ZUVTAYOASYLO FAANVIKWY ZKELAOPATWY
EAANviIKO6 Formulary Sikalias

AgppaTiKO S1AALVMA TTEVTADOPLKOD Oe1tkoD YaAkoD 0,1%
Copper sulfate pentahydrate cutaneous solution 0.1%
w/v

CGR-ES-075 * Ekboaon / Version 5.0 « 10.09.2026

MpwTtoBouvAia CUAAOYAC LALKOU amd £YKLPEC MNYEC, WG Bdon yia tn dnuiovpyia EAANVIKoO formulary.
2TaOWOC Xp. ZIKAALLC.

An initiative collecting material from authoritative sources to lay the foundations for a Greek formulary.
Stasinos Chr. Sikalias.

Tekunpuwévn BLBALOYpa@LKA IPoadbnikn: amattel TomK EMOTNUOVIKA €yKplon mpy and xprion wg kKOpLo
deAtio mopaoKeLAC.

Documented bibliographic addition; requires local scientific approval before use as a master formulation record.
H kOpLa o0vOeon kaL To @OUAAO aoBeVODG €XOLV ATOKALON TTOCOTNTAG/LOVAdWV.
Xpnoipomoleital n pnTA KOpLa o0VOeoN' N epUNVEia anmalTel EyKpLON TPLY A6 MAPACTKELN.
BA. MapatnpioELG.

The master formula and patient leaflet differ in quantity/units. The explicit master formula is used; this
interpretation requires approval before preparation. See Notes.

Mnyr / Source: FN/2003/PO/027 SULFATO DE COBRE, SOLUCION AL 0,1% DE » Al — em{onun ¢opuUaKomoLa / GUYTAYOASYLO
FN/2003/P0O/027

AeATtio Tekunplwong mpog Tomik emoTnUoviKA €ykplon. Agv anoteAel emkupwpévn odnyla
anodéapevong mopTidac.

Evidence worksheet for local scientific approval. It is not a validated batch-release instruction.

dappakoTeXVIK) popen / Dosage form
AlGAvpa yla EEWTEPLKA QaPUAKELTIKA Xprion

Solution for external pharmaceutical use

AAAeg ovopaoieg / Other names
A&V HNAWVETAL BLAPOPETLIKO GLVWVLHO OTNY TINYH.

No different synonym is stated by the source.
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Zuvtayn / Master formula

Bd&on vnoAoylopo0 / Formula basis: 100 mL

A/ ZuoTatiko / Ingredient MoooétTnTa Movabda
A Quantity Unit

No

1 MevTadOPLKOC BEUKOC XAAKOG 0.1 g

Copper sulfate pentahydrate
2 Kekabappévo 0dwp g.s. ad 100 mL

Purified water

Mnyn o0vBeong: [1]. g.s. = enapkrig moodtnTa - ad = pé€xpL TEALKS oOvoAo. Agv peTaTpénovTal avbaipeta g o mL.

Formula source: [1]. g.s. = sufficient quantity; ad = to the final total. Do not arbitrarily convert g to mL.

Meplypagn okevaopatog / Preparation description

AlaLYEG LYPO HE WY PO YOAGTLo Ypwua. [1]

Clear, pale sky-blue liquid.

Apaon kai xpAon / Action and use

Ituntikd Kat avtionmtikd. H AEMPS avagépetl SeppaTikr xprion o€ HOAVOUATLKO Knplo,
eELOpWHATIKEG/eQEAKLOOTIOLNUEVEG DepuaTiTOEG Kal eEavOripaTta. H emAoyn Bepaneiag amnattel KAWLKA
a&loAdynon. [1]

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

Mpodlaypagéc / Specifications

ALovyEG LYPO pE WYPO YaAddlo xpwpa. MoodTNTEG/MOLOTNTA MPWTWY LAWY KOTA §3. Agv MopEXETAL ELOLKO
APLOUNTLKS 6pLo MEPLEKTIKOTNTAG TEALKOU TpoidvToc. [1]

Clear, pale sky-blue liquid. Quantities/raw-material quality follow §3. No specific numerical finished-product
assay limit is provided.
ZuvOnkeg kalL mpo@uAa&elg / Conditions and precautions

Ta otowxela MPWTWY LAWY BgV oLVLOTOOY HEAETN OTABEPSHTNTAG TEALKOD OKELAOUATOG. «AgV
TEKUNPLWVETAL» BEV ONUaivEL «OTABEPSO» 1] «AOPAAEC».

Raw-material information is not a finished-product stability study. “Not established” does not mean “stable” or
“safe”.

EvaioOnoia oto owg / Light

To TeAkS oKeDAOUA PUAGCOETOL TIPOOTATEVUEVO aTd QWE KATA TN Hovoypapia. [1]

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

EvaioOnoia otov aépa / Air

Agv TEKUNPLWVETAL £L6LKO oTolxe(o Yo To TeEAkS okebaopa oTL eEeTaobeloeg nnyEéC. Anate{Tal
OLUMANPWHATIKA Tekpunplwan mpv oploBel mpodlaypaen. [1]

No specific finished-product information is established in the reviewed sources. Additional evidence is required
before defining a specification.

EvaloOnoia oto vepd / Water

O mevTaDOPLKAG BeLKOG YaAKSG lval ELOLAALTOG GTO VEPD KAl MPAKTIKAE adldAuTtog otnv atbavoAn. [4]

Copper sulfate pentahydrate is freely soluble in water and practically insoluble in ethanol.
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EvaioOnoia otnv vypacia / Humidity
A&V TeEKUNPLWVETAL £L6LKO oTolxe(o Yo To TeEAKS okebaopa aTLc eEeTaobeloeg nnyéc. Anatte{Tat
OLUUMANPWHATIKA TekUNPlwan npwv oploBel mpodiaypaen. [11]

No specific finished-product information is established in the reviewed sources. Additional evidence is required
before defining a specification.

EvaioOnoia otn Osppokpacia / Temperature
®OAaEN TEAKOU TpoidvToc: Kdtw and 30°C kat nmpootacia and ewc. H eneEepyaoia akoAovBel TIC €OLIKEC
Bepuokpaciec TNG puedddoUL. [1]

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

EvaioOnoia og pH / pH
A&V TeEKUNPLWVETAL €L6LKO oTolye(o yia To TeEAKS okebaopa oTIC eEeTaobeloeg nnyég. Anate({Tat
OLUMANPWHATLKA Tekunplwan TPy oplabel mpodiaypaen. [1]

No specific finished-product information is established in the reviewed sources. Additional evidence is required
before defining a specification.

AAAec aovpfBatoTnTeg / Other incompatibilities
MevtadOplkdC BeUKOC XAAKOC: ACLUBATOTNTA PE AVAYWYLKEC ovaleg. [4]

Copper sulfate pentahydrate is incompatible with reducing agents.

Elbi1kég mAnpogopiec ovoTaTikwy / Ingredient-specific information

AkpBeic TavtdTnTEG: NMEvTaDddpikdg BeukdC xaAkdg / Copper sulfate pentahydrate; KekaBapuévo 06wp /
Purified water. XpnaotpomoloOvTal QapuaKomowaKEG MPWTEG DAEG TNG TAPATEUTOPEVNG €KBOaNG, HE
enoAriBevan CoA. Agv aAAGTeL avBaipeTa dAag, evuddTwon f neplekTikdéTnTa. H moogdtnta g.s.
Kataypdeetal otnv noptida. [1]

Exact identities: Mevtaddpikdg Oeukdg xaAkdg / Copper sulfate pentahydrate; KekaBapuévo 0dwp / 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.

ZuvOnkec MapaokevhG / Preparation conditions

Epyaotnplakd neptBdAiov Katd tov nopaneunduevo AEMPS PN: 25+5°C kot oxeTikn vypooio =60%,
EKTOC av n €161k o0vBeon anattel dLapopeTikd. H Bepuokpacia neptBadAlovtog Slagépel and T
Bepuokpaoia eneEepyaociag. [2]

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.

Mpo@uAdEelc mMpoowmikoD / Staff precautions

KaBapr npootateuTik evbupacia kot KAAVUUA KEQAANC Katd AEMPS PN/L/PG/002/00. Omou unidpyxet
nmbavoéTnTa EMNAPAG, KATAAANAQ YavTia- mpooTacia avanvoriG/ogOaALwY OTIoL 0 XELPLOUOG OKOVNG TO
amattel. To akplBEg UALKG yavTLoU, 0 agpLloudc Kal n npootacia avamnvorc kabopiCovtal and SDS Kat
ToTKkA ekTipnon é€kBeong. [31]

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.

ZTolxeia yia avaivon kivéodvou / Risk-assessment inputs

To dAag pnopel va mpokaAéael goBapr] YaoTPevTEPLKA TOEKKOTNTA KATA TNV Katdnoon. H cuoowpeuon
XOAKOU ouvdéeTal e atpdAvon, NMATLKA Kat veeplkr BA&BN Katd Tnv mnyH.

OEUKOG XAAKOG: CUUTLKVWHEVO BlaADpaTa elval dLaBpwTikd: n umep€ékOeon cuvdéeTal e atudAvon,
Nnnatikr Kat veppikr BAGBN. [1, 4]
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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.

Tekpnpiwon duapkelag xpnong / Evidence for beyond-use period

H €8k povoypagia avaeépel 3 eBoouddec vnd TIC KaBoplopéveg ouvBAKeg. Mpdkettat yia neplodo TG
nnyng, oxL yla aveEdptnta emPBeRatwpévn otabepdTnTa TNG TOMKAC MopTidag. Anatte{tal avtiotolyion
olvBEaNC, CLYTNPENTLKOD, MEPLEKTN Kal QOAAENG, EAEYXOC TWVY LOYXLOUCWY ATMALTHTEWY KAl £yKpLon
uTeLBOVOL. H mMpaypa Tk NUEpopnvia pével kevn. [1]

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.

EEapTtwpeveg Baocelg / Required bases
Agv anotte(tal xwploth obvBetn Bdon otn pntr obvbeon. [1]

No separate compound base is required in the explicit formula.

EvbelkTIKOG eEomtALOMOG / Indicative equipment

Zuy46¢ KATAAANANG BLaKPLTIKAG tkavdTNTaG, YOUd(/oTMATOVAQ, KATAAANAOL IEPLEKTEG AVAULENG KO TEALKS
doyxelo. MpoobEéote OYKOUETPLKA Yot ML, eAgyxOuevo vdaTOAOVTPO OToL N PEB0DOG MPOoPAEMEL THEN KL
KaTtdAANAo @iAtpo émouv Znteltal. AVaALTIKOG €EOTMALOUSC OUUQWYA HE TLG BOKLWEG EAEyYoUL. [2]

Balance with suitable resolution, mortar/spatula, suitable mixing vessels and final container. Add volumetric
equipment for mL, a controlled water bath where melting is specified and a suitable filter where required.
Analytical equipment follows the QC methods.

Awadikaoia mapaokevhg / Preparation procedure

. Zuylote 0,1 g Tou mevtaddpLkoL dAaToC.

. AtaAboTe o€ nepinov 75 mL kKekaBapuévou vepoD.

. ZUMMANPWOTE PE vEPS pEXPL TEALKS dyko 100 mL kat avauiEte. [1, 2]
. Weigh 0.1 g of the pentahydrate salt.

. Dissolve in approximately 75 mL purified water.
. Make up to a final volume of 100 mL with water and mix.

WNEFE WNRH

Mapatnpnoelg / Notes

H kOpla gbvBeon eival 0,1 g mevtaddpikol dAatog ad 100 mL. To gOAAO aoBeVOUG €xeL emKEPAA{Ba «100
g», 0AAG enavoaAoupdvel ad 100 mL. Alatnpeltal n ca@Ag oyKoUETPLKY o0vBeon tng §3.1. Agv
avTikaBiotatal pe dvudpo dAag xwpic vmoAoylopd. [1]

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.

Zuokevaoia kaL VALKa / Packaging and materials
datokitpvn f adlagavic eLdAn. [1]

Amber or opaque bottle.

Ynodeiypa eTikétag / Label specimen

AgppoaTtikd dldAvpa mevTaddpLkol Belkol xaAkoL 0,1%

MNoodtnta: - Moaptida: - Mapaokevri: - Xpron €éwg:

Mévo eEwTteplk xprion. POAaEN: Kdtw and 30°C kal npootacia and ewc.
AcBevrig/doooloyia | epyaotnplakn xprion: - dappokelo/tTNAépwvo:
Ynébelyua npog mpooapuoyr and Tov opPoKoToLd: Oyt TEAKH EyYKEKPLUEVN ETIKETA. [1]

Copper sulfate pentahydrate cutaneous solution 0.1% w/v
Quantity: - Batch: - Prepared: - Use by:
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External use only. Storage: Below 30°C; protect from light.
Patient/directions or laboratory use: - Pharmacy/telephone:
Specimen for pharmacist adaptation; not a final approved label.

M£0obolL eAéyyxou / Quality-control methods

Koatd AEMPS: 0pyovoAnmTIKA XOPaKTNPELOTIKAE Kot TEAKN H&la f/kat 6yKog. Ze mapaywyn mopTidwv:
XPWHATLONOG RFE 2.2.2, dlalyela/onaAloudg RFE 2.2.1, oxeTikh mukvétnta RFE 2.2.5, pH katd
PN/L/CP/001/00 kot pikpoBLoAoyLlkdc éAeyxog RFE 5.1.4. Agv 6{vovTtal atn ouyKeKpLUévn aOvBeon
apBuNTkA épta pH/mukvéTNTOAG 1 €L6LKNA SoKLlpaoia meplekTikdTNTAG. [1, 2]

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.

®0Aa&n / Storage conditions
Kdtw amnd 30°C kat npootaoia and ewc. [1]

Below 30°C; protect from light.

Eldi1kég 0bnyiec 61aOeong / Dispensing instructions

AMOKAELOTIKA HepuaTikr xprion. H mnyn avagépel 3-4 epapuoyéc/nuépa oe kKabapr Kal oTeyvr mEPLoH.
OxL katdmnoon 1 xprion wg epeTkd. Eykupooivn kKat BnAaoudg: watpiki agloAdynon. [11]

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.

MpoéAsvon KalL emavaypnotipomnoinon / Provenance and reuse

Mnyr: Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPS), Formulario Nacional.
MpwTtdTunn eAAnvikA/ayyAkr anddoon kat avadldpbpwaon: EAAnvikd Formulary Sikalias, Ztaowdg Xp.
ZkaALldg, compounding.gr. Bdon enavaypnotuonoinong: aviso legal AEMPS kat RD 1495/2011, dpbpa
7-10/MNapdptnua. AlatnpriBnkav cOvBeon Kal PovAdEG: MPOCTEONKAY TIAPATIOUNES, DLAKPLTEG CUVTOKTLKEG
ONUELWTELG KoL KeEvE Tedla mapTidag. Aev vtodnAwveTtal éykplan tng AEMPS. Kwbdikdg €kdoong otnv
avo@opd- NIPO 134-20-002-3 / 090-22-245-5. AKpLBAC nueEpounvia eoWTEPIKAG avaBewpnong dev
dnAwvetal ota PDF. EAcyxog npéoBaong 10.09.2026.

Source: Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPS), Formulario Nacional. Original
Greek/English rendering and restructuring: Greek Formulary Sikalias, Stasinos Chr. Sikalias, compounding.gr.
Reuse basis: AEMPS legal notice and RD 1495/2011, Articles 7-10/Annex. Composition and units retained;
references, distinct editorial notes and blank batch fields added. AEMPS endorsement is not implied. Edition
code appears in the reference; NIPO 134-20-002-3 / 090-22-245-5. The PDFs do not state an exact internal
revision date. Access checked 10 September 2026.

BiBAloypa@ikég avagpopécg / References

[1] FN/2003/PO/027 SULFATO DE COBRE, SOLUCION AL 0,1% DE. FN/2003/PO/027 Master formula §§3-4; packaging/storage
§5; description §6; period §7; use/precautions §§8-12 and patient leaflet. Al official formulary. EAgyxoc / Checked 2026-09-10.

https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2003_po_027.pdf

[2] PN/L/FF/007/00 ELABORACION DE SOLUCIONES. PN/L/FF/007/00 §4.3 environment; §4.4 method; §4.6 controls. A2 official
technical guidance. EAeyxog / Checked 2026-09-10.

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-for
mas-farmaceuticas/pn_|_ff_007_00.pdf

[3]1 PN/L/PG/002/00 INDUMENTARIA. PN/L/PG/002/00 Clothing and protective equipment. A2 official technical guidance.
EAeyxog / Checked 2026-09-10.

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_|_pg_00
2 00.pdf

[4] FN/2003/PA/035 SULFATO DE COBRE PENTAHIDRATO. FN/2003/PA/035 Raw-material properties, handling and
incompatibilities. Al official formulary. EAeyxoc / Checked 2026-09-10.

https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_035.pdf
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https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2003_po_027.pdf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-formas-farmaceuticas/pn_l_ff_007_00.pdf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-formas-farmaceuticas/pn_l_ff_007_00.pdf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_l_pg_002_00.pdf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_l_pg_002_00.pdf
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_035.pdf

[5] AEMPS — Aviso legal. Policy checked 2026-09-10 Reuse conditions. Rights policy, not clinical evidence. EAgyxog /
Checked 2026-09-10.

https://www.aemps.gob.es/aviso-legal/

[6] BOE — Real Decreto 1495/2011, articulos 7-10 y anexo. Policy checked 2026-09-10 Reuse conditions. Rights policy, not
clinical evidence. EAeyxoc / Checked 2026-09-10.

https://www.boe.es/buscar/act.php?id=BOE-A-2011-17560

OL avaAUTIKEG EBODOL cuvoyiCovTal. MNa eKTEAETN amaALTOOVTOL TA TIARPN TOPATEUTOMEVA KEQAALQ,
avTBpaoTAPLO KOl KPLTAPLA KATAAANASTNTAC CLOTAUATOC.

Analytical methods are summarised. Execution requires the full referenced chapters, reagents and
system-suitability criteria.
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®0AMNo COyLonGg / Weighing sheet

Huepounvia napaokevrc / Preparation date:

Ta MAPaKEATW CUPMANPWYOVTAL ATé TOV POPHUAKOTIOL) Yla TN OLYKEKPLUEYN TapTiBa.

The pharmacist completes the following for the actual batch.

A/ ZuoTaATIKO OewPNTLKA Mova MapTida AAEN OANgG Zuyio0cioa Ynoypaen
A Ingredient moooTNTA oa OANg Expiry TMoooTNTA Signature
No Theoretical Unit Material lot Actual weight

qty

YmoAoyiopoi / Calculations

YTOAOYLOTIKG O@aApaTa Kal antwAeleg / Calculation errors and losses
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Kataypagn ektéAeong KaL antodéopevong / Batch execution and release

Hupepopnvia mapaockeAG Kal KwdIkoc mapTidag / Date and batch number

YTMoAoylopHoG npepounviag xpnong / Actual BUD calculation

MNapatnpnoelg eEKTéEAEONG Kal antokAioelg / Process observations and deviations

AnoteAéopata eAéyxwv Kat agloAéynon / QC results and assessment

KataAAnAotnta Baocel eEAéyxwv / Suitability based on results

YnevOuvvog pappakomolog kat vroypagn / Responsible pharmacist and signature
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