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CGR-FR-028 | 10.0

Nooipo SiaAvpa YAuKEPOANG 0.644 g/mL Ph. Fr.
Glycerol oral solution 0.644 g/mL Ph. Fr.

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

FALKEPOAN 56 g
Glycerol
Kitpikd oE0 avudpo 1g

Citric acid anhydrous

XAwplovxo vatpLo 049
Sodium chloride

2opBLkd oD 0.03 ¢
Sorbic acid
KekaBapuévo 08w g.s.ad 100 g

Purified water

MNeprypag@n okevaopatog / Preparation description
AXPWHO A EAAPPWC KLTPWWTIO LYPO.
Colourless or slightly yellowish liquid.

References: [1]

Apdaon kaL xpRon / Action and use

Ané tov otépaTOoC XPHon Katd tn povoypaeia. Aev eEdyETaL CUYKEKPLHMEVN KAWWLKE €vBelEn amnd tov Kwdkd ATC
S03 tng mnyng.

Oral use according to the monograph. No specific clinical indication is inferred from the source’s ATC S03 code.

References: [1]
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Mpobiaypagéc / Specifications

H o0OvBeon Kat n TeALKA mogdTnTa akoAovBolv Tov mivaka (100 g). Aev S{veTal €l61kd apBuNTIKS €0POC assay,
HikpoBLakod gopTiov | puokoXNHLKOD eAEyXOL 0TO €E€TAOBEY €16k Keluevo- Hev amnodibetal avbaipeTo dpLo.

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

Agv MapéxeTal 6K PWTOOTABEPOTNTA TOL TEALKOD TPOIOVTOC. H aMaLTOOUEVN QWTOMPOCTAC( TOV MEPLEKTN,
epooov opiCetal, avagépetal otn POAaEN.

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

References: [1]

Aépac kKat o€eidbwon / Air and oxidation

Agv ToPEXETAL HEAETN OEEWOWTIKAG 0TABEPOTNTOC TOL TEALKOU HiypaTog o0Te anaitnon adpavolc atudopalpag.
Tnpel{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 SiaAvtoTnTa / Water and solubility

H yALKEPOAN avaptyvoeTal e vePS. AuTtd Sev KaBop(Tel HiKpoBLoAoyLkr 0TaOEPSTNTA TOL OKEVAOUATOC.
XAwplo0xo vdtplo: n avtiotowxn kabapr mpwtn OAN katd JP elvat evdLdAvTN 0TO VEPS.

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

References: [2], [4]

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

References: [2]

Oeppokpacia / Temperature

AEV TEKUNPLWVETAL EMTPENTH BepUOoKpaaLlakr andkAlon fj KOKAOC KaTtdywuEnc/andéyugnc. OL Bepuokpacieg
MOPACKEVHC Kol QUAAENC avapépovTal oTa avtioTolya nedla.

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

References: [1]

pH kait cupBatéTnTa / pH and compatibility

Agv op(Cetal eldlkd e0poC pH ToL TEALKOD OKELAOUOTOC. Agv TpooTiBeTal puBULOTAG pH XWPI(C TeEKUNPLWHEVN
aAAayr Tng obvBeonc.

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

References: [1]
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AAAec aAAnAemidpaoelg / Other interactions
FALKEPOAN: emki{vduvn avTidpaon Pe LOXVPA OEELBWTLKA.
Glycerol: hazardous reaction with strong oxidising agents.

References: [2]

Eldika otolxeia cvotaTtikwy / Ingredient-specific information

FALKEPOAN: &dXpwHO, BLavyEg, MaxVUPPELATO KAl EVTOVA LYPOOKOTILKS LYPS. AvaulyvieTal Ue vEPS, aAAd elval
TMPOKTIKE adldAuTn o Aumapd Kot atBépla EAata.

XAwPLoOY0 VATPLO: MPWTN AN HE XAPAKTNPLOUOS SLAALTOTNTAC OTO vEPS «ELBLAALTN» KaTA JP.

FAUKEPOAN: mapaAaBr HE TALTOTNTA OPXLKOL MapaywyoD, MapTida Kat aELOTLOTO MOTOMOLNTIKO. A TG OXETIKEC
MPWTEG VAEG, To FDA ava@épel éAeyxo dlatBuAevoyAvkéAng (DEG) kat atBuAevoyAvkOANng (EG), kaBeuldg €wg
0,10% cOpewva Pe TNV €papuooTéa povoypapia. To 6plo agopd Tnv mpwTn VAN.

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

Sodium Chloride: 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], [4], [5]

Mpootacia epyalopévwy / Staff protection

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

Xewploteite tn COyLon Kat AswotpiBnon og xWwpo/dldtagn nov neplopiCel draonopd Koviwv, L mpootacia
0QOUALWY: 0 TOMOG aVaANMVELOTIKAG pooTaciag Kabop(Cetal and Tn cuyKeKPLévn €KOeon.

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], [6]

EKTipnon kKivéovovu / Risk assessment

JuyKeKpLuévn napTida avagopdc: 100 g. MpwTto cvoTaTtikd: MALKEPOAN, 56 g. EAEyETe aveEdpTNTA TN XNKLKA
Hop@H, TIC HOVADEC Kal KABe KALHdKkwaon pLv and CoyLon.

EAEYETE MARPN SLdALON Kol TUXGV KPLOTAAAWGAN aTNV emAeYEvn Bepuokpaoia. YnoAoyiote Tov dyko ddang amnd
™V akpLBi mg/mL, éxtL and TNV NEPLEKTIKOTNTA ap)lkol SLokiov A anoBéuaTtog. AWoTe KATAAANAN OTOUATIKA
olpLyya.

KataypdyTte yla TNV Tomkr avéAvon moagdtnta avd napaokevr, ouxvotnTta £pyaciag, SldpKeLa avoLlKToD
XELPLOPOD, TIBaVEC 0600¢ €KBEONC KL ATIOTEAECHOTIKOTNTA TWY HETPWY EAEyX0L. AuTd elval otowxela etlcdbouv
NG aloAdynong- 6ev amnodibetal MPooYNUATIKOG TEAKOC BaBUdC KLwbOvoU.

Znuelo eAéyyxou anodéapevong: emPeBatote TeAKS Oyko rj pdla otn Bepuokpaocia avaopds, dadyela A
nmpoBAenOuEVN dlaomopd Kal CLHEWYVIA TIEPLEKTN/MWUATOC UE TN ouvTayr. Mo OYKOPETPLKY avaywyr KNy
€ELOWVETE g JE ML XWwpI(g TEKUNPLWUEVN TTUKVOTNTA.

Reference batch: 100 g. First ingredient: Glycerol, 56 g. Independently check chemical form, units and every scale
conversion before weighing.

Check complete dissolution and crystallisation at the selected temperature. Calculate dose volume from the exact
mg/mL, not the starting tablet or stock strength. Supply a suitable oral syringe.

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.
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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], [9], [11]

Zuvonkec mapaockevnG / Compounding conditions

Mpw amnd avduEn: tavtonolnon XNUIKAG HopeAG Kal apTtidag kABe cuoTaTLKOD, KaTaypaer BEWPNTIKWY
TOCOTATWY Kal éAeyX0C KabapldtnTtag ToL eEonAlopol. OL BepUoKpaoleg Kal N oelpd MPoaBikNG lval avTég TNG
napakdTw 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: [1], [6]

Tekpunpiwon BUD / BUD rationale

Aldpkela otnv nnyr: 1 pAvag- dev npoodlopifovtal Bepuokpacia Kot MEPLEKTNG GTO GUVTOMO KE{UEVO.

H dudpketla avth elvat 0dnyla TNG CUYKEKPLUEVNG QappaKkoTol{ac/mNYAG. ZTov MapdvTa EAeyx0o dev emaAnBe0TNKE
A PNG MPWTOYEVAG LEAETN TIOL 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/anattel kat n Hopen
MoPAUEVEL KATAAANAN. Aev entapkel N ovopaoia evdc ouvtTnENTIKOL £4v aLTO €xel apalwbel, adpavorolnOel
peTagepOel o GAAN pdan.

To éplo BLBALOYPAPLKIG ava@opdc TnG napovoag €kdoong elval n cuvtopdTePN HETAED TNG MoPATAVW BLAPKELAG
TNYAC Kal Tou yevikoD oplov. MNa napdtaon anatte(tal Tekunpiwon mov KAADTITEL
SpaoTIKA/EKDOXO/MEPLEKTIKOTNTA, TIEPLEKTN, Oepokpaaia, LEO0DO evdELKTLKH 0TABEPOTNTAG KaL, Yla LOATLKNA
EMEKTOON, TNV AMALTOOPEVN HLKpoPBLoAoyik Tekunpiwan. Epappootéa enionun USP-NF povoypaoia agloloyeitatl
XWpPLoTd oto MAAPeC Kelpnevd TNG.

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

O yeVIKOG Kavovag anoTeAel ouvtnpeNTIKS Oplo eMAOYAC Kol OXL MELpapaTIK anddelEn otabepdTNTAC TNG
naptidag. H katnyopila cuvdéetal pe TNV TEAKA aOVOEaDN, TN oLVTAPNON Kal TG emTPeNduEVEG Bepuokpaoieg. H
TWUA aw 6gv MPoKOMTEL amd TO MOG0CaTO VEPOU A TNV AMWAELX KATA TNy EApavan. MNa tekunpiwaon xpnotponoliote
SOP-014 kot F-006- yia €l6ikrj aw, SOP-017 kat F-012.

Atevkpivion USP: 6ev anatte{tal pétpnon aw yla kdBe un oteipa napaockevr. H katnyopla pnopel va tekunplwoel
and TNV akpBri obvBeon Kal KATAAANAQ AVTUTPOOWTELTIKE apadelypata- édtav n odvbeon elval aféRain A
oplakh, mpoTiHdTal 6K HETPNoN HE KATAAANAN HéBobo. ZTNV apoloa €ékdoan Hev LTIAPYEL HETPNUEVN aw OUTE
anodeopevpévn noptida. H didpkela Tov TEAKOD OKELAOPATOG KaTd Kavdva dev unepPBaivel To evanopévov BUD
TWY EVOWHATWHEVWY YOANVIKWY Bdoswv/evBlapéowv. EEaipean xpetdletal e8Ik attioAdynon 6tL dev
ennpedfeTal BLOPEVWC N PLOLKH, XNHLKA 1] HikpoBLloAoylkr moldTnTa. KataypdyTte XwpeLoTd TeAKS dplo,
NUEPOUNVIX MAPAOKELHG TWY EVOLAPETWY KL MPAYUATIKA nuepounvia ARENG TOLG.

AlbpBwaon v9: n ninyn opiCel 1 nuepoAoylakd priva. To otabepd cuvtnpenTikd dpLo avapopdc tng ékdoaoncg sival 28
NUEPEC- oL 35 NUEPEC TNG YEVIKAC KaTtnyoplag dev emTpéneTal va vriepBolv Tov uAva tng nyng. Agv npootiBeTal
TEKUAPLO MELPAPATIKAG oTaBepdTNTAG.

Period reported by source: 1 month; temperature and container are not specified in the short text.

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
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the required microbiological evidence for agqueous 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 nho 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.

v9 correction: the source specifies 1 calendar month. The edition uses a conservative fixed reference ceiling of 28
days; the general 35-day category cannot extend the shorter source period. No experimental stability evidence is
added.

References: [1], [7], [8], [10], [12]

MpoanaiTobpeva / Prerequisites

Agv anatteltal xwploth B&on pe Kwdkd pNTpwov. Tuxdv eunoptkd dxnua MaPapEveL To aKPLBEG KATOVOUACOHEVO
npotév tou nivaka.

No separately registered base is required. Any commercial vehicle remains the exact named product in the
formula table.

References: [1]

E€omAlopog / Equipment

Zuyo6¢ KaTtdAANANG eAdxLlotng C0ylong, youdi/omepog i opoyevomolnthcg, 6oxela avdulEng, ondTouvAeg,
BepudueTpo dtav vndpyxel O€puavan, 6pyava oyKoHETPNONG Yla MOoOTNTEG 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¢ mapaokevnc / Compounding method

AvauiEte 06wWpP KAl YALKEPOAN, BepuaivovTac éwg 62 °C. AlaAboTe Ta LTTOAOLTA CLOTATIKA PE avddevan Kal
dindriote.

Mix water and glycerol, heating up to 62 °C. Dissolve remaining ingredients with stirring and filter.

References: [1]

Mapatnpnoelg / Observations
H obvBeon 6lvetal katd pdla, o T{tAog Katd dyko. TEKUNPLWOTE MLUKVOTNTA TIPLY AT OYKOUETPLKA SocouéTpnan.
Composition is by mass; title strength is by volume. Document density before volume dosing.

References: [1]

MNeplékTnNG KaL ovokevaoia / Container and packaging

Aev opi(Covtal el61kéC ouvBnKeg UAAENG otnv e€eTtaoBeloa povoypagia. H anddoon Beppokpaociag ocuvdéseTal e
TNV TEKUNPLWHEVN Katnyopia BUD kat Tov emAeyuévo oupBaTtd mMEPLEKTN.
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The reviewed monograph does not specify storage conditions. Assign temperature from the supported BUD
category and selected compatible container.

References: [1]

MoloTikO¢ éAeyxoc / Quality control

FALkePOAN: 0,075 g og 45 mL vepol, oEeidbwon pe 25,0 mL piypatog H2504 0,1 M/NalO4 0,1 M (1:20), 15 min oo
OKOTASL. MeTd 5,0 mL atBuAevoyAvkOANnG 500 g/L, 20 min 0To okoT&dL. NaOH 0,1 M/@atvoAogBaAetvn kat AEUKOG
npoodloptopdc: 1 mL = 9,21 mg YAUKEPOANG.

EA€yX0G MOAVOALKWY MPWTWY LAWVY: Yo papuaKela, EAeyXoG KEBe mapTidag | TEKUNPLWEVN dlac@dALlan eAEyxoL
and a&lénioto npounBevtr Katd FDA. H anAr tavtonoinon pe IR dev anokAeiet DEG/EG.

H uébodog, to éplo anodoync, N MPAYHATIKN TIUA KoL 0 EAEYKTAC KaTaypdgovTal XwploTd aoto F-005. Anotuyia
Kplowng mpodlaypa@rc odnyel o kapavtiva Kat dtepebivnon katd SOP-015- n emavdAnyn eAéyxwv xpeldleTal
attoAdynon.

Glycerol: 0.075 g in 45 mL water, oxidise with 25.0 mL 0.1 M H2S04/0.1 M NalO4 mixture (1:20), 15 min protected
from light. Add 5.0 mL ethylene glycol 500 g/L, wait 20 min protected from light. Titrate with 0.1 M
NaOH/phenolphthalein and a blank; 1 mL equals 9.21 mg glycerol.

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: [1], [5], [11]

®0AaEn / Storage

Agv op(Covtal el6IkEG ouvBAKeG PUAENG otnv e€eTtacBeloa povoypagia. H anddoon Beppokpaciac ocuvdéeTal e
TNV TEKUNPLWPEVN kKatnyopla BUD Kal tov emAeyévo oLUBaTO MEPLEKTN.

The reviewed monograph does not specify storage conditions. Assign temperature from the supported BUD
category and selected compatible container.

References: [1]

AwaOeon / Dispensing

Xoprynon otnv akpLBh cuvtayoypaenuévn MEPLEKTIKOTNTA. Na LYP&, XPNOLUOTIOLHOTE KATAAANAN
BaBuovounuévn cbpLyya amnd Tov oTéUaToC: KaTtaypdyte 660n Kot cuxvéTNTA ANd TN cuvTayH.

Dispense the exact prescribed strength. For liquids use a suitable graduated oral syringe; record dose and
frequency from the prescription.

References: [1]

EmioApavon / Labelling

MNéotuo 6LdAvpa yAukepdAng 0.644 g/mL Ph. Fr.

And Tov 0TOUATOG

Moocétnta: _ Maptida:

Mapaokevdotnke:  XpAon éwg:

AcBevrig / 66on / ouyvéTnTa: _

®OAOEN: Aev oplCovTal LOIKEC oLVBRKEG PUAAENC oty eEeTaoBe{oa povoypapia. H andédoan Beppokpaacioag
oLVEEeTaL HE TNV TEKPNPLWHEVN KaTtnyopla BUD Kal Tov eMAEYUEVO OLUUBATSO TMEPLEKTN.

©eppokpaoia yla To BUD auTtig tTng naptidag:

Glycerol oral solution 0.644 g/mL Ph. Fr.

Oral use
Quantity: Batch:
Prepared: Use by:
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Patient / dose / frequency:

Storage: The reviewed monograph does not specify storage conditions. Assign temperature from the supported
BUD category and selected compatible container.

Temperature for this batch BUD: __

References: [1]

v9_controls / v9_controls

To apBunTiké 6plo oto apxelo elvat pévo 6pLo BLBALOYPAPLKAC avapopdG UTd TIC £LOLKEG TPODTIOBETELG. Agv €YEL
optotel BUD mpaypaTikig mopTtidac kat 6ev éxouv napaxdel petprioelc aw. H akplBrig obvBeaon, ta
TIPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN Kol Ta aTolxela eAéyyou TIPETEL val EYKPLOODY YL TH OUYKEKPLUEVN
epapuoyn. H évap&n touv vmoAoylopol BUD eival n évapEn tng napaokevnic. Epapudletal To GLVTOUOTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO EAEyY0 BLAPKELAC HETA TO Gvolypa. Ta dpla USP slval texviké mAaiolo Kat 5ev
nopovatdfovtal WG EAANVLKN 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.

AveEAPTNTN EAANVLKA Kot ayYALKH andédoon/opydvwon otolxelwv TnG avagepduevng mNyRG. Agv anoteAel enlonun HETdepaon 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 kaiL mapanopmnég / Sources and references

[1] Solution buvable de glycérol a 0,644 g/mL (2014) (01/07/2014)

2014 | PDF pp. 1-2 | master formula | 2026-10-14
https://ansm.sante.fr/uploads/2020/10/23/solution-buvable-de-glycerol-a-0-644g-ml-2.pdf

[2] FN/2003/PA/013 GLICEROL

Awabéoipo kel{pevo / 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] MHLW - Japanese Pharmacopoeia XVIII: Sodium Chloride

JP XVIII, 2021; English text | Printed p. 1702; 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] 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
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