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CGR-ES-075 | 10.0

AgppaTIKO S1AALVHA TTEVTADOPLKOV Oe1lkoD YaAkov 0,1%

Copper sulfate pentahydrate cutaneous solution 0.1%
w/v

BiBAloypa@lkr avagopd - Tormukr vtobétnaon / Reference monograph - Local adoption

MpoéAsvon kKaL mpoéoBaon otnv mnyn / Provenance and source access

H npoéAcvaon, n €k6oon Kol Ta 6pLa TWY MAPEXOUEVWY ATIOOTIATUETWY/BLRALOYPAPLKWY OvapOPWY dLatnpolvTaL.
To ke{pevo elvat n mapexduevn kot avabewpnuévn eyypaer Sikalias, 6xL véa mARpn¢ avadnuooievon Tou
npwToTONOoL TNG NMNYAC. MpdoBaacn oto NMARPEC MpwToTLTO YivETAL OTOV £MioNUO €KEATN, UE TNV AMALTOOUEVN
4bela fj ouvdpoun. Agv dBNAWVETAL OTL EKKPEUEG alTnUa emovdxpnong €XeL eyKpLOEeL.

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 avagopadg / Reference formula

Bdon / Basis: 100 mL

ZvoTaTtiko / Ingredient Moooétnta / Quantity

MevtaddpLkdc BeLKOG YaAKOC 0.1g
Copper sulfate pentahydrate

KekaBapuévo 06w g.s. ad 100 mL
Purified water

MNeprypa@n okevaopatog / Preparation description
Alavyéc vypd pe wypPd Yarddlo xpwua.
Clear, pale sky-blue liquid.

References: [1]

Apaon kai xpon / Action and use

ZTUMTLKO Kal avTlonmTike. H AEMPS ava@épel depuatikn Xprion o€ HoAvouaTiké knplo,
€ELOPWHATIKEC/EPEAKLEOTIOLNUEVEG DepUaTTIOEG Kat eEavOruaTa. H emAoyr Bepamnelag anattel KAWLKA
a&loAdynon.

Astringent and antiseptic. AEMPS describes cutaneous use for impetigo, exudative/crusted dermatitis and
eruptions. Treatment selection requires clinical assessment.

References: [1]

Mpobiaypagéc / Specifications

AlavyE€G LYpPO pE WP YaAdTlo xpwua. MogdTnTeG/MoLdTNTA MPWTWY LAWY KOTA §3. Agv mapéxeTaL eLOIkd
apPLOUNTIKS 6PLo MEPLEKTIKATNTAG TEALKOD TPOidVTOG.

Clear, pale sky-blue liquid. Quantities/raw-material quality follow §3. No specific numerical finished-product assay
limit is provided.
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References: [1]

®wg / Light
To TeAkS OKEDAOUA QUAGTTETOL TPOCOTATEVHEVO AMd QWG KATA Tn Hovoypagia.

The finished preparation is stored protected from light under the monograph.

References: [1]

Aépac kalL o&eidbwon / Air and oxidation

Agv mopéxetal HEAETN 0EWBWTIKAG oTabepdTNTAG TOL TEALKOU piypaTog o0TE anaitnan adpavoldg atudoealpag.
Tnpeltal o mepLéKTNG TNG MNYHAG.

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

References: [1]

Nepo kat SuaAvtoTtnTa / Water and solubility
O nevTaddpLkdg BeLkdG YaAKOG elval eLBLAALTOG 0TO VEPS KAt TPAKTIKA aBLEALTOG 0TNY aLlBavOAn.
Copper sulfate pentahydrate is freely soluble in water and practically insoluble in ethanol.

References: [4]

Yypaoia / Humidity

Agv dlveTal apBUNTIKS 6pLlo OXETIKAG LYPAO(aC Yo TO TEALKS okeDagua. AnoeebyovTtal dlaBpoxh MPWTWY LAWY
KL HETAPOPA CUUMUKVWHATWY 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

®OAaEN TeEALKOD mpoidvToc: Kdtw and 30°C kat npootacia and ewc. H eneEepyaoia akoAovBel TIG L6LKEC
Beppokpaoiec TNG HeBSOOUL.

Finished-product storage: Below 30°C; protect from light. Processing follows the method-specific temperatures.

References: [1]

pH kat cvpBatoéoTnta / pH and compatibility

Agv op(Cetal eldlkd e0poC pH ToL TEALKOD OKELAOUATOC. Agv TpoaTiBeTal puOULOTAG pPH XWPI(C TEKUNPLWHEVN
aAAayr TnG obvBeang.

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

References: [1]
AAAec aAAnAenibpaoclg / Other interactions
MNevtaddpikdg BekdG XaAKSEG: aoLUBATOTNTA HE AVAYWYLKEG OVOIEG.

Copper sulfate pentahydrate is incompatible with reducing agents.

References: [4]
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Ewdika otolxeia cvotaTtikwy / Ingredient-specific information

AkpLBelc TavTtédTNTEG: MeEVTaDOPLKAC BeLkdC XaAKAC / Copper sulfate pentahydrate; KekaBappévo 06wp / Purified
water. XpnoLuomnoLolivtal apUaKOTMOUaKEG TPWTEG UAEG TNG Mapaneunduevng ékdoong, e emaArifsvon CoA. Agv
OAAGCeL auBaipeTa GAag, evuddTwaon A NEPLEKTIKOTNTA. H mogdTnTa g.5. KATAYPAPETAL OTNY MoPTIBA.

Exact identities: Mevtaddpikdg Beukdg xaAkdg / Copper sulfate pentahydrate; KekaBapuévo 06wp / Purified water.
Use pharmacopoeial raw materials of the referenced edition, with CoA verification. Do not arbitrarily change salt,
hydration state or strength. Record the actual g.s. amount in the batch.

References: [1]

ZuvOnkec mapaokevng / Compounding conditions

Epyaotnplakd neptBadAAov katd Tov napaneundpevo AEMPS PN: 25+5°C kat oxeTik vypacia =60%, KTOC av n
€161k} o0vBeon anaitel drapopeTikd. H Beppokpaacia neptBdArovtog dlagépel and tn Bepuokpaocia eneEepyaciag.

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

References: [2]

Mpootacia epyalopévwy / Staff protection

Kabapr npootatevTtiky evbupoaoia kat KEAAVUHO KEQAAARG Katd AEMPS PN/L/PG/002/00. Omouv undpyet mbavétnTa
€M@, KatdAAnAa ydvtia: npootacia avanvoric/oeBaAuwy 6mov o Xelplondg okévng To amattel. To akplBég
LALKO yavTiol, o agploudc kat n mpootacia avamnvoric kabBopifovtal and SDS kat TomknA ekTi{unon ékBeong.
KaBapr poakpupdvikn epyaoctnplakr evdupoaoia, KAALYN HOAALWY Kal YEvTia KaTd Tov XELPLOPS. ANy YOV TLWY
HETE and enudAvvan/ebopd.

Xewploteite tn COyLon Kat AsotpiBnon og xWwpo/dLdtagn nov neplopiCel draonopd koviwy, Y mpootacia
0QOUALWY: 0 TOMOG aVaANMVELOTIKAG pooTaciag Kabop(Cetal and Tn cuyKeKPLévn €KOeon.

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

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

Contain powder during weighing and trituration and use eye protection; select respiratory protection for the
actual exposure.

References: [3], [5]

ExTtipnon kivdovov / Risk assessment

To &Aag pnopel va npokaAéoel coBapr YAOTPEVTEPLKA TOELKATNTA KATA TNV Katdmnoon. H cuaowpevon XaAKoD
ouvdéeTal Pe atdAvan, Ntk Kot veppLk BAGBN katd tnv mnyH.

OeUKOG XAAKOC: CUUTIUKVWHEVA BlaADpaTa elval SLOBPWTLKA: N LNEPEKBEDN OLVBEETAL UE ALOALON, NMATLKA Kot
veQPLKA BAGRN.

YuyKeKpLuévn mapTida avagopdc: 100 mL. MpwTto cvoTaTikd: Mevtaddplkdg Beukdg xaAkéc, 0.1 g. EAEyETe
aveEAPTNTA TN XNULKA HOP®OH, TIG HOVADEG Kat KEABE KALLAKWON TP amnd CoyLon.

EAEYETE 6TL N XNUKA Hopor kat N B&on cuykévtpwong m/m, m/V 1§ V/V cupewvoly pe Tov Tiivaka. Mnv e§lowveTe
g Kat mL xwplG Tekunplwpévn mukvdTnTa. EAEYETE BLAOYELO/KPLUOTAAAWON KAl TNV akPLBr 066 epapuoyrG.
KataypdyTte yla TNV TOomkr avdAvon moagdtnta avd mapaokevr, ouxvotnTa £pyaciag, SldpKeLa avoLlKToD
XELPLOPOD, TIBaVEC 0600¢ €KBEONC KL ATIOTEAECHOTIKOTNTA TWY HETPWY EAEyX0UL. AuTd elval otolxela eLlcdbouv
NG aloAdynong- 6ev amnodibetal MPooYNUATIKOG TEAKOC BaBUdC KlwbOvou.

Znuelo eAéyyxou amnodéapevong: emPeBatote TeAKS dyko rj pdla otn Bepuokpaoia avagopds, diadyela A
mpoBAenOuEYN dlaoopd Kal CLHEWYVIA TIEPLEKTN/MWUATOC UE TN ouvTayr. Mo OYKOPETPLKY avaywyr KNy
€ELOWVETE g JE ML XwpI(g TEKUNPLWUEVN TTLKVOTNTA.
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Ingestion of the salt can cause severe gastrointestinal toxicity. The source associates copper accumulation with
haemolysis and hepatic/renal injury.

Copper sulfate: concentrated solutions are corrosive; overexposure is associated with haemolysis, hepatic and
renal injury.

Reference batch: 100 mL. First ingredient: Copper sulfate pentahydrate, 0.1 g. Independently check chemical
form, units and every scale conversion before weighing.

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

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], [4], [8], [10]

Texkpnpiwon BUD / BUD rationale

Aldpkela otnv nyn: H edkr] povoypagpia avagépel 3 eBoouddec umd TIc Kaboplopévec ouvBrKeg. MpdKeLTal yLa
neplodo tNE mNynig, OxL yla aveEdptnta emPBeBatwuévn otabepdTnTa TNE TOMKIAC MapTidac. Anatteltal
avTloTolylon ocbvBeong, ouVTNPENTLKOD, MEPLEKTN KAl QUAAENG, EAEYXOC TWV LOXLOLOWY ATIALTATEWY Kal £yKpLan
LTELOOVOL. H MpayUaTIKA NUEPOPNVIX HEVEL KEVH.

H dudpketa avth elvat odnyla Tng ouykekpLuévng papuakomnolag/mnyng. Ztov mopdvta £Aeyxo dev emaAnBedTnKe
AR PNG MPWTOYEVAG LEAETN TIOL VA TEKUNPLWVEL TAVTOXPOVA XNHLKH, PUOLKHA KAl LKPOBLOAOYLKH EMEKTACN TNG
(dlag TeAkig obvBeong.

EMAEYEVOG CLVTNPNTIKOC YEVIKOG KOvOvaC: €wG 14 nuépeg aToug 2-8 °C yla LOATLKA HOPEH XWPIC EMAPKWC
TeEKUNPLWPEYN ouvtrpnon. MNpodndBean elvat 6TL N YOEN 6ev mpokaAe( KaBITNon, un avaoTPEYLHO SlaxwpLlopd A
GAAN anwAsla KataAAnASdTNTAG. Av auTr N npodndéBeon anotidxeL, 6ev xpnoluotmotle(tal To 14APEPO o€
Bepuokpaoia dwpatiov- anatte{tal edikr Tekunpiwaon ocbvtoung xprong.

To épLo BLBALOYPaPLKAG ava@opdc tTng napoloag €kdoong elval n ouvtopdtepn HETAED TNG MapaATdvVW BLAPKELAG
mNyAG Kat Tou YeVkoL oplov. MNa napdtaon anatte{tal TekunEiwaon mov KAAOTTEL
SpaoTIKA/EKDOXO/MEPLEKTIKATNTA, MEPLEKTN, Oepuokpaaia, HEB0B0 eVOELKTIKY OTABEPSTNTAC KAL, Yla LOATLKN
EMEKTAON, TNV AMOLTOOPEVN UiKpoBLloAoyikr Tekunpiwon. Epapuootéa enionun USP-NF povoypagia agloAoyeital
XWPLOTA 010 MAAPEG KE(PHEVS TNG.

Huepopnvia xpriong = n evwpitepn emtpentr nuepopnvia and napackevr + emAgypévn dldpketa, AREELG MPLTWY
LAV KoL TUXOV CLUVTOUSTEPO TEKUNPLWHEVO OpLo. O Xpdvog PETA To dvolypa 6ev napateivel To cuvoAlkd BUD. H
TEAKH NUEPOUNVI{O CUPTANPWVETAL YLO TN OLYKEKPLUEVN TMapT{BA PETA TOLG EAEYXOULC.

O yevikdg kavédvag amnoteAel ouvTNPENTLIKO dpPLo EMAOYAG Kol OXL MELPAMATIKA anddelgn otabepdTnTag TNG
naptidag. H katnyopla ouvdéeTal pe TNV TEAK g0vVOeON, TN CLVTAPNON KOl TLG EMTPENOUEVESG BEpoKpaaiec. H
T aw 6gv MPoKOTTEL and To MocoaTéd vEPODL 1 TNV anWAsLa Katd tnv EApavan. MNa tekunpiwon xpnollonotioTe
SOP-014 kot F-006- yia €16ikry aw, SOP-017 kat F-012.

H USP 6ev anattel pétpnon aw og k&Be un otelpo napackedaopa. H tekunplwuévn ta§wéunon tng
OLYKEKPLPEVNC a0vBeang unopel va xpnotpomnole{tal wg 0dnydc: kataypdeeTal pntd we ekTiunon Kat éxt wg
pétpnon. Auei{BoAn 1} oplakr Tagwéunon anattel €16Lkd TEKUAPLO A KATAAANAN HéTPnon. H nuepounvia TeALKoOO
okevdopatog dev vepPaivel Tn dlaBéoun nuepopnvia TwWv N MAPACKELAOUEVWY CLOTATIKWY/BACEWY, EKTOC av
€xeL voBeTnOel emapkAg 16K TeEKUNPlwon yla TNV akpLBr TeAK obvBean.

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

This duration is a specific formulary/source instruction. This review did not verify a complete primary study
establishing chemical, physical and microbiological extension for the same finished formulation.

Selected 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.
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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.

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: [1], [6], [7], [9], [11]

Mpoamaitovpeva / Prerequisites

Aev anatte(tal xwploth Bdon pe KwdKkd pNTPWOoL. Tuxdy EUMOPLKE OYNUA TTHPAUEVEL TO AKPLBEC KATOVOUATOUEVO
npoidv touv mivaka.

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

References: [1]

EEonmAlopocg / Equipment

Zuyo6¢ KaTdAANANG eAdxLoTng 0ylong, youdi/omepog i opoyevonolnthg, doxela avdulEng, ondTovAEg,
BepudpeTpo dTav undpxel B€puavan, 6pyava oYKOUETPNONG YL MOoHTNTEG 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£00b0¢ mapaokevng / Compounding method

1. Zvyiote 0,1 g Tov mevTaddpLkoV AATOG.
2. AloAboTe o€ mepinov 75 mL kekaBapuévou vePoD.
3. ZUPNANPWOTE YE vEPS HéXPL TEALKS dyko 100 mL kat avopiETe.

1. Weigh 0.1 g of the pentahydrate salt.
2. Dissolve in approximately 75 mL purified water.
3. Make up to a final volume of 100 mL with water and mix.

References: [1], [2]

Mapatnpnoelg / Observations

H kOpla o0OvBeon eivat 0,1 g mevtaddpikod dAatog ad 100 mL. To pOAAO acBevolg €xel emKEPAABA «100 g», aAA&
emovaAouBdavel ad 100 mL. Atatnpei{tal n oa@rig oyKopeTpLkr obvBeon tng §3.1. Aev avtikabiotaTal pe dvudpo
dAac xwpic umtoAoyLoud.

The master formula is 0.1 g pentahydrate to 100 mL. The leaflet heading says “100 g” but repeats ad 100 mL. The
explicit volume-based formula in §3.1 is retained. Do not substitute anhydrous salt without calculation.

References: [1]
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MNeplékTNG KaL ovokevaoia / Container and packaging
daokitpvn | adlagavig eLaAn.
Amber or opaque bottle.

References: [1]

EmioApavon / Labelling

AgppaTikd dLdAvpa mevtaddpikol Beltkol xaAkoL 0,1%
EEwTeptkr xprion

Mooétnta: _ Noptida:

Mapaokevdotnke: _ XpAon éwg:

AcBeviig / 66on / ouxvéTnTOo:

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

Copper sulfate pentahydrate cutaneous solution 0.1% w/v
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], [6], [7]

MowoTikOG éAeyxocg / Quality control

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

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

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

Record the method, acceptance criterion, actual result and reviewer separately in F-005. A critical specification
failure requires quarantine and investigation under SOP-015; retesting needs justification.

References: [11], [2], [10]

®0Aain / Storage

ZuvBnKeg/mMePLEKTNG oL avaeépel N mNyA: K&dtw and 30°C kat npootacia and ewg.
Ma 1o emMAeyUEVO YEVIKS avdTaTo 6pLo: 2-8 °C, epdoov dlatnpolvTal N QUOLKH KATOAANASTNTA KOl N
OLPBATOTNTA PE TN OLUYKEKPLUEVN TINYH. Agv epappdleTal To 14iuepo og Bepuokpaoia SwuaTiov.

Source-reported conditions/container: Below 30°C; protect from light.
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], [6], [7]
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AwaOeon / Dispensing

AMOKAELOTIKA SepuaTikr xprion. H mnyr avagépet 3-4 epapuoyéc/nuépa oe kabBapr Kat ateyvr neploxr. Oxt
Katdmnoon f xprion w¢ ePeTKS. EyKupoolvn kot ONAaoudc: latpikr agloAdynaon.

Cutaneous use only. The source gives 3-4 applications/day to a clean, dry area. Do not swallow or use as an
emetic. Pregnancy and breastfeeding require medical assessment.

References: [1]

v9 _controls / v9_controls

To apBunTiké éplo oto apyeio elvat pévo 6pLo BLBALOYPAPLKAC avaopdc UTd TIC £LBLKEG TPODTOBETELC. Agv €xEL
oplotel BUD mpayuaTikig mapTidag Kat 6ev éxouv napaydel petprioelc aw. H akplBrig obvBean, ta
TPOQTALTOOUEVQ, O MEPLEKTNG, N QUAAEN KoL Ta oTolxela EAEYYOU TIPETIEL va EYKPLOODV YL TN OUYKEKPLUEVN
epappoyr. H évap&n touv vmoAoylopol BUD eival n évapén tnc napaokevig. EQapudletal To GUVTOUSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO €AeyY0 BLdpKELag HETA TO Avolypa. Ta dpla USP elval texviké mAaiolo kat dev
napovoldfovtal WG eEAANVIKY 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.

AveEAPTNTN EAANVLKA KOl ayYAKH andédoon/opydvwaon otolxelwy TnG avaeepdpevng mNyng. Aev anoteAel enlonun petdepaon fi éykpLon Tou
€kdOTN.

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

Mnyéc ka1 mapanopunég / Sources and references

[1]1 FN/2003/P0/027 SULFATO DE COBRE, SOLUCION AL 0,1% DE

FN/2003/P0O/027 | Master formula §§3-4; packaging/storage §5; description §6; period §7; use/precautions §§8-12 and patient leaflet | specific
formulation | 2026-09-10

https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2003_po_027.pdf
[2]1 PN/L/FF/007/00 ELABORACION DE SOLUCIONES
PN/L/FF/007/00 | §4.3 environment; §4.4 method; §4.6 controls | general procedure | 2026-09-10

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

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

PN/L/PG/002/00 | Clothing and protective equipment | general procedure | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_|_pg_002_00.pdf
[4] FN/2003/PA/035 SULFATO DE COBRE PENTAHIDRATO

FN/2003/PA/035 | Raw-material properties, handling and incompatibilities | raw material | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_035.pdf

[5] ASHP - USP <795> Key Changes

2023 | pp. 1-3: scope, water activity and staff precautions | professional guidance; not the licensed USP chapter | 2026-09-12
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