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CGR-BE-005 | 10.0

FEANn KapBopegpoic 980 FTM
Carbomer 980 gel FTM

BLBAloypagiki avagopd - Tomkr vtoBétnon / Reference monograph - Local adoption

MpoéAsvon kKat mpdéoRaocn otnv mnyn / Provenance and source access

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

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

Z0vOeon avagopdc / Reference formula

Bdon / Basis: 100 g

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

KapBouepéc 980 19
Carbomer 980

EGeTikd dvdTplo 100 mg
Disodium edetate

MpomnuAevoyALKOAN 10g
Propylene glycol

TpoueTapdAn 1lg
Trometamol
Yowp Pe ouvTnpnTikd FTM g.s.ad 100 g

Preserved water FTM

MpoanaiToVpeva / Prerequisites
CGR-BE-003 Preserved water FTM

Meplypa@n okevaopatog / Preparation description

Bdon yéANG: TEAN KapBopepolg 980 FTM. Mpdobeta KpLTApLA ELPAVLIONC HEV TEKUNPLWVOVTAL OTO EEETAOBEY
€LOLKO Kelpevo.

Gel base: Carbomer 980 gel FTM. Additional appearance criteria are not established by the specific text reviewed.

References: [1]

Apdaon kaL xpon / Action and use
Ekboxo/Bdon yia TNV KATAAANAN TEAKA Mapaokevr: anatte{tal EAeyx0oG oupBaTtédTnTAC.

Excipient/base for an appropriate final preparation; compatibility must be assessed.
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References: [1]

Mpobiaypagéc / Specifications

H o0vBeon kat n TeAkr mogdTnTa akoAovBolv Tov mivaka (100 g). Asv dlvetal el61kS aplBunTikd €0pog assay,
HikpoBLakol gopTtiov 1§ puoltkoxnukol eAEyxov 0To e§eTa0BEY €16k Keluevo- Hev amnodidetal avbaipeTo 6pLo.

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

References: [1]

®wg / Light

Aev apéxeTal 6LIKA pWTOOTABEPGTNTA TOL TEALKOD TMPOIOVTOC. H aMaLTOOUEVN QWTOMPOOTAC( TOV MEPLEKTN,
epboov opiCetal, avagépetal atn GOAAEN.

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

References: [1]

Aépac Kat o€eidbwaon / Air and oxidation

Aev mapéxeTal HEAETN 0EEWOWTIKAC OTABEPOTNTAC TOL TEALKOD HiypaTog o0TE anaitnon adpavoldg atudéoealpac.
Tnpe(tal o MEPLEKTNG TNG MNYAG.

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

References: [1]

Nepo kat dtaAvtéTnTa / Water and solubility

MponuAevoyAvkOAn: n avtiotolyn kabapn MpwTn OAN KaTd JP elvatl avaplElun oto vepd.

Yvotatikd TnG Bdong CGR-BE-003: MapaddpoguBevloikdg peBuAeaTtépag: n avtiotolyn kabapr mpwTn OAN KaTd
JP glvat Alyo dlaAvtr oto vepd.

Zvotatikd tne Bdong CGR-BE-003: MapaddpoEuBevloikdc mpomuAeotépag: n avtiotolyn kabapr npwtn OAN KaTtd
JP glvat MoAD Alyo SlaAutH oTo vepd.

Propylene Glycol: JP classifies the corresponding pure raw material as miscible in water.

Component of base CGR-BE-003: Methyl Parahydroxybenzoate: )P classifies the corresponding pure raw material
as slightly soluble in water.

Component of base CGR-BE-003: Propyl Parahydroxybenzoate: JP classifies the corresponding pure raw material
as very slightly soluble in water.

References: [4], [8], [9], [10]

Yypaoia / Humidity

MpomuAevoyAUKOAN: LYPOOKOTILKH - KA(veTE apéows To doxelo HeTA TN AWn TNG AMALTOOUEVNG MOCOTNTOAG.
MpomnuAgvoyAukdAn: n mpwtn OAN elvatl LYPOOKOTILKY KaTd JP.

Propylene glycol is hygroscopic; close its container promptly after measuring.
Propylene Glycol: the raw material is hygroscopic according to JP.

References: [3], [4]

Oeppokpacia / Temperature

AEV TEKUNPLWVETAL EMTPENTH BepUoKpaTLlaKkr andkALon 1} KOKAOC KaTdwuEnc/andyuEnc. OL Bepuokpaciec
TPAOKELHG Kol QUAAENG avagépovTal ota avtioTola nedia.
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No permitted temperature excursion or freeze-thaw cycle is established. Processing and storage temperatures are
stated in their respective fields.

References: [1]

pH kaiL cupBatoéoTnTa / pH and compatibility

Aev op{CeTal €d1kd €0pog pH TOL TEALKOD OKELAOTHATOG. Agv TipooTBeTAL PLOBULOTHC 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 aAAnAemidpaoccelg / Other interactions

Agv opéxeTal MARPNG doKLUA cUPBATATNTAC TOL UiyHOTOC PE MPOoBeTH HpaoTIKA 1} SlapopeTikd €kboxa. OL
LTIOKATAOTACELG analTolv XwpeLloTH Tekunplwon.

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

References: [1]

Ewbikd otowxeia ovotatikwyv / Ingredient-specific information

MpomuAgevoyAukdAn (1,2-nponavodidAn): dxpwpo, LEwdeG vypd avapi&Lo pe vepd, mov Aettovpyel WG ouvdLAADTNG
KoLl LYpavTiké. H napovaia tnG o€ pikpr moodtnTa dev anodelkviel enapkr ouvtripnaon.

MPOTMLAEVOYAUKOAN: MPWTN OAN UE XOPAKTNPLOUO SLaALTOTNTAG OTO VEPS «avaM(ELUN» KaTd JP.
MPOTMULAEVOYAUKOAN: MopaAaBr HE TALTOTNTA ApPXLKOL Mapaywyoy, mapTida kat aELdmioTo moTtonolnTikd. MNa TLg
OXETLKEG MPWTEG VAEG, TO FDA avagépel EAeyx0 SLatBuAevoyAukOANG (DEG) kat atBuAevoyAukdAnG (EG), kaOegudg
€w¢ 0,10% oOpQWva PE TNV EQapPooTéa ovoypagia. To dplo agopd TNV MPwTn VAN.

Zvotatiké tnG Bdong CGR-BE-003: MapaddpoguBevloikdg peBLAETTEPAG: TPWTN VAN UE XAPAKTNPLOWS
dloAvTéTNTOG 0TO VEPS «Alyo BlaAuTrh» Katd JP.

2uoTaTiké TNG Bdong CGR-BE-003: MapaddpoEuBevoikdc MPOonMUAECTEPAG: MPWTN DAN ME XAPAKTNPLOUO
dloAvTéTNTAG 0TO VEPS «TIOAD Alyo SLaAvTri» Katd JP.

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

Propylene Glycol: raw-material water solubility is classified as miscible by JP.

Propylene glycol: 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-BE-003: Methyl Parahydroxybenzoate: raw-material water solubility is classified as
slightly soluble by JP.

Component of base CGR-BE-003: Propyl Parahydroxybenzoate: raw-material water solubility is classified as very
slightly soluble by JP.

References: [3], [4], [5], [8], [9], [10]

MpooTtacia epyalopévwy / Staff protection

KaBapr pakpuudvikn epyaotnplakr evduvpaoia, KAALYN HOAALWY Kal YEvTia KaTd Tov XELPLOPS. ANy YOV TLWY
METE amnd empdAvvon/eBopd.

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

References: [1], [2], [6]
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ExTtipnon kivdovov / Risk assessment

MpomMLAEVOYAUKOAN: untoAoy(Cetal N oLVOALKH €kBeon amd dAa Ta edpuaka, L6{wg og veoyvd, matdld KATW Twv 5
ETWVY Kal vepLkhA/Nnatikr) duoAettovpyla. MNa and tov otéuatoc xopriynon: mg/kg/nuépa = mg/mL x mL avd
nuépa + Bapoc kg.

YuykekpLuévn napTtida avagpopdc: 100 g. Mpwto cvoTtatikd: KapBouepég 980, 1 g. EAEyETe aveEdpTnTa TN XNULKA
Hop@H, TIC HOVADEC Kal KABe KALHdKkwaon pLv and CoyLon.

Q¢ evdLldpeco, pEpeL eLBLEAKPLTN TAVTAHTNTA KAL CLYKEVTPWON: 6ev dlaTiBeTal WG TEAKS @dppako. H apaiwon A
npoaBrikn SpaoTtikAg amnattel véo untoAoyLloud ekbéxwv, ouvtrpnong Kat BUD. EAéyETe OTL kKGBe eEapTWHEYN Bdon
€xeL anodeopevOel.

KataypdyTe yla TNV Tomkr avéAvon moagdtnta avd napaokevr, ouxvotnTa epyaciag, SLdpKeLa avoLlKToD
XELPLOPOD, TIBaVEC 0600¢ €KBEONC KL ATIOTEAECHOTIKOTNTA TWY HETPWY EAEyX0L. AuTd elval otowxela etlcdbouv
NG aEloAdynong- 6ev amnodibetal MPooXNUATIKOG TEAKOC BaBUdC KlwbOvou.

Znuelo eAéyyxou amnodéapevonG: EAEYETE CUOOWHATWHATA, KPUOTEAAOUG, TOTILKEG BLOAPOPEG LG KAl EAEDBEPO
LYPO HETE TNV OAOKARPWON TNG HEBGBOL. KataypdyTte yewueTpla avauéng, uéyeboc naptidag KoL MPAYHATIKEG
OEPUOKPAOIEG: HETAPOPA apLlBUOD OTPOPWY 0 GAAO avaulkTApa dev anodetkviel Looduvauia.

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: Carbomer 980, 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.

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], [3], [12], [14]

ZuvOnkec mapaockevnG / Compounding conditions

Mpw and avdugn: Tavtonoinon XNUKAG HopeAG Kal napTidag KdBs cuoTaTIKoD, KaTayPaeH BEWPNTLKWY
MOCGOTATWY KAt EAEYXOGC KaBapLOTNTAC TOL EEOMALOUOV. OL BEPUOKPAOIEG Kal N oElpd MPOooBRKNC elval AVTEG TNC
nopokdTw Sladikaciag.

Before mixing: verify each ingredient’s chemical form and lot, record theoretical amounts and check equipment
cleanliness. Follow the temperatures and addition sequence in the procedure below.

References: [1], [6]
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Tekpunpiwon BUD / BUD rationale

Agv gvtomni{oTnke €8LKA MELPAPATIKA BLEPKELX IOV Vo KAAOTITEL OAGKANPN TNV akpLBA glvBeaon, Tov MEPLEKTN Kal
TN HLKPORLOAOYLKH KaTaAANASTNTA.

EMAEYEVOG YEVIKOG KOVOVAC: €WC 35 NUEPEC YL LOATIKA HOPPH HE KATAAANAO 0OOTNUA CLUVTHPNONG OTNY TEALKA
obvBeon Kat pH. Xpnotuonowjote 20-25 °C, 1§ 2-8 °C pévo étav n nnyn to emtpénel/anattel Kol n popen
MUPAPEVEL KATAAANAN. Agv entapkel N ovopaoia evég ouvTnNPENTIKOL €AV LTS €xel apalwOel, adpavomrolndel
HETOQEPOEL oE AAAN @don.

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

0O yeVIKOG Kavovag anoTeAel ouvtnpENTkd 6pLlo eMAOYAC Kol OxL MELpapaTIK anddelEn otabepdTNTAC TNG
naptidag. H katnyopla ouvdéeTal pe TNV TEAKH oOVBeOn, TN OLVTAPNON KOl TLG EMTPENOUEVEG BEpUoKpaoiec. H
T aw dgv mpokKOMTEL And TO MOCOATO VEPOL H TNV AMWAELX KATA TNV §Apavon. MNa tekunpiwon xpnotlonotiote
SOP-014 kot F-006- yia €16ikry aw, SOP-017 kot F-012.

Atevkpivion USP: 6ev anatte{tal pétpnon aw yia kdOe un otelpa napaockevr. H katnyopla pnopel va tekunplwoel
and TNV akpLBr oOvBeon Kal KATAAANAQ AVTUTPOCWTELTIKA Mapadelypata: 6tav n ocbvbeon slvat aBéBain
oplakh, mpoTidTal 6K LETPNON HE KATAAANAN LéB0BO. ZTNV apoloa €kdoan Hev LTIAPYXEL HETPNUEVN aw OUTE
anodeopevpévn mopTida. H 6ldpkela ToL TEALKOD OKELAOUATOC KATA Kavdva dev vepBaivel To evamnopévov BUD
TWY EVOWHATWHEVWY YOANVIKWY Bdoswv/evdlapéowv. EEaipean xpetdletal edikA attioAdynon 4tL dev
ennpedfetal SBLOPEVWCS N PLOLKH, XNMLKA 1} HikpoBLloAoylkr motdtnTa. KataypdyTte XwpeLoTd TeAKS 6plo,
NUEPOUNVIX MOPAOKELHG TWY EVOLAPETWY KAl TIPAYHATIKA nuepounvia ARENG TOLG.

No specific experimental period was located covering the complete exact formulation, container and
microbiological suitability.

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.

Use-by date = the earliest allowed date from preparation plus selected period, ingredient expiries and any shorter
supported limit. In-use dating never extends overall BUD. Complete the actual date for the batch after the
required checks.

A default is a conservative dating limit, not experimental proof of batch stability. Its category depends on final
composition, preservation and permitted temperatures. Water percentage or loss on drying does not determine
aw. Document using SOP-014/F-006; use SOP-017/F-012 for specific aw evidence.

USP clarification: aw measurement is not required for every nonsterile preparation. Category assignment may use
the exact composition and relevant representative examples; an uncertain or borderline formulation is best
assessed by a suitable specific measurement. This edition contains no measured aw or released batch. The final
preparation generally must not outlast the remaining BUD of its compounded bases/intermediates. An exception
requires specific justification that physical, chemical and microbiological quality is not adversely affected. Record
the final limit, intermediate preparation dates and their actual expiry dates separately.

References: [1]1, [11], [13], [15]

MpoanaiTtobpeva / Prerequisites
Preserved water FTM: CGR-BE-003

Preserved water FTM: CGR-BE-003

References: [1]

EEomAlopog / Equipment

Zuyég KaTtdAANANG eAdxloTng COyLong, youdi/omepog A opoyevonolnTthg, doxela avdulgng, ondTtovAeg,
BepudueTpo dtav vndpyel O€ppavaon, dpyava oyKopéTPNoNnG 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.
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References: [1]

M£0060¢ mapaokevng / Compounding method

AvauiEte TG KbveLg oto Lydio. Mpoavaui§te 85 g cuvTnENUEéVOL DOATOG HE TNV TTPOTIVAEVOYAUKAAN Kot
EVOWMATWOTE oTadlakd. ZuumAnpwaote ota 100 g kKat apriote 15 min yla déykwon.

Mix powders in a mortar. Premix 85 g preserved water with propylene glycol and incorporate gradually. Adjust to
100 g and allow 15 min to swell.

References: [1]

Napatnpnoclg / Observations

H ouykekpluévn motdtnta apopd depuatikr Bdon. OEwec, KATIOVIKEC ovaleG Kol NAEKTPOADTEG UMopoly va
peTaBdAouv Tn YéAN. H aouvtripntn napaiiayr €xel 6plo 1 eBdouddag atnv nnyn.

This grade is for a cutaneous base. Acids, cations and electrolytes may alter the gel. The source gives 1 week for
the unpreserved variant.

References: [1]

MeplékTnG KaL ovokevaoia / Container and packaging

EmAoyn yia Tomtk agloAdynaon: ateyavd ocwAnvdpLo f doxelo NULOTEPEWY PE KATAAANAN enévbuan. Mpw amnd
MAAPWON EAEYYXOVTAL KABAPLOTNTA, AKEPALOTNTA, OTEYAVOTNTA KAl CUMBATOTNTA LALKOU/MWUATOC. H €8LKA
Hovoypoia SEV TEKHUNPLWVEL CUYKEKPLUEVO EUMOPLKS TTEPLEKTN.

Selection for local assessment: tight semisolid tube or jar with a suitable lining. Check cleanliness, integrity,
closure and material compatibility before filling. The specific monograph does not validate a particular
commercial container.

References: [1]

MoloTikog éAeyxoc / Quality control

EAEYXOC TMOAVOALKWY TIPWTWY LAWY: Yo @apuokela, EAeyxoc KABe mapTidag f TEKUNPLWPEVN Blag@dAlan eAEyxoL
and aflénioto npounBevTr Katd FDA. H anAr tavtonoinon e IR dev anokAeiet DEG/EG.

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

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: [5], [14]

®0Aain / Storage

Mo dldpkela mov amodidetal and yevikd kavova, epapudletal emmnAéov n Beppokpacia TNG EMAEYUEVNG
katnyoplag oto nedlo BUD. H nnyr 6&v Tekunplwvel avBaipetec aAlayéc Bepuokpaaiac.

For a general-rule duration, also apply the temperature of the selected BUD category. The source does not
support arbitrary temperature changes.

References: [7]
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AwaOeon / Dispensing

Evbldueon Bdon yia epyaotnplakr xprion. H evowpdtwon 6paotikic anattel véo éAeyxo obvBeong, pH,
ouvTtApNong kat BUD tou teAtkol mpoidvTtog.

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

References: [1]

EmioApavon / Labelling

réAn kapBopepolC 980 FTM

Epyaotnplakn Baon - OxL Gueon xopriynon
Nocétnta: _ Noptiba:

MNapaokevdotnke: _ XpAon éwg:

AoBeviig / 86on / ouyvéTnTa:

®OAaEN:

©eppokpaoia yla To BUD auTtig tng naptidag:

Carbomer 980 gel FTM
Compounding base - not for direct administration

Quantity: _ Batch: __
Prepared: __ Useby:
Patient / dose / frequency:
Storage:

Temperature for this batch BUD:

References: [1]

v9 _controls / v9_controls

To aplBunTiké 6plo oto apyeio elvat pévo 6pLo BLBALOYPAPLKAC avaopdc UTO TIC £LBLKEG TPODTOBETELC. Agv €xEL
oplotel BUD npayuaTtikAg maptidag kat dev £xouvv mapaxOel petprioelg aw. H akplBric obvBeon, ta
TPOAMALTOVHEVQ, 0 TIEPLEKTNG, N POAAEN KAl T oTolxela EAEYYOUL TIPETEL VO EYKPLOOUY YL TN OLUYKEKPLUEVN
epappoyr. H €vapgn tou vmoAoylopol BUD eival n €vapén tng napaokevg. Epapudletal To GUYTONSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO €AeyY0 BLdpKELaC HETA TO Avolypa. Ta dpla USP elval texviké mAaiolo kat dev
napovoldfovtal WG eEAANVIKY 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 EAANVLKN KOl ayYALKH andédoon/opydvwaon oToXelwy TNG ava@epdevnc MNYNG. Aev anoteAel enlonun petdgpaaon i €ykpLon Tou
€kdOTN.

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

Mnyéc ka1 mapanopunég / Sources and references

[1] Formulaire Thérapeutique Magistral, édition 2010 - B-I-3-a.11-12

2010 | PDF pp. 47-48 | master formula | 2026-10-14
https://www.fagg-afmps.be/sites/default/files/content/Matieres_premieres/FTM_Pharmaciens_Edition_2010.pdf

[2] 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
[3] 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

[4] 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

[5] 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

[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
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