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AAKOOALKO SLaAvpa atOépilov eAaiov devdpoAifavov 5%

Rosemary essential oil alcoholic solution 5% v/v

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

AB€pLo éAato 6evdpoAiBavou 5 mL
Rosemary essential oil

ABavoAn 96% g.s. ad 100 mL
Ethanol 96%

MNeprypag@n okevaopatog / Preparation description

Alavyég, dxpwpuo bypd Pe oopn alBéplov eAaiov SevdpoAiBavou.

Clear, colourless liquid with the odour of rosemary essential oil.

References: [1]

Apdaon kaL xpRon / Action and use
Tomkd eVTPLRAC YO CUMTTWHATIKA avakod@Lon HMLikoL Kal apBpikol ndévou, dnwc neplypdeetal otnv AEMPS.

Topical rub for symptomatic relief of muscle and joint pain, as described by AEMPS.

References: [1]

Mpobiaypagéc / Specifications

Alavyég, dxpwpo vypd pe oopr aBéplov eAaiov devdpoAiBavou. MoocdTNTEG/MOOTNTA MPWTWY LAWY KaTd §3. Agv
TOPEXETAL ELOLKO aplOunNTkd 6pLo MEPLEKTIKOTNTAG TEALKOD POIGVTOG.

Clear, colourless liquid with the odour of rosemary essential oil. Quantities/raw-material quality follow §3. No
specific numerical finished-product assay limit is provided.

References: [1]

®wg / Light

To TeAKS OKEDAOUA QUAGTOETOL TPOOTATEVHEVO AMO QWG KATA Tn Hovoypagia.
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The finished preparation is stored protected from light under the monograph.

References: [1]

Aépac kat o€eidbwon / Air and oxidation

H atBavéAn Gnulovpyel atuolc: meploploTe TNV MAPAOVr] € avolKToUC MEPLEKTEC. H eE&TuLon unopel va aAAGEEL
TN oOvBeon (ouvTtakTiky ektiunon dladikaoiag).

Ethanol generates vapour; limit time in open vessels. Evaporation can change composition (editorial process
assessment).

References: [4]

Nepo kat SuaAvtotnTa / Water and solubility

H atBavdéAn avaputyvioetal pe vepd. Auto 6ev amodelkviel 6TL OAEG Ol BLOAVUEVEC BPACTIKEG TIOPAUEVOLY BLAALTEC
METE and apaiwon.

Ethanol is miscible with water. This does not establish that all dissolved actives remain soluble after dilution.

References: [4]

Yypaoia / Humidity

Agv dlveTal aplBunTiké épLo oxeTikiG bypaciag yla To TeEAkO okeDaopa. ATtogebyovTtal SLaBpoxr MTPWTWY LAWY
KOl HETAPOPA CUUMUKVWHUATWY OTOV MEPLEKTN.

No numerical relative-humidity limit is given for the finished product. Prevent raw-material wetting and
condensation entering the container.

References: [1]

Osppokpacia / Temperature

®OAOEN TEALKOL TIpolévTOoC: KdTtw and 30°C- npootaoia and gwc Kat vypacia Katd to pUAAO acBevolc. H
eneEepyaaia akoAovBel TIC eBLkéEC Bepuokpaaieg TG neBSOOoUL.

Finished-product storage: Below 30°C; protect from light and moisture as stated in the leaflet. Processing follows
the method-specific temperatures.

References: [1]

pH kai cupBatoéoTnTa / pH and compatibility

Aev op(ZeTal €dkéd €0pog pH TOL TEALKOD OKELAOHATOG. Agv TipooTiBeTAL PLOULOTHG PH XWPIG 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 aAAnAemidpaoelg / Other interactions
ABavoAn: aoLPBATOTNTA PE LOXLPA OEELBWTLKA.
Ethanol is incompatible with strong oxidants.

References: [4]

El81ka otolxeia ocvotaTtikwy / Ingredient-specific information

AkplBeic TavtdTnNTEG: ALBEPLO £AaiLo BEVDpOAiBavou / Rosemary essential oil; AlBavoAn 96% / Ethanol 96%.
XpPNoLUoToLoVTAL PAPHAKOTIOWOKES TMPWTEG DAEC TNG OPATEUTIONEVNG €KBooNG, He enaArBcvan CoA. Aev aAA&TeL
avbaipeta dAag, evuddtwon A neplekTikdTNTA. H Mogdtnta g.s. KATaypAQeTAL 0TNY P TdA.
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Exact identities: AlB€épLo £Aato devdpoAiBavou / Rosemary essential oil; AlOBavoAn 96% / Ethanol 96%. Use
pharmacopoeial raw materials of the referenced edition, with CoA verification. Do not arbitrarily change salt,
hydration state or strength. Record the actual g.s. amount in the batch.

References: [1]

Zuvonkec mapaockevnG / Compounding conditions

Epyoaotnplakd neptBdAAov katd tov napaneundpevo AEMPS PN: 25+5°C kat oxeTk vypacia =60%, EKTOG av n
€01k obvBeon anattel dSlapopeTikd. H Bepuokpaaia meptBdAAovtog dlapépel amnd tn Bepuokpacia eneEepyaoiag.

Laboratory environment under the referenced AEMPS procedure: 25+5°C and relative humidity =60%, unless the
specific formulation requires otherwise. Room temperature differs from processing temperature.

References: [2]

MpooTtacia epyalopévwy / Staff protection

KaBapn npootateuTiky evbupooia kat KEAAVUHO KEQAAARG Katd AEMPS PN/L/PG/002/00. Omov untdpyet mbavéTnTa
eMa@rig, KatdAAnAa ydvtia: npootacia avanvoric/oeBaAuwy émov o Xelplonds okévng to amnattel. To akplBEg
LALKO yavTiol, o agploudc kat n npootacia avamnvoric kabopifovtal and SDS kat tomkr ekti{unon ékBeong.
Kabapr HOKpLUPAVLIKN EpyaoTnplakr evdupaoia, KEAALYN HAAALWY Kol YAVTLa KaTd Tov XELPLoUS. AAAQYH YOVTLWV
METE and enudAvvon/eBopd.

Clean protective clothing and head covering under AEMPS PN/L/PG/002/00. Use suitable gloves where contact is
possible and respiratory/eye protection where powder handling requires it. Exact glove material, ventilation and
respiratory protection must follow the SDS and local exposure assessment.

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

References: [3], [5]

EKTipnon kKwvdéovovu / Risk assessment

MBavr depuatikn evatabntonolnon/epebLoPdC Kot LYNAR TMEPLEKTIKOTNTA AAKOOANG. H akplBAC TauTdTNTA TOL
alBéplov eAalov elval anapaitnTn.

ABavOAn: ebeAekTOL aTHO(- amopdkpuvon TNYWY AVAPAEENG Kol KATAAANAOC aeplondc. H TeAkn Ta&vdunon
eEapTdTal and cuykévtTpwaon/ulyua.

ZuykekpLuévn mopTida avagopds: 100 mL. Mpwto cuoTaTikd: AlBEpLo éAato evdpoAiBavou, 5 mL. EAEyETe
aveEdpTNTA TN XNMLKA HOPQH, TG HOVEDBEC Kol KABE KALUdKwaon mpv and COyLon.

EAEYETE OTL N XNUKA Hopor Kat N Bdon cuykévtpwong m/m, m/V 1§ V/V cu@wvoOy e Tov Tiivaka. Mnv e§LowveTe
g kKot mL xwp{c TeKunplwuévn MukvdTNTa. EAEYETE BLOOYELO/KPLOTAAAWGON KAl TNV akpLBr 066 epapuoyric.
KataypdyTte yla TNV TOMKA avdAuon moodTnTa avd mapaokevr, ouxvotTnTa epyaoiag, dtdpkela avolkTol
XELPLOPOD, TIBaVEC 0600¢ €KBEONC KL ATIOTEAECHATIKOTNTA TWY HETPWY eAEyXoL. AuTd elval otowxela etadbouv
™G a§loAdynong- 6ev anodideTal mPooxNUATIKOG TEAKOG BaBudG Kwdivou.

MTtNTkdG SLAADTNG TNG OLYKEKPLUEVNG @OPUOVAXG: ABavOAn 96% qg.s. ad 100 mL. AMOpaKkpOVETE TINYEG
avaeAeEnGg, neploplote aTHoOC Kot avolkTh eEATulon. EAEyETe ovpBatdTNTa EEQEPLOMOD, NAEKTPLKOD EOTALOUOD
KoL TIEPLEKTN E TOV CUYKEKPLEVO BLaADTN.

Znuelo eAéyxov amnodéapevong: enBepatote TeEAkS dyko | udla otn Bepuokpacia avagopdc, dStadyela A
mpoBAenOuEYN dlaoTopd Kal CLHEWVIA TIEPLEKTN/MWUATOC LE TN ouvTayr. MNa OYKOPETPLKH avaywyr Knv
eglowveTe g g ML xwpi(g TEKUNPLWUEVN TTLKVOTNTA.

Possible skin sensitisation/irritation and high alcohol content. Exact essential-oil identity is necessary.

Ethanol: flammable vapour; control ignition sources and provide suitable ventilation. Final classification depends
on concentration/mixture.

Reference batch: 100 mL. First ingredient: Rosemary essential oil, 5 mL. Independently check chemical form,
units and every scale conversion before weighing.

Verify chemical form and the w/w, w/v or v/v concentration basis against the formula. Do not equate g and mL
without supported density. Check clarity/crystallisation and exact application route.
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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.

Volatile solvent in this formula: Ethanol 96% qg.s. ad 100 mL. Exclude ignition sources and minimise vapours/open
evaporation. Check ventilation, electrical equipment and container compatibility with the specific solvent.
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: [11], [3], [4], [5], [8], [10]

Texkpnpiwon BUD / BUD rationale

Aldpkela otnv nyn: H €dkr povoypaia avagépel 3 pAveG umd TIC kKabBoplopévec ouvOAKeC. MpdKeLTal YA
nepiobo tng MNYNAG, OxL yia aveEdptnta emPBeBatwpévn otabepdtnta TNG TOMKAG Maptidag. AnattelTal
avTloTolylon ocbvBeong, oLVTNPENTLKOD, MEPLEKTN KAl QUAAENG, EAEYXOC TWV LOXLOLOWY ATIALTATEWY Kal £yKpLon
LnELOVYVOL. H MPayUATIKH NUEPOUNVIX HEVEL KEVH.

H dudpketa avth elvat 0dnyla TNG CUYKEKPLUEVNG QappaKoTol{ac/MNYAG. ZToV MopdvTa EAeyX0 eV emaAnBe0TNKE
A PNG MIPWTOYEVAG LEAETN TIOL VA TEKUNPLWVEL TALTAOXPOVA XNHLKH, PUOLKE KOL ULKPOBLOAOYLKH EMEKTACN TNG
(dlaG TeAkig obvBeong.

ETLAEYHEVOC YEVIKOG Kavovag: €we 35 nuépeg yia vdaTik Hoper HE KATAAANAO oOOTNUA CUVTAPNONG OTNY TEALKH
obvBeon Kat pH. Xpnowuonowjote 20-25 °C, 1§ 2-8 °C pévo dtav n nnyrn 1o emtpénel/anattel kol n goper
MOPAUEVEL KATAAANAN. Agv enapkel N ovopaoia evédg ouvTnENTLKOL €&V LT £XeL apalwbel, adpavonolnbel A
peTagepBel ae GAAN pdan.

To éplo BLBALOYPaPLKAG ava@opdc Tng napoldoag €ékdoong elval n ouvtopdTtePn HETAED TNG MaPATAVW BLAPKELAC
nNyAg Katl Tov YeVkoL opiov. MNa nmapdtaon anatte{tal TeKunEiwaon mov KaAOTTEL
dpaoTIKA/EKDOXQ/MEPLEKTIKOTNTA, TIEPLEKTN, Oeppokpacia, LEOODO evdeLlKTIK 0TABEPOTNTAG KaL, Yia LOATLKNA
EMEKTAON, TNV AMOLTOOPEVN UikpoBLloAoyikr Tekunpiwaon. Epapuootéa enionun USP-NF povoypagia agloAoyeital
XWPLOT& 0To MAAPEG KE{pEVS TNG.

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

O yevIKOG Kavovag anoTeAel ouvTnENTKd OpLlo eMAOYAC Kol OxL MELpapaTIK anddelEn otabepdTnNTAC TNG
naptidag. H katnyopla ouvdéeTal pe TNV TEAKH gOVBeOn, TN CLVTAPNON KAl TLG EMTPENOUEVEC BEpoKpaaiec. H
T aw dgv mMpokKOMTEL And TO MOCOATO VEPOL H TNV AMWAELX KAT& TNV §Apavon. MNa tekunpiwon xpnotlonotiote
SOP-014 kot F-006- yia €l6ikry aw, SOP-017 kat F-012.

H USP 6ev anattel pétpnon aw o€ kdBe un otelpo napackedaoua. H tekunplwuévn tagvéunon tng
OLYKEKPLUEVNG a0vBeanC umopel va XpnoLlomolelTal wg 0dnydc: KataypdeeTal pntd we ekTiunon Kat éxt we
pétpnon. Auei{BoAn f oplakr Ta€vounon amnattel l6iké tekuriplo  KATAAANAN wétpnon. H nuepounvia teAtkol
okevdopaTog dev vepBaivel Tn dlaBéoiun nuepopnvia TWv NN NAPATKEVAOUEVWY CUOTATIKWY/BACEWY, EKTOC av
€xeL voBeTNBel emapkrg €Ok TekUNP{won yla TNV akpLBr] TeAk obvBeon.

Period reported by source: The specific monograph states 3 months under its specified conditions. This is a source
period, not independently verified stability of the local batch. Match composition, preservative, container and
storage, check applicable requirements and obtain responsible approval. The actual date remains blank.

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 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.

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
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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: [11], [6], [7], [9], [11]

Mpoamaitovpeva / Prerequisites

Agv anatteltol ywplotrh Bdon He KwOLKO uNTPwWou. Tuxdv eumoplkd OYXNUA TAPAUEVEL TO AKPLBEC KATOVOUOTOUEVO
npoidv tou mivaka.

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

References: [1]

EEZomAlopog / Equipment

Zuyég KaTtdAANANG eAdxlotng COyLong, youdi/omepog A opoyevonolnTtrg, doxela avdulgng, ondTtovAeg,
BepudueTpo dtav vndpyel O€puavaon, dpyava oyKopéTpNong 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.

References: [1]

M£0060¢ mapaokevng / Compounding method

1. MeTprioTte 5 mL atBéplov eAaiov 6evEpoA{Bavov PapPUAKOTIOWAKAG ToLdTNTAC.
2. AloADoTe o€ HEPOC TNG aBavOANG 96%.
3. ZUUMANPWOTE HE atBavoin 96% péxpt 100 mL kat avauiETe.

1. Measure 5 mL pharmacopoeial-grade rosemary essential oil.
2. Dissolve in part of the 96% ethanol.
3. Make up to 100 mL with 96% ethanol and mix.

References: [11], [2]

Napatnpnoelg / Observations
Meptéxel 5 mL aBéplov eAaiov, OxL 5 g puTIKOD ekxLAloHATOG 1 BAUMOTOG.
Contains 5 mL essential oil, not 5 g herbal extract or tincture.

References: [1]

MepLékTnNG KalL ovokevagia / Container and packaging
ABLaQAVAG, EPUNTIKE KAELOTH QLAAN.
Opaque, hermetically closed bottle.

References: [1]
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EmioApavon / Labelling

AAKOOALKS SLdAvpa atBéplov eAaiov 6evdpoAiBavov 5%

EEwTeptkr xprion

Mooétnta: _ Noptida:

Mapaokevdotnke: _ XpAon éwg:

AcBeviig / 66on / ouxvéTnTOo:

®VAaEN: Kdtw and 30°C- mpootacia and gwe kot bypacio Katd To pUAAO oBevOULG.
©eppokpaoia yla To BUD auTtAg tng naptidag:

Rosemary essential oil alcoholic solution 5% v/v

External use

Quantity: _ Batch:

Prepared: _ Useby:

Patient / dose / frequency:

Storage: Below 30°C; protect from light and moisture as stated in the leaflet.
Temperature for this batch BUD: __

References: [1]

MowoTikOG éAeyxocg / Quality control

Katd AEMPS: opyavoAnTmTIK& XapaKTNPELOTIKE Kot TEALKA Hala ri/kat dyKog. Ze mapaywyr napTidwy: XpWHATIONOS
RFE 2.2.2, dlabyelo/onaAlopdg RFE 2.2.1, oxetikr mukvétnta RFE 2.2.5, pH katd PN/L/CP/001/00 kat
MLKPOBLOAOYIKOG éAeyxoG RFE 5.1.4. Agv 6{vovtal 0Tn ovyKeKpLuévn oOvBean aplBuNTIka dpla pH/mukvdTNTAG A
€101k BoKlpoolo MEPLEKTLKOTNTOAC.

H néBodog, 1o 6pLo amodoxAC, N MPAYHATIKY TIUA Kol 0 EAEYKTAC KaTtaypdeovtal xwplotd oto F-005. Anotuyia
kplong npodilaypagric odnyel oe kapavtiva kat dtepebvnon katd SOP-015- n emavdAnyn eAéyxwv xpetdletal
aLttloAdynon.

Under AEMPS: organoleptic properties and final mass and/or volume. For batches: colour RFE 2.2.2,
clarity/opalescence RFE 2.2.1, relative density RFE 2.2.5, pH under PN/L/CP/001/00 and microbiological testing
under RFE 5.1.4. This formula provides no numerical pH/density limits or specific active assay.

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], [2], [10]

®0Aain / Storage
Kdtw ané 30°C- npootacia and ewc kat vypaocia Katd to gOANO aobevolg.

Below 30°C; protect from light and moisture as stated in the leaflet.

References: [1]

A1aOeon / Dispensing

M&vo BEPUATIKG: HIKPA TTOoOTNTA HE AL EVTPLPRN, APKETEG POPEG TNV NHEPA KAT& TNV TNyH. Altakomnr €&v
eppavioBel epeBlopnds. OxL og umepevatobnaia cvuoTtaTikol. H nyr 6ev KaBopi(Zel €ld1kS MaLdLaTPLKS oXAua.

Cutaneous use only; a small amount with gentle rubbing several times daily according to the source. Stop if
irritation occurs. Do not use with ingredient hypersensitivity. The source provides no specific paediatric regimen.

References: [1]
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v9_controls / v9_controls

To apBunTiké 6plo oto apyelo elval pévo 6pLo BLBALOYPAPLKAC avapopdc UTd TIC £LBLKEC TPODTOBETELC. Agv €YEL
opltotel BUD mpayuaTikAc mopTidag Kat 6ev éyxouv napaydel petprioelc aw. H akplBrigc obvBeaon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N GUAAEN Kol Ta aTolxela eAéyyou PEMEL val YKPLOODVY YLl TN CUYKEKPLUEVN
epapuoyn. H évap&n touv vrmoAoylopol BUD eival n évapEn tng napaokevig. Epapudletal To GUVTOUGTEPO
TEKUNPLWHEVO 6PLo, PE XWPLOTO €AeyY0 BLdpKeELaG HETA TO dvolypa. Ta dpla USP elval texviké mAaiolo kat dev
napovotdfovtal 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.

AVEEGPTNTN EAANVLKA KOl ayYALKH andédoon/opydvwaon oTolxelwy TNG avaeepdpuevnc mNyng. Aev anoteAel enlonun petdgpaon fi €ykplon tTov
€kdOTN.

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

Mnyéc katL mapamnounég / Sources and references

[1] FN/2006/P0O/035 ALCOHOL DE ROMERO AL 5%

FN/2006/P0O/035 | Master formula §§3-4; packaging/storage §5; description §6; period §7; use/precautions §§8-12 and patient leaflet | specific
formulation | 2026-09-10

https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2006_po_035.pdf
[2] PN/L/FF/007/00 ELABORACION DE SOLUCIONES
PN/L/FF/007/00 | §4.3 environment; §4.4 method; §4.6 controls | general procedure | 2026-09-10

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-formas-farmaceuti
cas/pn_|_ff_ 007_00.pdf

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

PN/L/PG/002/00 | Clothing and protective equipment | general procedure | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_|_pg_002_00.pdf
[4] CDC/NIOSH - Pocket Guide to Chemical Hazards: Ethyl alcohol

Web page reviewed 30 October 2019 | Physical properties: solubility and vapour pressure; CAS 64-17-5 | Properties of ethanol raw material;
process implications are editorial, not finished-formula stability evidence | 2026-09-12

https://www.cdc.gov/niosh/npg/npgd0262.html

[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
[71 llinois 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>;
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