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Texvnto oaiio AEMPS
Artificial saliva AEMPS

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: 1000 mL

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

NatpLo0xo¢ KapueAASTN 1049
Sodium carmellose

ZopBLTOAN 3049
Sorbitol
XAwplovxo KAALo 1.209

Potassium chloride

ALGOELVO PLOPOPLKS KAALO 0.34¢g
Potassium dihydrogen phosphate

XAwpLovxo vaTpLo 0.84g
Sodium chloride

XAwplovxo aoBéatio dvudpo 0.15¢g
Calcium chloride anhydrous

XAwplovxo payvriolo eEaddpLkd 0.05¢
Magnesium chloride hexahydrate

KekaBapuévo 08w g.s. ad 1000 mL
Purified water

MNeprypag@n okevaopatog / Preparation description
Huwdlagpavég, eAappwc LEWHEC LYPO.
Translucent, slightly viscous liquid.

References: [1]

Sikalias Greek Formulary | Reference documentation 1



compounding.gr | 10.0 | 2026-10-14

Apaon kat xpAon / Action and use
Ynokatdotato oléAov o€ EnpoaTtopia.

Saliva substitute for xerostomia.

References: [1]

Mpobiaypagéc / Specifications
HudLagavég, eEAappwc LEWdeC LYPO.
Translucent, slightly viscous liquid.

References: [1]

®wg / Light

Agv mapéxeTal EL6IKA WTOOTABEPSTNTA TOL TEALKOU TPOIOVTOC. H amatTtoOUEVN QWTOMPOOTAC(O TOV MEPLEKTN,
epboov opiCetal, avagépetal atn POAAEN.

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

References: [1]

Aépac kat o€eidbwaon / Air and oxidation

Agv MapéxeTal HEAETN 0EEBWTLKIAG 0TaBePATNTAG TOL TEALKOD PiyuaTog o0Te anaitnon adpavolc atudopalpac.
Tnpeitatl o mepLéKTNG TNG MNYAG.

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

References: [1]

Nepo kat SuaAvtotnTa / Water and solubility
XAwpLolxo vatpLo: n avtiotowyn kabapr MPWTN UAN Katd JP elval evdldAvtn oto vePd.
Sodium Chloride: )P classifies the corresponding pure raw material as freely soluble in water.

References: [6]

Yypaoia / Humidity

Agv dlveTal aplBunTiké dpLo oxeTikig vypaciag yla To TeAkd okeDaopa. ATtogebyovTtal SLaBpoxr MTPWTWY LAWY
KOl HETOPOPA CUUMUKVWHUAETWY OTOV MEPLEKTN.

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

References: [1]

Oeppokpacia / Temperature

Mo to TeAkd okebaopa n nnyr opiCeL:
KaAd kAelotd @laAidlo, <30 °C.

For the finished product the source specifies:
Well-closed bottle, <30 °C.

References: [1]
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pH kai ovpBatétnta / pH and compatibility

Agv op{CeTtat 16kd €0pog pH TOL TEALKOD OKELAOUATOG. 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 aAAnAemibpaoelg / Other interactions

Aev napéxetal mARPNS 6ok ouuBatdTNTAC TOL PiyHaTOoG HE MPboBeTa dpaoTIKA 1 dLapopeTikd €kGoya. OL
LTIOKOTAOTAOELG aMALTOOY XWwPLoTh TeKUNPiwon.

No complete compatibility test with added actives or alternative excipients is provided. Substitutions require
separate evidence.

References: [1]

El81ka otolxeia ocvotaTtikwy / Ingredient-specific information

XAwpLo0X0 vaTpeLo: MPWTN VAN HE XOPaKTNPLOUS dlaAvTtédTnTag 0TO vEPS «ELBLAALTN» KaTA JP.

20pBLTOAN: MapaAaBr HE TALTOHTNTA apXLlkoD apaywyol, mapTida kat a&LémoTo motonotnTiké. MNa TIC OXETIKEG
MPWTEG VAEG, To FDA avagépel EAeyxo dlatBuAevoyAukdAng (DEG) kat atBuAevoyAukOANnG (EG), kaBeuldg €wg
0,10% oOpgwva HE TNV EQapuooTéa povoypagia. To éplo agopd TNV mpwTn VAN.

Sodium Chloride: raw-material water solubility is classified as freely soluble by JP.
Sorbitol: 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: [6], [7]

Mpootacia epyalopévwy / Staff protection

Kabapr HOKpLUPAVLIKN EpyaoTnplakn evdupaoia, KAALYN HAAALWY KOl YAVTLa KAaTd Tov XELPLoUS. AAAQYH YOVTLWV
HETE and enudAvvon/eBopd.

Xelploteite Tn COyLoN Kot AstotpiBnon oe xwpo/dldtagn nov neplop(Cel Sraomopd Koviwy, e mpootacia
0POAANWY: 0 TUTOG AVATIVELOTLKAG pooTaciag kabopietal and Tn CuyKeKPLEVN £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: [1], [2], [8]

EKTipnon kKwvéovovu / Risk assessment

ZuykekpLuévn mapTiba avagopdc: 1000 mL. MpwTo cvotaTtikd: Natplodyoc KapueAASTn, 10 g. EAéyETe
aveEApPTNTA TN XNUIKA Hoper, TG HovAdeg Kal KABe KAludkwaon mpv and Coywon.

Alaywplote oapwc otopatoBAevvoydvia xprion and katdnoon. EAEyEte tnv npoBAenduevn apaiwaon, tnv
LKavdTNTA aAndmTUONG Kal TOV OLVOALKS K{vBuvo €kBeong oe £kDOXQ/BPAOCTIKA YLO TOV GUYKEKPLUEVO QLOBEVH.
KataypdyTe yia tnv Tomkr avéAvon noagdtnta avd napaokevr, ouxvotnta epyaciog, didpKela avolkTol
XELPLOMOD, TBAVEG 0600G €KBEONG KL AMOTEAECUATIKOTNTO TWY HETPWY eAEYXOL. AuTd elval atolxela elgédouv
NG a&loAdynaong: 6ev amodibeTal MPOoYNUATIKOC TEALKOG BaOUSC KlvdOvou.

2nuelo eAéyxov amnodéapevong: enBepatote TeEAKS dyko | udla otn Bepuokpacia avagopdc, dStadyela A
mpoBAenOuEYN dLlaoTopd Kal CLHEWVIA TIEPLEKTN/MWUATOC LE TN ouvTayr. Mo OYKOPETPLKH avaywyr KNy
eglowveTe g g ML xwpi(g TEKUNPLWUEVN TTLKVOTNTA.

Reference batch: 1000 mL. First ingredient: Sodium carmellose, 10 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
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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], [11], [13]

ZuvOnkec mapaockevng / Compounding conditions

To avtiotolxo PN AEMPS opi{Cel Beppokpacia xWpov 25 + 5°C Kot oxeTkA vypaoia =60%, eKTOC av n €L6LKA
@OpuoLAa amattel dAAa. Mpdkettal yia neptBdAAov epyaoiag, éxt yia Bepuokpaoia 8€puavong i OAAENG.
TnpolvTaL n gelpd Mpoadbnkng, n Oeppokpacia Kat ot xpdvol ov avagépovtatl otn Atadikaoia Mapaokevig. H
€0k povoypagia 6ev amoteAel MAPN HEAETN KATAAANAOTNTOC TOL TOTLKOU XWPOL/EEOTALOUOD.

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: [11], [3]

Tekpunpiwon BUD / BUD rationale

Aldpkela otnv mnyr: 15 nuépec.

H dudpketa avth elvat 0dnyla TNG CUYKEKPLUEVNG QappakoTol{ac/mNYAG. ZTov mapdvTa EAeyx0o dev emaAnBe0TNKE
A PNG MIPWTOYEVAG LEAETN TIOL VA TEKUNPLWVEL TALTAOXPOVA XNHLKH, PUOLKE KOl UIKPOBLOAOYLKH EMEKTACN TNG
(6lac TeAkAC obvBeonc.

EmAeyHEVOC oLVTNPNTIKOC YEVIKOC Kavévac: éwe 14 nuépec otoug 2-8 °C yla bBaTIKA Hopen XWPIC EMAPKWC
TEKUNPWHEVN cuvTApnaon. MpoindBeaon elval 6Tl n Yogn dev npokaAel kaBIZnaon, un AVACTPEWYLHO dlaywpLopd A
GAAN amWAELa KATaAAANASTNTAC. AV auTrh N pobndédean amnotlxeL, 6ev xpnowuomnote{tatl To 14AuEpo o€
Bepuokpaoia dwuatiov- anatte{tal edikr Tekunpiwon ocbvtoung xprong.

To éplo BLBALOYPAPLKIG ava@opdc TnG napovoag €ékdoong elval n cuvtoudTeEPN HETAED TNG MOPATAVW BLAPKELAC
TNYAC Kal Tou yevikoD oplov. MNa napdtaon anatte(tal Tekunpiwon mov KAADTITEL
SpaoTIKA/EKDOXO/MEPLEKTIKOTNTA, TIEPLEKTN, OepoKkpacia, LEO0DO evOELKTLKA OTABEPOTNTAC KaL, Yia LOATLKNA
EMEKTOON, TNV AMALTOOPEVN HIKpoPBLoAoyikh Tekunpiwan. Epappootéa enionun USP-NF povoypaoia agloloyeitatl
XWpPLoTd oto NAApPeC 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 dvolypa 6ev mapaTteivel To cuvoAlkd BUD. H
TEALKA NUEPOUNVIO CUUMANPWVETAL YL TN GLUYKEKPLUEVN TIOPTIBA HETE TOUC EAEYYOULC.

O yeVIKOG Kavovag anoTeAel ouvTnENTIKS Oplo eMAOYAC Kol OXL MELpapATIKY anddelEn otabepdTnNTAC TNG
naptidag. H katnyopla cuvdéetal pe TNV TeEAKA obvBeon, TN oLVTAPNON KL TIG EMTPENOPEVEG Beppokpaaieg. H
TIUA aw 6gv MPoKOMTEL amd TO M0G0 TO VEPOU A TNV AMWAELX KATA TNV 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 otelpa napaockevr. H katnyopla pnopel va tekunpLwoel
antd TNV akpBri obvBeon Kal KATAAANAQ AVTUTPOOWTELTIKE apadelypata- édtav n odvbeon elval aféBaln A
oplakh, mpoTiHdTal 6K LETPNoN HE KATAAANAN HéBob0o. ZTNV apoloa €kdoan 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 €8Ik attioAdynon 6tL dev
ennpedfetal BLOPEVWC N PLOLKH, XNHLKA 1] HikpoBLloAoylkr moldTnTa. KataypdyTte XwpeLoTd TeAKS 6plo,
NUEPOUNVIX MAPAOKELHG TWY EVOLAPETWY KaL MPAYUATIKA nuepounvia ARENG TOLG.

Period reported by source: 15 days.

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
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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 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], [9], [10], [12], [14]

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

AlaAboTe GAata Kal copBLTOAN. AlaoTie(peTe TNV KAPUEAASTN XwPI(C OBWAOLC, aprioTe va evudaTwOel Kat
avapiETe xwplc eykAWPBLOUS aépa.

Dissolve salts and sorbitol. Disperse carmellose without lumps, allow hydration and mix without entraining air.

References: [1]

Mapatnpnoelg / Observations

H teAlkr moodtnta elval n Bdon tou nivaka cdvBeong. Kataypdgovtal mpayuatiky anddoaon, Tuxév amWAELEC Kal
amokA{oELG 0TO @UANO EKTEAEDNG.

The final quantity is the master-formula basis. Record actual yield, losses and deviations in the batch record.

References: [1]

MepLékTnNG KalL ovokevagia / Container and packaging

KaAd kAeLoTé @LaAidlo, <30 °C.
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Well-closed bottle, <30 °C.

References: [1]

MoloTikog éAeyxocG / Quality control

HuwbLapavéc, eAa@pwe LEWSEC LypPod.

ZuunAnpwpaTikol éAgyyol Tou PN mov mopaméumnel n nnyn:

Epedvion kat pada. MNa oetpéc naptidwv: ektaoipdtnta, pH Kat pikpoBloAoyikdc éreyxoc RFE 5.1.4.

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

ExktaowétnTa PN/CP/003: otabepr] nmoodtnta delyuatog HETAED LAALVWY MAAKWY, dladoyikd Bdpn Kat xpdvol
KoBopLlopévol Tomkd: peTpodvtal 600 SldpeTpol Kot ouyKpiveTat em@dvela €vavtt gopTiov. MpoTtelveTal
Beppokpaotakr petaBoAr £0,5°C. H nnyn 6ev d{vel KaBoALlké dpLo amodoxrG: aLTO TEKUNPLWVETAL TOTILKA.
EAEYXOC TMOALOALKWY TTPWTWY LAWVY: yla papHaKela, EAeyX0G KABe mapTidag | TeEKUNPLWEVN dlao@dAilon eAEyxoL
and aglénioto npopndevth katd FDA. H anAr] Tavtonoinon pe IR dev anokAeiel DEG/EG.

H uébodog, to éplo anodoyxnc, N MPAYHATIKY TLUA KoL 0 EAEYKTAC KaTaypdgovTal XwpLtoTd oto F-005. Anotuyia
Kplowng mpodlaypa@rc odnyel o kapavtiva Kat dtepebivnon katd SOP-015- n emavdAnyn eAéyxwv xpeldletal
alttioAdynon.

Translucent, slightly viscous liquid.

Additional tests from the referenced SOP:

Appearance and mass. For batches: spreadability, 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.

Spreadability PN/CP/003: fixed sample quantity between glass plates, with locally defined successive loads and
times; measure two diameters and compare area against load. Temperature variation of £0.5°C is suggested. The
source gives no universal acceptance limit; establish it locally.

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: [11], [3], [4], [5], [7], [13]

®0Aain / Storage

ZuvORKeG/MEPLEKTNG TIOL avaépel N NyH: KaAd kAelotd @LaAidlo, <30 °C.
Mo 1o eMAEYUEVO YEVIKS avdTaTo 6pLo: 2-8 °C, epdoov SLatnpolvTal N QUOLKA KATAAANASTNTA KOl N
ouuBaATATNTA UE TN OLYKEKPLPEYVN TINYH. Agv epapudleTal To 14rjuepo os Beppokpaoia dwuatiov.

Source-reported conditions/container: Well-closed bottle, <30 °C.
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], [9], [10]

AwaOeon / Dispensing

AldBeon pe oagr 066 xpriong, MEPLEKTIKOTNTA Kot NUEPOoUNvia Xpriong. H moogdtnta avd papuoyn Kat n
oLXVOTNTA CLUUMANPWVYOVTOL COUPWYA LE TN CLVTAYH.

Dispense with a clear route, strength and use-by date. Complete amount per application and frequency from the
prescription.

References: [1]
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Enmionpavon / Labelling

Texvntd cdAlto AEMPS

ZTtopatoBAevvoydvla xprion

MNoodétnta: _ Moaptido:

Moapaokevdotnke:  XpAon €wg:

AcbBevng / 8don / ouyvéTnTa: _

®OAaEN: 2-8 °C, petd TNV enBePaiwon KataAAnAdTNTAG YOENG.
©eppokpaoia yla To BUD auTtAg tng naptidag:

Artificial saliva AEMPS

Oromucosal use

Quantity: _ Batch:

Prepared: _ Useby:

Patient / dose / frequency:

Storage: 2-8 °C, after confirming suitability for refrigeration.
Temperature for this batch BUD: __

References: [1], [9], [10]

v9_controls / v9_controls

To apBunTiké 6plo oto apyeio elvat pévo 6pLo BLBALOYPAPLKAC avapopdc UTd TIC £LBLKEC TPODTOBETELC. Agv €xEL
optotel BUD mpaypaTikAg mopTidag katl 6ev éyxouv napaydel petprioelc aw. H akplBrig obvBean, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN Kol Ta aTolxela eAéyyou PEMEL va YKPLOODY Yyl TN CUYKEKPLUEVN
epappoyn. H évap&n tou vmoAoylopol BUD eival n évapEn tng napaokevic. Epapudletal To CLVTOUOTEPO
TEKUNPLWHEVO OpLlo, HE XWPLOTO EAEYXO0 BldpKelag HETA TO dvolyua. Ta dplta USP gi{val texvikd mAaiowo kot 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 petdgpaaon 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.

Mnyécg kaiL mapamnounécg / Sources and references

[1] FN/2003/PO/024 SALIVA ARTIFICIAL

2003 | PDF pp. 1-4 | master formula | 2026-10-14
https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2003_po_024.pdf

[2] 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
[3]1 PN/L/FF/003/00 ELABORACION DE GELES

Awabéoipo kel{pevo / 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_003_00.pdf

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

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-control-de-producto/pn_|_cp_001_
00.pdf

[5] PN/L/CP/003/00 DETERMINACION DE EXTENSIBILIDAD
Awabéoipo kelpevo / Retrieved text | PDF pp. 1-6 | gc method | 2026-09-10
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https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-control-de-producto/pn_|_cp_003_
00.pdf

[6] 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

[7]1 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

[8] 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

[9] 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
[10] lllinois 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
[11] 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
[12] 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
[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

https://picscheme.org/docview/3443
[14] USP - General Chapter <795> FAQs

Updated 1 November 2023 | Questions 52, 54-56, 60-62; PDF pp. 11-14 | Primary clarification of aw classification, extension prerequisites and
compounded-component BUDs; not automatic Greek legal adoption | 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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