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Yoéatik] maota yeuvdapyvpov PO017
Aqueous zinc paste PO017

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

OEe{blo yevdapyLpou 259
Zinc oxide

TA&AKNG 2549
Talc

FALKEPOAN 254
Glycerol

KekaBapuévo vepd 259

Purified water

Meplypa@n okevaopatog / Preparation description
IEWBNGC Agvkn mdoTa.
Viscous white paste.

References: [1]

Apaon kai xpAon / Action and use
AepuaTikd oTUMTIKO/ENPAVTLKS.

Cutaneous astringent/drying preparation.

References: [1]
Mpodiaypagic / Specifications
IEWBNGC Agvkn mdoTa.

Viscous white paste.

References: [1]
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®wg / Light

Agv mapéxeTal EL6IKA QWTOOTABEPSTNTA TOL TEALKOU TPOIOVTOC. H amatToOUEVN 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€eidbwon / 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

H yAuKepPOAN avaptyvieTal He vepd. Autd 6ev kaBopl(Tel UikpoBLoAoyikr oTaBePdTNTA TOL OKELACUATOG.
ZnO: MPAKTIKA adldALVTO 0€ vEPD Kal alBavOAn.
TA&AKNG: n avtiotowxn kabapr mpwtn OAN Katd JP elval mpakTikd aditdAvtn oto vepd.

Glycerol is miscible with water. This does not establish product microbiological stability.
ZnO: practically insoluble in water and ethanol.
Talc: JP classifies the corresponding pure raw material as practically insoluble in water.

References: [2], [3], [7]

Yypaoia / Humidity
Yypookortitkr] YAUKEPOAN- meplopiote £€kBeon TNG MPWTNG DANG OTNY LYpaoia.
Glycerol is hygroscopic; limit raw-material exposure to moisture.

References: [2]

Oeppokpacia / Temperature

A€V TEKUNPLOVETAL EMLTPENTH BEpUOKpaalakr amdkAlon i KOKAOG KatdyuEnc/andyuEnc. Ol Bepuokpaaieg
MOPACKEVHC Kol QUAAENC avapépovTal oTa avtioTolya medla.

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

References: [1]

pH kait cupBatéTnTa / pH and compatibility
ZnO: dlaAdeTal o€ apald avépyava oEéa- He Atmapd oféa oxnUaTilel oAmwVEG.

ZnO dissolves in dilute mineral acids and forms soaps with fatty acids.

References: [3]
AAAec aAAnAemidpaoselg / Other interactions
FAvkePOAN: emk{vbuvn avtibpacon ue LoxLPA OEEBWTIKA.

Glycerol: hazardous reaction with strong oxidising agents.

References: [2]
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Ewdika otolxeia cvotaTtikwy / Ingredient-specific information

FALVKEPOAN: dXpwHO, BLavyEg, MaxVUPPELATO Kal EVTOVA LYPOOKOTILKS LYPOS. AvaulyvieTal Ue vEPS, aAAd elval
TMPOKTIKE adldAvTn o Aumapd Kot atBépla EAata.

OEe(blo yevdapylpov: eAa@pld, Aeukr €WG LITOK(TPLVN, AUOPPN KOVLC XWPIC CLOCWHATWHATA. AlCADETAL O apaLld
avépyava oEéa Kal pnopel va avtidpdost pe Autapd of€a tng Bdong oxnuatifovtag dAata yevdapylpou.
TAAKNG: MPWTN VAN UE XOPAKTNPLOUO SLAALTOTNTAG OTO VEPS «TIPAKTIKA adLtdAvTn» Katd JP.

FAukepdAn: napaAaBn e TALTOTNTA aAPXIKOD Mopaywyoy, MapTida kot agLdmoTo MOoTONMOINTIKG. MNa TIG OYXETIKEG
MPWTEG DAeC, To FDA avagépel EAeyxo dLatBuAeVOoyALKOANG (DEG) Kat atBuAevoyAvkOANG (EG), KaBeuLldc €wg
0,10% oOPPWva HE TNV EQapUoaTéa Hovoypagia. To éplo agopd TNV mMpwTn VAN.

Glycerol: clear, colourless, viscous and strongly hygroscopic liquid. It mixes with water but is practically insoluble
in fixed and essential oils.

Zinc oxide: light, white to slightly yellowish, amorphous powder without aggregates. Dilute mineral acids dissolve
it; fatty acids in a base can form zinc salts.

Talc: raw-material water solubility is classified as practically insoluble by JP.

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], [3], [7], [8]

NMpootacia epyalopévwy / Staff protection

Kabapr HoKpLuPAvIKn epyaoTnplakr evdupaoia, KEAALvYN HAAALWY KoL YAVTLo KATd Tov XELPLoUd. AAAQYH YOVTLWV
META amd emudAvvon/ebopd.

Xelploteite tn COyLoN Kot AstotpiBnon og xwpo/dldtagn nov neplopifel daomopd Koviwy, pe pooTacia
0QOAAUWY- 0 TUTIOG AVATVELOTIKAG TIpooTaciag kabop(letal and tTn ocLYKeKPLUEVN €KBEDN.

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], [4], [9]

EKTipnon kKwvdéovovu / Risk assessment

ZuykekpLuévn naptida avagopdc: 100 g. MpwTto cvotatikd: OEe(blo yevdapylpov, 25 g. EAEYETE aveEdpTnTa TN
XNULIKA Hopor, TIG HOVADECG Kal KABE KALUdKwaon mpw and Zoyon.

EAéyETe opoloyévela, oBwAoLG, Slaxwplopd Kal mpayuatikh anédoon npv and vnodiaipeon. H cuokevaaoia mpémel
Vo ETILTPEMEL opoLdopen epapuoyr Xwplc eloaywyr vEPOL OTO TMEPLEXOUEVO.

Kataypdyte yla TNV TOMKA avdAuvon moodtnTa avd Napaokevr, ouxvétnta epyaciog, dLdpkela avolkTol
XELPLOMOD, TBAVEG 0600G €KBEONG KL AMOTEAECTUATIKOTNTA TWY HETPWY eAEYX0L. AuTd elval atowxela elaédouv
NG agloAdynaong: 6ev amodibeTal MPooXNUATIKAC TEALKOG BaBUdC KlvdOvou.

Znueio eAéyyou amodéopevons: EAEYETE CLUOOWHATWUATA, KPLOTAAAOLC, TOTILKEG BLOPOPEC LPNG KaLl EAEDBEPO
LYPO HETE TNV OAOKARPWON TNG HUEBBBOL. KaTtaypdyte yewpeTpla avduEng, péyeboc naptidag Kol MPAYHATIKES
Beppokpaoiec: peTa@opd aplBpol oTPoPWY 08 GAAO avauLKTAPA 6ev amodelkviel Looduvauia.

Reference batch: 100 g. First ingredient: Zinc oxide, 25 g. Independently check chemical form, units and every
scale conversion before weighing.

Check homogeneity, aggregates, separation and actual yield before subdivision. Packaging should allow uniform
application without introducing water into the contents.

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: inspect aggregates, crystals, local texture differences and free liquid after completing the
method. Record mixing geometry, batch size and actual temperatures; copying rpm to another mixer does not
establish process equivalence.
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References: [11], [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: [11], [5]

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

AvapiETte vepd Katl YAUKEPOAN. AeloTPLBACTE AemTd TAAKN/ZNO KAl EVOWUATWOTE 0TO LYPS PE avddevon HéXPL
AEmTr opoloyev ndoTa.

Mix water and glycerol. Finely triturate talc/ZnO and stir into the liquid until a smooth homogeneous paste forms.

References: [1], [5]

Napatnpnoclg / Observations

O nivakac/ddpotoua eivat 100 g, evwd To QUAAGDLO Ypdeel 110 g. Alatnpeital n KOpLa pépuovAa. H mapamnounn
RFE touv ZnO otov nivaka mpwTwv LAWY elvat AavBaopéva (Bla e TNG YAUKEPOANG Kot xpeldleTal dlevkpivion.

The table/sum is 100 g, but the leaflet says 110 g. The main formula is retained. The ZnO raw-material RFE
reference incorrectly matches glycerol and needs clarification.

References: [1]

MNeplékTnNG KaL ovokevaoia / Container and packaging
MAQOTIKOG TMIEPLEKTNG EPUNTIKOL KAELo{paTog. H inyr 6ev anattel el61kég cuvBAKeg UAAENG.

Airtight plastic container. The source requires no special storage conditions.

References: [1]
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MowoTikOG éAeyxoG / Quality control

IEwdNC Agukr ndoTa.

ZuunAnpwpatikol €éAgyyol Tou PN mov mopaméumneL n nmnyn:

Epgdvion kat pédla. MNa oelpég naptidwy: ekTaoludTnTa Kot UkpoBLoAoyikég éAeyyog RFE 5.1.4.

ExktaowdétnTta PN/CP/003: otaBepr noodTNTA delyHaTtog HETAED LAALVWY MAAKWY, dLladoytkd Bdpn kat xpdévol
KaBopLoHEVOL TOTILKA: JETPOUVTAL BUO dLdpeTPOL KAt cuyKpiveTal eMPdvela EvavTtt gopTiov. MpoTteiveTal
Bepuokpaotakr petaBoAn £0,5°C. H mnyr 6gv dlvel KaBoALKS 6pLo amodoyxrG: auTO TEKUNPLWVETAL TOTIKG.
EAEYXOC TMOAVOALKWY TIPWTWY LAWY: Yo @apHokela, EAeyxoc KABe mapTdac | TEKUNPLWPEVN BLag@dALan eAEyxoL
and aflénioto npounBevth Katd FDA. H anAr tavtonoinon pe IR dev anokAeiet DEG/EG.

H uéeodog, to éplo amodoync, N MPAYHATLKI TIUA KoL 0 EAEYKTAC KaTaypdgovTal XwploTd oto F-005. Anotuyia
Kplowng nmpodlaypaeric odnyel oe kapavtiva kat dtepebvnon katd SOP-015- n emavaAnyn eAéyxwv xpeltdleTal
attoAdynon.

Viscous white paste.

Additional tests from the referenced SOP:

Appearance and mass. For batches: spreadability and microbiological testing RFE 5.1.4.

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: [1], [5], [6], [8], [14]

®0Aain / Storage

2uVOAKEC/MEPLEKTNG OV avaQépPeL N NyH: MAACTIKOC MEPLEKTNG EPUNTLIKOD KAELO(HaTOG. H mnyr 6&v anattel
€LOIKEC oLVOBNKEC POAAENG.

Mo 1o eMAEYUEVO YEVIKO avwTaTo 6pLo: 2-8 °C, epdoov dlatnpoldvTal N UK KATAAANASTNTA KaL N
ouuBaATATNTA UE TN OLYKEKPLPEYN TINYH. Agv epapudleTal To 14rjuepo og Beppokpaoia dwuatiov.

Source-reported conditions/container: Airtight plastic container. The source requires no special storage conditions.
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]

AwaOeon / Dispensing

EEwTepikn xprion. Avapi&te mpw and xprion €dv dtayxwplotel vypr oTidda. Kivduvog KOKKIWUETWY O avoLlKTd
TPAUUATA KoL QAAEPYLKWY avTIOpdoewy.

External use. Stir before use if a liquid layer separates. Granuloma risk in open wounds and possible allergic
reactions.

References: [1]

EmioApavon / Labelling

Yo6atikn ndota yevdapyvpov POO17

EEwTepkr xprion

Moocétnta: _ Maptida:

Mapaokevdotnke: _ XpAon éwg:

AoBeviig / 86on / ouyvéTnTOo:

®OAAEN: 2-8 °C, peTd TNV enBeBaiwon KataAAnAdTnToc Yognc.
©eppokpaoia yla To BUD auTtig Tng naptidag:
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Aqueous zinc paste PO017

External use

Quantity: _ Batch: __

Prepared: _ Useby:

Patient / dose / frequency:

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

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

v9_controls / v9_controls

To apBunTiké 6plo oto apyeio elvat pévo 6pLo BLBALOYPAPLKAC avapopdc UTd TIC £LBLKEC TPoDTOBETELC. Agv €xEL
oplotel BUD mpayuaTikAc mopTidag Kat 6ev éyxouv napaydel petprioelc aw. H akplBric obvBeaon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N GUAAEN Kol Ta oTolxela eAéyyou TIPEMEL va EYKPLOODY Yyl TN CUYKEKPLUEVN
epapuoyn. H évap&n touv vrmoAoylopol BUD eivat n évapén tng napaokevig. EQapudletal To GUVTOUSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO €AEyYX0 BLdpKELaG HETA TO dvolypa. Ta dpla USP elval texviké mAaiolo kat 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.

AVEEGPTNTN EAANVLKN KOl ayYALKH andédoon/opydvwaon oTolXelwy 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 mapanoumnég / Sources and references

[1] FN/2003/PO/017 PASTA AL AGUA

FN/2003 ¢ nAekTpoviko Kel{uevo 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_017.pdf

[2] FN/2003/PA/013 GLICEROL

AwaBéotpo 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/028 OXIDO DE ZINC

AwaBéotpo 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_028.pdf

[4] 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
[5]1 PN/L/FF/005/00 ELABORACION DE PASTAS

AwaBéoipo kelpevo / 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_005_00.pdf

[6]1 PN/L/CP/003/00 DETERMINACION DE EXTENSIBILIDAD

Awabéoipo kelpevo / Retrieved text | PDF pp. 1-6 | gc method | 2026-09-10

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-control-de-producto/pn_|_cp_003_
00.pdf

[7]1 MHLW - Japanese Pharmacopoeia XVIII: Talc
JP XVIII, 2021; English text | Printed p. 1772; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.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
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T A compounding.gr | 10.0 | 2026-10-14

May 2023, revision 1 | Recommendations; section on pharmacy compounding | raw material quality | 2026-09-12
https://www.fda.gov/media/167974/download

[9]1 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] 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
[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

Sikalias Greek Formulary | Reference documentation 8



