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CGR-ES-084 | 10.0
YopoxAwplki popeivn 10 mg/mL (1% m/V), méocLpo
SLaAvpa pe amAd oLpoTL

Morphine hydrochloride 10 mg/mL (1% w/v) oral
solution with simple syrup

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

Y&poxAwptkr popeivn, npodiaypagry RFE 0097 1lg
Morphine hydrochloride, RFE 0097 specification

AnAS apédmi, CGR-ES-022 309
Simple syrup, CGR-ES-022

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

Mpoamaitovpeva / Prerequisites
CGR-ES-022 Simple Syrup 84% w/v EX022

MepLypa@n okevdopatog / Preparation description

Mn otelpo dlavyég méouo SLdAvpa LEPOXAWPLKAG HopP®ivNG. H cuykévTpwaon 10 mg/mL agopd To LEPOXAWPLKS
GAOC TNG QAPHOKOTIOLAKAC MPWTNG UANG. MepthapuBdvetl 30 g anAol otpomol avd TeALK& 100 mL - dev lvatl
adLdAuTo anAd alpdmi A eunoptkd SLdAvpa popeivng.

Nonsterile clear oral solution of morphine hydrochloride. The 10 mg/mL strength refers to the hydrochloride salt of
the pharmacopoeial raw material. It includes 30 g simple syrup per final 100 mL; it is neither undiluted simple
syrup nor a commercial morphine solution.

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

Mpoop(Cetal ylo EEATOUKEVUEVN AVTLLETWILON €VTOVOUL TIOVOU WE OTILOELBEG, HETA amd LaTpLkh ekT{unon. H nnyn
nepAapBAveL enipovo oykoAoylkd mévo Kat 66an Sldowaong os KatdAAnAa Bepanevduevoug aabeveic [1]. EmAoyn
860Nn¢, HECOBLAOTAMATOC Kat TuXév peTaTPOM GAAOL OmoELE00C anmoTeAoDV KAWLKE andpaon Kot dev eEqyovTal
and to napdv deAtio [2].

Intended for individually prescribed opioid treatment of severe pain after medical assessment. The source
includes persistent cancer pain and rescue treatment in appropriately managed patients [1]. Dose, interval and
any opioid conversion are clinical decisions, not derived from this preparation sheet [2].

References: [11], [2]

Mpobiaypagéc / Specifications

H ninyr} opiCet 6lavy£g vypd Kat ovopaaTikr ouykévtpwon 1 g/100 mL - 6ev kaBopi(Zel apduUNTIKS pH, aw, dpLa
MPOCaGLoPLOUOD MEPLEKTIKATNTAC 1 amoTeAéopaTa UIkpoBLloAoyilag [1]. Tomikd kKataypdgovTal ELQAEVION, TEALKOC
Oykog, pH w¢ mapdueTpoc napakoAodONonG Kat EAeyyol BAoel eykekpLuévou oxediov [3].

The source specifies a clear liquid and nominal 1 g/100 mL strength; it gives no numerical pH, water activity,
assay acceptance range or microbiology results [1]. Locally record appearance, final volume, pH as a monitoring
parameter and checks according to an approved control plan [3].

References: [1], [3]

®wg / Light

H obvBeon cuvokevdleTal oe KeEXPLUMapPEVLIo YLl [1]. Alatnpe{tal N pwTtonpooTacia KATd AmobiKeLON KAl
61dBeon. H otabepdTnTa o dlapavéc GLaA(blo dev TEKUNPLWVETAL amd TN Hovoypaeia - aAAayh MEPLEKTN amatTel
xwpLoth agloAdynon.

Package in amber glass [1] and retain light protection during storage and supply. Stability in a clear bottle is not
established by the monograph; changing the container requires separate assessment.

References: [1]

Aépac kat o€eidbwon / Air and oxidation

To glaAidlo dratnpeitat MARpwG KAeLoTé [1]. O meploplopds avolypatog Kat n kabapr] andéAnyn LELWVOLY
emuéAvvon kot eEdtuion [3]. H mnyr 6gv op{Cel anoudkpuvon oEuydvou, adpavéc aéplo 1 mpoodrikn
aVTLOEELBWTIKOU. Aev mpooT{BeTal TETOLo oLOTATIKG XWPI(C Véa Tekunplwaon.

Keep the bottle tightly closed [1]. Limited opening and clean withdrawal reduce contamination and evaporation
[3]. The source specifies neither oxygen removal, inert gas nor antioxidant addition. Do not introduce such an
ingredient without new supporting evidence.

References: [1], [3]

Nepo kat dtaAvtéTnTa / Water and solubility

Xpnotuomnote{tal kekaBapuévo BEwWP, MPWTA Yo dBLdAvon Kol KATOTY yla GLUUMARPWGON TeEALKOD dykovu. Ta 30 g
OLPOTILOL OPALWYOVTAL CNUAVTIKG * N mapovoia cakxapdlng dev amodetkviel avtoovvtpnon i aw < 0,60.
AnogevyeTal vepd Bplong, emavanAfipwaon Kot emoTtpor d6cewv.

Use purified water for initial dissolution and then final-volume adjustment. The 30 g syrup portion is substantially
diluted; sucrose presence does not establish self-preservation or aw < 0.60. Avoid tap water, bottle topping-up
and returning withdrawn doses.

References: [1], [3]
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Yypaoia / Humidity

Agv Slvetatl aplBuntkn evatodnoia vypaoiog ya To TeAkd didAvpa. To kAelolo mpootatedel TN ovOeon amnd
peTaBoAR édykou/meptBAAAov [1,3]. H pdla API umtoAoy{Cetal and tnv akpBr Hoper Kot Tov T{TAo Tov
TILOTOTOLNTLKOU - 6V €@apudleTal elkaoTikh SépBwon yia vepd KPLOTAAAWGONG 1 anoppoenuévn vypaaia.

No numerical humidity sensitivity is supplied for the finished solution. Closure protects composition against
volume/environmental changes [1,3]. Calculate APl mass from the exact material form and assay certificate; do
not apply a speculative correction for water of crystallisation or absorbed moisture.

References: [1], [3]

Oeppokpacia / Temperature

®OAaEN o€ yuyelo Katd AEMPS, pe Aettoupylkd atdyo 2-8 °C. H SldAvon 6ev amnattel B€puavon. Aev HeTaQépeTal
nepiodog dlatripnong dlagopeTikrg clvBeong oe Beppokpacio dwuatiov - KpOoTAAAOL ) BoAEpPSHTNTA AMALTOOY
blepebvnan, 6xL anAnf B€ppavon Kat emavadlddean.

AEMPS requires refrigeration; the operating target is 2-8 °C. Dissolution does not require heating. Do not transfer

another formulation’s room-temperature period. Crystals or turbidity require investigation, not merely warming
and resupply.

References: [1], [3]

pH kai cupBatoéoTnTa / pH and compatibility

AplounTikA mpodlaypaer pH 6ev MapéxeTal TN CLYKEKPLUEVN ovoypagia. MeTpATAl Kol KATAYPAPETAL TO
apxtkd pH yla tomikr Tekunpiwon Kot obykplon mopTidwv. Agv emvositatl 6plo anodoxAc f pvBULON Le 0EV/BAon -
Ol ONUAVTIKEG amokAl{oelg aEloAoyolbvTal Py TNV anobéouevan.

This monograph supplies no numerical pH specification. Measure and record initial pH for local documentation and
batch comparison. Do not invent an acceptance limit or acid/base adjustment; investigate meaningful deviations
before release.

References: [11], [3]

AAAec aAAnAemidpaoelg / Other interactions
H aAAayr] ané vdpoxAwplkd oe Bekd AAag, n xprion Stokiwv Kat N MPoobrikn cuvTnENTIKOD dnuLovpyoly

dlapopeTikA mapaokevr. H eunoptkr mAnpogopia Oramorph otnpilet kKtwdivoug TNS Hopeivng, éxL Looduvauia
aAatog, ékdoxa 1} BUD auTol Ttou dlaAbpaTog [2]. Agv avaptyvoeTal He GAAeC Bepaneiec aTo QlaAibLo.

Substitution of sulfate for hydrochloride, use of tablets or addition of a preservative creates a different
preparation. Oramorph information supports morphine hazards, not salt equivalence, excipients or this solution’s
BUD [2]. Do not mix other treatments into the stock bottle.

References: [1], [2]

Ewdikd otolxeia ovotatikwyv / Ingredient-specific information

APl katd RFE 0097: enaAnBebovTtal TautdTNTa LEPOYAWPLKOL dAaTOC, KaTdoTaon evuddTwong Kat Bdon TtitAov
oto CoA mpwv eykplBel n Coylon. Agv dnAwveTtal Looduvapia oe eAevBepn Baon. To anAd oipdm petpdtal wg 30 g,
Oxt 30 mL, kat anoteAel Ny cakyxapdlng - eAéyyxovtal dLaBATNG/KANPOVOULKEC BuoaveEleg oakydpwy BdoeL TG
MPAYUOTLKAG TTEPLEKTIKOTNTAG.

For the RFE 0097 API, verify hydrochloride identity, hydration state and assay basis on the CoA before approving
weighing. No free-base equivalence is asserted. Simple syrup is weighed as 30 g, not measured as 30 mL, and
supplies sucrose; assess diabetes/hereditary sugar intolerance using the actual content.

References: [11], [3]
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NMpootacia epyalopévwy / Staff protection

To 6pactikd €6W elvat vEpoxAwpPLkA popeivn. MNa tn COyLON XPNOLUOTIOLOVVTAL MEPLOPLOUOG OKOVNG, KAELOTH
METOQOPA, YavTia xWplc mobdpa Kal MPooTATeLTIKN evduuacia - mpootacia 0POAAUWY KaTA peTayyl{oelg. TomkA
eKT{UNON/SDS KaBop(el anaywyrn 1 avanvevoTikr npootacia. Aev yi{vetal 6okLui yeOONG 1 enar Pe Youva xépla.

The active material handled here is morphine hydrochloride. Use dust containment, closed transfers, powder-free
gloves and protective clothing for weighing; protect eyes during pouring. A local assessment and the exact SDS
determine extraction or respiratory protection. Do not taste-test or handle with bare hands.

References: [2], [3]

ExTipnon kKivdéovovu / Risk assessment

loxupd omOELBEG: avamVeLOTLKN KATAOTOAN, KATaoToAr] KNZ, eE&dpTnon, GUCKOIALOTNTA Kal KATAKPA&TNON 00pWVv
[1,2]. Neppwkr/nmaTtikr duoAettovpyia kat guyyxopriynon BeEvZodLlalemvwy, YKOUUMATEVTIVOELDWY 1| GAAWY
KATAOTOATIKWY amnattolv KAWLKS éAeyyo [2]. Epyaotnplakd kplowa eivat dAag/evuddtwaon, 30 g alpomol,
TEAKOC dykog Kat alyyvon 10/1 mg/mL. AveEApTNTOC BLMASC €AeyyoC Kal eEAeyxOuevn npdoBaon/anoypaer [3].

Potent opioid: respiratory/CNS depression, dependence, constipation and urinary retention [1,2]. Renal/hepatic
dysfunction and concurrent benzodiazepines, gabapentinoids or other depressants require clinical review [2].
Critical compounding points are salt/hydrate identity, 30 g syrup, final volume and 10-versus-1 mg/mL confusion.
Use independent double checking and restricted access/accountability [3].

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

ZuvOnkec mapaokevng / Compounding conditions

Mo V mL teAkod dykou: 0,010xV g APl otnv oplopévn Bdon mpwtng OANG, 0,30XV g anAol olpomod Kat OWP
péEXPLV mL. H moodtnta Bdatog dev elvat atabepd 70 mL, eneldr to alpdm divetatl katd pdla kat oL Gykol dev
Bewpovvtal mpoodeTikol. Kapio avbaipetn nepioosia APl yla amWAELEC.

For final volume V mL: 0.010xV g APl on the specified material basis, 0.30xV g simple syrup and water to V mL.
Water is not automatically 70 mL: syrup is specified by mass and volumes are not assumed additive. Do not add
an arbitrary APl excess to compensate for losses.

References: [1], [3]

Texkpnpiwon BUD / BUD rationale

AEMPS: 15 nuépec o€ KAAQ KAELOUEVO EPLEKTN LIO YOEN [1]. Aev evTomnioONnKe MARPWG AELOAOYATLUN HEAETN UE
akpLBWS 10 mg/mL vdpoxAwpPLKAC Hopeivne Kat 30 g amAol olpotmod/100 mL. EvtonioBnke SlapopeTikr epyaaia
néoUNG Hop@ivng, aAAd To TIAPEC Kelpevo Bev agloAoyriBnke Kal 6ev xpnotdonote{tal yla napdtaaon [4].
AvTaTo £8LkS GpLo avagopds: 15 nuépeg and mopaokevr otoug 2-8 °C, HOVO PE TEKUNPLWHEVN TOTILKHA
vloBETNoN akpLBoLC olvBEaNG, YUAALVOU TIEPLEKTN KOl EAEYXWVY. XWPI(C auThAY, epapudleTal o enlonuog
oLVTNPENTLKAG YEVIKOG Kavovag €we 14 nuépeg atoug 2-8 °C [3]. Aev LITAPXEL TEKUAPLO aW/ATIOTEAECUATIKOTNTAG
ouvTNENTIKOD. MkpdTeEPN AREN MPWTNG DANG 1} popéa uTEPLOXVEL - GvolyHa eV EMAVEKKLVEL TOV XpAOvoO.

AEMPS gives 15 days in a tightly closed refrigerated container [1]. No fully appraisable study matching 10 mg/mL
morphine hydrochloride and 30 g simple syrup/100 mL was identified. A different oral-morphine study was
located, but its full text was not appraised and is not used to extend the period [4]. The source-specific reference
ceiling is 15 days from preparation at 2-8 °C, only with documented local adoption of the exact formula, glass
container and controls. Otherwise, the official conservative general fallback is up to 14 days at 2-8 °C [3]. No
water-activity or preservative-effectiveness evidence is available. Earlier APl/vehicle expiry prevails; opening does
not restart the clock.

References: [1], [3], [4]
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Mpoamairtovpeva / Prerequisites

CGR-ES-022: anAd opémt. EmPBeBatwveTtal n akplBAg ékdoon/adotaaon, n naptida Kat n AREN Tov popéa mpLv
AneBolv 30 g. Aev avTikablotaTtal pe cuvtnpnuévo alpdmt, opdmt xwplc adkyapa f Eunopikéd
evalwpnuaTtomnolnTr. Anattobivtal SOP MOCIUWY SLOAVUATWY, OTILOELBWY, KABAPLOPOL KAl EMOAUAVONG.

CGR-ES-022: simple syrup. Verify its exact version/composition, batch and expiry before weighing 30 g. Do not
substitute preserved syrup, sugar-free syrup or a commercial suspending vehicle. Oral-solution, opioid-handling,
cleaning and labelling SOPs are required.

References: [1], [3]

EEonmAlopocg / Equipment

Zuyopld KATAAANAN vy 1 g API kat 30 g LEWdoug alpomiod, meptékTng SldAvong, avadevTAPAC, OYKOUETPLKO HETO
ywa 100 mL, mexQUeETPO KATAYPAPrG KAl KEXPLUTAPEVLO QLAA{BLO pe OO0 pocappoyéa. O oxedlaopdg
TOCGOTIKAG METAQPOPAC AauBAEVEL LTTOYN LITOAELUUA OLPOTILOD OTO TOLXWHOTA.

Balance suitable for 1 g APl and 30 g viscous syrup, dissolving vessel, stirrer, apparatus for final 100 mL volume,

pH meter for recording and amber bottle with oral adaptor. Plan quantitative transfer to account for syrup
retained on vessel walls.

References: [1], [3]

M£0060¢ mapaokevng / Compounding method

1. EnaAriBevon kat Oylon tov LOPOXAWPLKOLD GAATOC. 2. AldAvon o€ TUAUA KeKaBapuévou DEaTOG. 3. MPoodrikn
30 g anAo0 alportiiol Kot opoyevomnoinon. 4. NMoooTIKA HETAPOPA KoL CUUMARPWON HE VOWP HEXPL TEALKE 100 mL -
QVAMLEN. 5. EAgyx0L, oLOKELOOIO OE KEXPLUTOPEVLO YUOAL, KAE{OLHO KoL POEN. Agv MapaoKeLATETAL EvaLWPNUA amnd
dlokia pe avth Tn Sladikaoia.

1. Verify and weigh the hydrochloride material. 2. Dissolve in part of the purified water. 3. Add 30 g simple syrup
and mix uniformly. 4. Transfer quantitatively and make to a final 100 mL with water; mix. 5. Perform checks,
package in amber glass, close and refrigerate. This is not a tablet-based suspension procedure.

References: [1], [3]

Napatnpnoclg / Observations

Mo evtoAr} D mg tou (6lov LEpoxAwpPLkol dAaTog, o dykog elvat D/10 mL. H avaAoyia 6ev xpnotuomnote{tal yla
peTatpomnr and Osukr popeivn, mapevteplkr) 066 r} dAAo omoeldéc. H oakyxapdln avd mL vmoAoyiletal and tnv
EYKEKPLUEVN TTEPLEKTIKOTNTA TOL CLUYKEKPLUEVOL amAoD alporitol, éxL amnd vnébeon 30% cakyapdlng.

For a prescription of D mg of the same hydrochloride salt, volume is D/10 mL. This is not a conversion from
morphine sulfate, a parenteral route or another opioid. Sucrose per mL is calculated from the approved content of
the actual simple syrup, not by assuming 30% sucrose.

References: [11], [2]

MepLékTnNG KalL ovokevagia / Container and packaging

Kexplumap€vio YUAAWo QLaA(BLO HE OQPAYLOUEVO/EVBELKTIKS MPWTOUL avolyuatog kKAslowo, énwg n AEMPS.
KaTtdAANnAoC mpoogapuoyéag yia néatun copLyya Kat, émov evdelkvutal, KAE(OO ac@aAelag matdLwv.
EnaAnBebovTtal oTeyavdTNTA KAl avayvwoludétnTa tTng toxbdog 10 mg/mL.

Amber-glass bottle with tamper-evident closure as specified by AEMPS. Provide a suitable oral-syringe adaptor
and child-resistant closure where appropriate. Verify tightness and legibility of the 10 mg/mL strength.

References: [1], [3]
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MowoTikOG éAeyxoG / Quality control

EAeyxoépevn tavtétnTa dAatoc, oupewvia Cuylocewy, TeAkdg dykog, Sladyela kat amnovaia EEvwy oWHATIEWVY -
Kataypaer pH xwplc emvonuévo 6pLo. ZuPEWVIa ETIKETAC/CLVTAYAG/OVOKEVLAC KOl aveEAPTNTOG EAEYXOC
mgemL. Mpoodloplondc 6paoTIkoD Kal ULKPOBLOAOYIKOG EAEYXOC EKTEAODVTAL OTOL amalTel TO EYKEKPLUEVO
ox€610, xwpic va vokaBioTavtal and onTikd EAey)o.

Verify salt identity, weighing reconciliation, final volume, clarity and absence of foreign particles; record pH
without an invented limit. Reconcile label, prescription and device and independently check mg-to-mL conversion.
Assay and microbiological tests are performed as required by the approved plan; visual inspection cannot replace
them.

References: [11], [3]

®0Aagn / Storage

2-8 °C, KOAQ KAELOPEVO KEXPLUTIOPEVLO PLOA(BLO UE ao@aAr pdoBaan. Mpootacia amd matdid Kot un
€€oval060TNUEVOLC XPOTEG. A mapaTtnenBoly BoAepdTnTa, KpOoTaAAoL, Slappor f anpoadoknTn aAAoiwan, N
nopTida 6ev SlatiBeTal mpv diepevvndel.

Store at 2-8 °C in a tightly closed amber bottle with secure access. Protect against access by children and
unauthorised users. Withhold supply pending investigation if turbidity, crystals, leakage or unexpected
deterioration occurs.

References: [11], [3]

A1aOeon / Dispensing

EnaAr®svon vOuLUNG ocuvTayriG, OLUYKEKPLHLEVOL AATOC, CUYKEVTPWONG KAl KALWIKOO oxedlov. Mapddoon ue
dooopeTpikr néoun ovpyya kat déan ypappévn oe mg kot mL, moTé pe KOUTAEAL OlKLaKAG xpriong. ZulATnon yla
SLOKOALOTNTA, KATAGTOAN, AMOPLYH N EYKEKPLUEVWY KATAOTAATLKWY Kol dueon Borieta oe SuokoAia
a@OmVLONG/avamnvong.

Verify the lawful prescription, exact salt, concentration and clinical plan. Supply an oral dosing syringe with the
dose written in mg and mL, not a household spoon. Counsel about constipation, sedation, avoidance of
unapproved depressants and urgent help for difficulty waking or breathing.

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

EmioApavon / Labelling
YopoxAwptkA popeivn 10 mg/mL - MOZIMO AIAAYMA. Meptéxel oakyxapdln. AcBevig: . Adon: __ mg = _ mL,

ouxvétTnta: . Mévo and to otdua. Wuyelo 2-8 °C - KAAAQ KAELOUEVO, TTPOOTATEVHEVO ATO QWG, HaKPLA amd TaLdLd.
MNaptida: . MNapaokevn: . XpAon €wg: __ [eykekpluévo BUD]. Moodtnta: . compounding.gr.
Morphine hydrochloride 10 mg/mL - ORAL SOLUTION. Contains sucrose. Patient: _ . Dose: _ mg = __ mlL,

frequency: __. Oral use only. Refrigerate at 2-8 °C; tightly closed, protected from light, out of children’s reach.
Batch: _ . Prepared: . Use by: _ [approved BUD]. Quantity: . compounding.gr.

References: [1], [2], [3]

v9_controls / v9_controls

To apBunTiké 6plo oto apyeio elvat pévo 6pLo BLBALOYPAPLKAC avapopdc UTd TIC £LBLKEC TPoDTOBETELC. Agv €xEL
oplotel BUD mpayuaTikAc mopTidag Kat 6ev éyxouv napaydel petprioelc aw. H akplBric obvBeaon, ta
TIPOATMOLTOOHEVQ, 0 TIEPLEKTNG, N POAAEN KAl T oTolxela EAEYYOL TIPETEL VO EYKPLOOUY YL TN OLUYKEKPLUEVN
epappoyn. H évap&n tou vrmoAoylopol BUD sival n évapEn tng napaokevic. Epapudletal To CLVTOUOTEPO
TEKUNPLWHEVO OPLO, HE XWPLOTO EAeyY0 BLdpKeLlaG HETA TO dvotypa. Ta épta USP gival texvikd mAaiowo 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
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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: HIDROCLORURO DE MORFINA, SOLUCION ORAL DE

FN/2003/FMT/012; 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_012.pdf
[2] AEMPS CIMA - Oramorph 20 mg/mL solucién oral, SmPC

Current CIMA version retrieved 2026-10-13 | Sections 4.3-4.9; substance/route scope only | Oral morphine hazards and interactions;
commercial product is morphine sulfate with different excipients; no salt-equivalence, dose or stability transfer | 2026-10-13

https://cima.aemps.es/cima/dochtml/ft/62040/FT_62040.html
[3] Ministerio de Sanidad - Guia de buenas practicas de preparacién 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

[4] Pourroy B et al. - Availability of Morphine Oral Solution for Childhood Cancer Patients in Low-Income Countries: Compounding and Stability
Study in a Cote d’lvoire University Teaching Hospital

J Pain Symptom Manage 2020;59: e 10-e 13. DOI 10.1016/j.jpainsymman.2019.10.005 | Bibliographic record retrieved; publisher search
extract identifies 1 mg/mL; full text not available in this review | Study identified but not sufficiently matched or fully appraised; does not
support extending this 10 mg/mL hydrochloride formula | 2026-10-13

https://pubmed.ncbi.nim.nih.gov/31668964/
[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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