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CGR-ES-083 | 10.0
YOopoxAwplkA pe®adovn 10 mg/mL (1% m/V), mOGLHO
VOaTIKO SLaAvpa

Methadone hydrochloride 10 mg/mL (1% w/v) aqueous
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

Y8poxAwpLkr pebaddévn, eapuakomolakig motdTNTag 1lg
Methadone hydrochloride, pharmacopoeial grade

KekaBapuévo 08w g.s. ad 100 mL
Purified water

MNeprypag@n okevaopatog / Preparation description

Mn otelpo vdaTikd dLdAvua: 1 g LEPOXAWPLKAG HEBadEVNG og TeEALKS dyko 100 mL, 6nAadr 10 mg/mL Ttou
avaypagdpevou GAaTog. H mnyr déxetal SlavyEg, dxpwuo £wg eAagpd vroki{tplvo vypd. Agv meptAauBavovtat
olpdmt, ouvTNENTKS 1 lopBwTIKS pH.

Nonsterile aqueous solution containing 1 g methadone hydrochloride in a final 100 mL: 10 mg/mL of the stated
salt. The source describes a clear, colourless to slightly yellow liquid. No syrup, preservative or pH-adjusting
ingredient is included.

References: [1]

Apaon kai xpAon / Action and use

Omoeldéc yLa eEatoulkevévn Bepameia LTIO LATPLK TTAPAKOAOVONAON, WBIWG 08 EYKEKPLUEVO TIPOY PO
QVTILETWMIONG EEAPTNONG * N Hovoypadia avapépel eniong évtovo mévo [1]. H €vdel€n, n avoyr] ota omoeldr Kat
n moapakoAoBnon kabopiovtal pv Tn 6&Beon [2]. Aev apéxeTal YeVikd B0GOAOYLIKS oM.

Opioid for individually prescribed, medically supervised treatment, particularly an authorised opioid-dependence
programme; severe pain is also listed by the formulary [1]. Indication, opioid tolerance and monitoring must be
established before supply [2]. This sheet does not prescribe a general dosing regimen.

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

Mpodlaypagéc MNyng: dadyela, dyxpwun €wg eAagpd Kitpvn eugpdvion kot pH = 6,5 [1]. OvopaoTiki
nePLeKTKOTNTA 10 mg/mL. H MePLEKTIKOTNTA, TA UIKPOBLOAOYLKA OpLa Kal N KATAAANAGTNTA MEPLEKTN ATALTOVY
EYKEKPLUEVO TOTILKS OY€DBL0 eAEyXWY + eV BnAWveTaL 6TL €xouv HeTPNBEl. Ta dpla avdkTNONG LEAETNG BEV
METATPEMOVTAL ALTONATWG O podlaypagr amodéopevonc [3,4].

Source specifications are clarity, colourless to slightly yellow appearance and pH = 6.5 [1]. Nominal strength is 10
mg/mL. Assay, microbiological limits and container suitability require an approved local control plan; no
measurements are claimed here. A study recovery criterion is not automatically a batch-release specification
[3.4].

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

®wg / Light

Xpnotpomnole{tal KEXPLUMAPEVLOG YUAALVOC TTEPLEKTNG H KATAAANAO adLa@avég MAACTIKG cOP@wva He tnv Ny [1].
Mo TN oLOYXETION PE TN HEAETN ETMAEYETAL KEXPLUMOPEVLIO YUAAL [3]. H peAéTn eV TEKUNPLWVEL QOAAEN OF
BLoQavEC PLOABLO EKTEBELIEVO OTO QWG.

Use amber glass or suitable opaque plastic as specified by the source [1]. Amber glass is selected when using the
study as corroboration [3]. The study does not establish storage in a transparent light-exposed bottle.

References: [1], [3]

Aépac kKat o€eidbwon / Air and oxidation

KAel{owo apéowg petd tn Afjyn 66onc neplopiletl emudAvvon kot petaBoAr éykov [4]. H peAétn neptAdupave
KaBnueEPLWWS COVTOUO GVOLYHO OUYKEKPLUEVWY YUAALVWY QLAAWY, OxL emavelAnuuévn apaiwon i peTagopd amnd
aagBevn [3]. Asv poadlopiCetat éplo oguydvou 1 avdykn adpavois aTuéoPaALPAG.

Prompt reclosing limits contamination and volume change [4]. The study included brief daily opening of specified
glass bottles, not repeated patient dilution or decanting [3]. No oxygen threshold or inert-gas requirement is
established.

References: [3], [4]

Nepo kat SuaAvtoTtnTa / Water and solubility

To KekaOapuévo DOWP lval 0 HOVADLKAC Popéac. Xpnalpomole{tal EAEYXOUEVNG GAPUAKOTIOWAKAG TotdTNTAC * OXL
vepd Bplong. H amovaia ocuvTNENTKOOD EMPBAAAEL ALOTNPEN LYLEWE KOL QMOQLYH EMLGTPOPNC VTIOAELTOPEVWY
860wV 010 QLAA(BLO. Agv €xel peTpnOel aw yla To apdv mpoidv.

Purified water is the sole vehicle. Use controlled pharmacopoeial-quality water, not tap water. With no
preservative, hygienic preparation and avoidance of returning unused doses to the bottle are essential. Water
activity has not been measured for the present product.

References: [11], [4]

Yypaocia / Humidity

Ma 1o TeAkd Lypd Sev opleTal oLaltepo dpLo oxeTIKAG vypaciag. Katd tn {Oylon diatnpeltat To doxelo mpwTNg
OANG KAELOTO €KTAC TOL avayKa{ov XpOvou XELPLOPOD Kl aKoAoOLBOUVTAL OL CLVOHKEC TOU TILOTOTOLNTLKOU TNG
ouykekplpévne naptidag. H vypacia 6ev ypnaotpomnoleital yla umoAoylopd avbaipetng d16pBwong udlac.

No special relative-humidity limit is specified for the finished liquid. During weighing, keep the raw-material
container closed except while needed and follow the conditions for its actual batch. Humidity is not a basis for an
invented mass correction.

References: [1], [4]
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Osppokpacia / Temperature

H AEMPS amnattel yuyeio - €6w 0 AettovpyLlkdG otd)0c oplletal 2-8 °C. H peAétn M 1 neptéAaBe 53 °C, 25+2 °C
Kot 40£2 °C [3], aAA& To HeATio dratnpel TNV yuxduevn ouvBrikn TnG povoypaeiag. Agv yiveTat Bepuikn
EMTAXLYVON TNS SLdAvong xwelc emkupwpévn aAiayn.

AEMPS requires refrigeration; the operating target here is 2-8 °C. M 1 was studied at 5+3 °C, 25+2 °C and 40+2
°C [3], but this sheet retains the formulary refrigeration requirement. Heating to accelerate dissolution is not
introduced without a validated change.

References: [1], [3]

pH kat cvpBatoéoTnta / pH and compatibility

MeTpdTal pe BaBuovounuévo mexdueTpo Kat kataypdpetal: anodoxri pH = 6,5 [1]. H peAétn avagépet nepinou
6,5-7, dlagopd amnd to 6pLo Tng AEMPS [3]. Aev xpnotponote{tal yia xaAdpwaon touv oplov. Ektég oplov naptida
T{BeTaL o€ Blepebivnan + n mNyn 6ev 6{vel eykekpLuévo TLTA0SSTN/OXAKA pUBULONG.

Measure with a calibrated pH meter and record the result: acceptance pH = 6.5 [1]. The study reports
approximately 6.5-7, differing from the AEMPS limit [3]; it does not justify relaxing that limit. Investigate an
out-of-specification batch; the source supplies no approved titrant or adjustment procedure.

References: [1], [3]

AAAeGg aAAnAembpaoclg / Other interactions

A&V avaplyvOeTaL TO andOepa PUe XLUOUC, APWHATIKA 1 AAAa pdpuaka. TETola HeETABOAN aAAGlel pH, cbaTaon Kat
TeKUNPlwon otaBepdTNTOC. TN HEAETN OL LOXUPE 0EEBWTIKEG Kal AAKAALKEC oLVBAKEC ATav duouevelc [3] - Ta
EVPAMOTA KaTATIOVNONG 6EV aMOTEAODV MPAKTIKEG 06NY(EC MPooBrKkNG avTIoEEBWTIKOD.

Do not mix the stock with juices, flavourings or other medicines. Such changes alter pH, composition and the
stability evidence. Oxidative and alkaline stress were particularly destabilising in the study [3];
forced-degradation findings are not instructions to add an antioxidant.

References: [11], [3]

Eldika otolxeia cvotaTtikwy / Ingredient-specific information

Mpwtn OAN: LEPOXAWPLKH HEBABSVN KaTd RFE 0408, )L eAe0Bepn BAon A eunoptkd dtdAvua dAANG oxdoc [1].
EmBeBaiwon tavtdTnTaAC, T{TAOLV/B&ONC LMTOAOYLOUOD Kol LYvnAaowudTnTag PV T COYLon. H guvtayr mopapével
10 mg/mL tou LBpoxAWPLKOL dAaToC - €kboya Tov Eptadone dev avrikouv atn abvBeon [2].

Raw material is methadone hydrochloride corresponding to RFE 0408, not free base or a different-strength
commercial solution [1]. Verify identity, assay basis and traceability before weighing. The formula remains 10
mg/mL hydrochloride salt; Eptadone excipients are not components of this preparation [2].

References: [1], [2], [4]

MpooTtacia epyalopévwy / Staff protection

H Coylon 1 g toxupoL omoeldolg elval to Kplolo oTddlo ékBeong. Epapudletat Tomiké ox€6Lo0 mepLOPLOUOL
okbévNG, KAELOTH HETOQOPE, YavTia Xwplg movdpa, mpootaTeuTikA evdupacia Kot mpootacio oeBaALWY and
mtolAiopata. H avanvevoTik npootacia/anaywyn emAéyetat he BAan 1o SDS TNG GUYKEKPLULEVNG MTPWTNG VANG
Katl TNy ektipnon ékBeoncg. AnayopedeTal opyavoAnmTikr Sokiur yevong [2,4].

Weighing 1 g of a potent opioid is the critical exposure operation. Apply a local dust-containment plan, closed
transfers, powder-free gloves, protective clothing and splash eye protection. Respiratory protection/extraction is
selected from the exact raw-material SDS and exposure assessment. Do not taste-test the preparation [2,4].

References: [2], [4]
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ExTtipnon kivdovov / Risk assessment

Kplowa oguuBdvta: obyxvon 1%/1 mg/mL, oedApa 6ekadikod atn 66on, mpdaBacon natdlol, €kBeon o€ okdvn Kot
dlaotavpoluevn empudAvvon. H uebaddvn npokaAel avamveLOTIKH KATAGTOAR KoL CUOCWPELTDN * CLVLTIAPYXOVTA
KATAOTOATIKA Kol mapdyovteg nmapdtaong QT avEdvouv Tov Kivbuvo [2]. AveEdpTNTOC €AEYXOC OLUYKEVTPWONG,
mgemL, oLOKELAG Kal TavTomnolnong aoBevolc - aoPaAfC Aoyodoaoia amoBéuaTtoCc KATd TNV EQUPUOCTEN
vouoBeoia [4].

Critical events include confusing 1% with 1 mg/mL, a dose decimal error, child access, powder exposure and
cross-contamination. Methadone can cause respiratory depression and accumulation; other depressants and
QT-prolonging factors increase risk [2]. Independently check concentration, mg-to-mL conversion, device and
patient identity; maintain secure inventory accountability under applicable law [4].

References: [2], [4]

ZuvOnkec mapaockevnG / Compounding conditions

Mo teAtké éyko V mL anattodvtal 0,010xV g udpoxAWPLKAG HEBadSVYNG otnv mpoBAendueVn BAon T{TAou Kat
06wp péxpL V mL. EmBeBativetal n eAdylotn Cuylowun moogdétnta tng Juyapldg. Mvetal aveEdptnTog éAEyX0G
Tpw Tt dldAvon - 6ev pooTiBeTal mpoAnmTIkA nMeplooela yia «amWAELEG». MpoeTolpaoia KaBapol eEomALoUO0,
SLaKpLTAC emLdAvelag Kal EyKEKPLLEVOL OANOL MapT(Bag.

For final volume V mL, use 0.010xV g methadone hydrochloride on the specified assay basis and water to V mL.
Check the balance minimum weighable quantity. Independently verify the calculation before dissolution; do not
add a precautionary excess for “losses”. Prepare cleaned equipment, a segregated work surface and an approved
batch record.

References: [1], [4]

Texkpnpiwon BUD / BUD rationale

Mnyn AEMPS: 30 nuépec umd Yo&n [1]. Apyeon peAétn M 1 pe tnyv (6la gdotaon €6€LEe YNULKA Kal HKPoBLOAOYLKH
dlatrpnon eni 91 nuUépPeC O€ MPOATIOCTELPWHEVO KEXPLUMOAPEVLO YUAA(, KAELGTO 1} avoLlyOUEVO OOVTOUA KABNUEPLVA,
0TOULG 5+3/25+2/40+2 °C - n AMOTEAEOPATIKOTNTA GLVTNPENTIKOD EAEYXONKE Hévo oto dlagopeTikd M 2 [3]. H
Slagopd pH kat dladikaoiag eunodifel avTéUATN HETAPOPE TWY 91 NUEPWV. EMAELYETAL AVWTATO OPLO AVAPOPEC
30 nueEPWVY amd Mapackevr 0Toug 2-8 °C, ud TEKUNPLWUEVN TOTILKA LLOBETNON TNG akpLBoUG oVVOEDNG, TTEPLEKTN
Kot EAEYYXWY. Agv amnoTteAel voUoBeTIkS eAANVIKS dpLo 1| avtdpatn emkdpwaon USP. Av n tomkr dladikaoia 6gv
vrmooTtnp{Cel To €161K6 6plo, 0 em{oNUOC YEVLIKAC KAvOVAC YLa LBATIKA méaLua divel éwg 14 nuépeg otoug 2-8 °C [4].
YneployOet yikpdtepn AREN cuoTaTikol A meploplondc xopriynong.

AEMPS specifies 30 days refrigerated [1]. Direct M 1 research using the same composition found physicochemical
and microbiological stability for 91 days in previously sterilized amber glass, closed or briefly opened daily, at
5+3/25+2/40+2 °C; preservative effectiveness was tested only for the different M 2 formulation [3]. The pH and
process differences prevent automatic transfer of 91 days. The selected reference ceiling is 30 days from
preparation at 2-8 °C, conditional on documented local adoption of the exact composition, container and controls.
It is neither a Greek statutory limit nor automatic USP validation. If the local process does not support the specific
period, the official general aqueous-oral fallback is up to 14 days at 2-8 °C [4]. Earlier component expiry or supply
restrictions prevail.

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

Mpoamaitovpeva / Prerequisites

Agv ypnotlgomnole{tal obvBeTog popéag 1 eEapTwWHeVN BAon. AnattobvTal eYKEKPLUEVEG Bladikaaleg COylong,
MAPAOKEVHG TMIOCLHWY BLOAVUATWY, XELPLOPOD EAEYYXOUEVWY QAPUAKWY, KaBaplopol Kat emofuavong. Ot kwbdikol
PN tng AEMPS g{vat napamnounég nnynAg Kot dev avTikaBlotodv Tomikd eyKeKpLpéva SOP.

No composite vehicle or dependent base is used. Approved procedures are needed for weighing, oral solutions,
controlled-medicine handling, cleaning and labelling. AEMPS PN codes identify source procedures and do not
replace locally approved SOPs.
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References: [11], [4]

EEomAlopog / Equipment

KatdAAnAn Quyaptd, vAkd COyLong meploplopol okdvng, YudAwo doxelo dtdAvong, avadevtripag, kKatdAANnAo
OYKOUETPLKS pETo TEALKOU GYKOL, BaBUOVOUNUEVO TTEXAUETPO KoL QLAABLO pe Mpodapuoyéa mdoLung obpLyyac. To
péyeBog tNG olpLyyag emAEyeTal and Tov eEATOULKEVUEVO dyKo Bdong, dxL amnd Tov cuVOALKS dyko QLaALdiov.

Suitable balance, dust-controlled weighing accessories, glass dissolving vessel, stirrer, suitable final-volume
measuring apparatus, calibrated pH meter and bottle with an oral-syringe adaptor. Choose syringe size for the
individual dose volume, not the bottle capacity.

References: [11], [4]

M£00o60¢ nmapaokevnc / Compounding method

1. Tavtonolnon MPWTING VANG, aveEdpTNTOC €AEYXOG LTIOAOYLOUOU Kot COyLlon. 2. AldAvon TNG LOPOYXAWPLKAC
HEBadOVNG o€ TuHa Tou KeKaBapuévou B8aTog péxpL MAAPN Sladyela. 3. MoooTIKA HETAQPOPE KAl CUPTAPWON UE
06wWp o€ TeEAKS Gyko 100 mL - avautgn. 4. EAeyxog epedviong kot pH < 6,5. 5. Zuokevaola, kKAelowo, emofuavaon
Kot dueon wogn. Mpoadrikn pubuiotrh pH dgv MpoBAENETAL 0TN OLYKEKPLUEVN oVVBEDN.

1. Identify the raw material, independently check the calculation and weigh. 2. Dissolve methadone hydrochloride
in part of the purified water until fully clear. 3. Transfer quantitatively and make to a final 100 mL with water; mix.
4. Check appearance and pH = 6.5. 5. Package, close, label and refrigerate promptly. This composition does not
specify addition of a pH modifier.

References: [1], [4]

Napatnpnioclg / Observations

1 g/100 mL = 10 mg/mL, 6xt 1 mg/mL. lNna cvvtayoypaenuévn nogétnta D mg tou {(6lov dAatog o dykog lval
D/10 mL. O vrtoAoylopdg dev anoteAel emAoyr] 66on¢ o0Te petatpont and dAAo omoeldéc. Apaiwon 66ong, €dv
gntnBel and tov Bepdnovta, dev mopateivel To BUD Tou apxLkol glaAtsiou.

1 g/100 mL equals 10 mg/mL, not 1 mg/mL. For a prescribed D mg amount of the same salt, volume is D/10 mL.
This calculation is neither dose selection nor an opioid-conversion rule. Dilution of a dose, if directed by the
prescriber, does not extend the original bottle BUD.

References: [1], [2]

MepLékTnG KalL cvokevaoia / Container and packaging

MEOTIUATAL KEXPLUTIAPEVLO YUAALWVO QLOA(BLO e oTeyavd KAE{OLUO, €VBELEN MPWTOL AVO(YUATOC Kal KATAAANAO
npogappoyéa. KAe(ollo ao@aAelog yia matdld émov emtpénetal Kat e{vat AetToupytkd yla Tov agbevr. To
abLlo@avéc MAAOTIKG emitpénetal and AEMPS, aAA& 6ev KaAOTITETAL Ad TNV MOPATEVW HEAETN YLAALOD.

Prefer an amber-glass bottle with tight closure, tamper evidence and suitable adaptor. Use a child-resistant
closure where permitted and usable by the patient. AEMPS also permits opaque plastic, but the glass-container
study does not establish its performance.

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

MowoTikO6¢ éAeyxoG / Quality control

AvegdptnTog éAeyX0G TauTOTNTAG/TOYIONG, TEALKOD dyKOu, OpoloyEveLaG Kal pH - omTkEG EAeyX0G owWHATOWY
KL XPWHOTOG. MNa avaALTIKA Tekunpiwaon vndpyet néBodoc HPLC Slaywplouol npoidvtwy anoddunong Kat
MLKPOBLOAOYLKS TIPWTOKOAAO 0Tn HEAETN [3] - anatTe{Tal TOTILKA KATAAANAGTNTA TIPLY TN XPron. Agv dnAwveTal
epyaotnplakn emtuyxia xwpic mpayHaTikd anoteAéopaTa.

Independently check identity/weighing, final volume, uniformity and pH; inspect particles and colour. The study
supplies a stability-indicating HPLC method and microbiological protocol [3], requiring local method suitability
before use. No laboratory pass is claimed without actual results.
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References: [11], [3], [4]

®0Aagn / Storage

®OAaEN oTtoug 2-8 °C, KAA& KAELOUEVO KOL TPOCTATELUEVO AT PWG, LE EAEYXOHEVN TIPpOoBacn. AMokA{oELG
Bepuokpaoiog agloAoyolvtal BAoel kataypa®ric, dldpkelag Kat mapTidac - dev epapudleTal avTéUATA TO
MelpapaTiké anotéAeopa atoug 40 °C. Mn ypnotdomnole(tal av eupaviaboiv cwuatidla, BoAepdtnTa 1 Un
QVaPEVOUEVN QAAQYH XPWHATOG.

Store at 2-8 °C, tightly closed and protected from light, with restricted access. Assess temperature excursions
from their recorded magnitude, duration and batch circumstances; the experimental 40 °C result is not an
automatic excursion allowance. Do not use if particles, turbidity or an unexpected colour change appear.

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

A1aOeon / Dispensing

AldBeon pévo HeTd amd vOPLUN Kal KAWLIKA emMaABevon TNG EEATOUIKEVPEVNG auvTayiG/mpoypdupaTtog. ETikéTa
o€ mg/mL kat d60on oe mg kat mL - enidelgn ndaung abpLyyag. OxL evéoun xprion fi kown xprion. Evnuépwon yla
ao@aAf QUACEN, MPACOETA KATAOTAATIKE Kal enelyovoa aEloAdynon oe vrepBoAlkr vnvnAia § apyr avanvor.

Supply only after legal and clinical verification of the individual prescription/programme. Label mg/mL and the
prescribed dose in both mg and mL; demonstrate the oral syringe. No injection or sharing. Counsel on secure
storage, additional depressants and urgent assessment for excessive drowsiness or slow breathing.

References: [1], [2], [4]

EmioApavon / Labelling

Y&poxAwptkr pebaddévn 10 mg/mL - MOZIMO AIAAYMA. AoBevric: . Adon: __ mg = _ mL, ouyxvétnta: __ oOHQwva
ME TN cuvtayr. Mévo amnd to otdpa. POAAEN 2-8 °C, npootacia amnd ewc, KAAX KAELGUEVO Kal HaKpLd amnd maldid.
Noptida: . Mapaokevri: . Xpron éwg: _ [Tekunpwwpévo BUD]. Moodtnta: . compounding.gr.

Methadone hydrochloride 10 mg/mL - ORAL SOLUTION. Patient: _ . Dose: __ mg = __ mlL, frequency: __as
prescribed. Oral use only. Store at 2-8 °C, protected from light, tightly closed and out of children’s reach. Batch:
__. Prepared: __. Use by: _ [documented BUD]. Quantity: __. compounding.gr.

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

v9_controls / v9_controls

To apBunTiké 6plo oto apyeio elvat pévo 6pLo BLBALOYPAPLKAC avapopdc UTd TIC £LBLKEC TPODTOBETELC. Agv €YEL
oplotel BUD mpayuaTikAc mopTtidag kal 6ev éxouv napaydel petprioelc aw. H akplBrigc obvBean, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN Kol Ta aTolxela eAéyyou TPEMEL val EYKPLOODVY Yyl TN CUYKEKPLUEVN
epappoyn. H évap&n tou vmoAoylopol BUD sival n évapEn tng napaokevic. Epapudletal To CLVTOUOTEPO
TEKUNPLWHEVO OpLo, HE XWPLOTO EAEYXO0 BldpKelag HETA TO dvolyua. Ta dplta USP gi{vat texvikd mAaiolo kot dev
napovoldfovtal 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 mapanopunéc / Sources and references

[1] AEMPS - Formulario Nacional: HIDROCLORURO DE METADONA, SOLUCION AL 1% DE

FN/2003/FMT/011; 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/fn_2003_fmt_011.pdf
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[2] AEMPS CIMA - Eptadone 5 mg/mL solucién oral, SmPC

Current CIMA version retrieved 2026-10-13 | Sections 4.1-4.9 | Current oral-methadone pharmacological hazards only; different
strength/excipients; no formulation or BUD transfer | 2026-10-13

https://cima.aemps.es/cima/dochtml/ft/69910/FichaTecnica_69910.html
[3] Alvaro-Alonso EA et al. - Physicochemical and Microbiological Stability of Two Oral Solutions of Methadone Hydrochloride 10 mg/mL

Molecules 2022;27: 2812. DOI 10.3390/molecules 27092812; full text | Table 1, sections 2.2-2.4 and 3; M 1 only | Matching API/strength/water
composition; previously sterilized amber-glass containers; 91-day study; pH and process differences prevent unconditional extension |
2026-10-14

https://pmc.ncbi.nim.nih.gov/articles/PMC9105510/
[4] Ministerio de Sanidad - Guia de buenas préacticas 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
[5] 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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