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CGR-ES-004 | 10.0

Néoipn YéEAN KappeAAOCNG vaTtpiov 1% AEMPS

Sodium carmellose oral gel 1% AEMPS

BLBAloypagiki avagopd - Tomkr vtoBétnon / Reference monograph - Local adoption

MpoéAsvon kKat mpdéoRaocn otnv mnyn / Provenance and source access

H npoéAevon, n €k6oon Kol Ta dpLa TWY MAPEXOUEVWY QAMOCTIACUATWY/BLRALOYPAPLKWY avapopwyv dlatnpoldvTal.
To ke{pevo glval n mapexduevn Kat avabewpnuévn eyypaen Sikalias, éxL véa mARpNG avadnuoaievon tou
npwTtoTiNoL TG NMNYNG. MNpdoPfacn oto MAAPEG MPWTOTLTO Y{vETAL OTOV EMONUO EKOATN, PE TNV AMALTOOUEVN
4abeta fj ouvdpopr. Agv SNAWVETAL OTL EKKPEUEC alTnua emavdypnong €xeL eyKpLOel.

Source provenance, edition and limits of supplied extracts/references are retained. This is the supplied and
revised Sikalias record, not a newly supplied complete publisher-original text. Consult the official publisher for full
originals under the required licence or subscription. No pending reuse request is represented as approved.

Z0vOeon avagopdc / Reference formula
Bdon / Basis: 100 mL

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

NaTplo0Xo¢ KapUEAASTN lg
Sodium carmellose

Yowp HE oLVTNPENTIKA XWPI(G MPonmuAEVOYALKOAN AEMPS g.s. ad 100 mL
Preserved water without propylene glycol AEMPS

MpoanaiToVpeva / Prerequisites

CGR-ES-002 Preserved water without propylene glycol AEMPS

Meplypa@n okevaopatog / Preparation description

Ekd0Y0 MOCLUWY MAPACKELWVY: MAoLun YEAN KapueAASTnG vatplov 1% AEMPS. Mpdobeta KpLTApLa epedviong dev
TEKUNPLWYVOVTAL 0TO eEeTaoBEY €1OLIKO Kel(evo.

Oral vehicle: Sodium carmellose oral gel 1% AEMPS. Additional appearance criteria are not established by the
specific text reviewed.

References: [1]

Apaon kaL xpron / Action and use

Bdon fj BonBnTtikd €kdoX0 MAPACKELWY CUUPWYVA [E TOV T{TAO: N MPooBrkn 6paaTikrg anattel EExwploTh
a&LoAdynon cupBatdédTnTac/oTabepdTNTAC.

Compounding base or auxiliary vehicle as named; addition of an active requires separate compatibility/stability
assessment.

References: [1]

Mpodiaypagic / Specifications
pH 6-8

pH 6-8
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References: [1]

®wg / Light

MNa to TeAkd okebaopa n nnyr opiCeL:
Kexpiunapévia yodAwn eLdAn, Bdwtd nwua, 2-8 °C: npootacia and ¢wc/vypaaia.

For the finished product the source specifies:
Amber glass screw-cap bottle, 2-8 °C; protect from light/moisture.

References: [1]

Aépac kat o€eidbwon / Air and oxidation

Aev mapéxetal HEAETN 0EEWOWTIKAC 0TABEPOTNTAC TOL TEALKOD HiypaTog o0Te anaitnon adpavolc atudéoealpac.
Tnpeitatl 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

JuotaTtikd TG Bdong CGR-ES-002: MapaddpoEuBevloikdc peBuAeotépac: n avtiotolyn Kabaprn mpwtn OAN KATd
JP elvat Alyo 6laAvtr oTto vepd.

Yvotatikd tTnG Bdong CGR-ES-002: Mapaddpo&uPevloikdg mpomuAeaTtépag: n avtiotolyn Kabapr mpwtn OAN KaTd
JP glvat moAD Alyo SlaAuTH oTo vePd.

Component of base CGR-ES-002: Methyl Parahydroxybenzoate: JP classifies the corresponding pure raw material
as slightly soluble in water.

Component of base CGR-ES-002: Propyl Parahydroxybenzoate: JP classifies the corresponding pure raw material
as very slightly soluble in water.

References: [8], [9], [10]

Yypaoia / Humidity

lNa to TeAkd okebaoua n nnyn opiCeL:
Kexpiumapévia yodAwn LaAn, BdwTtd nwua, 2-8 °C- npootaocia and pwc/vypaoia.

For the finished product the source specifies:
Amber glass screw-cap bottle, 2-8 °C; protect from light/moisture.

References: [1]

Oeppokpacia / Temperature

Mo to TeAkd okebaopa n nyr opiCeL:
Kexpiunapévia yodAwn eLdAn, Bdwtd nwua, 2-8 °C: npootacia and gwc/vypaaia.

For the finished product the source specifies:
Amber glass screw-cap bottle, 2-8 °C; protect from light/moisture.

References: [1]

pH kaiL cupBatoTnTa / pH and compatibility

MpodLaypa@r Tou CUYKEKPLUEVOL OKELAOUATOG, Ot E0POC amnodedelyuévne otabepdTnTac:
pH 6-8

Specification of this preparation, not a demonstrated stability range:
pH 6-8
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References: [1]

AAAec aAAnAenibpaoclg / Other interactions

Agv mopéxeTal mAAPNG doku cupBaTdTNTAG TOL PiyHaTog Pe MPdobeTa SpaaTikd B dlagopeTikd £€kdoya. Ot
LTIOKATAOTAOELG amaLTolY XWwPLoTh Tekunpiwon.

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

References: [1]

Eldika otolxeia cvotaTtikwy / Ingredient-specific information

Tavtonoinon kat Bdon Coylong:

* NatpLoOxog kKapueAAdln: 1 g.

¢ 'Yowp e ocuvTnpnTikd xwpic mpomuAevoyAukdAn AEMPS: g.s. ad 100 mL.

OL dnAwpéveg popeég/moldTnTeG avrikouv otnv akpLBr cbvleon tng mnyrg.

Zvotatiké tnG Bdong CGR-ES-002: MNapaddpoguBevloikdg pebBuAeotépag: mpwTn OAN UE XapaKTnPloud
dloAvTéTNTOG 0TO VEPS «Alyo BlaAuTrh» Katd JP.

2u0oTaTIKé TNG Bdong CGR-ES-002: MapaddpoEuBevloikOC MPOMUAECTEPAC: MPWTN DAN HE XOPAKTNPLOUS
dloAvTéTNTAG 0TO VEPS «TIOAD Alyo SLaAvTr» Katd JP.

Identity and weighing basis:

¢ Sodium carmellose: 1 g.

* Preserved water without propylene glycol AEMPS: g.s. ad 100 mL.

The specified chemical forms/grades belong to the exact source formula.

Component of base CGR-ES-002: Methyl Parahydroxybenzoate: raw-material water solubility is classified as
slightly soluble by JP.

Component of base CGR-ES-002: Propyl Parahydroxybenzoate: raw-material water solubility is classified as very
slightly soluble by JP.

References: [1], [8], [9], [10]

Mpootacia epyalopévwy / Staff protection

KaBapr poakpupdvikn epyaotnplakr evduvpoaoia, KAALYN HOAALWY Kal YEvTia KaTd Tov XELPLOPS. ANy YOV TLWY
HETE and enudAvvan/ebopd.

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

References: [11], [2], [6]

EKTipnon kKivdéovovu / Risk assessment

ZuykekpLuévn moptida ava@opds: 100 mL. Mpwto cuoTaTikd: NaTpLolyog KapueAAOLn, 1 g. EAEyETe avegdptnTa
TN XNMWKA Hoper, TG HOVEdEeC Kal KABE KALUdKwaon mpv amnd COyLon.

Qc evdLldpeco, PEPEL eLBLEAKPLTN TAVTAHTNTA KAL GLYKEVTPWON: 6ev dlaTiBeTal wg TEAkS edppako. H apaiwon A
npoaBnrikn 6paoTikic amnaltel véo uroAoyloud ekbéxwv, ouvtrpnong Kat BUD. EAéyETe OTL KGBE eEapTWHEYN Bdon
€xeL anmodeopeLOEL.

KataypdyTte yla TNV TOMKA avdAuon moodTnTa avd mapaokevr, ouxvotTnTa epyaoiag, dtdpkela avolkTtol
XELPLOMOD, TBAVEG 00006 €KBEaNG KL AMOTEAECUATIKOTNTO TWY HETPWY eAEYX0L. AuTd elval atowela elaédov
NG agloAdynaong: 6ev anodidetal MPooXNUATIKAC TEALKOG BaBUdC KlvdOvou.

©epuLlkd 0TAdL0 TNG oLyKeKPLPEVNG Sladikaalac: eAEyETe BepUdPETPO, TPOTIO BEPUAVONG, XPOVLKH SLdpKeLa Kot
anopuyr LEPBEpUavVONG/anMWAELAG dLaADTN. To TéAoC avAulEng dev TavTileTal pe TeEKUNPLwEVN YOEN 1 A PN
opoyevormoinon.

Inueio eAéyxouv amnodéopevong: enPBeBatote TeEAKS dyko | udla otn Bepuokpacia avagopdc, Stadyela A
npoBAenduevn Slaomopd Kal CUPPWYVIR MEPLEKTN/MWUATOG UE TN GUVTAYH. A OYKOUETPLKA avaywyh 1Unv
eglowveTe g pe ML xwpi(g TEKUNPLWUEVN TTIUKVOTNTA.
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Reference batch: 100 mL. First ingredient: Sodium carmellose, 1 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: confirm final volume or mass at the reference temperature, intended clarity or dispersion,
and specified container/closure. Do not equate grams and millilitres without a justified density.

References: [1], [12], [14]

ZuvOnkec mapaockevng / Compounding conditions

To avtiotolxo PN AEMPS opi{Cel Beppokpacia xWpouv 25 + 5°C Kat oxeTKA vypaoia =60%, eKTOC av n €L6LKA
@OpuoLAa amattel dAAa. Mpdkettal yia neptBdAAov epyaoiag, éxt yia Bepuokpaoia 8€puavong i OAAENG.
TnpolvTaL n gelpd Mpoadbnkng, n Oeppokpacia Kat ot xpdvol ov avagépovtatl ot Atadikaoia Mapaokevic. H
€Lk povoypagia 6ev anmoteAel MAPN HEAETN KATAAANAOTNTOC TOL TOTLKOU XWPEOL/EEOTALOUOD.

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

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

Aldpkela otnv nnyr: 6 HAVEG.

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

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

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

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

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

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

Period reported by source: 6 months.

This duration is a specific formulary/source instruction. This review did not verify a complete primary study
establishing chemical, physical and microbiological extension for the same finished formulation.

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

The reference-policy ceiling in this edition is the shorter of the source period above and the general ceiling.
Extension needs matching active/excipients/strength, container, temperature, a stability-indicating method and
the required microbiological evidence for 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: [11, [7], [11], [13], [15]
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Mpoamairtovpeva / Prerequisites
Preserved water without propylene glycol AEMPS: CGR-ES-002
Preserved water without propylene glycol AEMPS: CGR-ES-002

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.
BaBuovounuévo pHUETPO Kal KATAAANAQ PUBULOTIKA EAEYXOU.

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

References: [1]

M£0060¢ mapaokevng / Compounding method

OeppdveTe To OYNUA oToug 50 °C. Alaone(pete oTtadlakd TNV KAPUEAASTN xwWpPl{c oBWAOLG | eyKAWRLOPS aépa.
AprioTe va anaepwbel.

Heat vehicle to 50 °C. Gradually disperse carmellose without lumps or entrained air. Allow bubbles to escape.

References: [1]

Napatnpnoelg / Observations

H teAkn noodtnta eivatl n Bdon touv nivaka advBeong. Kataypdgovtal mpaypaTiky anddoon, TuXOv amWAELEG Kot
amoKA{OELG 0TO QUANO EKTEAEDNG.

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

References: [1]

MNeplékTNG KaL ovokevaoia / Container and packaging
Kexpiunapévia yodAwn eLdAn, Bdwtd nwua, 2-8 °C: npootacia and ¢wc/vypaaia.
Amber glass screw-cap bottle, 2-8 °C; protect from light/moisture.

References: [1]

MowoTikOG éAeyxoc / Quality control

pH 6-8

JupnAnpwpaTikol éAgyxol Tou PN mou nopamnéunet n nnyr:

Epgdvion kot pdda. Ma oelpég napTidwv: ekTaoudTnTa, pH KOl LkpoBLoAoyLkdg €Aeyxog RFE 5.1.4.

pH katd PN/CP/001: Katd kavéva pétpnon oto delypa xwplc mpoenegepyaoia, ekt €WOLKAG 0dnylag. MNa akppn
pétpnon e@apudleTal MOTEVOLOMETPLKY HéB0BOC RFE 2.2.3- ol Tawvieg neplopi{Covtal oe eAéyxoug mov dev
amnattoOv vynAn akpiBeLa.

EktaowuétnTa PN/CP/003: otabepr noodtnta Selypnatog neTad LAALVWY TAAKWY, dladoxtkd Bdpn kat xpdvol
KoBopLopévol Tomkd: peTpovvtal 600 SldpeTpoL Kol oLyKpiveTal em@dvela €vavtt gopTiov. MpoTtelveTal
Bepuokpactakr HeTaBoAr £0,5°C. H nnyr 6ev divel kaBoAikd dplo amodoxAC: auTO TEKUNPLWVETAL TOTKA.

H néBodog, to dpLo amodoyrg, N MPayUaTIKA T KoL 0 EAEYKTAG KaTtaypdeovtal xwploTtd oto F-005. Anotuyia
Kplowng nmpodlaypaeric odnyel oe kapavtiva kat dtepedvnon katd SOP-015- n emavaAnyn eAéyxwv xpeltdletal
attioAdynan.

pH 6-8
Additional tests from the referenced SOP:
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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.

Record the method, acceptance criterion, actual result and reviewer separately in F-005. A critical specification
failure requires quarantine and investigation under SOP-015; retesting needs justification.

References: [11], [3], [4], [5], [14]

®0AaEn / Storage
Kexplunapévia yodAwn @LaAn, Blowtd nwua, 2-8 °C- npootaocia and pwc/vypaoia.
Amber glass screw-cap bottle, 2-8 °C; protect from light/moisture.

References: [1]

A1aOeon / Dispensing

Evbldueon Bdon yla epyaotnplakh xprion. H evowpdtwon 6pactikig analtel véo éAeyxo abvBeanc, pH,
guvtApnong kat BUD tou teAtkol npoidvtoc.

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

References: [1]

EmioARpavon / Labelling

MNéoun YéAN KappeAASTNg vatpliov 1% AEMPS

Epyaotnpiakn Bdon - dxt dueon xopriynon

Mooétnta: _ Noptida:

Mapaokevdotnke: _ XpAon éwg:

AcBeviiG / 660on / ouxvéTnTO:

DOAaEN: Kexplumapévia yudAvn eLédAn, Bdwtéd nwpa, 2-8 °C- npootacia and ewc/vypaoia.
©eppokpaoia yla To BUD autAg tng naptidag:

Sodium carmellose oral gel 1% AEMPS

Compounding base - not for direct administration

Quantity: _ Batch:

Prepared: _ Useby:

Patient / dose / frequency:

Storage: Amber glass screw-cap bottle, 2-8 °C; protect from light/moisture.
Temperature for this batch BUD: __

References: [1]

v9_controls / v9_controls

To apBunTikd épLo oto apyeio eivat pévo 6pLo BLBALOYPAPIKAG ava@opds uTtd TLG £LOLKEG IPoDTOBETELG. Agv €XEL
optotel BUD mpaypaTikig mopTtidac kat 6ev éxouv napaydel petprioelc aw. H akplBrig obvbeaon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN Kol Ta aTolxela eAéyyou TPEMEL val YKPLOODY YL TH OUYKEKPLUEVN
epapuoyn. H évap&n touv vrmoAoylopol BUD eival n évapEn tng napaokevnic. Eeapudletal To GLUVTOUOTEPO
TEKUNPLWHEVO OpLo, HE XWPLOTO EAEYXO BLapKELOG HETA TO dvolyua. Ta dplta USP g{val texvikd mAaiolo kot dev
napovoldfovtal WG eAANVIKH voupobeaoia.

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
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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 EAANVLKY Kot ayYALKH andédoon/opydvwon otolyelwv TnG avagepdpevns mNyRG. Aev anoTteAel enlonun HETd@paon 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 koL mapanopunéc / Sources and references

[1]1 FN/2023/EX/030 GEL DE CARMELOSA SODICA ORAL AL 1%

2023 | PDF pp. 1-2 | master formula | 2026-10-14
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2023_ex_030.pdf

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

AwaB€oipo kelpevo / Retrieved text | PDF pp. 1-5 | general staff protection | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_|_pg_002_00.pdf
[3] PN/L/FF/003/00 ELABORACION DE GELES

AwaB€otpo kelpevo / 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

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

AwoBéotpo keipevo / Retrieved text | PDF pp. 1-5 | gc method | 2026-09-10

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

[5] 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

[6]1 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] 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

[9]1 FN/2017/EX/028 AGUA CONSERVANTE SIN PROPILENGLICOL

2017 | PDF pp. 1-2 | master formula | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2017_ex_028.pdf

[10] 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

[11] lllinois IDFPR - Nonsterile Compounding Self-Inspection Report

Public checklist, retrieved 12 September 2026 | pp. 15-16, Establishing beyond-use dates | Public regulatory implementation of USP <795>;
not Greek law; general limits and requirements for extension | 2026-09-12

https://idfprapps.illinois.gov/Forms/PDFs/NONSTERILECOMPOUNDINGSELFINSPECTIONREPORT.pdf
[12] NIOSH - Managing Hazardous Drug Exposures: Information for Healthcare Settings

2023; DHHS (NIOSH) 2023-130 | Risk assessment; printed pp. 27-33, activity/formulation control table | Workplace exposure, hierarchy of
controls and activity-specific PPE; US government public-domain document | 2026-09-12

https://www.cdc.gov/niosh/docs/2023-130/2023-130.pdf?id=10.26616%2FNIOSHPUB2023130
[13] USP - Compounding Standards and Beyond-Use Dates, 2022 update
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November 2022, published by USP; public copy hosted by Mississippi Board | pp. 1-2; nonsterile table | Risk-based default categories; not
product-specific stability or Greek law | 2026-09-12

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

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

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

Updated 1 November 2023 | Questions 52, 54-56, 60-62; PDF pp. 11-14 | Primary clarification of aw classification, extension prerequisites and
compounded-component BUDs; not automatic Greek legal adoption | 2026-10-14

https://pages.usp.org/rs/711-SXF-172/images/HQS%20-%20USP%20GC%20795%20FAQs.pdf?version=0
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