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CGR-BE-012 | 10.0

Fé€An petpovidaloAnc 1% FTM
Metronidazole gel 1% FTM

BLBAloypagiki avagopd - Tomkr vtoBétnon / Reference monograph - Local adoption

MpoéAsvon kKat 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 avadnuoaievon tou
npwTtoTiNoL TG NMNYNG. MNpdoPfacn oto MAAPEG MPWTOTLTO Y{vETAL OTOV EMONUO EKOATN, PE TNV AMALTOOUEVN
4abeta fj ouvdpopr. Agv SNAWVETAL 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: 100 g

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

MeTpovidaldAn 19
Metronidazole

réAn KapBopepoig FTM g.s.ad 100 g
Carbomer gel FTM

MpoanaiToVpeva / Prerequisites
CGR-BE-005 Carbomer 980 gel FTM

Meplypa@n okevaopatog / Preparation description

Agppotikr YEAN: TEAN peTpovidaldAng 1% FTM. MpdcBeta kpLthpLla ELEEvIonG 6V TEKUNPLWYOVTOL OTO
eEeTaoBEY €1OLKO Kel(uevo.

Cutaneous gel: Metronidazole gel 1% FTM. Additional appearance criteria are not established by the specific text
reviewed.

References: [1]

Apaon kaL xpron / Action and use
Tomkr avTIHETWION Podd)Xpou vdoou.

Topical treatment of rosacea.

References: [1]

Mpobiaypagéc / Specifications

H o0vBeon kat n TeAkr mogdTnTa akoAovBolv Tov mivaka (100 g). Asv dlvetal elO1kS aplBunTkd €0pog assay,
HkpoBLakod gopTiov | puotkoxnukod eAEyxov 0To e§eTa0BEY €16k Keluevo- Hev amnodidetal avbaipeTo 6pLo.

Composition and final quantity follow the formula table (100 g). The reviewed specific text gives no numerical
assay, microbial-count or physicochemical acceptance range; no unsupported limit is assigned.
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References: [1]

®wg / Light

MeTpovidaldAn: mpootacia mPWTNG VANG amnd PWwg.
MeTpovidaldéAn: n JP Cntd npootacia TNG mMPwTNEG VANG AMd TO PWG.

Protect metronidazole raw material from light.
Metronidazole: JP requires light protection for the raw material.

References: [2], [4]

Aépac kat o€eidbwon / Air and oxidation

Aev mapéxetal HEAETN 0EEWOWTIKAC 0TABEPOTNTAC TOL TEALKOD HiypaTog o0Te anaitnon adpavolc atudéoealpac.
Tnpeitatl o mepLéKTNG TNG MNYAG.

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

References: [1]

Nepo kat SuaAvtotnTa / Water and solubility

MeTpovidaldAn: n avtiotowxn kabapr mpwtn VAN Katd JP elvatl Alyo dlaAvtrh oto vepPOD.

Juotatikd TG Bdong CGR-BE-005: MpomnuAevoyAukdAn: n avtiotolyxn kabapr mpwtn 0AN katd JP elval avapi&un
o710 vePD.

2voTtatikd tng Bdong CGR-BE-003: MapaddpoEuBevloikdc peBuAeotépac: n avtioTolyn kabapr mpwtn OAN KOTd
JP glvat Alyo dlaAvtr oto vepd.

Yvotatikd tne Bdong CGR-BE-003: MapaddpoEuBevlolkdc mpomuAeoTtépac: N avtiotolyn kabapr mpwtn AN KaTtd
JP elvatl moAD Alyo SlaAutr oto vepd.

Metronidazole: JP classifies the corresponding pure raw material as slightly soluble in water.

Component of base CGR-BE-005: Propylene Glycol: JP classifies the corresponding pure raw material as miscible 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], [8], [9], [10], [11], [12]

Yypaoia / Humidity

Juotatikd TG Bdong CGR-BE-005: MpomuAevoyAUKOAN: LYPOCKOTILKH: KAE(VETE auéowe To Hoxelo HeTA TN Ajyn
NG amnalttolueVNG MoodTNTAC.
Yvotatikd tnG Bdong CGR-BE-005: MpomuAevoyAvkdAn: n mpwtn VAN elval LYPOOKOTIKA KaTd JP.

Component of base CGR-BE-005: Propylene glycol is hygroscopic; close its container promptly after measuring.
Component of base CGR-BE-005: Propylene Glycol: the raw material is hygroscopic according to JP.

References: [7], [8], [9]

Osppokpacia / Temperature

Mo to TeAkd okebaopa n nyr opiCeL:
ZwAnvéplo, 15-25 °C.

For the finished product the source specifies:
Tube, 15-25 °C.

References: [1]

Sikalias Greek Formulary | Reference documentation 2



compounding.gr | 10.0 | 2026-10-14

pH kai ovpBatétnta / pH and compatibility

Agv op{CeTtat 16kd €0pog pH TOL TEALKOD OKELAOUATOG. Agv TipooTiBeTal pLOULOTAG PH XWPIG TEKUNPLWHEVN
oAAayr TNG obvBeang.

No finished-product pH range is specified. Do not add a pH adjuster without a supported formula change.

References: [1]

AAAeGg aAAnAemibpaoelg / Other interactions

Aev napéxetal mARPNS 6ok ouuBatdTNTAC TOL PiyHaTOoG HE MPboBeTa dpaoTIKA 1 dLapopeTikd €kGoya. OL
LTIOKOTAOTAOELG aMALTOOY XWwPLoTh TeKUNPiwon.

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

References: [1]

El81ka otolxeia ocvotaTtikwy / Ingredient-specific information

MeTpovidaldAn: mpwtn OAN HE X0 PAKTNPELOUS dLaAvTédTNTAG 0TO VEPS «Alyo SlaAuTtr» Katd JP. Mpootacia mpwtNng
OANC amd ewg.

Yvotatikd thG Bdong CGR-BE-005: MpomuAgvoyAukdAn (1,2-mpomnavodidAn): dxpwpo, LEwdeg vypd avapi&Luo pe
vePD, oL AeLTovpYE( WG GLVBLAADTNG Kal LYPAVTIKG. H mapovaia TnG o€ Hikpr MoodTNTA dEV anmodelkviEL EMAPKN
ouvthpnon.

>votatikd tne Bdong CGR-BE-005: MpomuAevoyALKOAN: MPWTN OAN PE XAPAKTNPELOWO dlaAutdTnTaC OTO vEPD
«avapiEun» katd JP.

JuotaTtikd TG Bdong CGR-BE-003: MapaiddpoguBevlolkdc HeBLAECTEPAG: MPWTN OAN HE XAPAKTNPLOUO
dlaAutéTnTag 0TOo vEPS «Alyo BlaAvTr» KaTtd JP.

Zvotatikd tng Bdonc CGR-BE-003: MapaddpoEuBevloikdg MPOMUAECSTEPAG: MPWTN VAN HE XOPAKTNPELOUS
dloAvTéTNTOAG 0TO VEPS «TIOAD Alyo SLaAvTr» Katd JP.

Metronidazole: raw-material water solubility is classified as slightly soluble by JP. Protect the raw material from
light.

Component of base CGR-BE-005: Propylene glycol (1,2-propanediol): colourless viscous water-miscible cosolvent
and humectant. A small amount does not establish adequate preservation.

Component of base CGR-BE-005: Propylene Glycol: raw-material water solubility is classified as miscible 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: [4], [7], [8], [9], [101], [11], [12]

Mpootacia epyalopévwy / Staff protection

KaBapr HaKpLPAVIKN epyaoTnplak evoupacia, KAALYN HAAALWY Kal YAVTIO KATA TOV XELPLOPS. ANy YOV TLWY
HETE and enudAvvan/ebopd.

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

References: [11], [3], [5]
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ExTtipnon kivdovov / Risk assessment

ZuoTtaTtiké TnG Bdong CGR-BE-005: MpomuAevoyAukdAn: vmoAoy(Cetat N cuVoALKH ékBean amnd dAa Ta EEPHOKA,
Blwg og veoyvd, MadLd KATW TwWY 5 £TWY KAt ve@pLk/nraTtikr SuoAsttovpyia. MNa and Tov oTdUATOG XOPrynon:
mag/kg/nuépa = mg/mL x mL avd nuépa + B&pog kg.

ZuyKeKpLuévn naptida avagopdc: 100 g. MpwTto cvoTtaTtikd: MetpovdaldAn, 1 g. EAEyETe aveEdpTnTa TN XNUIKA
Hop@H, TIC HOVADEC Kal KABe KALHdKkwaon pLv and CoyLon.

EAEyETe opoloyévela, oBWAOUG, SlaxwPLopud Kat mpayuaTikh anédoon npv and vnodiaipeon. H cuokevaoia mpémnet
Va ETILTPEMEL OPOLOUOPPN EQAPHOYH XWPI(G ELoaywyr vEPOD OTO MEPLEXOIEVO.

KataypdyTe yla TNV Tomkr avéAvon moagdtnta avd napaokevr, ouxvotnta epyaciag, dldpKela avolkTol
XELPLOMOD, MBAVEC 0600G €KBEONG KL AMOTEAETUATIKOTNTO TWY HETPWY eAEy)XOoL. AuTd elval atolyela elgédouv
NG a€loAdynong- 6ev amnodibetal mMPooYNUATIKOG TEAKOC BaBUdC KLwbdOvou.

Inueio eAéyxouv amodéapuevong: eAEYETE CUOOWHATWHATA, KPUOTAAAOLG, TOTILKEG BLAPOPEC LPNAG KAl EAEVBEPO
LYpPS6 HETAE TNV OAoKARpwWaon TNG pHEBSdov. Kataypdyte yewpeTpla avdpgng, péyebog naptidag Kal MPAyHATIKEG
BepUOKPAO(EG: HETAPOPA apLlBUOD OTPOPWY 0 GAAO avaulkTApa dev anodetkviel Looduvauia.

Component of base CGR-BE-005: Propylene glycol: assess exposure from all medicines, especially in neonates,
children under 5 and renal/hepatic impairment. For oral dosing: mg/kg/day = mg/mL X daily mL + body weight in
kg.

Reference batch: 100 g. First ingredient: Metronidazole, 1 g. Independently check chemical form, units and every
scale conversion before weighing.

Check homogeneity, aggregates, separation and actual yield before subdivision. Packaging should allow uniform
application without introducing water into the contents.

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: inspect aggregates, crystals, local texture differences and free liquid after completing the
method. Record mixing geometry, batch size and actual temperatures; copying rpm to another mixer does not
establish process equivalence.

References: [11, [7], [8], [14], [16]

ZuvOnkec mapaockevng / Compounding conditions

Mpw and avdulgn: Tavtonoinon xNULKAG HOPeAC Kot apTidag kABe cuaTaTIKOD, KaTaypaPr] BEWPNTIKWY
MOCOTATWY KAt EAEYX0GC KaBapldTNTAC Tou EEOMALOMOD. OL BepUOoKPaOleEC Kal N oelpd MPoodrKNg elval AVTEC TNG
MopaKkATW 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], [5]
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Tekpunpiwon BUD / BUD rationale

Aldpkela otnv nnyr: 2 HAvEG: 7 nUEPEG XWpPIG ouvTNPENTLKGS.

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.

AlbpBwaon emAoyAc mapaAAayric v9: o mivakag neptéxel cuvtnpnuévn Bdon/06wp. To dpLo avapopdc aLTAG TNG
napaAAayrc lvatl éwc 35 nuépeg pévo epdoov vootnpi{leTal N cuvTAPNON 0To TEALKS piyua. OL 7 NUEPEC TNG
FTM a@opolv anokAeloTikd tnv ekdox xwpig ovvtnenTiké oToug 15-25 °C Kal anattolv EEXxwPLoTh
Katayeypaupévn obvoeon. Aev HeETAQEPETAL TO 7HUEPO OTN cuvTnpnuévn ekboxr) o0Te To 35UEPO TNV
aouvtAPNTN. To 7AuEPo elval 16k LoTopikh 0dnyla FTM, éxt epapuoyr Tou yevikol kavéva 14 nuepwv ot
Bepuokpacia SwuaTtiov.

Period reported by source: 2 months; 7 days without preservative.

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
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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.

v9 variant-selection correction: the printed formula uses preserved base/water. Its reference ceiling is up to 35
days only where final-mixture preservation is supported. FTM’s 7 days at 15-25 °C applies exclusively to a
separately documented preservative-free formulation. Do not transfer 7 days to the preserved branch or 35 days
to the unpreserved branch. The 7-day period is a specific historical FTM instruction, not a room-temperature
application of the general refrigerated 14-day rule.

References: [1], [6], [13], [15], [17]

Mpoamaitovpeva / Prerequisites
Carbomer 980 gel FTM: CGR-BE-005
Carbomer 980 gel FTM: CGR-BE-005

References: [1]

EEomAlonog / Equipment

Zuyo6¢ KaTtdAANANG eAdxLloTng C0ylong, youdi/omepog i opoyevomolnthcg, 6oxela avadulEng, ondTouvAeg,
BepudueTpo TV vIdp)EL Bépuavan, dpyava oykopéTpnong yla moodtnteg 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£0060¢ mapaokevng / Compounding method

NelotpBrioTte TN HeETPOVIBATOAN He TEP(TOL 3 g YEANC. EvowpaTtwoTe otadlakd tnv vmdéAoirn Bdon péxpt 100 g
KOl OLOYEVOTIOLHOTE.

Triturate metronidazole with about 3 g gel. Gradually incorporate the remaining base to 100 g and homogenise.

References: [1]

Napatnpnoelg / Observations

H teAwkn noodtnta eivatl n Bdon touv nivaka abvBeong. Kataypdgovtal mpaypatiky anddoon, TuXOv amWAELEG KoL
anokA{oELG 0TO QUANO EKTEAEDNG.

The final quantity is the master-formula basis. Record actual yield, losses and deviations in the batch record.

References: [1]

MNeplékTNG KaL ovokevaoia / Container and packaging
ZWwWANvApLo énwc opilel n dadikaoia.
Tube as specified by the procedure.

References: [1]

MowoTikOG éAeyxoG / Quality control

OontikA e€€Taon ePeEvLonG, OLOLOYEVELRG/CLVOOWHATWHATWY Kot TEAKAG pdlag. Agv evtoni{oTnke €WBLKA
EMKVPWHEVN aAVAALTIKEA UEB0BOC YL TO TEALKS Uiypa oTtnv nyr. OL MPOTEWVOUEVOL EVEOTIOPATKEVATTLKO( EAEYYOL
6ev vmokaBLoToOV assay 1] HIKPOBLOAOYLKO EAeyxo éTaV amattodvTal.

H néBodog, to dplo amodoyrg, N MPAyUaTIKA T KoL 0 EAEYKTAG KaTtaypdeovtal xwploTtd oto F-005. Anotuyia
Kplowng nmpodlaypaeric odnyel oe kapavtiva kat dtepedvnon katd SOP-015- n emavaAnyn eAéyxwv xpeltdletal
attioAdynan.
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Inspect appearance, uniformity/aggregates and final mass. No specific validated analytical method for the
finished mixture was located in the source. These proposed in-process checks do not replace assay or
microbiological testing when required.

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.

References: [1], [16]

®0Aagn / Storage
ZwAnvdptlo, 15-25 °C.
Tube, 15-25 °C.

References: [1]

AwaOeon / Dispensing

AldBeon pe oagr 066 xpriong, mMEPLEKTIKOTNTA KoL NUEPoUNnvia Xpriong. H moogdtnta avd papuoyn Kat n
oLXVOTNTA CLUUMANPWYOVTAL COUPWVA E TN CLVTAYH.

Dispense with a clear route, strength and use-by date. Complete amount per application and frequency from the
prescription.

References: [1]

EmioApavon / Labelling

FéAN peTtpovdaloANG 1% FTM

EEwTeptkr xprion

Moocétnta: _ Maptida:

Mapaokevdotnke:  XpAon éwg:

AcBevrig / 66on / ouyvéTnTa: _

®VOAaEN: ZwAnvdaplo, 15-25 °C.

©eppokpaoia yla To BUD auTtAg tng naptidag:

Metronidazole gel 1% FTM

External use

Quantity: _ Batch:

Prepared: __ Useby:

Patient / dose / frequency:
Storage: Tube, 15-25 °C.
Temperature for this batch BUD:

References: [1]

v9_controls / v9_controls

To apBunTiké 6plo oto apyeio elvat pévo 6pLo BLBALOYPAPLKAC avapopdc UTd TIC £LBLKEC TPoDTOBETELC. Agv €xEL
oplotel BUD mpayuaTikAc mopTidag kat 6ev éyxouv napaydel petprioelc aw. H akplBric obvBean, ta
TPOATMOLTOOHEVQ, 0 TIEPLEKTNG, N POAAEN KAl T oTolXela EAEYYOUL TIPETEL VO EYKPLOOUY YL TN OLUYKEKPLUEVN
epappoyn. H évap&n tou vmoAoylopol BUD sival n évapEn tng napaokevic. EpapudleTal To cLVTOUOTEPO
TEKUNPLWHEVO OPLO, HE XWPLOTO EAeyYO BLdpKeLlaG HETA TO dvotypa. Ta épta USP gival texvikd mAaiolo kot dev
napovoldfovtal WG eAANVIKY 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.
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AveEAPTNTN EAANVLKH KOl ayYALKH amnédoon/opydvwon oTolXelwv TG avagepduevng mNyrg. Aev anoteAel enlonun petdepaocn 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.

Mnyéc ka1 mapanopunég / Sources and references

[1] Formulaire Thérapeutique Magistral, édition 2010 - D-Vll-a-1

2010 | PDF pp. 487-488 | master formula | 2026-10-14
https://www.fagg-afmps.be/sites/default/files/content/Matieres_premieres/FTM_Pharmaciens_Edition_2010.pdf

[2] FN/2003/PA/024 METRONIDAZOL

Awabéoipo kelpevo / Retrieved text | PDF pp. 1-2 | raw material or occupational | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_024.pdf

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

Awabéoipo 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
[4] MHLW - Japanese Pharmacopoeia XVIII: Metronidazole

JP XVIII, 2021; English text | Printed p. 1354; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[5] ASHP - USP <795> Key Changes

2023 | pp. 1-3: scope, water activity and staff precautions | professional guidance; not the licensed USP chapter | 2026-09-12
https://www.ashp.org/-/media/assets/pharmacy-practice/resource-centers/compounding/docs/USP-795-Key-Changes.pdf

[6] Texas State Board of Pharmacy - adopted 22 TAC §291.131, nonsterile compounding

Texas Register, 7 June 2024 | Beyond-use dating: aw categories, 14/35/90/180 days, limits and extensions | public regulatory implementation
of USP <795> BUD framework; not Greek law | 2026-09-12

https://www.sos.state.tx.us/texreg/archive/June72024/Adopted%20Rules/22.EXAMINING%20BOARDS.html
[7]1 EMA - Questions and answers on propylene glycol used as an excipient, EMA/CHMP/704195/2013
9 October 2017 | Sections 1-3 and annex | ingredient facts | 2026-09-12

https://www.ema.europa.eu/en/documents/scientific-guideline/questions-and-answers-propylene-glycol-used-excipient-medicinal-products-hu
man-use_en.pdf

[8] Formulaire Thérapeutique Magistral, édition 2010 - B-I-3-a.11-12

2010 | PDF pp. 47-48 | master formula | 2026-09-10
https://www.fagg-afmps.be/sites/default/files/downloads/FTM_Pharmaciens_Edition_2010.pdf

[9] MHLW - Japanese Pharmacopoeia XVIII: Propylene Glycol

JP XVIII, 2021; English text | Printed p. 1600; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[10] MHLW - Japanese Pharmacopoeia XVIII: Methyl Parahydroxybenzoate

JP XVIII, 2021; English text | Printed p. 1343; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[11] Formulaire Thérapeutique Magistral, édition 2010 - B-I-3-a.10

2010 | PDF pp. 46 | master formula | 2026-09-10
https://www.fagg-afmps.be/sites/default/files/downloads/FTM_Pharmaciens_Edition_2010.pdf

[12] MHLW - Japanese Pharmacopoeia XVIII: Propyl Parahydroxybenzoate

JP XVIII, 2021; English text | Printed p. 1601; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[13] lllinois IDFPR - Nonsterile Compounding Self-Inspection Report

Public checklist, retrieved 12 September 2026 | pp. 15-16, Establishing beyond-use dates | Public regulatory implementation of USP <795>;
not Greek law; general limits and requirements for extension | 2026-09-12

https://idfprapps.illinois.gov/Forms/PDFs/NONSTERILECOMPOUNDINGSELFINSPECTIONREPORT.pdf
[14] NIOSH - Managing Hazardous Drug Exposures: Information for Healthcare Settings

2023; DHHS (NIOSH) 2023-130 | Risk assessment; printed pp. 27-33, activity/formulation control table | Workplace exposure, hierarchy of
controls and activity-specific PPE; US government public-domain document | 2026-09-12

https://www.cdc.gov/niosh/docs/2023-130/2023-130.pdf?id=10.26616%2FNIOSHPUB2023130
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[15] USP - Compounding Standards and Beyond-Use Dates, 2022 update

November 2022, published by USP; public copy hosted by Mississippi Board | pp. 1-2; nonsterile table | Risk-based default categories; not
product-specific stability or Greek law | 2026-09-12

https://www.mbp.ms.gov/sites/default/files/2023-03/USP_Compounding_BUD_Fact_Sheet.pdf
[16] PIC/S - Guide to Good Practices for the Preparation of Medicinal Products in Healthcare Establishments

PE 010-4, 1 March 2014 | Chapters 1-9; Annex 2 (nonsterile liquids, creams, ointments) | Professional quality-system framework; not
automatic national legal adoption or certification | 2026-09-12

https://picscheme.org/docview/3443
[17] USP - General Chapter <795> FAQs

Updated 1 November 2023 | Questions 52, 54-56, 60-62; PDF pp. 11-14 | Primary clarification of aw classification, extension prerequisites and
compounded-component BUDs; not automatic Greek legal adoption | 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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