TN OLYKEKPLUEYN TapTiBa.

The pharmacist completes the following for the actual batch.

A/ ZuoTaATIKO OewPNTLKA Mova MapTida AAEN OANgG Zuyio0cioa Ynoypaen
A Ingredient moooTNTA oa OANg Expiry TMoooTNTA Signature
No Theoretical Unit Material lot Actual weight

qty

YmoAoyiopoi / Calculations

YTOAOYLOTIKG O@aApaTa Kal antwAeleg / Calculation errors and losses
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Kataypagn ektéAeong KaL antodéopevong / Batch execution and release

Hupepopnvia mapaockeAG Kal KwdIkoc mapTidag / Date and batch number

YTMoAoylopHoG npepounviag xpnong / Actual BUD calculation

MNapatnpnoelg eEKTéEAEONG Kal antokAioelg / Process observations and deviations

AnoteAéopata eAéyxwv Kat agloAéynon / QC results and assessment

KataAAnAotnta Baocel eEAéyxwv / Suitability based on results

YnevOuvvog pappakomolog kat vroypagn / Responsible pharmacist and signature
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