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CGR-ES-005 | 10.0

Fé€An petpovidaloAinc 1% AEMPS
Metronidazole gel 1% AEMPS

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

MpPomMUAEVOYALKOAN g.s. -
Propylene glycol

Ovbétepn YéAn AEMPS g.s.ad 100 g
Neutral gel AEMPS

Mpoamaittovpeva / Prerequisites
CGR-ES-021 FN/2003/EX/020 GEL NEUTRO

MepLypa@n okevdopatog / Preparation description
Ala@avic YEAN.
Transparent gel.

References: [1]

Apaon kaL xpron / Action and use
Tormkr petpovidaldAn ya poddxpov véao katd tnv mnyH.
Topical metronidazole for rosacea according to the source.

References: [1]

Mpobiaypagéc / Specifications
Ala@avic YEAN.

Transparent gel.

Sikalias Greek Formulary | Reference documentation 1



compounding.gr | 10.0 | 2026-10-14

References: [1]

®wg / Light

MNa to TeAkd okebaopa n nnyr opiCeL:

ZwAnvdpo i B&lo, npootaacia and ewg, <30 °C.

MeTpovidaldAn: npoatacio mpwTNg VANG amnd PwG.

MeTpovidaldAn: n JP Intd npootacia TNG mMPwWTNE VANG Ao TO PWG.
For the finished product the source specifies:

Tube or jar, protect from light, <30 °C.

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

References: [11], [2], [9]

Aépac kalL oEeidbwon / Air and oxidation

Agv mopéxetal HEAETN 0EWBWTIKAG oTaBepdTNTAG TOL TEALKOU piypaTog o0TE anaitnan adpavoldg atudaealpag.
Tnpeltal o 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

MpomnuAevoyAuvkdAn: n avtiotolyn Kabapr mpwTn VAN Katd JP elval avapi&lun oto vepd.

MeTpovidaldAn: n avtioTowxn kabapri MEWTn VAN KaTd JP elvat Alyo dtaAvtr oto vepd.

JuotaTtikd TG Bdong CGR-ES-017: MeBuAomapaBévn: n avtiotoxn kabapr mpwtn VAN Katd JP elval Alyo dlaAvth
oTo vePD.

Yvotatikd tTnG Bdong CGR-ES-017: MponuAonapaBévn: n avtiotolxn kabapr mpwtn OAN katd JP elvat moAd Alyo
dlaAvTr oto vepd.

Propylene Glycol: JP classifies the corresponding pure raw material as miscible in water.

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

Component of base CGR-ES-017: Methyl Parahydroxybenzoate: JP classifies the corresponding pure raw material
as slightly soluble in water.

Component of base CGR-ES-017: Propyl Parahydroxybenzoate: JP classifies the corresponding pure raw material
as very slightly soluble in water.

References: [8], [9], [13], [14], [15]

Yypaocia / Humidity

MpomuAevoyAUKOAN: LYPOOKOTILKH- KAE(veTE apéows To doxelo HeTA TN ARWn TNG AMALTOOUEVNG MOCOTNTOG.
MpomnuAgvoyAukdAn: n mpwtn OAN elvatl LypookoTitkr KaTd JP.

Propylene glycol is hygroscopic; close its container promptly after measuring.
Propylene Glycol: the raw material is hygroscopic according to JP.

References: [7], [8]

Oeppokpacia / Temperature

Mo to TeAkd okebaopa N nyr opiCeL:
2wAnvdpo i B&Zo, npootaacia and ewc, <30 °C.

For the finished product the source specifies:
Tube or jar, protect from light, <30 °C.
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References: [1]

pH kai oupBatotnta / pH and compatibility

Agv op{CeTtat €8kd €0pog pH TOL TEALKOU OKELAOTUATOG. Agv TipooT(BeTal pLOULOTAG PH XWPIG TEKUNPLWHEYVN
aAAayrf TnG obvBeang.

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

References: [1]

AAAec aAAnAemidpaoelg / Other interactions

Agv napéxetal TAAPNS S0k cuuBaTdTNTAC TOU UiyHaTog 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

MPOoTMLAEVOYAUKOAN (1,2-ponavodldAn): dxpwio, LEWEEC LYPS avauiELuo pe vepd, mov Asttovpyel WC oLVBLAADTNG
Kal bypavTikd. H mapovaia tng o€ Pikpr moodTNTa 6V AMOBELKVOEL ETOPKE cuvTHpPNON.

MpomuAEVOYALKOAN: MPWTN VAN HE XopaKTNPELOUS SlaAvTdTnTaC 0TO vEPS «avaulElun» katd JP.

MeTpovidaldAn: mPWTn VAN PE XAPAKTNPLOUS SlaAuTtdTnTaG 0TO VEPS «Alyo dlaivuth» Katd JP. Mpootacia mpwng
OANG améd Qwc.

MPOTMULAEVOYAUKOAN: MapaAaBr HE TALTOTNTA apyLkol mapaywyol, noptida kat aElémioto motonotnTikd. Ma TLg
OXETIKEG MPWTEC VAEG, To FDA avagépel EAeyxo SlatBuAevoyAukdOANe (DEG) kat atBuAevoyAukdAnG (EG), kaOeguLdg
€w¢ 0,10% oOpQWva PE TNV EQappooTéa ovoypagia. To dplo agopd TNV mPpwTn OAN.

ZvotaTiké tng Bdong CGR-ES-017: MeBuAomnapaBévn: mpwTn OAN HE XAPAKTNPLOKO BLAALTOTNTAC OTO vEPS «Alyo
BlaAvTr» KaTd JP.

ZuoTaTiké TNG Bdong CGR-ES-017: MpomuAonapaBévn: mpwTn OAN UE XapaKTNPELOUS SlaAvTtdTNTOG OTO VEPD
«TOAD Alyo StaAvTtr» Katd JP.

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

Propylene Glycol: raw-material water solubility is classified as miscible by JP.

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

Propylene glycol: retain original manufacturer, lot and reliable certificate. For the applicable raw materials, FDA
describes DEG and EG testing, each limited to 0.10% under the relevant monograph. This is a raw-material limit.
Component of base CGR-ES-017: Methyl Parahydroxybenzoate: raw-material water solubility is classified as
slightly soluble by JP.

Component of base CGR-ES-017: Propyl Parahydroxybenzoate: raw-material water solubility is classified as very
slightly soluble by JP.

References: [71], [8], [9], [101], [13], [14], [15]

MpooTtacia epyalopévwy / Staff protection

KaBapn pokpupdvikn epyaotnplakr evdupaoia, KEAvwn PaAALWY Kol YAVTLO KATA TOV XELPLOUS. AAAQYH YOVTLWV
META amnd emudAvvon/ebopd.

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

References: [1], [3], [11]
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ExTtipnon kivdovov / Risk assessment

MpomMLAEVOYAUKOAN: untoAoy(Cetal N oLVOALKH €kBeon amd dAa Ta edpuaka, L6{wg og veoyvd, matdld KATW Twv 5
ETWVY Kal vepLkhA/Nnatikr) duoAettovpyla. MNa and tov otéuatoc xopriynon: mg/kg/nuépa = mg/mL x mL avd
nuépa + Bapoc 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.

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], [17], [19]

ZuvOnkec mapaokevng / Compounding conditions

To avtiotolxo PN AEMPS opiCel Beppokpacia xwpouv 25 + 5°C Kot oxeTKA vypaoia =60%, eKTOG av n €L6LKA
@OépuovAa amattel dAAa. Mpdkettal ya neptBdAAov epyaoiag, éxt yia Bepuokpaoia 8€puavong i eOAAENG.
TnpolvTaL n ogelpd Mpoadbnikng, n Oeppokpacia Kat ot xpdvol mov avagépovTtatl oTn Atadikaoia Mapaokevig. H
€161k Hovoypapia 6ev anoTteAel TARPN HEAETN KATAAANAGTNTAC TOL TOMKOD XWPOL/EEOTALOWOO.

The corresponding AEMPS SOP specifies room temperature 25 = 5°C and relative humidity =60%, unless the
particular formula requires otherwise. This is the work environment, not processing or storage temperature.
Follow the addition sequence, temperatures and times stated under Preparation Procedure. The specific
monograph is not a complete qualification of the local facility/equipment.

References: [11], [4]
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Tekpunpiwon BUD / BUD rationale

Aldpkela otnv nnyr: 3 uAveg otnv teAkr obvbeon.

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: 3 months for the final formulation.

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: [1], [12], [16], [18], [20]

Sikalias Greek Formulary | Reference documentation 5



compounding.gr | 10.0 | 2026-10-14

Mpoamairtovpeva / Prerequisites
FN/2003/EX/020 GEL NEUTRO: CGR-ES-021
FN/2003/EX/020 GEL NEUTRO: CGR-ES-021

References: [1]

EEomAlopoGg / Equipment

Zuyo6¢ KaTtdAANANG eAdxLotng C0ylong, youdi/omepog i opoyevonolnthg, doxela avdulgEng, ondTtovAeg,
BepudueTpo dtav vndpyxel O€puavaon, dpyava oyKopETPNONG yla moodtTnTeG 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

Aloone(peTe TN 6PACTIKI 0TNY EAGXLOTN TIPOTILAEVOYALKOAN Yo opoloyevr) ndota. MNpooBéote oTtadlakd ovdéTepn
YEAN.

Disperse active in the minimum propylene glycol needed for a homogeneous paste. Gradually add neutral gel.

References: [1]

Napatnpnioclg / Observations
H Bdon EX020 £xeL 6k tng 6idpkela 30 nuepwv. Aev vrokaBiotatal and FTM carbomer 980.

EX020 base has its own 30-day period. FTM carbomer 980 is not a substitute.

References: [1]

MeplékTnG KaL ovokevaoia / Container and packaging
ZwAnvdplo f BaZo, mpootaacia and ewg, <30 °C.
Tube or jar, protect from light, <30 °C.

References: [1]

MoloTik6¢ éAeyxocG / Quality control

Ala@avic YEAN.

JudnAnpwpatikol éAeyyxol Tov PN mouv napaméunel n nnyn:

Epgdvion kot pdda. MNa oelpég naptidwv: ektaoudtnTa, pH Kot pikpoBLloAoyikdg €Aeyxog RFE 5.1.4.

pH katd PN/CP/001: Katd kavéva pétpnon oto delypa xwplc mpoeneEepyaaoia, ekTdC €W6LkAC 0dnylag. MNa akpBr
pHéTpnon eQapuoleTAL MOTEVOLOUETPLKA HEB0BOC RFE 2.2.3- ol Tawvieg neplopifovtal oe eAEYXOLC TIOL HeV
anottoby vynAr akpiBeLa.

Exktaowdétnta PN/CP/003: otabepr nmoodtnta delypnatoq netagd vdAtvwy mAaKWY, dladoxtkd Bdpn kat xpdvol
KaBopLoHEVOL TOTILKA: JETPOLVTAL BUO dLdpeTPOL KAt cuyKpiveTal EMPdveLa EvavTt gopTiov. MpoTteiveTal
Bepuokpaotakr petaBoAn £0,5°C. H mnyr 6gv dlvel KaBoALKS 6pLo amodoyrG: aUTO TEKUNPLWVETAL TOTILKG.
EAEYXOC TMOAVOALKWY TIPWTWY LAWY: Yo @apHokela, EAeyxoc KABe mapTdag i TEKUNPLWPEVN BLlag@dALan eAEyxoL
and aflénioto npounBevTh Katd FDA. H anAr tavtonoinon pe IR dev anokAeiet DEG/EG.

H néBobocg, To 6pLo amodoynic, N MPAYHATIKA TIUN Kal 0 EAEYKTAC KaTtaypd@ovTal xwplotd oto F-005. Anotuyia
Kplowng nmpodlaypaeric odnyel oe kapavtiva kat dtepebvnon katd SOP-015- n enavaAnyn eAéyxwv xpeltdleTal
attioAdynon.

Transparent gel.
Additional tests from the referenced SOP:
Appearance and mass. For batches: spreadability, pH and microbiological testing RFE 5.1.4.
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pH under PN/CP/001: normally test the untreated sample unless otherwise specified. Accurate measurement
follows potentiometric RFE 2.2.3; strips are limited to checks not requiring high accuracy.

Spreadability PN/CP/003: fixed sample quantity between glass plates, with locally defined successive loads and
times; measure two diameters and compare area against load. Temperature variation of £0.5°C is suggested. The
source gives no universal acceptance limit; establish it locally.

Polyol incoming QC: pharmacies test each lot or ensure documented testing by a reliable supplier, as described by
FDA. IR identity alone does not exclude DEG/EG.

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: [11], [4], [5], [6], [101], [19]

®0Aain / Storage
ZwAnvaplo fj Balo, npootacia and ewc, <30 °C.
Tube or jar, protect from light, <30 °C.

References: [1]

A1aOeon / Dispensing

AldBeon pe oaer 066 xprong, MEPLEKTIKOTNTA KoL huepopnvia xpiong. H moodtnta avd €papuoyh Kot n
oLXVOTNTA CLUUMANPWVYOVTOL COUPWVA UE 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 petpovdaldAnG 1% AEMPS

EEwTeptkr xprion

Moodétnta: _ Noptida:

Mapaokevdotnke: _ XpAon éwg:

AcBeviig / 66on / ouxvéTnTO:

®OAaEN: ZwAnvaplo A 4o, mpootacia and ewg, <30 °C.
©eppokpaoia yla To BUD autAg tng naptidag:

Metronidazole gel 1% AEMPS

External use

Quantity: _ Batch:

Prepared: _ Useby:

Patient / dose / frequency:

Storage: Tube or jar, protect from light, <30 °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
opltotel BUD mpayuaTikAc mapTtidacg katl 6ev éyxouv napaydel petprioelc aw. H akplBrigc obvbean, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN Kol Ta aTolxela eAéyyou TPEMEL val EYKPLOODVY YLl TN CUYKEKPLUEVN
epappoyn. H évap&n tou vmoAoylopol BUD eival n évapEn tng napaokevic. Epapudletal To cLVTOUOTEPO
TEKUNPLWHEVO OpLo, HE XWPLOTO EAEYXO0 BldpKelag HETA TO dvolypa. Ta dplta USP gival texvikd mAaiolo kot dev
napovoldfovtal wG eAANVIKY vouobeaia.
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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.

AVeEAPTNTN EAANVLKA KOl ayYAKH andédoon/opydvwaon otolxelwy TnG avaeepdpevng mNyng. Aev anoteAel enlonun petdgpaon fi éykplon Tov
€KOOTN.

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

Mnyéc koL mapanopunég / Sources and references

[1] FN/2003/FMT/019 METRONIDAZOL, GEL DE

2003 | PDF pp. 1-3 | master formula | 2026-10-14
https://www.aemps.gob.es/formulario-nacional/monografias/formulas-magistrales-tipificadas/fn_2003_fmt_019.pdf
[2] FN/2003/PA/024 METRONIDAZOL

AwoBéotpo 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

AwoBéotpo kelpevo / 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] PN/L/FF/003/00 ELABORACION DE GELES

AwoBéotpo kelpevo / Retrieved text | PDF pp. 1-6 | preparation sop | 2026-09-10

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-formas-farmaceuti
cas/pn_|_ff_003_00.pdf

[5] PN/L/CP/001/00 DETERMINACION DE PH
Awabéoipo kelpevo / Retrieved text | PDF pp. 1-5 | gc method | 2026-09-10

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-control-de-producto/pn_I_cp_001_
00.pdf

[6] PN/L/CP/003/00 DETERMINACION DE EXTENSIBILIDAD
AwoBéotpo keipevo / Retrieved text | PDF pp. 1-6 | gc method | 2026-09-10

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-control-de-producto/pn_|_cp_003_
00.pdf

[7] 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] 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

[9] 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

[10] FDA - Testing of Glycerin, Propylene Glycol, Maltitol Solution, Hydrogenated Starch Hydrolysate, Sorbitol Solution, and Other High-Risk
Drug Components for Diethylene Glycol and Ethylene Glycol

May 2023, revision 1 | Recommendations; section on pharmacy compounding | raw material quality | 2026-09-12
https://www.fda.gov/media/167974/download

[11] 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

[12] 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
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T A compounding.gr | 10.0 | 2026-10-14

[13] 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

[14] FN/2003/EX/025 SOLUCION CONCENTRADA DE HIDROXIBENZOATOS

2003 | PDF pp. 2 | master formula | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2003_ex_025.pdf

[15] 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

[16] Illinois 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
[17]1 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
[18] 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
[19] 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
[20] 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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