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Mnyn / Source: MHLW — Japanese Pharmacopoeia XVIII: Salicylic Acid Spirit JP 3% w/v * Al « JP XVIII, 2021; English text

dapupakoTeXVIKN popen / Dosage form
AgPUATIKO AAKOOALKS BLaALU

Cutaneous alcoholic solution
AAAec ovopaaoieg / Other names

Salicylic Acid Spirit JP 3% w/v

Zvvtayn / Master formula

Bdon unoAoylopol / Formula basis: 1000 mL

A/A ZvoTaTikO / Ingredient MoooétnTta Movada
No. Quantity Unit
1 ZaALKUALKS 0D JP 30 g

Salicylic acid JP

2 FAvkepdAn JP 50 mL
Glycerin JP

3 ALBavOAn JP g.s. ad 1000 mL
Ethanol JP

Mnyn oovBeong / Formula source: [1]. g.s. = enapkrig moodtnta / sufficient quantity - ad = péxpt TeAkd odvoAo / to final total.

Meprypagn okevaopatog / Preparation description
Tekunplwwpévo otnv nnyr / Documented in source
ALLYEG, AXpwHO LYPS. ZxeTKr ukvoTnTa d20/20 Mepimov 0,86. [1]

Clear, colourless liquid; relative density d20/20 approximately 0.86.

Apaon kaiL xpRon / Action and use
Mepikr Tekunpiwaon / Partial evidence

AEPUATLKA TIAPAOKELH CAALKUALKOD 0E€0G e KEpATOALTLKH 6pdon Tov ovaTtaTtikol. H JP 6ev kabopi(Tel
oxAMa EQPAPUOYAC TOL TEALKOU SlaAbuaTog. [1, 3]

Cutaneous salicylic acid preparation; keratolysis is an ingredient action. JP does not specify a finished-product
application regimen.
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MpodiLaypagécg / Specifications
Tekunplwpévo otnv nnyr / Documented in source

ZaAKUALKS 0ED 2,7-3,3% m/V. Alcohol number katd JP <1.01>, pébodog 2: TovAdylotov 8,8. IXETKA
nukvéTnTa nepimov 0,86. To alcohol number 6ev petaypdeeTal WG mMoocootd % V/V xwplc tnv enlonun
pEBoGoO. [1]

Salicylic acid 2.7-3.3% w/v. JP <1.01> alcohol number, Method 2: at least 8.8. Relative density approximately
0.86. Do not relabel the alcohol number as % v/v without the official method.

EvaioOnoia oto owg / Light
Agv TekunpuwveTal / Not established

Agv apéxeTal £L6IKA QWTOOTABEPSTNTA TOU TEALKOU TPOIdVTOC. H amatToVEVN QWTOMPOoTAC(O TOU
TMEPLEKTN, €pbooV oplleTal, avagépeTal atn POAaEN. [1]

Finished-product photostability is not specified. Any required container light protection is stated under Storage.

EvaioOnoia otov aépa / Air

Agv tekunpwvetat / Not established

Agv ToPEXETAL LEAETN OEEWOWTIKAC 0TABEPATNTAC TOL TEALKOD PiypaTog o0Te anaitnon adpavolg
atuéogalpac. Tnpeltal o meptéktng tng mnynig. [11]

No oxidative stability study of the finished mixture or inert-atmosphere requirement is provided. Use the source
container.

EvaioOnoia oto vepo / Water

Mepikr Tekunpiwaon / Partial evidence

H yAukepPOAN avautyvoeTal He vepd. AuTd 6ev kKaBopl(Tel kpoBLoAOYLKE OTABEPOTNTA TOL OKEVACUOTOG.
YOALKUALKS 0ED: Alyo BlaAuTd o€ vepd- aonuelo TAENG MpwTNG OANG 158-161 °C. [2, 3]

Glycerol is miscible with water. This does not establish product microbiological stability.
Salicylic acid is slightly soluble in water; raw-material melting range 158-161 °C.

EvaioOnoia otnv vypacia / Humidity
Mepikr Tekunpiwaon / Partial evidence
YypooKoTitky YAUKEPOAN- eplopioTe €KBeon TNG MPWTNG DANG GTNV Lypaoia. [2]

Glycerol is hygroscopic; limit raw-material exposure to moisture.

EvaloOnoia otn Osppokpacia / Temperature
Aev tekunpuvetal / Not established

Agv TeKUNPLWVETAL EMLTPETTH Bepuokpaciakr andkAlon | KOKAOG kKatdyugnc/andéyugng. Ol Bepuokpacies
MOPAOKELAC Kal QUAAENG avapépovTal ota avTtioTtolya nmedla. [1]

No permitted temperature excursion or freeze-thaw cycle is established. Processing and storage temperatures
are stated in their respective fields.

EvaioOnoia oe pH / pH
Tekunplwwpévo otnv nnyr / Documented in source

To pH 2,0 agopd To PUBULOTLKO TOU AVOALTLIKOU TIPOCdLOPLoHOL KoL 6ev amnoteAel oTtdyo pH Tou
SepuaTikoD SLaAbuaToG. H povoypagia dev oplCel TeAkd pH. [1]

pH 2.0 is the analytical buffer value, not a target for the cutaneous solution. The monograph gives no
finished-product pH.
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AAAec aovppBatoTnTeg / Other incompatibilities

Mepikn Tekunpiwaon / Partial evidence

FAvKePOAN: emkivbuvn avtidpaon pe Loxvpd 0EEBWTIKG.

ZAALKLUALKG 0ED: aoLpBoTéTNTEG ME aAKAALa, dAaTa Fe/Pb kat twdio. Mdvw and 2% unopel va dnuiovpyel
TMPOPBAAMATA OE 1N LOVIKA YAAOKTWHOTA.

ABavioAn: aoupBaTéTNTA PE LOXLPA OEEWBWTIKAG. [2, 3, 4]

Glycerol: hazardous reaction with strong oxidising agents.

Salicylic acid: incompatibilities with alkalis, Fe/Pb salts and iodine. Above 2%, problems may occur in nonionic

emulsions.
Ethanol is incompatible with strong oxidants.

Eldi1kég mAnpogopiec ovoTaTikwy / Ingredient-specific information
Mepikr Tekunpiwaon / Partial evidence

FALKEPSOAN: dxpwuo, SLavyEg, MaxOPPEVOTO KoL EVTOVA LYPOOKOTILKS LYPO. AvauLyVOETAL e VEPD, AAAG
elval mpakTikd adldAvtn oe Atmapd Kot alBépLa EAala.

FAUKEPOAN JP: mapaAafn HE TALTOHTNTO APXLKOD TTopaywyol, mapTida Kal agLOTLoTO MOTOMOLNTLKE. MNa TLg
OXETIKEG TIPWTEC DAEC, TO FDA avapépel éAeyyxo dlatBuAevoyAvukdAng (DEG) kat atbuAevoyAvkdAnc (EG),
KaBeuLdG €wg 0,10% oOHQWYVA PE TNV EQUPHOOTEN povoypagia. To éplo agopd Tnv mpwtn OAN. [2, 5]
Glycerol: clear, colourless, viscous and strongly hygroscopic liquid. It mixes with water but is practically
insoluble in fixed and essential oils.

Glycerin JP: retain original manufacturer, lot and reliable certificate. For the applicable raw materials, FDA
describes DEG and EG testing, each limited to 0.10% under the relevant monograph. This is a raw-material
limit.

ZuvOnkec mapaockevng / Preparation conditions

MpakTtikdg kKatdAoyog eAéyxou / Editorial checklist

XELPLOPOC PE TOUTOMOLNUEVEG MPWTECG DAEG Kal KaBapd aguuBatd eEonAitoud. AlatnpoldvTal n oeLpd
MPOooBKNG, Ol PUOLKECG HOPPEC Kat oL Bepuokpacieg TNG Aladikaoiag. Ol mpayuaTikéG TLUVORKEG Kat
anokAl{oelc kataypdeovtatl avd naptida. [1, 7]

Use identified raw materials and clean compatible equipment. Retain the addition sequence, material forms and
temperatures in the Procedure. Record actual conditions and deviations for each batch.

Mpo@uAd&eic mpoowmnikoL / Staff precautions
Mepikr} Tekunpiwaon / Partial evidence

ZOALKUALKS 0ED: amo@lyeTe okdvn, elomvor] Kat enagr Je pdtia/BAsvvoydvous: npootacia opOaAUWY.
KaBapr HakpLpdvikn epyaotnplakl evoupacia, KEAALYN HAAALWY Kol YAVTLO KATA TOV XELPLOPO. AAAOYA
YOVTIWY PHETA amd emudAvvon/epbopd.

Xelplotelte tn COyLon Kot AstoTpiBnon oe xWwpo/dlatagn mov neplopiCel Slaomopd KOVIWY, LE TpooTacia
0QOUAUWY- 0 TOTOC AVAMVELOTIKAC NpoaTtaciac kabopileTal and Tn ocuykekplpévn €kBeon. [3, 6, 7]
Salicylic acid: avoid dust, inhalation and eye/mucosal contact; use eye protection.

Clean long-sleeved laboratory clothing, hair covering and gloves during handling; change gloves after
contamination or damage.

Contain powder during weighing and trituration and use eye protection; select respiratory protection for the
actual exposure.
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ZTolxeia yua ava@idvon kKivéovov / Risk-assessment inputs

MpakTtikdg katdAoyog eAéyxou / Editorial checklist

ABavOAn: e0PAeKTOL OTHO(: aMOPdKPLYON MNYWY AVAPAEENG Kol KATAAANAOG aePLOpOG. H TEALKA
Togwéunon eEaptdTal and ouykEvTpwan/ulypa.

JuyKekpLuévn aptida avagopdc: 1000 mL. Mpwto cvotaTikd: ZaAlkLALKS 0oED JP, 30 g. EAEyETe
aveEAPTNTA TN XNUIKA HoPYr, TG HOVADEC Kal K&ABE KALMAKwan nipv and Coylon.

EAEYETE OTL N XNUIKA popen Kat N BAon cuykévTtpwong m/m, m/V | V/V cupewvoiv pe tov mivaka. Mnv
e€lowveTe g kKal mL xwpl{c Tekunpwuévn nukvétnta. EAEYETE Slalyela/KpuoTAAAWGN Kal TNV aKPLBr) 066
£QAPHOYNAG.

KaTtaypdyTte yla TNV TOMKK avAALON MOoATNTA AVA MOPACTKELH, ouXVOTNTA Epyaaiag, SldpKela avolKTol
XELPLOPOD, MOaVEC 00600¢ €KBEONC KOl AMOTEAECUATIKOTNTA TWY HETPWY eAéyyxov. AvTd e{val oTolyeia
€10660L NG a&loAdynong: 6ev amodideTal MPOoYNUATIKOG TEAKOC BaBudC KlwbdOvou.

MTNTKSC SLAADTNG TNG OLUYKEKPLUEVNG pSpUOLAOG: ABavOAn JP g.s. ad 1000 mL. AlopaKkpOvETE TINYEG
avAQAEENG, neploploTe aTHOUG Kal avolkTr e§dTuion. EAEyETe ovuBatdTNTA EEAEPLOPOD, NAEKTPLKOD
€EOMALOMOU KOl TMEPLEKTN UE TOV OUYKEKPLUEVO SLaADTN.

Inuelo eAéyyou anodéopevong: emPBeBatwote TeAkd dyko 1| pdla otn Bepuokpacia avapopdc, dtadyela A
TpoBAENOUEVN dlaoTopd Kal CUUPWVIA TEPLEKTN/MWHATOG ME TN ouvTayn. MNa OYKOUETPLKA avaywyn Knv
€ELOWVETE g HE ML Ywpl(g TeKunplwpévn ukvétnta. [1, 3, 4, 6, 7, 12, 14]

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

Reference batch: 1000 mL. First ingredient: Salicylic acid JP, 30 g. Independently check chemical form, units
and every scale conversion before weighing.

Verify chemical form and the w/w, w/v or v/v concentration basis against the formula. Do not equate g and mL
without supported density. Check clarity/crystallisation and exact application route.

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.

Volatile solvent in this formula: Ethanol JP g.s. ad 1000 mL. Exclude ignition sources and minimise vapours/open
evaporation. Check ventilation, electrical equipment and container compatibility with the specific solvent.
Release checkpoint: confirm final volume or mass at the reference temperature, intended clarity or dispersion,
and specified container/closure. Do not equate grams and millilitres without a justified density.

Tekpnpiwon diapkeiag xpRong / Evidence for beyond-use period
levikég kavévag und npovnobéoels / Conditional default

Aev evtonioTtnke €8Ik MelpapaTik SldpKeLla TOL va KAADTITEL OAOKANPN TNV akpPLBr obvBeon, Tov
MEPLEKTN KOL TN MKPOPBLOAOYLKA KATAAANASTNTO.

20otnua 5LaA0Tn: YALKEPSAN 50 mL Kot atBavdéAn JP €wg 1000 mL. EmAéyeTal ouvTneNTKA Katnyopla
LVOATIKOU AAKOOAOUXOU CUOTAUATOC HE AVTLULKPORLAKE OLVELTPOPA TOL BLaADTN, XwPI(g dlekdiknon aw
<0,6 fj HEYAAOTEPOL UN LEATIKOD 0plov. H KATAAANAGTNTA TNG CLVTAPNONG OTO AKPLRBEC TEALKS UiyHa
nopapével mpodndOeaon. Asv peTaépeTal 0 xpdvog o€ apaiwaon.

EMAEYHEVOC YEVIKOC KOvOvaG: €wG 35 NUEPEC Yia LBATIKA HOPPA PE KATAAANAO cUOTNUA CLUVTAPNONG
oTnv TeAK obvBean kat pH. Xpnaowornowjote 20-25 °C, 1§ 2-8 °C udévo étav n nnyr To emtpénel/anattel
KoL N poper mopapével KATAAANAN. Agv enapkel N ovopacia evéG ocuvTNENTIKOL €AV ALTO €XEL apalwOE(,
abpavomolnBel i petagepOel ae GAAN edon.

Huepounvia xpriong = n evwpitepn enttpentr nuepounvia and noapaokevr + emAeyuévn dldpkela, AREELC
TMPWTWY LAWY Kot TUXOV GUVTOPOTEPO TEKUNPLWHEVO OpLo. O Xpdvog UeETA To dvolyua dev napaTtelvel To
OLVOALKS BUD. H teAkr] NUEPOUNVIO CUPTIANPWVETAL YO TN OLUYKEKPLUEVN MapT{Ba PLETA TOLG EAEYXOULG.
O yevlkOG kavévag anoteAel guvtnpnTikd 6pLo EMAOYAG Kol OXL ELPOUATLKY anédelgn oTabepdTNTAG TNG
noptibag. H katnyopia cuvdéeTal e TNV TEALKH oOVOEDN, TN CLYTHPNCN KOL TLG EMLTPEMOUEVES
Bepuokpaoiec. H T aw dev mpokomtel and to mocoaTd vePoL ) TNV AMWAELa KaTd TNV EHpavon. MNa
Tekunpiwon xpnotdomnotjote SOP-014 kat F-006- yia €8k} aw, SOP-017 kat F-012.[1, 9, 10, 11, 13]

No specific experimental period was located covering the complete exact formulation, container and
microbiological suitability.

Solvent system: 50 mL glycerol and JP ethanol to 1000 mL. Conservatively select the aqueous alcoholic
category with antimicrobial contribution from the solvent, without claiming aw <0.6 or a longer nonaqueous
allowance. Appropriate preservation of the exact final mixture remains a prerequisite. Do not transfer the
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period to a dilution.

Selected general rule: up to 35 days for an aqueous form appropriately preserved in its final composition and
pH. Use 20-25 °C, or 2-8 °C only where permitted/required by the source and compatible with the dosage form.
A preservative name is insufficient if it is diluted, inactivated or partitioned into another phase.

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.

EEapTtwpeveg Baocelg / Required bases

Tekunplwwpévo otnv nnyr / Documented in source

Agv anatteltol ywploth Bdon Ye KwOLKOG UNTPWOoL. TuxdV UMOPLKO OXNMO TIAPAUEVEL TO AKPLBEG
Katovopaldpevo mpoidv touv mivaka. [1]

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

EvbelkTIKOC eEomALOMOG / Indicative equipment

MpakTikdg KatdAoyog eAéyxou / Editorial checklist

ZuyoG KatdAANANG eAdxlotng COyLong, youdi/dmepog n opoyevomolnTtig, doxela avaulgng, ondTovAeg,
BepudueTpo dtav vndpyel BEpuavan, dpyava oykopéTpnong yia toodtnteg mL. [1]

Balance with suitable minimum weight, mortar/pestle or homogeniser, mixing vessels, spatulas, thermometer
for heated processes and volumetric equipment for mL quantities.

Aladikaoia mapaockevic / Preparation procedure
E@appuoyr Yevikrc pebddou / General-method implementation

H JP mopanéumnel otn pEB0LO «Spirits». MPaKTIKA e@apuoyr: SLaADCTE TO COALKLUALKS 0D o€ HEPOC TNG
aBavoAncg JP, mpoaBéate Tn YAUKEPOAN Kal avaplETe. TUUNANPWOTE PE atBavOAn JP péxpt TeAkS dyko
1000 mL o eAeyxbOuevn Bepuokpaaoia pétpnong, avaulte Kat obokevdote auéowc. Meploplote eEdTuion
KoL INYEC avaeAeENG: Hev mpooTtiBetal vepd népa and autd TMov MEPLEXEL N KaBopLopévn atbBavoAn. [1]

JP refers to the Spirits method. Practical implementation: dissolve salicylic acid in part of Ethanol JP, add
glycerin and mix. Make to 1000 mL with Ethanol JP at a controlled volume-measurement temperature, mix and
package promptly. Limit evaporation and ignition sources; do not add water beyond that in the specified
ethanol.

Mapatnpnoelg / Notes
Mepwkr tekunpiwon / Partial evidence

H atBavdAn eival n gapuakomoltaki mpwtn VAN JP, éxt avbaipetn Baduida aAkodAng. H apaiwon
METABEAAEL TN BLaAvTtdTNTA KAl TNV Katnyopia BUD. [1]

Use the JP ethanol raw-material grade. Dilution changes solubility and the BUD category.

Zuokevaoia kat VALKa / Packaging and materials
Tekunpwwpévo otnv nnyr / Documented in source
2TEYOVOC MEPLEKTNG YA TIEPLOPLOUS AMWAELAC HLaADTN: eAéyeTal OLPBATS YLAAL KOt WA, [1]

Tight container to limit solvent loss; select compatible glass and closure.
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Ynodewypa eTikétag / Label specimen
Ynédetypa ovunAjpwong / Editorial specimen

AAKOOALKO BLdAvpa OaALKLUALKOD 0E€og 3% JP
EEwTepkn xprion

Moodétnta: _ Maptida:

Mopaokevdotnke:  Xprion éwg:

AcBevng / 8éan / ouyvoTnTa:

DOAAEN: ZTEYOVOC MEPLEKTNG KATA JP- pakpld amd nMNyEC avdPAEENG AOYW AAKOOALKOD BLaAdTh.
Oepuokpaoia yia To BUD avtrig tng maptidag:  [1]
Salicylic Acid Spirit JP 3% w/v

External use

Quantity: __ Batch:

Prepared: __ Useby:

Patient / dose / frequency:

Storage: JP specifies a tight container; keep away from ignition sources because of the alcoholic solvent.
Temperature for this batch BUD:

M£0obol eAéyxou / Quality-control methods
Mepikr Tekunpiwaon / Partial evidence

MoooTLKOC MPOoadLoPLodG GAALKUALKOD UE XPpWHATOUETPLIKA avTibpaon Fe(lll) kat UV-Vis ota 530 nm
évavTL mpotumnov. Tavtonolnon: Héyloto anoppdPnong 520-535 nm NG XPWHATIOPNEVNG AVAALTIKAC
AOonG. Mpoadloplopdc alcohol number katd JP <1.01>, uéB0odoc 2. MNa akpBelc apaAlWOELG KaL
avTidpaotipla epapudéletatl n mARPENG JP uéBodoc.

EAEYX0G MOAVOALKWY TIPWTWY LAWV: yla papuakela, EAeyxog kdBe maptidag | TeKUNPLwPEVN dlagedAlon
eAéyyou and aglénioto mpoundeuTr Katd FDA. H anAr tavtonoinon ue IR 5ev anokAsiel DEG/EG.

H 1€0060G, To 6pLo amodoxrg, N MPEAYHATIKA TULA Kol 0 EAEYKTAG KaTaypdovTal XwpLtoTd oto F-005.
Anotuyila kplowng npodlaypaerc odnyel oe kapavtiva kat dtepedvnon katd SOP-015- n emavdAnyn
eAEyYwY YpeLdleTal attioAdynaon. [1, 5, 14]

Assay salicylic acid by the Fe(lll) colour reaction and UV-Vis at 530 nm against a reference standard.
Identification uses a 520-535 nm maximum in the coloured analytical solution. Determine alcohol number by JP
<1.01>, Method 2. Use the full JP procedure for dilutions and reagents.

Polyol incoming QC: pharmacies test each lot or ensure documented testing by a reliable supplier, as described
by FDA. IR identity alone does not exclude DEG/EG.

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.

®0Aa&n / Storage conditions
Mepikr Tekunpiwaon / Partial evidence

2TEYOVOC TMEPLEKTNG KATA JP- pakpld amnd mnyEéc avdeAeEng Adyw aAKOOALKOD dLaAlTN.
MNa dldpkela mov anodibetatl and yevikd kavéva, epapudletal emmnAéov n Oepuokpaacia TNG EMAEYUEVNC
katnyoplag oto nedlo BUD. H nnyn dev tekunpuwvel avbaipeteg aAAayEg Bepuokpaoiog. [1, 8]

JP specifies a tight container; keep away from ignition sources because of the alcoholic solvent.
For a general-rule duration, also apply the temperature of the selected BUD category. The source does not
support arbitrary temperature changes.

Elbi1kég 0bnyiec 61aBeong / Dispensing instructions
MpakTikdg KatdAoyog eAéyxou / Editorial checklist

AldBeon pe cagr 0066 xpriong, MEPLEKTIKOTNTA Kot nuepounvia xprong. H moodtnta avd e@apuoyn Kot n
oLYVETNTA CUUMANPWVYOVTAL CUUPWYA PE TN cuvTayn. [1]

Dispense with a clear route, strength and use-by date. Complete amount per application and frequency from
the prescription.
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Data in Brief. 2017;12:364-369. Table 1; ethanol/water at 25 °C; DOI 10.1016/j.dib.2017.04.017. Grade R1. EAgyxog /
Checked 2026-09-12.

Nedlo tekunpiwong / Scope: Full text read. Binary-mixture water activity; volume ratios before mixing, not finished
medicinal-product shelf life

https://pmc.ncbi.nlm.nih.gov/articles/PMC5413208/

[11] CDC — Chemical Disinfectants: Alcohol. 28 November 2023; 2008 guideline. Alcohol: Overview and Microbicidal activity.
Grade A2. EAeyyxog / Checked 2026-09-12.

Nedio Tekunpiwong / Scope: Alcohol antimicrobial context; not a finished-product preservative challenge test
https://www.cdc.gov/infection-control/hcp/disinfection-sterilization/chemical-disinfectants.html

[12] NIOSH — Managing Hazardous Drug Exposures: Information for Healthcare Settings. 2023; DHHS (NIOSH) 2023-130.
Risk assessment; printed pp. 27-33, activity/formulation control table. Grade A2. EAgeyxog / Checked 2026-09-12.

Nedio Tekunpiwong / Scope: Workplace exposure, hierarchy of controls and activity-specific PPE; US government
public-domain document

https://www.cdc.gov/niosh/docs/2023-130/2023-130.pdf?id=10.26616%2FNIOSHPUB2023130

[13] USP — Compounding Standards and Beyond-Use Dates, 2022 update. November 2022, published by USP; public copy
hosted by Mississippi Board. pp. 1-2; nonsterile table. Grade Al. EAeyxoc / Checked 2026-09-12.

Nedio Tekunpiwong / Scope: Risk-based default categories; not product-specific stability or Greek law
https://www.mbp.ms.gov/sites/default/files/2023-03/USP_Compounding BUD_Fact_Sheet.pdf

[14] PIC/S — Guide to Good Practices for the Preparation of Medicinal Products in Healthcare Establishments. PE 010-4, 1
March 2014. Chapters 1-9; Annex 2 (nonsterile liquids, creams, ointments). Grade A2. EAeyxog / Checked 2026-09-12.

Nedio Tekunpiwong / Scope: Professional quality-system framework; not automatic national legal adoption or certification
https://picscheme.org/docview/3443
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https://www.mhlw.go.jp/content/11120000/000904449.pdf
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_013.pdf
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_033.pdf
https://www.cdc.gov/niosh/npg/npgd0262.html
https://www.fda.gov/media/167974/download
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.ashp.org/-/media/assets/pharmacy-practice/resource-centers/compounding/docs/USP-795-Key-Changes.pdf
https://www.sos.state.tx.us/texreg/archive/June72024/Adopted%20Rules/22.EXAMINING%20BOARDS.html
https://idfprapps.illinois.gov/Forms/PDFs/NONSTERILECOMPOUNDINGSELFINSPECTIONREPORT.pdf
https://pmc.ncbi.nlm.nih.gov/articles/PMC5413208/
https://www.cdc.gov/infection-control/hcp/disinfection-sterilization/chemical-disinfectants.html
https://www.cdc.gov/niosh/docs/2023-130/2023-130.pdf?id=10.26616%2FNIOSHPUB2023130
https://www.mbp.ms.gov/sites/default/files/2023-03/USP_Compounding_BUD_Fact_Sheet.pdf
https://picscheme.org/docview/3443

OL avoAUTIKEG PEBOBOL TTapovoLldlovTal CUVOTITIKA. Ma eEKTEAEDN XPNOLUOTOLo0VTOL T TIARPN
opaneUnOUeva KEQaAaLa, Ta oplléueva avTIOPOOTHPLA KAl N KATAAANAGTNTA GUCTAUATOG.

Analytical methods are summarised. Execution uses the full cited chapters, specified reagents and
system-suitability requirements.

AveEdpTtnTn eAANVIKA Kat ayyAlkrh andédoon/opydvwon otoxelwy Tng avagepduevng nnyrig. Aev anoteAel
enionun petdepaon 1§ £ykpLon Tov ekdOTN.

Independent Greek/English adaptation and organisation of facts from the cited source. This is not an official
translation or publisher endorsement.
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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/A ZVOTATLKO OewPNTLKA Mova MapTida AAEN OANg Zuyio0sioca Ymnoypaen
No. Ingredient nmoooTNTA oa OANG Expiry moooTNTA Signature
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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