ZUVTAYOASYLO FAANVIKWY ZKELAOPATWY
EAANviIKO6 Formulary Sikalias

ZepTpaliivn 25 / 50 mg — Kayakia
Sertraline 25 / 50 mg capsules

CGR-FR-033 * Ekboaon / 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.

AEATIO MPOZ TONIKH EFKPIZH — n avBevtia Tng mnyAg 6gv vmokaBloTtd Tnv €yKplon tng naptidag.
WORKSHEET FOR LOCAL APPROVAL — source authority does not replace batch approval.

Mnyn / Source: ANSM — Monographie de préparation magistrale (outside Formulaire national) « A1 * v2 « 16/06/2025

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.

dappakoTeXVIKA Hopen / Dosage form
ZKANP& Kaydkia

Hard capsules

AAAec ovopaoieg / Other names

ANSM — Monographie de préparation magistrale (outside Formulaire national)

Zvvtayn / Master formula

Bdon unoAoylopol / Formula basis: 300 kaydkia piag toxboc / 300 capsules of one strength

A/  ZuoTatiko / Ingredient MoootTnTa Movada
A Quantity Unit

No

1 Y&poxAwpLkr aepTpaAivn, ya oy Bdong 25 /50 mg 8.394/16.788 g

Sertraline hydrochloride, for 25 / 50 mg base strength

2 NAaktdéln Capsulac 60, avtioTtolya 33.606 / 25.212 g
Lactose Capsulac 60, respectively

3 AdLagavr) KeADEN Celativng peyédoug 4 300 Tepdya /
Opaque size 4 gelatin shells pieces
Mnyn obvBeong: [1]. g.s. = enapkr¢ moodTNTA * ad = PEXPL TEALKS OOVOAO. Agv peTaTpénovtal avbaipeTa g o mL.
Formula source: [1]. g.s. = sufficient quantity; ad = to the final total. Do not arbitrarily convert g to mL.
Meprypagn okevaopatog / Preparation description

IKANP& Kawdkla: Zeptpaiivn 25 /50 mg — kawdkia. Mpdobeta KPLTAPLA EPPAVIONG BEV TEKUNPLWVOVTOL
010 eEeTa0BéY €161kb Kel{pevo. [1]

Hard capsules: Sertraline 25 / 50 mg capsules. Additional appearance criteria are not established by the specific
text reviewed.

Apaon kaiL xpRon / Action and use

EKAEKTLKOG avaoToAéag enavanpdoAnyng oepotovivng. [1]
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Selective serotonin reuptake inhibitor.

MpodiLaypagécg / Specifications
Méon paa nAfipwong 126-154 mg, ovouaoTik 140 mg. Méon neplektikdTNT 90-110%. EAEYYOG HATOC
20 Kayakiwv Kot nepLtexopévou 10 NG mopTidag eAéyyou: MARPN KPLTAPLX 0To MpwTtdTLMO. [1]

Mean fill mass 126-154 mg, nominal 140 mg. Mean assay 90-110%. Test mass on 20 capsules and content on
10 in the control batch; full criteria in the original.

ZuvOnkec kKalL mpo@uAa&elg / Conditions and precautions

Ta otolxelo MPWTWY LAWY 6V cLVLOTODY HEAETN 0TABEPSTNTAC TEALKOD OKELAOUATOG. «AEV
TEKUNPLWVETAL» BEV ONUaiVEL «OTABEPSO» ] «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 okebaopa n nnyr oplCeL:
PET xwplc Enpavtikd, 15-25 °C, Enpd uépog, mpootacio and ews. AtokpLltd KeAVEN: povdxpwua 25 mg,
Si{xpwpa 50 mg. [1]

For the finished product the source specifies:
PET without desiccant, 15-25 °C, dry, protected from light. Distinct shells: single-colour 25 mg, two-colour 50
mg.

EvaioOnoia otov aépa / Air

Agv TeEKUNPLWVETAL £L61KS oTolyel(o 0TI INYEC oL e€eTAoTNKOV. ANALTE(TAL CUPTMAPWON TPV ATO TOTILKA
€ykpLon, epoécov elval KP{OLO YL TN OLYKEKPLUEVN TtapaoKeLr. [1]

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

EvaioOnoia oto vepd / Water

Agv TeKUNPLWveTaL £l61KS otolyel{o oTLg INYEC ov e€eTdoTnKOv. AatTte(Tal CUPNARPWON TPV ATd TOTILKA
€yKplon, epbdoov elval Kp(olo yla Tn OLYKEKPLUEVN apaokeLh. [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 €LOLKO oToLXElOo OTLG TINYEG oL EeTAoTNKAVY. AtatTe(Tol CUUMARPWON TPV aTd TOTLKA
éykpLan, epoéoov elval Kp{OLWo yLa TN OLYKEKPLUEVN TtapaoKeLr. [1]

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

EvaloOnoia otn Osppokpacia / Temperature

MNa 1o TeEAkd okebaopa n Ny oplCeL:

PET xwpic EnpavTtikd, 15-25 °C, Enpd uépog, npootacia and Qwc. ALaKPLTA KEADPN: povoxpwHa 25 mg,
S{xpwua 50 mg. [1]

For the finished product the source specifies:

PET without desiccant, 15-25 °C, dry, protected from light. Distinct shells: single-colour 25 mg, two-colour 50
mg.

EvaioOnoia og pH / pH

AEV TEKUNPLWVETAL £8LKO oTOLYE(DO OTLG INYEC oL €EeTAoTNKAVY. AatTe(TOl CUUMARPWON TPV amd TOMLKA
éykplon, epbéoov elval KpIoo yla Tn ouyKeKpLUévn napaokevr. [1]
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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 el61KS otolxelo 0TI NYyEC Tov e€eTdoTnKav. ANaLTe(TAL CUPNARPWON TPV ATd TOTILKA
€ykplon, epbdoov elval Kp(oo yla Tn oLYKEKPLUEVN apaokevh. [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 €OLKO oToLXE(O OTLG TINYEC oL EeTAoTNKAVY. AtatTe(Tol CUUMARPWON TPV aTd TOTLKA
éykpLan, epoéaov elval Kp{OLWO yLa TN OLYKEKPLUEVN TtapaoKeLr. [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 oglpd mPoodrikng, N BepUoKpacia Kat oL xpdvol ov avagépovtal oTn Aladikaoia
MopaokevAc. H 61K povoypagio 6ev amoteAel 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.

Mpo@uAad&eilg mpoowmnikoL / Staff precautions

Aev ipoodlopiCovtal mAjpn MAT yla tTn ouyKeKPLUEVN OpHOoLAA. EMAEETE yavTLa, MpooTacia 0POaAUWY
KoL HETPa TIEPLOPLOKOD €kBeoNnG amd Ta SDS Twv akpLBWY LAWY Katl TNy TomKA ekT{gnon Kwdovou.
ZUUMANPWHATLKS YeVIKS Aa{olo AEMPS: kaBapr HOKPLUAVLIKN epyaoTnplakr evBupaaoia, KAALYN MAAALWY
KOL QMOKAELOTIKA vrtodrpata/modovdpla. Ze XELPLOPO KOVLWVY amnalttodvTal KaTtdAANAN npootacia
HATLOV/avamvonc: Ta YavTia aAAdlouv pe dpaoctnpdtnta i} Bopd. H emAoyr TOTMOL/VALKOD yiveTal amnd
SDS kat ektT{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 yia avaivon kivéovoo / Risk-assessment inputs

Agv TeEKUNPLWVETAL MAAPNG €WBLKA Tagvdunaon Kwdivou yla auth Thn eOpuUovAa. EEeTdoTte SpaoTikdTNTA,
okévn/agpdAvua, aAAepyloyéva, SLAAOTEC, HIKPORBLOAOYLKO K{vbuvo Kat empudAvvon Bdoesl Twv
TMPAYUATLKWY LAWY Kal Tng dladikaaiag. H anovaia enofpavong 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.

Tekpunpiwon dudpkelag xpRong / Evidence for beyond-use period

H ninyr op{TeL 5 eBdouddec.

H Sldpkela tng mnyrig agopd tnv akpLBr ocbvbeon, néBodbo Kal ovokevaaoia tNg. Asv elval nuepounvia
AAENG avTAC TNG MapTidag 00TE PETAPEPETAL OE AAAO €KOOXO/MEPLEKTLKOTNTA. H MpayHa Tk NUEPOUnvia
vnoAoy(Cetatl 0To KeEVS PUAAO ekTEAEONG. [1]

Source period: 5 weeks.

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.
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EEapTtwpeveg Baocelg / Required bases
Agv opiCetal ywploth eEaptwuevn Bdon otov nivaka eEaptrioewv. EAEyETe TuXdV EUMOPLKE
oxAHoTa/obvBeTa €kBoya TNG SUVTAYAG. [1]

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

EvbelkTIKOG eEomALOMOG / Indicative equipment

EvOelKTIKOC KATAAOYOC TIOL MPOKOMTEL amd TN HEB0S0: ZuYOG KATAAANANG BLAKPLTIKAG LKAvOTNTAC,
MeplékTeg Kal dpyava avauLENG ouuBaTd He Ta LALKE, EEomAlondc mARpwong Kayakiwy. H
enmAoyi/kataAAnAdTnTa oplCeTal Tomkd. [1]

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

Aladikaoia mapaockevig / Preparation procedure

EmAéETe pia and tic 600 0TAAEG MOCOTATWY. Ava(ETE TN PKpoviopévn mpwTn OAN Kot T Aaktdln UE
TNV eAeypévn péBodo tng mnyng: Topitec, 6oxelo 500 mL, 5 opaipeg, 500 rpm ywax 10 min. MANpWOTE
OpOLOHOPPO TA KoWEKL HEYEBOLG 4 Kal eAEYETE. AANOC avaulkTAPaC XpeldleTal Tekpunpiwaon
opoloyévelag. [1]

Select one of the two quantity columns. Mix micronised API and lactose using the studied source method:
Topitec, 500 mL pot, 5 balls, 500 rpm for 10 min. Fill size 4 capsules evenly and test. Another mixer requires
blend-uniformity qualification.

Napatnpnocis / Notes

O woyelc ekppdlovtal wg aepTpaAivn, evw Cuy(CeTal To LEPOXAWPLKS GAag: 27,98 / 55,96 mg avd
Kaydklo. Aev evaildooetatl avBaipeta To grade TNG MPWTNG OANG 1 TNG AaKTAZNG: N note amattel
KaTAAANAN SLdAvon Kat emKOpwaon avduENG yia eVAAAQKTIKES. [1, 2]

Strengths are sertraline base; weigh hydrochloride: 27.98 / 55.96 mg per capsule. Do not freely exchange API or
lactose grades; the note requires suitable dissolution and blend validation for alternatives.
Zuokevaoia kaL VALKa / Packaging and materials

Agv TeEKUNPLWVETAL £L8IKS oToLye(o 0TI INYEC TTOL €EETAOTNKOV. ANALTE(TAL CUUTIAIPWON TIPLY ATd TOTILKI
€ykpLon, epdéoov 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.

Ynoderypa eTikétag / Label specimen

ZepTpaAivn 25 /50 mg — KaydKkla

MNeplekTikdTNTO/MAPAAAQYH: Moogétnta:
NoapTida: Noapaokevn: Xprion €wg:
Ané touv otéuatog / Oral use

AoocoAoyla/odnyleg:

®OAaEN: PET xwpic Enpavtikd, 15-25 °C, Enpd pépog, mpootacia and pwc. Alakpltd KEADQEN: HOVOXPWHQA
25 mg, dixpwpua 50 mg. [1]

Sertraline 25 / 50 mg capsules

Strength/variant: Quantity:

Batch: Prepared: Use by:

Ané Ttov otépaTog / Oral use

Dose/directions:

Storage: PET without desiccant, 15-25 °C, dry, protected from light. Distinct shells: single-colour 25 mg,
two-colour 50 mg.
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M£0obol eAéyxou / Quality-control methods

Ouotopopeia pacac 20 Tuxaiwv povadwv Katd Ph. Eur. 2.9.5 Kat éAey)OL MEPLEKTIKOTNTAG/HOVAOWY KATA
TO €161K6 aVaAUTLKO TTapdpTNHA. XpnatpomolobvTal Ta akpLBrh dpla TNG EMAEYUEVNG TIEPLEKTIKOTNTAG. TO
NMAAPEG MapdpTnNUa anatte(tal yla 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.

®OAa&n / Storage conditions
PET xwplc Enpavtikd, 15-25 °C, Enpd uépog, mpootacia amnd Qwc. AlakpLTd KEADQN: HovoXpwHa 25 mg,
S{xpwpa 50 mg. [1]

PET without desiccant, 15-25 °C, dry, protected from light. Distinct shells: single-colour 25 mg, two-colour 50
mg.

Elbi1kég 0bnyiec 61aBeong / Dispensing instructions

Agv TeKUNpLvovTal emnAéov el6Lkég 0bnylec mépa and tnv 066, TN EUAAEN Kol TIG MAPATNPHAOELC TNG
nnNyng. ZuunAnpwvovtatl aagbevrig, dogoAoyia kal odnyieg cOUPWvVaA 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 avagpopécg / References

[1] ANSM — Monographie de préparation magistrale (outside Formulaire national). v2 ¢ 16/06/2025 PDF pp. 1-9; note 1-6.
Al. EAeyxog / Checked 2026-09-10.

https://ansm.sante.fr/uploads/2025/06/19/20250619-sertraline-25-50-monographie-2.pdf

[2] fr_sertraline. AtaB€oipo kel{pevo / Retrieved text PDF pp. 1-6. Al. EAeyxog / Checked 2026-09-10.
https://ansm.sante.fr/uploads/2025/06/19/20250619-sertraline-25-50-note-information-2.pdf

[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 avoAUTIKECG HéBOBOL auvoyiCovTal. MNa ekTéEAETN amaLlTOOVTOL TA TARPN MOPATEUNOMEVA KEQEALA,
avTBpaoTAPLO KL KPLTAPLA KATAAANASTNTAC CLOTAUATOG.

Analytical methods are summarised. Execution requires the full referenced chapters, reagents and
system-suitability criteria.
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https://ansm.sante.fr/uploads/2025/06/19/20250619-sertraline-25-50-monographie-2.pdf
https://ansm.sante.fr/uploads/2025/06/19/20250619-sertraline-25-50-note-information-2.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
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