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CGR-ES-006 | 10.0
MNOoo1po evalwpnua véPOoYAWPOoBeLalidng 2 mg/mL
AEMPS

Hydrochlorothiazide oral suspension 2 mg/mL AEMPS

BiBAloypa@lkr avagopd - Tormukr vtobétnaon / Reference monograph - Local adoption

MpoéAsvon kKaL mpoéoBaon otnv mnyn / Provenance and source access

H npoéAcvaon, n €k6oon Kol Ta 6pLa TWY MAPEXOUEVWY ATIOOTIATUETWY/BLRALOYPAPLKWY OvapOPWY dLatnpolvTaL.
To ke{pevo elvat n mapexduevn kot avabewpnuévn eyypaer Sikalias, 6xL véa mARpn¢ avadnuooievon Tou
npwToTONOoL TNG NMNYAC. MpdoBaacn oto NMARPEC MpwToTLTO YivETAL OTOV £MioNUO €KEATN, UE TNV AMALTOOUEVN
4bela fj ouvdpoun. Agv dBNAWVETAL OTL EKKPEUEG alTnUa emovdxpnong €XeL eyKpLOEeL.

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.

Z0v0eon avagopadg / Reference formula

Bdon / Basis: 100 mL

ZvoTaTtiko / Ingredient Moooétnta / Quantity

Y6poxAwpoBelalidn 200 mg
Hydrochlorothiazide

FALKEPOAN 20 mL
Glycerol
réAn peduAokutTapivng 1000, 1% 50 mL

Methylcellulose 1000 gel 1%

AldAvua povodSpLkol KLTPLkoL 0&€oC 4% 0.5 mL
Citric acid monohydrate solution 4%

KekaBapuévo 06w g.s. ad 100 mL
Purified water

Mpoamaitovpeva / Prerequisites

Evbldpeoa vopoxAwpobelalidng / Hydrochlorothiazide intermediates Evbldueoa vdpoxAwpoBeLlalidng /
Hydrochlorothiazide intermediates

MNeprypa@n okevaopatog / Preparation description

Noéouo evatwpnua: Méaopo evalwpnua bdpoxAwpodelalidng 2 mg/mL AEMPS. Mpdaobeta kpLtripla euedviong dev
TEKUNPLWVOVTOL 0TO €E€Ta0BEY £LB8LKO Ke(pEVO.

Oral suspension: Hydrochlorothiazide oral suspension 2 mg/mL AEMPS. Additional appearance criteria are not
established by the specific text reviewed.

References: [1]

Sikalias Greek Formulary | Reference documentation 1



compounding.gr | 10.0 | 2026-10-14

Apaon kat xpAon / Action and use
©e1aLo1kd dlovpnTIKG.
Thiazide diuretic.

References: [1]

Mpobiaypagéc / Specifications
pH 3-3.5
pH 3-3.5

References: [1]

®wg / Light

Mo to TeAkd okevaopa n nyr opiCeL:
EpUNTLKA KEXPLUTOPEVLA YUAALVN QLAAN HE EAEVOEPO XWpPO* Yuyelo, mpooTtacia and ewc. AVaKIWAOTE.

For the finished product the source specifies:
Hermetic amber glass bottle with headspace; refrigerate, protect from light. Shake.

References: [1]

Aépac Kat o€eidbwaon / Air and oxidation

Aev mapéxeTal HEAETN 0EEWOWTIKAC OTABEPOTNTAC 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 dtaAvtéTnTa / Water and solubility

H yAukepOAN avaptyvieTal He vepd. Autd 6ev kaBopl(Zel UikpoBLoAoyikr oTaBePSTNTA TOL OKELACGUATOG.
AldAvpa povoddPLKOV KLTPLKOL 0§€0G 4%: n avtioTtolxn kabapr mpwtn OAN Katd JP elval moAd evdldAvtn oo
vepo.

Y&poxAwpobelalidn: n avtiotolxn kabapr mpwtn OAN Katd JP lval moAd Alyo dtaAvtr oto vepd.

Glycerol is miscible with water. This does not establish product microbiological stability.
Citric Acid Hydrate: JP classifies the corresponding pure raw material as very soluble in water.
Hydrochlorothiazide: JP classifies the corresponding pure raw material as very slightly soluble in water.

References: [2], [6], [7]

Yypaoia / Humidity

Yypookotitky YAUKEPSOAN: Tieploplote €kBeon TNC MPWTNG VANG oTNY LYpPOOTia.
MovoD6pLkd KLTPLKO 0ED: eEavONUATIKG O ENPO aépa- eAEYETE TNV EVLBATWHEVN LOPEH KAl TO TILOTOMOLNTLKO
avaAvong.

Glycerol is hygroscopic; limit raw-material exposure to moisture.
Citric acid monohydrate is efflorescent in dry air; confirm hydrate identity and certificate of analysis.

References: [2], [6]

Osppokpacia / Temperature

A€V TEKPNPLOVETAL EMLTPENTH BEpUOKpaTLlakr amdkAlon i KOKAOG KatdyuEnc/andyuEnc. O Bepuokpaaieg
MOPACKEVHC Kol QUAAENC avapépovTal oTa avtioTolya medla.
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No permitted temperature excursion or freeze-thaw cycle is established. Processing and storage temperatures are
stated in their respective fields.

References: [1]

pH kaiL cupBatoéoTnTa / pH and compatibility

Mpodlaypa@r ToL CUYKEKPLUEVOL OKELAOUATOG, OXL E0POC amodedetypévne otabepdTNTAC:
pH 3-3.5

Specification of this preparation, not a demonstrated stability range:
pH 3-3.5

References: [1]

AAAec aAAnAemidpaoslg / Other interactions
FAvkePOAN: emkivbuvn avti{bpaon e LoYLPA OEEBWTIKA.
Glycerol: hazardous reaction with strong oxidising agents.

References: [2]

Ewbikd otolxeia ovotatikwy / Ingredient-specific information

O t{tAoG avaépel evalwpnua aAA& n neptypa@r dlavyéc vypd. Aev tekpaipeTal mARPNG dtdAvon and avth tn
dlatonwaon.

FALVKEPSOAN: dypwHo, dLavyég, MaxOPPELOTO KAL EVTOVA LYPOOKOTILKG LYPOS. AvautyvieTal he vePd, aAAd lval
TMPOKTIKE adldAvTn o Aumapd Kot atBépla EAata.

ALGAvPa LovoDEPLKOU KLTPLKOD 0EE0C 4%: TPWTN VAN UE XOPAKTNPLOUO SLaALTATNTAG 0TO VEPS «TOAD ELOLEALTN»
Katd JP.

Y6poxAwpoBelalidn: mpwtn OAN e XapaKTNPELOPO SlaAvTtdTNTAG 0TO VEPD «TIOAD Alyo dlaAvth» Katd JP.
FALKEPOAN: MapaAaBr pe TauTSOTNTA OPYLKOD Mapaywyol, mapTida Kat agLOMoTo MOTOMoINTIKS. MNa TG OXETLKEG
MPWTEG DAeC, To FDA avagépel EAeyxo dLatBuAevoyALKOANG (DEG) Kat atBuAevoyAvkOANG (EG), KaBeuLldc €wg
0,10% oOPPWva HE TNV EQapUoaTéa Hovoypagia. To éplo agopd TNV mMpwTn VAN.

The title says suspension but the description says clear liquid. This wording does not establish complete
dissolution.

Glycerol: clear, colourless, viscous and strongly hygroscopic liquid. It mixes with water but is practically insoluble
in fixed and essential oils.

Citric Acid Hydrate: raw-material water solubility is classified as very soluble by JP.

Hydrochlorothiazide: raw-material water solubility is classified as very slightly soluble by JP.

Glycerol: retain original manufacturer, lot and reliable certificate. For the applicable raw materials, FDA describes
DEG and EG testing, each limited to 0.10% under the relevant monograph. This is a raw-material limit.

References: [11], [2], [6], [7], [8]

Mpootacia epyalopévwy / Staff protection

KaBapr HoOKPLUAVIKN EpyaoTtneLakn evduuacia, KAALYN HOAALWY Kot YAVTLA KATA TOV XELPLond. AAAQYH YAVTLWY
METE and enudAvvon/eBopd.

Xelwploteite TN COyLON Kot AstotpiBnon oe xwpo/dldtagn nov neplop(Cel Sraomopd Koviwy, e pootacia
0POAANWY: 0 TUTOG AVATIVELOTLKAG pooTaciag kabopietal and Tn cuyKeKPLEvn €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: [1], [3], [9]
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ExTtipnon kivdovov / Risk assessment

ZuykekpLuévn naptida avagopdc: 100 mL. MpwTto cvoTtaTtiké: YopoxAwpobelalidn, 200 mg. EAEyETe aveEdpTnTa
TN XNUWKA Hoper, TG HOVAdEC Kal KABE KALUdKwaon mpv amnd COyLon.

Kplowo teAikd xapaktnploTikd elval n enavadlaonopd: opoyevomoloTe pwv and vrnodlaipean, eAEYETe okANPS
{Cnpa kat emoAnBebote 6TL N Babuovounuévn oToPaTIK c0pLyya HETPA Tov analttolpevo dyko Xxwplg
anéppagn/aépa. H dladyela 6ev elval KPLTAPLO amOdOoXAG EVaLWPAHATOGC.

Kataypdyte yla TNV TOMKA avdAuvon moodTnTa avd Napaokevr, ouxvétnta epyaciog, dLapKeLa avolkTol
XELPLOMOD, TBAVEG 06006 €KBEONG KL AMOTEAECUATIKOTNTA TWY HETPWY eAEYX0L. AuTd elval atowxela elgédouv
NG agloAdynaong: 6ev amodibeTal MPooXNUATIKAC TEALKOC BaBUSC KlvdOvou.

2nuelo eAéyyov amnodéopevong: delypa and avTinPoowneLTIKG onuela kat and tnv apxi/TéEAog NARPWONG, UE
Kataypaer kabilnong f Slaxwplopol Kot enavadlacmopdc. EAEyETe 6T n mpoBAenduevn AfYn amodidel tnv
anattoVpevn moodTNTa: N eEWTEPLKA opolopop@ia pévn TG dev amodelkvieL opolopopPia SPACTIKAC.

Reference batch: 100 mL. First ingredient: Hydrochlorothiazide, 200 mg. 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: [1], [12], [14]

ZuvOnkec mapaockevnG / Compounding conditions

To avtioTtolyo PN AEMPS opi(Cel Beppokpacia xwpouv 25 + 5°C Kat oyeTKA vypaoia =60%, eKTOG av n €L6LKA
@épuovAa amnattel dAAa. Mpdkettal yia mepBaAAov epyaoiag, Oyt yia Beppokpaoia B€ppavong f eOAAENG.
TnpolvTal n oelpd mpoabrkng, n Bepuokpacia kat ot xpdvol nmov avaeépovtal otn Aladikaoia Mapaokevic. H
€161k} povoypapia dev anoteAel MARPN HEAETN KATOAANAGTNTAG TOL TOTKOD XWPOUL/EEOTMALGHOD.

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], [4]
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Tekpunpiwon BUD / BUD rationale

Aldpkela otnv mnyr: 14 nuépec.

H dudpketa avth elvat 0dnyla TNG CUYKEKPLUEVNG QappaKkoTol{ac/mNYAG. ZTov mMapdvTa EAeyx0o dev emaAnBedTNKE
A PNG MIPWTOYEVAG LEAETN TTOL VA TEKUNPLWVEL TALTAOXPOVA XNHLKH, PUOLKE KOl UIKPOBLOAOYLKH EMEKTACN TNG
(6lac TeAkAC obvBeonc.

EmAeyHEVOC oLVTNPNTIKOC YEVIKOC Kavdvac: éwe 14 nuépec otoug 2-8 °C yla bdaTIkA Hopen XWPIC EMAPKWC
TEKUNPWHEVN ouvTApnaon. MpoindBeaon elval 6Tl n Wogn dev mpokaAel kaBIZnaon, un AVACTPEWYLHO dlaywpLlopd A
GAAN amWAELa KATaAANASTNTAC. AV auTh N podndédeon amnotlxeL, 6ev xpnowuomnote{tatl To 14AUEpo o€
Bepuokpaoia dwuatiov- anatte{tal edikr Tekunpiwon ocbvtoung xprong.

To éplo BLBALOYPAPLKIG ava@opdc TnG napovdoag €kdoong elval n cuvtoudTePN HETAED TNG MoPATIAVW BLAPKELAG
TNYAC Kal Tou yevikoD oplov. MNa napdtaon anatte(tal Tekunpiwon mov KAADTITEL
SpaoTIKA/EKDOXQ/MEPLEKTIKOTNTA, TIEPLEKTN, Oepokpacia, LEO0DO evdELKTLKH 0TABEPOTNTAC KaL, Yla LOATLKNA
EMEKTOON, TNV AMALTOOPEVN HIKpoPBLoAoyik Tekunpiwan. Epappootéa enionun USP-NF povoypaoia agloloyeitatl
XWpPLoTd oto MAAPeC Ke{pnevd TNG.

Huepounvia xpriong = n evwpitepn emtpent nuepounvia and noapaokevr] + emAeyUévn dldpkela, AREELC MPWTWY
VAWV KoLl TUXOY CLUVTOUSTEPO TEKUNPLWHEVO OpLo. O XpdvoG PHETA TO Avolypa 6ev mapaTteivel To cuvoAlkd BUD. H
TEALKA NUEPOUNVI{O CUUMANPWVETAL YL TN GLUYKEKPLEVN TIOPTIBA HETE TOUC EAEYYOULC.

O yeVIKOG Kavovag anoTeAel ouvtnpeNTkd Oplo emMAOYAC Kol OXL MELpapaTIK anddelEn otabepdTNTAC TNG
napTidag. H katnyopila cuvdéetal pe TNV TEAKA aOVOEDN, TN oLVTAPNON Kal TG emTPeNOUEVEG Bepuokpaoieg. H
TIUA aw 6gv MPoKOMTEL amd TO MOG0CaTO VEPOU A TNV AMWAELX KATd TNV EApavan. MNa tekunpiwaon xpnotponotiote
SOP-014 kot F-006- yia €l6ikrj aw, SOP-017 kat F-012.

Atevkpivion USP: 6ev anatte{tal pétpnon aw yla kdBe un otelpa napaockevr. H katnyopla pnopel va tekunplwoel
and TNV akpBri obvBeon Kal KATAAANAQ AVTUTPOOWTELTIKE apadelypata- étav n odvbeon elvat aféRain A
oplakh, mpoTiHdTal 6K LETPNOoN HE KATAAANAN HéBoBo. ZTNV apoloa €ékdoan Hev LTIAPYEL HETPNUEVN aw OUTE
anodeopevpévn noptida. H dldpkela Tov TEAKOD OKELAOPATOG KaTd Kavdva dev unepPBaivel To evanopévov BUD
TWY EVOWHATWHEVWY YOANVIKWY Bdoswv/evBlapéowv. EEaipean xpetdletal €Ik attioAdynon 4tL dev
ennpedfeTal SBLOPEVWC N PLOLKH, XNHLKA 1} HkpoBLloAoylkr moldTnTa. Kataypdyte XwpeLoTd TeAKS 6plo,
NUEPOUNVIX MOPAOKELHG TWY EVOLAPETWY KaL MPAYUATIKA nuepounvia ARENG TOLG.

Period reported by source: 14 days.

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 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.

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
the required microbiological evidence for aqueous 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 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: [1], [10], [11], [13], [15]
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Mpoamairtovpeva / Prerequisites
Evbldpeoa vbpoxAwpobelalidng / Hydrochlorothiazide intermediates: evdidpeoso tng (dlag povoypaeiag
Evbldueoa vbpoxAwpobelalidng / Hydrochlorothiazide intermediates: intermediate within this monograph

References: [1]

EEomAlopoGg / Equipment

Zuyo6¢ KaTtdAANANG eAdxLotng C0ylong, youdi/omepog i opoyevonolnthg, doxela avdulgEng, ondTtovAeg,
BepudueTpo dtav vndpyxel O€puavaon, dpyava oyKopETPNONG yla moodtTnTeG mL.
BaBuovounuévo pHUETPO Kal KATAAANAQ PUBULOTIKA EAEYXOU.

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

Alaomielpete TN 6paoTtiky oTn YALKEPOAN 10 min. MNpocBéote yéAn dwuatiov oe 1 min Kot avadedote 5 min.
MNpoogBéote 0E0 apatwpévo oe 29.5 mL V6atog oe 1 min: avadebote 5 min.

Disperse active in glycerol for 10 min. Add room-temperature gel over 1 min; stir 5 min. Add acid diluted in 29.5
mL water over 1 min; stir 5 min.

References: [1]

MNapatnpnioelg / Observations
Ta 600 gvdldpeoa napackevdfovtal 6nwg atnv §11 Tng MNYAG, OXL HE KAPUEAASTN.
Prepare both intermediates as in source §11, not using carmellose.

References: [1]

MNeplékTNG KaL ovokevaoia / Container and packaging
EpUNTLKA KEXPLUTOPEVLA YUAALVN QLAAN HE EAEVOEPO XWpPO* Yuyelo, mpooTtacia and ewc. AVaKIYAOTE.
Hermetic amber glass bottle with headspace; refrigerate, protect from light. Shake.

References: [1]

MowoTikOG éAeyxoc / Quality control

pH 3-3.5

JupnAnpwpaTikol éAgyxol Tou PN mou nopamnéunet n nnyr:

Epgdvion kot péla/dykog. MNa oelpég naptidwv: taxdtnTa Kadilnong, EWdeg RFE 2.2.8, oxeTikA nukvétnTa 2.2.5,
pH Kat ptkpoBLoAoylkdg éAeyxog RFE 5.1.4.

pH katd PN/CP/001: Katd kavéva pétpnon oto delypa xwplc mpoeneEepyaoia, ekTdg €WBOLKAG 0dnylag. MNa akpBn
pETPNON €papudleTaL MOTEVOLOPETPLKY HEB0DOG RFE 2.2.3- ot Tawvieg neplopifovtal oe eAEy)XoLG Tov dev
anattoOv vynAn akpiBeLa.

EAEYXOC TMOAVOALKWY TPWTWY LAWY: Yo @apuakela, EAeyxoc KABe mapTidac i TEKUNPLWPEVN Blaog@dAlan eAEyxoL
and aflénioto npounBevTr Katd FDA. H anAr tavtonoinon e IR dev anokAeist DEG/EG.

H néBodog, to dpLo amodoyrg, N MPayUaTIKA T KoL 0 EAEYKTAG KaTtaypdeovtal xwploTtd oto F-005. Anotuyia
Kplowng nmpodlaypaeric odnyel oe kapavtiva kat dtepedvnon katd SOP-015- n emavaAnyn eAéyxwv xpeltdletal
attioAdynan.

pH 3-3.5
Additional tests from the referenced SOP:
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Appearance and mass/volume. For batches: sedimentation rate, viscosity RFE 2.2.8, 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.

Polyol incoming QC: pharmacies test each lot or ensure documented testing by a reliable supplier, as described by
FDA. IR identity alone does not exclude DEG/EG.

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], [4], [5], [8], [14]

®0AaEn / Storage

ZUVONAKEG/MEPLEKTNG TIOL avaQEPEL N NYA: EpUNTIKA KEXPLUTAPEVLA YUAALVN OLAAN Le EAE0BEPO XWpPO- Yuyelo,
npooTtaoia and ewe. AVaKLVAOTE.

Ma 1o emMAeyUEVO YEVIKS avdTaTo 6pLo: 2-8 °C, epdoov dlatnpolvTal N QUOLKH KATOAANASTNTA KOl N
OLPBATOTNTA PE TN CLUYKEKPLUEVN TINYH. Agv epapudleTal To 14iuepo oe Bepuokpaoia SwuaTiov.

Source-reported conditions/container: Hermetic amber glass bottle with headspace; refrigerate, protect from
light. Shake.

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: [1], [101], [11]

A1aOeon / Dispensing

Xoprynon otnv akplBr cuvtayoypa@nuévn mePLEKTIKOTNTA. Mo LYPA&, XpNolomolioTe KATAAANAN
BaBuovounuévn clplyya amd tov oTdPATOC: KaTtaypdyte 60N Kal cuxvdTNTA And TN CLVTAYH.

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

References: [1]

EmioARpavon / Labelling

MNéoLuo evatwpnua LdpoxAwpoBelalidng 2 mg/mL AEMPS

Ané Tov otéuaToC

Mooétnta: _ Noptida:

Mapaokevdotnke: _ XpAon éwg:

AcBeviiG / 660on / ouxvéTnTO:

®OAaEN: 2-8 °C, petd TNV enmBeBaiwon kataAAnAdTNTOAC YOENC.
Avaklvrjote/enavadloone{pete kKaAd pw and xpraon.
©eppokpaoia yla To BUD auTtAg tng naptidag:

Hydrochlorothiazide oral suspension 2 mg/mL AEMPS

Oral use
Quantity: Batch:
Prepared: Use by:

Patient / dose / frequency:

Storage: 2-8 °C, after confirming suitability for refrigeration.
Shake/redisperse well before use.

Temperature for this batch BUD:

References: [1], [10], [11]
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v9_controls / v9_controls

To apBunTiké 6plo oto apyelo elval pévo 6pLo BLBALOYPAPLKAC avapopdc UTd TIC £LBLKEC TPODTOBETELC. Agv €YEL
opltotel BUD mpayuaTikAc mopTidag Kat 6ev éyxouv napaydel petprioelc aw. H akplBrigc obvBeaon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N GUAAEN Kol Ta aTolxela eAéyyou PEMEL val YKPLOODVY YLl TN CUYKEKPLUEVN
epapuoyn. H évap&n touv vrmoAoylopol BUD eival n évapEn tng napaokevig. Epapudletal To GUVTOUGTEPO
TEKUNPLWHEVO 6PLo, PE XWPLOTO €AeyY0 BLdpKeELaG HETA TO dvolypa. Ta dpla USP elval texviké mAaiolo kat 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 petdgpaon fi €ykplon tTov
€kdOTN.

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

Mnyéc katL mapamnounég / Sources and references

[1] FN/2014/FMT/022 HIDROCLOROTIAZIDA 2 MG/ML SUSPENSION ORAL

2014 | PDF pp. 1-6 | master formula | 2026-10-14
https://www.aemps.gob.es/formulario-nacional/monografias/formulas-magistrales-tipificadas-pediatricas/fn_2014_fmt_022.pdf
[2] FN/2003/PA/013 GLICEROL

AwaBéotpo kelpevo / Retrieved text | PDF pp. 1-2 | raw material or occupational | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_013.pdf

[3] 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
[4] PN/L/FF/008/00 ELABORACION DE SUSPENSIONES

Awabéoipo kel{pevo / 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 008_00.pdf

[5]1 PN/L/CP/001/00 DETERMINACION DE PH
Awabéoipo kelpevo / Retrieved text | PDF pp. 1-5 | qc 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

[6] MHLW - Japanese Pharmacopoeia XVIII: Citric Acid Hydrate

JP XVIII, 2021; English text | Printed p. 769; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904440.pdf

[7]1 MHLW - Japanese Pharmacopoeia XVIII: Hydrochlorothiazide

JP XVIII, 2021; English text | Printed p. 1112; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904440.pdf

[8] FDA - Testing of Glycerin, Propylene Glycol, Maltitol Solution, Hydrogenated Starch Hydrolysate, Sorbitol Solution, and Other High-Risk
Drug Components for Diethylene Glycol and Ethylene Glycol

May 2023, revision 1 | Recommendations; section on pharmacy compounding | raw material quality | 2026-09-12
https://www.fda.gov/media/167974/download

[9] 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

[10] 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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(r ¢ compounding.gr | 10.0 | 2026-10-14

[11] 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
[12] 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
[13] 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
[14] 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
[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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