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‘Evudpn YAwpain 5% m/V - umokKALGHOC (50 mg/mL)
Chloral hydrate 5% w/v enema (50 mg/mL)

BLBAloypagiki avagopd - Anatte{tal Tomkr vioBétnon / Reference document - Local adoption required

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 teAlkoU mapaokevdaopatog / 100 mL final preparation

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

Evudpn XAwPAAN, eapuaKkonouakig notdtnTag 59
Chloral hydrate, pharmacopoeial quality

BAévva apaBikod KOuueog 10% oe SldAvpa xAwplovxouv vatpiov 0,9% g.s. ad 100 mL
Acacia mucilage 10% in sodium chloride 0.9% solution

MNeprypag@n okevaopatog / Preparation description

Alavyég, LEWOec 0pBLKS BLAALUa pe 50 mg évudpnc XAwpPAAng avd mL. To éxnua eivat BAEvva apaBLkod KOPUEOG
o€ PUOLOAOYLKS 0P0 - BeEV MEPLEXEL TO OLPOTIL ) TO dpwHa TG and Tov aTépaTog ivBeong. H ouykévTpwaon agopd
MaCa évudpng YAwPAANG avd teAkd dyko.

Clear, viscous rectal solution containing 50 mg chloral hydrate per mL. The vehicle is acacia mucilage in saline;
the oral syrup vehicle and flavour are absent. Strength expresses chloral hydrate mass per final volume.

References: [1]

Apaon kai xpon / Action and use

H AEMPS mneptypd@el Xprion WG KATAOTAATIKOO/LUMVWTLKOD OE TadLd mov UTIOBAAAOVTAL OE HLAYVWOTIKEG
€€eTdoelC, anMOKAELOTIKG o€ uninpeaia vyelag e KATAAANAN apakoAolBnon [1]. Anatte{tal eEaToUKELEVN
LaTPLKA eVTOAR yla opBLkr xopriynon. H avagopd oe Bpetavikd amnd tov otduatog npoidvta agopd nAaiolo
ao@dAeLlac Kal 6ev amoteAel €ykplon avtol TOL LTTOKALCOHOD [2].

AEMPS describes sedative/hypnotic use in children undergoing diagnostic procedures, with administration
restricted to a healthcare service providing appropriate monitoring [1]. A patient-specific prescription must
specify rectal administration. UK oral-product information supplies safety context and does not authorise this
enema [2].

References: [1], [2]
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Mpobiaypagéc / Specifications

OewpnTikA meptekTikéTNTA: 5 g/100 ML = 50 mg/mL. H nnyr anattel Slavyég, LEWdeG vypd + Hev oplCel
apBPNTIKS €0poC pH, LEWHOLG, WOUWTIKOTNTAG 1} TOCOTLKOV MPoabloplouol. To didAvpua NaCl 0,9% sivat To
BLOAVTLIKS ECO TOUL OYXAMATOG: BEV TEKUNPLWVEL OTL TO TEALKS piyua elvat lodTtovo. H Sladyela 6ev amodelkvieL
XNULKA A HIKPOBLOAOYLKH KATAAANASTNTA.

Theoretical content is 5 g/100 mL = 50 mg/mL. The source specifies a clear, viscous liquid, without numerical pH,
viscosity, osmolality or assay limits. Sodium chloride 0.9% is the vehicle solvent; it does not establish isotonicity
of the finished mixture. Clarity does not establish chemical or microbiological suitability.

References: [1]

®wg / Light

H teAwkr napaokevr dlatnpeital mpootatevpévn and To WG o€ PLAABLO LAAOL XPWHATOG KEXPLUTAPLOV. To (Blo
METPO eQapudleTal KATA TNV Mpoowpevr EUAAEN TPy and tn 6tdbeon. Asv opileTal emtpentdc xpodvog €kBeang
o€ QWG.

Protect the finished preparation from light in an amber glass bottle, including any temporary storage before
supply. No permissible light-exposure period is specified.

References: [1]

Aépac Kat o€eidbwaon / Air and oxidation

KAelvete apéowc ta doxela mpwTNnNG OANG KAl MOPACKELAOUATOC. H mpakTikr avth neplopifel mpdoAnyn vypaoiog
and TNV MPWTN VAN, eE&TULON VvEPOUL KOl EMPOALYON KATA TG HETAQPOPEC. Agv TTpoBAETETAL adpaVAC aTUdTPaLp
1} €dké 6pLo oEuybdvou otn Povoypaeia.

Close raw-material and preparation containers promptly to limit moisture uptake by the starting material, water
evaporation and transfer-related contamination. The monograph specifies no inert atmosphere or oxygen limit.

References: [1]

Nepo kat SiaAvtoTnTa / Water and solubility

Xpnotuomnote(tatl BAévva ag xAwplovxo vaTtplo 0,9%, 6xL BAEvva oe okETo vepd. Mnv mpocBéteTe emmAéov vepd yla
apaiwaon TeAlkAg 66onc 1 yia 616pBwaon Tou LEWdoLG Xwplc xwploTh eykekptpévn odnyla. H vdaTiki obvbeon dev
€xeL dnpootevuévo anoTéAeopa aw f SOKLMAC{NG AMOTEAETUATIKOTNTAG OLVTAPNONG OTNY TNYH.

Use mucilage in sodium chloride 0.9%, not mucilage in plain water. Do not add water to dilute a dose or correct
viscosity without a separate approved instruction. The source provides neither measured water activity nor an
antimicrobial effectiveness test for this aqueous composition.

References: [1]

Yypaoia / Humidity

H évudpn xAwpdAn eivatl évtova vypookotikry - Cuy(CeTal apéowd TP xpnoldonotnBel. H mnyr opi(CeL oxeTikA
vypaoia xwpov = 60%. Kataypdyte TNV €vdelEn Kal eAaylotonoljote Tov Xpdvo avolktol oxelov KaTtd Tn
CoyLon.

Chloral hydrate is strongly hygroscopic and is weighed immediately before use. The source sets room relative
humidity at = 60%. Record the reading and minimise open-container time during weighing.

References: [1]

Osppokpacia / Temperature

MNeptBaAAov mapaokeviG: 25 £ 5 °C Katd tTnv AEMPS. ®0AaEn teAlkoD poidvToc: Bepuokpacio dwuaTtiov €wg 25
°C, ue npootacia and 1o pwc. To e0poc Mapaokevig €wg 30 °C 5ev HETATPEMETAL O€ EMTPENTH BEpUoKpaaia
anoBrikevong. Asv npoBAEneTal BEpUavan Tov gapudkov atn HéBodo.
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Preparation environment: 25 = 5 °C in the AEMPS method. Finished-product storage: room temperature no higher
than 25 °C, protected from light. The upper preparation-room limit of 30 °C is not an allowable storage
temperature. The method does not require heating the drug.

References: [1]

pH kait cupBatéTnTa / pH and compatibility

Agv vmdpyel aplBunTkA mpodlaypaer pH yla avtd to dxnua. MpotelveTal Kataypaer Tov apxlkod pH e
BaBuovounuévo dpyavo wg otolyelo mapakoAovbnong, xwpic avbaipeto e0poC anodoxnc. MeAéTn og anAd
LOATIKS BLdAvpa 5% katéypawe ntwon pH katd tn eOAagN [5] - dev napéyxel otdxo pH yla Tn BAEvva o0TE
dkatoroyel avBaipetn Mpoabrikn PLOULGTLKOD.

There is no numerical pH specification for this vehicle. Recording initial pH with a calibrated instrument is
proposed for trending, without inventing an acceptance range. A study of a simple 5% aqueous solution found pH
decline during storage [5]; it supplies no mucilage pH target and does not justify adding a buffer.

References: [1], [5]

AAAeG aAAnAembpaoclg / Other interactions

Amno@UyeTe ena@r Tng £vudpnc XAWPAANG UE LoxLpéc BAoelg: unopel va oxnuatiotel xAwpoedppuio [3]. Mn
ouvbLa&lete pe AAAN mapaokevr] otov (6lo mepLlékTn XWPI(c Tekunplwon ovpBatdTnTAC.

Avoid strong bases: chloral hydrate can produce chloroform [3]. Do not mix with another preparation in the same
container without compatibility evidence.

References: [11], [3]

Ewdikad otoxeia ovotatikwy / Ingredient-specific information

H évudpn xAwpPA&An elval To KATAOTAATIKSG 6paocTikd Kal XPel&leTAl PAPUAKOTOWAKH TALTOMO(NCN/MLOTOMOLNTKO
noapTdag. To apafikd KOUUL MTPOCddeL LEWOEG - 0 PUALOAOYLKAG 0PBG MOPAEVEL TO KABOPLOPEVO HECO TIAPOATKEVAG
Tou. H abvBean 6ev neptAapBavel mpdabeto guvtnpnTikéd. EAEyETE evaabnaoia Tov aoBevolc 0To HPATTIKS Kal
0TO KOMPML KOL TEKUNPLWOTE TNV akpLB moldtnta/napTtida kKdbe guoTaATIKOD.

Chloral hydrate is the sedative active ingredient and requires pharmacopoeial identity and batch certification.
Acacia supplies viscosity; saline remains its specified preparation medium. No added preservative is listed. Check
patient sensitivity to the drug and gum, and document each ingredient’s exact grade and lot.

References: [1]

Mpootacia epyalopévwy / Staff protection

Katd tn COylon xpnoldonoltjoTe TOTLKA anaywyr, YAvTia Kat mpooTtaoia o@BaAuwy - ano@lyete okdévn. H ICSC
KaTaypAd@eLl TOELKOTNTA KL KLWBDVOUG KAPKLVOYEVEONG/YOVOTOELKOTNTAC. MeploploTe TNV €kBeon Kal epapudoTe
T0o SDS NG GUYKEKPLHEVNG MPWTNG VANG [3].

During weighing use local extraction, gloves and eye protection; avoid dust. ICSC records toxicity and
carcinogenic/genotoxic hazards. Minimise exposure and apply the actual raw-material SDS [3].

References: [3]

ExTtipnon kivdovov / Risk assessment

Kplowa opdApata elval n odyxvon he to néolo 100 mg/mL, n AavBaguévn 066¢ Kat n petatponr mg oe mL. MNa
ouvvtayoypaenuévn noadétnta D mg, o dykog e{vat D/50 mL - anatte{tal aveEdptnTtoc éAeyxoc. H nnyn
EMONPA{VEL VATVELOTIKA KATAOTOAN, appubuiec kat andppaEn acpaywyol oe eumadry matdud [1].
Ne@plkA/NmaTikh avendpkela Kat coBaprn Kapdlonddela anattolv EAeyxo avTevdelEewy + AAAA KATAOTAATIKE KoL
KOULMAPWLIKE xpeldlovTal éAeyxo aAAnAemdpdoswy. H enidpaaon veoyvikAC avwpludtTnTag 6ev eEaAelpeTal ue TNV
opOkr 066 [2].
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Critical errors include confusion with the 100 mg/mL oral preparation, wrong route and mg-to-mL conversion. A
prescribed D mg corresponds to D/50 mL and requires independent checking. The source flags respiratory
depression, arrhythmias and airway obstruction in susceptible children [1]. Renal/hepatic impairment and severe
heart disease require contraindication review; other sedatives and coumarins require interaction review. Rectal
administration does not remove the concern about neonatal metabolic immaturity [2].

References: [11], [2]

ZuvOnkec nmapaokevng / Compounding conditions

EktéAeon Hévo Pe EYKEKPLUEVN EVTOAA TIAPAOKEVAG, EAEYUEVO UTIOAOYLOUS OXAMATOG Kol KATAAANAO eEOTALOMGS Yia
pNn ote{po opBikd vypPI. MNa KA(Maka V mL, n néla dpactikol eivatl 0,05%V g Kot To KaBopLouévo dxnua
OUPNANPWVEL TOV TEALKS dYKO. MNv avTIHETWN{CeTe Ta 100 ML oXAUATOC WG MOCATNTA TOL MPOoCoT{BeTAL EMMAEOY
010 Qdpuako. Kataypdyte Bepuokpaaoia, vypaacia kal OswpnTikr anédoaon.

Execute under an approved master record, checked vehicle calculation and suitable equipment for a nonsterile
rectal liquid. For V mL, drug mass is 0.05xV g and the specified vehicle makes up the final volume. Do not treat
100 mL vehicle as an amount to add on top of the drug. Record temperature, humidity and theoretical yield.

References: [1]

Texkpnpiwon BUD / BUD rationale

Oplo tng AEMPS: 15 nuépeg oe KAeLoTo neplékTn, €wg 25 °C kat mpootacia and to ewc [1]. YiobeTe(Ttal wG £6LkO
6pLo TNG CLUYKEKPLIEVNG TNYHG, HE TUXOV Bpax0TEPO 6pLo MPWTNG UANG/oxHaToG. H peAétn Yoshida eE€taoe 5%
o€ vePO Yyl evéola xwplc kOuuL A NaCl kat mpdtewve 30 nuépeg o€ YuaAl otoug 4 °C 0To OKOTASL - Hev
TEKUNPLWVEL MapdTaon avTtAC TNS BAEvvac [5]. Aev undpyel kaBoplopévo in-use didotnua | pé€tpnon aw. MNa tnv
nopovoa dlayel{plon nmpoBAEnETAL XPAON AUECWC HETA TO MPWTO Avolyua Kat andppyn LMOAE{UUATOC + avTd lvat
ouvTNENTIKA TOTLKA €Aoyr, 6xL amoTéAeopa HEAETNG. H epapuoyr mpolnoBétel Totmkr vloBETnon TNG aKPLBOOG
obvBeong, HEBSBOL, MEPLEKTN KAl EAEYXWVY - BEV TLVLOTA EAANVLKO VOULKO Kavdva H EpyaoTnpLlaK EMKOpwaon.

AEMPS assigns 15 days in a closed container at no more than 25 °C, protected from light [1]. Adopt this
source-specific limit, shortened by any earlier material/vehicle expiry. Yoshida studied 5% in water for injection
without gum or sodium chloride and proposed 30 days in glass at 4 °C in darkness; this does not support
extending this mucilage [5]. No in-use period or measured aw is established. The present handling instruction is to
use immediately after first opening and discard the remainder; this is a conservative local policy, not a study
result. Application requires local adoption of the exact composition, method, container and controls; it is not a
Greek legal rule or laboratory validation.

References: [1], [5]

MpoanaiToVpeva / Prerequisites

EE&ptnon: BAévva apaBilkold kKOUPeoG 10% oe didAvua NaCl 0,9%, n onola mpoeToludletal oto mAaiolo tng (6lag
ouvTaynG. Asv avtikadiotatatl and vdatikr BAévva i GAAO MNKTIKG. H AEMPS 6gv 6lvel xwplotd KwdIKS oXAHATOG
o0te MAApN Mvaka EMUEPOVG POPTIOEWY + O EYKEKPLUEVOC LTTOAOYLOMOC KOUUEOC/0POD TIPEMEL VO KATAYPAPEL TN
Bdon Tou 10% kat Tnv TeAK andédoan.

Dependency: acacia mucilage 10% in sodium chloride 0.9%, prepared within this formula. Do not substitute
plain-water mucilage or another thickener. AEMPS gives no separate vehicle code or full individual-charge table;
the approved gum/saline calculation must document the basis of 10% and final yield.

References: [1]

EEomAlonog / Equipment

BaBuovounuévog Cuydc, tydilo kat dmepog, pdBdog avddevong, mothAptl (éoewc, KATAAANAo @i{ATpo dlabyaong,
OYKOUETPLKO OKEVOG TEALKOU dyKOUL Kat QLaA{BLO KEXpLUTAPEVLAC LAAOL HE BLOBWTO WA, OgpuolyPOUETPO YIa TA
6pLa XWPOUL - MEXGUETPO EQOTOV £QAPUOTETAL N TIPOTEWVOLEVN TTAPAKOAOLONGN.
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Calibrated balance, mortar and pestle, stirring rod, beaker, suitable clarifying filter, final-volume measuring vessel
and amber glass screw-cap bottle. Use a thermohygrometer for room limits and a pH meter if the proposed
trending check is adopted.

References: [1]

M£00o60¢ nmapaokevnc / Compounding method

1. EnaAnBe0oTe TOV £YKEKPLUEVO LTTOAOYLONS TNG BAévvag 10% o NaCl 0,9%. Z1o Ly6{o EvowHATWOTE oTadlaKkd
01O KOPML Ta 3/4 TNnG MpoPAenduevng moodtnTag dtaAdpatog NaCl, ue ocuvexry avadevon, kat dinbBriote TO
€vdLdpeco énwg oplCeL n mnyn.

2. Zuyiote Ta 5 g évudpng XAWPAANG auéowg Py amd Tt Xprion Kat StaAbote Ta otn BAévva.

3. Mpoobéote Tto vdAoLmno npoBAenduevo StdAvpa NaCl, eAéyyxovtag 6TL TpodvTaL N COVOESN TOL OXAMATOC KO
Ta 100 mL teAkol napaoKeLEoUaToG. OUOYEVOTIOLOTE.

4. EAéyETe dlalyela, TeAKS dyko Kol kataypagr napTidag - cuokeLdoTE o€ KEXPLUTAPEVLIA DAAO HE BLOWTO WAL,
H duBnon avtr 6gv elval anooteipwon.

1. Verify the approved calculation for 10% acacia mucilage in sodium chloride 0.9%. Gradually incorporate three
quarters of the calculated saline into the gum in a mortar with continuous mixing, then filter the intermediate as
specified by the source.

2. Weigh 5 g chloral hydrate immediately before use and dissolve in the mucilage.

3. Add the remaining calculated saline, ensuring the prescribed vehicle composition and 100 mL final preparation
are achieved. Homogenise.

4. Check clarity, final volume and batch documentation; pack in amber glass with a screw cap. This filtration is not
sterilisation.

References: [1]

Napatnpnoelg / Observations

H ouvtayr elvat VALkS ava@opdg yia el8IKE eMBAENMOUEVN KATAOTOAN - HEV LTMTOKABLOTE KAWIKG TPWTOKOAAO. H
EVOTNTA EMAYYEAPATLWV TNE MNYAG 8EV ava@épel YaoTplké EAKOC WG LK) 0pOLK avTEVBELEN, EVW TO PUAAEDLO
NG TO avaépeL - n dlagopd anattel kKAWLIKA agLloAdynon étav oxeTi{leTal e Tov aobevr. Agv ouvdyeTal EAANVIKA
VOULKA KaTdTagn and tnv LoMavikh avapopd oe yuxoTpdmna.

This is a reference preparation for specifically supervised sedation, not a substitute for a clinical protocol. The
source professional section does not list gastric ulceration as a rectal contraindication, whereas its patient leaflet
does; obtain clinical assessment when relevant to the patient. Its Spanish psychotropic classification does not
establish Greek legal status.

References: [11], [4]

MepLékTnNG KalL ovokevaoia / Container and packaging

XPNOLUOTIOHOTE TO TEKUNPLWHEVO LALKS: YUEALVO QLAAIDLO XPLHATOG KEXPLUTAPLOD HE BLOWTO MM KoL ACPAAEG
kAelowo. H ouokeur 0pBilkAg xopriynong emAéyetat and tnv KAWLKA vnnpeaia. Metagopd o€ MAOTIKA glpLyya
yla anoBbrikevon 6ev kaAdmteTaL and To 6plo 15 NUEPWY. ZaPG PUOLKAC SlaywpPLondg amd Moo Kal EvEéaiua
vypda.

Use the documented material: amber glass bottle with a securely closing screw cap. The clinical service selects
the rectal administration device. Transfer into a plastic syringe for storage is not covered by the 15-day limit.
Physically segregate from oral and injectable liquids.

References: [1], [5]
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MowoTikOG éAeyxoG / Quality control

Mpw and anodéausvon: aveEdpTnTog EAeyX0C TALTATNTAG/MAPT{BWY, LIoAoYLoUoD 50 mg/mL, ocbvBeang
BAévvac/opol, TeAtkol dykouv, dladyelac, anovalag opaTwy EEVWY CWHATBWY, LEWBoLE euedviong, KAELO{MATOC
Kat 0pOLKAG emoruavong. Tuxdv pH KataypdeeTal WG apxLkh T, Xwplc emvonuévo gapuakomnolakd éplo.
MocoTIkdC MPoadloploudc Kat PikpoBLoAoyikol éAeyyol anattolv KatdAANAN péBodo/mpodilaypa®r Tov
epyaotnplov - 6ev ekTEAéOTNKAY OTNY Tapovoa epyaaia.

Before release, independently check identity/lots, 50 mg/mL calculation, mucilage/saline composition, final
volume, clarity, absence of visible foreign particles, viscous appearance, closure and rectal labelling. Record any
measured pH as a baseline without inventing a pharmacopoeial limit. Assay and microbiological testing require
suitable laboratory methods/specifications; no such testing was performed in this work.

References: [1], [5]

®0Aain / Storage

2€ KAELOTO KEXPLUMAPEVLO YLUAALVO TIEPLEKTN, OE BEpUoKpaoia SwuaTtiov £éwg 25 °C, mpootaTteupévo amnd To PwG.
Alatipnon o€ eAeyXOUEVO XWPO, LE amoTpotr un eEovalodotnuévng npdoBaong. Mnv napatelveTte tn Sldpkela
Abyw TomoBéTnong oto yuyelo. MeTd To MPWTO Gvolypa epapudletal n odnyla dueong xpriong/andéppwnc.

Store closed in amber glass at room temperature no higher than 25 °C, protected from light, in a controlled area
preventing unauthorised access. Refrigeration does not justify an extension. After first opening apply the
immediate-use/discard instruction.

References: [1]

AwaOeon / Dispensing

AldBeon atnv unevBuvn KAWLKA vninpeaia e EATOULKELEVN EVTOARA TIOL avaEpel dpaoTikd, mg, mL Kat opOLKA
066. H xopriynon anattel KatdAAnAn nmapakoAodBnon avanvorc/KukAopoplag Kal SuvaTdTNTA AVTLLETWIILONG
emdelvwaong. Asv poopiCetal yla avtévoun Kat’ olkov kataoTtoAr. Enelyovoa tatpik agloAdynon oe
QVATMVELOTIKY BUOXEPEL, MAPATETAPEYVN N AVAUEVOUEVN KATAGTOAN 1} umoyla vrepbogoAoyiag.

Supply to the responsible clinical service against a patient-specific order stating drug, mg, mL and rectal route.
Administration requires appropriate respiratory/circulatory monitoring and capacity to manage deterioration. It is
not intended for unsupervised home sedation. Respiratory difficulty, unexpectedly prolonged sedation or
suspected overdose requires urgent medical assessment.

References: [11], [2]

EmioARpavon / Labelling

ENYAPH XAQPAAH 50 mg/mL - YIIOKAYZMOZ. MONO TlA OPOIKH XPHZH. Oykog: _ mL. AoBevrig/66on: _ mg =
____mL, pévo Bdoet KAWIKAG evTOAAG. MapTida: . Mapaokevr: . Xpon éwg: _ (€wg 15 nuépeg, KAELOTI).
®OAEN €wg 25 °C, mpooTtaoia and ewe. MeTd to dvolyua dueon xprion : anéppuyn vMoAs{puatog. Xopriynon uévo
o€ vnnpeoia vyslog pe mapakorodOnon. Na puAdoosTal Hakpld amd madLd.

CHLORAL HYDRATE 50 mg/mL - ENEMA. FOR RECTAL USE ONLY. Volume: __ mL. Patient/dose: _ _mg=__ mL,
only as ordered by the clinical team. Batch: ___. Prepared: ___. Use by: __ (maximum 15 days, closed). Store at no
more than 25 °C; protect from light. Use immediately after opening; discard remainder. Administration only in a
monitored healthcare service. Keep out of reach of children.

References: [1]
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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.

Mnyéc koL mapanopnég / Sources and references

[1] AEMPS - Formulario Nacional, FN/2003/FMT/037: Hidrato de cloral, enema

Modificado 2022 | PDF pp. 2-4; §§3-12 and patient leaflet | Exact master formula, source method, container, 15-day closed-container period
and route-specific safety | 2026-10-14

https://www.aemps.gob.es/formulario-nacional/monografias/formulas-magistrales-tipificadas-pediatricas/fn_2003_fmt_037.pdf
[2] MHRA - Chloral hydrate, cloral betaine (Welldorm): restriction of paediatric indication

6 October 2021 | Advice for healthcare professionals; Off-label use for sedation in children | Current clinical context; prolonged metabolite
half-life in infants. UK oral-product authorisation is not a rectal authorisation. | 2026-10-13

https://www.gov.uk/drug-safety-update/chloral-hydrate-cloral-betaine-welldorm-restriction-of-paediatric-indication
[31 ILO/WHO - International Chemical Safety Card 0234: Chloral hydrate

April 2013 card; accessed 2026 | Prevention; Chemical dangers; Exposure and health effects | Occupational handling of chloral hydrate CAS
302-17-0; raw-material hazards, not a finished-mixture CLP classification. | 2026-10-13

https://inchem.org/documents/icsc/icsc/eics0234.htm
[4] Marlborough Pharmaceuticals - Chloral Hydrate 500 mg/5 mL Oral Solution, SmPC

SmPC revised 17 August 2026; emc update 24 August 2026 | Sections 4.1-4.6, 4.8, 5.2 | Authorised oral-product safety. Its excipients, dosing
and shelf-life are not substituted for this compounded formulation. | 2026-10-13

https://www.medicines.org.uk/emc/product/13223/smpc
[5] Yoshida N, Arai K, Kohda Y. Stability of Chloral Hydrate in Aqueous Solution for Rectal Use. Jpn ] Hosp Pharm. 2000;26: 198-201

2000; DOI 10.5649/jjphcs 1975.26.198 | Full text pp.198-201, especially preparation p.199 and Tables 1-2 | 5% chloral hydrate in distilled
water for injection, without acacia or saline; nonmatching formulation. Chemical assay and pH, not preservation validation. | 2026-10-13

https://www.jstage.jst.go.jp/article/jjphcs1975/26/2/26_2_198/_pdf/-char/en
[6] USP - General Chapter <795> Frequently Asked Questions

November 1, 2023 FAQ; rechecked 14 October 2026 | Questions 52, 54-56, 61, 64-66 | General category/extension rules only; not
exact-product stability evidence. | 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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