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CGR-BR-015 | 10.0
Y6poxAwpLkA Atdokaivn 2% w/V - CTOHATLKO TOTILKO
SLaAvpa

Lidocaine hydrochloride 2% w/v oromucosal topical
solution

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: 100 mL

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

Y6poxAwpikn Atbokaivn 29
Lidocaine hydrochloride

Takyxopivn vatplodxog 0.1g
Sodium saccharin

Juundkvwa mopaBevwv FNFB 259
FNFB paraben concentrate

KekaBapuévo 06w g.s. ad 100 mL
Purified water

Mpoamaitovpeva / Prerequisites

CGR-BR-001 Paraben concentrate 6% + 3% w/w

MNeprypa@n okevaopatog / Preparation description

ZTOUATOBAEVVOYBVLO MOPACKEDAOHA: YEPOXAWPLKA ALBoKatvn 2% W/V - OTOHATIKS TOTkS StdAvpa. MpdodeTa
KPLTAPLO ELPAVIONG BEV TEKUNPLWVOVTOL OTO EEETAOOEY £16L1KO Ke(evoO.

Oromucosal preparation: Lidocaine hydrochloride 2% w/v oromucosal topical solution. Additional appearance
criteria are not established by the specific text reviewed.

References: [1]

Apaon kaiL xpAon / Action and use

Tormkr} avatodnoia otouaTtikod BAsvvoydvou.
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Topical anaesthesia of oral mucosa.

References: [1]

Mpodiaypagéc / Specifications

H obvBean kat n TeAKr moodTNTa akoAovBolvY Tov mivaka (100 mL). Aev SlveTal L1616 aplOUNTIKS e0poC assay,
MikpoBLakod gopTiov 1§ pualkoXNULKOD EAEyXOL OTO €EETAOBEY €16k Keluevo- Hev anodibetal avbaipeTo 6pLo.

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

References: [1]

®wg / Light

MNa 1o TeAkd okebdaopa n Ny opillel:

ABLaQavéC TAQOTIKS 1] KEXPLUMOPOXPWHO YUAALVo Soxelo, KaAd kKAElouévo, TpooTaaoia and ewg, Bepuokpacia
dwpatiov.

YSpoyxAwpLkr Adokaivn: mpootacia and euwc.

For the finished product the source specifies:
Well-closed opaque plastic or amber glass, protected from light, room temperature.
Protect lidocaine hydrochloride from light.

References: [1], [2]

Aépac Kat o€eidbwaon / Air and oxidation

Aev mapéxeTal HEAETN 0EEWOWTIKAC OTABEPOTNTAC TOL TEALKOD HiypaTog o0Te anaitnon adpavolg 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

Y6poXAWPLKH ABoKaivn: TOAD ELBLEALTN OFE VEPO.

Zvotatiké tnG Bdong CGR-BR-001: MpomuAevoyAukdAn: n avtiotowxn kabapr mpwtn OAN katd JP elvat avaui§iun
01O vEPG.

Zuotatiké Tng Bdong CGR-BR-001: MeBuAonapaBévn: n avtiotolxn kabapr mpwtn OAN katd JP elvat Alyo daivuti
0TO vEPO.

YvotaTiké tng Bdong CGR-BR-001: MpomuAomnapaBévn: n avtiotolxn kabapr mpwtn OAN Katd JP elvat moAD Alyo
SlaAvtr oto vepd.

Lidocaine hydrochloride is very soluble in water.

Component of base CGR-BR-001: Propylene Glycol: JP classifies the corresponding pure raw material as miscible in
water.

Component of base CGR-BR-001: Methyl Parahydroxybenzoate: JP classifies the corresponding pure raw material
as slightly soluble in water.

Component of base CGR-BR-001: Propyl Parahydroxybenzoate: JP classifies the corresponding pure raw material
as very slightly soluble in water.

References: [11], [2], [7], [8], [9]

Yypaoia / Humidity

YvotaTiké tng Baong CGR-BR-001: MpomuAevoyALKOAN: LYPOOKOTILKY- KAE(vETE apuéowc To doxelo HeTA TN Ajyn
NG anattoOPEVNG MOGOTNTAG.
Zuotatiké tnG Bdong CGR-BR-001: MpomuAevoyAukOAn: N mpwTn OAN €{vat LYPOOKOTILKH KT JP.
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Component of base CGR-BR-001: Propylene glycol is hygroscopic; close its container promptly after measuring.
Component of base CGR-BR-001: Propylene Glycol: the raw material is hygroscopic according to JP.

References: [1], [6], [7]

Oeppokpacia / Temperature

AEV TEKUNPLWVETAL EMTPENTH BepUoKpaTLaKr andkALon 1} KOKAOC KaTdWuEnc/andyuEnc. OL Bepuokpaciec
MPAOKELHG Kol QUAAENG avagépovTal ota avtioTola nedia.

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

References: [1]

pH kat cvpBatoéoTnta / pH and compatibility

Agv op(Cetal el81kd e0poC pH ToL TEALKOD OKELAOUATOC. Agv TpooTiBeTal puOULOTAG pH XWPI(C TEKUNPLWHEVN
aAAayr TnG obvBeanc.

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

References: [1]

AAAec aAAnAenibpaoclg / Other interactions
Asokaivn HCl: mpoopdenan o PVC eEapTtdtal and pH/Beppokpacia: eEAEYETE OCUYKEKPLUEVO DALKS TIEPLEKTN.
Lidocaine HCI adsorption to PVC depends on pH/temperature; assess the specific container material.

References: [2]

Elbika otowxeia ovotatikwy / Ingredient-specific information

Y5poxAwpLkr Atdokatvn: AeUKA KPLOTAAALKH KOVLG. H ipoopdenan os PVC eEaptdtal and pH kat Beppokpacia- n
PA020 avagépel KaAd KAELOUEVO YUAALVO Boyelo e mpoaTaoia and ewe.

ZuoTaTiké TNG Bdong CGR-BR-001: MpomuAevoyAukOAn (1,2-mponavodléAn): dxpwio, LEWEeC bypd avauiELuo ue
vePD, oL AELTOVPYE( WG TLVBLAADTNG Kal LYPAVTIKG. H mapovaia TNG O iKPr MoodTNTA dEV amodeLKVDEL EMAPKN
guvtApnon.

YvotaTiké tng Baong CGR-BR-001: MpomuAevoyALKOAN: MPWTN VAN HE XA PAKTNPLOUS SlaAvTédTNTAC 0TO VEPD
«aVOUELUN» KaTd JP.

ZuoTaTiké TNG Bdong CGR-BR-001: MeBuAomapaBévn: mpwtn OAN HE XAPAKTNPLOUS SLaAuTdTNTAC OTO vEPS «Alyo
dloAvTh» Katd JP.

ZuoTaTiké TNG Bdonc CGR-BR-001: MpomuAonapaBévn: mpwtn OAN UE XApaKTNPELOUS SlaAuTtdTNTOC OTO VEPD
«TOAD Alyo dlaAvthA» Katd JP.

Lidocaine hydrochloride: white crystalline powder. PVC adsorption depends on pH and temperature; PA020
specifies well-closed glass protected from light.

Component of base CGR-BR-001: Propylene glycol (1,2-propanediol): colourless viscous water-miscible cosolvent
and humectant. A small amount does not establish adequate preservation.

Component of base CGR-BR-001: Propylene Glycol: raw-material water solubility is classified as miscible by JP.
Component of base CGR-BR-001: Methyl Parahydroxybenzoate: raw-material water solubility is classified as
slightly soluble by JP.

Component of base CGR-BR-001: Propyl Parahydroxybenzoate: raw-material water solubility is classified as very
slightly soluble by JP.

References: [1], [2], [6], [7], [8], [9]

MpooTtaocia epyalopévwy / Staff protection

KaBapn pokpupdvikn epyaotnplakr evdupaoia, KEAvwn PaAALWY Kol YEVTLO KATA TOV XELPLOUS. AAAQYH YOVTLWV
META amnd emudAvvon/ebopd.
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Clean long-sleeved laboratory clothing, hair covering and gloves during handling; change gloves after
contamination or damage.

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

EKTipnon kKwvéovovu / Risk assessment

ZuoTaTiké TNG Bdonc CGR-BR-001: MpomuAevoyAukOAn: vrioAoy{Cetal N ouvoAlkr €kBeon amd OAa Ta papuaKa,
6lwg o€ veoyvd, madLld KATW TWY 5 €TWY Kal veppLkA/Nratik duoAsLttovpyia. MNa and Tov oTOHPATOG XopHynon:
mg/kg/nuépa = mg/mL X mL avd nuépa + Bdpog kg.

SUYKEKPLUEVN MapTIBa avagopds: 100 mL. MpwTo oLOTATIKS: YSPoXAWPLKA Adokatvn, 2 g. EAEyETe aveEdpTnTa
TN XNMWKA Hoper, TG HOVEdEeC Kol KABE KALUdKwaon pwv amnd CoyLon.

Aloxwplote co@we otopaTtoBAevvoydvia xprion and Katdnoon. EAEyETe TNV MpoBAenduevn apaiwan, Thv

LKA TNTA AMOMTLONG KOL TOV GUVOALKS K(vBuvo €KBeONG OE €KBOX0/OPAOTIKE YL TOV CUYKEKPLUEVO ATBEVH.
KataypdyTte yla TNV TOmMKA avdAuon moodTnTa avd napaokevr, ouxvotTnTa epyaoiag, dtdpkela avolkTol
XELPLOPOD, TIBaVEC 0600¢ €KBEONC KL ATIOTEAECHATIKOTNTA TWY HETPWY EAEyXoL. AuTd elval otolxela etlaébouv
™G a§loAdynong- 6ev anodideTal mPooXNUATIKOG TEAKOG BaBudG Kwdivou.

Znuelo eAéyyou amnodéopevong: emBeBatwote TeAkd dyko 1 udla otn Beppokpacia avagopdc, diadyela A
npoBAenéueVN dlaomopd Kal CLHEWVIA TEPLEKTN/MWUATOC HE TN ouvTayr. Ma OYKOUETPLKY avaywyr KNy
€ELOWVETE g e ML XWPI(¢ TEKUNPLWUEVN TTIUKVOTNTA.

Component of base CGR-BR-001: 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 mL. First ingredient: Lidocaine hydrochloride, 2 g. Independently check chemical form, units
and every scale conversion before weighing.

Clearly distinguish oromucosal use from swallowing. Check the prescribed dilution, ability to spit and total
active/excipient exposure for the individual patient.

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: 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], [6], [11], [13]

ZuvOnkec mapaockevnG / Compounding conditions

Mpw and avdugn: Tavtonoinon XNUKAG HopeAG Kal napTidag KdBs cuoTaTIKoD, KaTayPaeH BEWPNTLKWY
MOGOTATWY KAt EAEYX0GC KaBapLdTNTAC TOL EEOMALOUOV. OL BEpPUOKPAOIEG Kal N oelpd MPOoodRKNC 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: [11], [4]
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Tekpunpiwon BUD / BUD rationale

Agv gvtoni{oTnKke €L8LKA MELPAPATIKA SLEPKELX IOV Vo KAAOTITEL OAGKANPN TNV akPLBA glvBeon, TOv MEPLEKTN Kal
TN HLKPORLOAOYLKH KaTaAANASTNTA.

EMAEYEVOG YEVIKOG KOVOVAC: €WC 35 NUEPEC YL LBATIKA HOPPH HE KATAAANAO 0OOTNUA CLUVTHPNONG TNV 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 ouvTnPENTIKOL €AV LTS €xel apalwOel, adpavomrolndel
HETOQEPOEL oE AAAN Qdon.

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
TEALKH NUEPOUNVIX CUPTANPWVETAL YLO TN OLYKEKPLUEVN AP TIOA HETA TOUC EAEYXOULG.

0O yevIKOG Kavovag amoTeAel ouvtnpENTkd OpLlo eMAOYAC KoLl OxL MELpapaTIK anddel&n otabepdTnNTAC TNG
naptidag. H katnyopla ouvdéeTal pe TNV TEAKH o0VBeOn, TN OLVTAPNON KOl TLG EMTPENOUEVEG BEpUoKpaoiec. H
T aw 8gv mMPoKOMTEL And TO MOC0ATO VEPOL H TNV AMWAELX KATA TNV §Apavon. MNa tekunpiwon xpnotlonotiote
SOP-014 kot F-006- yia €16ikrj aw, SOP-017 kat F-012.

H USP 6ev anattel pétpnon aw o€ kdBe un otelpo napackedaoua. H tekunplwuévn tagvéunon tng
OLYKEKPLUEVNG o0vBeanC umopel va XpnoLlomole{Tal wg 0dnydc: kataypdeeTal pntd we ekTiunon kKat éxt we
pétpnon. Auei{BoAn fj oplakr Ta€vounon amnattel ldiké tekuriplo  KATAAANAN wétpnon. H nuepounvia teAtkol
okevdopaTog dev vepBaivel Tn dlaBéoun nuepopnvia TWv NN MAPATKELAOUEVWY CUOTATIKWY/BACEWY, EKTOC av
€xeL voBeTNBel emapkrg €Ok TekUNP{won yla TNV akpLBr] TeAkr oOvBeon.

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 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], [10], [12], [14]

Mpoamaitovpeva / Prerequisites
Paraben concentrate 6% + 3% w/w: CGR-BR-001

Paraben concentrate 6% + 3% w/w: CGR-BR-001

References: [1]

EEomAlonog / Equipment

Zuyo6¢ KaTtdAANANG eAdxLloTng C0ylong, youdi/omepog i opoyevomolnthcg, 6oxela avadulEng, ondTouvAeg,
BepudueTpo TV vdpxeL 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]
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M£00b0¢ mapaokevng / Compounding method

AlaAOoTE ASokatvn Kol oakyapivn oto 06wp. MPooBEéaTe CLVTNPNTIKG, CUUMANPWOTE GYKO, OLOYEVOTOLHOTE Kat
dunbrioTe.

Dissolve lidocaine hydrochloride and saccharin in water. Add preservative, make to volume, mix and filter.

References: [1]

Napatnpnoclg / Observations

Tomkr xprion 0Tov OTOPATIKS BAEVWOYSVO, Vo UNV KaTaT{veTaLl. AEV TTPOKELTAL YLO EVETLUMO BLAALMA. AV
HeTagépovTal €61 oL 5000AoY(EC TNG LOTOPLKAG MNYAG.

Topical oromucosal use; do not swallow. Not an injection. Historical source dosing is not reproduced.

References: [1]

MepLékTnG KaiL cvokevaoia / Container and packaging

ABLo@aVEC MAXOTIKS I KEXPLUMAPOXPWHO YUAALVO doxelo, KaAd KAELGUEVO, TpooTaaoia and ewc, Bepuokpaaia
dwpatiov.

Well-closed opaque plastic or amber glass, protected from light, room temperature.

References: [1]

MoloTik6¢ éAeyxocG / Quality control

OomntikA eE€Taon epedviong, EAeyxoG TEAKOD dYKOL/PATOG Kat, Yia EVALWPAHATA, EMAVAOLAOTIOPAG. Agv
evtonioTnKe €LBLKN EMKLPWHEVN AVAALTLKH HEB0BOC Yo To TEAKS piypa atnv mnyr. Ol poTevduEVOL
€vooMapPATKELAOTIKO( £EAgy)OL HEV UTTOKABLOTOUY assay i HLKPoPBLOAOYLKS €AeyX0 GTav amatToOvTaL.

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

Visually inspect appearance; check final volume/mass and, for suspensions, redispersion. No specific validated
analytical method for the finished mixture was located in the source. These proposed in-process checks do not
replace assay or microbiological testing when required.

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], [13]

®0Aa&n / Storage

ABLaPaVEC TAQOTLKS 1 KEXPLUMAPOXPWHO YUAALVO 6oxelo, KOAG KAELOUEVO, TpoaTaoia and ewc, Bepuokpaaia
dwpatiov.

MNa dldpketa mov amnodidetal amnd yevikd kavéva, epapudletal emmnAéov n Beppokpacio TNG emMAeyUéVNG
katnyoplag oto nedlo BUD. H iy 6&v tekunplwvel avBaipetec aAlayéc Bepuokpaaiag.

Well-closed opaque plastic or amber glass, protected from light, room temperature.
For a general-rule duration, also apply the temperature of the selected BUD category. The source does not
support arbitrary temperature changes.

References: [11], [5]

AwaOeon / Dispensing
Mnv katan{vete. Ze nadLd pévo pe tatpikh odnyla kot eniBAewn evnAikou.

Do not swallow. In children, use only on medical advice with adult supervision.

References: [1]
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Enmionpavon / Labelling

Y5poxAwpLkr Atbokaivn 2% W/v - OTOUATIKS TOTIKS SLEALpA

ZTtopatoBAevvoydvla xprion

MNoodétnta: _ Moaptido:

Moapaokevdotnke:  XpAon €wg:

AcbBevng / 8don / ouyvéTnTa: _

®OAAEN: ABLa@aVEG MAAOTIKG i KEXPLUMOPOXPWHO YUdAvo doyelo, KaAd KAELoPEVO, TpooTaoia and ewg,
Bepuokpacio dwuaTtiov.

©eppokpaoia yla To BUD auTtAg tng naptidag:

Lidocaine hydrochloride 2% w/v oromucosal topical solution

Oromucosal use

Quantity: _ Batch:

Prepared: _ Useby:

Patient / dose / frequency:

Storage: Well-closed opaque plastic or amber glass, protected from light, room temperature.
Temperature for this batch BUD:

References: [1]

v9_controls / v9_controls

To apBunTiké 6plo oto apyeio elvat pévo 6pLo BLBALOYPAPLKAC avapopdc UTd TIC £LBLKEC TPoDTOBETELC. Agv €xEL
opltotel BUD mpayuaTikAc mopTidag kat 6ev éyxouv napaydel petprioelc aw. H akplBric obvBean, ta
TIPOATMOLTOOHEVQ, 0 TIEPLEKTNG, N POAAEN KAl T oTolxela EAEYYOUL TIPETEL VO EYKPLOOUY YL TN CLUYKEKPLUEVN
epappoyn. H évap&n tou vrmoAoylopold BUD sival n évapEn tng napaokevic. Epapudletal To CLVTOUOTEPO
TEKUNPLWHEVO OPLO, HE XWPLOTO EAeyYO BLdpKeLlaG HETA TO dvotypa. Ta épta USP gival texvikd mAaiolo kot dev
napovoldfovtal 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.

AveEAPTNTN EAANVLKA KOl ayYALKH andédoon/opydvwaon otolxelwy TnG avaeepdpevng mNyng. Aev anoteAel enlonun petdgpaon fi €ykpLon Tov
€kdOTN.

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

Mnyéc KoL mapanmoumnég / Sources and references

[1] ANVISA - Formulério Nacional da Farmacopeia Brasileira, 22 edi¢do, Revisdo 02 (2012)

2012, 2nd ed., Rev. 02 - superseded | PDF pp. 98 | master formula | 2026-09-10
https://www.gov.br/anvisa/pt-br/assuntos/farmacopeia/formulario-nacional/arquivos/8065json-file-1/@@display-file/file

[2]1 FN/2003/PA/020 LIDOCAINA, HIDROCLORURO DE

Awabéoipo 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_020.pdf

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

AwoB€aipo 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] 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

[5] 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
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https://www.sos.state.tx.us/texreg/archive/June72024/Adopted%20Rules/22.EXAMINING%20BOARDS.html
[6] 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

https://www.ema.europa.eu/en/documents/scientific-guideline/questions-and-answers-propylene-glycol-used-excipient-medicinal-products-hu
man-use_en.pdf

[7]1 MHLW - Japanese Pharmacopoeia XVIII: Propylene Glycol

JP XVIII, 2021; English text | Printed p. 1600; Description; Containers and storage | raw-material monograph | 2026-09-12
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https://www.mhlw.go.jp/content/11120000/000904449.pdf
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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
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[13] 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
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[14] 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,
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