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CGR-BE-037 | 10.0
Evaiwpnpa BevCoikoD e0TEPa RETPOVIOATOANG - 200
mg/5 mL w¢ HeETPOVIOACOAN

Metronidazole Benzoate Suspension 200 mg/5 mL as
Metronidazole

BLBALoypagiki avagopd - Tomkr vtoBétnon / Reference monograph - Local adoption

MpoéAsvon kKatL 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 avadnuoaoievon tou
npwTtoTiNoL TG NMNYNG. MNpdoPfacn oto MAAPEG MPWTOTLTO Y{vETAL OTOV EMONUO EKOATN, PE TNV AMALTOOUEVN
4beta fj ouvdpopr. Agv BNAWVETAL 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: 101.4 g (=100 mL otnv ninyrj / in source)

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

BevCoikdg €0Tépag HETPOVLEATOANG 6.44 g
Metronidazole benzoate

BevZoikd vatpLo 0.100g
Sodium benzoate

MoAvoopBLkd 80 0.100 g
Polysorbate 80

Alaomnopd HLKPOKPLOTAAALKAG KUTTAP(VNG/KAPUEAAGTNG FTM 759
MCC/carmellose dispersion FTM

Natplodyog oakyapivn 0.20g
Sodium saccharin

loxvpd Bappa emkdpmov/pecokdprmiov vepavtllod, FTM 5.09
Strong bitter-orange epicarp/mesocarp tincture, FTM

KekaBapuévo 06w g.s.ad 1014 g
Purified water

Mpoamaitovpeva / Prerequisites

CGR-BE-007 MCC/carmellose dispersion FTM; loxvpd Bauua emkdpmniov/uecokdpmiov vepavtllod FTM / Strong
bitter-orange epicarp/mesocarp tincture FTM loxvpd Bapupa emkdpritov/Uecokdpritov vepavtllod FTM / Strong
bitter-orange epicarp/mesocarp tincture FTM
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MNeprypagn okevdopatog / Preparation description

Néouo evatwpnua: Evatpnua Bevloikol eotépa PeTPovdalOANG - 200 mg/5 mL w¢ peTpovidaldAn. NMpdabeta
KPLTAPLO EPPAVLONG BEV TEKUNPLWVOVTOL OTO EeTAOBEY £1OLKS Kelevo.

Oral suspension: Metronidazole Benzoate Suspension 200 mg/5 mL as Metronidazole. Additional appearance
criteria are not established by the specific text reviewed.

References: [1]

Apaon kaiL xpAon / Action and use
AvTnpwTolwikd Kot avTiBakTnplakd vitpoiudaldAng.
Nitroimidazole antiprotozoal and antibacterial.

References: [1]

Mpodiaypagic / Specifications

IFevikd 6pto FTM 2010: 90-110% tNnG SnAwpévng 6paaTikig, eKTOC €6k e§aipeang (PDF ogA. 15). Epapudlovtal
Kall oL EAEYXOL TNG QAPUAKOTEXVIKAG HOPPAG.

FTM 2010 general active-content range: 90-110% of declared amount unless specifically excepted (PDF p.15).
Dosage-form requirements also apply.

References: [1]

®wg / Light
MoAvoopBLkd 80: n JP Tntd mpootacia TnG mpwtNG OANG Amd To PWG.
Polysorbate 80: JP requires light protection for the raw material.

References: [4]

Aépac kKal oeidbwon / Air and oxidation

Agv oPEYETAL HEAETN OEEOWTIKAG O0TABEPATNTAC TOL TEALKOU HiyHaTog o0Te anaitnon adpavolc atudopalpad.
Tnpeltatl 0 mepLEKTNG TNG MNYHAG.

No oxidative stability study of the finished mixture or inert-atmosphere requirement is provided. Use the source
container.

References: [1]

Nepo kat SuaAvtoTtnTa / Water and solubility

MoAvoopBikd 80: n avtioTolxn kabapr MPEWTN VAN KaTd JP elvat avaulElun oto vepd.

BevCoiké vdtplo: n avtiotowxn kabapr mpwtn OAN Katd JP elvat evdLdALTN OTO VEPS.

YvoTtatikd tng Bdong CGR-BE-003: MapaddpoEuBevlolkdc HeBLAEOTEPAC: N avTioToln Kabapr mpwTn OAN KATA
JP elvat Alyo 6taAvtr oTto vepd.

JuotaTikd TG Bdong CGR-BE-003: MNapaddpoguBevlolkdg mpomuAeoTépag: n avtiotolyn Kabapr mpwTn DAN KATd
JP glvat moAD Alyo SlaAuTH oTo vePd.

Polysorbate 80: JP classifies the corresponding pure raw material as miscible in water.

Sodium Benzoate: JP classifies the corresponding pure raw material as freely soluble in water.

Component of base CGR-BE-003: Methyl Parahydroxybenzoate: JP classifies the corresponding pure raw material
as slightly soluble in water.

Component of base CGR-BE-003: Propyl Parahydroxybenzoate: JP classifies the corresponding pure raw material
as very slightly soluble in water.

References: [4], [5], [8], [9], [10]
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Yypaoia / Humidity

Agv dlveTal apBUNTIkS 6pLo oXETIKAG LYPAOIOC Yl TO TEALKS okeDaaua. Ano@elyovTal dLaBpoxh MPWTWY LAWY
KL HETAPOPA CUUTMUKVWHATWY OTOV MEPLEKTN.

No numerical relative-humidity limit is given for the finished product. Prevent raw-material wetting and
condensation entering the container.

References: [1]

Oeppokpacia / Temperature

Mo to TeAkd okebaoua N nyr opiCeL:
®dLdAn 100 mL pe dooopeTplkn muméta- 15-25 °C.

For the finished product the source specifies:
100 mL bottle with dosing pipette; 15-25 °C.

References: [1]

pH kat cvpBatoéoTnta / pH and compatibility

Bevloiké 0E0/Bevloikd wg ovuvTnENTkd: N EMA neptypdoet 6pdon oe 6Ewvo meptB&AAov pH 2,5-4,5. e vynAdtepo
pH dev Bewpeital avTopdTwg ENAPKAG N cuvTHPENON.

Benzoic acid/benzoate preservation is described by EMA in acidic conditions, pH 2.5-4.5. Preservation at higher pH
must not be assumed.

References: [3]

AAAec aAAnAemidpaoelg / Other interactions

Agv napéxetal TAAPNS S0k cuuBaTdTNTAC TOU UiyHaTOoG HE MPdobeTa dpaoTIKA 1 dLagopeTikd €kGoya. OL
LTIOKATAOTAOELG AMALTOOY XWwPLoTH TeKUNpiwon.

No complete compatibility test with added actives or alternative excipients is provided. Substitutions require
separate evidence.

References: [1]

El8ika otolxeia cvotaTtikwy / Ingredient-specific information

H noodétnta BevlolkAg HETPOVIBATOANG EKPPATETAL WG LoodOVAUN HETPOVIOALOAN: dev avTikaBloTavTal Katd
HACa 0 E0TEPAC KaL N EAEVBEPN BpacTIKA.

MoAvoopBikd 80: mMPWTN VAN HE XAPAKTNPLOMS dLaAuTtdTNTAG 0TO vEPS «avaulElun» Katd JP. Mpoctaoia mpwIng
OANG amd ewg.

Bevloikd vaTpLo: mpwtn VAN LE XOPAKTNPLOUS SLaALTOTNTAG 0TO VEPS «ELBLEALTN» KATA JP.

Jvotatikd tne Bdong CGR-BE-003: MapaddpoEuBevlolkdg HEBLVAEDTEPAG: MPWTN DAN HE XAPAKTNPLOUO
dloAvTéTNTOG 0TO VEPS «Alyo BlaAuTtr» Katd JP.

JuotaTtikd TG Bdong CGR-BE-003: MapaiddpoEuBevloikdG MPOMUAECTEPAC: MPWTN VAN HE XOPAKTNPLOUS
SlaAvtdéTNTAC 0TO VEPD «TIOAD Alyo dlaAvth» KaTtd JP.

Metronidazole benzoate quantity is expressed as metronidazole equivalent; ester and free active are not
interchangeable by mass.

Polysorbate 80: raw-material water solubility is classified as miscible by JP. Protect the raw material from light.
Sodium Benzoate: raw-material water solubility is classified as freely soluble by JP.

Component of base CGR-BE-003: Methyl Parahydroxybenzoate: raw-material water solubility is classified as
slightly soluble by JP.

Component of base CGR-BE-003: Propyl Parahydroxybenzoate: raw-material water solubility is classified as very
slightly soluble by JP.

References: [1], [4], [5], [8], [9], [10]
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NMpootacia epyalopévwy / Staff protection

Kabapr HoKpUPAVLKN EpyaoTnplakr evdupaoia, KEALYN HAAALWY KL YAVTLO KATA TOV XELPLOUS. AAAQYH YOVTLWV
META amnd emudAvvaon/ebopd.

Clean long-sleeved laboratory clothing, hair covering and gloves during handling; change gloves after
contamination or damage.

References: [1], [2], [6]

EKTipnon kKwvéovovu / Risk assessment

Bevloik6 0ED/BevToikd: duvaTtdTnTa EMBEVWANG VEOYVLKOD LKTEPOUL amd ekTOMON XoAePLOPIvNG. AELoAoYHOTE
€LOLKA Xprion o€ veoyvd €wg 4 eBdouddwv- n tomkn xprion pnopsl enlong va epebioel.

ZuykekpLuévn maptida avagopdg: 101.4 g (=100 mL otnv nnyr / in source). MpwTo cuoTaTkd: Bevoikdg
€0Tépag peTpovdaldAng, 6.44 g. EAEyETe aveEdpTnTa TN XNUKHA HOP®H, TG HOVADEG Kal KABE KALUdKwWaON TPy
amné Toyon.

Kplowo teAikd xapaktnploTikd e{val n enavadlaonopd: opoyevomoloTte pwv and vrnodlaipean, eAEYETe okAnpPd
{Cnua kat emaAnBeboTe 6TL N BAOUOVOUNUEVN OTOUATIKA gUpLyya HETPA Tov amalTtoluevo dyko Xwplc
anéppagn/aépa. H dladyela 6ev elval KPLTAPLO aMOdoXAG EvaLWPAHATOG.

KataypdyTe yla TNV TOMKA avdAuon moodTnTa avd mapaokevr, ouxvotnTa epyaoiag, dtdpkela avolkTtol
XELPLOMOD, TBAVEG 00006 €KBEONG KL AMOTEAECUATIKOTNTO TWY HETPWY eAEYXOL. AuTd elval atolela elaédov
NG agloAdynaong: 6ev amodidetal MPooXNUATIKAC TEALKOG BaBUdC KlvdOvou.

Znuelo eAéyyou amnodéopevong: delypa and avtinpoowneuTikd onuela kat and tnv apxi/TéEAog NARPWONG, UE
Kataypaer Kadilnonc r dlaxwplopol Kat enavadlaonopdc. EAEYETe OTL N mpoBAEnOUEYN Afjyn amnodibeL TNV
anattoVpevn moodTNTA: N eEWTEPLKA opolopop@ia pévn TG dev amodelkvieL opolopopPia SPACTIKAC.

Benzoic acid/benzoates may worsen neonatal jaundice through bilirubin displacement. Assess use in neonates up
to 4 weeks; topical exposure can also irritate.

Reference batch: 101.4 g (=100 mL otnv nnyr / in source). First ingredient: Metronidazole benzoate, 6.44 g.
Independently check chemical form, units and every scale conversion before weighing.

Redispersibility is critical: homogenise before subdivision, check for hard sediment and verify that the graduated
oral syringe delivers the required volume without blockage/air. Clarity is not an acceptance criterion for a
suspension.

For the local assessment record quantity per preparation, work frequency, duration of open handling, potential
exposure routes and effectiveness of controls. These are assessment inputs; no fictitious final risk score is
assigned.

Release checkpoint: sample representative locations and early/late filling; record settling or separation and
redispersibility. Verify delivery of the intended amount; visual uniformity alone does not demonstrate API
uniformity.

References: [11], [3], [12], [14]

ZuvOnkec mapaockevnG / Compounding conditions

Mpw amnd avduEn: tavtonolnon XNUIKAC HopeAG Kal apTtidag kABe cuoTaATLKOD, KaTaypaer BEWPNTIKWY
TOCOTATWY Kal éAeyxoC KabapldtnTtag ToL eEonAlopol. OL BepuoKpaoleg KaLl N oelpd MPoaBrikNG elval avTég TNG
napakdTw dladikaoiag.

Before mixing: verify each ingredient’s chemical form and lot, record theoretical amounts and check equipment
cleanliness. Follow the temperatures and addition sequence in the procedure below.

References: [1], [6]
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Tekpunpiwon BUD / BUD rationale

Aldpkela otnv nnyr: lotoptkr dldpketa: 2 pAveG: xprion LETA To dvolypa £wg 2 pAvEG, evTtdg GLUVOALKAG ARENG.

H dudpketa avth elvat 0dnyla TNG CUYKEKPLUEVNG QappaKkoTol{ac/mNYAG. ZTov mMapdvTa EAeyx0o dev emaAnBedTNKE
A PNG MIPWTOYEVAG LEAETN TTOL VA TEKUNPLWVEL TALTAOXPOVA XNHLKH, PUOLKE KOl UIKPOBLOAOYLKH EMEKTACN TNG
(6lac TeAkAC obvBeonc.

ETLAEYHEVOC YEVIKOG Kavovag: £we 35 nuépeg yia udaTik Hoper HE KATAAANAO oOOTNUA CUVTAPNONG OTNY TEALKH
o0vBeon kat pH. Xpnatpomnowjote 20-25 °C, A} 2-8 °C pévo dtav n nnyr To emTpénel/analtel kat n Hopen
MoPAUEVEL KATAAANAN. Aev entapkel N ovopaoia evdc ouvtTnENTIKOL £4v aLTO €xel apalwbel, adpavoroinOel
peTagepOel o GAAN pdon.

To éplo BLBALOYPAPLKIG ava@opdc TnG napovdoag €kdoong elval n cuvtoudTePN HETAED TNG MoPATIAVW BLAPKELAG
TNYAC Kal Tou yevikoD oplov. MNa napdtaon anatte(tal Tekunpiwon mov KAADTITEL
SpaoTIKA/EKDOXQ/MEPLEKTIKOTNTA, TIEPLEKTN, Oepokpacia, LEO0DO evdELKTLKH 0TABEPOTNTAC KaL, Yla LOATLKNA
EMEKTOON, TNV AMALTOOPEVN HIKpoPBLoAoyik Tekunpiwan. Epappootéa enionun USP-NF povoypaoia agloloyeitatl
XWpPLoTd oto MAAPeC Ke{pnevd TNG.

Huepounvia xpriong = n evwpitepn emtpent nuepounvia and noapaokevr] + emAeyUévn dldpkela, AREELC MPWTWY
VAWV KoLl TUXOY CLUVTOUSTEPO TEKUNPLWHEVO OpLo. O XpdvoG PHETA TO Avolypa 6ev mapaTteivel To cuvoAlkd BUD. H
TEALKA NUEPOUNVI{O CUUMANPWVETAL YL TN GLUYKEKPLEVN TIOPTIBA HETE TOUC EAEYYOULC.

O yeVIKOG Kavovag anoTeAel ouvtnpeNTkd Oplo emMAOYAC Kol OXL MELpapaTIK anddelEn otabepdTNTAC TNG
napTidag. H katnyopila cuvdéetal pe TNV TEAKA aOVOEDN, TN oLVTAPNON Kal TG emTPeNOUEVEG Bepuokpaoieg. H
TIUA aw 6gv MPoKOMTEL amd TO MOG0CaTO VEPOU A TNV AMWAELX KATd TNV EApavan. MNa tekunpiwaon xpnotponotiote
SOP-014 kot F-006- yia €l6ikrj aw, SOP-017 kat F-012.

Atevkpivion USP: 6ev anatte{tal pétpnon aw yla kdBe un otelpa napaockevr. H katnyopla pnopel va tekunplwoel
and TNV akpBri obvBeon Kal KATAAANAQ AVTUTPOOWTELTIKE apadelypata- étav n odvbeon elvat aféRain A
oplakh, mpoTiHdTal 6K LETPNOoN HE KATAAANAN HéBoBo. ZTNV apoloa €ékdoan Hev LTIAPYEL HETPNUEVN aw OUTE
anodeopevpévn noptida. H dldpkela Tov TEAKOD OKELAOPATOG KaTd Kavdva dev unepPBaivel To evanopévov BUD
TWY EVOWHATWHEVWY YOANVIKWY Bdoswv/evBlapéowv. EEaipean xpetdletal €Ik attioAdynon 4tL dev
ennpedfeTal SBLOPEVWC N PLOLKH, XNHLKA 1} HkpoBLloAoylkr moldTnTa. Kataypdyte XwpeLoTd TeAKS 6plo,
NUEPOUNVIX MOPAOKELHG TWY EVOLAPETWY KaL MPAYUATIKA nuepounvia ARENG TOLG.

Period reported by source: Historical validity: 2 months; in-use limit 2 months, within overall expiry.

This duration is a specific formulary/source instruction. This review did not verify a complete primary study
establishing chemical, physical and microbiological extension for the same finished formulation.

Selected general rule: up to 35 days for an agueous form appropriately preserved in its final composition and pH.
Use 20-25 °C, or 2-8 °C only where permitted/required by the source and compatible with the dosage form. A
preservative name is insufficient if it is diluted, inactivated or partitioned into another phase.

The reference-policy ceiling in this edition is the shorter of the source period above and the general ceiling.
Extension needs matching active/excipients/strength, container, temperature, a stability-indicating method and
the required microbiological evidence for aqueous extension. An applicable official USP-NF compounded
monograph is assessed separately in its complete text.

Use-by date = the earliest allowed date from preparation plus selected period, ingredient expiries and any shorter
supported limit. In-use dating never extends overall BUD. Complete the actual date for the batch after the
required checks.

A default is a conservative dating limit, not experimental proof of batch stability. Its category depends on final
composition, preservation and permitted temperatures. Water percentage or loss on drying does not determine
aw. Document using SOP-014/F-006; use SOP-017/F-012 for specific aw evidence.

USP clarification: aw measurement is not required for every nonsterile preparation. Category assignment may use
the exact composition and relevant representative examples; an uncertain or borderline formulation is best
assessed by a suitable specific measurement. This edition contains no measured aw or released batch. The final
preparation generally must not outlast the remaining BUD of its compounded bases/intermediates. An exception
requires specific justification that physical, chemical and microbiological quality is not adversely affected. Record
the final limit, intermediate preparation dates and their actual expiry dates separately.

References: [11, [7], [11], [13], [15]
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Mpoamairtovpeva / Prerequisites

MCC/carmellose dispersion FTM: CGR-BE-007
loxupd Bappa emkdpmiov/pecokdpmiov vepavtllod FTM - akptBéc BondnTtikd LALKS 1 EvBLduedo TNG mNYAG:
anmottodvTal TALTOHTNTA, PodLlaypar, anodeopevpévn MapTda Kot EAEYX0C TNG OXETIKAC dladikaoiac.

MCC/carmellose dispersion FTM: CGR-BE-007
Strong bitter-orange epicarp/mesocarp tincture FTM - qualified exact-source auxiliary; ordinary orange flavour is
not equivalent

References: [1]

EEonmAlopocg / Equipment

Zuyo6¢ KaTdAANANG eAdxLoTng T0ylong, youdi/omepog i opoyevonolnTthg, doxela avdulEng, ondTovAgg,
BepudpeTpo dTav undpxel B€puavan, 6pyava OYKOUETPNONG YL MOoHTNTEG ML.

Balance with suitable minimum weight, mortar/pestle or homogeniser, mixing vessels, spatulas, thermometer for
heated processes and volumetric equipment for mL quantities.

References: [1]

M£00ob0¢ mapaokevng / Compounding method

AelotpLBrioTe Tov e0Tépa pe T Slaomopd KutTapivng, TUNUATKE. AlaAboTte oakyapivn, Bevloikd vATPLO KAl
nmoAvoopBikd o€ 10 g npdogata Bpaouévou Kal YuxBEvToc D6ATOC. EvowUaTWaoTE, MPooBEéaTe BAUUQ,
EKTIAOVETE/UETAPEPETE KL CUPNANPWOTE oTa 101,4 g.

Triturate ester with cellulose dispersion in portions. Dissolve saccharin, sodium benzoate and polysorbate in 10 g
freshly boiled and cooled water. Incorporate, add tincture, rinse/transfer and make up to 101.4 g.

References: [1]

Napatnpnioclg / Observations

6,44 g ectépa = 4,00 g peTpovidaldANG Katd mnyr. Anatteltal iotonotnuévo BAUPa tng mpoBAendueVNG
npodlaypaerg, 6xL Kowod dpwua TOPTOKAALOD.

Source equivalence: 6.44 g ester = 4.00 g metronidazole. Use qualified tincture to the specified standard, not
ordinary orange flavour.

References: [1]

MepLékTnNG KalL ovokevaoia / Container and packaging
®LdAn 100 ML pe S0COOUETPLKA TULMETA.
100 mL bottle with dosing pipette.

References: [1]

MowoTikO6¢ éAeyxoG / Quality control

Ievikd éplo FTM 2010: 90-110% tnG SnAwHévNG dpacTLkAG, kTG lOWKAC eEalpeanc (PDF geA. 15). Epapudlovtal
KOl oL EAEYXOL TNG QAPUAKOTEXVIKNAG HOPPNAG.

H néBobog, To 6pLo amodoyrc, N MPAYHATIKA TIUA Kal 0 EAEYKTAC KaTtaypdeovTal xwplotd oto F-005. Anotuyia
Kplowng mpodlaypa@rc odnyel o kapavtiva Kat dtepebivnon katd SOP-015- n emavadAnyn eAéyxwv xpeldleTal
attoAdynon.

FTM 2010 general active-content range: 90-110% of declared amount unless specifically excepted (PDF p.15).
Dosage-form requirements also apply.

Record the method, acceptance criterion, actual result and reviewer separately in F-005. A critical specification
failure requires quarantine and investigation under SOP-015; retesting needs justification.
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References: [1], [14]

®0Aagn / Storage
®LdAn 100 mL pe dooopeTpik mmnéta- 15-25 °C.
100 mL bottle with dosing pipette; 15-25 °C.

References: [1]

AwaOeon / Dispensing

Xoprynon otnv akpLBh cuvtayoypa@nuévn MEPLEKTIKOTNTA. A LYP&, XPNOLUOTIOLHOTE KATAAANAN
BaBuovounuévn cbpLyya and Tov oTéUaToC: KaTtaypdyte 660n Kot cuxvéTNTA ANd TN CuvTAyH.

Dispense the exact prescribed strength. For liquids use a suitable graduated oral syringe; record dose and
frequency from the prescription.

References: [1]

EmioApavon / Labelling

Evalwpnua Bevloikol e0tépa HeTPOVIEGATOANC - 200 Mg/5 ML w¢ peTpovdaldAn
And Tov oTOUATOG

Nocétnta: _ NMoaptiba:

Noapaokevdotnke:  XpAon €wg:

AcBevrig / 66on / ouyvéTnTa: _

®OAOEN: DLAAN 100 mL pe dooopeTplkA muéta: 15-25 °C.
AvakroTe/enavadloone{peTe KAAQ mpv and xprion.

©eppokpaoia yla To BUD auTtig tng naptidag:

Metronidazole Benzoate Suspension 200 mg/5 mL as Metronidazole

Oral use
Quantity: Batch:
Prepared: Use by:

Patient / dose / frequency:

Storage: 100 mL bottle with dosing pipette; 15-25 °C.
Shake/redisperse well before use.

Temperature for this batch BUD:

References: [1]

v9 controls / v9 _controls

To apBunTikd 6plo oto apxeio elvat pévo 6pLo BLRALOYPAPLKAC ava@opdc uTd TIC €6LIKEC polMoBEoeLg. Agv €xEL
oplotel BUD mpayuaTikAg maptidag kat 6ev £xouvv mapaxOel petprioelg aw. H akplBric obvBeon, ta
TIPOATALTOVHEVA, O MEPLEKTNG, N GOAAEN Kal Ta gTolyela EAEYXOUL TIPETMEL VO EYKPLOOUY YLa TN CLUYKEKPLUEVN
epapuoyn. H évap&n touv vrmoAoylopol BUD eival n évapén tng napaokevic. EQapudéletal To GUVTOUSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO EAeyYO BLAPKELAC HETA TO Avolypa. Ta dpla USP elval Texviké mAaiolo Kat 6ev
nopovaldfovtatl WG EAANVLIKH 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.

AveEdpTNTN EAANVLKH KOl ayYALKH anédoon/opydvwaon otolxelwy TNG avaeepdpevng nnyng. Aev anoteAel enlonun petdepaaon fi €ykplon Tou
€KOOTN.

Independent Greek/English adaptation and organisation of facts from the cited source. This is not an official translation or publisher
endorsement.
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Mnyéc koL mapanopunég / Sources and references

[1] Formulaire Thérapeutique Magistral 2010 - K-II-1-a-1

2010 | PDF pp. 887-888 | master formula | 2026-10-14
https://www.fagg-afmps.be/sites/default/files/content/Matieres_premieres/FTM_Pharmaciens_Edition_2010.pdf

[2] PN/L/PG/002/00 INDUMENTARIA

AwoBéotpo keipevo / Retrieved text | PDF pp. 1-5 | general staff protection | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_|_pg_002_00.pdf
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https://www.ema.europa.eu/en/documents/scientific-guideline/questions-and-answers-benzoic-acid-and-benzoates-used-excipients-medicinal
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JP XVIII, 2021; English text | Printed p. 1550; Description; Containers and storage | raw-material monograph | 2026-09-12
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Sikalias Greek Formulary | Reference documentation 8



Gl KALIAS compounding.gr | 10.0 | 2026-10-14

s

https://pages.usp.org/rs/711-SXF-172/images/HQS%20-%20USP%20GC%20795%20FAQs.pdf?version=0

Sikalias Greek Formulary | Reference documentation 9



