compounding.gr | 10.0 | 2026-10-14

CGR-ES-086 | 10.0
dawvofapfitain 10 mg/mL w¢ Baon, amdé vatpLovxo
GAQG - TOOLHNO SLAALVMA

Phenobarbital 10 mg/mL expressed as base, from
sodium salt - oral solution

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 teAtkoU dtaAbpatog / 100 mL final solution

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

NaTtpLobxo¢ @atvoBapBLTdAn 1.09¢9
Phenobarbital sodium

ZopBLTéAN LYPA UN KPLOTAAAODUEVN 70% 30 mL
Noncrystallising liquid sorbitol 70%

FALKEPOAN 10g
Glycerol
Zakyopivn vatplodxog 0.1g

Saccharin sodium

Tuvtnpenuévo LEWP Xwplc mpomvAevoyAukdAn, CGR-ES-002 / FN/2017/EX/028 g.s. ad 100 mL
Preserved water without propylene glycol, CGR-ES-002 / FN/2017/EX/028

Y6poEeiblo vatpiov 0,1 N, BonbnTikd Siepyaaiag pévo dv anattnOel and to pH g.s. mL
Sodium hydroxide 0.1 N, process aid only if required by pH

Mpoamaitovpeva / Prerequisites

CGR-ES-002 Preserved water without propylene glycol AEMPS

MepLypagn okevadopatog / Preparation description

Alovy€g, dxpwpo, pn otelpo méopo didAvpa. H tox0dG 10 mg/mL ek@pdfetal wg gawoBapBLtdAn Bdong - n mnyA
xpnotpomnotel 1,09 g vatplobxov dAatog avd 100 mL. Meptéxel copRLTOAN, YAUKEPOAN, cakyapivn Kol mapaBévia
Héow Tou ouvTnpnuévoL LEATOG.
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Clear, colourless, nonsterile oral solution. The 10 mg/mL strength is expressed as phenobarbital base; the source
uses 1.09 g sodium salt per 100 mL. It contains sorbitol, glycerol, saccharin and parabens supplied by preserved
water.

References: [1]

Apaon kaiL xpAon / Action and use

AvTieEmANTMTIKS BapBLTOLPLKS Yo EEATOULKEVUEVN Bepamneia, KLUPIWC YEVIKELVEVWY TOVIKOKAOVIKWY 1 E0TLOKWY
kplogewv. Agv ipoop{CeTal yia kploelg apaipeanG/LVOKAOVLIKEG, Tov prmopel va emdelvwoel [1,2]. NeOyvLKEG
XPAOELG MOV aVaPEPEL N TINYA anattoly XwploTh egeldikevpévn €ykpLon Kot dev amoTteAolv Yevikr €vdelEn Tou
nopdvtog SeAtiov.

Barbiturate antiepileptic for individually prescribed treatment, principally generalised tonic-clonic or focal
seizures. It is not intended for absence/myoclonic seizures, which may worsen [1,2]. Neonatal uses listed by the
source require separate specialist approval and are not general indications of this sheet.

References: [1], [2]

Mpodiaypagic / Specifications

YMOXPEWTIKEG MAPEPETPOL TNYAG: dlavyég dxpwHo SldAvpa Kat pH 9,0-10,0 [1]. OvouaoTikA toxdg 10 mg/mL wg
Bdon. Agv mopExeTal aplOUNTIKA aw 1] anmoTéAECHA SOKIMAG AMOTEAECUATIKOTNTAG GLUVTHPNONG OTO TEALKS
OAKOALKO dLdAvpa. H mapovoia napaBeviwy 6ev Loobuvapel He TEKUNPLWPEVO HIKpoBLOAoYLIKS éAeyyo [3].

Source requirements: clear colourless solution and pH 9.0-10.0 [1]. Nominal strength is 10 mg/mL as base. No
numerical water activity or preservative-effectiveness result is supplied for the final alkaline solution. Paraben
presence is not equivalent to demonstrated microbiological control [3].

References: [11], [3]

®wg / Light

KexpLunapévio yudAwo @LaAidlo kat mpootaoia and ewg, énwc op{Covtal otnv nnyr. Axtnpeital n (Gla
pwTomnpootaoia KaTd UAAEN, HeETaPOPd Kal xprion + 6ev HETAPEPETAL OE Hlapavr MEPLEKTN YLa ELKOALQ
xopriynong.

Use amber glass and protection from light as specified by the source. Retain this protection during storage,
transport and use; do not decant into a clear container for convenience.

References: [1]

Aépac Kat o€eidbwon / Air and oxidation

Alatnpeltal KaAG kAelopévo [1]. Aev 6{betal moooTkA peEAETN 0ELYOVOL/CO: A amnaitnon alwTtouv. MeplopifovTatl
Ta avolypata Kot eAéyxetal to Kplolwo pH, avti va Bewpeltal 6edopévn n otabepdTnTa TNG AAKAALKOTNTAC HETA
and £€kBean aTov afpa.

Keep tightly closed [1]. No quantitative oxygen/CO2 study or nitrogen requirement is supplied. Limit opening and
monitor the critical pH rather than assuming that alkalinity remains unchanged after air exposure.

References: [1], [5]

Nepo kat SuaAvtoTtnTa / Water and solubility

Xpnotpomnole(tal anokKAELOTIKA To cuvTNPENUEVO DOWP XWPI(C MPOoTMUAEVOYALKOAN FN/2017/EX/028, 6xL anAd
KekoBOpUEVO BOWP WG avTikaTdataon [1,3]. O TeAkdG dykog Tou gopéa elval g.s. KAl KATAYPAPETAL YLO
vToAOYLOUO TapaBeviwy. Agv vridpxel HETpnan aw - N copBLTOAN/YAVKEPSAN BEV EMOPKODY WG TEKUAPLO aw <
0,60.

Use specifically propylene-glycol-free preserved water FN/2017/EX/028, not plain purified water as a substitution
[1,3]. Its actual g.s. volume is recorded to calculate paraben content. Water activity has not been measured;
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sorbitol/glycerol presence is insufficient evidence for aw < 0.60.

References: [1], [3]

Yypaoia / Humidity

To teAkd mpoidy elval bypd Kat dev dideTal dpLo oxeTIKAC vypaaoiag. Katd tn COylon Tov vatplodyov AAATOC
eAéyyxovTal anobrikevon kat Baon t{tAov Touv CoA - n moocdTNTA 6EV HLOPOBWVETAL UE ELKATTIKO MO000TSH LYPATIAGC.
H yAvkepoAn CuyiCetal we 10 g, aveEdptnTa amnd HETABOAEC TNG PALVOPEVNG PELOTOHTNTOC.

The finished preparation is liquid and no relative-humidity limit is given. For sodium-salt weighing, verify storage
and CoA assay basis; do not correct quantity by an assumed moisture percentage. Weigh glycerol as 10 g
regardless of changes in apparent fluidity.

References: [11], [5]

Oeppokpacia / Temperature

AnoBrikevon 2-8 °C pe TO PLAA{BLO KAELOTO Kal pWTOMPOOTATEVHEVO [1]. To veEPS ouVTAPNONG MAPATKELATETAL
XWPLoTA Kal xpnotuomnoteltal a@od yuxOel/eAeyxOel [3]. H TeAk oOvBeon dev mpoPAénel BEpuavaon Tou
QaoBapBLTAALKOD BLAADUATOC - N YOEN Hev BikatoAoyel xprion BoAol i KpuoTAAAWUEVOL TIPOTOVTOC.

Store at 2-8 °C with the bottle closed and protected from light [1]. Prepare the preserved-water stock separately
and use it after cooling and checking [3]. The final formula does not specify heating the phenobarbital solution;
refrigeration does not justify using a cloudy or crystallised product.

References: [11], [3]

pH kait cupBatéTnTa / pH and compatibility

Anoctei{tal pH 9,0-10,0 pe Babpovounuévo nexduetpo. H AEMPS emitpénel poOuion pe NaOH 0,1 N epdoov
anatteltat [1]. Mpoabrkeg yivovtal eAeyxOueva vtd avddevon, e KaTaypaer dYKOU Kol EMAVEAEYXO HETA
opoyevomnoinan. Aev opiCetat 6§wo péoo dlépBwang vnépBacng - ekTOG oplov mapTida dev «BlopBWvETAL» UE
avtooyxedlagud.

pH 9.0-10.0 is required, measured with a calibrated meter. AEMPS permits adjustment with 0.1 N NaOH when
necessary [1]. Add under controlled mixing, record the volume and recheck after homogenisation. No acidic
back-titration agent is specified; do not improvise correction of an overshot batch.

References: [1]

AAAeGg aAAnAemibpaoclg / Other interactions

H nnyn avagépel aovpBatdtnta Ye éEwva dlaAdpata [1]. Aev mpoatiBevTal Xuuol/dEva apwPaTIKA oTo andbeua.
Kplowun dlédkplon: to tatnpntiké LOWP TEPLYPdPeL KaA 6pdaon napaBeviwy oe pH 4-8 [3], evw TO TEAKS
@dpuako amnattel pH 9-10. Aev pewwveTtal avbaipeta To pH yla va evioxvBel n cuvtripnon.

The source identifies incompatibility with acidic solutions [1]. Do not add juices or acidic flavours to the stock. A
critical distinction is that the preserved-water monograph describes good paraben activity at pH 4-8 [3], while the
final medicine requires pH 9-10. Do not arbitrarily lower pH to improve preservation.

References: [11], [3]

Eldika otolxeia cvotaTtikwv / Ingredient-specific information

H avaAoyla nnyr¢ eivat 1 mg Bdong=1,09 mg vatplolxov dAatog [1] - TeKunplwveTal N akpBric Bdon titAov
CoA. H pn kpuoTtaAAoluevn copBLTOAN 70% petpdtatl 30 mL kat n yAukepdAn CuyiCetal 10 g. EnaAnBebovtat
TavtéTNTA/LYVvNAaoudTNTA Kat éAeyyxol DEG/EG yla ta 800 bypd €K6oxa GOUQWYA UE TIG OXETIKEC eM{ONUEG
ovotdoelc [4]. To vepd neptéxel 0,08 g pebuAomapaBeviov kat 0,02 g mponvAomnapaBeviov/100 mL [3].

The source uses 1 mg base=1.09 mg sodium salt [1]; document the exact CoA assay basis. Measure 30 mL
noncrystallising 70% sorbitol and weigh 10 g glycerol. Verify identity, traceability and DEG/EG controls for these
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liquid excipients following the relevant official recommendations [4]. The water stock contains 0.08 g
methylparaben and 0.02 g propylparaben/100 mL [3].

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

Mpootacia epyalopévwy / Staff protection

Kplowa otddia eivat n Coylwon BapBLtouplkod kat o xetplaudc NaOH 0,1 N. Meploplopdc okdévng, yavtia xwpeic
moudpa, MPooTATELTIKA evbupuaacia Kal pooTacia 0PBAAPWY KaTd p0BULoN pH/ueTayyloelg. AKpLBAG
oLHUBATATNTA YOVTLWY Kot TuX6v anaywyr kaBop{Covtal and Ta SDS Twv LAKKWY. KAeloTh HeTagopd API Kat
XWPLOTH EMOANAVON TOL OAKAALKOU BonBnTiko) pewwvouy €kBean/oldyxuon.

Critical operations are weighing the barbiturate and handling 0.1 N NaOH. Control dust and use powder-free
gloves, protective clothing and eye protection during pH adjustment/pouring. Exact glove compatibility and any
extraction requirements follow the material SDSs. Closed API transfer and separate labelling of the alkaline
process aid reduce exposure and mix-ups.

References: [1], [2], [5]

EKTipnon kKwvéovovu / Risk assessment

KAwiko({ k{vduvol: KaTAOTOAR, AVATMVELOTIKA EMBAPLYON UE GAAX KATAOTAATIKA, eEdpTnon/onacuol Katd
andétoun Slakorr, coBaPEC BEPUATLKEG aVTIOPACTELG KOl EVCLULKA ETOYWYH HE ONUAVTIKEG AAANAETILOPA&OELG,
OLUTEPLAAPBAVOEVWY avTIOLAANTTIKWY [1,2]. EAeyxog mopeuplag, avamnvevoTikiic duoAettovpylag, kOnong Kat
BepamnevTIkG mapakoAovONoNnG. ZopRLTOAN: KANPovouLkh duoavegia pPovKTONG/YATTPEVTEPLKEG EVOXANOELG -
nopaBévia: vnepevatodnaia [1]. Epyaotnplakd: Bdon/vatplo, pH, noodtnta NaOH, DEG/EG kat pn amnodedelyuévn
ouvTAPNON 0TO OAKOALKS pH [3,4].

Clinical risks include sedation, respiratory compromise with other depressants, dependence/withdrawal seizures,
serious skin reactions and enzyme induction with major interactions, including contraceptives [1,2]. Review
porphyria, respiratory impairment, pregnancy and therapeutic monitoring. Sorbitol raises
hereditary-fructose-intolerance/Gl concerns; parabens may cause hypersensitivity [1]. Compounding risks are
base-versus-sodium strength, pH, NaOH quantity, DEG/EG and unproven preservation at alkaline pH [3,4].

References: [11], [2], [3], [4]

ZuvOnkec mapaokevng / Compounding conditions

Mo V mL: 0,0109%xV g vatplodyxouv gavoBapRLtdAng,0,30xV mL gopBLtdéAng 70%,0,10xV g YAUKEPSOANG Kal
0,001xV g cakyapivng - popéac péxpt V mL. H 1ox0¢ emonuaivetat 10 mg/mL w¢ Bdon. AveEdpTtnToC EAEYXOC
MeTaTPOMAC Kal eAdxlotng Cuylowung moagétntac. O dykog NaOH cuvumoAoy(ZeTal KAl TEKUNPLWVETAL OTNY TEALKN
OYKOUETPNON XWPIC aAAayr] TNG OVOUOOTIKAC OLYKEVTPWAONC.

For V mL: 0.0109%xV g phenobarbital sodium,0.30xV mL 70% sorbitol,0.10xV g glycerol and 0.001xV g saccharin;
vehicle to V mL. Label strength as 10 mg/mL base. Independently verify conversion and minimum weighable
quantity. Account for and document NaOH volume in final-volume control without altering nominal concentration.

References: [1], [5]

Texkpnpiwon BUD / BUD rationale

AEMPS: 60 nuépecg otoug 2-8 °C, mPooTATELHEVO ATl PWG, Kol £w¢ 30 NUéPeC METE To dvolyua [1]. EmAéyeTatl
auTé TO £BLKS VW TATO 6pLo avaPopd HdVo e TEKUNPLWHEVN TOTILKA LLOBETNON TNG akpLBolg ovvBeong, pH,
YUAAWOU TIEPLEKTN KOL EAEYXWVY. Agv avaKTHONKE aveEEPTNTN MAAPNG LEAETN TIOL va EMAANBEVEL ALTHY OKPLBWC
Tn obvBeon/nepléktn, o0te aw/AET TteAkol npoidvtoc. To pH 9-10 BplokeTal ekTdC TOL €0POLG KAANC 6pdong
nopaBeviwy 4-8 mov avagépel o opéac [3] - CLUVETWIC deV XaPaKTNPEITETAL AVTOUATWG «EMKVPWHEV
oguvTNENUEVO» 1 KATAAANAO YL YeVIKS 35 Auepo. Xwplc Tomkr unoothApLlEn Tov £l8Ikol oplov, 0 YEVIKAG enlonuog
ouvTNENTIKOC Kavévag yia vdaTtikd méopa eival éwg 14 nuépeg atoug 2-8 °C [5]. TeAwkn
AMEn=min(napaokevi+60 nu., dvorypa+30 nu., LkpdTepPn toxbovoa AN cLOTATIKOL/QOopEa). AV UTIOBNAWVETAL
EAANVIKOG vOuoG 1 emkOpwaon USP.
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AEMPS specifies 60 days at 2-8 °C protected from light and up to 30 days after opening [1]. This source-specific
reference ceiling is selected only with documented local adoption of the exact formula, pH, glass container and
controls. No independently retrieved full study verifies this exact formula/container, and no final-product aw/AET
result is available. Final pH 9-10 is outside the vehicle’s stated good paraben-activity range 4-8 [3]; the product is
therefore not automatically designated “validated preserved” or assigned the general 35-day category. Without
local support for the specific period, the official conservative general aqueous-oral fallback is up to 14 days at 2-8
°C [5]. Final expiry=min(preparation+60 days, opening+30 days, any earlier applicable component/vehicle
expiry). No Greek legal limit or USP validation is implied.

References: [1], [3], [5]

Mpoamaitovpeva / Prerequisites

CGR-ES-002 / FN/2017/EX/028: cuvtnpnuévo D6wp Xwpic mpomuAevoyAukdAn. Mpwv tn xprion eAéyxovtal
napoBévia 0,08/0,02 g avd 100 mL, dladyela, maptida Kat Lloybovoa AREN. Agv xpnotluomole{tatl vepd GAANG
gbvBeong ) cuvtnpEnUévo olpdmL. Anatte(tal xwplotr, eAeyuévn napaokevri/mpopri®sia NaOH 0,1 N.

CGR-ES-002 / FN/2017/EX/028: preserved water without propylene glycol. Before use, verify the 0.08/0.02 g per
100 mL paraben composition, clarity, batch and current expiry. Do not use another preserved-water composition
or preserved syrup. Separately prepare or procure verified 0.1 N NaOH.

References: [11], [3]

EEomAlopoGg / Equipment

Zuyopld ywa API/yAvkepbAn/oakyapivn, KATEAANAN nétpnon 30 mL LEwdouvg gopPLtdAng, doxelo/avadevThApag Kat
pHéao TEALKOD byKov. MedUeTPO e BaBuovduNaon oL KAAUTITEL AAKOALKS £0p0C, EAEYXOUEVOC BOTOUETPNTHG
NaOH Kat KexpLunapévio eLaA{BLo e doLUn oupLyya. AMOQLYH LDTTOAELUUATWY 0EEWV OTA OKEDN.

Balance for APl/glycerol/saccharin, suitable measurement of 30 mL viscous sorbitol, vessel/stirrer and
final-volume apparatus. Use a pH meter calibrated across the alkaline range, controlled NaOH dispensing
equipment and amber bottle with oral syringe. Avoid acidic residues in equipment.

References: [11], [3], [5]

M£0060¢ mapaokevng / Compounding method

1. Zoywon/uétpnon kot aveEdptntn emBePBaiwaon oxvog wg Bdong. 2. Ze 50 mL guvtnpnuévou 06 TOC SLaAVETAL
MAAPWG TO vaTpLoLYo dAag pe avddevan. 3. MpootiBevtal yYALKEPOAN Kal cakyxapivn, akoAovBel n copPLTéAn. 4.
Me tov (6lo popéa ouUMANPWYETAL 0 TEALKOG dyKOG Kat opoyevorote(tat. 5. EAéyxetat pH 9-10 - edv anatteltat,
eAeyxdéuevn nmpoobrikn NaOH 0,1 N, kataypa®r Kot enavéAeyxog pH/TeALkol dykov. 6. Alavyéc mpoidv
OUOKELATETOL OE KEXPLUMOPEVLO YUAAL HE BLOWTO MWUA KoL YOXETAL.

1. Weigh/measure and independently verify base-equivalent strength. 2. Dissolve the sodium salt completely with
mixing in 50 mL preserved water. 3. Add glycerol and saccharin, followed by sorbitol. 4. Make to final volume with
the same vehicle and homogenise. 5. Check pH 9-10; if needed, add 0.1 N NaOH in a controlled manner, record
and recheck pH/final volume. 6. Package clear product in screw-capped amber glass and refrigerate.

References: [11], [5]

Napatnpnoelg / Observations

Agv glval Tavtdéonuo pe dtdAvpa 10 mg/mL vatplodyxov gavoBapBLtdAng. ESW 1 mL avtiotol el ovouaoTikd o
10 mg Bdong and 10,9 mg vatplodyov dAatog. H mnyr avagépel epinov 270 mg copBLtéAng/mL -
emPBeBatwveTal and npayuatiké T{TAo/mukvdTNTA TNE KN KPLOTAAAODPEVNS 70% TPWTNG VANG, 6L and vnébean
70% m/V. AAayr] oXAHATOG/YAUKaVTIKOD Xpeldletal véa aEloAdynan.

This is not the same as 10 mg/mL phenobarbital sodium solution. Here 1 mL nominally represents 10 mg base
from 10.9 mg sodium salt. The source states approximately 270 mg sorbitol/mL; verify this from the actual
assay/density of the noncrystallising 70% material, not an assumption of 70% w/v. Changing vehicle/sweetener
requires reassessment.
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References: [1]

MepLékTnNG KalL ovokevaogia / Container and packaging

Kexplumapévio YUdAwo @LaAidio pe Bowtd nwua Katd tnv nnyr, oteyavd Kot KATAAANAO yla Tov 0AKaALKS @opéa.
Mpooapuoyéag méonG olPLYYOC, OHPOVON MPWTOL avolyHaToC Kal Kataypaer nuepounviag avolyuatog. H
oMMy o€ MAQOTIKG 6ev KAAOTTETAL AMd TA HEGOUEVA TNG OLYKEKPLUEVNG TINYAG.

Use screw-capped amber glass as specified, with a tight closure suitable for the alkaline vehicle. Provide an
oral-syringe adaptor, tamper evidence and an opening-date entry. Switching to plastic is not covered by this
source'’s data.

References: [1], [5]

MoloTik6G éAeyxocG / Quality control

EAeyxog TavtédTnTag/T{TAOL VOTPLOUYOL GAXTOG Kal 0pBAG €kppaang B&ong, Cuyloewy Kat TEALKOO GyKov.
Anodoyr névo dlavyolg dxpwHoL PoidvToC He HETPNUEVO pH 9-10 [1]. Kataypaer mpayuatikod gopéa/NaOH. MNna
vnooTAPLEN €6LkoV BUD anatteltal eyKEKPLUEVO OXEDLO TOTOTLKOU Kot HLKPORBLOAOYLKOD €AEYXOUL - n Sladyela Kat
Ta mopaBévia 6ev anodeltkvoouy SpaotikdTnTa ] AET. EAcy)ol ekb6xwWv DEG/EG oOpQwva PE To ox€dLo motdtnTag
[4,5].

Check sodium-salt identity/assay and correct base expression, weights and final volume. Accept only clear
colourless product with measured pH 9-10 [1]. Record actual vehicle/NaOH quantities. Support for the specific
BUD requires an approved assay/microbiological control plan; clarity and parabens do not demonstrate potency or
AET. Apply DEG/EG excipient controls under the quality plan [4,5].

References: [11], [4], [5]

®0Aain / Storage

2-8 °C, pwTonpootacia Kot KAA& KAELOPEVO QLOA{BLO. MeTd To Gvolyua €we 30 NuépPeG, MAVTOTE evTOC TNG
TeAKAG AAENG. Alatnpeltal aoeaing npdofacn. OoAepdTNTA, KPOGTAAAOL A AAAQYH ELPAVIONG ATALTOOY
amopdvwon Kat EAeyxo - 6ev xopnyeltal wg evatwpnua Hetd avakivnon.

Store at 2-8 °C, protected from light and tightly closed. After opening, no more than 30 days and always within
the final expiry. Maintain secure access. Turbidity, crystals or changed appearance require quarantine and
assessment; do not shake and administer it as a suspension.

References: [1]

Awa0eon / Dispensing

Anoocagnvion wyvog «10 mg/mL w¢ gatvoBapBLTAAn Bdonc» e auvTayoypdeo Kal gpovTlaTrh. Adon o mg Kot
mL pe néowun ovpryya. EAeyxoc ovyxopnyfoewy, kOnong kat copBLtdéAng/moapaBeviwy. Aev SlakOTTETAL AMOTOU
n Bepaneia - depuaTIKG €EAVONUA/BA&BEG BAevoyOvwY A coBaprh KATAOTOAR amalTtoly GUECN LATPLKA
a&LoAdynon. H nuepopnvia avolylaTtog ONUELWVETAL GTO QLaA(BLO.

Clarify “10 mg/mL expressed as phenobarbital base” with prescriber and caregiver. State dose in mg and mL and
provide an oral syringe. Review concurrent medicines, pregnancy and sorbitol/paraben suitability. Do not stop
treatment abruptly; rash/mucosal lesions or severe sedation require immediate medical assessment. Record first
opening on the bottle.

References: [1], [2]

EmioApavon / Labelling

dawoBappitdAin 10 mg/mL w¢ Bdon - MOZIMO AIAAYMA amnd vatplodyxo aAac. Meptéxel copBLTOAn [moogdtnTa
empBeBatwpévn: _ mg/mL], pebuvAonapafévio kat mponvAonapafévio. AagBevriG: . Adon: __ mg Bdong = __ mL,
ouxvétnta: . Mévo and to otdua. Wuyelo 2-8 °C, npootaoia and ewg. Moptida: . Mapaockevry: . Avolyua: .
Xprion €wg: __ [n vwpltepn woyvovaa nuepopnvial. Makpld and nadid. compounding.gr.
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Phenobarbital 10 mg/mL expressed as base - ORAL SOLUTION from sodium salt. Contains sorbitol [verified
amount: _ mg/mL], methylparaben and propylparaben. Patient: __ . Dose: _ mg base = __ mlL, frequency: __. Oral
use only. Refrigerate 2-8 °C, protect from light. Batch: __. Prepared: __. Opened: __. Use by: __ [earliest applicable
date]. Keep out of children’s reach. compounding.gr.

References: [1], [3]

v9_controls / v9_controls

To apBunTtiké 6plo oto apxeio elvat pévo 6pLo BLBALOYPAPLKAG avaopdG LTS TIG £LOLKEG TPODTIOBETELG. Agv €XEL
oplotel BUD npaypaTtikig naptidag kat dev £€xouv nmapaxOel petprjoelg aw. H akplprig abvbeon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN KoL Ta aTolxela eAEyyoU TIPETEL VOl EYKPLOODV YL TN OUYKEKPLUEVN
epapuoyn. H évap&n touv vrmoAoylopol BUD eival n évapén tng napaokevic. EQapudletal To GUVTOUSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO EAEyY0 BLApKELAC HETA TO Avolypa. Ta dpla USP elval texviké mAaiolo Kat 5ev
nopovaldfovrtal WG EAANVLIKN vouoBeaoia.

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 mapanmopumnég / Sources and references

[1] AEMPS - Formulario Nacional: FENOBARBITAL 10 MG/ML SOLUCION ORAL

FN/2021/FMT/031; current standalone PDF retrieved 2026-10-13 | PDF p. 2, sections 3-7; subsequent clinical and patient sections | Exact
master formula, preparation, source specifications, container and source-specific period; independently adapted, not an official translation |
2026-10-14

https://www.aemps.gob.es/formulario-nacional/monografias/formulas-magistrales-tipificadas-pediatricas/fn_2021_fmt_031.pdf
[2] AEMPS CIMA - Gardenal 50 mg comprimidos, SmPC

Current CIMA version retrieved 2026-10-13 | Sections 4.3-4.9 | Phenobarbital clinical hazards only; tablet excipients, tablet dose and shelf life
do not transfer | 2026-10-13

https://cima.aemps.es/cima/dochtml/ft/49002/FichaTecnica_49002.html
[3]1 AEMPS - FN/2017/EX/028 Agua conservante sin propilenglicol

Current standalone AEMPS PDF; retrieved 2026-10-13 | PDF p.2, composition and observations | Exact preservative-water dependency;
paraben amounts and documented pH activity range, not final-product AET | 2026-10-14

https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2017_ex_028.pdf

[4] 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 | Sectionsl andlV; recommendations covering pharmacy compounders | Specific glycerol/noncrystallising sorbitol quality
and supply-chain risk; US recommendations, not Greek statutory requirements | 2026-10-13

https://www.fda.gov/media/167974/download
[5] Ministerio de Sanidad - Guia de buenas practicas de preparaciéon de medicamentos en servicios de farmacia hospitalaria

June 2014; official AEMPS copy | Annexes 3-4, PDF pp. 51-58; especially pp. 54-57 | Risk-based controls, nonsterile preparation, packaging,
independent checks and conservative fallback; Spanish hospital guidance, not Greek legislation | 2026-10-13

https://www.aemps.gob.es/productosSanitarios/docs/2024/GuiaBPP-JUNIO-2014-VF.PDF
[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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