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F€AN vatplovyYov KapMeAAOTNGc 2% EX016
Carmellose sodium gel 2% EX016

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

NaTplo0Xo¢ KapUEAASTN 29
Carmellose sodium

FAUKEPOAN 1049
Glycerol
Zuvtnpnuévo vepd AEMPS EX001 g.s.ad 100 g

Preserved water AEMPS EX001

Mpoamaittovpeva / Prerequisites
CGR-ES-018 AEMPS EX001 Preserved water

MepLypa@n okevdopatog / Preparation description
Alo@avig eAaPPA KLTPLVWIH YEAN.
Transparent slightly yellowish gel.

References: [1]

Apaon kaL xpron / Action and use
Bdon f BonBnTtikd €kdox0 yla MeEPALTEPW MAPACTKEVEG. Agv vloBeTe(Tal To (Blo BUD peTd mpoobrikn SpaoTLkAg.
Base or auxiliary excipient for further compounding. Its BUD is not adopted unchanged after adding an active.

References: [1]

Mpobiaypagéc / Specifications
Alo@avig eAaPPA KLTPLVWIH YEAN.

Transparent slightly yellowish gel.
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References: [1]

®wg / Light

Agv mopéxeTal 6K eWTOOTABEPSTNTA TOU TEALKOU MPOIGVTOG. H amattoOEVn QUTONPOCTAC(O TOL MEPLEKTN,
€pboov opiletal, avagépetal atn POAAEN.

Finished-product photostability is not specified. Any required container light protection is stated under Storage.

References: [1]

Aépac kat o€eidbwaon / Air and oxidation

Agv apéxeTal HEAETN 0EEBWTLKAC oTaBePATNTOG TOL TEALKOD PiyuaTog o0Te anaitnon adpavolg atudopalpac.
Tnpeltal o mepLéKTNG TNG MNYAG.

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

References: [1]

Nepo kat SuaAvtotnTa / Water and solubility

H yAuKePOAN avaulyvoeTal Je vePS. AvTO 6ev KaBopi(Tel ULKPOBLOAOYLKH 0TABEPSTNTA TOU OKELAOUATOG.
YvotaTiké tng Bdong CGR-ES-017: MpomuAevoyAvkOAn: n avtiotolxn kKabap mpwtn VAN Katd JP elvat avauiEiun
oTo vePD.

Zvotatiké tnG Bdong CGR-ES-017: MeBuAonapaBévn: n avtiotowxn kabapr mpwtn OAN katd JP elval Alyo daivutn
01O vEPG.

2uoTaTiké TNG Bdong CGR-ES-017: MponuAonapaBévn: n avtiotowxn kKabapri mpwtn VAN katd JP elval moAd Alyo
dlaAvTr oto vepd.

Glycerol is miscible with water. This does not establish product microbiological stability.

Component of base CGR-ES-017: Propylene Glycol: JP classifies the corresponding pure raw material as miscible in
water.

Component of base CGR-ES-017: Methyl Parahydroxybenzoate: JP classifies the corresponding pure raw material
as slightly soluble in water.

Component of base CGR-ES-017: Propyl Parahydroxybenzoate: JP classifies the corresponding pure raw material
as very slightly soluble in water.

References: [2], [11], [12], [13], [14]

Yypaoia / Humidity

Ma 1o TeAkd okebaopa n mnyn opiCetL:

AdLagavéc BACo, mpootaoia and vypaoia, <25°C.

Yypookotitk] YAUKEPOAN: Tieploplote €KBeon TNC MPWTNG VANG oTNY LYpPOOTia.

Zuotatiké NG Bdong CGR-ES-017: MpomuAevoyALKOAN: LYPOOKOTILKH - KAe(veTE apéows To doxelo HeTA TN Afwn
NG amnoattolueVNE moagdTnTaC.

Zuotatiké NG Bdong CGR-ES-017: MpomuAevoyAuKOAN: n mpwTn VAN £{val LYPOOKOTILKA KT JP.

For the finished product the source specifies:

Opaque jar, protect from moisture, <25°C.

Glycerol is hygroscopic; limit raw-material exposure to moisture.

Component of base CGR-ES-017: Propylene glycol is hygroscopic; close its container promptly after measuring.
Component of base CGR-ES-017: Propylene Glycol: the raw material is hygroscopic according to JP.

References: [1], [2], [10], [11], [12]
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Osppokpacia / Temperature

Ma 1o TeAkd okebaopa n mnyn opiCeL:
AdLagavéc Balo, mpootaoia and vypaoia, <25°C.

For the finished product the source specifies:
Opaque jar, protect from moisture, <25°C.

References: [1]

pH kaiL cupBatoéoTnta / pH and compatibility

Aev op{Zetal €dikd €0pog pH TOL TEALKOD OKELAOTHATOG. Agv TipooTIBeTAL PLOULOTHC PH XWPIG TEKUNPLWHEVN
aAAayr Tng obvbeonc.

No finished-product pH range is specified. Do not add a pH adjuster without a supported formula change.

References: [1]

AAAec aAAnAemidpaocelg / Other interactions
FAUKEPOAN: emkivduvn avtidpaon pe Loyvpd oEEBWTIKA.
Glycerol: hazardous reaction with strong oxidising agents.

References: [2]

El81ka otolxeia ocvotaTtikwy / Ingredient-specific information

FAUKEPOAN: dxpwHO, dlavyEég, TMaxOPPELOTO KAl EVTOVA LYPOOTKOTILKG LYPO. AvaulyvieTal He VEPOS, aAAd elval
TMPAKTLIKA adldALTN o€ Atmopd Kol alBépla EAata.

FAukepdAn: napaAaBn He TALTOTNTA APXIKOD Mopaywyoy, MapTida kot agLdmoTo MOTOMOINTIKG. M TIG OYXETIKEG
MPWTEG DAeC, To FDA avagépel EAeyxo dLatBuAevoyALKOANG (DEG) kat atBuAevoyAukOANG (EG), KaBeuLdc €wg
0,10% oOPPWva HE TNV EQapUoaTéa Hovoypagia. To éplo agopd TNV mMpwTn VAN.

ZuoTaTiké TNG Bdong CGR-ES-017: MpomuAeVOoyAUKOAN (1,2-mponavodléAn): dxpwio, LEWEEC LYPd avaulELuo e
vePD, ToL AetTtovpyel WG oLVBLAADTNG KAl LYPAVTLKS. H napovoia TNG o€ PIKp MoodTNTA HEV AMOOELKVOEL EMAPKA
guvtApnon.

Zuotatiké NG Bdong CGR-ES-017: MpomuAevoyALKOAN: mPWTN OAN PE XOPAKTNPLOUS SLaALTOTNTAG OTO vEPD
«avouigLun» katd JP.

ZuoTaTiké TNG Bdong CGR-ES-017: MeBuAomapaBévn: mpwtn OAN PE XaApaAKTNPLOWS SLaAuTtdTNTUC OTO vEPS «AlyO
SLaAvTA» Katd JP.

YvotaTiké tng Bdong CGR-ES-017: MpomuAonapaBévn: mpwtn OAN HE XopaKTNPELOWS dlaAvtdTNTAG OTO VEPD
«TOAD Alyo SlaAvthA» Katd JP.

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

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.
Component of base CGR-ES-017: Propylene glycol (1,2-propanediol): colourless viscous water-miscible cosolvent
and humectant. A small amount does not establish adequate preservation.

Component of base CGR-ES-017: Propylene Glycol: raw-material water solubility is classified as miscible by JP.
Component of base CGR-ES-017: Methyl Parahydroxybenzoate: raw-material water solubility is classified as
slightly soluble by JP.

Component of base CGR-ES-017: Propyl Parahydroxybenzoate: raw-material water solubility is classified as very
slightly soluble by JP.

References: [2], [7]1, [101], [11], [12], [13], [14]
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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.

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

References: [1], [3], [8]

EKTipnon kKwvéovovu / Risk assessment

ZuoTtaTiké TNG Bdong CGR-ES-017: MpomuAevoyALKOAN: vntoAoy(Cetal N ouvoAlkr €kBeon amd OAa Ta pdpuaKa,
6lwg o€ veoyvd, MadLld KATW TWY 5 €TWY Kal veppLkA/Nratik duoAsLttovpyia. MNa and Tov oTOPATOG XopHynon:
mg/kg/nuépa = mg/mL X mL avd nuépa + Bdpog kg.

ZuykekpLuévn moptida avagopds: 100 g. Mpwto ovotatikd: NaTtplolXog KapueAASTN, 2 g. EAEyETe aveEdptnTa
TN XNMWKA Hoper, TG HOVAEdEeC Kal KABE KALUdKwaon pwv amnd COyLon.

Qc evdLdpeTo, PEPEL eLBLEAKPLTN TAVTAHTNTA KAL GLYKEVTPWON: 6ev dlaTiBeTal wg TEAKS @dpuako. H apaiwon A
npoagBrikn 6paoTtikic amnattel véo unoAoyloud ekbéxwv, ouvtrpnong Kat BUD. EAéyETe OTL kKGBE eEapTWHEYN Bdon
€xeL amodeopeLOEL.

KataypdyTe yla TNV TOMKA avdAuon moodTnTa avd mapaokevr, ouxvotnTa epyaoiag, dtdpkela avolkTtol
XELPLOMOD, TBAVEG 00006 €KBEONG KL AMOTEAECUATIKOTNTO TWY HETPWY eAEYXOL. AuTd elval atolela elaédov
NG agloAdynaong: 6ev amodidetal MPooXNUATIKAC TEALKOG BaBUdC KlvdOvou.

©epuULlkd 0TAdL0 TNG oLyKeKPLPEVNG Bladikaalac: eAEyETe BepudPETPO, TPOTIO BEPUAVONG, XPOVLKH SLdpKeLa Kot
anopuyr LEPBEpUavVONG/anWAELAg dLaADTN. To TéEAoC avAulEng dev TavTileTal pe TeEKUNPLWEVN YOEN 1 A PN
opoyevormoinon.

Inueio eAéyxouv amodéapuevong: eAEYETE CUOOWHATWHATA, KPUOGTAAAOLG, TOTILKEG BLAPOPEC LPNAG KAl EAEVBEPO
LYPS6 HETAE TNV OAoKARpwaon TNG pEBSdoL. Kataypdyte yewpeTpla avdpgng, péyebog napTidag Kal MPAyHATIKEG
OepUOKPAO(EG: HETAPOPA apLlBUOD OTPOPWY 0 GAAO avaulkTApa dev anodetkviel Looduvauia.

Component of base CGR-ES-017: Propylene glycol: assess exposure from all medicines, especially in neonates,
children under 5 and renal/hepatic impairment. For oral dosing: mg/kg/day = mg/mL X daily mL + body weight in
kg.

Reference batch: 100 g. First ingredient: Carmellose sodium, 2 g. Independently check chemical form, units and
every scale conversion before weighing.

As an intermediate, label identity and strength clearly and do not dispense as a finished medicine. Dilution or
addition of an active requires new excipient, preservation and BUD calculations. Confirm release of every required
base.

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.

For this procedure’s heating stage, check thermometer, heating method, duration and prevention of
overheating/solvent loss. Completion of mixing does not establish cooling or complete homogenisation.

Release checkpoint: inspect aggregates, crystals, local texture differences and free liquid after completing the
method. Record mixing geometry, batch size and actual temperatures; copying rpm to another mixer does not
establish process equivalence.

References: [11], [4], [101], [11], [16], [18]

ZuvOnkec mapaockevnG / Compounding conditions

To avtiotolyo PN AEMPS op(Cel Beppokpaoia xwpou 25 + 5°C kat oxeTikr vypaoia =60%, ekTtdC av n O6LKA
@épuovAa anattel dAAa. Mpdkettal yia mepBaAArov epyaciag, Oyt yia Beppokpacia BEpuavong f eUAAENG.
Tnpolvtal n oelpd mpoadrikng, n Beppokpaacia kat ot xpdvol mov avagépovtal otn Atadikaoioa Mapaokevig. H
€Ok povoypaia 6ev amoTeAel MARPN MEAETN KATAAANASTNTOG TOL TOMLKOD XWPOUL/EEOTIALOMOD.

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.
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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], [4]

Tekpnpiwon BUD / BUD rationale

Aldpkela otnv nNyr: 6 HAVEG LTIO TIC CLVBRKEG TNG MNYNAC.

H dudpketa avtr elvat 0dnyla TNG CUYKEKPLUEVNG QappoKoToLaG/MNYAG. ZTOV MapdvTa EAeyx0 dev emaAnBe0TNKE
MAAPNG MPWTOYEVAG HEAETN TIOL VA TEKUNPLWVEL TALTOXPOVA XNULKH, UOLKHA Kal UKPOBLOAOYLKH EMEKTAGCN TNG
(dlag TeAkrig obvBeong.

EMAEYEVOC YEVIKOG KOVOVAC: €WC 35 NUEPEC YL LBATIKA HOPPH HE KATAAANAO COOTNUA CLVTHPNONC OTNY TEALKH
obvBean Kat pH. Xpnaotwgonotjote 20-25 °C, i 2-8 °C yévo étav n nnyr To emTpénel/anattel Kat N popen
TMUPAPEVEL KATAAANAN. Agv entapkel N ovopacoia evédg ouvTnPENTIKOL €AV LTS €xel apalwOel, adpavomolndel
peETaepOBel o GAAN @don.

To 6pLo BLBALOYPAPLKAG ava@opd TnG napovoag £€kdoong elvat n cuvToudTePN HETAED TNG MapaTdvw dLdpKeLaG
mNYAG Kat Tou yevkoL oplov. MNa napdtaon anatte{tal TekunEiwaon mov KAAOTTEL
5paoTIKA/EKBOXO/MEPLEKTIKATNTA, MEPLEKTN, OepuoKkpaaia, HEO0B0 eVOELKTIKY OTABEPSTNTAC KAL, Yla LOATLKN
EMEKTAON, TNV AMOLTOOMEVN HIKpoBLloAoyikr Tekunpiwon. Epapuootéa enionun USP-NF povoypagia a&looyeital
XWPLoTAE 010 MAAPEG KE(PHEVS TNG.

Huepounvia xpriong = n evwpitepn emtpenth NUepounvia and napaokevr + emAeyUévn dldpkela, AREELC TPWTWY
LAWY Kal TUYXEY CLUVTOUOTEPO TEKUNPLWHEVO 6pLo. O xpdvog HeTA To dvolypa dev mapateivel To ouvoAkd BUD. H
TEAKH NUEPOUNVI{O CUPTANPWVETAL YLO TN OLYKEKPLUEVN AP T{BA HETA TOUG EAEYXOULG.

O yevikdG kavédvag anoteAel ouvTNPENTLIKS dpLo EMAOYAG Kol OXL MELPAMATIKA anddelgn otabepdTnTag TNG
nopTidac. H katnyopia ovuvdéeTal ye TNV TEAKA oOVOEON, TN guVTAPNON KAl TG EMTPENOUEVEG BEpUokpaaieg. H
T aw 6gv mMpokLTTEL and To MocoaTéd vEPOL N TNV anMWAeLx KaTtd TNV EApavon. MNa tekunpiwon xpnoluonotjote
SOP-014 kat F-006- ywa €161kr) aw, SOP-017 kat F-012.

H USP 6ev anattel pétpnon aw og k&Be un otelpo napackedaopa. H tekpunplwpévn tagwéunon tng
OLYKEKPLPEVNG a0vBeang umnopel va xpnotpomnole{tal wg 0dnydc: kataypdeeTal pntd we ekTiunon Kat éxL we
pétpnon. Auei{BoAn | oplakr Tagwéunon anattel €6Lkd TEKPAPLO A KATAAANAN H€TPNoN. H nuepounvia TeALKoOO
oKkeLAopaToC 6ev vmepPBaivel Tn SlaBéoiun NUEpounvia Twy BN MUPACKEVATUEVWY CLOTATIKWY/BACEWY, EKTOC Qv
€xeL voBeTnOel emapkAc 16K TeEKUNPlwon yla TNV akpLBr TeAKA obvBeaon.

Period reported by source: 6 months under the source conditions.

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

References: [1], [9], [15], [17], [19]
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Mpoamairtovpeva / Prerequisites
AEMPS EX001 Preserved water: CGR-ES-018

AEMPS EX001 Preserved water: CGR-ES-018

References: [1]

EEomAlopoGg / Equipment

Zuyo6¢ KaTtdAANANG eAdxLotng C0ylong, youdi/omepog i opoyevonolnthg, doxela avdulgEng, ondTtovAeg,
BepudueTpo dtav vndpyxel O€puavaon, dpyava oyKopETPNONG yla moodtTnTeG 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£0060¢ mapaokevng / Compounding method

ATIOOLUOOWHATWOTE KAPUEAASTN. OepudveTe cuvTnPnNUévo vePS epinov otoug 50°C. AlaonelpeTe KaPUEAASTN 01N
YAUKEPOAN o€ Lyblo, mpoobéate oto Bepud vepd Kal avadedoTe péTpla pEXPL Bepuokpaaia eptBdAAovtoc. AprioTe
nepimov 12 h péypt opoloyévela. Kéokivo 500 katd mnyn.

Deaggregate carmellose. Heat preserved water to about 50°C. Disperse carmellose in glycerol in a mortar, add to
the warm water and stir moderately to ambient temperature. Rest about 12 h until homogeneous. Source
specifies sieve 500.

References: [11], [4]

MNapatnpnioelg / Observations

H teAkr noodtnta elval n Bdon tou nivaka advBeong. Kataypdgovtal mpayuaTtiky 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]

MepLékTnG KalL cvokevaoia / Container and packaging
Adlagavég Balo, mpootaoia and vypaoia, <25°C.
Opaque jar, protect from moisture, <25°C.

References: [1]

MoloTikog éAeyxoc / Quality control

Ao pavig eEAaQPd KITPWWTH YEAN.

JuunAnpwiaTikol éAgyyotl Tou PN mou napamnéunet n nnyn:

Epedvion kat pdla. MNa oelpéc naptidwy: ektaoudTnTa, pH Kat pikpoBLoAoyikdg éAeyxog RFE 5.1.4.

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

EktaouétnTa PN/CP/003: otabepr noodtnTa Selypuatoc HeTaEDd LAALVWY TAAKWY, dladoxtkd Bdpn kat xpdvol
KoBopLlopévol Tomkd: peTpodvtal 600 SldpeTpol Kol ouyKpiveTal em@dvela €vavtt gopTiov. MpoTtelveTal
Beppokpaotakr petaBoAr £0,5°C. H nnyn dev d{vel kKaBoALlké dpLo amodoxrG: aLTO TEKUNPLWVETAL TOTILKA.
EAEYXOC TMOAVOALKWY TTPWTWY LAWVY: yla papHaKela, EAEYX0G KABe mapTidag | TeEKUNPLWEVN dlao@dAilon eAEyxou
and aglénioto npopndevth katd FDA. H anAr] Tavtonoinon pe IR dev anokAeiel DEG/EG.

H néBobog, To 6pLo amodoyxrc, N MPAYHATIKA TIUA KAl 0 EAEYKTAC KaTtaypdeovTal xwpLlotd oto F-005. Anotuyia
Kplowng mpodlaypa@rc odnyel o kapavtiva Kat dtepebivnon katd SOP-015- n emavdAnyn eAéyxwv xpeldleTal
attioAdynon.
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Transparent slightly yellowish gel.

Additional tests from the referenced SOP:

Appearance and mass. For batches: spreadability, 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.

Spreadability PN/CP/003: fixed sample quantity between glass plates, with locally defined successive loads and
times; measure two diameters and compare area against load. Temperature variation of £0.5°C is suggested. The
source gives no universal acceptance limit; establish it locally.

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: [11], [4], [5], [6], [7], [18]

®0Aagn / Storage
AdLagavéc BAlo, mpootacia and vypaoia, <25°C.
Opaque jar, protect from moisture, <25°C.

References: [1]

Awa0eon / Dispensing

Evbldueon Bdon ywa epyactnplakn xprion. H evowpdtwon dpaoctikAc anattel véo éAeyyxo obvBeong, pH,
ouvtApnong kot BUD Ttou teAlkol mpoiévTod.

Intermediate base for compounding. Adding an active requires reassessment of the final composition, pH,
preservation and BUD.

References: [1]

EmioApavon / Labelling

FéAN vatpLlolYoL KapUeEAASTNG 2% EX016

Epyaotnplakr Baon - 6xt auean xopriynon

Moocétnta: _ Maptida:

MNapaokevdotnke: _ XpAon éwg:

AoBeviig / 86on / ovyvéTnTa:

®OAAEN: AdLagavéc Balo, mpootaaoia and vypaoia, <25°C.
©eppokpaoia yla To BUD auTtig Tng naptidag:

Carmellose sodium gel 2% EX016

Compounding base - not for direct administration
Quantity: _ Batch: __

Prepared: __ Useby:

Patient / dose / frequency:

Storage: Opaque jar, protect from moisture, <25°C.
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/2003/EX/016 GEL DE CARMELOSA SODICA

FN/2003 ¢ nAekTpovikd Kel{evo pe NIPO 2020/2022 / electronic text with NIPO 2020/2022 | PDF pp. 2 | master formula | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2003_ex_016.pdf

[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

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]1 PN/L/FF/003/00 ELABORACION DE GELES

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 003_00.pdf

[5]1 PN/L/CP/001/00 DETERMINACION DE PH
Awabéoipo kelpevo / Retrieved text | PDF pp. 1-5 | qc 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

[6] PN/L/CP/003/00 DETERMINACION DE EXTENSIBILIDAD
Awabéoipo kelpevo / Retrieved text | PDF pp. 1-6 | gc method | 2026-09-10

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-control-de-producto/pn_I_cp_003_
00.pdf

[7] 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

[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] 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
[10] EMA - Questions and answers on propylene glycol used as an excipient, EMA/CHMP/704195/2013
9 October 2017 | Sections 1-3 and annex | ingredient facts | 2026-09-12
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https://www.ema.europa.eu/en/documents/scientific-guideline/questions-and-answers-propylene-glycol-used-excipient-medicinal-products-hu
man-use_en.pdf

[11] FN/2003/EX/025 SOLUCION CONCENTRADA DE HIDROXIBENZOATOS

2003 | PDF pp. 2 | master formula | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2003_ex_025.pdf

[12] MHLW - Japanese Pharmacopoeia XVIII: Propylene Glycol

JP XVIII, 2021; English text | Printed p. 1600; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[13] MHLW - Japanese Pharmacopoeia XVIII: Methyl Parahydroxybenzoate

JP XVIII, 2021; English text | Printed p. 1343; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[14] MHLW - Japanese Pharmacopoeia XVIII: Propyl Parahydroxybenzoate

JP XVIII, 2021; English text | Printed p. 1601; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[15] 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
[16] 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
[17] 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
[18] 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
[19] 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
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