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ATtAS opomL 85% w/v - FNFB

Simple syrup 85% w/v - FNFB
Nwmé evbildpeoo - 16wa epyaaia / Fresh intermediate - Same operation

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 mL

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

TaKkyxapogn 859
Sucrose
KekaBapuévo 08w g.s. ad 100 mL

Purified water

MNeprypag@n okevaopatog / Preparation description
Ynéptovo opdmt oakxopdlng 85% m/V, Kovtd oTov Kopeouod.
Hypertonic sucrose syrup 85% w/v, close to saturation.

References: [1]

Apdaon kaL xpRon / Action and use
FAUKQVTLKO €KBOXO0 TTOCLUWY LYPWV.

Sweetening vehicle for oral liquids.

References: [1]

Mpobiaypagéc / Specifications

H olbvBeon kat n TeAkr oogdtnTta akoAovBolv tov mivaka (100 mL). Aev dlvetat e8Ik aplOUNTIKO €VPOC assay,
HikpoBLakod gopTtiov f§ puotkoxNpkod eAEyXov 0To e§eTa0BEY €18k Keluevo- Hev amnodideTal avbaipeTo 6pLo.

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

References: [1]
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®wg / Light

Mo to TeAkd okevaopa n nyr opiCeL:
Kexpiunoapdypwpuo yudAwo doxelo, mpootacia and ewc, Bepuokpacia dwuatiov.

For the finished product the source specifies:
Amber glass, protected from light, room temperature.

References: [1]

Aépac Kat o€eidbwaon / Air and oxidation

Aev mapéxeTal HEAETN 0EEWOWTIKAC OTAOEPATNTAC TOL TEALKOD HiypaTog o0TE anaitnon adpavolg atudéoealpac.
Tnpe(tal o MEPLEKTNG TNG MNYAG.

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

References: [1]

Nepo kat diaAvtéTnTa / Water and solubility
Takyxopoln: n avtiotolxn kabapr mpwtn OAN Katd JP elvatl MOAD evdldAvTn oTo VEPD.
Sucrose: JP classifies the corresponding pure raw material as very soluble in water.

References: [3]

Yypaoia / Humidity

Agv dlveTal aplBunTiké 6pLo oxeTikiG vypaciag yla To TeEAkO okeDaopa. ATto@ebyovTtal SLaBpoxr MPWTWY LAWY
KOl HETAPOPA CUUMUKVWHUATWY 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

A€V TEKPNPLWVETAL EMLTPENTH BEpUOKpaTLlakr amdkAlon i KOKAOG KatdyuEnc/andyuEnc. O Bepuokpaaieg
MOPACKEVHC Kol QUAAENC avapépovTal oTa avtioTolya medla.

No permitted temperature excursion or freeze-thaw cycle is established. Processing and storage temperatures are
stated in their respective fields.

References: [1]

pH kai cupBatoéoTnTa / pH and compatibility

Aev op{ZeTal €d1kd €0pog pH TOL TEALKOD OKELAOTHATOC. Agv TipooTBeTAL PLOULOTHG PH XWPIG TEKUNPLWHEVN
aAAayr Tng obvbeaonc.

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

References: [1]

AAAec aAAnAemidpaoselg / Other interactions

Agv opéxeTal MARPNG doKLUA cUPBATATNTAC TOL UiyHOTOC PE MPOoBeTA SPpaoTIKA 1] SlapopeTikd €kboxa. OL
LTIOKATAOTACELG analTolv XwpeLoTH Tekunpiwon.

No complete compatibility test with added actives or alternative excipients is provided. Substitutions require
separate evidence.
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References: [1]

EwbiIkd otolxeia ovotatikwyv / Ingredient-specific information
Zakyapoln: mPwWTN VAN HE XOPAKTNPELOUS dlaAvTOHTNTOG 0TO vEPS «MOAD €LBLEALTN» KATA JP.
Sucrose: raw-material water solubility is classified as very soluble by JP.

References: [3]

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], [2], [4]

ExTipnon kKwvéovovu / Risk assessment

ZuykekpLuévn moptida ava@opds: 100 mL. MpwTto cLuoTATIKS: Zakxapdln, 85 g. EAEyETe avegEdpTnTa TN XNMLIKA
HOPOH, TIC HOVABEC Kal KABe KALUdkwan mpvy and Joylon.

QG €vdLApEDO, QEPEL ELBLEAKPLTN TAVTOTNTA KAl CLUYKEVTPWON: 6ev SlaTiBeTal WG TEAKS pdpuako. H apaiwon A
npooBnikn 6pacTtikig analtel véo umoAoylopd ekdOYwv, cuvtApnong Kat BUD. EAéyEte 6TL KABe eEapTwpevn Bdon
€xeL anodeopevbel.

KataypdyTe yia tnv Tomkr avdAvon noagdtnta avd napaokevr, ouxvoétnta epyaciog, didpKela avolkTol
XELPLOUOD, TBAVEG 0600G €KBEONG KL AMOTEAECUATIKOTNTO TWY HETPWY eAEYXOL. AuTd elval atolxela elgédouv
NG a&loAdynaong: 6ev amodibeTal MPOoYNUATIKOC TEALKOG BaOUSC KlvdOvou.

OepULKO 0TAdLO TNC oLYKEKPLUEVNG Blabikaaolag: eAéyETe BeEpUOUETPO, TPOTO BEPUaVONG, XPOVLIKY SldpKeLa Kat
anopuyr unepBEpuavonG/anwAeLag dLaAdTn. To TéEAog avduEng dev TavtiCeTal pe TeEKUNPLWPEVN YOEN A A PN
opoyevomo(naon.

Znuelo eAéyyou amnodéopevong: emBeBatwote TeAkd dyko 1 udla otn Beppokpacio avagopdc, diadyela A
nmpoBAenOueVN dlaomopd Kal CLHEWVIA TIEPLEKTN/MWUATOC HE TN ouvTayr. Ma OYKOUETPLKY avaywyr KNy
€ELOWVETE g ME ML XWPIC TEKUNPLWUEVN TTUKVOTNTA.

Reference batch: 100 mL. First ingredient: Sucrose, 85 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.

For this procedure’s heating stage, check thermometer, heating method, duration and prevention of
overheating/solvent loss. Completion of mixing does not establish cooling or complete homogenisation.
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: [11], [7], [9]

ZuvOnkec mapaockevnG / Compounding conditions

Mpw and avdugn: Tavtonoinon XNUKAG HopeAG Kal napTidag KdBs cuoTaTIKoD, KaTaypPaer BEWPNTLKWY
MOCOTATWY KAt EAEYX0GC KaBapLOTNTAC TOL EEOMALOUOV. OL BEPUOKPAOIEG Kal N oelpd MPOoodRKNC elval AVTEG TNC
nopokdTw Sladikaciag.

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.
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References: [11], [4]

Texkpunpiwon BUD / BUD rationale

H napovoa epappoyn neplopifetal oe vwnd evdldpeco tng (dlag ouvexolg epyaciag napaokevng. Napaokevdote
MOvo Tnv amnattoldpevn moodtnTa, YOETE KOL CUUMANPWOTE TOV OYKO OUUQWYA HE TN dLladlkaola, EVOWUATWOTE TO
xwplc nmpoypapuatiopévn anobrikevon kat anoppiyte to vnéAotno. Kataypdyte xpOvouc MapPacKELIG,
EVOWUATWONG KoL andppyng. Asv anodi{betat dldpkela anobéuatog o0Te anodéopevon yia GAAN nuépa. H eOAAEN
QMOBEUATOC TMAPAUEVEL XWPLOTA 1N EMALUEVN XpPrion.

This implementation is limited to a freshly prepared intermediate in the same continuous compounding operation.
Prepare only the necessary quantity, cool and make to volume as the procedure specifies, incorporate without
planned storage, and discard the remainder. Record preparation, incorporation and disposal times. No stock
dating or release for a later operation is assigned. Stored-stock use remains a separate, unresolved application.

References: [1], [10]

Mpoamaittovpeva / Prerequisites

Agv anotteltal xwploth BAoN PE KWOLKS HNTPWOUL. TuxOV gunoptkd dxnUa MAPAUEVEL TO AKPLBEC KATOVOUALOUEVO
npotév tou nivaka.

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

References: [1]

EEomAlonog / Equipment

Zuyo6¢ KaTtdAANANG eAdylotng C0ylong, youdi/omepog i opoyevomolnthcg, 6oxela avadulEng, ondTouvAeg,
BepudueTpo dTav vdpxeL Bépuavan, dpyava oykopéTpnong yia 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

AlaAboTe TN oakyxapdln oe 50 mL 06atog pe avddevon oe LoaTtdAoLTPO €wg 80 °C. WHETE, CUUNMANPWOTE TOV
dyKo, opoyevornoljote Kot dnOAaTE.

Dissolve sucrose in 50 mL water with stirring in a water bath not exceeding 80 °C. Cool, make to volume, mix and
filter.

References: [1]

MNapatnpnioelg / Observations

AutA n €6vikr ovvtayr op{Cel 85 g €éw¢ 100 mL kat Bepur HéB0GO. Agv ouyxwWveVETAL PE alpdmia AAANG c0oTAoNG
1} MAPAOKELAC.

Mo andédepa alpormol xpetdfovtal 6edopéva TNG akPLBoOC cakyxapdlnc/vepol: TEAKO KAdopa pdlac, mukvotnTa,
KPLOTAAAWGDN, aw Kol ULKPOBLOAOYLKH GUUTEPLPOPE CUUTEPLAAUBAVOUEVWY KATAAANAWY CUUWY. H €vdelEn 85%
m/V 6ev TeKUNPLWVEL aw <0,60. Xwplc avtd, dev peTapépeTal SLdpKkela and cuvTNPENUEVO OLPOTIL BLAPOPETLKAG
cboTtaong.

H napoloa epapuoyn nmeplopiletal e vwnd evdldueoo tng (Blag ouvexolG epyaoiog napaokevc. MapaokevdaTe
MOvo TNV amnattoduevn moodtnTa, YOETE KOL CUUMANPWOTE TOV OYKO OUUQWVA HE TN dladlkaola, EVOWUATWOTE TO
xwplc mpoypapuuatiopévn anobrikevon kat anoppiyte to vnéAotno. Kataypdyte xpOvouc MaPaATKELG,
EVOWHATWONG Kal andéppwyns. Aev anodidetat dldpkela anobéuatog o0te anodéaopevon ya GAAN nuépa. H @OAagN
AMOBEUATOC TMAPAUEVEL XWPLOTH UN EMALUEVN XpPrion.
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This national formula specifies 85 g to 100 mL and a heated process. It is not merged with syrups of different
composition or process.

Stored syrup needs exact sucrose/water evidence: final mass fraction, density, crystallisation, aw and
microbiological behaviour including relevant yeasts. The designation 85% w/v does not establish aw <0.60. Do
not transfer dating from a differently formulated preserved syrup.

This implementation is limited to a freshly prepared intermediate in the same continuous compounding operation.
Prepare only the necessary quantity, cool and make to volume as the procedure specifies, incorporate without
planned storage, and discard the remainder. Record preparation, incorporation and disposal times. No stock
dating or release for a later operation is assigned. Stored-stock use remains a separate, unresolved application.

References: [11], [9], [10]

MeplékTnG KaL ovokevaoia / Container and packaging
Kexplunoapdypwuo yudAwo doxelo, mpootaoia amnd ewg, Bepuokpacia dwuaTtiov.
Amber glass, protected from light, room temperature.

References: [1]

MoloTik6¢ éAeyxocG / Quality control

omntikn eE€Taon epedviong, EAeyxoG TeEAKOU dYKOL/PATaG Kat, Yia EVALWPAHATA, EMAVAOLAOTIOPAS. Agv
evtonioTnKe €LBLKN EMKLPWHEVN AVAALTLKH HEB0BOC Yo To TEAKS piypa atnv mnyr. Ol poTevduEVOL
€vOoTaPATKELAOTIKO( £EAgy)OL HEV UTTOKABLOTOUY assay i HLKPoPBLOAOYLKS €AgyX0 GTav amatTolvTal.

H uébodog, to éplo amnodoync, N MPAYHATIKY TLUA KoL 0 EAEYKTAC KaTaypdgovTal XwpltoTd oto F-005. Anotuyia
Kplowng mpodlaypa@rc odnyel o kapavtiva Kat dtepebivnon katd SOP-015- n emavdAnyn eAéyxwv xpeldleTal
attioAdynon.

Visually inspect appearance; check final volume/mass and, for suspensions, redispersion. 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: [11], [9]

®0Aagn / Storage

KAeLotd, Tavtonolnpévo oxelo He TG MPOPUALEELS PWTAG/VALKOD TNG NYAC KaTd Ttnv (Bla cuvexr epyaoia. X
dlakomn tn¢ epyaoiac amoppinteTal To aypnoiuonoi{nto evdldueco. Aev npoBAéneTal anébeua.

Identified closed container with the source light/material precautions during the same continuous operation.
Discard unused intermediate if the operation is interrupted. No retained stock is provided for.

References: [1], [10]

Awa0eon / Dispensing

EowTeptkn xprion uévo atnv (dla ovveyxn epyacia mapaokevic. Asv yopnyeltal we TEAKS PApUAKO 00TE KpaTe(Tal
Yo HETAYEVEDTEPN MAPATKELH.

Internal use only in the same continuous compounding operation. Do not dispense as a finished medicine or retain
for a later preparation.

References: [1], [10]
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Enmionpavon / Labelling

AnAS olpdmt 85% w/v - FNFB

NQMO ENAIAMEZO - IAIA ZYNEXHZ EPTFAZIA MONO
MNoodétnta: _ Moaptido:

Noapaokevdotnke:  wpa

Evowpatwénke:  wpa

YniéAouro anoppipdnke: _ wpa

Oyt ywa dueon xopriynon rj anoBrikevon.

Simple syrup 85% w/v - FNFB

FRESH INTERMEDIATE - SAME CONTINUOUS OPERATION ONLY
Quantity: _ Batch:

Prepared: __ time

Incorporated: ___ time

Remainder discarded: ____ time

Not for direct administration or storage.

References: [1], [10]

v9_controls / v9_controls

To apBunTiké 6plo oto apyeio elvat pévo 6pLo BLBALOYPAPLKAC avapopdc UTd TIC £LBLKEC TPODTOBETELC. Agv €xEL
optotel BUD mpaypaTikAg mopTidag katl 6ev éyxouv napaydel petprioelc aw. H akplBrig obvBean, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN Kol Ta aTolxela eAéyyou PEMEL va YKPLOODY Yyl TN CUYKEKPLUEVN
epappoyn. H évap&n tou vmoAoylopol BUD eival n évapEn tng napaokevic. Epapudletal To CLVTOUOTEPO
TEKUNPLWHEVO OpLlo, HE XWPLOTO EAEYXO0 BldpKelag HETA TO dvolyua. Ta dplta USP gi{val texvikd mAaiowo kot dev
napovotdfovtal 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.

AVEEGPTNTN EAANVLKA KOl ayYALKH andédoon/opydvwaon oTolxelwy TNG avaeepdpuevnc mNyng. Aev anoteAel enlonun petdgpaaon fi €ykplon Tov
€kdOTN.

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

Mnyécg kaiL mapamnounécg / Sources and references

[1] ANVISA - Formulério Nacional da Farmacopeia Brasileira, 22 edigdo, Revisdo 02 (2012)

2012, 2nd ed., Rev. 02 - superseded | PDF pp. 196 | master formula | 2026-09-10
https://www.gov.br/anvisa/pt-br/assuntos/farmacopeia/formulario-nacional/arquivos/8065json-file-1/@@display-file/file

[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 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

[4] 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

[5] 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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[6] 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
[7]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
[8] 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
[9] 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
[10] USP - General Chapter <795> FAQs (official, updated 1 November 2023)

Updated 1 November 2023; retrieved 14 October 2026 | Q52, Q61-64; use with the applicable full chapter | Water-activity classification,
component dating and BUD documentation; general professional framework, not a Greek legal adoption or formula-specific study |
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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