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Noéoipo Sadvpa kanttonmpiAng 1 mg/mL AEMPS
Captopril oral solution 1 mg/mL AEMPS

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: 100 mL

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

KantonpiAn 100 mg
Captopril
EGeTikd dvdTplo 10 mg

Disodium edetate

Yypr UN KpuoTaAAoOPEVN copRLTOAN 28.7 (70%) g
Liquid sorbitol, non-crystallising

Bevloikd vatpLo 100 mg
Sodium benzoate

KekaBapuévo 08w g.s. ad 100 mL
Purified water

Y6poxAwpPLkd o0 1 M g.s. pH =3.5 BA. mogdétnTO / see
Hydrochloric acid 1 M quantity

MNeprypagn okevadopatog / Preparation description

Néowo didAvpa: Méatuo didAvpa kantonpiAng 1 mg/mL AEMPS. MpdoBeta kpLTApLa ePedviong Sev
TEKUNPLWYOVTOL 0TO €E€TAOBEY LBLKO Ke(pEVO.

Oral solution: Captopril oral solution 1 mg/mL AEMPS. Additional appearance criteria are not established by the
specific text reviewed.

References: [1]

Apaon kai xpRon / Action and use
AvootoAéag ACE.

ACE inhibitor.
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References: [1]

Mpobiaypagéc / Specifications
pH <3.5
pH =<3.5

References: [1]

®wg / Light

Mo to TeAkd okebaopa n nnyr opiCeL:
Kexpunapévia yodAwn @LdAn, kaAd kAswotr, =25 °C A yuyelo- npootacia and owg.

For the finished product the source specifies:
Amber glass bottle, well closed, =25 °C or refrigerated; protect from light.

References: [1]

Aépac kKat o€eidbwaon / Air and oxidation

Kantonpi{An 1 mg/mL tnG oLyKeKPLUEVNG obvBeang SEFH: uikpdc KEVOC XWPOG 0T QLAAN Kal amopuyn
METAAALKWY OKELWV YLa TIEPLOPLOS oEelbwong.

For the matching SEFH captopril 1 mg/mL formula, minimise bottle headspace and avoid metal utensils to limit
oxidation.

References: [9]

Nepo kat SuaAvtotnTa / Water and solubility

BevCoikd vatplo: n avtiotolxn kabapri mpwtn VAN Katd JP elval evdLEAALTN O0TO VEPD.
KamtonpiAn: n avtiotown kabapn npwtn OAN Katd JP elvat dlaAvth oto vepd.

Sodium Benzoate: JP classifies the corresponding pure raw material as freely soluble in water.
Captopril: JP classifies the corresponding pure raw material as soluble in water.

References: [6], [7]

Yypaocia / Humidity

Agv SlveTatl aplBunTikd éplo oxeTIKAG bypaciag yla To TeAkd okebaoua. AogedyovTat dlaBpoxh 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:
Kexpiunapévia yodAwwn @LdAn, kaAd kAswotr, =25 °C i yuyelo- npootacia and owg.

For the finished product the source specifies:
Amber glass bottle, well closed, =25 °C or refrigerated; protect from light.

References: [1]
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pH kai ovpBatétnta / pH and compatibility

MpodLaypa@r Tou CUYKEKPLUEVOL OKELAOUATOG, 0L E0pOC amodedetypévne otabepdTnTaC:

pH =<3.5

Bevloik6 0EV/Bevloikd w¢ ouvTnENTKA: N EMA neplypdoel 6pdon oe éEwvo meptBAAAov pH 2,5-4,5. & vynAdTeEpo
pH 6ev Bewpel{tal avTOPATWS EMAPKAC N cuvTHPNON.

2Tn ouyKeKPLUévn SEFH obvBeon pH =3,5, e ofivion katd to MPpwTtdKoAAO dTav XpeldleTal.

Specification of this preparation, not a demonstrated stability range:

pH =<3.5

Benzoic acid/benzoate preservation is described by EMA in acidic conditions, pH 2.5-4.5. Preservation at higher pH
must not be assumed.

The matching SEFH formula requires pH =3.5, with acidification under its protocol when needed.

References: [1], [5], [9]

AAAeG aAAnAembpaoclg / Other interactions

Aev napéxetal mARPNS 6ok ouuBaTtdTNTAC TOL PiyHaTOG UE MPSOBeTa dPAOTIKA 1 dLapopeTIKA €kBoya. Ot
LTIOKATAOTACELG amalTolv XwpLloTH Tekunplwon.

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

References: [1]

Ewdikad otoxeia ovotatikwy / Ingredient-specific information
BevCoikd vaTpLlo: mpwTn VAN LE XAPAKTNPLOUS SLOALTOTNTAC 0TO VEPS «ELOLAALTN» KATA JP.
KamtonpiAn: mpwtn VAN HE XOPAKTNPELOUS SLaALTOTNTAG 0TO VEPS «BLaALTA» KOTA JP.

Sodium Benzoate: raw-material water solubility is classified as freely soluble by JP.
Captopril: raw-material water solubility is classified as soluble by JP.

References: [6], [7]

Mpootacia epyalopévwy / Staff protection

KaBapr HOKPUHAVLIKN EpyaoTnELaKA evdupacia, KAALYN LOAALWY KoLl YAVTLA KATA TOV XELPLand. AAAQYH YaAVTLWY
META amd emudAvvaon/ebopd.

Xelplotelte TN TOyLon kot AstotpiBnon o xwWpo/dldtagn mov neplopifel Hlaomopd Koviwy, e mpooTaaia
0QOAAUWY- 0 TUTIOG AVATVELOTIKAG TpooTaciag kaBop(leTal and tTn ocLYKeEKPLUEVN €KBEDN.

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

Contain powder during weighing and trituration and use eye protection; select respiratory protection for the
actual exposure.

References: [11], [2], [8]
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ExTtipnon kivdovov / Risk assessment

Bevloikd 0E0/Bevloikd: duvaTtdTnTa eMBevWONG veoyvlkoL LKTEpou amd ekTdmon xoAepuBpivng. AELoAoyroTe
€LOIKA xprion o€ veoyvd €w¢ 4 eBEOUAdWY: n Tomikr xprion unopsl eniong va epebioel.

TuykekpLuévn mapTida avaeopdg: 100 mL. MpwTto cvotatikd: KamtonpiAn, 100 mg. EAEyEte aveEdpTnTa Tn
XNULKA HoP®H, TG HOVADEG Kal K&Be KALLAKwaon mipv and Coylon.

EAéyETe MARPN 6LAALON Kal TLXOV KPLOTAAAWGN oTNV eMAeYPEVN Bepuokpaaia. YnoAoyl{ote Tov dyko ddong amnd
™V akpLBi mg/mL, éxL and TNV NEPLEKTIKOTNTA ap)lkol Slokiov A anoBéuatog. AWoTe KATAAANAN OTOUATIKA
olpLyya.

KataypdyTe yla TNV Tomkr avéAvon moagdtnta avd napaokevr, ouxvotnta epyaciag, dldpKela avolkTol
XELPLOMOD, MBAVEC 0600G €KBEONG KL AMOTEAETUATIKOTNTO TWY HETPWY eAEy)XOoL. AuTd elval atolyela elgédouv
NG a€loAdynong- 6ev amnodibetal mMPooYNUATIKOG TEAKOC BaBUdC KLwbdOvou.

Inueio eAéyxov amnodéopevong: enPBeBatote TeEAKS dyko | udla otn Bepuokpacia avagopdc, Stadyela A
npoBAenduevn Slaomopd Kal CUPPWYVIR MEPLEKTN/MWUATOG HE TN GUVTAYH. A OYKOUETPLKA avaywyrh KNy
eglowveTe g pe ML xwpi(g TEKUNPLWUEVN TTIUKVOTNTA.

Benzoic acid/benzoates may worsen neonatal jaundice through bilirubin displacement. Assess use in neonates up
to 4 weeks; topical exposure can also irritate.

Reference batch: 100 mL. First ingredient: Captopril, 100 mg. Independently check chemical form, units and every
scale conversion before weighing.

Check complete dissolution and crystallisation at the selected temperature. Calculate dose volume from the exact
mg/mL, not the starting tablet or stock strength. Supply a suitable oral syringe.

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: confirm final volume or mass at the reference temperature, intended clarity or dispersion,
and specified container/closure. Do not equate grams and millilitres without a justified density.

References: [11], [5], [12], [14]

ZuvOnkec mapaokevng / Compounding conditions

To avtiotolyo PN AEMPS opiCel Beppokpaoia xwpouv 25 £ 5°C Kat oxeTikr vypaoia =60%, ekTtdC av n 6LKA
@OppovAa amattel GAAa. Mpdkettal ya neptBdAiov epyaoiag, éxt yia Bepuokpaoia 8€puavong i eOAAENG.
TnpolvTaL n ogelpd Mpoaodbrkng, n Oeppokpacia Kat oL xpdvol ov avaeépovtatl oTn Atadikaoia Mapaokevig. H
€161k povoypapia Sev anoTteAel MARPN HEAETN KATAAANAGTNTAG TOL TOMKOD XWPOUL/EEOTALGKOO.

The corresponding AEMPS SOP specifies room temperature 25 = 5°C and relative humidity =60%, unless the
particular formula requires otherwise. This is the work environment, not processing or storage temperature.
Follow the addition sequence, temperatures and times stated under Preparation Procedure. The specific
monograph is not a complete qualification of the local facility/equipment.

References: [11], [3]
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Tekpunpiwon BUD / BUD rationale

Aldpkela otnv nyr: 3 piveg: uetd to dvolryua 30 NuépEG.

H dudpketa avth elvat 0dnyla TNG CUYKEKPLUEVNG QappaKkoTol{ac/mNYAG. ZTov mMapdvTa EAeyx0o dev emaAnBedTNKE
A PNG MIPWTOYEVAG LEAETN TTOL VA TEKUNPLWVEL TALTAOXPOVA XNHLKH, PUOLKE KOl UIKPOBLOAOYLKH EMEKTACN TNG
(6lac TeAkAC obvBeonc.

ETLAEYHEVOC YEVIKOG Kavovag: £we 35 nuépeg yia udaTik Hoper HE KATAAANAO oOOTNUA CUVTAPNONG OTNY TEALKH
o0vBeon kat pH. Xpnatpomnowjote 20-25 °C, A} 2-8 °C pévo dtav n nnyr To emTpénel/analtel kat n Hopen
MoPAUEVEL KATAAANAN. Aev entapkel N ovopaoia evdc ouvtTnENTIKOL £4v aLTO €xel apalwbel, adpavoroinOel
peTagepOel o GAAN pdon.

To éplo BLBALOYPAPLKIG ava@opdc TnG napovdoag €kdoong elval n cuvtoudTePN HETAED TNG MoPATIAVW BLAPKELAG
TNYAC Kal Tou yevikoD oplov. MNa napdtaon anatte(tal Tekunpiwon mov KAADTITEL
SpaoTIKA/EKDOXQ/MEPLEKTIKOTNTA, TIEPLEKTN, Oepokpacia, LEO0DO evdELKTLKH 0TABEPOTNTAC KaL, Yla LOATLKNA
EMEKTOON, TNV AMALTOOPEVN HIKpoPBLoAoyik Tekunpiwan. Epappootéa enionun USP-NF povoypaoia agloloyeitatl
XWpPLoTd oto MAAPeC Ke{pnevd TNG.

Huepounvia xpriong = n evwpitepn emtpent nuepounvia and noapaokevr] + emAeyUévn dldpkela, AREELC MPWTWY
VAWV KoLl TUXOY CLUVTOUSTEPO TEKUNPLWHEVO OpLo. O XpdvoG PHETA TO Avolypa 6ev mapaTteivel To cuvoAlkd BUD. H
TEALKA NUEPOUNVI{O CUUMANPWVETAL YL TN GLUYKEKPLEVN TIOPTIBA HETE TOUC EAEYYOULC.

O yeVIKOG Kavovag anoTeAel ouvtnpeNTkd Oplo emMAOYAC Kol OXL MELpapaTIK anddelEn otabepdTNTAC TNG
napTidag. H katnyopila cuvdéetal pe TNV TEAKA aOVOEDN, TN oLVTAPNON Kal TG emTPeNOUEVEG Bepuokpaoieg. H
TIUA aw 6gv MPoKOMTEL amd TO MOG0CaTO VEPOU A TNV AMWAELX KATd TNV EApavan. MNa tekunpiwaon xpnotponotiote
SOP-014 kot F-006- yia €l6ikrj aw, SOP-017 kat F-012.

Atevkpivion USP: 6ev anatte{tal pétpnon aw yla kdBe un otelpa napaockevr. H katnyopla pnopel va tekunplwoel
and TNV akpBri obvBeon Kal KATAAANAQ AVTUTPOOWTELTIKE apadelypata- étav n odvbeon elvat aféRain A
oplakh, mpoTiHdTal 6K LETPNOoN HE KATAAANAN HéBoBo. ZTNV apoloa €ékdoan Hev LTIAPYEL HETPNUEVN aw OUTE
anodeopevpévn noptida. H dldpkela Tov TEAKOD OKELAOPATOG KaTd Kavdva dev unepPBaivel To evanopévov BUD
TWY EVOWHATWHEVWY YOANVIKWY Bdoswv/evBlapéowv. EEaipean xpetdletal €Ik attioAdynon 4tL dev
ennpedfeTal SBLOPEVWC N PLOLKH, XNHLKA 1} HkpoBLloAoylkr moldTnTa. Kataypdyte XwpeLoTd TeAKS 6plo,
NUEPOUNVIX MOPAOKELHG TWY EVOLAPETWY KaL MPAYUATIKA nuepounvia ARENG TOLG.

ALY WPLOPOG KAELOTOU MEPLEKTN/XPAONG: TO AVWTATO OPLo avaPopdg TG mapoloag £€KdooNnG yia KAELGTO poidv
elvat 35 nuépeg vmd TIC avapepdueveg podmoBéoelg. MeTd To Avolypa epapudéfovtat To MoAD 30 NUEPEC Kat
navtote pEXPL TNV evwplitepn dn kaBoplopévn ouvoAkr AREN. To dvolypa 6ev §ekvd véo auvoAtké BUD.

Period reported by source: 3 months; 30 days after opening.

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 35 days for an agueous form appropriately preserved in its final composition and pH.
Use 20-25 °C, or 2-8 °C only where permitted/required by the source and compatible with the dosage form. A
preservative name is insufficient if it is diluted, inactivated or partitioned into another phase.

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 agueous 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
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 clarification: aw measurement is not required for every nonsterile preparation. Category assignment may use
the exact composition and relevant representative examples; an uncertain or borderline formulation is best
assessed by a suitable specific measurement. This edition contains no measured aw or released batch. The final
preparation generally must not outlast the remaining BUD of its compounded bases/intermediates. An exception
requires specific justification that physical, chemical and microbiological quality is not adversely affected. Record
the final limit, intermediate preparation dates and their actual expiry dates separately.
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Closed/in-use distinction: this edition’s closed-container reference ceiling is 35 days subject to its stated
prerequisites. After opening use no longer than 30 days and never beyond the previously assigned overall expiry.
Opening does not restart the overall BUD.

References: [11], [9], [101], [11], [13], [15]

MpoanaiToVpeva / Prerequisites

Agv anatteltal ywplotrh Bdon He KwOLKO UNTPWoUL. Tuxdv eUTOPLKO OYXNUA TIAPAUEVEL TO AKPLBEC KATOVOUOTOUEVO
npoidv Tou mivaka.

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

References: [1]

EEomAlopog / Equipment

Zuyo6¢ KaTtdAANANG eAdxLotng T0ylong, youdi/omepog i opoyevonolnthg, doxela avaulgEng, ondTovAeg,
BepudueTpo dtav vndpyxel O€puavaon, dpyava oyKopETPNoNG yla noodtnTteg mL.
BaBuovounuévo pHUETPO Kal KATAAANAQ PUBULOTIKAE EAEYXOU.

Balance with suitable minimum weight, mortar/pestle or homogeniser, mixing vessels, spatulas, thermometer for
heated processes and volumetric equipment for mL quantities.
Calibrated pH meter and suitable check buffers.

References: [1]

M£0060¢ mapaokevng / Compounding method

AlaAbote 6paoTikr, EDTA kat Bevloikd vdtplo oto DO6wp. MNpoabéate copPLTOAN, CLUUMANPWOTE OYKO Kal puBuloTe
pH pe HCI €dv anatteitat.

Dissolve active, EDTA and sodium benzoate in water. Add sorbitol, adjust volume and adjust pH with HCI if
required.

References: [1]

MNapatnpnioelg / Observations

H teAkr noodtnta elval n Bdon tou nivaka advBeong. Kataypdgovtal mpayuaTiky andédoon, TuXdv aMWAELEC KOl
anoKA{OELG 0TO QUANO EKTEAEDNG.

The final quantity is the master-formula basis. Record actual yield, losses and deviations in the batch record.

References: [1]
MNepLékTnG KalL cvokevaoia / Container and packaging
Kexpunapévia yodAwn @LdAn, kaAd kAswotr, =25 °C A yuyelo- npootacia and ewg.

Amber glass bottle, well closed, =25 °C or refrigerated; protect from light.

References: [1]
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MowoTikOG éAeyxoG / Quality control

pH <3.5

ZuunAnpwpatikol €éAgyyol Tou PN mov mopaméumneL n nmnyn:

Epgdvion kot pafa/éykoc. Mo oelpéc mopTidwy: xpwua, dladyelo/onaAlonudg, oxeTKN MukvdTNTA, pH Kal
MIKpoBLloAoyLkéc éAeyxoc RFE 5.1.4.

pH katd PN/CP/001: Katd kavéva pétpnon oto delypa xwplc mpoeneEepyaoia, ekTg €WOLKAG 0dnylag. MNa akpBn
pETPNON papuiOleTAL MOTEVOLOPETPLKY HEB0DOG RFE 2.2.3- ot Tawvieg neplopifovtal oe eAEy)XoLG Tov dev
anattoOv vynAn akpiBeLa.

H uébodog, to éplo anodoync, 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.

pH =3.5

Additional tests from the referenced SOP:

Appearance and mass/volume. For batches: colour, clarity/opalescence, relative density, pH and microbiological
testing RFE 5.1.4.

pH under PN/CP/001: normally test the untreated sample unless otherwise specified. Accurate measurement
follows potentiometric RFE 2.2.3; strips are limited to checks not requiring high accuracy.

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], [3], [4], [14]

®0Aain / Storage
Kexplunoapévia yodAwn @LaAn, KaAd kAewotr, =25 °C A yuyelo: npootacia and wc.
Amber glass bottle, well closed, <25 °C or refrigerated; protect from light.

References: [1]

A1aOeon / Dispensing

Xoprynon otnv akplBri cuvtayoypa@nuévn mMEPLEKTIKOTNTA. Mo LYPA&, XpPNoloTolioTE KATAAANAN
BaBuovopnpévn cbpLyya and Tov oTOUATOG: KATAypAYTe 880N Kol ouxvETNTA Amd 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

MNéotuo 6tédAvpa kamtonpiAng 1 mg/mL AEMPS

And tov oTOUATOG

Mooétnta: _ Noptida:

Mapaokevdotnke: _ XpAon éwg:

AcBeviig / 66on / ouxvéTnTO:

®OAaEN: Kexplunapévia YodAwn @LdAn, KaAd kAsloth, =25 °C A yuyeio- npootaoia and ewg.
©eppokpaoia yla To BUD auTtAg tng naptidag:

Captopril oral solution 1 mg/mL AEMPS

Oral use
Quantity: Batch:
Prepared: Use by:

Patient / dose / frequency:
Storage: Amber glass bottle, well closed, =25 °C or refrigerated; protect from light.
Temperature for this batch BUD:

References: [1]
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v9_controls / v9_controls

To apBunTiké 6plo oto apyelo elval pévo 6pLo BLBALOYPAPLKAC avapopdc UTd TIC £LBLKEC TPODTOBETELC. Agv €YEL
opltotel BUD mpayuaTikAc mopTidag Kat 6ev éyxouv napaydel petprioelc aw. H akplBrigc obvBeaon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N GUAAEN Kol Ta aTolxela eAéyyou PEMEL val YKPLOODVY YLl TN CUYKEKPLUEVN
epapuoyn. H évap&n touv vrmoAoylopol BUD eival n évapEn tng napaokevig. Epapudletal To GUVTOUGTEPO
TEKUNPLWHEVO 6PLo, PE XWPLOTO €AeyY0 BLdpKeELaG HETA TO dvolypa. Ta dpla USP elval texviké mAaiolo kat dev
napovotdfovtal 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
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.

AVEEGPTNTN EAANVLKA KOl ayYALKH andédoon/opydvwaon oTolxelwy TNG avaeepdpuevnc mNyng. Aev anoteAel enlonun petdgpaon fi €ykplon tTov
€kdOTN.

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

Mnyéc katL mapamnounég / Sources and references

[1] FN/2018/FMT/024 CAPTOPRIL 1 MG/ML SOLUCION ORAL

2018 | PDF pp. 1-6 | master formula | 2026-10-14
https://www.aemps.gob.es/formulario-nacional/monografias/formulas-magistrales-tipificadas-pediatricas/fn_2018_fmt_024.pdf

[2] PN/L/PG/002/00 INDUMENTARIA

Awabéoipo 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
[3]1 PN/L/FF/007/00 ELABORACION DE SOLUCIONES

Awabéoipo kel{pevo / Retrieved text | PDF pp. 1-6 | preparation sop | 2026-09-10

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-formas-farmaceuti
cas/pn_|_ff 007_00.pdf

[4] PN/L/CP/001/00 DETERMINACION DE PH

Awabéoipo kelpevo / Retrieved text | PDF pp. 1-5 | gc method | 2026-09-10

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-control-de-producto/pn_|_cp_001_
00.pdf

[5] EMA - Questions and answers on benzoic acid and benzoates, EMA/CHMP/508189/2013
9 October 2017 | Preservative pH and neonatal safety | ingredient facts | 2026-09-12

https://www.ema.europa.eu/en/documents/scientific-guideline/questions-and-answers-benzoic-acid-and-benzoates-used-excipients-medicinal
-products-human-use_en.pdf

[6] MHLW - Japanese Pharmacopoeia XVIII: Sodium Benzoate

JP XVIII, 2021; English text | Printed p. 1698; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[7] MHLW - Japanese Pharmacopoeia XVIII: Captopril

JP XVIII, 2021; English text | Printed p. 622; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904440.pdf

[8] 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

[9] SEFH Farmacotecnia - Captoprilo 1 mg/mL, solucién oral

18 December 2021, version 3 | pp. 1-4: pH =3.5, minimal headspace, 3 months / 30 days in use | matching master formula and BUD |
2026-09-12

https://gruposdetrabajo.sefh.es/farmacotecnia/images/PNT/PN_CAPTOPRILO_COPA%20V3.pdf
[10] 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
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(r ¢ compounding.gr | 10.0 | 2026-10-14

https://www.sos.state.tx.us/texreg/archive/June72024/Adopted%20Rules/22.EXAMINING%20BOARDS.html
[11] 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
[12] 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

https://www.cdc.gov/niosh/docs/2023-130/2023-130.pdf?id=10.26616%2FNIOSHPUB2023130
[13] USP - Compounding Standards and Beyond-Use Dates, 2022 update

November 2022, published by USP; public copy hosted by Mississippi Board | pp. 1-2; nonsterile table | Risk-based default categories; not
product-specific stability or Greek law | 2026-09-12

https://www.mbp.ms.gov/sites/default/files/2023-03/USP_Compounding_BUD_Fact_Sheet.pdf
[14] PIC/S - Guide to Good Practices for the Preparation of Medicinal Products in Healthcare Establishments

PE 010-4, 1 March 2014 | Chapters 1-9; Annex 2 (nonsterile liquids, creams, ointments) | Professional quality-system framework; not
automatic national legal adoption or certification | 2026-09-12

https://picscheme.org/docview/3443
[15] USP - General Chapter <795> FAQs

Updated 1 November 2023 | Questions 52, 54-56, 60-62; PDF pp. 11-14 | Primary clarification of aw classification, extension prerequisites and
compounded-component BUDs; not automatic Greek legal adoption | 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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