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CGR-BR-013] 10.0

Evaiwpnpa vdpo&etdiov apyitAiov 6% w/v

Aluminium hydroxide 6% 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 eldikn eyypaer 6{vel pOAaEN o€ Bepuokpaaia dwpatiov, xwpelc apBunTky ddpkela. H mapovaia
BevZoikoL vatplov dev TEKUNPLWVEL amd Pévn TNG EMAPKH ouvTAPNon TNV TeEAKA avTidgvn pATpa. Agv
anodi{betal BUD, 6gv evepyomole(tal LIMOAOYLOTAC ToPTIBaAC Kal 6ev ekdideTal eTikéETA SLdBeoNC. H eloaywyr] oTo
yuyeio A N avbaipetn o&ivion Ba dAAale TG eEeTalOueveG oLVORKEG 1| TN AetTovpyla TNG obVBEONG 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 tekpApla / Required evidence

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

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

Eykekplpévn avagopd avdmntuEng yla Tty akpBr uATPa: mpayuaTtiké pH, KatdAANAoG mpoadloploudc
MEPLEKTIKAOTNTAC KOL EEOVLOETEPWTLKAG 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 mpoteiveTal YoeEn,
XWPLoTH TeEKUNP{waon UOLKAG Kal H500OUETPLKAG 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 EQUPHOCTEEG HOVOYPAPLKEG TIPOdLAYPAPEG, OL EBOBOL 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 Tta anattoOUevVa KPLTAPLA LKAVOTIOLOUYTAL £WG TO TEAOG TNG MPOTEWOUEVNG dldpKeLlag, e EyKupn
MLKpoBLoAOYLKH HEBOBO Kal TeKUNPLWUEVN aELOASYNON TLXOY ATOKAICEWV.

All required criteria are met through the proposed period, using a suitable microbial method and documented
review of deviations.

Yroyeypappévn teAkr €kBeon otnpiCel ouykekpLuévn dldpketa, cuokevaoia kat Beppokpacia. O vredBLVVOG
QAPUOKOTIOLOC EYKPIVEL XWPLOTA TNV TPaypaTIKA mapTida.
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A signed final report supports a defined period, package and temperature. The responsible pharmacist separately
approves the actual batch.

Mebio epapupoyng / Scope

TeAkn ekbotikr} andgaon tng 14.10.2026. Aev amnoTeAE! TILOTOMOLNTIKO £PYOOTNPLAKWY ATMOTEAECUEATWY 1
anodéopevon mopTidac.

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

MNnyéc kaiL mapanopumnég / Sources and references

[1] ANVISA Formulério 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 KalL mpoéopaon otnv tnyn / Provenance and source access

H npoéAcuaon, n €Kk6oon Kot Ta dpLa TWY MAPEXOUEVWY QAMOCTIACUATWVY/BLRALOYPAPLKWY avapopwyv dlatnpoldvTal.
To kelpevo eival n napeyduevn kot avabewpnuévn eyypaen Sikalias, éxt véa mAfpng avadnuoaoicvon Tou
npwToTONoL TNG NMNYAC. MpdoBaacn oto MAAPEC MpwTdTLNO YivETAL OTOV EMiONUO €KEATN, HE TNV AMALTOOUEVN
abeta rj ouvdpopr. Agv BNAWVETAL 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.

Z0v0eon avagopadc / Reference formula
Bdon / Basis: 100 mL

ZvoTaTLKO / Ingredient MoooétnTta / Quantity

Y6poEeiblo apytAiov 649
Aluminium hydroxide

Zakyopivn vatplodxog 10 mg
Sodium saccharin

BevZoikd vatpLo 0.525¢g
Sodium benzoate

KapueAAdZn vatpLlodxog vynAol LEWdoug 1g
High-viscosity sodium carmellose

FAvKePOAN 2.5 mL
Glycerol
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ZvoTaTtiko / Ingredient MoocoétnTa / Quantity

ApwpaTikr ovala g.s. -
Flavour
KekaBapuévo 06w g.s. ad 100 mL

Purified water

Meplypa@n okevaopatog / Preparation description

Néouo evalwpnua: Evatpnua vdpoEeldiov apytAiov 6% w/v. MPACBETA KPLTAPLA EPPAVIONG BEV TEKUNPLWVOVTAL
0To €EeTa00éV €161KS Kelpevo.

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

References: [1]

Apdaon kaL xpRon / Action and use
AvTLéELvo.
Antacid.

References: [1]

Mpobiaypagéc / Specifications

H olbvBeon kat n TeAkr oogdtnTta akoAovBolv tov mivaka (100 mL). Aev dlvetat e8Ik aplOUNTIKO €VPOC assay,
HikpoBLakod gopTtiov f§ puoltkoynpkod eAEyXov 0To e§eTa0BEY €18k Keluevo- Hev amnodideTal avbaipeTo 6pLo.

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

Mo to TeAkd okevaopa n nyr opiCeL:
ABLaPaVEC MAQOTLKS 1 KEXPLUNMAPOXPWHO YLUAALVo 6oxelo, KOAQ KAELOUEVO, TTpoaTaoia and ewe, Bepuokpaaia
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€eidbwon / Air and oxidation

Agv ToPEXETAL HEAETN OEEWOWTIKAG 0TaBEPAOTNTOC TOL TEALKOU HiypaTog oOTe anaitnon adpavolc atudopalpag.
Tnpe(tal o MEPLEKTNG TNG MNYHG.

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

References: [1]

Nepo kat SiaAvtoTnTa / Water and solubility

H yAvKEPOAN avaputyvoeTal e vePS. AuTtd Sev KaBop(Tel HiKpoBLoAoyLkr oTaOEPSTNTA TOL OKEVAOUATOC.
BevCoiké vdtplo: n avtiotowxn kabapr npwtn OAN katd JP elvat evdLdAvTn GTO VEPS.
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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
Yypookorikr) YAUKEPOAN- meplopioTe €kBeon TNG MPWTNG DANG OTNY LYpaoia.
Glycerol is hygroscopic; limit raw-material exposure to moisture.

References: [2]

Oeppokpacia / Temperature

AEV TEKUNPLWVETAL EMTPENTH BepUoKpaTLlaKkr andkALon 1} KOKAOC KaTdwuEnc/andyuEnc. OL Beppokpaciec
MPAOKELHG Kol QUAAENG avagépovTal ota avtioTola nedia.

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

References: [1]

pH kat cvpBatoéoTnta / pH and compatibility

Bevloiké 0E0/Bevloikd w¢ ovuvTnENTkd: N EMA neptypdoet 6pdon oe 6Ewvo meptB&AAov pH 2,5-4,5. e vynAdtepo
pH dev Bewpeital avTopdTwg EMAPKAG N cuvTHPENON.

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 aAAnAemidpaoelg / Other interactions
FAvkePOAN: emki{vbuvn avtidpaon pe Loxupd oEBWTLKE.
Glycerol: hazardous reaction with strong oxidising agents.

References: [2]

Eldika otolxeia cvotaTtikwy / Ingredient-specific information

FALVKEPSOAN: dypwHo, dLavyEg, MaxOPPELOTO KAL EVTOVA LYPOOKOTILKG LYPOS. AvautyvieTal he vePd, aAAd lval
TMPOKTIKE adldAvTn o Atmapd Kot atBépla EAata.

BevZoiké vaTtplo: mpwytn OAN UE XaPaKTNPELOUS SLOALTOTNTAC 0TO VEPS «ELBLAALTN» KATA JP.

FALKEPOAN: tapaAafr e TavTéOTNTA APXLKOD Tapaywyol, mopTda Kal agLOTLOTO TLOTOMOLNTIKG. MNa TIG OXETIKEG
MPWTEG VAEG, To FDA ava@épel éAeyxo dlatBuAevoyAvkéAng (DEG) kat atBuAevoyAvkOANng (EG), kaBeuldg éwg
0,10% cOpewva Pe TNV €papuooTéa povoypapia. To 6plo agopd Tnv mpwtTn VAN.

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]
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Napatnpioelg / Observations

Avakivnon npw tn xprion. Anatte{toal To grade vwnAoL LEWE0LG TNG KAPUEAASTNG. Agv dlvovTal £L6IKA aplOUNTIKA
KpLtApLa avadlaomnopds f avaAuTikol eAEyXOU.

MeAeTrioTE TNV AKPLBA aAKaAK piTtpa pH, tkavétnta eEovdeTépwaong o&€oc, kabiZnaon/enavadlaonopd, d6aon
mov mopoAapBdvel n olpLyya Kat pikpoBloAoyia. H napovcia Bevloikod vatpliov 6ev anodelkviel AMOTEAECUATLKA
guvtpnon o€ aAkaAlkd pH. H poEn xpetdletal tekunpiwon QuoLkAG oupBatdTnTAC TPV amnd xerion Tou
14nuépov.

Shake before use. Qualify high-viscosity carmellose grade. No numerical redispersion or assay criteria specified.
For the exact alkaline matrix study pH, acid-neutralising capacity, settling/redispersibility, syringe-delivered dose
and microbiology. Sodium benzoate presence does not establish effective preservation at alkaline pH.
Refrigeration requires evidence of physical compatibility before using the 14-day default.

References: [1], [12]

MepLékTnG KaiL cvokevaoia / Container and packaging

AdLo@aVEC MAXDOTIKS I KEXPLUMAPOXPWHO YUAALVO doxelo, KaAd KAELGUEVO, TpooTaaoia and ewc, Bepuokpaaia
dwpatiov.

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

References: [1]

MoloTik6¢ éAeyxocG / Quality control

EAEYXOC TMOALOALKWY TTPWTWY LAWVY: yla papHakela, EAeyx0G KABe mapTidag A TEKUNPLWEVN dlao@dALlon eAEyxOoL
and agLénioto npoundevTr kKatd FDA. H anAr] tavtonoinon ue IR 6ev anokAsiel DEG/EG.

H péBobdog, to 6plo anodoxng, N MPAyHATIKA TLUA Kal 0 EAEYKTAG KaTtaypdgovtal xwplotd oto F-005. Anotuyia
Kplowng mpodlaypa@rc odnyel oe kapavtiva Kat dtepebivnon katd SOP-015- n emavdAnyn eAéyxwv xpeldleTal
aLtloAdynon.

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]

®0Aain / Storage

ZUVOAKEG/MEPLEKTNG TIOL avaQEPEL N TINYA: ASLAQAVEG TTAAOTLKO 1 KEXPLUTOPOXPWHO YUdALVO Soxelo, KOAL
KAELOPEVO, TpooTacia and ewg, Beppokpacia dwuatiov.

H nnyr opilet Beppokpaoia dwuatiov/15-25 °C. To yevikd 14riuepo anattel 2-8 °C kat 6ev epapudleTal oTIC
oLVBRKEC TNG MNYAC. Aev amnodidetal aplBunTtiké BUD napTtidag uéxpt va TekUnpwOel ouuBatr yuxouevn eOAAEN
1 eWBkéG Xpdvog oTIC oLVBrKEG TNG TINYAG.

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 ddBeong os agbevr]. AloBdoTte TNV 0PLOTLKH ané@aon Kal Ta
KPLTAPLX EQAPUOYIG.
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This entry does not generate a label or authorise patient dispensing. Consult its final decision and implementation
criteria.

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

EmioApavon / Labelling
Agv ekb(deTal TIKETA BLAOEONC amnd TNV Mapovoa Eyypaer.

No dispensing label is issued by this entry.

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

final_decision / final_decision

OpLoTIKA LoTopLKA BLBALOYPOQLKH eyypa@r avanTtuEnc. H obvBean ANVISA 2012 dlatnpeital ge Tn 61k TNG
npoéAevaon. H €8Lkn eyypaer divel pOAAEN oe Beppokpacia dwuaTtiov, xwplc apldunTikn dldpkela. H mapovaia
BevZoikoL vatpiov dev TeEKUNPLWVEL amd pévn TNG enapkr cuvtripnon otnv TeEAKK avTlégvn LATPA. Agv
anodibetal BUD, 6gv evepyomole(tal LITOAOYLOTAC TaPTIBAC Kal Sev ekdideTaL eTIkKETA SLdBeONG. H eLoaywyr] oTo
yuyelo A N avBaipetn o&lvion Ba dAAale TG eEeTalOueveG OLVORKEG 1 TN AstTovpyla 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]

AveEdpTnTn EAANVIKA KOl ayyAkH anédoon/opydvwan otolxelwy tTng avagepdpevng mNyng. Aev anoteAel enlonun petdgpaon f £€ykplon Touv
€kdoOTN.

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