ZUVTAYOASYLO FAANVIKWY ZKELAOPATWY
EAANviIKO6 Formulary Sikalias

KapBeSIAGAN 0.5 mg/mL — mOO 1Mo evalWpPNHa
Carvedilol 0.5 mg/mL oral suspension

CGR-US-006 * Ekdoon / Version 4.0 « 10.09.2026
MpwTtoBouvAia GUAAOYAG LALKOD amd £€yKupeg MNYEG, wG Bdon ywa tn dnuovpyla EAANVIkoO formulary.
2TaoWwOC Xp. ZIKAALAC.

An initiative collecting material from authoritative sources to lay the foundations for a Greek formulary.
Stasinos Chr. Sikalias.

NOZOKOMEIAKO ®YAANO — woxVel pévo yLa Tnv akpLBr neptypa@déuevn advBeon kat amnaltel TomknA
a&LloAdynon.

INSTITUTIONAL SHEET — applies only to the exact described formula and requires local assessment.

Mnyn / Source: Nationwide Children’s Hospital — Pharmacy Services, institutional compounding formula ¢« B2 « 05/2020

AeATio Tekunplwong MPo¢ TomLk emoTNUoVIKA €ykplon. Agv anoteAel emkupwpévn odnyia
anobdéauevong nopTidac.

Evidence worksheet for local scientific approval. It is not a validated batch-release instruction.

dappakoTeEXVIKN popen / Dosage form
MNéoLuo evalwpnua

Oral suspension

AAAeg ovopaoieg / Other names

Nationwide Children’s Hospital — Pharmacy Services, institutional compounding formula

Zuvtayn / Master formula

Bd&on vnoAoylopo0 / Formula basis: 100 mL

A/  ZvoTatikoé / Ingredient MoooéTnTa Movabéa

A Quantity Unit

No

1 KapBedAdAN, dlokia 12,5 mg 4 SLokia /
Carvedilol 12.5 mg tablets tablets

2 Ora-Plus 50 mL
Ora-Plus

3 Ora-Sweet g.s. ad 100 mL
Ora-Sweet

Mnyn oovBeong: [1]. g.s. = enapkrig moodTNTA * ad = PEXPL TEALKO OOVOAO. Agv peTaTtpénovtal avbaipeTa g oe mL.
Formula source: [1]. g.s. = sufficient quantity; ad = to the final total. Do not arbitrarily convert g to mL.

Meprypagn okevdopatoc / Preparation description

Ablagavég evalwpnua. [1]

Opaque suspension.
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Apaon kaiL xpRon / Action and use

B-amnokAeloTAC pe al-amokAELOuS: Kapdlayyelakr xprion.
NAnpogopia ywa tn dpactikh and emoripavon GAAoL TPOIOVTOG: BEV TEKUNPLWVEL TN oTaBepdTNTA
5oooAoyla avTol Tou YaAnvikol okeLAoUaTOC. [2]

Beta blocker with alpha-1 blockade; cardiovascular use.
Active-drug context from another product’s labelling; it does not establish stability or dosing of this
compounded preparation.

MpodiLaypagécg / Specifications
Agv opiCovtal €161kéc dokuég oto nedlo QC. Anattei{tal Tomkr npodlaypaer eAéyyou. [1]

No specific tests in the source QC field; define local release specifications.

ZuvOnkec Kal mpo@uAaelc / Conditions and precautions

Ta otolxelo MPWTWY LAWY 8gV cLUVLOTOOY HEAETN 0TABEPOTNTAC TEALKOD OKELAOUATOG. «AEV
TEKUNPLWVETAL» BEV ONUAVEL «OTABEPO» 1] «AOPAAEC».

Raw-material information is not a finished-product stability study. “Not established” does not mean “stable” or
“safe”.

EvaioOnoia oto @wg / Light

Mo to teAkd okevaopa n nnyn oplCeL:
KoAd KAELOPEVOCG, QWTOMPOCTATEVTIKOG MAAOTIKAOC MEPLEKTNG. H Tinyr) MpoTLud YoEn Kot emLTpénel
Bepuokpaocia dwpatiov, xwplc apBuNTkd €0pog. [1]

For the finished product the source specifies:
Tight, light-resistant plastic container. Source prefers refrigeration and permits room temperature, without a
numerical range.

EvaioOnoia otov aépa / Air

Agv TeEKUNPLWVETAL €L8IKS oToLyelo oTLG TINYEC oL e€eTdoTNKOV. ATTaLTE(TAL CUPTARPWON TIPLY ATO TOTILKA
éykplon, epbéoov elval KPIOo yla Tn oLuyKeEKPLUEvN mapaokevr. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.

EvaioOnoia oto vepo / Water

A&V TEKUNPLWVETAL £BLKO oTOoLXE(DO OTLG INYEC oL €EeTAoTNKAVY. AatTe(TOl CUUMARPWON TPV amd TOMLKA
éykplon, epbéoov slval KpIoo yla TN oLYKEKPLUEVN apaokevr. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.

EvaioOnoia otnv vypacia / Humidity

Agv TEKUNPLWVETAL £L8IKS oToLyE(0 0TI INYEC IOV €EETAOTNKOV. ANALTE(TAL CUUTIAIPWON TPV ATO TOTILKN
€ykpLon, epoécov elval KP{OLO yLa TN OLYKEKPLUEVN TtapaoKeLr. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.

EvaioOnoia otn Osppokpacia / Temperature

Agv TeKUNPLWvEeTaL £L61KS otolyelo 0TI NYyEC Tov e€eTdoTnKav. AnatTe(TAl CUPNARPWON TPV ATd TOTILKA
€yKkplon, epbdoov elval Kp(oo yLla TN oLYKEKPLUEVN apaokevh. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.
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EvaioOnoia oe pH / pH

Agv TEKUNPLWVETAL £L81KS oToLye(o 0TI INYEC OV €EeTAOTNKOV. AMALTE(TAL CUUTIAI PWON TPV ATO TOTILKN
€ykpLon, epoéoov elval KP{OLO yLa TN OLYKEKPLUEVN TtapaoKeLr. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.

AAAec aovppBatoTnteg / Other incompatibilities

Agv TeKUNPLWvEeTaL £61KS otolyelo oTLg NYEC Tov e€eTdoTnKOv. ANaLTe(TAL CUPNAPWON TPV ATO TOTILKA
€ykplon, epdoov elval Kp(olo yla Tn oLYKEKPLUEVN apaokevn. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.

El81kég mMAnpogopiec ovoTaTikwy / Ingredient-specific information

Agv TEKUNPLWVETAL €LOLKO oTOoLXE(O OTLG TINYEC OV €EeTAoTNKAVY. AtatTe(TOl CUUMARPWON TPV aTd TOTILKA
éykpLan, epoéaov elval Kp{OLWO yLa TN OLYKEKPLUEVN TTapacKkeLr. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.

ZuvOnkec MapaokevhG / Preparation conditions

TnpoovTal n oelpd mPoaodrikng, N BepUoKpacia Kat oL xpdvol ov avaeépovtal oTn Aladikaoia
MopaokeLAc. H 61K povoypagio 6ev amoTteAel MARPN HEAETN KATOAANASTNTAC TOU TOTILKOV
XWpov/eEomAlopo. [1]

Follow the addition sequence, temperatures and times stated under Preparation Procedure. The specific
monograph is not a complete qualification of the local facility/equipment.

MpoguAad&eilg mpoowmnikoL / Staff precautions

Agv ipoodlopiCovtal mAfjpn MAT yla tTn ouyKeKPLévn OpHoLAa. EmAEETE yavTLa, MpooTacia 0pOaAUWY
KoL HETPQ TIEPLOPLOMOD €kBeoNG amd Ta SDS Twv akpLBWY LAWY Kal TN TomkA ekT{nnon Kwdovou.
ZUUMANPWHATLKS YEVIKS Aa{olo AEMPS: kaBapr HOKPLUAVLIKN epyaoTnplakr evBupaaoia, KAALYN MAAALWY
KOL QMOKAELOTIKA vTtodripata/modovdpla. Ze XELPLOPS KOVLWVY amnattoivTal KaTdAANAN npootacia
HATLOV/0vamvonc: Ta YavTia aAAdlouv pe dpaoctnpdtnta i} Bopd. H emAoyri TOMOL/VALKOD yiveTal amnd
SDS kat ekt{unon kwdovou. [1, 3]

Complete formula-specific PPE is not specified. Select gloves, eye protection and exposure controls using the
exact materials’ SDS and the local risk assessment.

Supplementary AEMPS framework: clean long-sleeved laboratory clothing, hair covering and dedicated
footwear/overshoes. Powder handling requires suitable eye/respiratory protection; change gloves with activity
or damage. Select the exact type/material using SDS and risk assessment.

ZTolxeia yla avaivon kivéovou / Risk-assessment inputs

Agv TeEKUNPLWVETAL MAAPNG €WBLKA Tagvdunaon Kwdovou yla auth Thn eOpuUovAa. EEeTdote SpaoTikdTNTA,
okévn/agpdAvua, aAAepyloyéva, SLAAOTEC, HIKPORBLOAOYLKO K{vbBuvo Kat empudAvvon Bdoesl Twv
TMPAYUATLKWY LAWY Kat Tng dladikaaiag. H anovoia emworpavong v anuaivel anovaia kwwdovou. [1]

A complete formula-specific hazard classification is not established. Assess potency, dust/aerosol, allergens,

solvents, microbial risk and cross-contamination using the actual materials and process. Absence of a flag does
not establish absence of hazard.

Tekpnpiwon diudpkelag xpRong / Evidence for beyond-use period

H ninyn op{TeL 90 nuépec. To Tomkd BUD napapével mpog agloAdynan.

H Sldpkela tng mnyrig agopd tnv akpLBr cbvbeon, néBodo Kal ovokevaaoia tNg. Asv elval nuepounvia
AMENG avTiAG NG MapTidag o0Te pETAPEPETAL O AANO €kBoYOo/mMEPLEKTIKOTNTA. H paypa Tk nLEPOoUnvia
unoAoy(CeTal oto KeEVO UAAO EKTEAEONG. [1]

Source period: 90 days. Local BUD remains to be assessed.
The source period applies to its exact composition, method and packaging. It is not this batch’s expiry date and
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cannot be transferred to another vehicle/strength. Calculate the actual date in the blank batch record.

EEapTtwpeveg Baocelg / Required bases
Agv op(Cetal xwploth eEaptwpevn Bdon otov nivaka eEapTAoEWY. EAEYETE TLUYXOV EUMOPLKA
oxrfuato/ocbvOsTa ékdoyxa TnG ouvvtaynic. [1]

No separate base is identified in the dependency register. Check any commercial vehicles/compound excipients
listed in the formula.

EvbelkTIKOC eEomALOMOG / Indicative equipment

EvBelKTIKOG KaTdAoyoc mou npokOTTeL and tn HéBodo: Zuydc KATAAANANG SLOKPLTIKAC LkavdTnTa ,
MeplékTeg Kal dpyava avdplENG ouBaTd Ue Ta LALKG, lydio kat Oepog. H emAoyr/KaTtaAAnAdTNTA
op(Cetal Tomkd. [1]

Indicative checklist derived from the method: Balance of suitable resolution, Containers and mixing tools
compatible with the materials, Mortar and pestle. Selection/qualification is defined locally.

Aladikaoia mapaockeviG / Preparation procedure

AelotpBriote ta Slokia. AlaBpéEte pe pépog Twv 50 mL Ora-Plus, nmpooBéate To LTIOAOLITO KAL
HETaQEPETE. EKMALVETE TO LyS{o e Ora-Sweet Kat guunAnpwote ota 100 mL pe Ora-Sweet. [1]

Powder tablets, levigate with part of the 50 mL Ora-Plus, add the remainder and transfer. Rinse mortar with
Ora-Sweet and make to 100 mL with Ora-Sweet.

Mapatnpnoelg / Notes

Xpnotdomnoteltat n popen Kat To dxnpa tng mnyng. H 1ox0¢ twv dokiwv/kayakiwv akoAovdel tTnv
EMLOAMAVON TOUG. AEV TEKUNPLWVETAL aLTOUATN Looduvauia dAAoL oxAuaToC H mpoidvtog. O KaTdAoyog
TOUL voooKkopelov BnNAWVEL avabewpnon wg mpog USP <795>. [1]

Use the source dosage form and vehicle. Tablet/capsule strengths follow their labels. Other products or vehicles
are not automatically equivalent. The hospital index reports ongoing review against USP <795>.
ZuokKevaoia kaL VALKa / Packaging and materials

DWTOMPOOTATEVTIKA MAACTIKH QLEAN TNG MPodLaypaeri¢ Tov eUAAoUL. [1]
Light-resistant plastic bottle as specified by the sheet.

Ynodeiypa eTikétag / Label specimen

KapBebAGAN 0.5 mg/mL — ndoLo evalwpnua

MNeplekTikOTNTO/MAPAAAQYT: Moagétnta:
Naptida: Napaokevn: Xprion €wg:
Amné touv otéuaTtog / Oral use

AocoAoyla/obnylec:

DOAAEN: KaAd KAELOUEVOG, QWTOTPOCTATEVTIKOG MAXOTIKOG MEPLEKTNG. H Ny MpoTId wogn Kat
enmtpénel Bepuokpacia dwuatiov, xwpl(c aplBuntikd 0pOC.
AvakilvioTe npwv and tn xprion. [11]

Carvedilol 0.5 mg/mL oral suspension

Strength/variant: Quantity:

Batch: Prepared: Use by:

Ané tov otépatog / Oral use

Dose/directions:

Storage: Tight, light-resistant plastic container. Source prefers refrigeration and permits room temperature,
without a numerical range.

Shake before use.

M£0obolL eAéyxou / Quality-control methods

OontikA €E€Taon ToL TEALKOD TIPOIOVTOG £vavTL TNG avaPePOUEVNG ERdvionG. To @OAAO Bev bivel
EMKLPWHPEVN PEBOSO TOCOTIKOV TIPOabLoplapol 1 aptBuNTIKS PUikpoBLloAoyikd dpto. [1]

compounding.gr CGR-US-006 | 4



Visually examine the final product against the stated appearance. The sheet supplies no validated assay
method or numerical microbiological limit.

®0AaEn / Storage conditions

KaAd KAELOUEVOG, PWTOTIPOOTATEVTIKOG MAAOTLKOG MEPLEKTNG. H Ny MPoTLUd YoEn Kot emTPENEL
Beppokpacia dwuatiov, xwplc apBunTiké €0poC. [1]

Tight, light-resistant plastic container. Source prefers refrigeration and permits room temperature, without a
numerical range.

Elbi1kég 0bnyiec 61aBeong / Dispensing instructions

Agv TeEKPNPLWVovTOL ETLMAE0V LOLKEG 0ONyleg mépa amd TNV 086, TN EUAAEN KaL TG MapaTNPEACELS TNG
nnyn¢. ZuunAnpwvovtatl agbevrig, oooAoyia kat 0dnyleg ocOUPWvVa Ye TN ouvTayn. [1]

No additional special directions are established beyond the source route, storage and notes. Complete patient
details, dose and directions from the prescription.

BiBAloypag@ikéc avagpopéc / References

[1] Nationwide Children’s Hospital — Pharmacy Services, institutional compounding formula. 05/2020 PDF pp. 1-2. B2.
‘EAeyxog / Checked 2026-09-10.
https://www.nationwidechildrens.org/-/media/nch/specialties/pharmacy/compounding-formulas/carvedilol-oral.pdf

[2] DailyMed / NLM: CARVEDILOL TABLET, FILM COATED [ST. MARY'S MEDICAL PARK PHARMACY]. SPL published Aug 28, 2026
Indications / warnings / pharmacology. C1 context only. EAeyyog / Checked 2026-09-10.

https://dailymed.nlm.nih.gov/dailymed/druglnfo.cfm?setid=8a82149f-aade-2a9b-e053-2995a90a9daf
[3] PN/L/PG/002/00 INDUMENTARIA. AwaB€otpo kelpevo / Retrieved text PDF pp. 1-5. Al. EAeyyog / Checked 2026-09-10.

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_|_pg_00
2 00.pdf

Ol avaAuTikéEG uéBoboL ouvoyiCovTal. MNa eKTEAETN AMALTOOVTAL T TIAI PN MAPATIEUMOPEVA KEPAAALA,
avTIdpaoThpLa KOl KPLTHPLA KATAAANAOTNTOC CLOTHHATOC.

Analytical methods are summarised. Execution requires the full referenced chapters, reagents and
system-suitability criteria.
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https://www.nationwidechildrens.org/-/media/nch/specialties/pharmacy/compounding-formulas/carvedilol-oral.pdf
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=8a82149f-aade-2a9b-e053-2995a90a9daf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_l_pg_002_00.pdf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_l_pg_002_00.pdf

®0AMNo COyLonGg / Weighing sheet

Huepounvia napaokevrc / Preparation date:

Ta MAPaKEATW CUPMANPWYOVTAL ATé TOV POPHUAKOTIOL) Yla TN OLYKEKPLUEYN TapTiBa.

The pharmacist completes the following for the actual batch.

A/ ZuoTaATIKO OewPNTLKA Mova MapTida AAEN OANgG Zuyio0cioa Ynoypaen
A Ingredient moooTNTA oa OANg Expiry TMoooTNTA Signature
No Theoretical Unit Material lot Actual weight

qty

YmoAoyiopoi / Calculations

YTOAOYLOTIKG O@aApaTa Kal antwAeleg / Calculation errors and losses
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Kataypagn ektéAeong KaL antodéopevong / Batch execution and release

Hupepopnvia mapaockeAG Kal KwdIkoc mapTidag / Date and batch number

YTMoAoylopHoG npepounviag xpnong / Actual BUD calculation

MNapatnpnoelg eEKTéEAEONG Kal antokAioelg / Process observations and deviations

AnoteAéopata eAéyxwv Kat agloAéynon / QC results and assessment

KataAAnAotnta Baocel eEAéyxwv / Suitability based on results

YnevOuvvog pappakomolog kat vroypagn / Responsible pharmacist and signature
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