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CGR-BE-015 | 10.0

Noo1po evalwpnua opempaloAnc 2 mg/g FTM

Omeprazole oral suspension 2 mg/g FTM

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 g

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

OupenpagdAin 200 mg
Omeprazole
0O&wo avOpaKLlKS vATPLo 8.4¢9

Sodium bicarbonate

MoAvoopBLkd 80 100 mg
Polysorbate 80

KekaBapuévo 06w g.s.ad 100 g
Purified water

Meplypa@n okevaopatog / Preparation description

Noéouo evatwpnua: Méaouo evalwpnua ogenpaldAne 2 mg/g FTM. MpdoBeta kpLTrpla eueaviong dev
TEKUNPLWYVOVTAL 0TO eE€TaOBEY €LOLKS Kel(pevo.

Oral suspension: Omeprazole oral suspension 2 mg/g FTM. Additional appearance criteria are not established by
the specific text reviewed.

References: [1]

Apdaon kaL xpRon / Action and use
KataoToAr yaoTtplkig 0E0TNTAG: YOOTPOOLoOPAYLKH TTAALWEpdUNon KATd TNy nyH.
Gastric-acid suppression; gastro-oesophageal reflux according to the source.

References: [1]

Mpobiaypagéc / Specifications

H olbvBeon kat n TeAkr moogdtnTta akoAovBolv tov mivaka (100 g). Aev dlveTtal eldlkd aplBunTIké €0POC assay,
HikpoBLakod gopTtiov f§ puoltkoyNpkod eAEyXoL 0To e§eTa0BEY €18k Kelpuevo- Hev amnodidetal avbaipeTo 6pLo.
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Composition and final quantity follow the formula table (100 g). The reviewed specific text gives no numerical
assay, microbial-count or physicochemical acceptance range; no unsupported limit is assigned.

References: [1]

®wg / Light

MoAvoopBikd 80: n JP Tntd npootacia TNG mMPwTNS VANG amd TO PWC.
OpenpaldAn: n JP Cntd npootacia TnG mpwNnG OANG and TO PWC.

Polysorbate 80: JP requires light protection for the raw material.
Omeprazole: JP requires light protection for the raw material.

References: [4], [5]

Aépac kKal o€eidbwon / Air and oxidation

Agv opExeTAL HEAETN OEEWOWTIKAG 0TABEPATNTAC TOL TEALKOU HiypaTog o0Te anaitnon adpavolc atudopalpad.
Tnpeltatl 0 mepLEKTNG TNG MNYHAG.

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

References: [1]

Nepo kat SuaAvtoTtnTa / Water and solubility

AltTavOpakLkd vaTpLo: dltaAutd o vepd. H Béppavon 1} anogdvBeon tov SltaAbpaTtog pnopel va avgrjoel To pH.
MoAvoopBikd 80: n avtioTolxn kabapr MEWTN VAN KaTd JP elvat avaulElun oto vepd.
OpenpaldAn: n avtiotowyn Kabapr mPwTn VAN Katd JP elval mpakTikd adldAvtn aTo vEPO.

Sodium bicarbonate is water-soluble. Heating or decomposition of the solution can raise its pH.
Polysorbate 80: JP classifies the corresponding pure raw material as miscible in water.
Omeprazole: JP classifies the corresponding pure raw material as practically insoluble in water.

References: [2], [4], [5]

Yypaoia / Humidity
NaHCO3: npootaoia and vypaoia.
Protect sodium bicarbonate from moisture.

References: [2]

Oeppokpacia / Temperature

MNa to TeAkd okebaoua n nnyn opiCeL:

KatdAAnAo @LaAidlo, 2-8 °C. Avakivnon npw and k&0e xprion.

NaHCO3: n 6épuavaon pnopel va npokaAéoel petatponr e avOpakikd vatplo, oe oteped ) SLdAvua.

MpwTn OAN openpaldAng: n JP opilel Yyuxpd xWpo Katl npootacia and ewc. H TeAkA vypr poper akoAovBel To Bikd
NG TEKUNPLWHEVO bplo.

For the finished product the source specifies:

Suitable bottle, 2-8 °C. Shake before each use.

Heating sodium bicarbonate can cause conversion to sodium carbonate, in solid material or solution.
Omeprazole raw material: JP specifies a cold place and light protection. The finished liquid follows its own
supported storage limit.

References: [11], [2], [5]
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pH kai ovpBatétnta / pH and compatibility
NaHCO3: avtibpaon pe oEéa e €kAvon CO2.

Sodium bicarbonate reacts with acids, releasing CO2.

References: [2]

AAAec aAAnAemidpaoelg / Other interactions

Agv napéxetal TAAPNG 6ok cuuBaTdTNTAC TOU UiyHaTOG 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]

El8ika otolxeia cvotaTtikwy / Ingredient-specific information

ALTTOVOpaKIKG VATPELO: AEUKHA KPLATAAALKH KOVLG. MeplopiCovTal BepudTnTa Kol LYPAC{a: oL LEATIKEG ADTELG
dlatnpovvtal yuxpég étav 6ev xpnolomnolodvTal, cOUPwva e TNV PAOOS5 Kal Tn oLYKEKPLPEVN TEALKH cOvOeon.
MoAvcopBLkd 80: mpwWTN OAN HE XAPAKTNPELOPS BLOALTOTNTAG 0TO VEPS «avaui&Lun» katd JP. Mpootacia mpwTNG
OANG amd ewg.

OpemnpaldAn: mpwTn OAN HE XOPAKTNPELOUS SLAALTOTNTAG OTO VEPS «MPAKTIKE adldAvtn» Katd JP. Mpootaoia
mpWTNG VANC and PwG.

Sodium bicarbonate: white crystalline powder. Limit heat and moisture; PAO0O5 recommends cooling unused
aqueous solutions, subject to the finished formula’s requirements.

Polysorbate 80: raw-material water solubility is classified as miscible by JP. Protect the raw material from light.
Omeprazole: raw-material water solubility is classified as practically insoluble by JP. Protect the raw material from
light.

References: [2], [4], [5]

MpooTtacia epyalopévwy / Staff protection

KaBapr pokpupdvikn epyaotnplakr evdupaoia, KEAvwn PaAALWY Kol YEVTLO KATA TOV XELPLOUS. AAAQYH YOVTLWV
META amnd emudAvvon/ebopd.

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

References: [1], [3], [6]

EKTipnon kKwvdéovovu / Risk assessment

ZuyKeKPLUEVN TapTida avagopdc: 100 g. MpwTo cuvoTtaTikd: OpenpaldAn, 200 mg. EAEyETe aveEdpTnTA TN XNULIKA
HOPOH, TIC HOVABEC Kal KABe KALUdkwan mpv and Joylon.

Kploluo teAkd xapaktnploTiké elval n enavadlaomopd: opoyevonotjote npv and vrnodlaipean, eAEyYETe okANpPo
{Cnua kat emaAnBebote 6TL N Babuovounuévn oTodaTIK c0pLyya HETPA Tov amnalttolpevo dyko Xwpig
andégpagn/aépa. H dladyela 6ev elval KpLTripLlo anodoxng evatwpriuaTog.

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

2nuelo eAéyxouv amnodéapevong: delypa and avTMPOoWTELTIKA onuela Kat and tnv apyxr/TéAoc MAApwWaONC, UE
Kataypaer kabilnong f SlaxwplopoL Kot enavadlacmopdc. EAEyETE 6TL N mpoBAenduevn AQYn amnodi{del tnv
anattoOuevn noogdtTnTa: N eEWTEPLKY opotopop@ia pévn tTnG dev amnodetkviel opolopopPic SPACTIKAG.

Reference batch: 100 g. First ingredient: Omeprazole, 200 mg. Independently check chemical form, units and
every scale conversion before weighing.
Redispersibility is critical: homogenise before subdivision, check for hard sediment and verify that the graduated
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oral syringe delivers the required volume without blockage/air. Clarity is not an acceptance criterion for a
suspension.

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: sample representative locations and early/late filling; record settling or separation and
redispersibility. Verify delivery of the intended amount; visual uniformity alone does not demonstrate API
uniformity.

References: [1], [9], [11]

Zuvonkec mapaockevnG / Compounding conditions

Mpw and avdulEn: Tavtonoinon xNUIKAG HOPYAC Kol MapTidac KABE cLOTATIKOD, KATAYPAPH BEWPNTIKWY
TOCOTATWY Kal EAEyx0C KabapldtnTtag Tou eEonAlopol. OL Bepuokpaoailegc KoLl 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: [1], [6]

Tekpnpiwon BUD / BUD rationale

Aldpkela otnv nnyr: 1 pAvag.

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

EmAEYHEVOC oLVTNPNTIKOC YEVIKOC Kavdvac: éwe 14 nuépec otoug 2-8 °C yla bBaTIKA Hopen XWPIC EMAPKWC
TeEKUNPLWHPEYN ouvTripnon. MNpodndbean elvat 6Tl N YOEN 6ev mpokaAe( kaBIZNon, Un avaoTPEYPLHO Slaxwploud A
GAAN amWAELX KATAAANAGTNTAG. Av avTh N MpodndBeon anoTOXEL, dev xpnolyonote(tal To 14Auepo ae
Bepuokpaoia dwpatiov- anatte{tat edikr Tekunpiwon ocbvtoung xpriong.

To éplo BLBALOYPAPLKAG ava@opdc Tng napoldoac €ékdoong elval n ouvtopdTtePn HETAED TNG MopPATAVW BLAPKELAG
nNyAg Katl Tov YeVkoL opilov. MNa nmapdtaon anatte{tal TeKuNEiwan mov KaAOTTEL
dpaoTIKA/EKDOXQ/MEPLEKTIKOTNTA, TIEPLEKTN, Oepokpacia, LEBODO evdeLlKTIK 0TABEPOTNTAG KaL, Yia LOATLKNA
EMEKTAON, TNV AMALTOOPEVN UikpoBLloAoyikr Tekunpiwon. Epapuootéa enionun USP-NF povoypagia agloAoyeital
XWPLOT& 0TO MAAPEG KE{pEVS TNG.

Huepounvia xpriong = n evwpitepn emtpenth nuepounvia and noapaokevr + emAeyUévn dldpkela, AREELC MPWTWY
LAV KoL TUXOVY CLVTOUSTEPO TEKUNPLWHEVO OpLo. O Xpdvog PETA To dvolypa 6ev napaTteivel To cuvoAlkd BUD. H
TEALKH NUEPOUNVIO CUPTANPWVETAL YLA TN OLYKEKPLUEVN AP T{OA HETA TOUC EAEYXOULG.

0O yevIkOG Kavovag amoTeAel ouvtnpENTkd OpLlo eMAOYAC KoLl OXL MELpapaTIKY anddelEn otabepdTNTAC TNG
naptidag. H katnyopla ouvdéeTal pe TNV TEAKH o0VBeOn, TN OLVTAPNON KOl TLG EMTPENOUEVECG BEpUoKpaoiec. H
T aw dgv mMPoKOMTEL And TO MOCOATO VEPOL H TNV AMWAELX KATA TNV §Apavon. MNa tekunpiwon xpnotlonotiote
SOP-014 kot F-006- yia €16ikry aw, SOP-017 kat F-012.

Atevkpivion USP: 6ev anatte{tal pétpnon aw yia k&dbe pun otelpa napaockevr. H katnyopla pnopel va tekunpLwoel
and TNV akpLBr oOvBeon Kal KATAAANAQ QVTUMTPOCWTELTIKA Mapadelypata: 6tav n ocbvbeon slvat aBéBatn
oplakh, mpoTidTal 6K LETPNOoN HE KATAAANAN HéB0BO. ZTNV apoloa €kdoan Hev LTIEPYEL HETPNMEVN aw OUTE
anodeopevpévn mopTida. H Sldpkela ToL TEALKOD OKELAOUATOC KATA Kavdva dev vepBaivel To evamnopévov BUD
TWY EVOWHOTWHEVWY YOANVIKWY Bdoswv/evdlapéowv. EEaipean xpetdletal eIk attioAdynon 4tL dev
ennpedletal SBLOPEVWCS N PLOLKH, XNMLKA 1} HikpoBLloAoylkr motdtnTa. KataypdyTte XwpeLoTd TeAKS 6plo,
NUEPOUNVIX MOPAOKELHG TWY EVOLAPETWY KAl TIPAYUATIKA nuepounvia ARENG TOLG.

Period reported by source: 1 month.

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 conservative general rule: up to 14 days at 2-8 °C for an aqueous form without adequately established
preservation. Refrigeration must not cause precipitation, irreversible separation or other loss of suitability. If that
condition fails, do not apply 14 days at room temperature; obtain specific short-use evidence.
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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
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.

References: [1], [7], [8], [10], [12]

MpoanaiTobpeva / Prerequisites

Agv anatteltal xwploth B&on pe Kwdkd pNTpwov. Tuxdv eunoptkd dxnua MaPapEveL To aKPLBEG KATOVOUACOHEVO
npotév tou nivaka.

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

References: [1]

E€omAlopog / Equipment

Zuyo6¢ KaTtdAANANG eAdxLlotng C0ylong, youdi/omepog i opoyevomolnthcg, 6oxela avdulEng, ondTouvAeg,
BepudueTpo dtav vndpyxel O€puavan, 6pyava oyKoHETPNONG Yla MOoOTNTEG ML.

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

References: [1]

M£00o60¢ mapaokevnc / Compounding method

AlaAboTte To 6ELvo avBpakikd vatplo oe 80 g DOaToG Beppokpaciac dwuatiov, xwplc BEpuavon. Npocbéote
opeMPalOAN Kot oALOOPRLKS 80. ZuunAnpwote ota 100 g Kal xpnoluonoltjoTe ogoyevomnolntr VYNAAG SLtdTunong
yla 8ldonoon cLooOWHATWHATWY.

Dissolve sodium bicarbonate in 80 g room-temperature water without heating. Add omeprazole and polysorbate
80. Adjust to 100 g and use high-shear homogenisation to break agglomerates.

References: [1]

Napatnpnioels / Observations

2 mg avd ypauudplo, xt avd mL. MNa oykopeTpLkr docouétpnon anatteltal TEKUNPLWHEVN TIVKVOTNTA KOL
€AEYXOC TNG OLOKELAG xopriynong.

2 mg per gram, not per mL. Volume dosing requires documented density and administration-device verification.

References: [1]
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MNeplékTNG KaL ovokevaoia / Container and packaging
®LAAN He BooOUETPLK TILMETA.
Bottle with dosing pipette.

References: [1]

MowoTikOG éAeyxocg / Quality control

ontikA eE€taon epedviong, EAeyxXoG TeEALKOU OyKou/udlac Kat, yla evalwpipaTa, enavadlaonopdc. Asv
evton{oTnKe €L6LKA EMKLPWUEVN AVAALTIKEA LEBOBOC YL TO TEALKS piyua otnv nnyr. OL MPoTEWOUEVOL
evbonapaokevaaTiko( éAeyyol 6ev vmokaBLoTolV assay 1 HIKPORBLOAOYLKO EAeyxo dTav amattodvTal.

H nébodog, 1o 6plLo amodoxAC, N MPAYHATIKA TIUA Kol 0 EAEYKTAC KaTtaypdeovtal xwplotd oto F-005. Anotuyia
Kplowng nmpodlaypaeric odnyel oe kapavtiva kat dtepedvnon katd SOP-015- n emavdAnyn eAéyxwv xpeltdletal
attioAdynan.

Visually inspect appearance; check final volume/mass and, for suspensions, redispersion. No specific validated
analytical method for the finished mixture was located in the source. These proposed in-process checks do not
replace assay or microbiological testing when required.

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: [1], [11]

®0AaEn / Storage

2uvONKeG/MEPLEKTNG TOL avapépeL N MNYA: KatdAAnAo @laAidlo, 2-8 °C. Avakivnon mptv and kadbe yxprion.
Mo 1o eMAEYUEVO YEVIKO avwTaTo 6pLo: 2-8 °C, epdoov dlatnpoldvTal N UK KATAAANASTNTA KAl N
oupBaTédTNTA PE TN OLYKEKPLUEVN INYH. Agv e@apudletal To 14ripepo o€ Beppokpaacia dwuatiov.

Source-reported conditions/container: Suitable bottle, 2-8 °C. Shake before each use.
For the selected general ceiling: 2-8 °C, provided physical suitability and compatibility with the specific source are
maintained. The 14-day rule does not apply at room temperature.

References: [11], [7], [8]

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

MNoéopo evalwpnua openpaldAng 2 mg/g FTM

And touv oTéUaTOoC

Mooétnta: _ Noptida:

Mapaokevdotnke: _ XpAon éwg:

AobBevrig / 66an / ouxvéTnTa:

®OAAEN: 2-8 °C, petd TNV enBeBaiwon KataAAnAdTnToC YoEnc.
AvakwnioTe/enavadloonelpete KAAG mpwv and xpron.
©epuokpaoia yia To BUD autAg tng naptidag:

Omeprazole oral suspension 2 mg/g FTM

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

Storage: 2-8 °C, after confirming suitability for refrigeration.
Shake/redisperse well before use.

Temperature for this batch BUD: __

References: [11], [7], [8]

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] Formulaire Thérapeutique Magistral, édition 2010 - F-I-1-b-1

2010 | PDF pp. 585-586 | master formula | 2026-10-14
https://www.fagg-afmps.be/sites/default/files/content/Matieres_premieres/FTM_Pharmaciens_Edition_2010.pdf

[2] FN/2003/PA/005 BICARBONATO DE SODIO

Awabéoipo kel{pevo / Retrieved text | PDF pp. 1-2 | raw material or occupational | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_005.pdf

[3] 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
[4] MHLW - Japanese Pharmacopoeia XVIII: Polysorbate 80

JP XVIII, 2021; English text | Printed p. 1550; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[5]1 MHLW - Japanese Pharmacopoeia XVIlI: Omeprazole

JP XVIII, 2021; English text | Printed p. 1446; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[6] 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

[7] 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
[8] Illinois 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
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