ZUVTAYOASYLO FAANVIKWY ZKELAOPATWY
EAANviIKO6 Formulary Sikalias

AlorL@n Baiocapov Mepod 6%
Peru balsam ointment 6% w/w

CGR-ES-077 « 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/2006/PO/041 POMADA DE BALSAMO DE PERU * Al — enionun @appakorot{a / cuvTayoAdylo
FN/2006/PO/041

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
Aeppatikr aiowery / B&an aAoleng

Cutaneous ointment / ointment base

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 vnoAoylopo0 / Formula basis: 100 g

A/ ZuoTatiko / Ingredient MoooétTnTa Movabda
A Quantity Unit

No

1 BaAoopo Mepod 6 g

Peru balsam

2 MNapBévo KaoTopéAalo 6 g
Virgin castor oil

3 NeLKOC KNPOG HEALOTWV 28 g
White beeswax

4 Nevkn BaZeAivn g.s. ad 100 g
White petrolatum
Mnyn oOvBeong: [1]. g.s. = enapkrig moodtnTa - ad = pé€xpL TEALkS oOvoAo. Aev 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 okevdopatog / Preparation description
AvolTOxpwHNn KooTavh aAolpr HUE XaPaKTNPELOTIKA oour. [1]

Light-brown ointment with a characteristic odour.

Apaon kaiL xpAon / Action and use

H AEMPS kataypd@el xprion o€ depUaTIKEC BAABEG, PWYMECG, EyKaDPOTA Kol Tpaduata. H mapaokevn
elval un otelpa- n KATAAANASTNTA YL CUYKEKPLUEVN BAGRBN anattel Eexwploth agloAdynon. [1]

AEMPS records use for skin lesions, fissures, burns and wounds. This preparation is nonsterile; suitability for an
individual lesion requires separate assessment.

Mpodlaypagéic / Specifications

AvolTOxpwN KooTovh aAolpr HE XoPaKTNELOTIKA oopr. MogdTnTeg/motdTNTA MPWTWY LAWY KaTd §3.
Agv mopExeTal €LOIKSG aplOuNTIKS dpLo MEPLEKTIKOTNTOC TEALKOD poidvToc. [1]

Light-brown ointment with a characteristic odour. Quantities/raw-material quality follow §3. No specific
numerical finished-product assay limit is provided.
ZuvOnKkeg kKalL mpo@uAa&elg / Conditions and precautions

Ta otolyelo MPWTWY LAWY §gv cLUVLOTOOY PEAETN 0TABEPOTNTAG 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

NapBévo kaoTtopéAaLo: mpootaoia and wc. [4]

Protect virgin castor oil from light.

EvaioOnoia otov aépa / Air
KoaotopéAaio: mbavr oEeldwTLk TdyyLlon. [4]

Castor oil can undergo oxidative rancidity.
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EvaioOnoia oto vepo / Water
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 otnv vypacia / Humidity
Agv TeEKUNPLWVETAL £L6LKO oTolxe(o Yo To TeAkS okebaopa aTL eEeTaobeloeg nnyéC. Anate{Tat
OLUMANPWHATIKA Tekunplwan mpv oploBel mpodlaypaen. [1]

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

EvaloOnoia otn Osppokpacia / Temperature
®OAaEN TeALKOU TipoidvToc: Kdtw amnd 30°C. H eneEepyaoia akoAovBel TIg 16LkéG Bepuokpaaiec TNG
peBodov. [1]

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

EvaioOnoia oc pH / pH

Agv TeEKUNPLWVETAL £L6LKO oTolxe(o yia To TeEAkS okebaopa oTLc eEeTaobeloeg nnyéc. Anate{tat
OUUMANPWHATIKA TeKUNPlwan npwv oploBel mpodlaypaen. [11]

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

AAAec aovppBatoTnteg / Other incompatibilities

Agv TEKUNPLWVETAL EL6LKO oTolxE(o Yo To TeEAKS okebaopa aTL eEeTaobeloeg nnyéc. Anatte{Tat
OLUUMANPWHATIKA TeKUNPlwaon npwv oploBel mpodiaypaen. [1]

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

Eld1kég mMAnpogopieg cvoTaTikWy / Ingredient-specific information

AkpBeic TavtdTnTEG: BAATOUO MePoD / Peru balsam; NapBévo kaotopéAato / Virgin castor oil; Aeukdg
Knpog peAloowv / White beeswax; Agvkn BageAlvn / White petrolatum. Xpnoiuomnotodvtat
PAPAKOTOUWOKEC MPWTEC VAEC TNC Mapaneunduevng ékdoong, pe emaArifsvon CoA. Aev aAAGleL
avBaipeta dAag, evuddTwaon A mepLekTIKOTNTA. H moodTnTA g.5. KATAYPAPETAL 0TV apTda. [1]

Exact identities: BdAoapo Mepol / Peru balsam; MapBévo kaotopéAato / Virgin castor oil; AeukdG KnpdC
HeEALoowWY / White beeswax; Agvkr BaleAlvn / White petrolatum. 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.

ZuvOnkKec mapackevng / Preparation conditions

Epyaotnplakd neptBaAAov Katd tov mapaneunduevo AEMPS PN: 25+5°C kat oxeTikn vypacia =60%,
EKTOC av n 18Ik} obvBeon anattel dSlapopeTikd. H Bepuokpaoia meptBdAAovTocg dlagépel amd Tn
Bepuokpaocia eneEepyaoiag. [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.

MpoguAad&eilc mpoowmnikoL / Staff precautions

KaBapr npootateuTikr evbupacia Kot KAAVUUA KEQAANG Katd AEMPS PN/L/PG/002/00. Omou undpyet
mbavoTnTa eMNUPAG, KATAAANAQ YavTia- mpooTacia avamnvorg/ogOaALWwY 6oL 0 XELPLOKOG OKOVYNG TO
anottel. To akptB€g LALKS yavTLoD, 0 agplouds Kal n mpootacia avamnvorig kadopi{Covtal and SDS Kat
Tomtkr ekTi{unon ékBeong. [3]
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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 kivéovou / Risk-assessment inputs

To BdAcapo Mepod pnopel va MpokaAéael uepeLALTONOIA, PWTOBEPUATITION KOl PWTOTOELKEC
avTdpdoelg katd tnv nnyr. AEloAoyriote €KOean MPOCWTILKOV KAl LOTOPLKS aAAEPYLWVY. [1]

Peru balsam may cause hypersensitivity, photodermatitis and phototoxic reactions according to the source.
Assess staff exposure and allergy history.

Tekpnpiwon duapkelag xpRong / Evidence for beyond-use period

H €61kr povoypagia avagépel 3 uAveEG umd TIC KaBoplopéveg ouvBrKeg. MpdkeLtal yla neplodo TG
nnyng, oxL yla avegdptnta emPBeRatwpévn otabepdTnTa TNG TOTKAG MopTidag. Anatte{tal avtiotolyion
gbvBeonc, oLVTNPNTLKOL, MEPLEKTN Kal QUAAENG, EAEYXOC TWVY LOXLOVOWY ATALTACEWY KAl £YKPLon
ueLBOVOL. H mMpayua Tk NUEpopnvia pével kevn. [1]

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
Agv anoatteltal xwploth obvBetn Bdon otn pnth oovBeon. [1]

No separate compound base is required in the explicit formula.

EvdelkTIKOC eEomALOMOG / Indicative equipment

ZuyoG KaTAAANANG BLAKPLTLIKAG LKavoTNTAG, YOUud{/omdTovAa, KATAAANAOL TEPLEKTEG AVAULENG KOL TEALKO
boyelo. MpooBéoTte OYKOUETPLKA yia ML, EAeyxOuevo vEaTAAOLTPO OTIOL N UEB0BOC MPoPBAETEL THEN KAl
KaTtdAAnAo @iAtpo 6mov gnteltatl. AVaALTIKOG €EOTMALOUOG OUOUQWYA HE TG DOKLPEG EAEYXOUL. [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 mapaockevic / Preparation procedure

1. TAgTe KNP kat BageAivn og vBatdAovTpo 50-70°C.

2. AvapuiETte oto youd( to BAAoapo MepoL pe To KAOTOPEAALO.

3. MNpocbéote To Piyua otnv TeETNYHEVN Bdon, avadebovtag PEXPL Beppokpaoia meptBEdAAovToc. H
BaleAivn elval BewpnTikd 60 g Py and ToxOV TEKUNPLWHEVEG TIPOTapUOYEC TapTidac. [1, 2]

1. Melt beeswax and petrolatum in a 50-70°C water bath.

2. Mix Peru balsam with castor oil in a mortar.

3. Add this mixture to the melted base, stirring until ambient temperature. The theoretical petrolatum quantity
is 60 g before any documented batch adjustments.

Mapatnpnoelg / Notes

H Bdon éxel 28% knpod Kot Slagépel amd KOWEG HUAAKEG aAOLQEC BAAoaov. Mnv aAAGlsTe Tn Bdon
dlatnpwvtag tnv (Bla didpkela xpriong. [1]

The base contains 28% beeswax and differs from common softer balsam ointments. Do not change the base
while retaining the same beyond-use period.

Zuokevaoia kat VALKa / Packaging and materials

Ablagavég Baco. [1]

Opaque jar.
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Ynodewypa eTikétag / Label specimen

AMolpri BdAcapou Mepold 6%

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

Mévo eEwTteptkr xprion. POAagN: K&tw amnd 30°C.

AacBevric/6oooAoyia i epyaotnplakn xprion: - dappokelo/TNAépwvo:
YnddeLya mPoG Mpooapuoyr] and Tov QopHoKoToLd: OxL TEALKH EYKEKPLUEVN ETIKETA. [1]

Peru balsam ointment 6% w/w

Quantity: - Batch: - Prepared: - Use by:
External use only. Storage: Below 30°C.
Patient/directions or laboratory use: - Pharmacy/telephone:

Specimen for pharmacist adaptation; not a final approved label.

M£0obol eAéyxou / Quality-control methods

Katd AEMPS: opyavoAnNTITIKA XAPAKTNELOTIKA Kot TeEAKH p&la. Ze napaywyr napTtidwv emmnAéov
ektaoiuéTnTa PN/L/CP/003/00 Kat pikpoPLoAoyilkég EAeyxog RFE 5.1.4. H nnyn dev kaBopiCeL €161kO
MO0OTIKO MPOGSLoPLOPS SPaCTIKWY. H opoloyevig own poévn Tng 6ev amnodelkviel opolopopeia
neplekTikéTNTOC. [1, 2]

Under AEMPS: organoleptic properties and final mass. Batch production additionally requires spreadability

PN/L/CP/003/00 and microbiological testing under RFE 5.1.4. The source does not specify a formula-specific
active assay. Uniform appearance alone does not establish content uniformity.

®OAa&n / Storage conditions
Kétw and 30°C. [1]
Below 30°C.

El81kéc 0bnyiec 61aOeonc / Dispensing instructions

H ninyn avagépel 2-3 e@apuoyEéG/nUépa. AToguyr eKTETAPEVNG ) MapaTeTapévne epappoync. Oxt ot
vnepevalobnola cuoTaTikoD. Alakonr o€ aAAEPYLKA avTibpaon. [1]

The source gives 2-3 applications/day. Avoid extensive or prolonged application. Do not use with ingredient
hypersensitivity. Stop if an allergic reaction develops.

MpoéAevon Kal emavaypnolpomnoinon / Provenance and reuse

Mnyr: Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPS), Formulario Nacional.
MpwTtdTunn eAAnVIkA/ayyALkr anédoon kat avadldpbpwaon: EAAnvikd Formulary Sikalias, Ztaowdg Xp.
2kaALldg, compounding.gr. Bdon enavaypnotuonoinong: aviso legal AEMPS kat RD 1495/2011, dpbpa
7-10/MNapdptnua. Atatnpri®nkav ocovBeon Kal PovASEG: MPOCTEONKAY TIAPATIOUTES, SLAKPLTEG CUVTOKTLKEG
ONUELWOELC Kol KeEVE Tedla mapTidag. Aev vmodnAwveTtal éykplan tng AEMPS. Kwbdikdg ékdoong otnv
ava@opd- NIPO 134-20-002-3 / 090-22-245-5. AkpBri¢ nuepounvia eowTePLkAg avabewpnaong dev
dnAwvetal ota PDF. EAgyyoc npdécoBaong 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.

BiBAloypag@ikég avagpopécg / References

[1] FN/2006/P0O/041 POMADA DE BALSAMO DE PERU. FN/2006/PO/041 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/preparados-oficinales/fn_2006_po_041.pdf

[2] PN/L/FF/006/00 ELABORACION DE POMADAS. PN/L/FF/006/00 §4.3 environment; §4.4 method; §4.6 controls. A2 official
technical guidance. EAeyyog / Checked 2026-09-10.

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-for
mas-farmaceuticas/pn_|_ff_006_00.pdf
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https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2006_po_041.pdf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-formas-farmaceuticas/pn_l_ff_006_00.pdf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-formas-farmaceuticas/pn_l_ff_006_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]1 FN/2003/PA/031 RICINO, ACEITE VIRGEN DE. FN/2003/PA/031 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_031.pdf

[5] AEMPS — Aviso legal. Policy checked 2026-09-10 Reuse conditions. Rights policy, not clinical evidence. EAeyxog /
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 avoAUTIKEG PEBODOL cuvoyiCovTal. 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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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_031.pdf
https://www.aemps.gob.es/aviso-legal/
https://www.boe.es/buscar/act.php?id=BOE-A-2011-17560

®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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