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Noo16v KaAapivnc BP

Calamine Lotion

BLBAloypagiki avagopd - Tomkr vtoBétnon / Reference monograph - Local adoption

MpoéAsvon kKat mpdéoRaocn otnv mnyn / Provenance and source access

BP: npoéAevon and ta napexdUeEVA aMooTAoPATA TNG avapepduevng €kdoong. H mpoéAsvon, n ékdoon Katl ta dpLa
TWY MOPEYXOUEVWY QATOCTIOOUATWY/BLBALOYPAPLKWY ava@opwy dlatnpolvtal. To ke{pevo elvat n mapexduevn Kat
avaBewpnpévn eyypaer Sikalias, éxt véa MApnG avadnuoaoievon Tov mpwToTUTNOL TNG MNYAG. NMpdoBacn oto

A PEC MPWTATLMO YIVETAL OTOV EMONUO €KEATN, HE TNV amattoOueVn ddeta fj cuvdpopr. Aev BnAWveTal 6TL
EKKPEUEC alTnua emavdyxpnong €xeL eyKpLOEL.

BP provenance: supplied extracts of the cited edition. 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.

Z0v0eon avagopadc / Reference formula
Bdon / Basis: 1000 mL

ZvoTaTLKO / Ingredient MoooétnTta / Quantity

KaAapivn 150 g
Calamine

OEeiblo yevdapyvpou 5049
Zinc oxide

Mnevtovitng 309
Bentonite

Kitptké vatplo tng BP 59

Sodium citrate BP

Yypomotnuévn @avoAn 5 mL
Liquefied phenol

FALKEPOAN 50 mL
Glycerol
KekaBapuévo 0dwp, mpdopaTta BPaouévo Kat YuxOév g.s. ad 1000 mL

Freshly boiled and cooled purified water

MNeprypag@n okevaopatog / Preparation description

AgppaTikd evalwpnua: Aootdév kaAapivng BP. MpdcBeta kpLtrpla egedviong 6ev TEKUNPLWYOVTOL 0TO eE€TaATOEY
€l01K6 Kelpevo.

Cutaneous suspension: Calamine Lotion. Additional appearance criteria are not established by the specific text
reviewed.

References: [1]

Sikalias Greek Formulary | Reference documentation 1



compounding.gr | 10.0 | 2026-10-14

Apaon kat xpAon / Action and use

H kaAapivn/to ZnO tng 00vBEONG £XEL MPOOTATEVTIKY KAl OTUMTLKH SepuaTiKh §pdon katd TIg povoypaeieg Twv
oLOTATIKWY. H mAnpogopia avth 6ev kaBoplCel pdvn TNG TNV €vdelEn 1} oooAoyia Tov oLUVOALKOD PiyHaTOG.

The formula’s calamine/ZnO has protective and astringent cutaneous action according to the ingredient
monographs. This alone does not determine the indication or dosing of the complete mixture.

References: [11], [2], [3]

Mpodiaypagic / Specifications
Tavtomnolnon Kat 50KWEG: BA. TPWTOYEVEC KE(PEVO.
Identification and tests: consult primary text.

References: [1]

®wg / Light

Aev MapéxeTal 6K PWTOOTABEPOTNTA TOL TEALKOD TPOIOVTOC. H aMaLTOOUEVN QWTOMPOCTAC( TOL MEPLEKTN,
epooov opiCetal, avagépetal otn POAaEN.

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

References: [1]

Aépac kKat o€eidbwon / Air and oxidation

Agv ToPEXETAL HEAETN OEEWOWTIKAG 0TaBEPOTNTOC TOL TEALKOU HiypaTog o0Te anaitnon adpavolc atudopalpag.
Tnpeltal o mMeEPLEKTNG TNG MNYAG.

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

References: [1]

Nepo kat SiaAvtoTnTa / Water and solubility

H yALKEPOAN avaptyvoeTal e vePS. AuTtd Sev KaBop(Tel HiKpoBLoAoyLkr oTaOEPSTNTA TOL OKEVAOUATOC.
H kaAapivn elval mpakTikd adldAutn og vepS/atBavoAn.
ZnO: MpakTIKA adldAuTto og vepd Kot atBavoAn.

Glycerol is miscible with water. This does not establish product microbiological stability.
Calamine is practically insoluble in water/ethanol.
ZnO: practically insoluble in water and ethanol.

References: [2], [3], [4]

Yypaoia / Humidity
Yypookotitky YAUKEPSOAN: Tieploplote €kBeon TNC MPWTNG VANG oTNY LYpPOOTia.
Glycerol is hygroscopic; limit raw-material exposure to moisture.

References: [4]

Oeppokpacia / Temperature

A€V TEKUNPLWVETAL ETILTPENTH BepPokpaotakn anmdkAlon i KOKAOG KatdywuEnc/amdyuEng. OL Bepuokpaacieg
MaPAOKELHG Kal QUAAENG avapépovTal ota avtioTola nedia.

No permitted temperature excursion or freeze-thaw cycle is established. Processing and storage temperatures are
stated in their respective fields.
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References: [1]

pH kai oupBatotnta / pH and compatibility

H kaAapivn avtidpd pe oE€a, ue €kAvon agplov.
ZnO: dlaAbeTal og apald avépyava oEéa- pe Aumapd oEéa oxnUaTICEL OATIWVEC.

Calamine reacts with acids, releasing gas.
ZnO dissolves in dilute mineral acids and forms soaps with fatty acids.

References: [2], [3]

AAAeGg aAAnAemibpaoelg / Other interactions
FAvkepSOAN: enkivbuvn avtidpaon pe LoxLPE OEELBWTIKG.
Glycerol: hazardous reaction with strong oxidising agents.

References: [4]

Eldika otolxeia cvotaTtikwy / Ingredient-specific information

FALKEPOAN: dxpwHO, BlavyEg, MaxOPPELATO Kal EVTOVA LYPOOKOTILKS LYPO. AvaulyvieTal Ue vEPS, aAAd elval
TMPOKTIKAE adldAvtn o Aunmopd Kot atBépla EAata.

KaAauivn tng avageepduevng mpodlaypapric: Baolkdg avBpakikdc yevddpyvpog ue (xvn oewdiov Fe(lll). H
Kook{vion Kat AstoTp{Bnon HELWVOLY CLOCWHATWHATA. XPNOLHOTIOLHOTE HdVO TO cLOTATIKS SlaBpoyrG Kal T
oelpd tov nediov MNapaokevh- uNv MPOCcBETETE PN avaypa@duevn MoALOAN f mpdéabeTo LYPO.

OEe(blo yevdapylpov: eAa@pLd, Aeukr €WC LITOKITPELVYN, AUoPPN KOVLG XWPIC CLooWHATWHATA. ALCADETAL OE apaLld
avépyava of€a Kal pmopel va avtidpdoel pe Aunapd of€a tng Bdong oxnuatiCovtag dAata yevdapylpov.
FALKEPOAN: MopaAaBr HE TALTOTNTA APXLKOL MopaywyoU, mapTida Kal aELdmoTo MOoTonolNTIKA. MNa TIC OXETIKEG
MPWTEG UAEG, To FDA avagépel EAeyxo dLatBuAevoyAukdAng (DEG) kat atBuAevoyAukOANG (EG), KaBeutldg €wg
0,10% oOp@wva JE TNV EQapuooTéa Hovoypagia. To dplo agpopd TNy MPwTn LAN.

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

Calamine of the cited specification is basic zinc carbonate containing traces of iron(lll) oxide. Sieving and
trituration reduce aggregates. Levigate using only the component and sequence prescribed in this monograph’s
method; do not add an unlisted polyol or extra liquid.

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.

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: [21], [3], [4], [7]

Mpootacia epyalopévwy / Staff protection

®awodAn: anoeuyr depUATIKAG/OPOAAULKAG EMAPAG, KATAAANAQ Y&vTia katd SDS kat duvatdtnTta dueong
0QOUAULIKAC €KTTALONG.

Kabapr HOKpLUPAVLIKN EpyaoTnplakr evdupaoia, KEAALYN HAAALWY KoL YAVTLa KaTd Tov XELPLoUS. AAAQYH YOVTLWV
METE and enudAvvon/eBopd.

Xelwploteite TN COyLON Kot AstotpiBnon oe xwpo/dldtagn nov neplop(Cel Sraomopd Koviwy, e pootacia
0POAANWY: 0 TUTOG AVATIVELOTLKAG pooTaciag kabopietal and Tn cuyKeKPLEvn €kOeON.

Phenol: prevent skin/eye contact, select gloves using the SDS and provide prompt eyewash access.

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: [11], [5], [6], [8]

Sikalias Greek Formulary | Reference documentation 3



compounding.gr | 10.0 | 2026-10-14

ExTtipnon kivdovov / Risk assessment

®avdAn: anoppdéenon amd dépua, eyKadUATA KoL CLOTNUATLKY ToElKOTNTA.

ZuykekpLuévn mopTida avaeopdg: 1000 mL. MpwTo cuoTtaTtikd: KaAauivn, 150 g. EAéyETe aveEdpTnTa TN XNUKA
HOPOH, TIC HOVABEC Kal KABe KALUdkwan mpv and Joylon.

EAéyETe opoloyévela, oBwWAoLG, Slaxwplopd Kal mpayua Ttk anédoon npwv and vnodiaipeon. H ocuokevaaoia mpémel
Vo ETILTPEMEL opoLOopen epapuoyr Xwplc eloaywyr vEPOL OTO MEPLEXOUEVO.

Kataypdyte yla TNV TOMKA avdAuvon moodTnTa avd Napaokevr, ouxvétnta epyaciog, dLapKeLa avolkTol
XELPLOMOD, TBAVEG 06006 €KBEONG KL AMOTEAECUATIKOTNTA TWY HETPWY eAEYX0L. AuTd elval atowxela elgédouv
NG agloAdynaong: 6ev amodibeTal MPooXNUATIKAC TEALKOC BaBUSC KlvdOvou.

2nuelo eAéyyov amnodéopevong: delypa and avTinPoowneLTIKG onuela kat and tnv apxi/TéEAog NARPWONG, UE
Kataypaer kabilnong f Slaxwplopol Kot enavadlacmopdc. EAEyETe 6T n mpoBAenduevn AfYn amodidel tnv
anattoVpevn moodTNTa: N eEWTEPLKA opolopop@ia pévn TG dev amodelkvieL opolopopPia SPACTIKAC.

Phenol: skin absorption, burns and systemic toxicity.

Reference batch: 1000 mL. First ingredient: Calamine, 150 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: sample representative locations and early/late filling; record settling or separation and
redispersibility. Verify delivery of the intended amount; visual uniformity alone does not demonstrate API
uniformity.

References: [1], [6], [11], [13]

ZuvOnkec mapaockevnG / Compounding conditions

Mpw amnd avdulEn: Tavtonoinon xNUIKAG HOPYAC Kol MapTidac KABE cLOTATIKOD, KATAYPAPr BEWPNTIKWY
TOCOTATWY Kal EAeyxoC KabapldtnTtag Tou eEonAlopol. OL Bepuokpaciegc KoLl N oelpd MPooBAKNG elval avTéG TNG
napakdTw Sladikaoiag.

Before mixing: verify each ingredient’s chemical form and lot, record theoretical amounts and check equipment
cleanliness. Follow the temperatures and addition sequence in the procedure below.

References: [1], [8]
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Tekpunpiwon BUD / BUD rationale

Agv gvtomni{oTnke €8LKA MELPAPATIKA BLEPKELX IOV Vo KAAOTITEL OAGKANPN TNV akpLBA glvBeaon, Tov MEPLEKTN Kal
TN HLKPORLOAOYLKH KaTaAANASTNTA.

EMAEYEVOG YEVIKOG KOVOVAC: €WC 35 NUEPEC YL LOATIKA HOPPH HE KATAAANAO 0OOTNUA CLUVTHPNONG OTNY TEALKA
obvBeon Kat pH. Xpnotuonowjote 20-25 °C, 1§ 2-8 °C pévo étav n nnyn to emtpénel/anattel Kol n popen
MUPAPEVEL KATAAANAN. Agv entapkel N ovopaoia evég ouvTnNPENTIKOL €AV LTS €xel apalwOel, adpavomrolndel
HETOQEPOEL oE AAAN @don.

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

0O yeVIKOG Kavovag anoTeAel ouvtnpENTkd 6pLlo eMAOYAC Kol OxL MELpapaTIK anddelEn otabepdTNTAC TNG
naptidag. H katnyopla ouvdéeTal pe TNV TEAKH oOVBeOn, TN OLVTAPNON KOl TLG EMTPENOUEVEG BEpUoKpaoiec. H
T aw dgv mpokKOMTEL And TO MOCOATO VEPOL H TNV AMWAELX KATA TNV §Apavon. MNa tekunpiwon xpnotlonotiote
SOP-014 kot F-006- yia €16ikry aw, SOP-017 kot F-012.

Atevkpivion USP: 6ev anatte{tal pétpnon aw yia kdOe un otelpa napaockevr. H katnyopla pnopel va tekunplwoel
and TNV akpLBr oOvBeon Kal KATAAANAQ AVTUTPOCWTELTIKA Mapadelypata: 6tav n ocbvbeon slvat aBéBain
oplakh, mpoTidTal 6K LETPNON HE KATAAANAN LéB0BO. ZTNV apoloa €kdoan Hev LTIAPYXEL HETPNUEVN aw OUTE
anodeopevpévn mopTida. H 6ldpkela ToL TEALKOD OKELAOUATOC KATA Kavdva dev vepBaivel To evamnopévov BUD
TWY EVOWHATWHEVWY YOANVIKWY Bdoswv/evdlapéowv. EEaipean xpetdletal edikA attioAdynon 4tL dev
ennpedfetal SBLOPEVWCS N PLOLKH, XNMLKA 1} HikpoBLloAoylkr motdtnTa. KataypdyTte XwpeLoTd TeAKS 6plo,
NUEPOUNVIX MOPAOKELHG TWY EVOLAPETWY KAl TIPAYHATIKA nuepounvia ARENG TOLG.

No specific experimental period was located covering the complete exact formulation, container and
microbiological suitability.

Selected general rule: up to 35 days for an aqueous form appropriately preserved in its final composition and pH.
Use 20-25 °C, or 2-8 °C only where permitted/required by the source and compatible with the dosage form. A
preservative name is insufficient if it is diluted, inactivated or partitioned into another phase.

Use-by date = the earliest allowed date from preparation plus selected period, ingredient expiries and any shorter
supported limit. In-use dating never extends overall BUD. Complete the actual date for the batch after the
required checks.

A default is a conservative dating limit, not experimental proof of batch stability. Its category depends on final
composition, preservation and permitted temperatures. Water percentage or loss on drying does not determine
aw. Document using SOP-014/F-006; use SOP-017/F-012 for specific aw evidence.

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

MpoanaiTtobpeva / Prerequisites

Agv anatteltal xwploth B&on pe Kwdlkd pnTpwov. Tuxdv eunoptkd dyxnua MapapéveL To akPLBEG KATOVOUACOEVO
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¢ KatdAANANG eAdxLlotng C0ylong, youdi/omepog i opoyevomolnthcg, 6oxela avdulEng, ondTovAeg,
BepudueTpo dtav vndpyxel O€puavan, 6pyava oyKoHETPNONG Yla MooOTNTEG ML.
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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

ALOADOTE TO KLTPLKO vATPLo o€ mepinmov 700 mL 06aToG. AcloTpBACTE KaAauivn, oEeidlo yevdapyldpou Kat
prevtovitn He to dldAvpa. Mpoobéate vypomoltnuévn avoAn Kot YALKEPOAN: CLUUNMANPWOTE ota 1000 mL.

Dissolve sodium citrate in about 700 mL water. Triturate calamine, zinc oxide and bentonite with the solution. Add
liquefied phenol and glycerol; make up to 1000 mL.

References: [1]

Mapatnpnioelg / Observations
Aev eElowveTal Pe ekboXEC KaAaUivng Xwpelc eatvoAn.
Not interchangeable with phenol-free calamine formulations.

References: [1]

MNeplékTNG KaL ovokevaoia / Container and packaging

EmAoyn] yla Tomikr agloAdynaon: KaAd KAELoTH QLAAN cupBath He To LYPO. Mpv and MARpwan eAéyyxovTal
KaBapldTNTA, AKEPALOTNTA, OTEYAVOTNTA KAl ouPBATOHTNTA VALKOO/MWUATOG. H €dikh povoypagia dev
TEKUNPLWVEL CUYKEKPLUEVO EUTTOPLKO TIEPLEKTN.

Selection for local assessment: well-closed bottle compatible with the liquid. Check cleanliness, integrity, closure
and material compatibility before filling. The specific monograph does not validate a particular commercial
container.

References: [1]

MoloTikO¢ éAeyxocG / Quality control

YrnéAeupa nopwong 5 g: 14,5-18,0% m/m, e dlagopd Sladoxikwy Juylocewy =0,2%. H nnyr 6{vel eniong
avTdpdoelg Tavtonolinong YALKEPOANG KoLl Yevdapyvpou.

EAEYXOC MOALOALKWY TTPWTWY LAWVY: yla papHaKela, EAeyX0G KABe mapTidag | TEKUNPLWEVN dlao@dAilon eAEyxou
and aglénioto npopndevth katd FDA. H anAr] Tavtonoinon pe IR dev anokAeieL DEG/EG.

H uébodog, to éplo anodoync, N MPAYHATIKN TLUA KoL 0 EAEYKTAG KaTaypdgovtal XwpLtoTd oto F-005. Anotuyia
Kplowng mpodlaypa@rc odnyel o kapavtiva Kat dtepebivnon katd SOP-015- n emavdAnyn eAéyxwv xpeldleTal
attioAdynon.

Ignition residue from 5 g: 14.5-18.0% w/w, successive weighings differing by <0.2%. The source also specifies
glycerol and zinc identification reactions.

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], [7], [13]

®0Aain / Storage

Mo dldpkela mov amnodibetal amnd yevikd Kavova, epapudletal emmnAéov n BepUokpacia TNG EMAEYUEVNG
katnyoplag oto nedlo BUD. H iy 6&v tekunplwvel avBaipetec aAlayéc Bepuokpaaiag.

For a general-rule duration, also apply the temperature of the selected BUD category. The source does not
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support arbitrary temperature changes.

References: [9]

AwaOeon / Dispensing

AldBeon ue oaer 066 Xprong, MEPLEKTLKOTNTA Kal Nuepopnvia xpriong. H mogétnta avd epapuoyn Kat n
oLYXVOTNTA CUUMANPWYOVTOL COUPWVA UE TN CLVTAYH.

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

References: [1]

EmioApavon / Labelling

Noalév kaAauivne BP

EEwTepLKA Xprion

MNooétnta: _ Maptida:

MNapaokevdotnke: _ XpAon éwg:

AoBeviig / 86on / ovyvéTnTa:

®OAAEN:

AvakwnioTe/enavadloone(pete KOAG pwv and xpron.
©epuokpaoia yia To BUD autAg tng naptidag:

Calamine Lotion
External use

Quantity: _ Batch:
Prepared: _ Useby:
Patient / dose / frequency:
Storage:

Shake/redisperse well before use.
Temperature for this batch BUD:

References: [1]

v9_controls / v9_controls

To apBunTikd épLo oto apyeio elvat pévo épLo BLBALOYPAPIKAG ava@opds uTtd TLG £LOLKEG TIPoDTOBETELG. Agv €XEL
optotel BUD nmpaypaTikig mopTtidac kat 6ev éxouv napaydel petprioelc aw. H akplBrig obvbeon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN Kol Ta aTolxela eAéyyou TIPETEL val EYKPLOODY YL TH OUYKEKPLUEVN
epapuoyr. H évap&n touv vmoAoylopol BUD eival n évapEn tng napaokevnic. Eeapudletal To GLVTOUSTEPO
TEKUNPLWHEVO OpLo, HE XWPLOTO EAEYXO BLdpKeELOG HETA TO dvolypa. Ta dplta USP g{val texvikd mAaiolo kot dev
napovoldfovtal WG eAANVIKHA vopobeaoia.

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 anédoon/opydvwon otolxelwy TNG avaeepdpevng nmnyng. Aev anoteAel enlonun petdepaon fj €ykplon Tou
€KOOTN.

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

Mnyéc kai mapamnoumnég / Sources and references

[1] British Pharmacopoeia 2016 - Calamine Lotion
2016 | PDF pp. 1-1; user-supplied BP extract; URL is publisher catalogue, not the licensed full monograph | master formula | 2026-09-10

https://www.pharmacopoeia.com/
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[2] FN/2003/PA/028 OXIDO DE ZINC

Awabéoipo keipevo / Retrieved text | PDF pp. 1-2 | ingredient action | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_028.pdf
[3] FN/2003/PA/008 CALAMINA

Awabéoipo keipevo / Retrieved text | PDF pp. 1-2 | ingredient action | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_008.pdf
[4] 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
[5] PN/L/PG/002/00 INDUMENTARIA

Awabéoipo keipevo / 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
[6] CDC/NIOSH - Pocket Guide to Chemical Hazards: Phenol

Retrieved source edition | Full cited procedure | ingredient facts | 2026-09-12
https://www.cdc.gov/niosh/npg/npgd0493.html

[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
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