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OupoAoDY)o vepd 0,1% PO0O0S8
Thymol water 0.1% POO008

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

OuUOAN 0.1g
Thymol
AlBavOAn 96% 29

Ethanol 96%

FALKEPOAN 29
Glycerol
KekaBapuévo vepd g.s.ad 100 g

Purified water

Meplypa@n okevaopatog / Preparation description
Alagavég vypo.
Transparent liquid.

References: [1]

Apaon kai xpAon / Action and use
Avtionyia otépatoc/@dpuyya oto KOPLO KE{EVO.

Mouth/pharyngeal antisepsis in the main text.

References: [1]
Mpodiaypagic / Specifications
Alagavég vypo.

Transparent liquid.

References: [1]
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®wg / Light

Mo to TeAkd okevaopa n nyr opiCeL:
Kaotavéypwpog YUAAWOG £pUNTIKOG MEPLEKTNG, MpooTacia and wc. Asv dlvetal aplOunTikr Beppokpaaia.

For the finished product the source specifies:
Airtight amber glass container, protected from light. No numerical temperature is given.

References: [1]

Aépac Kat o€eidbwaon / Air and oxidation

Aev mapéxeTal HEAETN 0EEWOWTIKAC OTAOEPATNTAC 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 diaAvtéTnTa / Water and solubility
H yAukepOAn avaptyvieTal He vepd. Autd 6ev kaBopl(lel UikpoBLoAoyikr oTaBePSTNTA TOL OKELACTUATOG.
Glycerol is miscible with water. This does not establish product microbiological stability.

References: [2]

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

References: [2]

Oeppokpacia / Temperature

A€V TEKUNPLWVETAL ETILTPENTH BepPoKkpaolakr anmdkAlon i KOKAOG KatdywuEnc/amdyuEng. OL Bepuokpaaieg
MOPAOKEVAG Kal UAAENG avapépovTal oTa avtioTolya nedia.

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

References: [1]

pH kai cupBatétnta / pH and compatibility

Agv op{CeTtat 6kd €0pog pH TOL TEALKOD OKELATUATOG. Agv TipooTiBeTal pLOULOTAG PH XWPIG TEKUNPLWHEVN
oAAayr TnG obvBeang.

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

References: [1]

AAAeGg aAAnAembpaoelg / Other interactions

FALKEPOAN: emk{vbuvn avtidpaon pe Loxupd 0EELBWTLKE.
OUUOAN: aoLPBATOTNTA HE KOP@OPd, HEVOOAN, Tepmivn, LWOLO, AAKAALX Kol 0EEBWTIKA KaTd PAO37.
AlBavoAn: aoLPBATOTNTA PE LOXLPA OEELBWTLKA.

Glycerol: hazardous reaction with strong oxidising agents.
Thymol: PA037 lists incompatibility with camphor, menthol, terpin, iodine, alkalis and oxidants.
Ethanol is incompatible with strong oxidants.
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References: [2], [3], [4]

EwbiIkd otolxeia ovotatikwyv / Ingredient-specific information

FAukePSOAN: dxpwHO, SlavyEg, MaxOPPEVATO KOl £VTOVA LYPOOKOTILKS LYPS. AvautyvieTal e vepd, aAAd elvatl
MPAKTIKE adldAvTn o Aumapd Kot atBépla éAata.

FALKEPOAN: MopaAaBr HE TAVTAOTNTA APXLKOL Mapaywyol, mapTida Kat aELdmoTo maoTonolnTikd. MNa TIC OXETIKEG
MPWTEC DAEC, To FDA avagépel EAeyxo dLatBuAEVOYAUKOANG (DEG) kot atBuAevoyALKOANG (EG), KaBeULEC €wC
0,10% oOpQWvVa HE TNV EQapuUooTEéa Hovoypagia. To dplo agopd TN MPwTn LAN.

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.

References: [2], [8]

Mpootacia epyalopévwy / Staff protection

Kabapr HoKpLUPAVIKN EpyaoTnplakr evdupaoia, KEALYN HAAALWY KOl YEVTLO KATA TOV XELPLOUS. AAAQYH YOVTLWV
META amnd emudAvvaon/eBopd.

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

References: [1], [5], [9]

EKTipnon kKwvéovovu / Risk assessment

ALBaVOAN: eDPAEKTOL aTHO( amopdkpuvan MNYWY avdPAEENC Kol KATAAANAOG aepLloUdG. H TeAK Ta&wvdunon
eEaptaTtal and ocuykévtpwaon/ulyua.

ZuyKeKPLUévn mapTiba avagopdc: 100 g. MpwTo ovoTaTikG: OLUOAN, 0.1 g. EAéyETe aveEdpTnTa TN XNUKA
Hop®r, TIG HOVEDEG Kal KEBE KALHAKWaoN TPy and CoyLan.

Alaywplote 0apWG oTopaTtoBAevoydvLa Xprion and Katdnoon. EAEyETe TNV MpoBAenduevn apaiwan, Thv
LKW TNTA AMOMTLONG KOL TOV GUVOALKS K{vBuvo €KBEONG OE €KBOX0/OPAOTIKHA YL TOV CUYKEKPLUEVO ATOEVH.
KataypdyTe yla TNV Tomkr avdAvon moagdtnta avd napaokevr, ouxvotnTta £pyaciog, SldpKeLa avoLlKToD
XELPLOPOD, TIBaVEC 0600¢ €KBEONC KL ATIOTEAECHOTIKOTNTA TWY HETPWY EAEyX0L. AuTd elval otolxela etlcdbouv
NG aEloAdynong- 6ev amnodibetal MPooXNUATIKOG TEAKOC BaBUdC KLwbOvoU.

MtNTkdG SLAADTNG TNG OLYKEKPLUEVNG @OPHOLAAG: AlBavOAn 96% 2 g. AMOPAKPUVETE TINYEG avAQAEENG,
neploploTe aTHOOG Kal avolkTr eEdTuLon. EAEYETE cupBaTédTnTA €€ EPLOUOD, NAEKTPLKOV EEOTALOMOU KO
TMEPLEKTN ME TOV OLYKEKPLUEVO BLAADTN.

Inueio eAéyyou amnodéopevong: emBeBalwote TeAkd dyko 1§ udla otn Oeppokpacia avagopdc, diadyela A
mpoBAenOuEVN dlaomopd Kal CLHEWVIR TIEPLEKTN/MWUATOG LE TN ouvTayr. MNa OYKOPETPLKA avaywyr Knv
eElowveTe g HE ML Xwpl(G TeKuNPLwPEvn ukvéTNTA.

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

Reference batch: 100 g. First ingredient: Thymol, 0.1 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.

Volatile solvent in this formula: Ethanol 96% 2 g. 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.
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References: [1], [4], [5], [9], [12], [14]

ZuvOnkec mapaokevns / Compounding conditions

To avtiotolxo PN AEMPS opiCeL Beppokpacia xwpov 25 + 5°C Kat oxeTkA vypaoia =60%, eKTOG av n €L6LKA
@OépuovAa amattel dAAa. Mpdkettal yla neptBdAAov epyaoiag, éxt ya Bepuokpaoia 8€puavong i pOAAENG.
TnpolvTal n ogelpd Mpoadbnikng, n Oeppokpacia Kat ot xpdvol ov avagépovTtatl otn Atadikaoia Mapaokevig. H
€161k povoypapia 6ev anoTteAel TARPN HEAETN KATAAANAGTNTAC TOL TOMKOD XWPOL/EEOTALOWOO.

The corresponding AEMPS SOP specifies room temperature 25 = 5°C and relative humidity =60%, unless the
particular formula requires otherwise. This is the work environment, not processing or storage temperature.
Follow the addition sequence, temperatures and times stated under Preparation Procedure. The specific
monograph is not a complete qualification of the local facility/equipment.

References: [1], [6]

Texkpnpiwon BUD / BUD rationale

Aldpkela otnv nnyr: 3 pAveg umd TG oLVBRKEG TNG MNYHG.

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.

EmAEYHEVOC oLVTNPNTIKOC YEVIKOC Kavdvac: €we 14 nuépec otoug 2-8 °C yla bBaTIKA Hopen XWEIC EMAPKWC
TeEKUNPLWHPEYN ouvtripnon. MNpodndBean elvat 6Tl N YOEN 6ev mpokaAe( kaBIZNon, Un avaoTPEYPLHO Slaxwploud A
GAAN amWAELX KATAAANAGTNTAG. Av avTh n MpodndBeon anoTOXEL, dev xpnolyonote(tal To 14Auepo ae
Bepuokpaoia dwpatiov- anatte{tal edikr Tekunpiwaon acbvtoung xprRong.

To éplo BLBALOYPaPLKAG ava@opdc Tng napoldoac €ékdoong elval n ouvtopdTtePn HETAED TNG MapPATAVW BLAPKELAG
nnNyAg Kat Tov YeVkoL opilov. MNa nmapdtaon anatte{tal TeKuNEiwan mov KAAOTTEL
dpaoTIKA/EKDOXQ/MEPLEKTIKOTNTA, TIEPLEKTN, Oeppokpacia, LEOODO evdeLlKTIK 0TABEPOTNTAG KaL, Yia LOATLKNA
EMEKTAON, TNV AMOLTOOPEVN UikpoBLloAoyikr Tekunpiwon. Epapuootéa enionun USP-NF povoypagia agloAoyeital
XWPLOT& 0TO MAAPEG KE{pEVS TNG.

Huepounvia xpriong = n evwpitepn emtpenth nuepounvia and noapackevr + emAeyUévn dldpkela, AREELC MPWTWY
LAV KoL TUXOVY 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.

0O yevIkOG Kavovag anoTeAel ouvtnENTKd OpLlo eMAOYAC Kol OXL MELpapaTIK anddelEn otabepdTnNTAC TNG
naptidag. H katnyopla ouvdéeTal pe TNV TEAK o0vBean, TN OLVTAPNON KOl TLG EMTPENOUEVECG BEpUoKpaoiec. H
T aw dgv mMpokKOMTEL And TO MOCOATO VEPOL H TNV AMWAELX KAT& TNV §Apavon. MNa tekunpiwon xpnotlonotiote
SOP-014 kot F-006- yia €l6ikrj aw, SOP-017 kat F-012.

H USP 6ev anattel pétpnon aw o€ kdBe un otelpo napackedaoua. H tekunplwuévn tagvéunon tng
OLYKEKPLUEVNG ag0vBeanC umopel va xpnollomole{tal 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 vepPaivel Tn dlaBéoun nuepopnvia TwWv NN NAPATKEVAOUEVWY CUOTATIKWY/BACEWY, EKTOC av
€xeL voBeTNBel emapkrg €Ok TekUNP{won yla TNV akpLBr] TeAk obvBeon.

Period reported by source: 3 months under the source conditions.

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 conservative general rule: up to 14 days at 2-8 °C for an aqueous form without adequately established
preservation. Refrigeration must not cause precipitation, irreversible separation or other loss of suitability. If that
condition fails, do not apply 14 days at room temperature; obtain specific short-use evidence.

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 agueous 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.
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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], [101], [11], [13], [15]

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
AloA0oTE BUPOAN oTNY ABaAVOAN, EVOWHATWOTE YAUKEPOAN PE avddevan Kat TEAOC veEPO.
Dissolve thymol in ethanol, mix in glycerol, then add water.

References: [1], [6]

Napatnpnoclg / Observations

H napovoa napackevr npoopiletal ylo oTopdaTtoBAEVVOYSVLA XPrioN COUPWYA PE TLG EVOE(EELC KaL TLG 0dnyieg
E€knAvong Tou Kuplov Ketuévou AEMPS. Apalwote (0o dyko UE vepd apéowe TPy amnd K&Be yprion, anontdoTE Kal
anopplyte To LTOAOLTO APALWHEVO BLEALUA. Agv TTHPEXETAL WC OO0 SLEALua.

This preparation is for oromucosal use according to the indications and rinse directions in the AEMPS main text.
Dilute with an equal volume of water immediately before each use, spit out and discard the remaining diluted
liquid. Do not dispense it as an oral solution.

References: [1]

MepLékTnNG KalL ovokevagia / Container and packaging
Kaotavéypwpog YUAAWOG £pUNTIKOG MEPLEKTNG, poaTacia and we. Asv dlvetal aplOunTikr Beppokpaaia.

Airtight amber glass container, protected from light. No numerical temperature is given.

References: [1]
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MowoTikOG éAeyxoG / Quality control

Ala@avécg vypd.

ZuunAnpwpatikol €éAgyyol Tou PN mov mopaméumneL n nmnyn:

Epgdvion kot pafa/éykoc. Mo oelpéc mopTidwy: xpwua, dladyelo/onaAlonudg, oxeTKN MukvdTNTA, pH Kal
MIKpoBLloAoyLkéc éAeyxoc RFE 5.1.4.

pH katd PN/CP/001: Katd kavéva pétpnon oto delypa xwplc mpoeneEepyaoia, ekTg €WOLKAG 0dnylag. MNa akpBn
pETPNON papuiOleTAL MOTEVOLOPETPLKY HEB0DOG RFE 2.2.3- ot Tawvieg neplopifovtal oe eAEy)XoLG Tov dev
anattoOv vynAn akpiBeLa.

EAEYXOC TMOAVOALKWY TIPWTWY LAWY: Yo gapuokela, EAeyxoc KABe mapTidac f TEKUNPLWPEVN Blaog@dALlan eAEyxoL
and aflénioto npounBevTr Katd FDA. H anAr tavtonoinon e IR dev anokAeiet DEG/EG.

H nébodog, 1o 6plLo amodoxAC, N MPAYHATIKA TIUA Kol 0 EAEYKTAC KaTtaypdeovtal xwplotd oto F-005. Anotuyia
Kplowng nmpodlaypaeric odnyel oe kapavtiva kat dtepedvnon katd SOP-015- n emavdAnyn eAéyxwv xpeltdletal
attioAdynan.

Transparent liquid.

Additional tests from the referenced SOP:

Appearance and mass/volume. For batches: colour, clarity/opalescence, relative density, pH and microbiological
testing RFE 5.1.4.

pH under PN/CP/001: normally test the untreated sample unless otherwise specified. Accurate measurement
follows potentiometric RFE 2.2.3; strips are limited to checks not requiring high accuracy.

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], [6], [7], [8], [14]

®0Aain / Storage

ZUVONAKEC/MEPLEKTNCG TIOL avaQépeL N MNyH: KAoTavOxpwuog YUAALVOC £PUNTIKOC MEPLEKTNG, MPooTacia and Qwc.
Agv dlveTal aplBunTIkA Bepuokpaaia.

Mo 1o eMAEYUEVO YEVIKO avwTaTo 6pLo: 2-8 °C, epdoov dlatnpoldvTal N UK KATAAANASTNTA KAl N
oupBaTéTNTA PE TN OLYKEKPLUEVN INYH. Agv e@apudletal To 14rjpepo o€ Beppokpaacia dwuatiov.

Source-reported conditions/container: Airtight amber glass container, protected from light. No numerical
temperature is given.

For the selected general ceiling: 2-8 °C, provided physical suitability and compatibility with the specific source are
maintained. The 14-day rule does not apply at room temperature.

References: [1], [10], [11]

Awa0eon / Dispensing

AldBeon WG oTopaTonALUa Pog apaiwon 1:1 pe vepd Katd tn xprion. Aev katamnivetatl. H duvatdtnta ac@aioig
€knAvong/andéntuong agloAoyeital 16lwg ota nadld. H katdmnoon pnopel va MPOKAAECEL YROTPLKO peOLOMO. Agv
amoBNKEDETAL TO APALWHEVO TIPOTOVY.

Dispense as a mouth rinse to dilute 1:1 with water at use. Do not swallow. Assess ability to rinse and spit safely,
especially in children. Ingestion can cause gastric irritation. Do not store the diluted product.

References: [1]
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Enmionpavon / Labelling

©upuoAolyo vepd 0,1% PO008

ZTtopaTtoBAevvoydvla xprion: dev katamiveTat

MNoodétnta: _ Moaptido:

Moapaokevdotnke:  XpAon €wg:

AcbBevng / 8don / ouyvéTnTa: _

®OAaEN: 2-8 °C, petd TNV enBePaiwon KataAAnAdTNTAG YOENG.

Apaiwon 1:1 pe vepd apéowc mpLv and xprion: anontooTte. Mnv anobnkedete TNV apaiwaon.
©eppokpaoia yla To BUD auTtAg tng naptidag:

Thymol water 0.1% PO008

Oromucosal use; do not swallow

Quantity: _ Batch:

Prepared: _ Useby:

Patient / dose / frequency:

Storage: 2-8 °C, after confirming suitability for refrigeration.

Dilute 1:1 with water immediately before use; spit out. Do not store the dilution.
Temperature for this batch BUD:

References: [1], [10], [11]

v9 _controls / v9_controls

To aplBunTiké éplo oto apyeio elvat pévo 6pLo BLBALOYPAPLKAC avaopdc UTO TIC £LBLKEG TPODTOBETELC. Agv €xEL
oplotel BUD npayuaTtikAg maptidag kat dev £xouvv mapayOel petprioelg aw. H akplBric obvBeon, ta
TPOAMALTOOHEVQ, 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 BLdpKELag HETA TO Avolypa. Ta dpla USP elval texviké mAaiolo kat dev
nopovaldfovtal WG EAANVLKN vouoBeaoia.

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@epduevnc mNyNg. Aev anoteAel enlonun petdgpaaon i €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 mapanopunég / Sources and references

[1] FN/2003/PO/008 AGUA TIMOLADA

FN/2003  nAektpovikd kel{pevo pe NIPO 2020/2022 / electronic text with NIPO 2020/2022 | PDF pp. 2-3 | master formula | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2003_po_008.pdf

[2] FN/2003/PA/013 GLICEROL

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_013.pdf
[3]1 FN/2003/PA/037 TIMOL

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_037.pdf
[4] CDC/NIOSH - Pocket Guide to Chemical Hazards: Ethyl alcohol

AwaBEoipo keilpevo / Retrieved text | Official reference | raw material or occupational | 2026-09-10
https://www.cdc.gov/niosh/npg/npgd0262.html

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

Awabéoipo kelpevo / Retrieved text | PDF pp. 1-5 | general staff protection | 2026-09-10
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https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_l_pg_002_00.pdf
[6] PN/L/FF/007/00 ELABORACION DE SOLUCIONES
AwoBéotpo keipevo / Retrieved text | PDF pp. 1-6 | preparation sop | 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

[7] PN/L/CP/001/00 DETERMINACION DE PH
Awabéopo kelpevo / Retrieved text | PDF pp. 1-5 | gc method | 2026-09-10

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-control-de-producto/pn_I_cp_001_
00.pdf

[8] 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

[9] 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

[10] 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
[11] Illinois 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>;
not Greek law; general limits and requirements for extension | 2026-09-12

https://idfprapps.illinois.gov/Forms/PDFs/NONSTERILECOMPOUNDINGSELFINSPECTIONREPORT.pdf
[12] NIOSH - Managing Hazardous Drug Exposures: Information for Healthcare Settings

2023; DHHS (NIOSH) 2023-130 | Risk assessment; printed pp. 27-33, activity/formulation control table | Workplace exposure, hierarchy of
controls and activity-specific PPE; US government public-domain document | 2026-09-12

https://www.cdc.gov/niosh/docs/2023-130/2023-130.pdf?id=10.26616%2FNIOSHPUB2023130
[13] USP - Compounding Standards and Beyond-Use Dates, 2022 update

November 2022, published by USP; public copy hosted by Mississippi Board | pp. 1-2; nonsterile table | Risk-based default categories; not
product-specific stability or Greek law | 2026-09-12

https://www.mbp.ms.gov/sites/default/files/2023-03/USP_Compounding_BUD_Fact_Sheet.pdf
[14] 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

https://picscheme.org/docview/3443
[15] 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,
component dating and BUD documentation; general professional framework, not a Greek legal adoption or formula-specific study |
2026-10-14

https://pages.usp.org/rs/711-SXF-172/images/HQS%20-%20USP%20GC%20795%20FAQs.pdf?version=0
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