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ATAS opomL 65% w/w Ph. Fr.
Simple syrup Ph. Fr.

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 g

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

TaKkyxapogn 650 g
Sucrose
KekaBapuévo 6Bwp g.s.ad 1000 g

Purified water

MNeprypag@n okevaopatog / Preparation description
Alavyég dxpwuo €we vok(Tpvo LypPsd, avaui&Luo pe vepd/atBavoAin 70% V/V.
Clear colourless to pale-yellow liquid, miscible with water/70% v/v ethanol.

References: [1]

Apdaon kaL xpRon / Action and use
FAUKQVTLKO €KBOYO TTOPOOKELWV.

Sweetening compounding vehicle.

References: [1]
Mpobiaypagéc / Specifications
d: 1.31-1.33; n: 1.449-1.458

d: 1.31-1.33; n: 1.449-1.458

References: [1]

®wg / Light

lNa to TeAkd okebaopa n nnyn opiCeL:
KaAd kAglopévo, mpootacia and ewg.
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For the finished product the source specifies:
Well closed, protected from light.

References: [1]

Aépac Kat o€eidbwaon / Air and oxidation

Aev mapéxeTal HEAETN 0EEWOWTIKAC OTABEPOTNTAC TOL TEALKOD HiypaTog o0Te anaitnon adpavolg aTtudéoealpac.
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 dtaAvTtéTnTa / Water and solubility
Takyxoapoln: n avtiotolyn 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 épLo oxeTikiG bypaciag yla To TeEAkO okeDaopa. ATtogebyovTtal SLaBpoxr MTPWTWY 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]

Osppokpacia / Temperature

A€V TEKPNPLWVETAL EMLTPENTH BEpUOKpaTLlakr amdkAlon i KOKAOG KatdyuEnc/andyuEnc. O Bepuokpaaieg
MOPACKEVHC Kot QUAAENC avapépovTal oTta 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 €dkéd €0pog pH TOL TEALKOD OKELAOHATOG. Agv TipooTiBeTAL PLOULOTHG PH XWPIG TEKUNPLWHEVN
aAAayr Tng obvBeanc.

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

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

References: [1]

Elbika otowxeia ovotatikwy / Ingredient-specific information

Takxopdln: mpwTn VAN HE XOPAKTNPLOUS BLAALTOTNTAG 0TO vEPS «MOAD €LBLEALTN» KATA JP.
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Sucrose: raw-material water solubility is classified as very soluble by JP.

References: [3]

Mpootacia epyalopévwy / Staff protection

Kabapr HoKpLUPAVIKN EpyaoTnplakr evdupaoia, KEAALYN HAAALWY KoL YAVTLa KATA Tov XELPLOUS. AAAQYH YOVTLWV
META amd emudAvvon/ebopd.

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

References: [11], [2], [4]

EKTipnon kKivéovovu / Risk assessment

JuyKeKpLuévn nmapTtida avagopdc: 1000 g. Mpwto cvotaTiké: Zakxapdln, 650 g. EAéyEte aveEdpTnTa TN XNUWKA
HopoH, TIC HoVvAdeC Kal KABe KALHdKkwaon pv and CoyLon.

Qc¢ evdLldpeco, PEPEL ELBLEAKPLTN TAVTAHTNTA KAL CUYKEVTPWON: 6ev dlaTiBeTal WG TEAKS @dppako. H apaiwon A
npoaBrikn SpaoTtikAg amnattel véo untoAoyLloud ekbéxwv, ouvtrpnong Kat BUD. EAéyETe OTL kKGBe eEapTWHeVN Bdon
€xeL anodeopuevOel.

KataypdyTe yia TNV Tomkr avdAvon moagdTtnta avd mapaokevr, ouxvotnTta £pyaciag, SLdpKeLa avoLlKToD
XELPLOPOD, TIBaVEC 0600¢ €KBEONC KL ATIOTEAECHOTIKOTNTA TWY HETPWY EAEyX0L. AuTd elval otowxela etlcébouv
NG aloAdynong- 6ev amnodibetal MPooXNUATIKOG TEAKOC BaBuUdC KlwbOvou.

Znuelo eAéyyxou amnodéapevong: emPeBatote TeAKS dyko rj pdla otn Bepuokpaoia avagopds, dadyela A
nmpoBAenOuEYN dlaomopd Kal CLHEWVI TIEPLEKTN/MWUATOC UE TN ouvTayr. Mo OYKOPETPLKH avaywyr KNy
€ELOWVETE g HE ML XWwPI(g TEKUNPLWUEVN TTLKVOTNTA.

Reference batch: 1000 g. First ingredient: Sucrose, 650 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.

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 mapaokevns / Compounding conditions

Mpw amnd avduEn: tavtonolnon XNUIKAG HopeA¢ Kal mapTidag kABe cuoTATIKOD, KaTaypapr BEWPNTIKWY
TMOCOTATWY Kal £AgyX0G KaBapldtnTtag Tov e§omAtopol. Ot Beppokpaaieg kat n oelpd npoadrikng elval auTéG TNG
noapakdTw 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], [4]
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Tekpunpiwon BUD / BUD rationale

Agv gvtomni{oTnke €8LKA MELPAPATIKA BLEPKELX IOV Vo KAAOTITEL OAGKANPN TNV akpLBA glvBeaon, Tov MEPLEKTN Kal
TN HLKPORLOAOYLKH KaTaAANASTNTA.

EMAEYEVOG CLVTNPNTIKOC YEVIKOG KOvOvaC: €wG 14 nuépeG oToug 2-8 °C yla LOATLKA HOPEH XWPIC EMAPKWG
TEKUNPLWPEYN ouvtrpnon. MNpodndBean elvat 6TL N YOEN 6ev mpokaAe( KaBITNon, KN avaoTPEYLHO SlaxwpLlopd A
GAAN anwAsla KataAANASdTNTAG. AV auTr N mpodndéBeon amnotidxeL, 6ev Xpnoluotmotle(tal To 14APEPO Ot
Bepuokpaoia dwpatiov- anatte{tal edikr Tekunpiwaon ocbvtoung xprong.

Huepounvia xpriong = n evwpitepn emtpenth nuepounvia and noapackevr + emAeyUévn dldpkela, AREELC MPWTWY
LAV KoL TUXOY CLVTOUSTEPO TEKUNPLWHEVO OpLo. O Xpdvog PETA To dvolypa 6ev napaTteivel To cuvoAlkd BUD. H
TEAKH NUEPOUNVIO CUPTANPWVETAL YLO TN OLYKEKPLUEVN AP T{OA HETA TOLC EAEYXOULG.

0O yeVIKOG Kavovag anoTeAel ouvtnpENTkd 6pLlo eMAOYAC Kol OxL MELpapaTIK anddelEn otabepdTNTAC TNG
naptidag. H katnyopla ouvdéeTal pe TNV TEAKH oOVBeOn, TN OLVTAPNON KOl TLG EMTPENOUEVEG BEpUoKpaoiec. H
T aw dgv mpokKOMTEL And TO MOCOATO VEPOL H TNV AMWAELX KATA TNV §Apavon. MNa tekunpiwon xpnotlonotiote
SOP-014 kot F-006- yia €16ikry aw, SOP-017 kot F-012.

Atevkpivion USP: 6ev anatte{tal pétpnon aw yia kdOe un otelpa napaockevr. H katnyopla pnopel va tekunplwoel
and TNV akpLBr oOvBeon Kal KATAAANAQ AVTUTPOCWTELTIKA Mapadelypata: 6tav n ocbvbeon slvat aBéBain
oplakh, mpoTidTal 6K LETPNON HE KATAAANAN LéB0BO. ZTNV apoloa €kdoan Hev LTIAPYXEL HETPNUEVN aw OUTE
anodeopevpévn mopTida. H 6ldpkela ToL TEALKOD OKELAOUATOC KATA Kavdva dev vepBaivel To evamnopévov BUD
TWY EVOWHATWHEVWY YOANVIKWY Bdoswv/evdlapéowv. EEaipean xpetdletal edikA attioAdynon 4tL dev
ennpedfetal SBLOPEVWCS N PLOLKH, XNMLKA 1} HikpoBLloAoylkr motdtnTa. KataypdyTte XwpeLoTd TeAKS 6plo,
NUEPOUNVIX MOPAOKELHG TWY EVOLAPETWY KAl TIPAYHATIKA nuepounvia ARENG TOLG.

No specific experimental period was located covering the complete exact formulation, container and
microbiological suitability.

Selected conservative general rule: up to 14 days at 2-8 °C for an aqueous form without adequately established
preservation. Refrigeration must not cause precipitation, irreversible separation or other loss of suitability. If that
condition fails, do not apply 14 days at room temperature; obtain specific short-use evidence.

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

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

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

References: [11], [6], [8], [10]

MpoanaiTtobpeva / Prerequisites

Agv anatteltal xwploth B&on pe Kwdlkd pnTpwov. Tuxdv eunoptkd dyxnua MapapéveL To akPLBEG KATOVOUACOEVO
npotév tou nivaka.

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

References: [1]

E€omAlopog / Equipment

Zuyo6¢ KatdAANANG eAdxLlotng C0ylong, youdi/omepog i opoyevomolnthcg, 6oxela avdulEng, ondTovAeg,
BepudueTpo dtav vndpyxel O€puavan, 6pyava oyKoHETPNONG Yla MooOTNTEG ML.

Sikalias Greek Formulary | Reference documentation 4



compounding.gr | 10.0 | 2026-10-14

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

AloAboTE gakyxapdln o€ Bepud KOwWpP atoug 80-85 °C. ANOAOTE AUECWC €V BEPUW, OPUOYEVOTIOLOTE Kl
OLUMANPWOTE TN Ha&la.

Dissolve sucrose in hot water at 80-85 °C. Immediately hot-filter, homogenise and adjust mass.

References: [1]

Napatnpnioclg / Observations
Tux6v ocuvTNPENTIKE anattodv SAAWGCN OVOUATOG KOl GLYKEVTPWONG.
Any preservatives require declared names and concentrations.

References: [1]

MeplékTnG KaL ovokevaoia / Container and packaging

KaAd kAelwopuévo, mpootaoia and ewg.
lNa 6ldpkela mov amnodidetal and yevikd Kavéva, epapudletal emmAéov n Bepuokpacia TNG eMAEYHEVNC
katnyoplag oto nedlo BUD. H nnyr dev tekunplwvel avbaipeteg aAAayEg Beppokpaciog.

Well closed, protected from light.
For a general-rule duration, also apply the temperature of the selected BUD category. The source does not
support arbitrary temperature changes.

References: [1], [5]

MoloTikog éAeyxoc / Quality control

Ae{kTng 6LdOAaoncg Ph. Eur. 2.2.6: 1,449-1,458. Tavtonoi{non oakyxapdlng ue TLC Katd tnv nnyH.

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

Refractive index Ph. Eur. 2.2.6: 1.449-1.458. Identify sucrose by the source TLC method.
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]

®0OAa&n / Storage

ZuVOKeC/MEPLEKTNG TOL avaPépeL N TNYH: KaAd kAelouévo, mpootacia and wc.
Mo TO EMAEYUEVO YEVIKO avTATO OpLo: 2-8 °C, epOoov dlaTtneolvTal N UOLKH KATAAANASTNTA KAl N
oLPBATOTNTA PE TN CLUYKEKPLUEVN TINYH. Agv epapudleTal To 14iuEpo oE BepUoKpaaia SwaTiov.

Source-reported conditions/container: Well closed, protected from light.
For the selected general ceiling: 2-8 °C, provided physical suitability and compatibility with the specific source are
maintained. The 14-day rule does not apply at room temperature.

References: [11], [5], [6]

A1aOeon / Dispensing

Ev6ldueon Bdon yla epyaoctnplakn xprion. H evowudtwon 6paoctikig anattel véo éAeyyxo obvBeong, pH,
ouvtpnong kat BUD tou teAlkol mpoidvTog.
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Intermediate base for compounding. Adding an active requires reassessment of the final composition, pH,
preservation and BUD.

References: [1]

EmioApavon / Labelling

AnAS olpoémL 65% w/w Ph. Fr.

Epyaotnplakn Baon - OxL Gueon xopriynon

Nocétnta: _ Noptiba:

MNapaokevdotnke: _ XpAon éwg:

AoBeviig / 86on / ouyvéTnTo:

®OAOEN: 2-8 °C, peTd TNV enBeBaiwon KataAAnAdTnTOC YOENC.
©eppokpaoia yla To BUD auTtig tng naptidag:

Simple syrup Ph. Fr.

Compounding base - not for direct administration

Quantity: _ Batch: __

Prepared: __ Useby:

Patient / dose / frequency:

Storage: 2-8 °C, after confirming suitability for refrigeration.
Temperature for this batch BUD:

References: [1], [5], [6]

v9 _controls / v9_controls

To aplBunTiké 6plo oto apyeio elvat pévo 6pLo BLBALOYPAPLKAC avapopdc UTO TIC £LBLKEG TPODTOBETELC. Agv €xEL
oplotel BUD npayuaTtikAg maptidag kat dev £xouvv mapayOel petprioelg aw. H akplBric obvBeon, ta
TPOAMALTOVHEVQ, 0 TEPLEKTNG, N POAAEN KAl T oTolxela eAEyYOUL TIPETEL VO EYKPLOBOUY YL TN OLUYKEKPLUEVN
epappoyr. H €vapgn tou vmoAoylopol BUD eival n €vapén tng napaokevg. Epapudletal To GUYTONSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO €Aeyy0 BLdpKELag HETA TO Avolypa. Ta dpla USP elval texviké mAaiolo Kat 5ev
napovoldfovtal WG eEAANVIKY 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 oToXelwy TNG ava@epduevnc mNyNG. Aev anoteAel enlonun petdgpaaon fi €ykpLon Tou
€kdOTN.

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] Sirop simple (1992) (15/02/2012)

1992 | PDF pp. 1-2 | master formula | 2026-10-14

https://ansm.sante.fr/uploads/2020/10/23/sirop-simple.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] 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
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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
[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

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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