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ZepTPaAivn 25 / 50 mg - Kayaxkia

Sertraline 25 / 50 mg capsules

BLBAloypagiki avagopd - Tomkr vtoBétnon / Reference monograph - Local adoption

MpoéAsvon kKat 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 avadnuoaievon tou
npwTtoTiNoL TG NMNYNG. MNpdoPfacn oto MAAPEG MPWTOTLTO Y{vETAL OTOV EMONUO EKOATN, PE TNV AMALTOOUEVN
4abeta fj ouvdpopr. Agv SNAWVETAL 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: 300 kawdkia piag toxvog / 300 capsules of one strength

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

Y6poxAwptk oepTpaAivn, yia Loy Bdong 25 /50 mg 8.394/16.788 g
Sertraline hydrochloride, for 25 / 50 mg base strength

NakTdln Capsulac 60, avtiotola 33.606/25.212 ¢
Lactose Capsulac 60, respectively

AdLogavr keAOEN CeAhaTtivng peyéBoug 4 300 tepdyLa / pieces
Opaque size 4 gelatin shells

MNeprypagn okevadopatog / Preparation description

2KANPd kaydkia: ZeptpaAivn 25 /50 mg - kaydkia. MpdodeTa KPLTAPLA ELPAVLONG BEV TEKUNPLWVOVTAL OTO
€EeTa 00V £16Lkd Ke{ugvo.

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

References: [1]

Apaon kai xpAon / Action and use
EKAEKTIKOG avaoToAéag enavanpéoAnyng agepotovivng.

Selective serotonin reuptake inhibitor.

References: [1]

Mpodiaypagic / Specifications

Méon pala nAfpwong 126-154 mg, ovopaotik 140 mg. Méon neplekTikOTNTa 90-110%. EAEyX0G HAlag 20
Kayak{wv Kot epLtexopnévou 10 NG mopTidag eAéyyou: MARPN KPLTAPL 0TOo TIPWTATLTIO.

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.
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References: [1]

®wg / Light

MNa to TeAkd okebaopa n nnyr opiCeL:
PET xwpic Enpavtikd, 15-25 °C, Enpd uépog, npootacia and ewe. ALakpLtd KEADEN: HovoxpwHa 25 mg, dlxpwua
50 mg.

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.

References: [1]

Aépac Kat o€eidbwaon / Air and oxidation

Aev mapéxeTal HEAETN 0EEWOWTIKAC OTABEPOTNTAC TOL TEALKOD HiypaTog o0Te anaitnon adpavolg atudéoealpac.
Tnpe(tal o MEPLEKTNG TNG MNYAG.

No oxidative stability study of the finished mixture or inert-atmosphere requirement is provided. Use the source
container.

References: [1]

Nepo kat dtaAvtéTnTa / Water and solubility

Agv 6{veTal mMoooTIKd Oplo LEPOALTIKAG oTABEPATNTAC TNG CLYKEKPLHEVNG o0vBeonc. H moodTnTta Kot moldtnTa
vePoL dev peTaBAAAETAL And TN guvTayH.

No quantitative hydrolytic stability limit is given for this formula. Retain the prescribed water amount and quality.

References: [1]

Yypaocia / Humidity

Agv SlveTatl aplBunTikd éplo oxeTIKAG bypaciag yla To TeAkd okebaoua. AogedyovTtat daBpoxh MPWTWY LAWY
KL LETOPOPE CUUTMUKVWHETWY OTOV MEPLEKTN.

No numerical relative-humidity limit is given for the finished product. Prevent raw-material wetting and
condensation entering the container.

References: [1]

Oeppokpacia / Temperature

Mo to TeAkS okebaopa n nyr opiCeL:
PET xwpic Enpavtikd, 15-25 °C, Enpd uépoc, mpootacia and ewc. ALOKPLTE KEADEN: Hovoxpwua 25 mg, dlxpwua
50 mg.

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.

References: [1]

pH kat cvpBatoéoTnta / pH and compatibility

Agv anodidetal pH otnv Enpd poper. Tuxév pH avaAvTikoD EKYLAIOHATOC HETPATOL HdVO HE TNV KaBoPLOUEvN
HéBobo.

No pH is assigned to the dry dosage form. Any analytical-extract pH requires the specified method.

References: [1]
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AAAec aAAnAemidpaoelg / Other interactions

Agv napéxetal TAAPNS S0k cuuBaTdTNTAC TOU UiyHaTOoG HE MpdobeTa dpaoTIKA 1 dLagopeTikd €kGoya. OL
LTIOKATAOTAOELG AMaLTOOY XWwPLoTh TeKUnpiwon.

No complete compatibility test with added actives or alternative excipients is provided. Substitutions require
separate evidence.

References: [1]

Eldika otolxeia cvotaTtikwy / Ingredient-specific information

Tavtomnoinon kat Bdon Coylong:

¢ Y6poxAwplkr oepTpaAivn, yia toxV Bdong 25 /50 mg: 8.394 / 16.788 g.

¢ NakTéln Capsulac 60, avtiotolya: 33.606 / 25.212 g.

e AbLagavr KeEADQN CeAdaTtivng peyéboug 4: 300 teudyLa / pieces.

OL dnAwpéveg popeéc/moldTnTeEG avrikouy otny akpBry cbveean tng mnyric.

Identity and weighing basis:

* Sertraline hydrochloride, for 25 / 50 mg base strength: 8.394 / 16.788 g.
* Lactose Capsulac 60, respectively: 33.606 / 25.212 g.

* Opaque size 4 gelatin shells: 300 tepdyla / pieces.

The specified chemical forms/grades belong to the exact source formula.

References: [1]

MpooTtacia epyalopévwy / Staff protection

KaBapr pakpuudvikn epyaoctnplakr evduvpaoia, KAALYN HOAALWY Kal YEvTia KaTd Tov XELPLOPS. ANy YOV TLWY
pETE amnd empdAvvon/eBopd.

Clean long-sleeved laboratory clothing, hair covering and gloves during handling; change gloves after
contamination or damage.

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

ExTtipnon kivdovov / Risk assessment

ZuykekpLuévn naptida avagpopdc: 300 kaydkia plag oxbog / 300 capsules of one strength. MpwTo cuoTATKS:
Y6poxAwplkr aeptpaAivn, yia toxd Bdong 25 /50 mg, 8.394 / 16.788 g. EAéyETe aveEdpTnTA TN XNUIKA HOPOH,
TLG HOVAdEeC Kal KABe KALUdKwon mpwv and oylon.

H opotopopeia pdlac 6ev amodetkviel pévn NG opolopopia mepLlexouévou. EAEYETE yewueTpk apaiwaon,
eAdxloTn QUYLON, AMWAELEG OTA TOLXWHOTO Kat aptBud/uéyebog Kayakiwv. AlatnpAoTe dlakpLty TavTdTNTA
LoXVWV KaTtd MARPWON Kal EMGApovon.

Kataypdyte yia tnv Tomkr avdAvon noagdtnta avd napaokevr, ouxvotnta epyaciog, didpKela avolkTol
XELPLOUOD, TBAVEG 0600G €KBEONG KOl AMOTEAECUATIKOTNTO TWY HETPWY eAEYXOL. AuTd elval atolxela elgédouv
NG a&loAdynaong: 6ev amodibeTal MPOoYNUATIKOC TEALKOG BaOUSC KlvdOvou.

Znuelo eAéyxouv anodéapevong: aveEdptntn enaABevon mg avd povdda, cLVOALKOD aPLBUOL LOVABWY Kat
MIkpdTEPNG COYLONG. H opolopopeia pdlag v LTOKABLOTAE TNV OUOLOPOP Pl TTEPLEKTLKOTNTAC OTIOL AUTH
anatte{tat. Kataypdyte dadoxr yewHETPIKAG apalwang Kot anoguyr dlaywpLopoly Koviwy.

Reference batch: 300 kaydkia piag toxbog / 300 capsules of one strength. First ingredient: Sertraline
hydrochloride, for 25 / 50 mg base strength, 8.394 / 16.788 g. Independently check chemical form, units and
every scale conversion before weighing.

Mass uniformity alone does not prove content uniformity. Check geometric dilution, minimum weight, wall losses
and capsule count/size. Keep strengths distinctly identified during filling and labelling.

For the local assessment record quantity per preparation, work frequency, duration of open handling, potential
exposure routes and effectiveness of controls. These are assessment inputs; no fictitious final risk score is
assigned.

Release checkpoint: independently verify mg per unit, total unit count and smallest weighable quantity. Mass
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uniformity does not replace content uniformity when required. Document geometric dilution and prevention of
powder segregation.

References: [11], [71], [9]

ZuvOnkec mapaockevnG / Compounding conditions

Mpw amnd avdulEn: Tavtonoinon xNUIKAG HOPYAC Kol MapTidac KABE cLOTATIKOD, KATAYPAPH BEWPNTIKWY
TOCOTATWY Kal EAeyxoC KabapldtnTtag Tou eEonAlopol. OL Bepuokpaoilec Kol N oelpd MPoaoBAKNG elval avTéG TNG
napakdTw Sladikaoiag.

Before mixing: verify each ingredient’s chemical form and lot, record theoretical amounts and check equipment
cleanliness. Follow the temperatures and addition sequence in the procedure below.

References: [11], [4]

Texkpnpiwon BUD / BUD rationale

Aldpkela otnv nnyr: H nnyr opiCel 5 eBdopddeg.

H dudpketa avth elvat 0dnyla TNG CUYKEKPLUEVNG QappaKoTol{ac/MNYAG. ZToV MopdvTa EAeyX0 eV emaAnBe0TNKE
A PNG MIPWTOYEVAG LEAETN TIOL VA TEKUNPLWVEL TALTAOXPOVA XNHLKH, PUOLKE KOL ULKPOBLOAOYLKH EMEKTACN TNG
(dlaG TeAkig obvBeong.

EmAeyHEVOC YEVIKOG Kavovag: €wg 180 nuépec otoug 20-25 °C yia atepen 1§ Un LOATIKA PN MOOLUN Hoper], LE
TEKUNPLWHEVN aw <0,6. H apxikh mowdtnta/vypaoia, n mpootacia and e(oodo vepold Kat N LOLKA KaTAAANASTNTA
npénel va vrootnpi{Couv avtr TNV Katnyopla.

To épLo BLBALOYPaPLKAG ava@opdc Tng napoloag €kdoong elval n ouvtopdtepn HETAED TNG MapaATdvVW BLAPKELAG
mNyAG Katl Tou YeVLIKoL oplov. MNa napdtaon anatte{tal TeKunEiwaon mov KaAOTTEL
SpaoTIKA/EKDOXO/MEPLEKTIKATNTA, MEPLEKTN, Oepuokpaaia, HEB0B0 eVOELKTIKY 0TABEPSTNTAC KAL, Yla LOATLKN
EMEKTAON, TNV AMOLTOOPEVN UikpoBLloAoyikr Tekunpiwon. Epapuootéa enionun USP-NF povoypagia agloAoyeital
XWPLOTA 010 MAAPEG KE(PHEVS TNG.

Huepopnvia xpriong = n evwpitepn emtpentr nuepopnvia and napackevr + emAgypévn dldpketa, AREELG MTPLTWY
LAV KoL TUXOV CLUVTOUSTEPO TEKUNPLWHEVO OpLo. O Xpdvog PETA To dvolypa 6ev napaTteivel To cuvoAlkd BUD. H
TEAKH NUEPOUNVI{X CUPTANPWVETAL YLO TN OLYKEKPLUEVN AP T{BA PETA TOUC EAEYXOULC.

O yevikdg kavédvag amnoteAel ouvTNPENTLIKO dPLo EMAOYAG Kot OXL MELPAMATIKA anddelgn otabepdTnTag TNG
naptidag. H katnyopla cuvdéeTal pe TNV TEAK oOvBeon, TN CLVTAPNON KoL TLG EMTPENOUEVEG BEpoKkpaoiec. H
T aw 6gv MPoKLTTEL and To MocoaTéd vEPODL N TNV anwWAsLa Katd tnv EApavaon. MNa tekunpiwon xpnollonotioTe
SOP-014 kot F-006- yia €16ikry aw, SOP-017 kot F-012.

H USP 6ev anattel pétpnon aw og kdBe un otelpo napackedaopa. H tekunplwuévn tagwéunon tng
OLYKEKPLUEVNG a0vBeang umopel va xpnotpomnole{tal wg 0dnydc: kataypdeeTal pntd we ekTiunon Kat éxt wg
pétpnon. Auei{BoAn 1} oplakr Tagwéunon anattel €16Lkd TEKUAPLO | KATAAANAN HéTPnon. H nuepounvia TeALKoOO
okevdopatog dev vepPaivel Tn dlaBéoun nuepopnvia TWv N MAPACKEVAOUEVWY CUOTATIKWY/BACEWY, EKTOC av
€xeL voBeTnBel emapkAg €16IKA TeEKUNPlwon yla TNV akpLBr TeAK obvBean.

AL6pBwon apdunTikod oplov uNTPWoUL: £€wG 35 NUEPEG WG oLVTNPENTLKS PLo avaPoPdG, TPLY and Tuxdv
ouvvToudTEPEG AfEELg/NuUEpounviec Bdoewy. MNa Tn HeTaTPONA TNG Napoloag €kdoong xpnotuomnotobvtal 28
NUéPec avd 1 nuepoAoylakd priva Kat 89 nuépeg avd 3 nuePoAoyLlakolC HHVEC: oL BBouAdeC peTaTpénovTal o 7
NUéPeC. OL MPWTATUTEC HOVABEC TNG MNYAC SlatnpolvTal. MPOKELTAL YA GUVTAKTLKI MOALTIKH HETATPOMAG, OXL
yla véo amoTéAEopa oTaBepdTNTOC A AL TOMATN anodéauevon.

Period reported by source: Source period: 5 weeks.

This duration is a specific formulary/source instruction. This review did not verify a complete primary study
establishing chemical, physical and microbiological extension for the same finished formulation.

Selected general rule: up to 180 days at 20-25 °C for a solid or nonaqueous nonoral-liquid form with supported aw
<0.6. Initial quality/moisture, exclusion of water ingress and physical suitability must support this category.

The reference-policy ceiling in this edition is the shorter of the source period above and the general ceiling.
Extension needs matching active/excipients/strength, container, temperature, a stability-indicating method and
the required microbiological evidence for aqueous extension. An applicable official USP-NF compounded
monograph is assessed separately in its complete text.

Use-by date = the earliest allowed date from preparation plus selected period, ingredient expiries and any shorter
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supported limit. In-use dating never extends overall BUD. Complete the actual date for the batch after the
required checks.

A default is a conservative dating limit, not experimental proof of batch stability. Its category depends on final
composition, preservation and permitted temperatures. Water percentage or loss on drying does not determine
aw. Document using SOP-014/F-006; use SOP-017/F-012 for specific aw evidence.

USP does not require water-activity measurement for every nonsterile preparation. A justified classification of the
actual formulation may guide dating; record it explicitly as inferred, not measured. Uncertain or borderline
classification requires specific evidence or a suitable measurement. Finished-product dating does not outlast the
available dating of previously compounded components/bases unless adequate specific evidence for the exact
finished preparation has been formally adopted.

Register correction: at most 35 days as a conservative reference cap before any shorter expiry/component date.
This edition converts one calendar month to 28 days and three calendar months to 89 days; weeks are converted
to seven days. Original source units are retained. This is an editorial conversion policy, not a new stability result or
automatic release.

References: [1], [5], [6], [8], [10]

Mpoamaitovpeva / Prerequisites

Aev anatte(tal xwploth Bdon pe KwdKkd pNTPWOoL. Tuxdy EUMOPLKE OYNUA TTHPAUEVEL TO AKPLBEC KATOVOUATOUEVO
npoidv touv mivaka.

No separately registered base is required. Any commercial vehicle remains the exact named product in the
formula table.

References: [1]

EEonmAlopocg / Equipment

Zuyo¢, youdi{/omepog, KOOKLVO, GLUOKELH MARPWONG TOU KABOPLOUEVOL HEYEOOLG KawaKkiwy, EEOTALOUOG EAEYXOL
paZag/opolopopoiag.

Balance, mortar/pestle, sieve, capsule filler for the specified shell size and mass/uniformity QC equipment.

References: [1]

M£0060¢ mapaokevng / Compounding method

EmAéETe pla and tig 600 oTAAEG MogoTATWY. Avap{ETE TN HKPOVIOPEYN TIPWTN OAN Kat Tn AakTéln HE TNV
eAeyuévn Lé€Bodo tne mnyn¢: Topitec, 6oxelo 500 mL, 5 opaipeg, 500 rpm yia 10 min. NMANPWoTE opoldUopPa TA
Kaydkla HeyEOouC 4 Kal eAEYETE. AAAOC QVOULKTHPAC XPELAZETAL TEKUNPIWON OUOLOYEVELAC.

Select one of the two quantity columns. Mix micronised APl 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.

References: [1]

Napatnpnioclg / Observations

Ou woxelc ekppdlovtal wg oepTtpaAivn, evw JuyileTatl To LEPOXAWPLKS dAaC: 27,98 / 55,96 mg avd kKaydKlo. Agv
evaAAdooeTal avBaipeta To grade NG mMPWTNG OANG 1 TNG AaKTAOTNG: N note anattel KATAAANAN SldAvon Kot
EMKOPWON AVAMLENG YLO EVOAAAKTLKEG.

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.

References: [11], [2]
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MNeplékTNG KaL ovokevaoia / Container and packaging

EmAoyn yia tomkr agloAdynon: KaAd KAELOTOG ENpdG MePLEKTNG KATAAANAOG Yl TN Hoper. Mpw and mAfpwaon
eAéyxovTal KaBapldtnTa, akePaAldTNTA, OTEYAVOTNTA KOl CUPBATOTNTA LALKOU/MWHATOC. H €181k povoypagia
BEV TEKUNPLWVEL OUYKEKPLUEVO EUMOPLKS TIEPLEKTN.

Selection for local assessment: well-closed dry container suitable for the dosage form. Check cleanliness,
integrity, closure and material compatibility before filling. The specific monograph does not validate a particular
commercial container.

References: [1]

MowoTikO6G éAeyxoG / Quality control

Opotopopeia paZacg 20 Tuxaiwv povddwv Katd Ph. Eur. 2.9.5 kat éAeyxol MEPLEKTLKOTNTAC/HOVADWY KT TO
€161KO avaALTIKG apdpTnua. XpnatlpomnoloOvTat Ta akplBr épla TnG EMAEYUEVNG MEPLEKTIKOTNTAG. TO MAAPEG
nopdpTNUa anottelTal yla EKTEAEDN.

H uébodog, to éplo amnodoync, N MPAYHATIKN TIUA KoL 0 EAEYKTAC KaTaypdgovTal XwploTd oto F-005. Anotuyia
Kplowng mpodlaypa@rc odnyel o kapavtiva Kat dtepebivnon katd SOP-015- n emavadAnyn eAéyxwv xpeldleTal
attoAdynon.

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.

Record the method, acceptance criterion, actual result and reviewer separately in F-005. A critical specification
failure requires quarantine and investigation under SOP-015; retesting needs justification.

References: [11], [9]

®0Aagn / Storage

PET xwpic Enpavtikd, 15-25 °C, Enpd uépog, mpootaoia and ewe. Alakpltd KEADPN: povdxpwua 25 mg, Sixpwua
50 mg.

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

References: [1]

AwaOeon / Dispensing

Xopriynon otnv akpLBr ouVTayoypaPNUEVN MEPLEKTIKOTNTA. Ma LYPQ, XPNOLHOTIOLOTE KATAAANAN
BaBuovounuévn cbpLyya and Tov oTéUaToC: Kataypdyte 660n Kat cuxvdéTNTA ANd TN CLvTAYH.

Dispense the exact prescribed strength. For liquids use a suitable graduated oral syringe; record dose and
frequency from the prescription.

References: [1]

EmioApavon / Labelling

ZeptpaAivn 25 /50 mg - kaydkia

And touv oTéUaTOoC

Mooétnta: _ Noptida:

Mapaokevdotnke: _ XpAon éwg:

AobBevrig / 66an / ouxvéTnTa:

®OAAEN: PET xwpic EnpavTikd, 15-25 °C, Enpd pépog, mpootaaia amd ewc. Alakpltd KEADEN: Hovdxpwua 25 mg,
d{xpwpa 50 mg.

©epuokpaoia yia To BUD autAg tng naptidag:

Sertraline 25 / 50 mg capsules

Oral use
Quantity: Batch:
Prepared: Use by:
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Patient / dose / frequency:

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

Temperature for this batch BUD: __

References: [1]

v9_controls / v9_controls

To apBunTiké 6plo oto apxelo elvat pévo 6pLo BLBALOYPAPLKAC avapopdG UTd TIC £LOLKEG TPODTIOBETELG. Agv €YEL
optotel BUD mpaypaTikig mopTtidac kat 6ev éxouv napaxdel petprioelc aw. H akplBrig obvBeaon, ta
TIPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN Kol Ta aTolxela eAéyyou TIPETEL val EYKPLOODY YL TH OUYKEKPLUEVN
epapuoyn. H évap&n touv vmoAoylopol BUD eival n évapEn tng napaokevnic. Epapudletal To GLVTOUOTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO EAEyY0 BLAPKELAC HETA TO Gvolypa. Ta dpla USP slval texviké mAaiolo Kat 5ev
nopovatdfovtal WG EAANVLKN 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.

AveEAPTNTN EAANVLKA Kot ayYALKH andédoon/opydvwon otolxelwv TnG avagepduevng mNyRG. Agv anoteAel enlonun HETdepaon f €ykpLon Tou
€EKBOTN.

Independent Greek/English adaptation and organisation of facts from the cited source. This is not an official translation or publisher
endorsement.

Mnyéc kaiL mapanopmnég / Sources and references

[1] ANSM - Monographie de préparation magistrale (outside Formulaire national)
v2 * 16/06/2025 | PDF pp. 1-9; note 1-6 | master formula | 2026-09-10
https://ansm.sante.fr/uploads/2025/06/19/20250619-sertraline-25-50-monographie-2.pdf

[2] ANSM - Note d’'informations relatives a la monographie: Sertraline 25 et 50 mg, gélules réalisées a partir de MPUP de sertraline
chlorhydrate

AwoBéotpo keipevo / Retrieved text | PDF pp. 1-6 | technical notice | 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

AwoBéotpo kelpevo / Retrieved text | PDF pp. 1-5 | general staff protection | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_|_pg_002_00.pdf
[4] ASHP - USP <795> Key Changes

2023 | pp. 1-3: scope, water activity and staff precautions | professional guidance; not the licensed USP chapter | 2026-09-12
https://www.ashp.org/-/media/assets/pharmacy-practice/resource-centers/compounding/docs/USP-795-Key-Changes.pdf

[5] Texas State Board of Pharmacy - adopted 22 TAC §291.131, nonsterile compounding

Texas Register, 7 June 2024 | Beyond-use dating: aw categories, 14/35/90/180 days, limits and extensions | public regulatory implementation
of USP <795> BUD framework; not Greek law | 2026-09-12

https://www.sos.state.tx.us/texreg/archive/June72024/Adopted%20Rules/22.EXAMINING%20BOARDS.html
[6] lllinois IDFPR - Nonsterile Compounding Self-Inspection Report

Public checklist, retrieved 12 September 2026 | pp. 15-16, Establishing beyond-use dates | Public regulatory implementation of USP <795>;
not Greek law; general limits and requirements for extension | 2026-09-12

https://idfprapps.illinois.gov/Forms/PDFs/NONSTERILECOMPOUNDINGSELFINSPECTIONREPORT.pdf
[71 NIOSH - Managing Hazardous Drug Exposures: Information for Healthcare Settings

2023; DHHS (NIOSH) 2023-130 | Risk assessment; printed pp. 27-33, activity/formulation control table | Workplace exposure, hierarchy of
controls and activity-specific PPE; US government public-domain document | 2026-09-12
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