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Evaiwpnpa vdpo&eildiov apylAiov 6% kal payvnoiov 4%
w/v

Aluminium hydroxide 6% and magnesium hydroxide
4% w/v suspension

TeAkr} BLBALOYpa@Lkr) avagopd / Final reference document

OploTIKA oLVVTAKTIKA anoégaon / Final editorial decision

OploTtikr LoTtoplkh BLBALOYpaPLkh eyypaer avdntuEnc. H obvBean ANVISA 2012 dlatnpeltal pe tTn 61kA TNG
npoéAevon. H eldk eyypaer 6{vel pOAaEN o€ Bepuokpaaia dwpatiov, xwpelc aplBunTky ddpkela. H mapovaia
BevZoikoL vatplov dev TEKUNPLWVEL amd Pévn TNG EMAPKH ouvTAPNon TNV TeEAKA avTidgvn pATpa. Agv
anodi{betal BUD, 6gv evepyomole(tal bIMOAOYLOTAC ToPTIBaAC Kal 6ev ekdideTal eTikéETA SLdBeoNG. H eloaywyr] oto
yuyeio A N avbaipetn o&ivion Ba dAAale TG eEeTalOueveG oLVORKEG 1 TN AetTovpyla TNG obVBEDNG Kal Hev
vloBeTelTal wg BLBALoypagLkr Aban.

Final historical development reference. Preserve the ANVISA 2012 formulation and its provenance. The individual
entry specifies room-temperature storage without a numerical period. Sodium benzoate in the ingredient list does
not establish adequate preservation in the final antacid matrix. No BUD, batch calculator or dispensing label is
issued. Refrigeration or arbitrary acidification changes the evaluated conditions or formulation function and is not
adopted as a literature-based solution.

Anaitovpeva tTekpApla / Required evidence

Tavtomnolnuévn ék6oon master formula, moldTnTa Kol BAON MEPLEKTLKATNTAC TWY LOPOEELSIWY, COA dAWY TWV
TMPAYUATIKWY MOPTOWY, TEAKOC MEPLEKTNG/MWHA KAt dpyavo xopriynong.

Identified master-formula revision, hydroxide grade and potency basis, actual-lot CoAs, final container/closure and
dosing device.

Eykekplpévn avagopd avdmntuEng yia Tty akpBry HATPA: mpayuaTiké pH, KatdAANAOG Mpoadloploudc
TMEPLEKTIKAOTNTAC KOL EEOVLDETEPWTLKAG LKAVAOTNTAC, OUOLOYEVELX ANYPEWY, KaB{Tnon/avadlacnopd, UikpopLakn
noldTNTa Kal Tekunpiwon cuvtipnong.

Approved exact-matrix development report: actual pH, suitable content and acid-neutralisation-capacity methods,
withdrawal uniformity, sedimentation/redispersibility, microbial quality and preservation evidence.

Mpayuatikr HEAETN BLdpKelag ae TeAKH ovokevaaoia kat dnAoduevn Bepuokpaaia. Epdoov npoteiveTal YoEN,
XWPLOTH TeEKPUNP{waon QUOLKAG Kal H5000UETPLKAG KATAAANASTNTAC oToug 2-8 °C.

Actual duration study in final packaging at the claimed temperature. Any proposed refrigeration requires separate
physical and dose-delivery suitability at 2-8 °C.

KpitApla kKAswoipatog / Closure criteria

Mpw and tn peAETN €x0LV EYKPLOE( OL EQAPHOCTEEG HOVOYPAPLKEG TIPOBLAYPAPEG, OL LEBOBOL Kal Ta 6pLa avd
€Aeyxo. Agv xpnopornole{tal n aw wg vnokatdotato otabepdTnTag i GLVTAPNONG.

Applicable monograph specifications, methods and per-test limits are approved before the study. Water activity is
not used as a substitute for stability or preservation.

OAa Ta anattoOUeva KPLTAPLA LKAVOTIOLOUYTAL £WG TO TEAOG TNG MPOTEWONEVNG dldpKeLlag, e EyKupn
MLKpoBLoAOYLKH HEBO0BO Kal TeEKUNPLWUEVN aELOASGYNON TLXOY ATOKAICEWV.

All required criteria are met through the proposed period, using a suitable microbial method and documented
review of deviations.
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Ynoyeypaupévn teAkr €kBeon otnpiCel ouykekpLuévn 6LdpkeLla, ovuokevaoia Kol Beppokpaaia. O velBLVOG
QAPUAKOTIOLOC YKPIVEL XWPLOTE TNV TPAYUATIKA apTida.

A signed final report supports a defined period, package and temperature. The responsible pharmacist separately
approves the actual batch.

Mebio epappoyng / Scope

TeAkr] ekboTikA andéeaon tnG 14.10.2026. Agv anoTeAe( MOTOMOLNTIKG EPYAOTNPLAKWY ATMOTEAECUATWY A
anodéopevon naptidag.

Final editorial decision dated 14 October 2026. This is not a certificate of laboratory results or actual batch
release.

Mnyéc ka1 mapanopunég / Sources and references

[1] ANVISA Formulario Nacional, 2nd edition, revision 02 (2012), historical edition

Printed pp.84-86 / PDF pp.84-86 | 2026-10-14
https://www.gov.br/anvisa/pt-br/assuntos/farmacopeia/formulario-nacional/arquivos/8065json-file-1/@@display-file/file
[2] EMA Questions and answers on benzoic acid and benzoates used as excipients

Official indexed extract: activity in acidic conditions, pH 2.5-4.5 | 2026-10-14

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

[3] ANVISA Formuléario Nacional catalogue
Current third-edition catalogue; not an exact-formula study | 2026-10-14

https://www.gov.br/anvisa/pt-br/assuntos/farmacopeia/formulario-nacional

MpoéAevon kaiL mpéoBaocn oTnv MNyn / Provenance and source access

H npoéAcvaon, n €k6oon Kol Ta OpLa TWY MAPEXOUEVWY ATIOCTIATUATWY/BLRALOYPAPLKWY OVvaAPOPWY dLatneolvTaL.
To ke{pevo elvat n mapexduevn kat avabewpnuévn eyypaeri Sikalias, 6xt véa mARpn¢ avadnuooievon Tou
MpwToTONOL TNE NMNYAG. MpdoBacon oto MARPEC MPWTOTUTO YIVETAL OTOV EM{ONUO €KEATN, HE TNV AMALTOOUEVN
4bela fj ouvdpoun. Agv dBNAWVETAL OTL EKKPEUEG alTnUa emavdxpnong €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 avagopac / Reference formula

Bdon / Basis: 100 mL

ZvoTaTtiko / Ingredient MoocoétnTa / Quantity

Y6poEeiblo apytAiov 649
Aluminium hydroxide

Y6poEe(blo payvnaoiov 49
Magnesium hydroxide

Takyxopivn vatplodxog 10 mg
Sodium saccharin

BevCoikd vatpLo 0.525¢g
Sodium benzoate
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ZvoTaTtiko / Ingredient MoocoétnTa / Quantity

KapueAASTn vatpLlodxog vynAol LEWdoug 1lg
High-viscosity sodium carmellose

FALKEPOAN 2.5mL
Glycerol

ApWUATKA ovala g.s. -

Flavour

KekaBapuévo 06wp g.s. ad 100 mL

Purified water

MNeprypagn okevadopatog / Preparation description

Néouo evalwpnua: Evatpnua vdpo&eldiov apytAlov 6% Kat payvnoiov 4% w/v. Mpdodeta KpLTAPLA ELPAVLONG
bev TeKUNPLWVOVTAL OTO €E€TOOBEY €16IKS Kel{EVO.

Oral suspension: Aluminium hydroxide 6% and magnesium hydroxide 4% w/v suspension. Additional appearance
criteria are not established by the specific text reviewed.

References: [1]

Apaon kai xpAon / Action and use
AvTléELvo.
Antacid.

References: [1]

Mpodiaypagic / Specifications

H obvBeon Kat n TEALK moodTNTA akoAovOolv Tov mivaka (100 mL). Agv diveTal eld6ikd aplOunTiké e0poC assay,
HIKpoBLakol goptiov A pualtkoxnuLlkoD eAéyxou oTo eEeTaabév e161kd Kelpevo: 6ev amodibetatl avBaipeTo bplo.

Composition and final quantity follow the formula table (100 mL). The reviewed specific text gives no numerical
assay, microbial-count or physicochemical acceptance range; no unsupported limit is assigned.

References: [1]

®wg / Light

MNa to TeAkd okebaoua n nnyn opiCeL:
ABLOQAVEG MAAOTLKS H KEXPLUTAPSXPWHO YUdAWo doxelo, kaAd kAelopévo, mpootacia and ewg, Bepuokpacia
dwpatiov.

For the finished product the source specifies:
Well-closed opaque plastic or amber glass, protected from light, room temperature.

References: [1]

Aépac kat o€eidbwaon / Air and oxidation

Aegv MapéxeTal HEAETN 0EEBWTLKIAG oTaBePATNTAG TOL TEALKOD PiyuaTog o0Te anaitnon adpavolc atudopalpac.
Tnpeitatl o mepLéKTNG TNG MNYAG.

No oxidative stability study of the finished mixture or inert-atmosphere requirement is provided. Use the source
container.
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References: [1]

Nepo kat SiaAvtoTnTa / Water and solubility

H yAvKEPOAN avaptyvoeTal e vePS. AuTtd Sev KaBop(Tel HiKpoBLoAoyLkr oTaOEPSTNTA TOL OKEVAOUATOC.
BevCoiké vdtplo: n avtiotowxn kabapr npwtn OAN katd JP elvat evdLdAvTn GTO VEPS.

Glycerol is miscible with water. This does not establish product microbiological stability.
Sodium Benzoate: JP classifies the corresponding pure raw material as freely soluble in water.

References: [2], [5]

Yypaoia / Humidity
Yypookortitkr) YAUKEPOAN- meplopiote £€kBeon TNG MPWTNG DANG OTNY LYpaoia.
Glycerol is hygroscopic; limit raw-material exposure to moisture.

References: [2]

Oeppokpacia / Temperature

AEV TEKUNPLWVETAL EMTPENTH BepUOoKpaaLlaKkr anmdkAlon f} KOKAOC KaTtdywuEnc/anéyugnc. OL Bepuokpaciec
MOPACKEVNAC Kol QUAAENC avapépovTal oTa avtioTolya nedla.

No permitted temperature excursion or freeze-thaw cycle is established. Processing and storage temperatures are
stated in their respective fields.

References: [1]

pH kait cupBatéTnTa / pH and compatibility

BevCoik6 0E0/Bevloikd wg ovvTnENTkd: N EMA neplypdoel 6pdon og 6Ewvo neptB&AAov pH 2,5-4,5. e vynAdtepo
pH 6ev Bewpel{tal aLTOPATWE EMAPKAC N cuvTHpPNnON.

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

References: [4]

AAAec aAAnAenibpaoclg / Other interactions
FAvkePOAN: emkivbuvn avtidpaon pe Loxupd oeLBWTLKE.
Glycerol: hazardous reaction with strong oxidising agents.

References: [2]

Elbika otowxeia ovotatikwy / Ingredient-specific information

FALKEPOAN: dxpwHO, dlavyEg, MaxUPPELATO KAL £VTOVa LYPOOKOTILKG LYPS. AvaulyvieTal e vepd, aAAd elvatl
MPAKTIKE adldAvTn o Aumapd Kot alBépla éAata.

Bevloiké vaTplo: mpwtn VAN UE XOPAKTNPLOUS SLaALTATNTAC 0TO VEPS «ELBLEALTN» KATA JP.

FALKEPSOAN: MaPAAABr HE TALTATNTA APXLKOL MAPAYWYOUL, MoPTIdA KAl aELOMOTO MOoTONMONTIKS. MNa TIC OXETIKEC
MPWTEG UAEG, TO FDA avagépel EAeyxo dLatBuAevoyAukdAng (DEG) kat atBuAevoyAukOANG (EG), kKaBeutdg €wg
0,10% oOp@wva JE TNV EQapuooTéa Hovoypagia. To dplo apopd TNy MpwTn LAN.

Glycerol: clear, colourless, viscous and strongly hygroscopic liquid. It mixes with water but is practically insoluble
in fixed and essential oils.

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

Glycerol: retain original manufacturer, lot and reliable certificate. For the applicable raw materials, FDA describes
DEG and EG testing, each limited to 0.10% under the relevant monograph. This is a raw-material limit.

References: [2], [5], [6]
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NMpootacia epyalopévwy / Staff protection

Kabapr HoKpUPAVLKN EpyaoTnplakr evdupaoia, KEALYN HAAALWY KL YAVTLO KATA TOV XELPLOUS. AAAQYH YOVTLWV
META amnd emudAvvaon/ebopd.

Xelplotelte TN TOyLon kot AstotpiBnon o xwWpo/dldtagn mov neplopifel Slaomopd Koviwv, e mpooTaaia
0QOAAUWY- 0 TUTIOG AVATVELOTIKAG TIpooTtaciag 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], [3], [7]

ExTtipnon kivdovov / Risk assessment

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

ZuyKekpLuévn mapTida avaeopdg: 100 mL. MpwTo cuoTtaTikd: Yopogeidlo apytAiov, 6 g. EAEyETE aveEdpTnTa TN
XNULKA HoP®H, TG HOVADEG Kal K&BE KALLAKwaon mipv and Coylon.

Kpl{olo teAlkd xapaktnploTiké eival n enavadlaonopd: opoyevonotjote nptv and vnodlaipean, eAEyETe okANpPo
{Cnua kat emaAnBebote 6Tl N BaBuovounuévn oTOPATIKA cUPLYYQ HETPE TOV anatToOHEVO OYKO XWP(G
anéppagn/aépa. H Slabyela 6ev e{val KpLTAPLO AMOBOXAC EVALWPHUATOGC.

KataypdyTe yia Tnv Tomkr avdAvon moagdtnta avd napaokevr, ouxvotnta epyaciag, dldpKeLa avolkTol
XELPLOMOD, MBAVEC 0600G €KBEONG KL AMOTEAETUATIKOTNTO TWY HETPWY eAEy)XOoL. AuTd elval atolyela elgédouv
NG aloAdynong- 6ev amnodibetal MPOooYNUATIKOG TEAKOC BaBUdC KLwbEOvoU.

Inueio eAéyxouv amodéapevong: delypa and avTMPooWNELTIKA onuela Kat and tnv apyri/TéAog¢ MAApwWaOnC, e
Kataypaen kabi{fnong r dlayxwplopol kat enavadlaonopdg. EAEyETe 6TL n npoPAendpevn Afjyn anodidel Tnv
anoLtoOueVn moodTNTA: N EEWTEPIKH opolopop@ia pévn Tng 6gv amodelkvieL opolopopeia SPAOTIKAC.

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: Aluminium hydroxide, 6 g. 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
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/Iate filling; record settling or separation and
redispersibility. Verify delivery of the intended amount; visual uniformity alone does not demonstrate API
uniformity.

References: [11], [4], [10], [12]

ZuvOnkec mapaockevng / Compounding conditions

Mpw and avdulgEn: Tavtonoinon xNUIKAG HOPPAC Kot apTidag kABe cuaTaTIKOD, KaTaypaPr] BEWPNTIKWY
MOCOTATWY KAt EAEYX0GC KaBapldTNTAC TOL EEOMALOMOD. OL BEpUOKPAOlEG Kal N oelpd MPoodrKNG elval AVTEC TNC
MopaKkATW dladikaoiag.

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], [7]
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Tekpunpiwon BUD / BUD rationale

OpLoTLkA LoTopLkr BLBALOYpa QLKA eyypaer avdntuEnc. H obvBeon ANVISA 2012 dlatnpeltal he T 61KA TNG
npoéAevon. H e6kn eyypaer divel pOAAEN o€ Beppokpacia dwuatiov, xwpilc apdunTikg didpkela. H mapovaia
BevZoikoL vatplov dev TeKUNPLWVEL amd PdvN TNG EMAPKH ouvTAPNoN TNV TEAKA avTldELvn uATea. Agv
anodidetal BUD, 6ev evepyomnote{tal umoAoylotrg napTidag Kot 6ev ekd(deTal eTikéTa 6LABeoNnC. H eloaywyn oTo
yuyelo 4 n avBaipetn o&ivion Ba dAAale TG eEeTalOUEVEC OLVOBAKEG 1) TN AelTovpyla TNG oOVBeoNG KAl HEv
vloBeTeltal we BLBALOYpaLkr ADan.

Final historical development reference. Preserve the ANVISA 2012 formulation and its provenance. The individual
entry specifies room-temperature storage without a numerical period. Sodium benzoate in the ingredient list does
not establish adequate preservation in the final antacid matrix. No BUD, batch calculator or dispensing label is
issued. Refrigeration or arbitrary acidification changes the evaluated conditions or formulation function and is not
adopted as a literature-based solution.

References: [1], [4], [14]

Mpoamaitovpeva / Prerequisites

Agv anatteltal ywploth Bdon HeE KWOLKO uNTPWou. Tuxdv eUmoplkd dOYXNUA 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]

EEZomAlopog / Equipment

Zuyég KaTtdAANANG eAdxloTng COyLong, youdi/omepog A opoyevonolnTthg, doxela avdulgng, ondTtovAeg,
BepudueTpo dtav undpyxel O€ppavaon, dpyava oyKopéTpNong yla noodtnteg 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¢ mapaokevng / Compounding method

OpLoTIkA LoTopLk BLBALOYpOQLKH eyypagr avdnTtuEnc. H obvBeon ANVISA 2012 dlatnpeital he TN 61KA TNG
npoéAevon. H e8Lkn eyypaer divel pOAAEN o€ Beppuokpacia dwuatiov, xwpilc apdunTikn didpkela. H mapovaia
BevloikoL vatplov 6ev TeKUNPLWVEL ad poévn TNG enapkr cuvtrpnon otnv TeAk avTidEvn uitpa. Agv
anodidetal BUD, 6ev evepyonote{tal vmoAoylotrg napTidag Kol 6ev ekb(deTal eTikéTA 6LABeoNC. H eloaywyn oTo
yuyelo A n avbaipetn o&lvion Ba dAAale TG eEeTaldueveG oLVORKEG 1| TN Agttovpyla TNG obvBEONG Kal Hev
vloBeTelTal wg BLBALoypagLkr Abon.

Final historical development reference. Preserve the ANVISA 2012 formulation and its provenance. The individual
entry specifies room-temperature storage without a numerical period. Sodium benzoate in the ingredient list does
not establish adequate preservation in the final antacid matrix. No BUD, batch calculator or dispensing label is
issued. Refrigeration or arbitrary acidification changes the evaluated conditions or formulation function and is not
adopted as a literature-based solution.

References: [1], [4], [14]

Mapatnpnoelg / Observations

Avakivnon mpw tn xpron. Anatte{tal to grade vynAoL LEWHoLE TNG KAPPEAAOTNG. Agv BlvovTal EL6LKA aplBuNTIKE
KpLTApLla avadlaonopds ff avaAuTikol eAEyXOU.

EAéyETe pH, opoloyévela Kat 0E0-E0VHETEPWTLKA LKAVATNTA TNG akpLBol¢ obvBeong, Hall e enavadlaonopd,
ool TPLIKA oLOKELH KAl dLkpoBLloAoyia. H anovoia KpUOTAAAWY AUECWE PETA TNV MAPACKELH BEV TEKUNPLWVEL
ouunepLpopd atnv YO&n f katd tn xprion. H ouvtrpnon 6ev anodelkvieTal pévo and to Bevloikd vaTpLo.
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Shake before use. Qualify high-viscosity carmellose grade. No numerical redispersion or assay criteria specified.
Check pH, uniformity and acid-neutralising capacity of the exact formula together with redispersibility, dosing
device and microbiology. Absence of crystals just after preparation does not establish behaviour under
refrigeration or in use. Sodium benzoate alone does not prove preservation.

References: [11], [12]

MNeplékTNG KaL ovokevaoia / Container and packaging

ABLaQavéC TAQOTIKS 1] KEXPLUMOPOXPWHO YUAALVo Soxelo, KaAd kKAElouévo, TpooTaaoia and ewg, Bepuokpacia
dwpatiov.

Well-closed opaque plastic or amber glass, protected from light, room temperature.

References: [1]

MowoTikO6¢ éAeyxoG / Quality control

EAeyX0G MOAVOALKWY MPWTWY LAWVY: Yo papuaKeia, EAeyXoG KEBe mapTidag | TEKUNPLWEVN dlac@dALlan eAEyxoL
and a&lénioto npounBevth Katd FDA. H anAr tavtonoinon pe IR dev anokAeiet DEG/EG.

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.

Polyol incoming QC: pharmacies test each lot or ensure documented testing by a reliable supplier, as described by
FDA. IR identity alone does not exclude DEG/EG.

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: [6], [12]

®0Aagn / Storage

ZUVOAKEC/MEPLEKTNG TIOL avaQEPEL N TNYH: ASLa@avEG MAAOTLKO 1 KEXPLUMapSXPWHO YudAwo Soxelo, KOAL
KAELOPEVO, poaTacia and ewg, Bepuokpacia dwuatiov.

H ninyn opilet Bepuokpaaia dwuatiov/15-25 °C. To yevikd 14rjuepo amnattel 2-8 °C kat dev epapudleTal oTIC
oLVBAKEG TNG MNYAC. Agv amodidetal apBunTikd BUD naptidag uéxpt va tekunplwdel ocuppatr yuxduevn OAAEN
1} €8KAG xpbOvoC 0TIG OLVORKEG TNC TINYAC.

Source-reported conditions/container: Well-closed opaque plastic or amber glass, protected from light, room
temperature.

The source specifies room temperature/15-25 °C. The general 14-day rule requires 2-8 °C and does not apply
under the source conditions. No numerical batch BUD is assigned until compatible refrigerated storage or a
specific period under the source conditions is supported.

References: [1], [8], [9]

Awa0eon / Dispensing

H napoloa eyypagr dev napdyel eTikéta i €ykplon 6ldBeong os agbevr]. AlaB&oTte TNV 0PLOTIKH amé@aon Kal Ta
KPLTIPLO EQAPUOYNG.

This entry does not generate a label or authorise patient dispensing. Consult its final decision and implementation
criteria.

References: [1], [4], [14]

Enmionpavon / Labelling
Aev ekb{beTal eTIKETA HLABeONC amd TNV A poLOoA EyypaQH.

No dispensing label is issued by this entry.
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References: [1], [4], [14]

final_decision / final_decision

OpLoTikn LoTopLkr BLBALOYpa QLKA yypaer avdntuEnc. H obvBeon ANVISA 2012 dlatnpeltal Je TN 6IKA TNG
npoéAevon. H €6k eyypaer divel pOAaEN o€ Beppokpacio dwuatiov, xwplc apdunTiky ddpkela. H napovaia
BevZoikoL vatplov dev TeEKUNPLWVEL amd Pdvn TNG EMAPKH ouvTAPNON TNV TEAKA avTldELvn uATPa. Agv
anodi{betal BUD, 6gv evepyomnole{tal bMOAOYLOTAC TaPTIBAC Kal 6ev ekdideTaL £TikETA SLdBeONC. H eloaywyr] oTo
yuyelo A n avBaipetn o&ivion Ba GAAale TG eEeTaldueveG CLVBRKEG 1 TN AstTovpyla TNG obvBeaNG Kal Hev
voBeteltal wg BLBAloypaLkr Adaon.

Final historical development reference. Preserve the ANVISA 2012 formulation and its provenance. The individual
entry specifies room-temperature storage without a numerical period. Sodium benzoate in the ingredient list does
not establish adequate preservation in the final antacid matrix. No BUD, batch calculator or dispensing label is
issued. Refrigeration or arbitrary acidification changes the evaluated conditions or formulation function and is not
adopted as a literature-based solution.

References: [1], [4], [14]

AVEEGPTNTN EAANVLKA KOl ayYALKH andédoon/opydvwaon oTolXelwy TNG ava@epduevnc mNyng. Aev anoteAel enlonun petdgpaaon i €ykplon Tov
€kdOTN.

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

Mnyéc KoL mapanmopumnég / Sources and references

[1] ANVISA - Formulério Nacional da Farmacopeia Brasileira, 22 edi¢do, Revisdo 02 (2012)

2012, 2nd ed., Rev. 02 - superseded | PDF pp. 86 | master formula | 2026-09-10
https://www.gov.br/anvisa/pt-br/assuntos/farmacopeia/formulario-nacional/arquivos/8065json-file-1/@@display-file/file
[2] FN/2003/PA/013 GLICEROL

AwaBéotpo kelpevo / 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_013.pdf
[3] PN/L/PG/002/00 INDUMENTARIA

AwaBéotpo 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] 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

[5]1 MHLW - Japanese Pharmacopoeia XVIlI: 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

[6] FDA - Testing of Glycerin, Propylene Glycol, Maltitol Solution, Hydrogenated Starch Hydrolysate, Sorbitol Solution, and Other High-Risk
Drug Components for Diethylene Glycol and Ethylene Glycol

May 2023, revision 1 | Recommendations; section on pharmacy compounding | raw material quality | 2026-09-12
https://www.fda.gov/media/167974/download

[7] 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

[8] 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
[9] 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
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T A compounding.gr | 10.0 | 2026-10-14

[10] 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
[11] 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
[12] 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
[13] USP - General Chapter <795> FAQs (official, updated 1 November 2023)

Updated 1 November 2023; retrieved 14 October 2026 | Q52, Q61-64; use with the applicable full chapter | Water-activity classification,
component dating and BUD documentation; general professional framework, not a Greek legal adoption or formula-specific study |
2026-10-14

https://pages.usp.org/rs/711-SXF-172/images/HQS%20-%20USP%20GC%20795%20FAQs.pdf?version=0
[14] ANVISA Formuldrio Nacional catalogue
Current third-edition catalogue; not an exact-formula study | Targeted prerequisite / publication decision; not batch result | 2026-10-14

https://www.gov.br/anvisa/pt-br/assuntos/farmacopeia/formulario-nacional
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