ZUVTAYOASYLO FAANVIKWY ZKELAOPATWY
EAANviIKO6 Formulary Sikalias

KoveTiamnivn 50 / 100 / 150 mg — Kayakia Gpeong
amodéopevong

Quetiapine 50 / 100 / 150 mg immediate-release
capsules

CGR-FR-034 * Ekboaon / Version 4.0 « 10.09.2026
MpwTtoBouvAia CUAAOYAC LALKOD amd £YKLPEG TINYEC, WG Bdon yia Tn dnuiovpyia EAANVIKOO formulary.
2TaoWwoC Xp. ZIKAALLG.

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

AEATIO MPOZ TONIKH EFKPIZH — n avBevtia Tn¢ mnyni¢ 6ev umokaBlotd tnv €ykplon tng naptidac.
WORKSHEET FOR LOCAL APPROVAL — source authority does not replace batch approval.

KovseTiamivn: n Baciki povoypa@ia Kal ol mivakeg opiCouv fumarate. H note ava@épel
Hepovwpéva chlorhydrate. Xpnowpomoleital n akpifig ovvOeon TG povoypagiag. NMNapdraon
and 6 oe 12 eBSonadeG poévo vmd Tov Mivaka MPpodNMoBécewv note ogel. 5.

Quetiapine: main monograph/tables specify fumarate; note has an isolated chlorhydrate reference. Exact
monograph composition retained. Extension from 6 to 12 weeks requires the note p.5 conditions.

Mnyn / Source: ANSM — Monographie de préparation magistrale (outside Formulaire national) « A1 « v3 « 31/07/2025; note
vl « 31/07/2025

AgATtio Tekunplwong mpog TomLk emoTNHOVIKA €ykplon. Agv anoteAel emkupwpévn odnyia
anobéopevong napTidac.

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

dappakoTeEXVIKH popen / Dosage form
ZKANP& kaydkia

Hard capsules

AAAec ovopaoieg / Other names

ANSM — Monographie de préparation magistrale (outside Formulaire national)
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Zuvtayn / Master formula

Bd&on vnoAoylopo0 / Formula basis: 1 kawdkio / capsule; emAéETe pla 1oL / select one strength

A/ ZuoTatiko / Ingredient MoooétTnTa Movabda
A Quantity Unit

No

1 dovpaplkr koveTiamivn, yla 50 / 100 / 150 mg Bédong 57.56/115.12/172.68 mg

Quetiapine fumarate, for 50 / 100 / 150 mg base

2 Avubpo kKoAANoeldég BLoEe(bLo nupttiov, avtioTolya 05/1/15 mg
Colloidal anhydrous silica, respectively

3 AdLagavég kEALQOC CeAativng, péyebog 4 /2 / 1 avtioTolya 1 Tepdya /
Opaque gelatin shell, size 4 / 2 / 1 respectively pieces
Mnyn oOvBeong: [1]. q.s. = enapkrig moodtnTa - ad = péxpL TEALkS oOvoAo. Aev peTaTpénovTal avbaipeta g o mL.
Formula source: [1]. g.s. = sufficient quantity; ad = to the final total. Do not arbitrarily convert g to mL.
Meplypagn okevdopatog / Preparation description

ZKANp& kaydkia: Kovetiamnivn 50 / 100 / 150 mg — Kaydkla dueong anodéopsvanc. Mpdobeta KpLTrpLa
EMPAVIONG BeV TEKUNPLWVOVTAL 0TO eEETaOOEY 1OLKS Kel{pevo. [1]

Hard capsules: Quetiapine 50 / 100 / 150 mg immediate-release capsules. Additional appearance criteria are
not established by the specific text reviewed.

Apaon kaiL xpAon / Action and use
AvTwpuyxwotkd: n napaokevr eivat dueong anodéauevong. [1]

Antipsychotic; this preparation is immediate-release.

Mpodlaypagéic / Specifications
Méon pala nArjpwong yta 50 / 100/ 150 mg: 52,3-63,9/104,5-127,7 / 156,8-191,6 mg. Méon
nepLlekTikéTNTA 90-110%. MARPNG Sradikaacia opotopop@iag padlac/meplexoévou aTo MPwToéTLTO. [1]

Mean fill mass for 50 / 100 / 150 mg: 52.3-63.9 /104.5-127.7 / 156.8-191.6 mg. Mean assay 90-110%. Full
mass/content-uniformity procedure in original.

ZuvOnKkeg kKalL mpo@uAa&elg / Conditions and precautions

Ta otolyelo MPWTWY LAWY §gV cLUVLOTOOY PEAETN 0TABEPOTNTAG TEALKOD OKELAOUATOG. «AEV
TEKUNPLWVETAL» §EV onuaivel «oTaBepd» 1 «aTPAAES>.

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

EvaioOnoia oto @wg / Light

MNa 1o TeEAkd okebaopa n Ny oplCeL:
KaTtdAANnAoG kAeloTdC meplékTng, 15-25 °C, Enpd pépog, npootacia and ewc. [1]

For the finished product the source specifies:
Suitable closed container, 15-25 °C, dry, protected from light.

EvaioOnoia otov aépa / Air

AEV TEKUNPLWVETAL £8LKO oTOLYE(DO OTLG TINYEC oL €EeTdoTNKAVY. AatTe(TOl CUUMARPWON TPV amd TOTLKA
éykplon, epbéoov elval KpIoo yla Tn oLuyKeEKPLUévN mapaokevr. [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 oto vepo / Water

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.

EvaioOnoia otnv vypacia / Humidity
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.

EvaloOnoia otn Osppokpacia / Temperature
Mo to teAkd okevaopa n Ny oplCeL:
KaTtdAAnAog KAEloTédC mepléktng, 15-25 °C, Enpd pépog, npootacia and ewc. [1]

For the finished product the source specifies:
Suitable closed container, 15-25 °C, dry, protected from light.

EvaioOnoia og pH / pH
Agv TEKUNPLWVETAL €LOLKO oToLXElo OTLG TINYEG oL €EeTAoTNKAVY. AtatTe(TOl CUUMARPWON TPV aTd TOTILKA
€yKkplon, epéoov sival KpIoHo yla Tn ouyKeKPLUEvn mapaokevr. [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 TEKUNPLWVETAL €LOIKS oToLye{o 0TLG 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.

El81kéc MAnpogopicc ocvoTaTikWy / Ingredient-specific information

AEV TEKUNPLWVETAL £BLKO oTOoLXE(DO OTLG INYEC oL €EeTdoTNKAVY. AatTe(TOl CUUMARPWON TPV amd TOMLKA
éykplon, epbéoov elval 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.

Zuvonkec mapackevng / Preparation conditions

TnpoolvTal n oelpd mPoaodrikng, N BepUoKkpacia Kat oL xpdvol ov avagépovTtal oTn Atadikaoia
MNopaokevng. H l8IKA povoypagio 6ev anoteAel MARPN HEAETN KATOAANAOTNTAG TOU TOTILKOV
XWpPov/eEomALouoL. [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.

Mpo@uAd&eic mpoowmnikov / Staff precautions

Agv nipoodlopi(Covtal mAfjpn MAT yla Tn ouyKekpLuévn OppovAa. EmAEETE yavTLa, pooTtacia 0pOaAUWY
Kal JETpa MEPLOPLOUOD €KBeong amd Ta SDS Twv akPLBWVY LAWY KAl TNV TOMIKA EKT{UNON KWwE0vou.
ZUUMANPWHATLKO YEVIKG TTAai{olo AEMPS: kaBapr HaKPLUEVLIKN epyaoTnplakr evbupaoia, KEAALYN LAAALWY
KoL QMOKAELTTIKA vrtodripaTa/modovdpla. Ze XeLPLOPd KOVLWY anattodvTal KaTtdAAnAn npootacia
HOTIWV/avanvorig: Ta yavtia aAAdlouv pe Spaoctnplétnta fj gOopd. H emAoyr TOMov/vALlkoD yiveTtal amnd
SDS kat ekTi{pnon kwdovvov. [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.
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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 yia avaivon kKivéovou / Risk-assessment inputs

Agv TekPNPLveTal MARPNG Bk Tagvéunon kwdivou yia avth tTn PépuovAa. EEeTtdote SpaoTtikdTnTA,
okévn/agpdAvua, arAepyLloydva, SLOADTEG, HLKpoBLoAoyikd KivBuvo Kat emudAvvon BAoeL Twv
MPAYHATIKWY LAWY Kot TNG Sladikaoiag. H anovaia emorjuavong 6ev onuaivel anovaoia 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 duapkelag xpnong / Evidence for beyond-use period

Baowkr] povoypagia: 6 eBdouddes. H note emtpénel 12 eB6oUEdEG POVO UTIO TLG OLYKEKPLUEVEG
npodnoB£oelg MPWTNG DANG, KEALPWVY KoL CLOKELAO(OG TOL TM{vaKa TN OeA. 5. Agv HeTa@épeTAL aLTOUATA
n napdtaon.

H 8ldpkela tng mnyng agopd tnv akplBry obvBeon, uéBodo Katl cuokevaoia tnG. Agv e{val nuepounvia
AENG avTAC TNG MapTibag o0Te HETAPEPETAL O AAAO €KBOXO/MEPLEKTIKOTNTA. H mMpayuaTik NuUEPoUnvia
vnoAoy({Cetal 0to KEVO UAAO EKTEAEONG. [1]

Base monograph: 6 weeks. The note permits 12 weeks only under the specific API, shell and packaging
conditions in its page 5 table. Extension is not automatic.

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

EEapTtwpeveG Baocelg / Required bases
Agv opiCetal xwploth eEaptwpevn Bdon otov nivaka eEaptrioewv. EAEyETe TUXOV EUMOPLIKE
oxrfuaTo/cbvOsTa ékdoxa TnNG ouvvtayric. [1]

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

EvdelkTIKOC eEomALOMOG / Indicative equipment

EvOELKTIKOG KOTAAOYOG TIOL POKOTTEL aTtd TN HEB0B0: ZLYOC KATAAANANG BLOAKPLTIKAG LKAVOTNTAC,
MNeplékTeg Kal dpyava avauLlENg ovuBaTtd pe Ta LALKA, lydio kot dmepog, EEomALoudC MARPWONG KayaKiwy.
H emAoyr/kataAAnAdTNTA 0piCeTal Tomkd. [1]

Indicative checklist derived from the method: Balance of suitable resolution, Containers and mixing tools

compatible with the materials, Mortar and pestle, Capsule-filling equipment. Selection/qualification is defined
locally.

Aladikaoia mapaockevic / Preparation procedure
YroAoy{ote yia pia toxd kat éva mARBog kayakiwv. Zuylote povuaplkh koveTLamnivn kat muplTLo,
AeloTplBrioTe Kal opoyevonotjote. MAnpwoTe, kAe{ote, eAéyETe MANB0C/Uudla Kal cuokevdoTe. [1]

Calculate for one strength and capsule count. Weigh quetiapine fumarate and silica, triturate and blend. Fill,
close, check count/mass and package.

Mapatnpnoelg / Notes

AMEZHZX anobdéouevong: 6gv LTOKAOLOTA ALTOUATWG TPOiIdV XR. To dAac elval povuapikd, oyt
LOPOXAWPLKG: HEHOVWHEVN avapopd «chlorhydrate» otn note kKaTaypdPeTAl WG £KOOTIKO o@dAua. Ot
TpeLC oTAAEC elvat evaANaKTIKEG Loyelc. [1, 2]

IMMEDIATE release: no automatic substitution for an XR product. The salt is fumarate, not hydrochloride; an

isolated “chlorhydrate” in the note is logged as an editorial inconsistency. The three columns are alternative
strengths.
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Zuokevaoia kaL VALKa / Packaging and materials
KaTtdAANAoG kAeloTOC meplékTng, 15-25 °C, Enpd pépoc, npootacia and ewc. [1]
Suitable closed container, 15-25 °C, dry, protected from light.

Ynodeiypa eTikétag / Label specimen

KoveTiamnivn 50 / 100 / 150 mg — koaydkia dusong anodéauevong

MNeplekTikOTNTO/MAPAAAQYT: Moagétnta:
NoapTida: Napaokevn: Xprion €wg:
Ané touv otéuatog / Oral use

AocoAoyla/odnyleg:

®OAaEN: KatdAANAOC KAELOTAG TEPLEKTNG, 15-25 °C, EnNpd uépog, mpootaoia and ewc. [1]

Quetiapine 50 / 100 / 150 mg immediate-release capsules
Strength/variant: Quantity:

Batch: Prepared: Use by:

Ané Ttov otépatog / Oral use

Dose/directions:

Storage: Suitable closed container, 15-25 °C, dry, protected from light.

M£0obolL eAéyyxou / Quality-control methods

Opotopopeia p&cag 20 Tuxaiwv povddwv Katd Ph. Eur. 2.9.5 Kat éAeyxoL MEPLEKTIKOTNTAC/HOVAOWY KATA
TO €161K6 avaAUTLKO apdpTNUa. XpnaolomolobvTal Ta akpLBr épla TNG EMAEYUEVNG TEPLEKTIKOTNTAG. TO
NMARPEC MapdpTnua anotte{tal yia ektéAeon. [1]

Mass uniformity of 20 random units by Ph. Eur. 2.9.5 and content/unit tests in the specific analytical annex. Use
the exact limits for the selected strength. The full annex is required for execution.

®0Aa&n / Storage conditions
KaTtdAAnAog kKAEloTédC mepLékTng, 15-25 °C, Enpd pépog, npootaacia and ewc. [1]
Suitable closed container, 15-25 °C, dry, protected from light.

Eldikég 0bnyiec 61aOeong / Dispensing instructions

Agv TeKUNPLWVovTal eTMAL0V £L6LKEC 06nyleg Mépa amd tnv 086, TN EUAAEN KaL TG MapaTtnPErioELC TNG
mnyrG. ZupnAnpwvovtatl aobevrig, docoAoyia kat 0dnyieg cOpPwva pe tn ovvtayn. [1]

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

BipAloypa@ikéc ava@opéc / References

[1] ANSM — Monographie de préparation magistrale (outside Formulaire national). v3 ¢ 31/07/2025; note v1 « 31/07/2025
PDF pp. 1-7; note 1-5. Al. EAeyxog / Checked 2026-09-10.

https://ansm.sante.fr/uploads/2025/08/05/20250731-monographie-quetiapine-gelules-50-100-150-mg.pdf

[2] fr_quetiapine. AtaB¢éoiuo kelpevo / Retrieved text PDF pp. 1-5. AL. EAeyxog / Checked 2026-09-10.
https://ansm.sante.fr/uploads/2025/08/05/20250731-note-technique-quetiapine.pdf

[3] PN/L/PG/002/00 INDUMENTARIA. Awa®¢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 avaAuTikéG uéBobdoL ouvoyiCovTal. MNa eKkTEAETN amaLToOVTAL Ta A PN TMAPATIEUNMOPEVA KEPAALA,
avTIOpOOTAPLA KOl KPLTHPLA KATAAANAOTNTOC CLOTHHATOC.

Analytical methods are summarised. Execution requires the full referenced chapters, reagents and
system-suitability criteria.

compounding.gr CGR-FR-034 | 5


https://ansm.sante.fr/uploads/2025/08/05/20250731-monographie-quetiapine-gelules-50-100-150-mg.pdf
https://ansm.sante.fr/uploads/2025/08/05/20250731-note-technique-quetiapine.pdf
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

compounding.gr CGR-FR-034 | 7



