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CGR-ES-088 | 10.0
‘Evudpn YAwpPAaAn 10% m/V - mOGLHMO OLPOTIL HE
ouvTNPENTLKO (100 mg/mL)

Chloral hydrate 10% w/v oral syrup with preservative
(100 mg/mL)

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

MpoéAsvon kKatL 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 avadnuoaoievon tou
npwTtoTiNoL TG NMNYNG. MNpdoPfacn oto MAAPEG MPWTOTLTO Y{vETAL OTOV EMONUO EKOATN, PE TNV AMALTOOUEVN
4beta fj ouvdpopr. Agv BNAWVETAL 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 teAlko0 atporitod / 100 mL final syrup

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

Evudpn XAwPAAN, eapuaKkonouakig notdtnTag 1049
Chloral hydrate, pharmacopoeial quality

KekaBapuévo 08w 5 mL
Purified water

Apwua PAEoLANG KATAAANAO VLo QOPUAKEVTLKA XPAON g.s. -
Strawberry flavour suitable for pharmaceutical use

ATAG olpdém pe ouvTnENTkS - FN/2019/EX/029 (CGR-ES-003) g.s. ad 100 mL
Preserved simple syrup - FN/2019/EX/029 (CGR-ES-003)

Mpoamaitovpeva / Prerequisites
CGR-ES-003 AEMPS preserved syrup - nominal 84% w/v

MNeprypa@n okevaopatog / Preparation description

Alavyéc, dxpwpo nméopo dtdAvpa pe 100 mg évudpng YAwPAEAng avd mL ge cakyapolxXo OxNUA e CLVTNPNTLKO
Kat Apwpa @pdovAac. To mapdv 6eATio apopd amMoKAELOTIKE Tn cbvBean e cuvTnPENTKG. H ouykévtpwan 10%
elvat m/V, éxt m/m.

Clear, colourless oral solution containing 100 mg chloral hydrate per mL in a preserved sucrose vehicle with
strawberry flavour. This sheet covers the preserved formulation only. The 10% concentration is w/v, not w/w.

References: [1]
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Apaon kai xpAon / Action and use

H nnyr neplypd@el KATAOTOAR MPELW and un EMWOLVEC MALBLATPLKEG BLAYVWOTIKEC €EETATELG KL AvaQEPEL Xprion
o€ Bapéwc nMAoYovTeg - To pdpuako 6ev mapéxel avaAynaoia [1]. H kaTaAAnAdTNTA KaBop(TeTal and €6Lkd, o€
XWPOo HE mapakoAodOnan. H Bpetavikr éykplon méowyY MPoidvTwy apopd neploplopévn Oepaneia adnviag kat
eV HeTATPEMETAL OE YEVIKH €YKPLON TTALBLATPLIKAG HLABLKAOTIKAG KATAOTOANG [2].

The source describes sedation before painless paediatric diagnostic procedures and mentions critically ill patients;
the drug does not provide analgesia [1]. Suitability is determined by a specialist in a monitored setting. The UK
authorisation of oral products for restricted insomnia treatment is not a general authorisation for paediatric
procedural sedation [2].

References: [11], [2]

Mpobiaypagéc / Specifications

OewpnTikA nepLekTikéTNTA 10 g/100 ML = 100 mg/mL. H AEMPS anattel dtavyég, dypwpo dtdAvpa kot pH
4,0-5,0. Agv dilvel aplBunTikr mpodlaypaen LEWdoug, MuKVOTNTAC H MOCOTIKOD TPoadLloplopol TEALKOL atpotiol. H
nukvoTnTa NG Bdong CGR-ES-003 dev amnoteAel mpodlaypadri ToL apuakoOyoL alpotol. O TEALKOG dYKOG
KaBop(Cel TN oLYKEVTPWON.

Theoretical content is 10 g/100 mL = 100 mg/mL. AEMPS requires a clear, colourless solution with pH 4.0-5.0. It
gives no numerical viscosity, density or assay limit for the finished medicated syrup. The density specification of
CGR-ES-003 is not a specification for this finished medicine. Final volume determines strength.

References: [11], [5]

®wg / Light

Mapaokevn Kat UAAEN UE TEPLOPLOUS AoKomNG €kBeaNG 0TO PWG. MNa anmoBAKELON XPNOLUOTIOLE(TAL KEXPLUMAPEVLO
YUE&ALWo @LaAidlo - n mpootacia and 1o wg anoteAel 6po Twv MEPLEdWY 90/30 nuePWY TNG MNYAG. Agv SnAwveTal
TOCOTLKOTIOLNUEVO OPLO PWTOOTABEPSTNTAC.

Limit unnecessary light exposure during preparation and handling. Store in amber glass; light protection is a
condition of the source 90-/30-day periods. No quantitative photostability exposure limit is specified.

References: [1]

Aépac Kat o€eidbwaon / Air and oxidation

KpatrioTte To QLOA{BLO KOAG KAELOTSO Kol OAOKANPWOTE TIC HETAPOPEC XWPIC mapaTeTAUEVN €KOEDN. ATTWAELX
veEPOL aAAGleL Tdéoo Tn oLYKEVTPWON dpaoTikoD 600 Kal TN c0oTOON TOL GlpoTitol. Mnv xpnotpotole(te TNV ooun
W UEB0BO eAéyyou e duean glomvor). H nnyn 6ev anattel dlwto ) dAAo adpavég aéplo.

Keep the bottle tightly closed and avoid prolonged exposure during transfers. Water loss changes both drug
concentration and syrup composition. Do not assess odour by directly inhaling the preparation. The source
requires no nitrogen or other inert gas.

References: [1]

Nepo kat SuaAvtoTtnTa / Water and solubility

Ta 5 mL kekaBappévou 06atog elvat KaBopLlopévo apytké ocuaTaTtikd SLdAvong - n TEAKH ouUNAApPwan ylveTal e
TO oLVTNPNHEVO OLpdTL. MNY avTIKaOLoTATE HEPOC TOL aLpoTLod JE VEPDS YL ELKOASTEPN avddevan. Agv €xeL
TEKUNPLWOE( aw TNC TEALKAG o0OvBEDNC + N LYNAR MEPLEKTIKOTNTA 0 cak)apdln 6ev apkel yla KATATAEN o€ Mpoidv
XOUNA0L aw.

The 5 mL purified water is the specified initial dissolution component; final volume is made up with preserved
syrup. Do not replace syrup with water to ease mixing. Finished-formula water activity has not been established;
substantial sucrose content alone does not justify a low-aw classification.

References: [11], [5]
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Yypaoia / Humidity

Zvuylote TNV vypoaokotitky évudpn XAWPAAN Ue eAdyLoTOo Xpdvo ékBeang, oe Soxelo mov KAe(vel apéowe petd. H
OLYKEKPLUEVN povoypagla MoPATEUTNEL OTIC oLVABELG cLVBRKEG TNG Sladikaaolag MapaoKeLAG GLPOMLWY, XWPEIG
npdaBeTo apBUNTIKO OpLlo OXETLKAG Lypaoiag. KataypdyTe TG MPAYHATIKEC GLVBRKEG epyaaTtnplov.

Weigh hygroscopic chloral hydrate with minimal exposure and promptly reclose its container. This monograph
refers to the usual syrup-preparation conditions and gives no additional numerical relative-humidity limit. Record
actual laboratory conditions.

References: [1]

Oeppokpacia / Temperature

To TeAKS alpémt puAdooeTal KATW amd 25 °C. H uébodog dtdAvong tov 6paocTtikol dev mepAapBdavel 6€puavon. H
B€puavon mov pnopel va xpnotponoteital yla napaokevr tng Bdong CGR-ES-003 eival xwplotd otddio - n Bdon
npénel va {val KATAAANAN Y& EvOwWUETWON Kat pétpnon TeALkol dykov oth Bepuokpaaia epyaciag. Mnv
enektelveTe TN SLdpKeLla e avBaipeTn YogN.

Store the final syrup below 25 °C. The active-drug dissolution method does not specify heating. Heat used to
prepare CGR-ES-003 belongs to the separate vehicle process; the vehicle must be suitable for incorporation and
final-volume measurement at the working temperature. Do not extend dating by arbitrarily refrigerating the
product.

References: [1], [5]

pH kat cvpBatoéoTnta / pH and compatibility

Metpriote pH peTA TNV TEAKH odoyevomnolnon: anattobuevo e0pog 4,0-5,0. Xpnowyonotjote Babuovounuévo
nexdueTpo Kat kataypdyte Beppokpaoia/uéBodo. H mnyr) {ntd pvBuLon dtav xpeldgetal aAAd 6ev opiCeL ovala A
OLYKEVTPWON PLBULOTA. Av To anoTtéAeopa lval ekTdC oplwv, KpaTtAOTE TNV NapTida o€ avauovr HéxpL va
€QapuooTel MPOEYKEKPLUEVN, TEKUNPLWHEVN Sladikaoia - unv MpoobéteTe eunelplkd Bdon rj o&L.

Measure pH after final homogenisation: required range 4.0-5.0. Use a calibrated pH meter and document
temperature/method. The source calls for adjustment if necessary but identifies no adjusting agent or
concentration. Hold an out-of-range batch until a preapproved, documented procedure is available; do not
improvise addition of acid or base.

References: [1]

AAAec aAAnAemidpaoelg / Other interactions

H évudpn xAWPAEAn avtidpd pe Loxvpég Bdoelg, e BavO oxnNUATIONS xAwpogopiiov [3]. Mnv cuvbudlete oTo
QLaA(BLO pe AN @dppoka xwplc éAeyyo ovuBatdTnTag.

Chloral hydrate reacts with strong bases and can form chloroform [3]. Do not combine with other medicines in the
bottle without compatibility assessment.

References: [11], [3]

Ewdika otolxeia cvotaTtikwv / Ingredient-specific information

H Bdon CGR-ES-003 mapéxel cakyapdln kot napaddpoguBevloikd ueBOALo/mpomOALo [5]. H nnyr ekTiud oakyapdln
nepinov 0,71 g/mL TeAkol apudKkou Kat emonuaivel dtaBrtn, dtatapayxéc peTaBoAlopod/anoppdenong
oaKXdpwv, TEPNBOVA Kal evdexduevn dyun aAdepyla ota parabens [1]. EAéyETe TNV mMAjpn obGTOON TOL
OUYKEKPLEVOU QPWHATOG YL EMLMTAEOV BLAAVTEG/AAAEPYLOYOVA. KaTaypdyTe TNV MPayUaTIKA mogétnTa
QPWHATOC - TO g.S. Bev emTpénel atekUNPlwTN EvaAAay TPOTOVTWY.

CGR-ES-003 supplies sucrose and methyl-/propylparaben [5]. The source estimates approximately 0.71 g sucrose
per mL of finished medicine and flags diabetes, disorders of sugar metabolism/absorption, dental caries and
possible delayed paraben allergy [1]. Check the actual flavour specification for additional solvents/allergens.
Record the amount used; g.s. does not permit undocumented product substitution.
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References: [11], [5]

MpooTtacia epyalopévwy / Staff protection

Katd tn COywon xpnotwomnoljote Tomkr anaywyr, ydvtia kat npootacio o@BaAuwy - ano@lyete okdvn. H ICSC
KaTaypdeel TOELKOTNTA KL KLWBOVOUC KAPKLYOYEVEDNC/YOVOTOELKOTNTAC. MeploploTe TNV €kBeon Kal epapudaoTe
To SDS TNng ovyKekpévne mpwtng OANG [31.

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]

EKTipnon kKwvéovovu / Risk assessment

YynAn npotepatdtnTa £XoLv N 0pBSTNTA CLYKEVTPWONG Kat N emPBeBaiwon mg/mL: n ouvtayoypagnuévn 66an D
mg avtiotolyel oe D/100 mL, éxtL otov &unAdolo 6yko Tou 0pBLlkol SlaAbpatoc 50 mg/mL. AveEdptnTog €AeyX0G
b6donc, 0600, aoBeVOLC KoL oLOKELAC HETPNONG. OL KivBuvol KATAGTOAAC avamnvorc/appuduiag amattodv
enmBAenduevn xopriynon [1]. To tpéxov amnd tov otéuatog SmPC emonpaivel QT, vmokaAtauia, Bpaduvappubuia
Kat o&ela mopupla - eEAéyETe AANOUGC KATAOTAATIKOOG/MapaTe{vovteC QT MoPAYyOVTEG Kal KOUPAPLWIKA [4].
Anatte(tal ek agloAdéynon NMATKAC/VEPPLKIG vOToL, coBaPAC KaPOLOTABELNC KAl YAOTPOBWOEKABAKTUALKAG
vooou.

Priority risks are strength and mg/mL verification: prescribed D mg corresponds to D/100 mL, not the twice-larger
volume of the 50 mg/mL rectal preparation. Independently check dose, route, patient and measuring device.
Respiratory depression and arrhythmia require supervised administration [1]. Current oral SmPC flags QT,
hypokalaemia, bradyarrhythmia and acute porphyria; review other sedatives/QT-prolonging agents and
coumarins [4]. Hepatic/renal disease, severe cardiac disease and gastroduodenal disease require specific
assessment.

References: [1], [4]

ZuvOnkec mapaockevnG / Compounding conditions

EAEYETE P and TNV eKTEAEON TNV TALTOTNTA KAl TN AREN TG Bdong CGR-ES-003, TNV KATAAANASTNTA TOL
QPWHATOC KoL TNV eyKeKpLévn anddoaon. MNa V mL, xpnotponotodvtatl 0,10xV g évudpng xYAwpdAng kat 0,05xV
mL kekaBapuévou BBATOC * TO GLPOTIL CUPTANPWVEL TOV TEALKS OyKo. Mnv eElowvete TN HATa e TOV OYKO TNG
Bdong. H kataypaer MPpaydaTiKwy napTtidwy, TOCoTATWY, XPOVWY, AMOTEAETUATWY KOl LTIOYPAPWVY
CUUMANPWYETAL KATA TNV MPAYUATIKA MAPACKELH.

Before execution verify CGR-ES-003 identity and expiry, flavour suitability and approved batch size. For V mL, use
0.10xV g chloral hydrate and 0.05xV mL purified water; syrup makes up the final volume. Do not equate vehicle
mass and volume. Actual lots, quantities, times, results and signatures are entered during real preparation.

References: [1], [5]

Texkpnpiwon BUD / BUD rationale

H AEMPS &ivel 90 nuépec yLa KAELOTS QLOA(BLO Kot 30 NuéPeG HETA To dvolyua, K&dTw amnd 25 °C Kal mpoataoia
and ewc [1]. E6W anoteAolv avTaTa dpLa avagopdc: 90 nuépec amnd tTnv napaokevr Kot WG 30 NUEPEG UETA TO
dvolyua, mdvtoTte eVvTOC TNG apXKAG ARENCG, HE TLXOV poyevéaTepn AREN cuoTaTikol/oxAUaTOoC i ToTkd
neploplopd. MpobmotiBevtal akplBric cdvBeaon, pH 4-5, eykekpiévn Bdon CGR-ES-003, kexplunapévia DaAog Kat
TEKUNPLWHEVOL EAgyyoL. H peAéTn Twv Bustos-Fierro agopd otpdédmt 7% pe dagopetikd dxnua/dpwpua - ot 180
NUEPEC TNG bev peTapépovTal [6]. Aev BpéOnKav TaUTIONEVN HEAETN TNG apoloag olvBeoncg, TeAlké aw i AET.
Aev amoteAel emkOpwon USP i eAANVLkS voulkd kavéva. H veoyvikh mapaAAayr xwpelg ouvtnpnTikd anokAsletal
and avté to éplo.

AEMPS gives 90 days unopened and 30 days after opening, below 25 °C and protected from light [1]. Here these
are reference ceilings: 90 days from preparation and, after opening, no more than 30 days, always within the
original expiry, subject to earlier ingredient/vehicle expiry or local restriction. Exact composition, pH 4-5,
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approved CGR-ES-003, amber glass and documented controls are prerequisites. Bustos-Fierro studied 7% syrup
with different vehicle/flavour; its 180-day findings do not transfer [6]. No matched study, final aw or AET was
found for this formula. This is neither USP validation nor a Greek legal rule. The neonatal unpreserved variation is
excluded from this dating.

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

MpoanaiToVpeva / Prerequisites

Bdon: CGR-ES-003 / FN/2019/EX/029, amnAd olpdtt e ouvtnenTikd. EMBeRalioTe Tov Kwdkd 0To LoX0ov uNTPWo
KoL TNV EYKEKPLPEVN ouvTayr TNG BAong pe peBuAo-/mponvAonapapévio. H AEMPS avagépel veoyvikr] Tpomonoinan
XwpIg dpwpa kot xwplg cuvTNPENTIKA - auTH elval Sla@opeTik oVVBEDN Kal XPELATETAL XWPLOTH
povoypagia/ektipnon. H neplodog toyxvog tng Bdong 6ev PETAQEPETAL AUTOUATA OTO SPAOTIKS TEALKS Uiyua.

Vehicle: CGR-ES-003 / FN/2019/EX/029, preserved simple syrup. Confirm the current register ID and approved
methyl-/propylparaben vehicle recipe. AEMPS mentions a neonatal modification without flavour or preservatives;
that is a different formulation requiring separate assessment and documentation. Vehicle dating does not
automatically transfer to the medicated mixture.

References: [1], [5]

EEonmAlopocg / Equipment

Zuy6¢ KaTtdAANANG akpiBelacg, doxelo COyLong mov KAE(VEL, OYKOUETPLKA péoa yia 5 kat 100 mL, motripla {éosw,
p&Bdog f avadevtripag KaTEAANAOG yia LEWdEG olpdmt, Babuovounuévo nexdueTpo, OepUOUETPO KL
KEXPLMMAPEVLO YUEALVO QLAA(SLO He BLOWTO nWua. MNa xoprynon: KAaTdAANAN SlaBabuLopévn oToHaTIKA oOpLyya,
ME xwploTh emPBeBaiwon éykov 66ong.

Use a suitable accurate balance, closable weighing vessel, volumetric devices for 5 and 100 mL, beakers, stirring
equipment suitable for viscous syrup, calibrated pH meter, thermometer and amber glass screw-cap bottle. For
administration provide an appropriately graduated oral syringe and independently verify dose volume.

References: [11], [4]

M£00o60¢ mapaokevnc / Compounding method

1. Zuylote 10 g évudpng YAwPAANC. MetprioTte 5 mL kekaBappévou D6atog oe motript 100 mL. MpocBéote TO
SpaoTiké Kal avadedoTte péxpL MAjpoug dldAvong.

2. NpooBéote 50 mL ouvtnpnuévou amiol otpomod CGR-ES-003 Katl TNV KATAYEYPAUMEVN TTOCOTNTA APWHATOG
@pdovAag - avauelEte opoldopea.

3. MeTa@épeTe 0 OYKOPETPLKO KOAWSPOo 100 mL Kal CUUMANPWOTE We TNV (Bla Bdon €wg TEAkS dyko 100 mL.
METAQEPETE OE MOTHPL KAl OLLOYEVOTIOLOTE.

4. Metpriote pH - anodektd 4,0-5,0. Av elval ekTOG, EQapUOTeTal HOVO TIPOEYKEKPLUEVN TEKUNPLWHEVN Bladikaala
p0BULONG, He eMOVEAEYXO TEALKOD OyYKOL/pH.

5. EAéyETe TO SldAvpa Kal CUOKELAOTE o€ KeXpLUMapEvia DaAo HE BLOWTSO MWHA.

1. Weigh 10 g chloral hydrate. Measure 5 mL purified water into a 100 mL beaker. Add the drug and stir until fully
dissolved.

2. Add 50 mL preserved simple syrup CGR-ES-003 and the documented quantity of strawberry flavour; mix
uniformly.

3. Transfer into a 100 mL graduated cylinder and make up to 100 mL with the same vehicle. Transfer to a beaker
and homogenise.

4. Measure pH; accept 4.0-5.0. If outside range, use only a preapproved documented adjustment procedure and
recheck final volume/pH.

5. Check the solution and pack in amber glass with screw cap.

References: [1]
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Napatnpioelg / Observations

To otpdémt 100 mg/mL kot 0 bTokAVOUGG 50 mg/mL elval SlapopeTikéG ouvTayég Kat dev aAA&dlouy 066
booouETPLIKO OyKo PETAED TOLC. Agv LloBeTOUVTAL N BLdpKela TWHG 1 oL IPOELSOTOLATELG EKEOX WY EUMOPLKOD
npotévtoc SLapopeTIKAC olvBeonc. EWdikd n BpeTavikr obvBeon meptéxel AAAa ékboya [4]. Ol onuelwoelc AEMPS
yla LOTIAVLIKO KOBEOTWE PuxoTpdNwy 6ev KaBoplCouv TIC EAANVIKEG anattAoelg. H tinyry AEMPS neprypdoet
veoyvikr xprion, aAAd n MHRA smonuaivel moapatetapévn amnopudkpuvon HETABOALTWY 0 veoyva/Bpépn Kal TO
BpeTavlkd eYKEKPLUEVO TIOOLO IPOTGY Sev mpoop(feTal yia NALKia KATW Twy 2 €TWv [2,4]. AutA n dagopd amotTel
€LOLKA KAWLKA amdéeaon, Oyt auTtdPaTn HeTaPopd evbelEewv.

The 100 mg/mL syrup and 50 mg/mL enema are distinct formulas and are not interchangeable by route or dose
volume. Do not adopt shelf-life or excipient warnings from a differently formulated commercial medicine; the UK
product contains different excipients [4]. AEMPS comments on Spanish psychotropic controls do not establish
Greek requirements. AEMPS describes neonatal use, whereas MHRA highlights prolonged metabolite elimination
in neonates/infants and the UK licensed oral product is not for children under 2 years [2,4]. This difference
requires a specialist clinical decision, not automatic transfer of indications.

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

MepLékTnNG KalL ovokevagia / Container and packaging

Kexplumapévio YUAAwo @LaAidlo pe BdwTtd nwpa Kot ac@aAéG KAE{olo. KatdAAnAo péyebog Wote va xwpd o
TEAKOC byKoC xwplc unepnApwaon. Kataypdyte nuepounvia mpwtov avolyuatos. H 90 Auepn/30 uepn nepiodog
BEV TEKUNPLWVETAL YL AMOBKELON OE MAQCTIKEG TIPOYEULOMEVEC TUPLYYEG * N OTOUATIKA obpLyya anoteAel uéoo
dooopétpnong katd tn xopriynon.

Use amber glass with a securely closing screw cap and suitable capacity for the final volume without overfilling.
Record first-opening date. The 90-/30-day periods are not established for storage in prefilled plastic syringes; the
oral syringe is a measuring device used at administration.

References: [1]

MowoTikO6G éAeyxoG / Quality control

AveEAPTNTOC €AEYXOC TALTOTNTOC MPWTWY LAWY, OLYKEVTPWONG 100 mg/mL, mocoTATWY Kot TEALKOD dyKou.
EAEyETe MApN SLdAvon, Bladyela, anovola XpwHATIONOV/0paTWY owHAT(wY, pH 4,0-5,0, cwoth Bdon/dpwua
Kat KAe(owo. EmBeBalwoate éyypaga nmoptidag CGR-ES-003, nuepounvieg kat emorpavon néotuov. Mepaltépw
TTOGOTIKAC/ULKPORLOAOYLKOC €AeyxoC amalTel KATAAANAN UEBOBO yla TO CLUYKEKPLUEVO OxNua. H mapoloa
BBAoypagikr epyaoia dev neptAapBavel anoteAéouata napTidag.

Independently check raw-material identity, 100 mg/mL strength, amounts and final volume. Verify complete
dissolution, clarity, lack of colour/visible particles, pH 4.0-5.0, correct vehicle/flavour and closure. Confirm
CGR-ES-003 batch documents, dates and oral labelling. Additional assay/microbial testing requires methods
suitable for this vehicle. This literature-based work includes no batch test results.

References: [11], [5]

®0Aagn / Storage

Kdtw amnd 25 °C, KaA& KAELOTS KAl MPOCTATEVHEVO MO TO PWG. ZNUELOTE MAPACTKELH, TPWTN dldvolgn Kat
nUEpounvia TeAlkAg andppwync - LoxVel mdvtoTte N vwpitepn. H npobeouia HeTd To dvolyua v eEMAVEKKLVEL TNV
apxLkn Lox0. AnoBrikevon o€ eAEYXOUEVO XWPO, HaKpLd and medoRacn MALBLWY Kal XWPLOTAE and 0pOLkEG/EVETLUEC
T PAOKEVEC.

Store below 25 °C, tightly closed and protected from light. Record preparation, first opening and final discard
dates; the earliest limit always governs. The in-use period does not restart the original shelf-life. Keep in a
controlled area, away from children and segregated from rectal/injectable preparations.

References: [1]
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A1aOeon / Dispensing

AldBeon ue evtoAr l61ko0 Kat avaypagr Téago mg 6co Kat mL - pévo yia and tov oTOHPATOC XPron o€
emPBAenOUEVO KAWLKO TEpLBAANOY. EAEYETE aAAEpYiec, oakyxapdln/parabens kat Tn cbotaon apwUaToC. H 66on
urnopel, epéoov to oplCel N KAWLKA opdda, va xopnynBel pe KATAAANAO PLKPO GYKO LYPOD YLl YELOTIKOTNTA - N
apaiwon agopd dueon xopriynon kat éxL anobrikevon Tou anobéuatoc. EnPBeBatwote dTL xopnyeltat 6An n
METPNUEVN BOoN. Ze KOnon/yaiovyia xpeldleTal ELOIKA ENAVEKT{UNON: TO TPEXOV BPETAVIKG MOoLL0 SMPC
MPOPBAEMEL va Un xpnotpomnole{tal, avatnpedTtepa amnd opLoPEVEG SLATLTIWOELG TG aAaldTtePNG Ny AEMPS [4].

Supply on specialist order with both mg and mL stated, for oral use in a supervised clinical setting. Review allergy,
sucrose/parabens and flavour composition. If directed by the clinical team, a measured dose may be given with a
suitable small amount of liquid for palatability; this concerns immediate administration, not dilution of stored
stock. Ensure the entire measured dose is administered. Pregnancy/breastfeeding requires specific reassessment:
the current UK oral SmPC says not to use, more restrictively than some wording in the older AEMPS source [4].

References: [11], [4]

EmioApavon / Labelling

ENYAPH XAQPAAH 100 mg/mL - MOZIMO ZIPOIMI. MONO AMNO TO XTOMA. OykoG: __ mL. AgBevrig/evTtoAl: _ mg
= mL. Meptéxel oakxapdln (mepimov 0,71 g/mL Katd TNV mnyn) Kat pebuAo-/mponvAonapofévio. Maptida: .
MNapaokevry: . XpAon €wg: . MpwTto dvorypa: . Andppuyn peTd To dvotypa: _ , mdvtoTe mpwv and tnv
apxk AREN. POAAEN KATW amd 25 °C, KaAd KAELOTO KL MPOCTATELVUEVO amtd PWG. XopAynon HOvo Pe KALVLIKA
nopakoAoddnaon. Makpld and naldid.

CHLORAL HYDRATE 100 mg/mL - ORAL SYRUP. FOR ORAL USE ONLY. Volume: __ mL. Patient/order: ___mg =
mL. Contains sucrose (approximately 0.71 g/mL according to source) and methyl-/propylparaben. Batch: .
Prepared: __. Use by: . First opened: ___. Discard after opening: __, always before original expiry. Store below
25 °C, tightly closed and protected from light. Administer only with clinical monitoring. Keep out of reach of
children.

References: [1]

v9_controls / v9_controls

To apBunTikd épLo oto apyeio eivat pévo épLo BLBALOYPAPIKAG avapopds uttd TLG £LOLKEG TIPoDTOBETELG. AEv €XEL
optotel BUD mpaypaTikig mopTtidac kat 6ev éxouv napaxdel petprioelc aw. H akplBrig obvbeaon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN Kol Ta aTolxela eAéyyou TPETEL val EYKPLOODY YL TH OUYKEKPLUEVN
epapuoyn. H évap&n touv vrmoAoylopol BUD eival n évapEn tng napaokevnic. Eeapudletal To GLVTOUSTEPO
TEKUNPLWHEVO OpLo, HE XWPLOTO EAEYXO BLdpKeELOG HETA TO dvolyua. Ta dplta USP g{val texvikd mAaiolo kot dev
napovoldfovtal WG eAANVIKHA voupobeaoia.

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 Kat mapanopumnécg / Sources and references

[1] AEMPS - Formulario Nacional, FN/2003/FMT/039: Hidrato de cloral, jarabe

Modificado 2022 | PDF pp.2-6; §§3-12 and patient leaflet | Exact 10% preserved master formula; pH 4-5; amber glass; 90-day closed and
30-day in-use periods; neonatal vehicle variation requires separate assessment | 2026-10-14

https://www.aemps.gob.es/formulario-nacional/monografias/formulas-magistrales-tipificadas-pediatricas/fn_2003_fmt_039.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

[3] ILO/WHO - International Chemical Safety Card 0234: Chloral hydrate
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I ¢ compounding.gr | 10.0 | 2026-10-14

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] AEMPS - Formulario Nacional, FN/2019/EX/029: Jarabe simple (84% P/V) con conservante

2019 monograph, public standalone PDF | PDF p.2; §§3-8 | Dependency CGR-ES-003: sucrose vehicle with methyl- and propylparaben. Its
characteristics and period do not independently validate the finished medicated syrup. | 2026-10-14

https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2019_ex_029.pdf

[6] Bustos-Fierro C et al. Stability evaluation of 7% chloral hydrate syrup contained in mono and multi-dose bottles under room and
refrigeration conditions. Farm Hosp. 2013;37: 4-9

2013; DOI 10.7399/FH.2013.37.1.96 | Full text pp.4-9; Materials and Methods, Tables 1-2 and Appendix | Primary 7% syrup study with
different vehicle/flavour/pH; not a matched study for the AEMPS 10% preserved strawberry formula. | 2026-10-13

https://scielo.isciii.es/pdf/fh/v37n1/020riginal01.pdf
[7]1 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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