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Z1PpomL pe ovvTnENTIKa AEMPS - ovopaoTikO 84% w/v

AEMPS preserved syrup - nominal 84% w/v

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: 1000.75 g BewpnTikéc el0poéc / theoretical ingredient input

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

Zakyxapoln 640 g
Sucrose
MapaddpoguBevloikdc HEBVAEDTEPQC 0.6g

Methyl parahydroxybenzoate

Mapaddpo&uBevloikdg MPOTVAECTEPAG 0.15¢g
Propyl parahydroxybenzoate

KekaBapuévo 06w 360 g
Purified water

Meplypa@n okevaopatog / Preparation description

EkS0Y0 MOOLUWY MAPATKELWV: ZLPATIL UE CLVTNPNTIKA 84% w/v AEMPS. Mpdaobeta KpLTrhipla epedviong dev
TEKUNPLWYVOVTAL 0TO eE€TaOBEY €LOLKS Kel(pevo.

Oral vehicle: Preserved syrup 84% w/v AEMPS. Additional appearance criteria are not established by the specific
text reviewed.

References: [1]

Apdaon kaL xpRon / Action and use

Bdon rj BonBnTiké €k60X0 MAPACKELWY COUPEWVA HE TOV T(TAO: N MPoaBrikn 6paoTikAG analtel EexwploTh
a§loAdynon ovuBatdéTnTog/oTadepdTNTOG.

Compounding base or auxiliary vehicle as named; addition of an active requires separate compatibility/stability
assessment.

References: [1]
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Mpobiaypagéc / Specifications
pH 5-6; d (15-20 °C): 1.315-1.325
pH 5-6; d (15-20 °C): 1.315-1.325

References: [1]

®wg / Light

Agv mapéxeTal EL6IKA WTOOTABEPSTNTA TOL TEALKOU TPOIOVTOC. H amatToOUEVN QWTOMPOOTAC( TOV MEPLEKTN,
epboov opiCetal, avagépetal atn POAAEN.

Finished-product photostability is not specified. Any required container light protection is stated under Storage.

References: [1]

Aépac kKat o€eidbwon / Air and oxidation

Aev mapéxeTal HEAETN 0EEWOWTIKAC 0TABEPATNTAC TOL TEALKOD HiypaTtog o0Te anaitnon adpavoldc 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

Takyxopoln: n avtiotolxn kabapr mpwtn OAN Katd JP elvatl MOAD evdLdAvTn 0TO VEPD.

MoapaddpoEuBevloikdc pebuAeoTépac: N avtioTolyn Kabapn npwtn OAN KaTtd JP elvat Alyo SlaAuTtr oTto vepd.
MNapaddpoguBevloikdg mponuAeatépag: n aviiotoln kabapn MPWTN VAN KaTd JP elvat MOAD Alyo SiaAutr oto
vepo.

Sucrose: JP classifies the corresponding pure raw material as very soluble in water.
Methyl Parahydroxybenzoate: JP classifies the corresponding pure raw material as slightly soluble in water.
Propyl Parahydroxybenzoate: JP classifies the corresponding pure raw material as very slightly soluble in water.

References: [5], [6], [7]

Yypaoia / Humidity

Agv SlveTal aplBUNTIKS OpLO OXETLKNAG LYPATI(AC YL TO TEALKO oKeDaTUA. ATo@ebyovTal dLaBpoxh MPWTWY LAWY
KOl HETOPOPA CUUMUKVWHETWY 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

MNa to TeAkd okebaoua n nnyn opiCeL:
AdLOQaVAG N KEXPLUTIapEVLA GLAAN, oXeBOV AAPNG, <25 °C.

For the finished product the source specifies:
Opaque or amber bottle, nearly full, <25 °C.

References: [1]

pH ka1 cupBatétnta / pH and compatibility

MpodLaypa@r Tou CUYKEKPLUEVOL OKELAOUATOG, 0L E0pOC amnodedetyuévne otabepdTnTac:
pH 5-6; d (15-20 °C): 1.315-1.325
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Specification of this preparation, not a demonstrated stability range:
pH 5-6; d (15-20 °C): 1.315-1.325

References: [1]

AAAeG aAAnAemiibpaoclg / Other interactions

Aev napéxetal mARPNS 6ok ouuBaTtdTNTAC TOL PiyHaTOG UE MPSOBeTa dPAOTIKA 1 dLapopeTIkA €kBoya. Ot
LTIOKATAOTACELG amalTolv XwpLloTH Tekunpiwon.

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

References: [1]

Ewbikd otolxeia ovotatikwyv / Ingredient-specific information

Zakyapdln: mPWTN DAN HE XOPAKTNPELOUS BlaAvTéTNTAG OTO VEPD «TIOAD eLBLAALTN» KATA JP.
MNapaddpoguBevoikdG HEBVAECTEPAG: MPWTN VAN HE XOXPAKTNPLOUS dLaALTOTNTAG 0TO vEPS «Alyo SlaAuTh» KaTd
JP.

Mapad6poEuReVTOIKAC MPOMUVAECTEPAC: MPWTN VAN HE XOPAKTNPLOUS SLaALTOTNTAC OTO vEPS «TOAD Alyo SlaAvTrh»
Katd JP.

Sucrose: raw-material water solubility is classified as very soluble by JP.
Methyl Parahydroxybenzoate: raw-material water solubility is classified as slightly soluble by JP.
Propyl Parahydroxybenzoate: raw-material water solubility is classified as very slightly soluble by JP.

References: [5], [6], [7]

MpooTtacia epyalopévwy / Staff protection

KaBapr pakpuudvikn epyaotnplakr evduvpaoia, KAALYN HOAALWY Kal YEvTia KaTd Tov XELPLOPS. ANy YOV TLWY
pETE amnd empdAvvon/eBopd.

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

References: [11], [2], [8]

ExTtipnon kivdovov / Risk assessment

ZuykekpLuévn napTtida avagopdc: Source / mnyr: 1000 g; sum / dBpotoua: 1000.75 g. MpWTO CLOTATLKS:
Zakyxopdln, 640 g. EAéyETe aveEdpTNTA TN XNUIKA HOPPH, TIC HOVABEG Kal KABe KALUdKwon mpv and oyLon.
QC evdLapEeTo, PEPEL ELBLAKPLTN TAVTAHTNTA KAl GLYKEVTPWON: 6ev dlaTiBeTal wg TEAKS @dpuako. H apaiwon A
npooBnikn 6pacTtikig anattel véo umoAoylopd ekdOXwWvY, cuvtApnong Kat BUD. EAéyEte &TL kABe eEapTwpevn Bdaon
€xel anodeoueLOEL.

Kataypdyte yla TNV TOMKA avdAuvon mocdtnTa avd Napaokevr, ouxvéTnta epyaciog, dLapKela avolkTol
XELPLOMOD, TBAVEG 06006 €KBEONG KL AMOTEAECUATIKOTNTA TWY HETPWY eAEYX0L. AuTd elval atowxela elaédouv
NG agloAdynaong: 6ev amodibeTal MPOoYNUATIKAC TEALKOG BaBUSC KlvdOvou.

Inueio eAéyyou amodéopevong: emPBepatwote TeAkd dyko 1§ udla otn Oeppokpacia avagopdc, diadyela A
mpoBAenOuEVN dlaomopd Kal CLHEWVIA TIEPLEKTN/MWUATOG LE TN ouvTayr. MNa OYKOPETPLKA avaywyr Knv
eElowveTe g gE ML Xwpl(G TeKuNPLwPEvn ukvéTNTA.

Reference batch: Source / nnyr: 1000 g; sum / d0poloua: 1000.75 g. First ingredient: Sucrose, 640 g.
Independently check chemical form, units and every scale conversion before weighing.

As an intermediate, label identity and strength clearly and do not dispense as a finished medicine. Dilution or
addition of an active requires new excipient, preservation and BUD calculations. Confirm release of every required
base.

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.
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Release checkpoint: confirm final volume or mass at the reference temperature, intended clarity or dispersion,
and specified container/closure. Do not equate grams and millilitres without a justified density.

References: [1], [11], [13]

Zuvonkec mapaockevnG / Compounding conditions

To avtiotolyo PN AEMPS op(Cel Beppokpaoia xwpou 25 + 5°C kat oxeTikr vypaoia =60%, ekTtdC av n LO6LKA
@épuovAa anattel dAAa. Mpdkettal yia mepBaAArov epyaciag, Oyt yia Beppokpacia B€puavong f eUAAENG.
Tnpolvtal n oelpd mpoadrikng, n Beppokpaacia kat oL xpdvol mov avagépovtal otn Atadikaoia Mapaokevig. H
€Ok povoypaia 6ev amoTeAel MARPN MEAETN KATAAANASTNTOG TOL TOMLKOD XWPOUL/EEOTIALOMOD.

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: [1], [3]

Tekpnpiwon BUD / BUD rationale

Aldpkela otnv nny: 90 nuépec otnv nyH.

H dudpketa avth elvatl 0dnyla TNG CUYKEKPLUEVNG QappoKoToLaG/MNYAG. ZTOV MapdvTa EAeyx0o dev emaAnBe0TNKE
TMAAPNG MPWTOYEVAG HEAETN TIOL VA TEKUNPLWVEL TALTOXPOVA XNULKH, UOLKHA Kal UKPOBLOAOYLKH EMEKTACN TNG
(dlag TeAkrig obvBeong.

EMAEYEVOC YEVIKOG KOVOVAC: €WC 35 NUEPEC YL LBATIKA HOPPH HE KATAAANAO 0OOTNUA CLUVTHPNONC OTNY TEALKH
obvBeaon Kat pH. Xpnaowdonotjote 20-25 °C, i 2-8 °C yévo étav n nnyr To emTpénel/anattel Kat N popen
TMUPAPEVEL KATAAANAN. Agv entapkel N ovopacoia evég ouvTnPENTIKOL €AV LTS €xel apalwOel, adpavomolndel
peETaepBel e GAAN @don.

To 6pLo BLBALOYPAPLKAG ava@opd TnG napovoag £€kdoong elvat n cuvtoudTePN HETAED TNG MapaTdvw dLdpKeLag
nmNYAG Kat Tou yYevkoL oplov. MNa napdtaon anatte{tal TeKunEiwaon mov KAAOTTEL
5paoTIKA/EKDOXO/MEPLEKTIKATNTA, MEPLEKTN, Bepuokpacia, HEBOBO0 eVOELKTIKH OTABEPSTNTAC KaL, Yla LOATLKN
EMEKTAON, TNV AMOLTOOMEVN HIKpoBLloAoyikr Tekunpiwon. Epapuootéa enionun USP-NF povoypagia aglooyeital
XWPLOTAE 010 MAAPEG KE(PHEVS TNG.

Huepounvia xpriong = n evwpitepn emtpenth NUEpounvia and napaokevr + emAeyuévn dldpkela, AREELC TPWTWY
LAWY KaLl TUYXEY CLUVTOUOTEPO TEKUNPLWHEVO 6pLo. O xpdvog HeTA To dvolypa dev mapate{vel To ouvoAkd BUD. H
TEAKH NUEPOUNVI{O CUPTANPWVETAL YLO TN OLYKEKPLUEVN AP T{BA PETA TOUG EAEYXOUG.

O yevikdG kavédvag amnoteAel ouvTNPENTIKS dpLo EMAOYAG Kol OXL MELPAMATIKA anddelgn otabepdTnTag TNG
nopTidac. H katnyopia ovvdéeTal ye TNV TEAKA oOVOEON, TN CLVTAPNON KAl TG EMTPENOUEVEG BEPUOKpaTieC. H
T aw 6gv mpokLTTEL and To MoooaTéd vEPOL N TNV amMWAeLx KaTtd TV EApavon. MNa tekunpiwon xpnoluonotjote
SOP-014 kat F-006- ywa €161krj aw, SOP-017 kat F-012.

Ateukpivion USP: dev anatte{tal pétpnon aw yla kdBe pn otelpa napackevr. H katnyopia pnopel va tekunplwOel
and TNV akpLBr obvBeon Kal KATAAANAQ QVTLMPOCWTEVTIKA Mapadelypata: dtav n obvdeon elvat aBéRatn
oplakr, MPOTIPATOL EL6LIKA HETPNON HE KATAAANAN LUEBOBO. ZTNY napoloa ékGoan Hev umdpyel HeTPNUEVN aw OUTE
anodeapevpuévn moptida. H Sldpkela Tov TEALKOD OKELAOPATOC KaTd kKavdva 6ev vepBaivel To evamouévov BUD
TWY EVOWUATWHEVWY YAANVIKWY BAoswv/evolapéowy. EEaipeon xpetdletal €dikr attioAdynon 6Tl dgv
ennpedletal SUOPEVWG N PLOLKH, XNHULWKA A HIKkpoBLoAoyLkA moldTnTa. Kataypdyte YWPLoTd TEAKS 6pLo,
NUEPOUNVIX MOPAOKELHG TWY EVOLAPEOWY KAl TPAYHATIKA nuepounvia ARENG Toug.

Period reported by source: 90 days in the source.

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
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the required microbiological evidence for agqueous 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 nho 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], [9], [10], [12], [15]

Mpoamaitovpeva / Prerequisites

Aev anatte(tal xwploth Bdon pe KwdKkd pNTPWOoL. Tuxdy EUMOPLKE OYNUA TTHPAUEVEL TO AKPLBEC KATOVOUATOUEVO
npoidv touv mivaka.

No separately registered base is required. Any commercial vehicle remains the exact named product in the
formula table.

References: [1]

EEonmAlopocg / Equipment

Zuyo6¢ KaTdAANANG eAdxLoTng 0ylong, youdi/omepog i opoyevonolnthg, doxela avdulEng, ondTovAEg,
BepudpeTpo dTav undpxel B€puavan, 6pyava oYKOUETPNONG YL MOoHTNTEG ML.
BaBpovounuévo pHUETPO Kot KATAAANAQ PUBULOTIKA EAEYYOUL.

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

References: [1]

M£0060¢ mapaokevng / Compounding method

AloADoTE TOLE 600 CLYTNPNTLKOLG MAP&YoVTEC 0TO MPOoPBAENOUEVO vEPS e BEpuavan otoug 80 °C Kal aprioTe va
YuxBel. Mo TNV MPAKTIKA EQAPUOYH TNG AMOKATACTACGNG TOL VEPOUL LETA TN B€pPavaon, KaTtaypdyte To andBapo
KOl AMOKATACTAOTE HOVO TEKUNPLWHEVN anWAELA eEATHLONG TNG LOATIKAC PAoNG TP amnd Thv MPOaKn TNG
oakyxapoélng: Bewpntik pdla edong 360,75 g atn Bdon avagopdc. Mpoabéote tn cakxapdln, avapul§Te LéxpL
dLdAvong kat d6indriote cOPPWva Pe TNV TINYH. Kataypdyte npayuatikry andédoon kot eAEYETE MukvdTNTA
1,315-1,325 gtoug 15-20 °C kat pH 5-6. H CuyloTIKA £pappoyr anokatdotaong e(val CUVTAKTLKY 0dnyla mov
EVTAOOETOL OTO TOMKG KUpLo deATio.

Dissolve both preservatives in the specified water at 80 °C and cool. To implement replacement of water lost
during heating, record the tare and replace only documented evaporation loss from the aqueous phase before
adding sucrose: theoretical aqueous-phase mass is 360.75 g at the reference scale. Add sucrose, stir to dissolve
and filter as directed by the source. Record actual yield; check density 1.315-1.325 at 15-20 °C and pH 5-6. The
gravimetric replacement implementation is an editorial instruction to be incorporated into the local master record.

References: [1], [14]
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Napatnpioelg / Observations

H avaypageduevn 6w Bdon lval To dOpolopa Twv dnuootevuévwy mocgoTATwWyY: 640 + 360 + 0,60 + 0,15 =
1000,75 g. H obvBeon Twv elopowv emPBeBatwveTal Kat and tov nmivaka 2 Tov SEFH. Agv mpootiBeTal | agatpeital
avBaipeta vepd. MNa GAAN BewpnTikr moagdtnta M, 0 Kowdg GUVTEAETTAG KALMAKWONG elvat M/1000,75 yla dAa ta
ouvoTaTkd. H andédoon petd tn dnBNon kataypdeetal xwplotd. H emAoyr Bdong anoteAel cLVTAKTIKH CUHEWVIX
tooCuylov yla tomkr vtoBétnon kat 6yt enionun tpomnonoinon tng AEMPS.

The basis shown here is the sum of the published inputs: 640 + 360 + 0.60 + 0.15 = 1000.75 g. SEFH Table 2
independently repeats these inputs. Do not arbitrarily add or remove water. For another theoretical quantity M,
apply M/1000.75 to every ingredient. Record post-filtration yield separately. This is an editorial mass-basis
reconciliation for local adoption, not an official AEMPS amendment.

References: [14]

MepLékTnG KalL cvokevaoia / Container and packaging
AdLagavic f Kexplunapévia eLdAn, oxedév nmAripng, <25 °C.
Opaque or amber bottle, nearly full, <25 °C.

References: [1]

MoloTiko¢ éAeyxoc / Quality control

pH 5-6; d (15-20 °C): 1.315-1.325

ZuunAnpwuatikol éAgyyol Tou PN mov mopaméumnel n nnyn:

Epgdvion kot pdca. Na oelpég noptidwv: xpwua 2.2.2, dtadyeta/onaAlopog 2.2.1, oxeTikn nmukvoétnta 2.2.5, pH
Kall JLKPoBLoAOYLKOG éAeyxog RFE 5.1.4.

pH katd PN/CP/001: katd kavéva pétpnon ato delypa xwpic nposnegepyaoia, ektdg €dkAG 0dnylag. MNa akplpr
HéTpnon epapudleTal MOTEVOLOUETPLKA HEB0BOC RFE 2.2.3- oL Tawvieg neplopiovtal oe eAEYXOLC TIOL HEV
anattoby vynAn akpiBeLa.

H uébodog, to éplo amodoyxnc, N MPAYHATIKI TIUA KoL 0 EAEYKTAC KaTaypdgovTal XwploTd ato F-005. Anotuyia
Kplowng nmpodlaypaeric odnyel oe kapavtiva kat dtepebvnon katd SOP-015- n enavaAnyn eAéyxwv xpeltdleTal
attioAdynon.

pH 5-6; d (15-20 °C): 1.315-1.325

Additional tests from the referenced SOP:

Appearance and mass. For batches: colour 2.2.2, clarity/opalescence 2.2.1, relative density 2.2.5, pH and
microbiological testing RFE 5.1.4.

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.

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], [3], [4], [13]

®0Aagn / Storage
AdLOQaVAG N KEXPLUTIapEVLA GLAAN, oXeBOV AAPNG, <25 °C.
Opaque or amber bottle, nearly full, <25 °C.

References: [1]

AwaOeon / Dispensing

Evdldueon Bdon ywa epyaatnplakn xpron. H evowudtwon dpactikig anattel véo éAeyxo abvbeong, pH,
ouvtipnong kat BUD Ttou teAlkoD mpoidévtod.

Intermediate base for compounding. Adding an active requires reassessment of the final composition, pH,
preservation and BUD.
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References: [1]

Enmionpavon / Labelling

POt ue ouvTNPENTKA 84% w/v AEMPS

Epyaotnplakn Bdon - 6xt dpeon xopriynon

MNoodétnta: _ Moaptido:

MNapaokevdotnke: _ XpAon éwg:

AcBeviig / 660on / ouxvéTnTO:

®OAaEN: AdLa@avic f KeExpLUTapévia eLaAn, oxeddv mARpng, <25 °C.
©eppokpaoia yla To BUD autAg tng naptidag:

Preserved syrup 84% w/v AEMPS

Compounding base - not for direct administration
Quantity: _ Batch:

Prepared:  Useby:

Patient / dose / frequency:

Storage: Opaque or amber bottle, nearly full, <25 °C.
Temperature for this batch BUD: __

References: [1]

v9_controls / v9_controls

To apBunTikd épLo oto apyeio eivat pévo épLo BLBALOYPAPIKAG ava@opds uTd TLG £LOLKEG TIPODTIOBETELG. AEv €XEL
optotel BUD nmpaypaTikig mapTtidacg kat 6ev éxouv napaydel petprioelc aw. H akplBrig obvbeaon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN Kol Ta aTolxela eAéyyou TIPETEL val YKPLOODY YL TH CUYKEKPLUEVN
epapuoyn. H évap&n touv vmoAoylopol BUD eival n évapEn tng napaokevic. Eeapudletal To GLVTOUSTEPO
TEKUNPLWHEVO OpLo, HE XWPLOTO EAEYXO BLdpKeLOG HETA TO dvolyua. Ta dplta USP g{val texvikd mAaiolo kot dev
napovoldfovtal WG eAANVIKHA vopobeaoia.

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.

AVEEGPTNTN EAANVLKA KOl ayYALKH anédoon/opydvwon otolxelwy TNG avaeepdpuevng nmnyng. Aev anoteAel enlonun petdepaon fi €ykplon tTov
€KOOTN.

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

MNnyéc kaL mapanopumnég / Sources and references

[1] FN/2019/EX/029 JARABE SIMPLE (84% P/V) CON CONSERVANTE

2019 | PDF pp. 1-2 | master formula | 2026-10-14
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2019_ex_029.pdf

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

Awabéoipo 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
[3]1 PN/L/FF/004/00 ELABORACION DE JARABES

Awabéoipo 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_ 004_00.pdf

[4] 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_|_cp_001_
00.pdf
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I ¢ compounding.gr | 10.0 | 2026-10-14

[5]1 MHLW - Japanese Pharmacopoeia XVIII: Sucrose

JP XVIII, 2021; English text | Printed p. 1748; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[6] 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

[7]1 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

[8] 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
[9] 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
[10] 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
[11] 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
[12] 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
[13] 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
[14] SEFH - Manual de Farmacotecnia

2023 | p. 71, Table 2; p. 177 preservatives; p. 302 microbiology | Professional society manual: corroborates EX029 listed ingredient masses;
not an AEMPS erratum or stability experiment | 2026-09-12

https://www.sefh.es/bibliotecavirtual/manual_farmacotecnia/manualFARMACOTECNIAFINAL_.pdf?ts=20230531131600
[15] 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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