ZUVTAYOASYLO FAANVIKWY ZKELAOPATWY
EAANviIKO6 Formulary Sikalias

Koévic o&s1diov yevdbapyopov 50% pe apulo JP
Zinc Oxide Starch Powder JP 50% w/w

CGR-JP-009 * Ekboon / Version 8.0 « 12.09.2026
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.

Mnyr / Source: MHLW — Japanese Pharmacopoeia XVIII: Zinc Oxide Starch Powder JP 50% w/w ¢ Al « JP XVIII, 2021; English
text

dappakoTeXVLIKA popen / Dosage form
AgpuaTikr KOVLG

Cutaneous powder

AAAeg ovopaoieg / Other names
Zinc Oxide Starch Powder JP 50% w/w

Zuvtayn / Master formula

Bd&on vnoAoylopo0 / Formula basis: 1000 g

A/A ZuoTaTtiko / Ingredient MoooétnTa Movada
No. Quantity Unit
1 OEeibLo wevdapyovpou JP 500 g
Zinc oxide JP
2 AuvAo @apuakomolakig motdtntog JP g.s. ad 1000 g
Starch JP

Mnyr o0vBeong / Formula source: [1]. g.s. = enapkrig noodétnta / sufficient quantity - ad = péxpt TeAtkd odvodo / to final total.

Meprypagn okevdopatog / Preparation description
Tekunpwwpévo atnv nnyr) / Documented in source

Aevkn kKévic. [1]

White powder.

Apdon kKal xpRon / Action and use
Mepikr Tekunpiwon / Partial evidence

AEPUATIKI MPOOTATEVTIKA KOVIC e 0E(Blo yevdapyVvpou Kot duvAo. H JP meptypdgel tn odvOeon Kot TNV
noldtnTa- 6ev opiCel 6ogoAoyikd oxAua. [1, 2]

Cutaneous protective zinc oxide and starch powder. JP defines composition and quality, without a dosing
regimen.

Mpodlaypagéic / Specifications
Tekunpwwpévo atnv nnyr) / Documented in source

OvopaoTikr mepLtekTikdéTNTA ZNnO 500/1000 = 50% Mm/m. AgvKr KOVLIG HE BETIKEC TAVTOMOLAOELG
Yevdapyvpou Kat apOAoL. Agv SlveTal £L61KG aplBUNTIKG 6pLo MOTOTIKOU MPOoodLopLlapol aTny napoloa
povoypaeia. [1]
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Nominal ZnO content 500/1000 = 50% w/w. White powder with positive zinc and starch identification. This
monograph does not specify a numerical finished-product assay range.

EvaioOnoia oto @wg / Light
Aev tekunpuvetal / Not established

Agv MoPEYETAL ELBLIKA PWTOOTABEPATNTA TOL TEALKOD MPOidVTOC. H anmaltodUeEVN pWTONMPOCTAC(O TOL
nepLEKTN, e@éaov opilletal, avagépetal otn POAAEN. [1]

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

EvaioOnoia otov aépa / Air

Aev tekunpwveTat / Not established

Agv apExeTol HEAETN 0EEBWTIKAG 0TaBePdTNTAG TOL TEALKOV UiypaTog ovte analtnon adpavolg
atpéogapag. Tnpeltatl o mepLékTng TNG MNYAG. [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
ZnO: PaKTLKA adldAvTo o€ vePS Kol atbBavoAn. [2]

ZnO: practically insoluble in water and ethanol.

EvaioOnoia otnv vypacia / Humidity
Aev TtekunplwveTal / Not established

Agv dlveTatl aplBuNTkd 6pLo oxeTIKAG Lypaaoiag yla To TeAkS okebaopa. Anogeldyovtal SlaBpoxr MPWITWY
LAWY KOl HETAPOPE CUUMUKVWHUATWY OoToV MEPLEKTN. [1]

No numerical relative-humidity limit is given for the finished product. Prevent raw-material wetting and
condensation entering the container.

EvaloOnoia otn Osppokpacia / Temperature
Aev TtekunplwveTal / Not established

AEV TEKUNPLWVETAL ETLTPENTH BEPUOKPAOLAKE amOKALON 1 KOKAOG KaTAWuEnc/andyugng. O Bepuokpaaieg
MOPAOKELAC Kt PUAAENC avapépovTal ata avtiotolya nedia. [1]

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

EvaioOnoia og pH / pH
Mepikr Tekunpiwaon / Partial evidence
ZnO: daAdeTal og apald avépyova oEa- e Autapd oEéa oyxnuatiCel odnwveg. [2]

ZnO dissolves in dilute mineral acids and forms soaps with fatty acids.

AAAec aovppBatoTnTeG / Other incompatibilities

Aev tekunplwveTat / Not established

Agv napéxeTal TARPNG S0KLUA oLUBATOHTNTAG TOU UiyHaTOG HE MPdoOeTa dPaOoTIKE 1 dLapopeTIKA €KBoYA.
OL LTIOKATAOTAOELG amaLToOY XWPELoTH Tekunpiwon. [1]

No complete compatibility test with added actives or alternative excipients is provided. Substitutions require
separate evidence.
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Eldi1kég mAnpogopiec ovoTaTikwy / Ingredient-specific information

Mepikn Tekunpiwaon / Partial evidence

OEe(blo wevdapyvpou: eAaepLd, Aevkr €wc vok{tpLlvn, duopen KOVLG XWPIC CLOCWUATWHATA. ALGAVETAL
oe apatd avépyava oféa Kal pnopel va avtidpdoel pe Atmapd o&éa tng Bdong oxnuatiCovtag dAata
yevdapyvpov. [2]

Zinc oxide: light, white to slightly yellowish, amorphous powder without aggregates. Dilute mineral acids
dissolve it; fatty acids in a base can form zinc salts.

ZuvOnkec MapaokeVNG / Preparation conditions

MpakTtikdg kKatdAoyog eAéyyou / Editorial checklist

XELPLOPOC UE TAVTOTMOLNUEVEG TIPWTEC DAEC Kal KaBapd cupBatd eEonAloud. AlatnpolvTal N oelpd
TMPOOBOKNG, Ol PUOLKEG HOPPEG Kat oL Bepuokpacieg TnG Aladikaoiag. Ol TPayHaTIKEG GLUVORKEG Kol
amnokAl{oglc Kataypdeovtatl avd mapTida. [1, 4]

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@ulAad&eilc mpoowmnikoL / Staff precautions
Mepikr Tekunpiwaon / Partial evidence

KaBapr HakpLpdvikn epyaotnplaknl evoupacia, KEAALYN HAAALWY Kol YAVTLO KATAE TOV XELPLOPO. AAAOYA
YOVTIWY PHETA amd empudAvvon/epbopd.

Xelplotelte tn COyLon Kot AstoTpiBnon oe xWwpo/dldtagn mov nepLopiCel Slaomopd KOVIWY, LE pooTacia
0QOUAUWY- 0 TOTOC AVATVELOTIKAC MpoaTaoiag kabopl{leTal and Tn cuykekpLuévn €kBeon. [3, 4]

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.

ZTolxeia yia avaivon kivéodvou / Risk-assessment inputs
MpakTikdg KatdAoyog eAéyxou / Editorial checklist

H popon elvat Aemth KOVLG: anatte{tal meploplondc elonvedoldng okdévng Kat anoguyr empdéAvvong. H
Qapuakonouakr avagopd dev yapaktnpiCel To npoidv oteipo.

ZuykekpLuévn maptida avapopds: 1000 g. MpwTo cvotatikd: O&elblo wevdapylpov JP, 500 g. EAEyETE
aveEdpTNTO TN XNUIKA HOPPH, TIC HOVASEC Kal KABe KALMdKwaon mpw and CoyLon.

H Coylon, kookivion kat Aetotpi{Bnon pnopodv va dlacone{pouvv stanvedoiun kévi. Meplopiote tn Slaomopd
aTnv Nyn, eAEYETE eEMUOALVON YELTOVIKWIV TIAPACKELWY Kal AMOQOYETE KaBapLlopd pe puonua i Enpen
adpwan.

KataypdyTte yia Ttnv tomkr avdAvon nocdtnta avd mapackevr, cuxvétnta epyaciag, SldpKela avolkTol
XELPLOPOD, MOaVEC 00600C €KBEONC KAl AMOTEAECUATIKOTNTA TWY HETPWY eAéyyxov. AvTd e{val oTolxeila
€10660v NG agloAdynaong- 6ev anodideTaL MPOOYNUATIKOG TEAKOG BaBUAG Kwblvou.

Znuelo eAéyyou anodéopevong: aveEdptntn enaAribevon mg avd povada, GuVoALKOD apLlBUoD HoVEdwy Kalt
HIkpbTEPNG COYIONG. H opolopopeia pdlag 6ev LTTOKABLGTAE TNV OUOLOPOP Pl TEPLEKTIKOTNTAC OTIOL AU TH
anatteltal. Kataypdyte 6ladox YEWUETPLKAG apaiwaong Kat anopuyr dlaxwpLopold Koviwv. [1, 7, 9]

The fine powder requires airborne-particle control and prevention of cross-contamination. The monograph does
not designate this product as sterile.

Reference batch: 1000 g. First ingredient: Zinc oxide JP, 500 g. Independently check chemical form, units and
every scale conversion before weighing.

Weighing, sieving and trituration can disperse inhalable powder. Contain at source, check contamination of
nearby preparations and avoid blowing or dry sweeping during cleaning.

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.

Release checkpoint: independently verify mg per unit, total unit count and smallest weighable quantity. Mass
uniformity does not replace content uniformity when required. Document geometric dilution and prevention of
powder segregation.
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Texkpnpiwon duapkeilag xpRong / Evidence for beyond-use period
Fevikdg kavévag uvmd npodnobéoels / Conditional default

Agv gvtoni{oTnke Bk MeElpapaTikh SldpkeLla oL va KAADTITEL OAOKANPN TNV akpLBr) abvBean, Tov
MEPLEKTN KOL TN UKPORLOAOYLKA KATAAANASTNTO.

EmAeyUEVOC YEVIKOC Kavovag: €wg 180 nuépec otoug 20-25 °C ywa otepen A KN LOATLKA UN OGN
Hop@r, ME TEKUNPLWPEVN aw <0,6. H apylkr mowdtnta/vypaocia, n npootacia and €{cobo vePoL Kal n
QUOLKA KaTaAANAdTNTA Mpénel va voatnp(Couv avtrh TNV Katnyopla.

Huepounvia xpiong = n evwpitepn enttpent nuepopnvia and napookev + emAeyuévn dldpkela, AL
MPWTWY LAWY KAt TUXOV GUVTOPOTEPO TEKUNPLWHEVO Oplo. O Xpdvog LUETA To dvolyua dev napaTelvel To
GUVOALKO BUD. H TteAlkr) nueEpounvio CUPMANPWYETAL Yla TN OLYKEKPLUEVN AP T{Ba HETA TOUG EAEYXOUC.
0O YyeVIKOG Kavdvac anoTeAel auvtnenTikd dplo emAOYG Kat Ot MELPAUATIKA anddelEn otabepdTNTAC TNG
nopTidac. H katnyopla cuvdéeTal pe TNV TEAKH c0OVOEDN, TN GLVTHPNON KAl TLG EMITPEMOUEVEC
Bepuokpaociec. H Ty aw v mpokiMTEL and To MoogooTd vePoL 1 TNV AMWAELA KaTd TNV Efpavon. MNa
Tekunplwon xpnotuonotjote SOP-014 kat F-006- yia bk aw, SOP-017 kat F-012. [1, 6, 8]

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

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.
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 BAon HE KWOLKS UNTPWOL. TUXOV EUMOPLKO OYNHUA TIOPAUEVEL 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

Zuy0g, youdi/omepog, KOOKIVO KATAAANANG BaBuidag, meplékTng avAulEng Kat dldtagn mePLOPLopoD
okévng. [1]

Balance, mortar/pestle, suitable sieve, mixing vessel and powder containment.

Awadikaoia mapaokevhg / Preparation procedure
E@appuoyn yevikrig pebddouv / General-method implementation

1. H JP napamnéunet otn yevikr péBodo «Powders». MpakTikr epapuoyr: EMPBERALWOTE TNV MOLOTNTA KAl
BoTtavikA mpoéAevan Tou ApVAOL Kot CuY(oTE TO LALKA.

2. AMOCLOOWHOTWAOTE TIG KOVELG e KATAAANAN ActoTpi{Bnon/kookivion, xwplc mapaywyr okévng oTov
XWpo.

3. AvapiEte ZnO pe oTtadlakd MPooTIBEUEVO AUUAO PéYPL opoloyevr) TEALKN Hdla 1000 g. Aev mpooTtiBeTal
vEPO.

4. EAEYETE e@dulon, TEAKH HATa Kol OUOLOYEVEL KAl OLOKEVAOTE. Ta EMUEPOLG BAMATA AVEMLENG elval
€QAPUOYH TNC YEVIKAC HEBSBOL, bxL mMPoaBeTn HeAETN emkOpwonc. [1]

1. JP refers to the general Powders method. Practical implementation: verify the starch grade and botanical
origin; weigh the materials.

2. Break aggregates by suitable trituration/sieving while containing dust.

3. Blend zinc oxide with progressively added starch to a homogeneous total of 1000 g. Do not add water.

4. Check appearance, final mass and uniformity; package. These mixing steps implement the general method
and are not a separate validation study.
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Mapatnpnoelg / Notes
Mepikr Tekunpiwaon / Partial evidence

To 50% &{vat vmoAoyLOUAG TNG oOVBEDNG Kal Hev amoTeAel dpLo amodoyxric avaAvTikol eAéyyou. H
TOLTOTNTA TOL APOAOL KATAYPAPETAL OTO GOAAO MPWTWY LAWVY. [1]

50% is calculated composition, not an analytical acceptance range. Record starch identity in the raw-material
record.

Zuokevaoia kaL VALKa / Packaging and materials

Tekunplwwpévo otnv nnyr / Documented in source

2Teyavéc, ENpoc mepléktng onwc oplCel n JP: yia 61dBeon emAéyeTal nwua nmov neplopi(Cel Sraomopd
okévng. [1]

JP specifies a tight container. Use a dry container and a dispensing closure that limits airborne powder.

Ynoderypa eTikétag / Label specimen

Ynédetypa ovuunAfipwong / Editorial specimen

Kévig o&elblov yevdapydpouv 50% e duvAo JP

EEwTeptkn xprion

Moodétnta: _ Maptida:

MNopaokevdotnke:  Xpron €wg:

AoBeviig / d6on / ouyvéTnTo:

DOAAEN: ZTeYavOG MEPLEKTNG KaTd JP. Anoguyr vypaoiag Kat mpoadrikng vepol- n Bepuokpacia Tng TuXoV
YeVIKAC andédoong BUD avagépetal XwpLoTd.

Oepuokpaoia yia To BUD autrig¢ tng maptidag:  [1]

Zinc Oxide Starch Powder JP 50% w/w

External use

Quantity: _ Batch: __

Prepared: _ Useby:

Patient / dose / frequency:

Storage: Tight container as specified by JP. Avoid moisture and water addition; storage for a general BUD
assignment is stated separately.

Temperature for this batch BUD: __

M£0obolL eAéyxou / Quality-control methods
Tekunpwpévo otnv nnyr / Documented in source

Tavtonoinon ZnO peTd and anavpdKkwaon/mopwaon Kot avt{dpaon Tov VTIOAE{IPATOC Yia dAaTa
yevdapyvpou. Tavtomnolnon apOAOL 0TO EKMALPEVO LTIOAELUPA: Bpaoudg pe vepd, YOEn, avtidpaon twbdiov
HE OKOUPO KLAVO-LWOEC YpWHaA. Mo TIC moodTNTEG, avTIdpATTHPLA KOl GLVOAKEG akoAovBel(tal n JP p.
1930. EvdomnapaokevaoTikd: eueAvLon, anovola CUCOWUATWHATWY, OUOLOYEVELD KOl LooCVUYLo Hd&laG.

H néBodog, To 6pLo amodoyxnc, N MPAYUATLKE TIHA KoL 0 EAEYKTAC KATaypdpovTal Ywplotd oto F-005.
Anotuyla kplowng mpodlaypagnc odnyel o kapavtiva kat diepedvnon katd SOP-015- n enavdAnyn
eAEYXWY xpeLdleTal attioAdynon. [1, 9]

Identify ZnO by ignition followed by a zinc-salt reaction on the residue. Identify starch in the washed residue by
boiling with water, cooling and obtaining a dark blue-purple iodine response. Use JP p. 1930 for reagent
quantities and conditions. In-process checks: appearance, aggregates, blend uniformity and mass balance.
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.

®0AaEn / Storage conditions

Mepikn Tekpunpiwon / Partial evidence

2teyavég nepléktng katd JP. Anoguyr vypaoiag Kot mpoodrikng vepol: n Beppokpacia TNG TUXOY YEVIKAC
anédoong BUD avagépeTal xwpLloTd.

Mo 6ldpkeLa mov amnodidetal and yevikd kavova, e@apudletal emnAEoy N BepUoKpacia TNG EMAEYUEVNG
katnyoplag oto nedlo BUD. H nnyn dev tekunpwvel avbaipeteg aAAayég Bepuokpaoiog. [1, 5]
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Tight container as specified by JP. Avoid moisture and water addition; storage for a general BUD assignment is
stated separately.

For a general-rule duration, also apply the temperature of the selected BUD category. The source does not
support arbitrary temperature changes.

El81kég 0bnyiec 61aBeong / Dispensing instructions

MpakTikdg kKatdAoyog eAéyxou / Editorial checklist

AldBeon pe caery 066 xpriong, MEPLEKTIKATNTA KAl nuepounvia xpriong. H moodtnta avd epapuoyr Kat n
oLYVETNTA CLUUMANPWYOVTAL CUUPWYA PE TN cuvTayn. [1]

Dispense with a clear route, strength and use-by date. Complete amount per application and frequency from
the prescription.

BiBAloypa@ikéc avag@opéc / References

[1] MHLW — Japanese Pharmacopoeia XVIII: Zinc Oxide Starch Powder JP 50% w/w. JP XVIII, 2021; English text. Printed p.
1930; General Rules for Preparations: Powders. Grade Al. EAcyxoc / Checked 2026-09-12.

Nedlo tekunpiwong / Scope: master formula, description, tests and container
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[2] FN/2003/PA/028 OXIDO DE ZINC. Retrieved source edition. Sections 4, 6-10. Grade Al. EAgyxog / Checked 2026-09-12.
Nedio Tekunpiwong / Scope: ingredient facts
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_028.pdf

[3] PN/L/PG/002/00 INDUMENTARIA. Retrieved source edition. Full cited procedure. Grade Al. EAcyyxog / Checked 2026-09-12.
MNedio tekunpiwaong / Scope: ingredient facts

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_|_pg_00
2_00.pdf

[4] ASHP — USP <795> Key Changes. 2023. pp. 1-3: scope, water activity and staff precautions. Grade B1. EAeyxoc /
Checked 2026-09-12.

Nedio Tekunpiwong / Scope: professional guidance; not the licensed USP chapter
https://www.ashp.org/-/media/assets/pharmacy-practice/resource-centers/compounding/docs/USP-795-Key-Changes.pdf

[5] Texas State Board of Pharmacy — adopted 22 TAC §291.131, nonsterile compounding. Texas Register, 7 June 2024.
Beyond-use dating: aw categories, 14/35/90/180 days, limits and extensions. Grade A2. EAeyyxog / Checked 2026-09-12.

Nedlo tekunpiwong / Scope: public regulatory implementation of USP <795> BUD framework; not Greek law
https://www.sos.state.tx.us/texreg/archive/June72024/Adopted%20Rules/22.EXAMINING%20BOARDS.html

[6] lllinois IDFPR — Nonsterile Compounding Self-Inspection Report. Public checklist, retrieved 12 September 2026. pp.
15-16, Establishing beyond-use dates. Grade A2. EAeyxog / Checked 2026-09-12.

Nedio Tekunpiwong / Scope: Public regulatory implementation of USP <795>; not Greek law; general limits and requirements
for extension

https://idfprapps.illinois.gov/Forms/PDFs/NONSTERILECOMPOUNDINGSELFINSPECTIONREPORT.pdf

[71 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. EAeyyog / 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

[8] 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. EAgyxog / 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

[9] 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

Ot avaAuTikéG HEBoDOL MapovoLldovTal CLUVOTTTLKA. Mo EKTEAEDN XPNOLLOTIOLO0VTAL TO AR PN
MOPATEUNOMEVA KEQAAQLY, TA OPLCOPEVA OVTIOPOOTAPLA KOL N KATOAANAOTNTA CUOTHUOTOG.

Analytical methods are summarised. Execution uses the full cited chapters, specified reagents and
system-suitability requirements.
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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_028.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.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://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

AveEdpTnTn EAANVIKA KoL ayyAlkr andédoon/opydvwaon otoxelwv tnG avapepduevng nnynic. Asv amnoteAel
enionun petdepaon f £€yKpLon Tov €kOOTN.

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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