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CGR-BE-017 | 10.0

NMOCIMO EVALWPNHA HOKPOKPUOTAAALKAG
viTpoouvpavtoivng 6 mg/mL FTM

Macrocrystalline nitrofurantoin oral suspension 6
mg/mL FTM

BLBALoypagiki avagopd - Tomkr vtoBétnon / Reference monograph - Local adoption

MpoéAsvon kKatL 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 avadnuoaoievon tou
npwTtoTiNoL TG NMNYNG. MNpdoPfacn oto MAAPEG MPWTOTLTO Y{vETAL OTOV EMONUO EKOATN, PE TNV AMALTOOUEVN
4beta fj ouvdpopr. Agv BNAWVETAL OTL EKKPEUEC alTnua emavdypnong €xeL eyKpLOel.

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

Z0vOeon avagopdc / Reference formula
Bdon / Basis: 71 g = 70 mL (FTM)

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

NtTpogoupavToivn, HAKPOKPLOTAAAKA 420 mg
Nitrofurantoin, macrocrystalline

Aloomopd kuTtTapivnNG/KapUEANGTNG FTM 52.5¢
MCC/carmellose dispersion FTM

FALKEPOAN 749
Glycerol
Apwpa pravdvag 70 mg

Banana flavour

Yowp Pe ouvTnpnTikd FTM g.s.ad71g
Preserved water FTM

MpoanaiToVpeva / Prerequisites
CGR-BE-007 MCC/carmellose dispersion FTM; CGR-BE-003 Preserved water FTM

Meplypa@n okevaopatog / Preparation description

Méouo evalpnua: MOCLHO EVALIPNHA HUKPOKPUOTAAAKAC VITPogovpavToivne 6 mg/mL FTM. NMpdodeTa
KPLTAPLA EHPAVIONG BEV TEKUNPLWVOVTAL OTO EEETAOBEY €1OLKO KE(lEVO.

Oral suspension: Macrocrystalline nitrofurantoin oral suspension 6 mg/mL FTM. Additional appearance criteria are
not established by the specific text reviewed.

References: [1]
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Apaon kai xpAon / Action and use
AVTLHLKPORLaKS 0UPOTIOLNTLKOD YL EVA{OONTOUC PLKPOOPYAVIONOUG.
Urinary antibacterial for susceptible organisms.

References: [1]

Mpobiaypagéc / Specifications

H o0vBeon kat n TeAkr mogdTnTa akoAovBolv Tov nivaka (71 g = 70 mL (FTM)). Agv dilveTal €8k aplOunTLIkd
€0p0oG assay, HKPoBLaKoD PopTiov 1 PUOLKOXNMLKOD EAEYXOL OTO £E€TOOBEY €16IKS Kelpevo: Hev amodibeTatl
avbaipeTo éplo.

Composition and final quantity follow the formula table (71 g = 70 mL (FTM)). The reviewed specific text gives no
numerical assay, microbial-count or physicochemical acceptance range; no unsupported limit is assigned.

References: [1]

®wg / Light

la to teAkd okebaoua n nnyn opiCeL:
AooleTPLkd QLaAibLo, mpootaaoia and ewg, 15-25 °C. AvaKLvAOTE.

For the finished product the source specifies:
Metered bottle, protected from light, 15-25 °C. Shake.

References: [1]

Aépac kalL o&eidwon / Air and oxidation

Agv mopéxetal HEAETN 0EWBWTIKAG oTaBepdTNTAG TOU TEALKOU UiypaTog o0Te anaitnan adpavoldg atudoealpag.
Tnpeltal o mepLéKTNG TNG MNYHAG.

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

References: [1]

Nepo kat SuaAvtoTtnTa / Water and solubility

H yALKEPOAN avaptyvoeTal e vePS. AuTtd 6ev KaBop(Tel uIKpoBLOAOYLKH 0TABEPSTNTA TOL OKEVAOUATOC.
YvoTtatikd tne Bdong CGR-BE-003: MapaddpoEuBevlolkdc HeBLAEDTEPAC: N avTioToln Kabapr mpwTn OAN KATA
JP elvat Alyo 6laAvtr oTto vepd.

JuotaTtikd TG Bdong CGR-BE-003: MapaddpoEuBevlolkdg mpomuAeoTépag: n avtiotolyn kKabapr mewTn DAN KATd
JP glvat moAD Alyo SlaAuTH oTo vePd.

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

Component of base CGR-BE-003: Methyl Parahydroxybenzoate: JP 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: [2], [7], [8], [9]

Yypaoia / Humidity
Yypookotitky YAUKEPOAN: Tieploplote €kBeon TNC MPWTNG VANG oTNY LYpPOOia.
Glycerol is hygroscopic; limit raw-material exposure to moisture.

References: [2]
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Osppokpacia / Temperature

Mo to TeAkd okevaopa n nyr opiCeL:
AoolueTpikd eLaAidLo, mpootacia and ewc, 15-25 °C. AvakLvrioTe.

For the finished product the source specifies:
Metered bottle, protected from light, 15-25 °C. Shake.

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
FAvkePOAN: emk{vbuvn avtibpacon Ue LoXLPA OEEBWTIKA.
Glycerol: hazardous reaction with strong oxidising agents.

References: [2]

El81ka otolxeia ocvotaTtikwy / Ingredient-specific information

FALKEPSOAN: AXPWHO, BLavyEG, TaXVPPEVOTO KAL €VTOVA LYPOOKOTILKS LYPS. AvaptyvoeTal he vepd, aAAd elval
TMPAKTLIKA adldALTN o€ Atmopd Kol alBépla EAata.

FALKEPOAN: MapaAaBr pe TauTSOTNTA OPYLKOD Mapaywyol, mapTida Kat agLOMoTo MOTOMoINTIKS. MNa TG OXETLKEG
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.

Yvotatikd tne Bdong CGR-BE-003: MapaddpoEuBevlolkOC HEBVAEDTEPAG: MPWTN DAN HE XAPAKTNPLOUO
SlaAvTtdTnTAC 0TO VEPD «Alyo BlaAvuTr» KaTd JP.

JuotaTtikd ™G Bdong CGR-BE-003: MapaddpoEuBevloikdC MPOMUAETTEPAC: MPWTN VAN HE XOPAKTNPLOUS
dlaAvtdTNTaC O0TO VEPS «TIOAD Alyo dLaAvTh» 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-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: [2], [4], [7], [8], [9]

Mpootacia epyalopévwy / Staff protection

KaBapri HoOKPUHAVLIKN EpyaoTnELaK evdupacia, KAALYN LOAALWY Kol YAVTLA KATA TOV XELPLond. AAAQYH YAVTLWY
META amd emudAvvon/ebopd.

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

References: [1], [3], [5]

Sikalias Greek Formulary | Reference documentation 3



compounding.gr | 10.0 | 2026-10-14

ExTtipnon kivdovov / Risk assessment

TUYKeKPLUEVN P T(da avagopdc: 71 g = 70 mL (FTM). MpwTo ouoTaTiké: NITPO@oLPAVTOtvn, HAKPOKPLOTAAAKY,
420 mg. EAéyETe aveEdpTnTa TN XNUIKA HOPOH, TIC HOVABEC Kal KABe KALudkwaon npvy and Joylon.

Kplowo teAikd xapaktnploTikd elval n enavadlaonopd: opoyevomoloTe pwv and vrnodlaipean, eAEYETe okANPS
{Cnpa kat emoAnBebote 6TL N Babuovounuévn oToPaTIK c0pLyya HETPA Tov analttolpevo dyko Xxwplg
anéppagn/aépa. H dladyela 6ev elval KPLTAPLO amOdOoXAG EVaLWPAHATOGC.

Kataypdyte yla TNV TOMKA avdAuvon moodTnTa avd Napaokevr, ouxvétnta epyaciog, dLapKeLa avolkTol
XELPLOMOD, TBAVEG 06006 €KBEONG KL AMOTEAECUATIKOTNTA TWY HETPWY eAEYX0L. AuTd elval atowxela elgédouv
NG agloAdynaong: 6ev amodibeTal MPooXNUATIKAC TEALKOC BaBUSC KlvdOvou.

2nuelo eAéyyov amnodéopevong: delypa and avTinPoowneLTIKG onuela kat and tnv apxi/TéEAog NARPWONG, UE
Kataypaer kabilnong f Slaxwplopol Kot enavadlacmopdc. EAEyETe 6T n mpoBAenduevn AfYn amodidel tnv
anattoVpevn moodTNTa: N eEWTEPLKA opolopop@ia pévn TG dev amodelkvieL opolopopPia SPACTIKAC.

Reference batch: 71 g = 70 mL (FTM). First ingredient: Nitrofurantoin, macrocrystalline, 420 mg. Independently
check chemical form, units and every scale conversion before weighing.

Redispersibility is critical: homogenise before subdivision, check for hard sediment and verify that the graduated
oral syringe delivers the required volume without blockage/air. Clarity is not an acceptance criterion for a
suspension.

For the local assessment record quantity per preparation, work frequency, duration of open handling, potential
exposure routes and effectiveness of controls. These are assessment inputs; no fictitious final risk score is
assigned.

Release checkpoint: sample representative locations and early/late filling; record settling or separation and
redispersibility. Verify delivery of the intended amount; visual uniformity alone does not demonstrate API
uniformity.

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

ZuvOnkec mapaockevnG / Compounding conditions

Mpw amnd avdulEn: Tavtonoinon xNUIKAG HOPYAC Kol MapTidac KABE cLOTATIKOD, KATAYPAPr BEWPNTIKWY
TOCOTATWY Kal EAeyxoC KabapldtnTtag Tou eEonAlopol. OL Bepuokpaciegc KoLl N oelpd MPooBAKNG elval avTéG TNG
napakdTw Sladikaoiag.

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

References: [11], [5]
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Tekpunpiwon BUD / BUD rationale

Aldpkela otnv nnyr: 2 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: 2 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: [1], [6], [10], [12], [14]
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Mpoamairtovpeva / Prerequisites

MCC/carmellose dispersion FTM: CGR-BE-007
Preserved water FTM: CGR-BE-003

MCC/carmellose dispersion FTM: CGR-BE-007
Preserved water FTM: CGR-BE-003

References: [1]

EEomAlonog / Equipment

Zuyo6¢ KaTtdAANANG eAdxlotng C0ylong, youdi/omepog i opoyevonolnthc, 6oxela avaulEng, ondTouvAeg,
BepudueTpo dTav vnidpyeL B€puavan, dpyava oykopéTpnong yla moodtnteg 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

OUOYEVOTIOINOTE MPWTA TO dXNHUA HE YAUKEPOAN Kol dpwia. MPoobEéoTe TN HOKPOKPLUOTAAALKH 6pa0TIKA HE Amia
avddevon, WOTE va UN BPUPKPATIOTOUY oL KPOGTAAAOL. ZuunAnpwoTe ota 71 g.

Homogenise the vehicle with glycerol and flavour first. Add macrocrystalline active with gentle mixing to preserve
crystals. Adjust to 71 g.

References: [1]

MNapatnpnioelg / Observations

H woobuvapia 71 g/70 mL agopd akplBws avtd Tto dxnua. Asv umokabloTaTtal and PLKPOKPLGTAAALKH MOLdTNTA Kal
bev opoyevomnote{tal Loxupd HETA TNV MPOOBAKN TNG SPACTLKAG.

The 71 g/70 mL equivalence is specific to this vehicle. Do not substitute microcrystalline material or apply high
shear after adding active.

References: [1]

MepLékTnG KalL cvokevaoia / Container and packaging
®LdAn 100 mL.
100 mL bottle.

References: [1]

MoloTikO¢ éAeyxocG / Quality control

EAEYXOG MOAVOALKWY TIPWTWY LAWY: Yo apUokela, EAeyxoc KABe mapTidag f TEKUNPLWPEVN Blag@dALan eAEyxoL
and agLénioto npoundevTr Katd FDA. H anAr tavtonoinon ue IR 6ev anokAslel DEG/EG.

H péBobdocg, to épLo amodoyrg, N MpayUa Tk T KoL 0 EAEYKTAG KaTtaypdeovtal xwploTd oto F-005. Anotuyia
kplowng npodiaypagric odnyel oe kapavtiva kat dtepebvnon katd SOP-015- n emavdAnyn eAéyxwv xpetdletal
aLtloAdynon.

Polyol incoming QC: pharmacies test each lot or ensure documented testing by a reliable supplier, as described by
FDA. IR identity alone does not exclude DEG/EG.

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

References: [4], [13]
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®0Aa&n / Storage
AooPETPLKO PLaA(dLo, mpooTaacia and ewc, 15-25 °C. AvaKklvAOTE.
Metered bottle, protected from light, 15-25 °C. Shake.

References: [1]

A1aOGeon / Dispensing

Xopriynon atnv akpBr cuvtayoypa@nuévn meplekTikdTNTA. Mo LYPE, XPNOLUOTIOLAOTE KATAAANAN
BaBuovounuévn cbpLyya and Tov oTéUaToC: Kataypdyte 660n Kot cuxvdTNTA ANd TN CLVTAYH.

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

References: [1]

EmioApavon / Labelling

MAOLHO EVOLWPNH HAKPOKPLGTOAALKAG VITPOQOLPAVTOtvNG 6 mg/mL FTM
Amné touv oTtéuaTOog

Nocétnta: _ Noaptiba:

MNapaokevdotnke: _ XpAon éwg:

AgBeviig / 86on / ouyvéTnTOo:

®OAOEN: AooLueTplkd @LaA(BLo, mpooTtacia and wc, 15-25 °C. AvaKLvrioTe.
AvakrioTte/enavadlaone{peTe KAAG mpwv and xprion.

©epuokpaoia yia to BUD autAg tng naptidag:

Macrocrystalline nitrofurantoin oral suspension 6 mg/mL FTM

Oral use
Quantity: Batch:
Prepared: Use by:

Patient / dose / frequency:

Storage: Metered bottle, protected from light, 15-25 °C. Shake.
Shake/redisperse well before use.

Temperature for this batch BUD: __

References: [1]

v9_controls / v9_controls

To apBunTikd 6plo oto apyeio elvat pévo 6pLo BLRALOYPAPLKAC ava@opdc uTd TIC £6IKEC MpolmoBéaelg. Aev €xel
oplotel BUD npaypaTtikig naptidag kat dev £€xouv napaxOel petprjoelg aw. H akplprig abvbeon, ta
TIPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN KoL Ta aTolxela eAEyyoU TIPETEL VOl EYKPLOODV YL TH OUYKEKPLUEVN
epapuoyn. H évap&n touv vrmoAoylopol BUD eival n évapén tng napaokevic. EQapudéletal To GUVTOUSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO EAEyY0 BLAPKELAC HETA TO Avolypa. Ta dpla USP elval Texviké mAaiolo Kat 6ev
napovoldfovtal WG EAANVIKA vopobeaoia.

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.

AveEGpPTNTN EAANVLKA KOl ayYALKH anédoon/opydvwaon otolxelwy TNG avaeepdpevng nmnyng. Aev anoteAel enlonun petdepaon i €ykplon Tou
€KOOTN.

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

[1] Formulaire Thérapeutique Magistral, édition 2010 - K-I-4-a-1

2010 | PDF pp. 871-872 | master formula | 2026-10-14
https://www.fagg-afmps.be/sites/default/files/content/Matieres_premieres/FTM_Pharmaciens_Edition_2010.pdf

[2] FN/2003/PA/013 GLICEROL

AwoBéotpo 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]1 PN/L/PG/002/00 INDUMENTARIA

AwoBéotpo keipevo / 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] 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

[5] 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

[6] 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

[7]1 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

[8] Formulaire Thérapeutique Magistral, édition 2010 - B-I-3-a.10

2010 | PDF pp. 46 | master formula | 2026-09-10
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