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Alorpn BaAocapov Mepod 6%

Peru balsam ointment 6% w/w

BLBAloypagiki avagopd - Tomkr vtoBétnon / Reference monograph - Local adoption

MpoéAsvon kKat mpdéoRaocn otnv mnyn / Provenance and source access

H npoéAevon, n €k6oon Kol Ta dpLa TWY MAPEXOUEVWY QAMOCTIACUATWY/BLRALOYPAPLKWY avapopwyv dlatnpoldvTal.
To ke{pevo glval n mapexduevn Kat avabewpnuévn eyypaen Sikalias, éxL véa mARpNG avadnuoaievon tou
npwTtoTiNoL TG NMNYNG. MNpdoPfacn oto MAAPEG MPWTOTLTO Y{vETAL OTOV EMONUO EKOATN, PE TNV AMALTOOUEVN
4abeta fj ouvdpopr. Agv SNAWVETAL OTL EKKPEUEC alTnua emavdypnong €xeL eyKpLOel.

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.

Z0vOeon avagopdc / Reference formula

Bdon / Basis: 100 g

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

BdaAoapo Mepov 69
Peru balsam

MapBévo kaoTopéAaLlo 649
Virgin castor oil

NEVKOG KNPOG LEALOCWV 289
White beeswax

Aevkn BaleAivn g.s.ad 100 g
White petrolatum

Meplypa@n okevaopatog / Preparation description
AvolYTOXPWHN KAOTAVH OAOLQH HE XAPAKTNPLOTLKY OCUH.
Light-brown ointment with a characteristic odour.

References: [1]

Apaon kai xpAon / Action and use

H AEMPS kaTtaypd@el Xprion o€ 6epUaTIkEG BAABEC, pWYHEC, EyKOUHOTA Kal Tpadpata. H mapaokeur elvat un
otelpa: N KATAAANASTNTA Yo CUYKEKPLUEVN BAGRN amattel Eexwploth agloAdynon.

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

References: [1]

Mpobiaypagéc / Specifications

AvolyTOXPWHN KaoTavy aAoLpr HE XOPAKTNELOTIKA oour. MoodTNTEC/MOLOTNTA TPWTWY LAWY KaTd §3. Agv
TMOPEXETAL ELBLKO aplOunTkd 6pLo MEPLEKTIKOTNTAG TEALKOD MPOIGVTOG.
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Light-brown ointment with a characteristic odour. Quantities/raw-material quality follow §3. No specific numerical
finished-product assay limit is provided.

References: [1]

®wg / Light
NapBévo kaaTopéAato: mpootaaia and ewc.
Protect virgin castor oil from light.

References: [4]

Aépac Kat o€eidbwaon / Air and oxidation
KaotopéAato: mbavr 0Ee8WTIKA TAYYLON.
Castor oil can undergo oxidative rancidity.

References: [4]

Nepo kat SuaAvtotnTa / Water and solubility
Aevkr BageAivn: n avtioTtowxn kabapr MEWTN VAN KATA JP elvat MpakTikd adldAutn oTo vePS.
White Petrolatum: JP classifies the corresponding pure raw material as practically insoluble in water.

References: [5]

Yypaoia / Humidity

Agv SlveTal apBPUNTIKS OPLO OXETLKNAG LYPATI(AC YL TO TEALKO oKeDaOoUa. ATopebyovTal dLaBpoxh MPWTWY LAWY
KOl HETOPOPA CUUMUKVWHETWY 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 TpoidvToc: Kdtw and 30°C. H eneEepyacia akoAovBel TI¢ el8IkéC Bepuokpaaieg TNG LeEBSBoU.
Mpwtn VAN napBévou kaoTopéAatov: =25°C katd PA031. H Beppokpaocia napaokevng kaboplfetal xwplotd and
™ ovvtayH.

Finished-product storage: Below 30°C. Processing follows the method-specific temperatures.
Virgin castor oil raw material: =25°C in PA031. The formula separately specifies processing temperature.

References: [1], [4]

pH kaiL cupBatoTnTa / pH and compatibility

Agv op{CeTtat 6Lkd €0pog pH TOL TEALKOU OKELAOUATOG. Agv TIpooTiBeTaL PLOULOTAG PH XWPIG TEKUNPLWHEVN
aAAayr TnG obvBeanc.

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

References: [1]

AAAeGg aAAnAembpaoclg / Other interactions

Aev napéxetal mARPNS 60K oLUBaTdTNTAC TOL PiyHATOG UE MPSOBeTa dPAOTIKA 1 dLapopeTkA €kBoya. Ot
LTIOKATAOTACELG amalTolv XwplotH Tekunplwon.
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No complete compatibility test with added actives or alternative excipients is provided. Substitutions require
separate evidence.

References: [1]

Eldika otolxeia cvotaTtikwy / Ingredient-specific information

AkpLBelc TavtdTNTEG: BdAoauo Mepol / Peru balsam; MapBévo kaotopéhato / Virgin castor oil; Aeukdc knpdg
HEALOOWY / White beeswax; Agukr BaleAlvn / White petrolatum. Xpnoluomnoloivtal QopUAKOTOWOKEG TIPWTEG DAEG
NG mopanednouevng €kdoong, Ye enaAfBgvon CoA. Aev aAAdlel avBaipeTa dAag, evuddTwon A mepLeKTkOTNTA. H
noocdTNTA g.S. KATAypdeeTaL aTnv naptida.

Aegvkn BageAivn: mpwtn OAN He XAPAKTNPLOKS SLaALTSOTNTAG OTO VEPS «TIPAKTIKA adldAvtn» Katd JP.

Exact identities: BaAoauo Mepol / Peru balsam; MapBévo kaotopéAato / Virgin castor oil; Aeukdg kNPdG LEALOOWY /
White beeswax; Aevkr BaleAivn / 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.

White Petrolatum: raw-material water solubility is classified as practically insoluble by JP.

References: [1], [5]

ZuvOnkec mapaokevng / Compounding conditions

Epyaotnplakd neptBdAAov katd Tov napaneundpgevo AEMPS PN: 25+5°C kat oxeTlk vypacia =60%, EKTOC av n
€161k} o0vBeon anattel dlagopeTikd. H Beppokpaacia neptBdArovtog dagépel 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 npootateuTiky evbupoaoia kat KEAAVUHA KEQAAARG Katd AEMPS PN/L/PG/002/00. Omouv undpyet mbavétnTa
enaerg, KatdAAnAa ydvtia: npootacia avanvoric/oeBaAuwy émov o Xelplondg okévng to anattel. To akplBég
LALKO yavTiol, o agploudc kat n mpootacia avamnvoric kabBopifovtal and SDS kat TomknA ekTi{unon ékBeoang.
KaBapr poakpupdvikn epyaotnplakr evduvpoaoia, KAALYN HOAALWY Kal YEvTia KaTd Tov XELPLOPS. ANy YOV TLWY
HETE and enudAvvan/ebopd.

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.

References: [3], [6]
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ExTtipnon kivdovov / Risk assessment

To BdAoapo Mepol pnopel va npokaAéoel vrepevaladnoia, PWTOSEPUATITION KAl PWTOTOELIKEG AVTLOPATELG KaTd
™V nnyn. AELoAoyrioTe €KBEaN MPOCWTILKOV KAl LOTOPLKS AAAEPYLWV.

ZuykekpLuévn mapTida avagopdc: 100 g. MNpwTo cuoTaTtikd: BdAoauo Mepol, 6 g. EAEYETE aveEAPTNTA TN XNUIKA
pHop@Hr, TIC HovAdeC Kol KABE KALHdKkwaon pv amd CoyLon.

EAéyETe opoldpopen dlaomopd TNG 6PACTIKAG Kal AMOLC{a CLOCWHATWHATWY PHETAE TNV YOEN. YriepBépuavan,
elgaywyn vepol A aAAayr Bdong petaBdAAovy To POPIA TNG MAPACKELAG: KATAYPAWTE MpayHaTIKA anddoon Kat
QMWAELEG METAPOPEG.

KataypdyTe yla TNV Tomkr avéAvon moagdtnta avd napaokevr, ouxvotnta epyaciag, dldpKela avolkTol
XELPLOMOD, MBAVEC 0600G €KBEONG KL AMOTEAETUATIKOTNTO TWY HETPWY eAEy)XOoL. AuTd elval atolyela elgédouv
NG a€loAdynong- 6ev amnodibetal mMPooYNUATIKOG TEAKOC BaBUdC KLwbdOvou.

OepULKO 0TAdLO TNG oLYKEKPLUEVNG Blabikaolag: eAéyETe BeEpUOUETPO, TPOTO BEPUaVONG, XPOVLIKY SldpKeLa Kat
ano@uyn LMEPBEPUAVONG/AMWAELAG BLAADTN. To TEAOG avdulgEng dev TavTiCeTal pe TeEKUNPLWEVN WOEN 1 MARPN
opoyevomno{non.

Znuelo eAéyyou amodéopevons: EAEYETE CLOOWUATWUATA, KPLOTAAAOLC, TOTILKEG BLOYOPEC LPMG KaLl EAEDBEPO
LYPO HETE TNV OAOKARPWON TNG HEBGDOL. KaTtaypdyTte yewUeTpla avauEng, uéyebocg mapTidac Kol MPAYUATIKEG
Beppokpaoiec: peTa@opd aplBpol oTPoPWY 0 GAAAO aVOULKTAPA Bev amodelkvieL Looduvauia.

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

Reference batch: 100 g. First ingredient: Peru balsam, 6 g. Independently check chemical form, units and every
scale conversion before weighing.

Check uniform active distribution and absence of aggregates after cooling. Overheating, water ingress or a
changed base alter the preparation; record actual yield and transfer losses.

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.

For this procedure’s heating stage, check thermometer, heating method, duration and prevention of
overheating/solvent loss. Completion of mixing does not establish cooling or complete homogenisation.
Release checkpoint: inspect aggregates, crystals, local texture differences and free liquid after completing the
method. Record mixing geometry, batch size and actual temperatures; copying rpm to another mixer does not
establish process equivalence.

References: [11], [2], [10], [12]
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Tekpunpiwon BUD / BUD rationale

Aldpkela otnv mnyr: H €8k povoypagia avagépel 3 prjveg und Ti¢ Kaboplopéveg ouvBAKeC. MpdKeLTal yLa
neplodo tNC mNyng, OxL yla aveEdptnta emPBeBatwuévn otabepdTnTa TNG TOMKAC MapTidac. Anatteltal
avTtioTolyion obvBeonc, cuVTNPENTLKOD, TEPLEKTN Kal GOAAENC, EAEYXOC TWV LOXVOLOWY AMALTACEWY Kol £yKpLan
LTELOUVOL. H MpayUATIKA NUEPOUNVI HEVEL KEVH.

H dudpketa avtr elvat 0dnyla TNG CLYKEKPLUEVNG QappoKoToLaG/MNYAG. ZTOV MapdvTa EAeyx0 dev emaAnBe0TNKE
TMAAPNG MPWTOYEVAG HEAETN TIOL VA TEKUNPLWVEL TALTOXPOVA XNULKH, UOLKHA Kal UKPOBLOAOYLKH EMEKTAGCN TNG
(dlag TeAkrig obvBeong.

EmAeyEVOG YEVIKOG Kavdvag: éwg 180 nuépeg atoug 20-25 °C yla otepen | UN LOATIKA PN MOOLUN HoPPH, UE
TeEKUNPLWHEVN aw <0,6. H apyikr mowdtnta/vypaacia, n npootacia and e(codo vepold Kal N LKA KAaTAAANASTNTA
npénel va vmootnp{Couv avtr TNV Katnyopla.

To 6plo BLRALOYPAPLKAG ava@opdc TnS nmapoloac ékdoong ival n cuvtopdTeEPn HETAED TNG Mapandvw dldpkeLlag
TNYAG Kal Tou YeVLKoL oplov. MNa napdtaon anotte{tal TeEKunpiwaon mov KAAOTTEL
SpaoTIKA/ékBoXa/MEPLEKTIKATNTA, MEPLEKTN, Oepokpaaia, HEB0B0 eVOELKTIKH 0TABEPSTNTAC KaL, Yla LOATLKNA
EMEKTAON, TNV AMALTOOUEVN HiKpoBLloAoyikr Tekunplwon. Epapuootéa enionun USP-NF povoypagia aglooyeital
XWPLOTA 0To MARPEC KE(eVS TNG.

Huepounvia xpriong = n evwpitepn emtpenth nUepounvia and napaokevr + emAeyUévn dldpkela, AREELC TPWTWY
LAWY KoL TUXGY CLVTOPOTEPO TEKUNPLWHEVO Oplo. O Xpdvog HETA To dvolyua dev mapaTteivel To cLVoALké BUD. H
TeAKA NUEPOUNV{O CUUMANPWVETAL YLA TN CLYKEKPLUEVN TP TIBA HETE TOLG EAEYXOULG.

O yevikdG kavédvag anoteAel ouvTNPENTLIKS dpLo EMAOYAG Kot OXL MELPAMATIKA anddelgn otabepdTnTag TNG
nopTidac. H katnyopia ovuvdéeTal pe TNV TEALKA oOVOEON, TN cuVTAPNON KAl TG EMTPENOUEVEG BEpUokpaaiec. H
TR aw 6gv MPOoKOMTEL amnd TO MOGOCaTO VEPOL | TNV AMWAELX KATA TN Efpavan. MNa Tekunpiwaon xpnolonotioTe
SOP-014 kat F-006- ywa €161krj aw, SOP-017 kat F-012.

H USP 6ev amnattel pétpnon aw oe KadBe pn otelpo napaockebaopa. H tekunpuwuévn tagvéunon tng
OULYKEKPLEVNG oVvBeaNnG pnopel va xpnotpomole{tat wg 0dnyd¢: kataypdeeTal pnTéd wG ekTiNON Kot OxL WG
pétpnon. Auei{BoAn | oplakr tagwéunon anattel €6kd TEKPAPLO A KATAAANAN HéTPnon. H nuepounvia TeAkoO
okevdopaToc 6ev vepPBaivel Tn SlaBéoun NUEpounvia Twy AN MUPACKEVATUEVWY CLOTATIKWY/BACEWY, EKTOC Qv
€xeL vloBeTNBel emapkrg e8Ik TekUNP{woN yla TNV akpLBr] TeAk obvBean.

Al6pBwaon aplBunTtikoL oplov UNTPWOUL: €W 89 NUEPEC WG oLVTNPENTLKO OpLo avaPopdc, TPLv and Tuxov
ouvvtoudTEPEG AfEeLg/nuepounviec Bdocwy. MNa tn peTatpond TNG nopoloag €Kdoong xpnotuomotovtol 28
NUEPEG avd 1 nuepoAoylakd priva kot 89 nuépeg avd 3 nUEPOAOYLAKOUG UAVEG: oL Bdouddeq peTatpénovtal oe 7
Nuépec. OL mpwTdTUTEG HOVABEC TNG MNYAC SlatnpolvTal. MPOKELTAL YIa GUVTOAKTLKE TMOALTLKH METATPOMAG, OXL
yla véo anotéAeopa otabepdTnTag 1 avtduatn anodéouevon.

Period reported by source: 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.

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 general rule: up to 180 days at 20-25 °C for a solid or nonaqueous nonoral-liquid form with supported aw
<0.6. Initial quality/moisture, exclusion of water ingress and physical suitability must support this category.

The reference-policy ceiling in this edition is the shorter of the source period above and the general ceiling.
Extension needs matching active/excipients/strength, container, temperature, a stability-indicating method and
the required microbiological evidence for aqueous 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
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available dating of previously compounded components/bases unless adequate specific evidence for the exact
finished preparation has been formally adopted.

Register correction: at most 89 days as a conservative reference cap before any shorter expiry/component date.
This edition converts one calendar month to 28 days and three calendar months to 89 days; weeks are converted
to seven days. Original source units are retained. This is an editorial conversion policy, not a new stability result or
automatic release.

References: [11], [8], [9], [11], [13]

Mpoamairtovpeva / Prerequisites

Agv anotteltal xwploth BAon PE KWOLKS HNTPWOUL. TuxOV gumnoptkd dxnUa MAPAUEVEL TO AKPLBEC KATOVOUALOUEVO
npotév tou nivaka.

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

References: [1]

EEomAlonog / Equipment

Zuyo6¢ KaTtdAANANG eAdxLloTng C0ylong, youdi/omepog i opoyevomolnthcg, 6oxela avadulEng, ondTouvAeg,
BepudueTpo TV vIdp)EL Bépuavan, dpyava oykopéTpnong yla moodtnteg 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£0060¢ mapaokevng / Compounding method

1. TAEte kKnpd Kat BaleAlvn o vdatdAovtpo 50-70°C.

2. AvauiETe oto youd( To BaAcapo Mepold pe To KATTOPEAQLO.

3. Mpoogbéote To Plypa otnv TeTNYPEVN Bdon, avadebovtag péxpl Bepuokpacia meptBdAAovtoc. H BaleAivn elval
BewpnTikd 60 g P and TuXOV TEKUNPLWHUEVEG TIPOCAPUOYEC TTaPTIBAC.

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.

References: [1], [2]

Mapatnpnoelg / Observations

H Bdon €xel 28% knpod Kot Slagépel amnd KOWEC HOAAKEG aAOLQEC BAATAoL. Mnv aAAdCeTe Tn Bdon SlatnPWVTAC
TNV (6la dldpkeLa xprong.

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

References: [1]
MNepLékTNG KaL ovokevaoia / Container and packaging
AdLagavéc Balo.

Opaque jar.

References: [1]

Sikalias Greek Formulary | Reference documentation 6



compounding.gr | 10.0 | 2026-10-14

EmioApavon / Labelling

AMoLpr BaAcapov Mepol 6%

EEwTeptkr xprion

Mooétnta: _ Noptida:

Mapaokevdotnke: _ XpAon éwg:

AcBeviig / 66on / ouxvéTnTOo:

®VAaEN: Kdtw and 30°C.

©eppokpaoia yla To BUD auTtAg tng naptidag:

Peru balsam ointment 6% w/w
External use

Quantity: _ Batch:

Prepared: _ Useby:

Patient / dose / frequency:
Storage: Below 30°C.

Temperature for this batch BUD: __

References: [1]

MowoTikOG éAeyxocg / Quality control

Katd AEMPS: 0pyavoANmTLKA XapaKTNPELOTIKA Kal TEAKA pHdla. Z€ mopaywyh MopTdwy emmnAéov ekTaoudTnTA
PN/L/CP/003/00 kot pikpoBLloAoylkdg éAeyxog RFE 5.1.4. H nnyr dev kaBop(Cel €l61k6 moooTikd nmpoodloplopd
8paoTIKWY. H opoloyevric dyn pévn tng v anodetkvOeL OUOLOHOPPIA TTEPLEKTLKOTNTAC.

H nébodog, To 6plo amodoxAC, N MPAYHATIKA TIUA Kol 0 EAEYKTAC KaTtaypdeovtal xwplotd oto F-005. Anotuyia
Kplowng nmpodlaypaeric odnyel oe kapavtiva kat dtepedvnon katd SOP-015- n emavaAnyn eAéyxwv xpeltdletal
attioAdynan.

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.

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], [12]

®0AaEn / Storage
Kdtw ané 30°C.
Below 30°C.

References: [1]

A1aOeon / Dispensing

H nnyn avagépel 2-3 epapuoyEG/nuépa. AMoQuYN EKTETANEVNG A MapaTETAMEVNG EQapUoyiG. OxL o€
vnepevalobnoia cuoTaTIKOD. AlaKoT 0 AAAEPYLKE avTidpaaon.

YroAs{ppata HAAAKTIKOD g€ polXQ, EMBETUOVG H KALWOOKEMAOUATO EMLTAXOVOLY TNV avAPAEEN LEAOUATOG.
Anoguyr] Kamv{opaTog Kat YOUVAG eAGYaG Katd tn xprion.

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

Emollient residues on clothing, dressings or bedding accelerate fabric ignition. Avoid smoking and naked flames
during use.

References: [11], [7]
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v9_controls / v9_controls

To apBunTiké 6plo oto apyelo elval pévo 6pLo BLBALOYPAPLKAC avapopdc UTd TIC £LBLKEC TPODTOBETELC. Agv €YEL
opltotel BUD mpayuaTikAc mopTidag Kat 6ev éyxouv napaydel petprioelc aw. H akplBrigc obvBeaon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N GUAAEN Kol Ta aTolxela eAéyyou PEMEL val YKPLOODVY YLl TN CUYKEKPLUEVN
epapuoyn. H évap&n touv vrmoAoylopol BUD eival n évapEn tng napaokevig. Epapudletal To GUVTOUGTEPO
TEKUNPLWHEVO 6PLo, PE XWPLOTO €AeyY0 BLdpKeELaG HETA TO dvolypa. Ta dpla USP elval texviké mAaiolo kat dev
napovotdfovtal wg eAANVIKY 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.

AVEEGPTNTN EAANVLKA KOl ayYALKH andédoon/opydvwaon oTolxelwy TNG avaeepdpuevnc mNyng. Aev anoteAel enlonun petdgpaon fi €ykplon tTov
€kdOTN.

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

Mnyéc katL mapamnounég / Sources and references

[1] FN/2006/PO/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 | specific
formulation | 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 | 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_ 006_00.pdf

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

PN/L/PG/002/00 | Clothing and protective equipment | general procedure | 2026-09-10
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