ZUVTAYOASYLO FAANVIKWY ZKELAOPATWY
EAANviIKO6 Formulary Sikalias

AAKOOALKO S1GAVMa TavviKoD 0&E€oc 10%
Tannic acid alcoholic solution 10% w/v

CGR-ES-073 « 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.

Mnyr / Source: FN/2003/PO/013 ALCOHOL TANICO « Al — enionun gapuakototia / uvtayoAdylo « FN/2003/P0O/013

AeATio Tekunplwong MPo¢ TomLk emoTNUoVIKA €ykplon. Agv anoteAel emkupwpévn odnyia
anobdéauevong nopTidac.

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

dappakoTeEXVIKH Hopen / Dosage form
AldAvpa ylo EEWTEPLKA QAPUAKEVTLKA Xpron

Solution for external pharmaceutical use

AAAeg ovopaoieg / Other names

Alcohol tanico - Alcohol tanino

ZuvTtayn / Master formula

Bd&on vnoAoylopo0 / Formula basis: 100 mL

A/  ZuoTatiko / Ingredient MoooétTnTa Movada
A Quantity Unit
No
1 Tavvikd 0§0 10 g
Tannic acid
2 ABaviéAn 70% kat’ Oyko g.s. ad 100 mL

Ethanol 70% v/v
Mnyn oovBeong: [1]. g.s. = enapkrig moodTNTA * ad = PEXPL TEALKO OOVOAO. Agv peTaTtpénovtal avbaipeTa g oe mL.
Formula source: [1]. g.s. = sufficient quantity; ad = to the final total. Do not arbitrarily convert g to mL.
Meprypagn okevaopatog / Preparation description
AlaLyEG KLTpwnd €wg KexPLUMapévio StdAvua. [1]

Clear yellowish to amber solution.

Apaon kai xprion / Action and use

ZTunTkd deppaTikd SidAvpa. H povoypagio tov 2003 avagépel mpdANYN eAKWY mieong oe dOLkTo dEppua.
H avagopd autrh KaTaypd@el To MEPLEXOUEVO TNC MNYAG KAl §EV TEKUNPLWVEL CUYXPOVN KALVLKNA
anoTeAeopaTikéTnTA. [1]

Astringent cutaneous solution. The 2003 monograph describes pressure-ulcer prevention on intact skin. This
records the source claim and does not establish contemporary clinical effectiveness.
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MpodiLaypagécg / Specifications
ALaLYEC KLTPLWIS €WC KEXPLUMOPEVLO SLAALPA. MoodTNTEC/MOOTNTA MPWTWY LAWY KATA §3. Agv
nopéxeTaL e61kd aplOunTikéd 6pLo MEPLEKTIKOTNTAG TEALKOV TIpoidvToq. [1]

Clear yellowish to amber solution. Quantities/raw-material quality follow §3. No specific numerical
finished-product assay limit is provided.

ZuvOnkeg kat mpo@uAdagelg / Conditions and precautions

Ta otolyelo MPWTWY LAWY 6V cLVLOTOOY HEAETN OTABEPSTNTAC TEALKOD OKELAOUATOG. «AEV
TEKUNPLWVETAL» OEV ONUAVEL «OTABEPS» I «OOPAAEC>.

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

EvaioOnoia oto @wg / Light
To teAkd okeVOOPA GUAACOETAL MTPOCTATEVHEVO amtd QWG KaTd Tn povoypagia. [1]

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

EvaioOnoia otov aépa / Air
H atBavéAn dnuiovpyel atpolG- meplopl{oTe TNV MOPAPOVH OE AVOLKTOUG TEPLEKTEG. H eEdTLon pnopel va
AAAGEEL TN oOvBeon (OLVTOKTLKY EKT{HNON dlabikaoiac). [4]

Ethanol generates vapour; limit time in open vessels. Evaporation can change composition (editorial process
assessment).

EvaioOnoia oto vepo / Water

H atBavOéAn avaptyvoeTol pe vepd. Auto dev amodelkviel 6TL OAEG OL SLOAVUEVEC HPOOTLKEG TTOPOEVOLY
SlaAvTéc peTd and apaiwan.

To Ttavvikd o&0 eivat OAD dLaAvtd oto vePd. H draAvtdTnTa dev anoteAel Tekpunpiwon otabepdTnTOG TOU
TeALKOU SlaAbuaToc. [4, 5]

Ethanol is miscible with water. This does not establish that all dissolved actives remain soluble after dilution.
Tannic acid is very soluble in water. Solubility does not establish finished-solution stability.

EvaioOnoia otnv vypacia / Humidity

Agv TeKuNplwveTal £161kd otoxelo yia To TeAKS okebaoua oTiG eEeTaobe{oeg mnyEc. AnattelTat
OLUMANPWHATLKA Tekunplwan TPy oplobel mpodiaypaen. [1]

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

EvaloOnoia otn Osppokpacia / Temperature

DOAAEN TEALKOD PoidvToC: KdTtw amnd 30°C, KaAd KAELGTS Kal mpooTateLpévo and ewe. H eneepyaaia
akoAovBel TI¢ elBLkég Bepuokpaaieg TnG nedddov. [1]

Finished-product storage: Below 30°C, tightly closed and protected from light. Processing follows the
method-specific temperatures.

EvaioOnoia oe pH / pH

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.
AAAec aovppBatoTnteg / Other incompatibilities

AlBavoAn: aoupBaTOTNTA PE LOXLPA OEELBWTIKA.
Tavvikd of0: acuuBaATOTNTA UE AAKOAOELDH, HETAAALKA dAaTa, aoBeotdvepo, aABoupivn, CeAaTivn,
yAloxpaoua, AgNO3, wdlovya Kat Bpwuiodya. [4, 5]
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Ethanol is incompatible with strong oxidants.
Tannic acid is incompatible with alkaloids, metal salts, lime water, albumin, gelatin, mucilage, AgNO3, iodides
and bromides.

Eld1kéc mAnpogopicc ovoTaTikWy / Ingredient-specific information

AkpBelc TavtdTNTEG: Tavvikd 0ED / Tannic acid; AlBavéAn 70% kat’ éyko / Ethanol 70% v/v.
XpPNOLUOTOLO0VTAL PAPAKOTIOWAKES MPWTEG DAEC TNG Mapaneundpevng ékdoaong, e emaAriBsvon CoA. Agv
aAAGCeL avBaipeta dAag, evuddTwon N MeEPLEKTIKOTNTA. H moodTnTa g.5. Kataypdeetal otnv noptida. [1]

Exact identities: Tavvikd oE0 / Tannic acid; AtBavioAn 70% kat’ éyko / Ethanol 70% v/v. 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 mapackevng / Preparation conditions

Epyaotnplakd neptBdAAov Katd tov mopaneunduevo AEMPS PN: 25+5°C kat axeTikr vypacia =60%,
€KTOC av n bk oOvBeon anattel dSlapopeTikd. H Bepuokpaoia meptBEAAovTOG dLagépel amd TN
Bepuokpaoia eneEepyaoiac. [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@uAd&eic mpoowmnikoL / Staff precautions

KaBapn npootateuTikh evbupacia Kot KAALUPA KEQAANC kKaTtd AEMPS PN/L/PG/002/00. Omou unidpyxeL
nmbavoTnTa MUY, KATAAANAQ YavTia- MpoaTacia avanvorg/o@BaAlwyY 6oL 0 XELPLOUOS oKdVNG TO
anottel. To akptBEG LALKS yavTLoO, 0 agplouds Katl n mpootacia avamnvorig kabopifovtal and SDS Kat
ToTmkr ekTiunon 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 yua avaidvon kKivéovov / Risk-assessment inputs

H nnyr avaeépel epebloud kat mbavr nmatiki BAGBN and ocvoTnUATKA anoppdPnon O MAPATETAUEVN
€Qapuoyr] o€ HEYAAEG 1] AMOYVVWHEVEG ETLOAVELEG. EDPAEKTOG AAKOOALKOG SLAADTNG.

ALBaVOAN: e0EAEKTOL aTHO(: amopdKpLYON TNYWY AVAPAEENG Kal KATAAANAOG aeplouds. H TeALKR
Togwéunon eEaptdTatl and cuykévipwan/uiyua. [1, 4]

The source reports irritation and potential hepatic injury from systemic absorption after prolonged application
to extensive or denuded areas. Flammable alcoholic solvent.

Ethanol: flammable vapour; control ignition sources and provide suitable ventilation. Final classification
depends on concentration/mixture.

Tekpnpiwon duapkelag xpRong / Evidence for beyond-use period

H Bk povoypagia avagépel 3 prveg umd TG kKaboplopéveg auvBnikeg. Mpdkeltal yia mepiodo TG
MNYAG, XL Yo aveEdptnTta emBeBatwpévn otabepdTnTa TNG TOMKAC NMapTidag. Anatte{tal avtiotoiyxion
olvOEDNC, CLYTNPNTLKOD, MEPLEKTN Kal QUAAENG, EAEYXOC TWV LOYXLOUCWY ATALTHTEWY KAl £yKpLon
vrevBovou. H mpayuatiky nuepopnvia pével kevry. [11]

The specific monograph states 3 months 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

Aev anotteltal xwploth obvBetn Bdon atn pntr obvbeon. [1]

No separate compound base is required in the explicit formula.
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EvbelkTIKOG eEomALOMOG / Indicative equipment

Zuyd6¢ KATAAANANG BLAKPLTLKAG LKavdTNTAG, YOUd(/oTIATOVAQ, KATAAANAOL TIEPLEKTEC AVAMLENG KO TEALKS
doyxelo. Mpoobéote OYKOUETPLKA Yot ML, eAgyxOuevo LOaTOAOVTPO OToL N PEB0DOC MPOoPAETEL THEN KL
KaTdAANAo @{ATpo émov Znteitatl. AVaALTIKOC €EOMALOUSC OUUQWYA HE TLG BOKLPEG EAEy)ov. [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 mapaokevng / Preparation procedure

. AlaAboTE TO TOVVIKS 0EV O HEPOC TNG aBavoAng 70%.

. AinBAoTe énwc TnTd n mnyA.

. ZUMMANPWOTE PE Tov (610 dlaAdTn péxpt 100 mL obugwva pe PN/L/FF/007/00 kat avaui€Te. [1, 2]
. Dissolve tannic acid in part of the 70% ethanol.

. Filter as required by the source.
. Make up to 100 mL with the same solvent under PN/L/FF/007/00 and mix.

WNEFE WNRH

NMapatnpnocic / Notes

H tavvivn gival pelypa kot anottel KatdAANAn eapupakomnotakr nmodtnta. O T{tAog agopd 10 g oto
TeAkS 100 mL. [1]

Tannin is a mixture and requires appropriate pharmacopoeial quality. The strength means 10 g in a final 100
mL.

Zvokevaoia kKat bALka / Packaging and materials
datokiTpvn YudAwn @LaAn, KaAd KAeloTA. [1]

Tightly closed amber glass bottle.

Ynodewypa eTikétag / Label specimen

AAKOOALKOS BLédALpa Tavvikol oE€oc 10%

MNoodtnta: - Moptida: - Mapaokevrdi: - Xprion éwg:

Mévo eEwTteplkh xprion. ®OAagN: K&dtw amd 30°C, KaAG KAELOTS KOl IPOOTATEVHEVO A6 QWG.
AcBevric/6oooAoyia 1§ epyaoTtnplakn xperion: - dapuakelo/tnAéowvo:

EO@AekTO. Makpld and gAdya. Mnv Ko Tam{veTe.

Ynédelyua mpoc¢ npocapuoyr and Tov opUaAKOoToLd: OXL TEAKH EYKEKPLUEVN ETIKETA. [1, 4]

Tannic acid alcoholic solution 10% w/v

Quantity: - Batch: - Prepared: - Use by:
External use only. Storage: Below 30°C, tightly closed and protected from light.
Patient/directions or laboratory use: - Pharmacy/telephone:

Flammable. Keep away from flames. Do not swallow.
Specimen for pharmacist adaptation; not a final approved label.

M£0oboL eAéyxou / Quality-control methods

Katd AEMPS: opyavoAnmTikd XopaKTNPELOTIKA Kat TEAKA pdla fi/kat 6ykog. & napaywyr mopTidwy:
XPWHaTIOUOG RFE 2.2.2, Siabyela/onaAlopdc RFE 2.2.1, oxeTikr nukvétnta RFE 2.2.5, pH katd
PN/L/CP/001/00 kot pikpoPLoAoylkdG €Aeyxog RFE 5.1.4. Agv divovtal otn ovuykekpLuEvn obvBeon
apBuNTKA épla pH/MukvéTNTAC 1 €L6LKNA BoKlpaoia mepLlekTikéTNTAG. [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

Kédtw amnd 30°C, KaAd KAELOTO Kal MPOCTATEVUEVO amd QWG. [1]

Below 30°C, tightly closed and protected from light.

compounding.gr CGR-ES-073 | 4



Eldikég 0bnyieg 61aOeong / Dispensing instructions

Mdévo og dBIKTO H6€pua KoL oUHPWVA HE LaTPLK aEloAdynon Tng évdelEnc. H wotopikn Ny avagépel 2-4
€QapuoyEG/nUépa. Mnv epopudleTe € AVOLKTE TPADHATA | EKTETAUEVEG eMLpdveleG. OxL katdmnoon. [1]
Use only on intact skin after clinical assessment of the indication. The historical source gives 2-4
applications/day. Avoid open wounds or extensive areas. Do not swallow.

MpoéAevon Kal emavaypnolpomnoinon / Provenance and reuse

Mnyr: Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPS), Formulario Nacional.
MpwTtdTunn eAAnvikA/ayyALkr amédoon kat avadldpbpwaon: EAAnvikd Formulary Sikalias, Ztaowdg Xp.
2KaALldg, compounding.gr. Bdon enavaypnotuonoinong: aviso legal AEMPS kot RD 1495/2011, dpbpa
7-10/MNapdptnua. AlatnpriBnkav ocovBeon Kal PovASEG- MPOCTEONKAY TIAPATIOUNES, HLAKPLTEG CUVTOKTLKEG
onUElWOoeLG Kol kevd medla naptidag. Aev umodnAwvetal €ykplon Tng AEMPS. Kwdikég €kdoang atnv
ava@opd- NIPO 134-20-002-3 / 090-22-245-5. AkpBri¢ nuepounvia eowTepLkAg avabewpnaong dev
dnAwveTal ota PDF. EAgeyyoc npéoBaong 10.09.2026. Ow inyéc CDC/NIOSH eival dtabéoipeg dwpedv amnd
CDC: ol 00OVTOUEC TeEXVIKEC Mapappdaoslg 6ev vmodnAwvouv éykplon CDC.

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. CDC/NIOSH sources are freely available from CDC; brief
technical paraphrases imply no CDC endorsement.

BiBAloypag@ikég avagpopécg / References

[1] FN/2003/PO/013 ALCOHOL TANICO. FN/2003/P0O/013 Master formula §§3-4; packaging/storage §5; description §6; period
§7; use/precautions §§8-12 and patient leaflet. Al official formulary. EAeyxog / Checked 2026-09-10.
https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2003_po_013.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. EAeyyoc / 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] niosh_ethanol. Official agency page Raw-material properties, handling and incompatibilities. A2 official technical
guidance. EAgyxog / Checked 2026-09-10.

https://www.cdc.gov/niosh/npg/npgd0262.html

[5] FN/2003/PA/036 TANICO, ACIDO. FN/2003/PA/036 Raw-material properties, handling and incompatibilities. Al official
formulary. EAgyxog / Checked 2026-09-10.

https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_036.pdf

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

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

[7] 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 avoALTIKEG HéBOBOL auvoyiCovTal. MNa ekTéEAETN amalTOOVTOL TA TARPN MOPATEUNOMEVA KEQEALA,
avTBpaoTAPLO KL KPLTAPLA KATAAANASTNTAC CLOTAUATOG.

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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