ZUVTAYOASYLO FAANVIKWY ZKELAOPATWY
EAANviIKO6 Formulary Sikalias

AgppaTIKO SLAALVMA VITPLKOD apylpoL 2% KaTta pada
Silver nitrate cutaneous solution 2% w/w

CGR-ES-072 « Ekboon / Version 5.0 * 10.09.2026
MpwTtoBouvAia GUAAOYAG LALKOD amd £€yKupeg MNYEG, wG Bdon ywa tn dnuovpyla EAANVIkoO formulary.
2TaoWwOC Xp. ZIKAALAC.

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

Tekpunplwpévn BLBALOYpa@Lkr TPoodrikn: amatTel TOTILKY EMOTNMOVLKA £yYKPLon TP amnd Xprion wg KOPLo
bdeAtio mopaokeLAC.

Documented bibliographic addition; requires local scientific approval before use as a master formulation record.

Mnyrj / Source: FN/2003/FMT/020 NITRATO DE PLATA, SOLUCION AL 2% DE Al — enionun @appakorot{a / cuvTayoAdyLo
FN/2003/FMT/020

AeATtio Tekunplwong mpog TomLk emoTNHOVIKA €ykplon. Agv anoteAel emkupwpévn odnyla
anobéopevong napTidac.

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

dappakoTEXVLIKH popen / Dosage form
AlGALPO YO EEWTEPLKN QAPUAKEVTLKE XPron

Solution for external pharmaceutical use

AAAec ovopaoieg / Other names

Agv HNAWVETAL BLAPOPETLIKS GUVWIVLHO OTNY TINYH.

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

Bd&on vnoAoylopol / Formula basis: 15 g

A/ ZuoTatiko / Ingredient MoooétTnTa Movabda
A Quantity Unit

No

1 Nitpikdg dpyvpog 0.3 g

Silver nitrate
2 Kekabappévo 0dwp g.s. ad 15 g
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
Alavyég dlaAvua. [1]

Clear solution.

Apaon kai xpAon / Action and use
KauoTikd ylo 0TOXEVUEVN KATAOTPOEH MAOOAOYIKOU LOTOU, T.Y. HUPHNYKLWY, OOHWva PE TNy AEMPS. [1]

Caustic for targeted destruction of pathological tissue, such as warts, according to AEMPS.

Mpodlaypagéic / Specifications

Alavyég dldAvpa. Mogdtnteg/moldTNTA MPWTWY LAWY KaTd §3. Aev mapéyxetal 61K apOUNTLKS 6pLo
TMEPLEKTIKOTNTAG TEALKOU TipoidvToc. [1]

Clear solution. Quantities/raw-material quality follow §3. No specific numerical finished-product assay limit is
provided.
ZuvOnKkeg KalL mpo@uAa&elg / Conditions and precautions

Ta otolyelo MPWTWY LAWY 8gV cLUVLOTOOY PEAETN 0TABEPSTNTAG TEALKOD OKELAOUATOG. «AEV
TEKUNPLWVETAL» §EV onuaivel «oTaBepd» 1 «aTPAAES>.

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

EvaioOnoia oto @wg / Light

To teAkS okebaopa GUAGCOETOL TIPOCTATEVHUEVO aTd QWG KATA TN Hovoypagia. [1]

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

EvaioOnoia otov aépa / Air
NLTpLkOG dpyupoc: mpooTtacia and aépa Kol 0pyavikr entuéAvvaon. [4]

Silver nitrate: protect from air and organic contamination.

EvaioOnoia oto vepod / Water
O vitpikdcg dpyvpog eival moAd vbaTtodlaAvTdc. [4]

Silver nitrate is very soluble in water.

EvaioOnoia otnv vypacia / Humidity

Agv TEKUNPLWVETAL €L6LKO oTolxE(o Yo To TeEAKS okebaopa aTL eEeTaobeloeg nnyéc. Anate{Tat
OLUUMANPWHATIKA TeKUNPlwaon npwv oploBel mpodiaypaen. [1]
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No specific finished-product information is established in the reviewed sources. Additional evidence is required
before defining a specification.

EvaioOnoia otn Osppokpacia / Temperature

®OAaEN TEALKOU TIpoidvToc: Kdtw and 30°C kat nmpootacia and ewc. H eneEepyaoia akoAovBel TIC eBLIKEC
Bepuokpacieg TNG puebddOUL. [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 Tekpunplwan TPy oplabel mpodiaypaen. [1]

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

AAAec aovppBatoTnTeg / Other incompatibilities
NLTpLKAG dpyupoc: acguuBaTtdTnTA HE AAKAALY, OE€a Kal GAaTa aAoyOVWY, WOPOPLKE Kol Tavwiveg. [4]

Silver nitrate: incompatible with alkalis, acids and halogen salts, phosphates and tannins.

Eldi1kég mAnpogopiec ovoTaTikwy / Ingredient-specific information

AkpBeic TavtdtnTEG: NITPLKAC dpyvupocg / Silver nitrate; KekaBapuévo 06wp / Purified water.
XPNOLOTOLOVVTAL PAPHUAKOTIOUAKEG TTPWTEG VAEG TNG MapaneUnduevng £€kdoong, Le enaAndevon CoA. Agv
aAAGTeL avBaipeTa GAag, evuddTwaon A MeplekTikOTNTA. H moogdtnTa g.s. KATaypdeeTaL oTnv noptida. [1]

Exact identities: Nttpikdg dpyvpog / Silver nitrate; 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.

ZuVOAKEeC MapaokeVAG / Preparation conditions

Epyaotnplakd neptBdAAov Katd tov mapaneunduevo AEMPS PN: 25+5°C kat oxeTikr vypacia =60%,
EKTOG av n €61k c0vBeon amnoattel dLapopeTikd. H Bepuokpacia meptBdAAovTog SLagépel amnd TN
Bepuokpaocia eneEepyaaoiac. [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.

MpogulAd&eilc mpoowmnikoL / Staff precautions

KaBapr npootateuTikr evbupaoia Kot KAALUPA KEQAAG Katd AEMPS PN/L/PG/002/00. Omnouv undpyet
moavéTNTa eNAPg, KATAAANAQ ydvTia- mpooTacia avanvoriG/oeOaAUwWyY oL 0 XelpLopdg okdvng To
anattel. To akplBEG LALKS yavTLoU, 0 agpLloddc Kal n mpootacia avamnvonc kabopi{Covtal and SDS Kat
Tomkr ekTi{unon ékBeong. [3]

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 kivéovovu / Risk-assessment inputs

Koauotikd kat SuvatdTnTa HéVIUoL amoxpwHaTIopolb/apyvpilag. H katdmnoon pnopel va npokaAéosl coBopr
TOEIKOTNTO. AMOTPEYTE EMAQPH TPOCWTILKOV HE MATLa Kat 6€épua. [1]

Caustic; may cause permanent staining/argyria. Ingestion can cause severe toxicity. Prevent staff eye and skin
contact.
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Texkpnpiwon duapkeilag xpRong / Evidence for beyond-use period

H edkr povoypagia avagépel 2 eB6ouddec vnd TIC KaBoplopéveg oLuvBKeC. MpdkelTal yia neEplodo TG
nnyng, oxL yla avegdptnta emPBeBatwpévn otabepdTNTA TNG TOTKAG MopTidag. Anatte{tal avtiotolyion
gbvBeancg, oLVTNPNTLKOL, MEPLEKTN Kal QUAAENG, EAEYXOC TWVY LOXLOVOWY ATMALTACEWY KAl £YKPLoN
uTeELBOVYOL. H Mpayua Tk NUEpopnvia pével kevr. [1]

The specific monograph states 2 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 anatteltal ywplotri obvBetn Bdon otn pntrh obvBeon. [1]

No separate compound base is required in the explicit formula.

EvbelkTIKOC eEomALOMOG / Indicative equipment

Zuy6G KATAAANANG BLAKPLTIKAG LKOvOTNTAG, YOUd(/odToLAA, KATAAANAOL MEPLEKTEG AVAMLENG KoL TEALKO
boyelo. MpooBéoTte OYKOUETPLKA yia ML, EAeyxOuevo vEaTAAOLTPO OTIOL N UEB0SOC MPoPBAETEL TAHEN KAl
KaTtdAANAo @i{ATpo émov Cnteltal. AVaALTIKOC EEOTTALOUOG OUMQWYA [E TIC BOKLUEG eAEyyov. [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.

Aladikaoia mapaockevig / Preparation procedure

. ZuyloTte 0,3 g viTPLKOL apyVPOL KoL KEKABAPUEVO VEPD.

. AtaAboTe pe ovvexr avddevaon.

. ZUUMANPWOTE PE vEPS HéEXPL TEAKA pala 15 g Kat avauiEte. H Bdon elval pala, éxL éykoc. [1, 2]
. Weigh 0.3 g silver nitrate and purified water.

. Dissolve with continuous stirring.
. Make up to a final mass of 15 g with water and mix. The formula is mass-based, not volume-based.

WNEFE WNRH

Mapatnpnoelg / Notes
0,3 g/15 g = 2% m/m. Agv elval opOaAuLKS napaokedaoua. [1]
0.3 g/15 g = 2% w/w. This is not an ophthalmic preparation.

Zuokevaoia kat VALKa / Packaging and materials
Mn HETAAALKOG TIEPLEKTNG, XWPIG AAKOALKOTNTA, EPUNTIKA KAELOTOG KL QUWTOTPOCTATEVTIKOG, TL.X.
@atoki{Tpvn yudAwn @LéAan. [1]

Nonmetallic, alkalinity-free, hermetically closed light-resistant container, e.g. amber glass.

Ynobertypa eTikétag / Label specimen

AgPUATIKO BLAALPA VITPLKOL apylpoL 2% KaTtd pdla

MNoodtnta: - Moptida: - Mapaokevri: - Xpron éwg:

Mévo eEwTtepikr xpron. POAaEN: Kdtw and 30°C kat npootacia and Qwc.
AacBevric/6oooAoyia 1§ epyaotnplakr xprion: - dappokelo/tnAépwvo:
Ynédelypa mpog npooapuoyr and Tov oPUAKOTOL): OXL TEALKH EYKEKPLLEVN ETIKETA. [1]

Silver nitrate cutaneous solution 2% w/w

Quantity: - Batch: - Prepared: - Use by:
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.
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M£0obol eAéyxou / Quality-control methods

Katd AEMPS: opyovoAnmTiKd XopaKTNELOTIKE Kot TEALK Hdla f/kal 6yKocg. Ze mapaywyn mopTtidwv:
XPWHaTIOUOG RFE 2.2.2, Stadyela/onaAlopdg RFE 2.2.1, oxetikr nukvétnta RFE 2.2.5, pH katd
PN/L/CP/001/00 kat pikpoBLoAoytkdg €Aeyxog RFE 5.1.4. Agv 6{vovtal atn cuykekptpévn abvBeon
apOUNTIKA dpla pH/mukvéTNTAC 1 €B6LKA Soklpaoia nepltekTikéTNTAC. [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.

®OAa&n / Storage conditions
Kdtw and 30°C kat npootacia and ¢wc. [1]

Below 30°C; protect from light.

Elbi1kég 0bnyiec 61aBeong / Dispensing instructions

Mévo eEwTeEPIKE, oTOoXELUEVA 0T BAGRN. H Ny avagépel pla epapuoyri/nuépa he KATAAANAO
epapuoyéa. MPooTaTéWPTE TO YELTOVIKS LYLEC BEpua- Oyl o€ pdTia rj BAevvoydvouc. Madid, eykupoaivn
Kat OnAaopdc anattoiv totpik agloAdynon. [1]

External use only, targeted to the lesion. The source gives one application/day with a suitable applicator.

Protect surrounding healthy skin; avoid eyes and mucosa. Children, pregnancy and breastfeeding require
medical assessment.

MpoéAevon Kal emavaypnoipomnoinon / Provenance and reuse

Mnyr: Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPS), Formulario Nacional.
MpwTtdTunn eAAnVIKA/ayyALKA anédoon kot avadldpbpwon: EAAnvikd Formulary Sikalias, Ztaowdg Xp.
ZKaALldc, compounding.gr. Bdon enavaypnaotyonoinong: aviso legal AEMPS kat RD 1495/2011, dpbpa
7-10/MapdpTnua. Alatnpidnkav cOvVOeoN Kal LOVASEG: TPOOTEONKAY TTUPATIOUTIEG, SLAKPLTEG CUVTAKTIKEG
ONMELWWOELG Kal KeEvd medla mapTidag. Aev vmodnAwvetal £ykplon tng AEMPS. Kwbdkdc €kdoong otnv
ava@opd- NIPO 134-20-002-3 / 090-22-245-5. AkpBri¢ nuepounvia eowTePLKAC avabewpnaong dev
dnAwvetal ota PDF. EAgyxog npdécBaong 10.09.2026.

Source: Agencia Espafola 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@ikéc avagpopéc / References

[1] FN/2003/FMT/020 NITRATO DE PLATA, SOLUCION AL 2% DE. FN/2003/FMT/020 Master formula §§3-4; packaging/storage
§5; description §6; period §7; use/precautions §§8-12 and patient leaflet. Al official formulary. EAeyxoc / Checked 2026-09-10.
https://www.aemps.gob.es/formulario-nacional/monografias/formulas-magistrales-tipificadas/fn_2003_fmt_020.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. EAgyxog / 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.
‘EAeyyoc / 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/026 NITRATO DE PLATA. FN/2003/PA/026 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_026.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/

compounding.gr CGR-ES-072 | 5


https://www.aemps.gob.es/formulario-nacional/monografias/formulas-magistrales-tipificadas/fn_2003_fmt_020.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_026.pdf
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. EAeyxog / Checked 2026-09-10.

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

OL avoAUTIKEG EBOBOL cuvoyi(CovTal. MNa eKTEAETN aMALTOOVTOL TA TARPN MOPATIEUNOMEVA KEQAALA,
aVTBpaoTAPLA KL 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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