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Twvidalo6An 66.7 mg/mL - mOOLMO evalWPNHA

Tinidazole 66.7 mg/mL oral suspension

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: 30 mL

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

TwibalbAn, dlokio 500 mg 4 6lokia / tablets
Tinidazole 500 mg tablets

Cherry Syrup, dxnpa g.s. ad 30 mL
Cherry Syrup vehicle

MNeprypag@n okevaopatog / Preparation description
Hutablagavég evalwpnua.

Semi-opaque suspension.

References: [1]

Apdaon kaL xpRon / Action and use

NitpolutdaldAn pe avtimpwtolwikn Kal avtiBaktnplakr 6pdaon.
MNAnpogopia yla Tn 6pacTik and emonpaven GAAoL PoldVTOG: eV TEKUNPLWVEL TN oTaBepdTnTa } dogoAoyia
ouTol TOL YOANVIKOD OKELAOUATOG.

Nitroimidazole with antiprotozoal and antibacterial effects.
Active-drug context from another product’s labelling; it does not establish stability or dosing of this compounded
preparation.

References: [2]

Mpodiaypagic / Specifications
Omntikdg €Aeyxog TeEAKOD MPoidvTog. Aev SivovTtal £L8Lkd aplBunTikd épLa 0TO VOOOKOUELAKS QUAAO.
Final-product visual inspection. The institutional sheet gives no specific numerical limits.

References: [1]
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®wg / Light

Mo to TeAkd okevaopa n nyr opiCeL:
KaAd KAELOPEVOC QWTOMPOOTATEVTIKAC MAAOTIKOG MEPLEKTNG, BEpUoKpaoia dwuaTtiov.

For the finished product the source specifies:
Tight, light-resistant plastic container, 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

Agv 6{veTal mMOoOTIKS Oplo LEPOAVLTIKAG OTABEPATNTAC TNG CLYKEKPLHEVNG o0vBeonc. H moodTnTa Kot moldtnTa
vePoL dev peTaBAAAETAL Qb TN guvTaYH.

No quantitative hydrolytic stability limit is given for this formula. Retain the prescribed water amount and quality.

References: [1]

Yypaocia / Humidity

Agv SlveTatl aplBunTkd éplo oxeTIKAG bypaciag yla To TeAkd okebaoua. AopedyovTtat daBpoxh MPWTWY LAWY
KL LETOPOPE CUUTMUKVWHETWY 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 BepUOoKpaTLlaKkr andkAlon f} KOKAOC KaTtdywuEnc/anéyugnc. OL Bepuokpacieg
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 kait cupBatéTnTa / pH and compatibility

Agv op(Cetal eldlkd e0poC pH ToL TEALKOD OKELAOUOTOC. Agv TpooTiBeTal puBULOTAG pH XWPI(C TEKUNPLWHEVN
aAAayr Tng obvbeonc.

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 cLPBATATNTAC TOL UiYHOTOC HE MPdoBeTa HpaoTIKA 1} SlapopeTikd €kboya. Ot
LTIOKATAOTAOELG amaLlTolY XwPLloTh 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

Tavtonoinon kat Bdon ¢Oylong:

e TwidagdéAn, dokia 500 mg: 4 diokia / tablets.

e Cherry Syrup, éxnua: g.s. ad 30 mL.

OL dSNAWpEVECG popPéc/moldTNTEG aviikouy atnv akpLBry cbveean tTng mnNyrng.

Identity and weighing basis:

 Tinidazole 500 mg tablets: 4 diokia / tablets.

e Cherry Syrup vehicle: g.s. ad 30 mL.

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

References: [1]

MpooTtacia epyalopévwy / Staff protection

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

Xelwplotelte TN TOyLon kot AstotpiBnon oe xwpo/dldtagn mov neplopifel Slaomopd Koviwy, e mpooTaaia
0QOUALWY- 0 TOMOG AVAMVELOTIKAG MpooTaciag Kabopi(CeTal and Tn cuyKekpLlpévn €KOeon.

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

Contain powder during weighing and trituration and use eye protection; select respiratory protection for the
actual exposure.

References: [11], [3], [4]

EKTipnon kKivdéovovu / Risk assessment

ZuykekpLuévn mopTida avagopds: 30 mL. MNpwTto cuoTaTikd: TwidagdAn, dokia 500 mg, 4 diokia / tablets.
EAéyETE aveEdpTnTa TN XNULKA HOPQH, TG HOVASEC KAl K&BE KALMAKWaON mpwv and CoyLon.

Kplowo teAikd xapaktnploTikd e{val n enavadlaonopd: opoyevomoloTte pwv and vrnodlaipean, eAEYETe okAnpd
{Cnua kat emaAnBeboTte 6TL N BaOUOVOUNUEVN OTOUATIKA oUpLyya HETPA Tov amnatTtoluevo dyko Xwplc
anéppagn/aépa. H dladyela 6ev elval KPLTAPLO AMOdOXAG EVALWPAHATOG.

KataypdyTte yla TNV TOMKA avdAuon moodTnTa avd napaokevr, ouxvotTnTa epyaoiag, dtdpkela avolkTtol
XELPLOMOD, TBAVEG 00006 €KBEaNG KL AMOTEAECUATIKOTNTO TWY HETPWY eAEYX0L. AuTd elval atowela elaédov
NG agloAdynaong: 6ev amodibeTal MPooXNUATIKAC TEALKOG BaBUdC KlvdOvou.

Znuelo eAéyyou amnodéopevong: delypa and avtinpoowneLTikd onuela kat and tnv apxi/TéEAog NARPWONG, UE
Kataypaer Kadilnonc r dlaxwplopol Kat enavadlaonopdc. EAEYETe 6TL N mpoBAenOUeEVN Afjyn amnodibeL TNV
anattoVpevn moodTNTa: N eEWTEPLKA opolopop@ia pévn TG dev amodelkvieL opolopopPia SPACTIKAC.

Reference batch: 30 mL. First ingredient: Tinidazole 500 mg tablets, 4 &wokia / tablets. Independently check
chemical form, units and every scale conversion before weighing.

Redispersibility is critical: homogenise before subdivision, check for hard sediment and verify that the graduated
oral syringe delivers the required volume without blockage/air. Clarity is not an acceptance criterion for a
suspension.

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: sample representative locations and early/late filling; record settling or separation and
redispersibility. Verify delivery of the intended amount; visual uniformity alone does not demonstrate API
uniformity.

References: [11], [7], [9]
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ZuvOnkec mapaockevng / Compounding conditions

Mpw and avdulgn: Tavtonoinon xNULKAG HOPeAC Kol apTidag kABe cuaTATIKOD, KaTaypaPr BEWPNTIKWY
MOCOTATWY KAt éAEYX0GC KaBapldTNTAC TOu EEOMALOUOD. OL BEpUoKPaOleEG Kal N oelpd MPoodrkNg elval AVTEC TNC
MopaKATW 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]

Tekpnpiwon BUD / BUD rationale

Aldpkela otnv nnyn: H ninyn opi(Cel 7 nuépeg.

EmAéyeTtal n cOvtoun, ek Sldpkela Kat n Beppokpacia TnG mMNyAC. Asv epapudletatl avbaipetn HETAPOPE TOL
YeVIKoO 14nuépou amnd wogn oe Bepuokpacio dwuatiov.

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
TEALKH NUEPOUNVIX CUPTANPWVETAL YLO TN OLYKEKPLUEVN AP TIOA HETA TOLC EAEYXOULG.

0O yevIKOG Kavovag anoTeAel ouvtnpeNTikd OpLlo emMAOYAC Kol OxL MELpapaTIK anddelEn otabepdTnNTAC TNG
napTidag. H katnyopla ouvdéeTal pe TNV TEAKH o0vBean, TN OLVTAPNON KOl TLG EMTPENOUEVEG BEpoKpaoiec. H
T aw dgv mMPoKOMTEL And TO MOCOATO VEPOL H TNV AMWAELX KATA TNV §Apavon. MNa tekunpiwon xpnotlonotiote
SOP-014 kot F-006- yia €16ikry aw, SOP-017 kat F-012.

H USP 6ev anattel pétpnon aw o€ kdBe un otelpo napackedaoua. H tekunplwuévn tagvéunon tng
OLYKEKPLEVNG ag0vBeanC umopel va XpnoLhomole{Tal wg 0dnNydc: kataypdeeTal pnTtd we ekTiunon Kat éxt wg
pétpnon. Auei{BoAn f oplakr Ta€vounon amnattel l6iké tekuriplo  KATAAANAN wétpnon. H nuepounvia teAtkol
okevdopaTog dev vepPaivel Tn dlaBéoun nuepopnvia TwWv NN NAPATKELAOUEVWY CUOTATIKWY/BACEWY, EKTOC av
€xeL voBeTNBel emapkrg €Ok TekUNP{won yla TNV akpLBr] TeAkr obvBeon.

Period reported by source: Source period: 7 days.

Use the source’s specific short period and temperature. Do not transfer the general refrigerated 14-day limit to
room temperature.

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 does not require water-activity measurement for every nonsterile preparation. A justified classification of the
actual formulation may guide dating; record it explicitly as inferred, not measured. Uncertain or borderline
classification requires specific evidence or a suitable measurement. Finished-product dating does not outlast the
available dating of previously compounded components/bases unless adequate specific evidence for the exact
finished preparation has been formally adopted.

References: [11], [5], [6], [8], [10]

Mpoamaitovpeva / 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¢ KatdAANANG eAdyLlotng C0ylong, youdi/omepog i opoyevomolnthcg, 6oxela avadulEng, ondTouvAeg,
BepudueTpo Tav vnidpxeL Bépuavan, dpyava oykopéTpnong yla moodtnteg mL.
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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

AeloTp(Bnon Twv dlokiwv A Tou neplexopévoL Kayakiwv. AtaBpoxr He Alyo and to kaboplopévo dxnua,
opoyevormoinon o€ mdota Kat otadlakh apaiwaon. MoocoTkA HETAPOPE He EKMTADOELG, CUPTIAPWON OTOV TEALKS
OyKo Kal avautEn.

Pulverise tablets or capsule contents. Levigate with a little of the specified vehicle, dilute progressively, transfer
quantitatively with rinses, make to final volume and mix.

References: [1]

Napatnpnoelg / Observations

4 x 500 mg /30 mL = 66,666... mg/mL, gtpoyyvAonolnuévo wg 66,7 mg/mL gtnv nnyr. Anatte(tal Tavtonoinon
Tou Cherry Syrup Tng napanounic: 6ev vmokabiotatal pe avbaipeto alpdmt.

4 x 500 mg /30 mL = 66.666... mg/mL, rounded to 66.7 in source. Qualify the referenced Cherry Syrup; do not
assume another syrup is equivalent.

References: [1]

MepLékTnG KalL cvokevaoia / Container and packaging
dWTOMPOCTATEVTIKA MAXOTIKA QLEAN TNG MPodLaypa@riG Tou GUAAOUL.
Light-resistant plastic bottle as specified by the sheet.

References: [1]

MoloTikog éAeyxoc / Quality control

ontikA eE€Taon TOL TEALKOD MPOIOVTOC EVAVTL TNG AVAPEPOUEVNS EUPAVLONG. To QUAAD Sev B{veL eEMKLPWHEVN
HéB0B0 MooOTIKOU MPoadLloplopol f aplOunTiké HikpoBLoAoyikd dplo.

H péBobdocg, to dpLo amodoyrg, N MPAyUaTIKA TA KoL 0 EAEYKTAG KaTtaypdgovtal XwploTtd oto F-005. Anotuyia
Kplowng nmpodlaypaeric odnyel oe kapavtiva kat dtepedvnon katd SOP-015- n emavaAnyn eAéyxwv xpeltdletal
attioAdynan.

Visually examine the final product against the stated appearance. The sheet supplies no validated assay method
or numerical microbiological limit.

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], [9]

®0Aa&n / Storage
KoAd KAELOPEVOC QWTOMPOOTATEVTIKOC MAAOTIKOG MEPLEKTNG, BEpUoKpaoia dwuaTtiov.

Tight, light-resistant plastic container, room temperature.

References: [1]

Awa0eon / Dispensing

Xopriynon otnv akpLpri cuVTayoypaPnUéVN MEPLEKTIKOTNTA. Ma LYPA, XPNOLHOTIOLOTE KATAAANAN
BaBuovounuévn cbpLyya amd tov oTdPaTOC: KaTtaypdyte 60N Kal ocuxvdTNTA AMd TN CLVTAYH.

Dispense the exact prescribed strength. For liquids use a suitable graduated oral syringe; record dose and
frequency from the prescription.
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References: [1]

Enmionpavon / Labelling

TwidaldéAn 66.7 mg/mL - OO evalwpnua

Ané Ttov otéuatog

MNoodétnta: _ Moaptido:

MNapaokevdotnke: _ XpAon éwg:

AcBeviig / 660on / ouxvéTnTO:

DOAaEN: KaAd KAELOPEVOC PWTOTPOOTATELTIKOC MAAOTIKOC TTEPLEKTNG, BEpUoKpaaia dwuaTiou.
Avakivrjote/enavadloone{pete KaAd pw and xpraon.

©eppokpaoia yla To BUD auTtAg tng naptidag:

Tinidazole 66.7 mg/mL oral suspension

Oral use
Quantity: Batch:
Prepared: Use by:

Patient / dose / frequency:

Storage: Tight, light-resistant plastic container, room temperature.
Shake/redisperse well before use.

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 €YEL
optotel BUD mpayuaTikAc mopTidag Kat 6ev éxouv napaydel petprioelc aw. H akplBric obvBean, ta
TIPOATMOLTOOHEVQ, O TIEPLEKTNG, N POAAEN KAl T oTolxela EAEYYOL TIPETEL VO EYKPLOOUY YL TN CLUYKEKPLUEVN
epappoyn. H évap&n tou vmoAoylopol BUD sival n évapEn tng napaokevic. Epapudletal To CLVTOUOTEPO
TEKUNPLWHEVO OPLO, HE XWPLOTO EAeyY0 BLdpKeLlaG HETA TO dvotypa. Ta épta USP gival texvikd mAaiolo kot dev
napovotdfovtal WG eAANVIKH 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.

AveEAPTNTN EAANVLKA KOl ayYALKH andédoon/opydvwaon otolxelwy TnG avaeepdpevng mNyng. Aev anoteAel enlonun petdgpaon 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.

Mnyéc KoL mapanmoumnég / Sources and references

[1] Nationwide Children’s Hospital - Pharmacy Services, institutional compounding formula

11/2025 | PDF pp. 1-2 | master formula | 2026-09-10
https://www.nationwidechildrens.org/-/media/nch/specialties/pharmacy/compounding-formulas/tinidazole-oral.pdf

[2] DailyMed / NLM: TINDAZOLE (TINIDAZOLE) TABLET, FILM COATED [REMEDYREPACK INC.]

SPL published Aug 20, 2026 | Indications / warnings / pharmacology | clinical class only | 2026-09-10
https://dailymed.nIlm.nih.gov/dailymed/druginfo.cfm?setid=45fa3ebd-52da-4987-82a1-4a64f99785a7

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

AwoB€aipo 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] 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
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[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 (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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