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CGR-FR-026 | 10.0

Z1pomi placebo OgpanevtikAg XpRong Ph. Fr.
Therapeutic placebo 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 mL

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

Zipéme Ph. Fr. 790 mL
Syrup Ph. Fr.
Emitpenduevo dpwua TPopiHwy 10 mL

Permitted food flavour

NaTtpLobyog nopaddpoguBevloikdg neBLAECTEPQG 1 if unpreserved syrup / av
Sodium methyl parahydroxybenzoate aouvvtipnTo g

Natplolyog napaddpoguBevloikdg mpomMuAEaTEPQG 0.5 if unpreserved syrup / av
Sodium propyl parahydroxybenzoate oguvtripnTo g

KekaBapuévo 08w g.s. ad 1000 mL

Purified water

MpoanaiToVpeva / Prerequisites
CGR-FR-027 Simple syrup Ph. Fr.

Meplypa@n okevaopatog / Preparation description
IEW6eC dlavyéc LyPd, EVOEXOUEVWG XPWHATIOUEVO aTtd TO APpWHA: AVUUELUO HE vepS/atBavOAn 70% V/V.
Viscous clear liquid, possibly coloured by the flavour; miscible with water/70% v/v ethanol.

References: [1]
Apaon kaiL xpAon / Action and use
Z1pom placebo ywpic dpaotikn ovala.

Placebo syrup without an active drug.

References: [1]
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Mpobiaypagéc / Specifications
d: 1.24-1.26
d: 1.24-1.26

References: [1]

®wg / Light

Mo to TeAkd okevaopa n nyr opiCeL:
Mpootaoia and ewg.

For the finished product the source specifies:
Protect from light.

References: [1]

Aépac Kat o€eidbwaon / Air and oxidation

Aev mapéxeTal HEAETN 0EEWOWTIKAC OTABEPATNTAC 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 dtaAvtéTnTa / Water and solubility

JuotaTtikd TnG Bdong CGR-FR-027: Zakxapdln: n avtiotolyxn kabapr npwtn OAN Katd JP elvatl moAd evdldAvtn oto
vepPod.

Component of base CGR-FR-027: Sucrose: JP classifies the corresponding pure raw material as very soluble in
water.

References: [5], [6]

Yypaoia / Humidity

Agv dlveTal apBuUnTIkS 6pLo oXETIKAG LYPAOIOC Yl TO TEALKS okeDaaua. Ano@elyovTal dLaBpoxh MPWTWY LAWY
KL HETAPOPA CUUTMUKVWHATWY 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

AEV TEKUNPLWVETAL EMTPENTH BepUOKpPATLaK andKALON 1} KOKAOC KaTAWuENnc/andyuEnc. OL Bepuokpaciec
MPAOKELHG Kol QUAAENG avagépovTal ota avtioTola nedia.

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

References: [1]

pH kat cvpBatoéotTnta / pH and compatibility

Agv op(Cetal eldlkd e0poC pH ToL TEALKOD OKELAOUATOC. Agv TpooTiBeTal puOULOTAG pH XWPI(C TEKUNPLWHEVN
aAAayr TnG obvBeanc.

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

Sikalias Greek Formulary | Reference documentation 2



compounding.gr | 10.0 | 2026-10-14

References: [1]

AAAec aAAnAenibpaoclg / Other interactions

Agv mopéxeTal mAAPNG doku cupBaTdTNTAG TOL PiyHaTog Pe MPdobeTa SpaaTikd B dlagopeTikd £€kdoya. Ot
LTIOKATAOTAOELG amaLTolY XWwPLoTh Tekunpiwon.

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

References: [1]

Eldika otolxeia cvotaTtikwy / Ingredient-specific information

Tavtonoinon kat Bdon Coylong:

e Z1pém Ph. Fr.: 790 mL.

e Emtpenduevo dpwpa tpopinwyv: 10 mL.

¢ Natplobxog moapaddpofuBevloikdc pebuAeotépac: 1 if unpreserved syrup / av acuvtripnTo g.

OL dnAwpéveg popeEg/moldTnTeG avrjkouvy aTnY akpLBr abvBeon Tng MNyNAG.

ZuoTaTiké TNG Bdong CGR-FR-027: Zakyxoapdln: mpwtn VAN UE XOPAKTNPLOUS SLaALTOTNTAG OTO VEPS «TTOAD
€udLdAvTN» KT JP.

Identity and weighing basis:

e Syrup Ph. Fr.: 790 mL.

* Permitted food flavour: 10 mL.

e Sodium methyl parahydroxybenzoate: 1 if unpreserved syrup / av acuvtripnTto g.

The specified chemical forms/grades belong to the exact source formula.

Component of base CGR-FR-027: Sucrose: raw-material water solubility is classified as very soluble by JP.

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

Mpootacia epyalopévwy / Staff protection

Kabapr HoKpLUPAVLIKN EpyaoTnplakr evdupaoia, KEALYN HAAALWY KL YAVTLO KATA TOV XELPLOUS. AANAQYH YOVTLWV
META amnd emudAvvaon/ebopd.

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

References: [1], [2], [3]

EKTipnon kKwvéovovu / Risk assessment

ZuykekpLuévn mapTiba avagopdc: 1000 mL. MpwTo cvoTtaTtikd: Zipdmt Ph. Fr., 790 mL. EAéyETe aveEdpTnTa TN
XNULKA HoP®H, TG HOVADEG Kal K&Be KALLAKwaon mpv and Coylon.

EAéyETe opoloyévela, oBwAoug, Slaxwplopd Kal mpayua Tk anédoon npv and vnodiaipeon. H cuokevaaoia mpémel
Vo EMLTPEMEL OOLOHOPPN £@apuoyh XwPI(G eLoaywyr vepol 0To MEPLEXOEVO.

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

2nuelo eAéyxov amnodéapevong: enBepatote TeEAKS dyko | udla otn Bepuokpacia avagopdc, Stadyela A
mpoBAemOuEYN dLlaoTopd Kal CLHEWVIA TIEPLEKTN/MWUATOC LE TN ouvTayr. MNa OYKOPETPLKY avaywyr KNy
eglowveTe g g ML xwpi(g TEKUNPLWUEVN TTLKVOTNTA.

Reference batch: 1000 mL. First ingredient: Syrup Ph. Fr., 790 mL. 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
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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: [1], [8], [10]

Zuvonkec mapaockevnG / Compounding conditions

Mpw amnd avduEn: tavtonolnon XNUIKAG HopeAG Kal apTtidag kABe cuoTaTLKOD, KaTaypaer BEWPNTIKWY
TOCOTATWY Kal éAeyX0C KabapldtnTtag ToL eEonAlopol. OL BepUoKpaoleg Kal N oelpd MPoaBikNG lval avTég TNG
napakdTw 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: [11], [3]

Tekpunpiwon BUD / BUD rationale

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

EMAEYEVOG YEVIKOG KOVOVAC: €WC 35 NUEPEC YL LBATIKA HOPPH HE KATAAANAO COOTNUA CLUVTHPNONG OTNY TEALKN
obvBeon Kat pH. Xpnotuonowjote 20-25 °C, 1§ 2-8 °C pévo dtav n nnyrn to emtpénel/anattel Kol n popen
MUPAPEVEL KATAAANAN. Agv entapkel N ovopaoia evédg ouvTnPENTIKOL €AV LTS €xel apalwOel, adpavomrolndel
HETOQEPOEL oE AAAN @don.

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

0O yevIKOG Kavovag anoTeAel ouvtnENTKS OpLlo eMAOYAC Kol OXL MELpapaTIK anddelEn otabepdTnNTAC TNG
naptidag. H katnyopla ouvdéeTal pe TNV TEAK oOVBean, TN OLVTAPNON KOl TLG EMTPENOUEVECG BEpoKpaoiec. H
T aw 8gv mMPoKOMTEL And TO MOCOATO VEPOL H TNV AMWAELX KATA TNV §Apavon. MNa tekunpiwaon xpnotlonotiote
SOP-014 kot F-006- yia €16ikrj aw, SOP-017 kat F-012.

Atevkpivion USP: 6ev anatte{tal pétpnon aw yia k&dbe un otelpa napaockevr. H katnyopla pnopel va tekunpLwoel
and TNV akpLBr oOvBeon Kal KATAAANAQ QVTUTPOCWTELTIKA Mapadelypata: 6tav n ocbvbeon slivat aBéBain
oplakh, mpoTidTal 6K HETPNOoN HE KATAAANAN HéEB0BO. ZTNV apoloa €kdoan Hev LTIAPYEL HETPNMEVN aw OUTE
anodeopevpévn mopTida. H Sldpkela ToL TEALKOD OKELAOUATOC KATA Kavéva dev vepBaivel To evamouévov BUD
TWY EVOWHATWHEVWY YOANVIKWY Bdoswv/evdlapéowv. EEaipean xpetdletal eIk attioAdynon 4tL dev
ennpedfetal SBLOPEVWCS N PLOLKH, XNMLKA 1} HikpoBLloAoylkr motdTnTa. KataypdyTte XwpeLoTd TeAkS 6plo,
NUEPOUNVIX MAPAOKELHG TWY EVOLAPETWY KAl TIPAYHATIKA nuepounvia ARENG TOLG.

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

Selected general rule: up to 35 days for an aqueous 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.

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.
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References: [1], [7], [9], [11]

MpoanaiToVpeva / Prerequisites
Simple syrup Ph. Fr.: CGR-FR-027
Simple syrup Ph. Fr.: CGR-FR-027

References: [1]

EEomAlopog / Equipment

Zuyég KaTtdAANANG eAdxloTng COyLong, youdi/Omepog A opoyevonolnTthg, doxela avdulgng, ondTtovAeg,
BepudueTpo dtav vndpyel O€puavaon, dpyava oyKopéTPNoNnG yla noodtnteg 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£0o60¢ mapaokevng / Compounding method

Edv xpetdlovTal, SLaAbOTE Ta cLYTNPNTLIKA O DOWP. MPocBEaTe OTO OLPOTIL HE TO APWHA, CUUMANPLWOTE KoL
avapiETe.

If required, dissolve preservatives in water. Add to syrup with flavour; adjust and mix.

References: [1]

Napatnpnoclg / Observations

Ektég nediov ta placebo KAWIKWY doKIWY. EAEYETE 1O LdpxovVTA CLVTNPNTIKA.

Excludes clinical-trial placebos. Check preservatives already present.

References: [1]

MepLékTnG KalL cvokevaoia / Container and packaging

Emdoyn yia tomkr agloAdynaon: KaAd kKAelotr @LdAn cupBath he To bypd. Mpw and MAfpwaon eAéyxovTal
KaBapldtnTa, akeEPALOTNTA, OTEYAVOTNTA Kol oLUBATOTNTA LALKOD/MWHATOC. H €161k povoypagia 6gv
TEKUNPLWVEL CLUYKEKPLEVO EUTMOPLKO TIEPLEKTN.

Selection for local assessment: well-closed bottle compatible with the liquid. Check cleanliness, integrity, closure
and material compatibility before filling. The specific monograph does not validate a particular commercial
container.

References: [1]

MowoTikOG éAeyxoc / Quality control

d: 1.24-1.26

H néBobog, To 6pLo amodoyxrc, N MPAYHATIKA TIUH Kal 0 EAEYKTAC KaTtaypdeovTal xwplotd oto F-005. Anotuyia
Kplowng mpodlaypa@rc odnyel o kapavtiva Kat dtepebivnon katd SOP-015- n emavadAnyn eAéyxwv xpeldleTal
attoAdynon.

d: 1.24-1.26
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], [10]
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®0Aa&n / Storage

MNpootaoia and ewg.
Mo dudpkela mov anodidetal amnd yevikd kavéva, epapudleTal eMMALov n Bepuokpacia TNG emAeyuévng
Katnyoplag oto nedio BUD. H mnyr 6&v TekUNplwvel avbaipetec aAAayéc Bepokpaoiac.

Protect 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: [11], [4]

A1aOeon / Dispensing

Xoprynon otnv akplBri cuvtayoypa@nuévn mMEPLEKTIKOTNTA. Mo LYPA&, XpPNolomolioTe KATAAANAN
BaBuovopunpévn cbpLyya and Tov oTOUATOG: KaTaypAyTe 880N Kot ouxvETNTA ad TN CLVTAYH.

Dispense the exact prescribed strength. For liquids use a suitable graduated oral syringe; record dose and
frequency from the prescription.

References: [1]

EmioApavon / Labelling

pém placebo BepanevTikig xpriong Ph. Fr.

And Ttov oTOUATOG

MNoodétnta: _ Moaptido:

Moapaokevdotnke:  XpAon €wg:

AcBeviig / 66on / ouxvéTnTO:

®VOAaEN: Mpootacia and ewg.

©eppokpaoia yla To BUD autAg tng naptidag:

Therapeutic placebo syrup Ph. Fr.

Oral use
Quantity: Batch:
Prepared: Use by:

Patient / dose / frequency:
Storage: Protect from light.
Temperature for this batch BUD:

References: [1]

v9_controls / v9_controls

To apBunTiké 6plo oto apyelo elvat pévo 6pLo BLBALOYPAPLKAC avapopdc UTd TIC £LBLKEC TPOoDTOBETELC. Agv €YEL
optotel BUD mpayuaTikAc mopTidag Katl 6ev éyxouv napaydel petprioelc aw. H akplBric obvBeaon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN Kol Ta aTolxela eAéyyou TPEMEL val EYKPLOODVY YLl TN CUYKEKPLUEVN
epappoyn. H évap&n tou vrmoAoylopol BUD eival n évapEn tng napaokevic. Epapudletal To CLVTOUOTEPO
TEKUNPLWHEVO OpLo, HE XWPLOTO EAEYXO0 BldpKelaG HETA TO dvolyua. Ta dpta USP glval texvikd mAaiolo 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 anédoon/opydvwaon oTolxelwy TNG avaeepdpuevnc 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.
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Mnyéc koL mapanopunég / Sources and references

[1] Sirop placebo a usage thérapeutique (2007) (15/02/2012)

2007 | PDF pp. 1-3 | master formula | 2026-10-14

https://ansm.sante.fr/uploads/2020/10/23/sirop-placebo-a-usage-therapeutique.pdf

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

AwoBéotpo 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
[3] 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

[4] 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

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

1992 | PDF pp. 1-2 | master formula | 2026-09-10

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

[71 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
[8] 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
[9] 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
[10] 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
[11] 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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