ZUVTAYOASYLO FAANVIKWY ZKELAOPATWY
EAANviIKO6 Formulary Sikalias

‘EAaio o&e1diov yevdapyovpov 50% JP — pe eAaidAado JP
Zinc Oxide Oil JP 50% w/w — Olive Oil JP variant

CGR-JP-015 * 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 Oil JP 50% w/w — Olive Oil JP variant « Al « JP XVIIl, 2021;
selected Olive Oil JP variant

®apuakoTeEXVIKH Hoper / Dosage form

EAQLWIBEC BEPUATIKS EvaLpna

Oily cutaneous suspension

AAAeg ovopaoieg / Other names
Zinc Oxide Oil JP 50% w/w — Olive Oil JP variant

Zuvtayn / Master formula

Bd&on vnoAoylopo0 / Formula basis: 1000 g

A/A ZvoTaTiké / Ingredient MoooéTnTa Movada
No. Quantity Unit
1 OEeibLo wevdapyovpou JP 500 g
Zinc oxide JP
2 EAatéAado JP g.s. ad 1000 g
Olive Oil JP

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

Meprypagn okevaopatog / Preparation description
Tekunpwwpévo atnv nnyr) / Documented in source
NA€LKO €WC LTOAEVLKO, TTAXVPPEVOTO EVALWPNUA: ETLTPEMETAL HEPLKOC SLaywpLondc Katd Tnv napauovr. [1]

White to whitish viscous suspension; partial separation can occur on standing.

Apaon kaiL xpAon / Action and use
Mepikr Tekunpiwon / Partial evidence

AEPUATIKI MPOOTATEVTIKN Tapackevr Pe ZnO. H povoypagia napéxel npétuno odvOeonc/moldtnTac,
xwpic va kaBopiCel 6oogoAoyikd oxrpa. Agv poop(Cetat yia 0@BaAuLk xprion A yla nedio mov amnattel
otepédTNTA. [1, 3]

Cutaneous protective ZnO preparation. The monograph establishes composition/quality, without a dosing
regimen. It is not for ophthalmic use or applications requiring sterility.

Mpodlaypagécg / Specifications
Tekunpwwpévo otnv nyr / Documented in source

OvopaoTikA MeEPLEKTIKOTNTA ZNO 50% m/m. dappakomolakd e0poG MOCOTLKOU MPoadlopltopod ZnO
45,0-55,0% m/m. Tavtomnoi{non yevdapydpou katd JP. [1]

Nominal ZnO 50% w/w. Pharmacopoeial ZnO assay range 45.0-55.0% w/w. Zinc identification according to JP.
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EvaioOnoia oto owg / Light
Mepikn Tekunpiwaon / Partial evidence

MNeplopiote €kBean Tou eAa{ov KAL TOL TEALKOD P{YMOTOG OTO QWG XPNOLLOTOLHOTE QWTOMPOCTATEVTIKO
MeEPLEKTN. H pwTomnpootacia npooti{Betal wg npakTikr mpootacia tov emAeyuévou eAaiov. [1, 2]

Limit light exposure of oil and mixture; use a light-resistant container. Light protection is an additional practical
measure for the selected oil.

EvaioOnoia otov aépa / Air
Mepikr Tekunpiwaon / Partial evidence

To eAatdAado npénel va elval xwplc Tayyr oour. Neplop(oTe TOV AVOLKTO XELPLOPS, KAE(OTE AUEOWG UETA
TNV MApwon Kot eAEYETe aAAolwon oouAG/XPWHATOC. Agv TEKUNPLWVETAL E161KH anai{tnon adpavoig
aTtuoceatpoc. [2]

Olive oil must be non-rancid. Minimise open handling, close promptly after filling and check changes in
odour/colour. No specific inert-atmosphere requirement is established.

EvaioOnoia oto vepo / Water
Mepikr} Tekunpiwaon / Partial evidence

To ZnO eivat mpakTkA adldAvTto o€ vepd Kal mapauével dleonappévo oto éAalo. H emAeyuévn odvBeon
bev MPooBETEL vEPDS. YOATIKA apaiwon A evowpndTwaon LYPWY AAAATEL TN HOPPNA Kal anotTel véa
a&loAdynon ouvtripnong/BUD. [1, 3]

ZnO is practically insoluble in water and remains dispersed in oil. The selected formula adds no water. Aqueous
dilution or liquid additions change the formulation and require a new preservation/BUD assessment.

EvaioOnoia otnv vypacia / Humidity

MpakTikdg KatdAoyog eAéyxou / Editorial checklist

Xpnowuomnotjote TeAE{WG 0TEYVO EEOTIALOUS KAl TEPLEKTEG UNV eMLTPENETE €{0060 vePOL amd mAlDon A
ouUNOKVWON. Agv ipoadlop(Cetal aptdunTiké dpLlo oxeTIKAG vypaciag TeAlkol npoidvtog. [1]

Use completely dry equipment and containers; exclude wash water and condensation. No numerical
finished-product relative-humidity limit is specified.

EvaloOnoia otn Osppokpacia / Temperature
Mepikr Tekunpiwaon / Partial evidence

To eAatdAado JP pnopel va mACeL ev pépel otoug 0-6 °C. EmAéyeTal anobrikevan 20-25 °C kot dev
Xpnotuomnote{tal YoEn wg nposmAoyry. H mpakTikr néBodog dev anattel Bépuavaon: v TEKUNPLWVETAL
KOKAOG KaTAwugng/améywuEng. [2]

Olive Qil JP can partially congeal at 0-6 °C. Select 20-25 °C storage and do not use refrigeration by default. The
practical method requires no heating; freeze-thaw compatibility is not established.

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

270 un LoaTIKS éAato Hev anodibetatl avbaipeta T pH. To puduLloTikd pH 10,7 Tng Sokurig ZnO agopd
HOVO TNV avaAuTikr StdAvon. Agv pooTiBevTal pubuLoTIKE | 0E€a oTo TIPOTdV. [1]

Do not assign an arbitrary pH to the nonaqueous oil. The pH 10.7 buffer in the ZnO assay applies only to the
analytical solution. Do not add buffers or acids to the product.

AAAeg aocvppatoéTnTeG / Other incompatibilities
Mepikn Tekunpiwon / Partial evidence

To ZnO avTiopd pe oE€a Kal LoXLPEC BAoelg: Bev avapLlyvoeTal avBaipeta pe AAAEC 6paoTikéG. H
oLUBATOTNTA PE EVAAAAKTIKSG EALO i} UALKO TIEPLEKTN BEV TEKUNPLWVETOAL ATO TNV MoPoUo TIAPAAAQYH.

[3]

ZnO reacts with acids and strong bases; do not combine with additional actives without assessment. This
selected variant does not establish compatibility with another oil or container material.

compounding.gr CGR-JP-015 | 2



Eldi1kég mAnpogopiec ovoTaTikwy / Ingredient-specific information

Tekunplwpévo otnv nnyr / Documented in source

EmAeypévo éAato: Olive Oil JP and Olea europaea, éxt vypr napaeivn. Mpodlaypaer NPWTNG OANG:
aplOuéc oféwv =1,0 Katl oanwvornoi{nong 186-194. H naptida ZnO npémnel va €xel Tavtomolndel Kal
anodeapevtel. Ta aplBuNTIKE 6pla Tou eAaiov dev elval dpLa OAGKANPOL TOL EVALWPANUATOG. [2, 3]

Selected oil: Olive Qil JP from Olea europaea, not liquid paraffin. Raw-material acid value <=1.0 and
saponification value 186-194. The ZnO lot must be identified and released. Oil limits are not whole-suspension
specifications.

ZuvOnkec mapackevng / Preparation conditions

MpakTikdg kKatdAoyog eAéyxou / Editorial checklist

ZNpd¢, Kabapbdg xwpoc epyaaiac: enapkAg MEPLOPLOUOC okdvNnG Katd Coylon/AstotpiBnon. AlatnproTe
opoldpopen avaduEn péxpt va oAokAnpwOel N mARpwon. Kataypdyte tavtdtnta eAaiov, HATeC KAt
npaypatiky andédoon. [1]

Dry, clean workspace with powder containment during weighing/trituration. Maintain uniform mixing until filling
is complete. Record oil identity, masses and actual yield.

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

Epyaotnplakn evbupacia, mpooTaTtevTIKA yAvTia Kot YuaAld katd AstotpiBnon/uetagopd. Meploplote Tn
dlaomopd ZnO ue KATAAANAN TOTLKA oLYKPATNON Kovlwy. OL avTdpdoelc mipwong/oEEwv Tov QC
EKTEAOVUVTAL 0€ KATAAANAO avaALTIKS XWPO He anaywyr. [1, 3]

Wear laboratory clothing, protective gloves and goggles during trituration/transfer. Contain airborne ZnO using
suitable local powder control. Perform ignition/acid QC reactions in an appropriate analytical area with
extraction.

ZTolXeia yia avaivon kivéovoo / Risk-assessment inputs

MpakTtikdg kKatdAoyog eAéyyou / Editorial checklist

Kplowog kivbuvog avopoloyévelag: vynAd goptio ZnO kat kaB{Cnon pnopel va petaBdAAovy TNV
TMEPLEKTIKOTNTA UETOED MEPLEKTWVY. Emavadlaone{pete mpv and dlailpeon Kot EAEYETE AVTUMTPOCWTELTIKNA
apxri/TéAoc mAfpwaong. E(codog vepol, Tayyd éAato j oKANPAOC PN emavadlaomelpdueVOC MUOUEVAC
anokAe{ovv anodéopevon.

YuyKeKpLUévn mapTida avagopdc: 1000 g. MpwTto cvotatikd: OEeidlo yevbapylpov JP, 500 g. EAEyETe
avegdpTnTa TN XNUIKA HOPPH, TIC LOVASEC Kal KEBe KAlMdkwaon mpwv and ToyLon.

EAéYETE opoloyEveLd, ORWAOLC, SlaywpPLopud Kat mpayuaTikh andédoan npwv and vnodiaipeon. H
ouvokevaola MPEMEL VO ETLTPETEL OOLOPOPQPN EPapUoYr XWPIC ELloaywyr veEPOD OTO MEPLEXOUEVO.
KataypdyTte yia Ttnv tomkr avdAvon nocdtnta avd mapackevr, cuxvétnta epyaciag, SldpKela avolkTol
XELPLOPOD, MOaVEC 00600C €KBEONC KAl AMOTEAECUATIKOTNTA TWY HETPWY eAéyyxou. AvTd e{val oTolxeia
€10660v NG agloAdynaong- 6ev anodideTaL MPOOYNUATIKOG TEALKOG BaBUAG Kwbivou.

Znuelo eAéyyou anodéopevonc: Selypa and avTMPoowNeLTIKA onuela Kat and tnv apxri/TéAog NARpwong,
ME KaTaypaer Kabi{lnong 1} Sltaxwplopol kot enavadlaonopds. EAEyETe 6TL n mpoBAeniduevn AQYn
amnod(del TNV anattoduevn MoodTNTA: N EEWTEPLKA OpoLopopia pévn TNG dev amodeLlKvOEL opoLopopela
dpaoTikAc. [1, 2, 5, 7]

Key nonuniformity risk: high ZnO loading and sedimentation can change strength between containers.
Redisperse before subdivision and check representative start/end filling samples. Water ingress, rancid oil or a
hard non-redispersible cake preclude release.

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

Check homogeneity, aggregates, separation and actual yield before subdivision. Packaging should allow
uniform application without introducing water into the contents.

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: sample representative locations and early/late filling; record settling or separation and
redispersibility. Verify delivery of the intended amount; visual uniformity alone does not demonstrate API
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uniformity.

Tekpnpiwon diapkelag xpRong / Evidence for beyond-use period
Fevikdg kavdvag umd npodnobéoelg / Conditional default

Agv gvtomnioTnke Bk ELpapaTIKA SldpKeLa TTOL va KAADTITEL OAOKANPN TNV akpLBr obvBeon, Tov
MEPLEKTN KAL TN MKPOBLOAOYLKH KATAAANASTNTO.

EmAeyévog yevikOg kavévag: éwg 180 nuépec otoug 20-25 °C ywa otepen A KN LBATIKA UN OGN
Hop®n, HE TEKUNPLWHEVN aw <0,6. H apyikr nowdtnta/vypacia, n npootacia and e(codo vepold Kat n
QUOLKA KaTaAANASTNTA Mpénel va vmoatnp{Couv avtrh TNV Katnyopla.

Huepounvia xpiong = n evwpitepn enttpenth nuepopnvia and napoackev + emAeypévn dldpkela, AREeLg
MPWTWY LAWY KOt TUXOV GUVTOPOTEPO TEKUNPLWHEVO Oplo. O Xpdvog LUETA TO dvolyua dev napaTeivel To
OUVOALKO BUD. H TeAk nueEPOUNViO CUUMANPWYETAL YLa TN CLYKEKPLUEVN TIAPTIOA ETA TOUG EAEYXOUG.
O yevlkdG Kavévag anoteAel auvtnpnTikd 6plo eMAOYAC Kol OXL MELPAUATLKY anédelEn oTtabepdTNTAC TNC
noptidag. H katnyopia ocuvdéeTal e TNV TEALKH oOVOEDN, TN CLYTHPNON KAL TLG EMILTPEMOUEVES
Beppokpaoiec. H Ty aw dev mpokOTMTEL amnd To MocooTd vePoD A TNV anWAeLa Katd Ttnv Efpavon. MNa
Tekunpiwon xpnowonowjote SOP-014 kat F-006- yia €16ikr} aw, SOP-017 kat F-012. [1, 4, 6]

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.

ESapTwpeveG Baocelc / Required bases
Tekunpwpévo otnv nmnyr / Documented in source
Agv anatte(tal ywploth Bdon pe Kwdkd untpwouv. [1]

No separately registered base is required.

EvdelkTIKOC eEomALOMOG / Indicative equipment

MpakTtikdg kKatdAoyog eAéyyou / Editorial checklist

Zuyé¢ pe KaTdAANAo ebpog/eAdyiotn COylon, Enpd youdl Kat Orepog 1} KATAAANAOG opoyevomolnTig,
on&ToLAEG, ENpd doxela MARPWONG. Mo aPUAKOTOLLAKS assay: KAULWOG/XWVELTHAPLO, OYKOUETPLKOG
€EOMALONOC, TLTA0BOTNG EDTA Kat ta avtidpaotripla JP. [1]

Balance with suitable range/minimum weight, dry mortar/pestle or appropriate homogeniser, spatulas and dry

filling containers. Pharmacopoeial assay requires furnace/crucible, volumetric equipment, EDTA titration
apparatus and JP reagents.

Aladikaoia mapaockeviG / Preparation procedure
E@apuoyr yevikic uebddou / General-method implementation

1. EAéyEte TNV mowdtnTa ZnO Kot eAatoAddov JP kat Cuyiote 500 g ZnO.

2. HJP anattel avdulEn ue Autapd €Aato. EQapuoyn ywa tnv emAgyUévn opaAAay: AELOTPLRACTE UE
MLIKPF ToodTNTA EAALOAGDOL PéYPL Opoldopen TAoTA, XWPIC ENPol¢ oBwAouc.

3. EvowpatwoTte otadlakd to vdAotno eAatdAado péxpt TeAkr pdla 1000 g, xwplc mpoabrikn vepol.
4, EAéYETe opoloyéveLla, emMavadlaomopd Kot TEALKH HAla. MANPWOTE TOUG MEPLEKTEC VW TO EVALWPNMUA
dlatnpeitat opoldpopo. H aetpd AstotpiBnong anoteAel mPaKTKY AvATTLEN TNG YEVIKAG avdENG. [1]
1. Verify ZnO and Olive Oil JP grades; weigh 500 g ZnO.

2. JP requires mixing with fixed oil. For this selected variant, levigate with a small portion of olive oil to a
uniform paste without dry aggregates.

3. Progressively incorporate the remaining oil to 1000 g total, without adding water.

4. Check uniformity, redispersibility and final mass. Fill containers while maintaining uniform suspension.
Levigation sequence is a practical expansion of the general mixing instruction.
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Mapatnpnoelg / Notes

Mepikn Tekunpiwaon / Partial evidence

H JP emtpénel Aunapd éAalo- 6w emAéyetal eAatdAado JP wote n obvBean va eival caeng. AAAa éAala,
nMPooBrikn vepoL f BLaBpEKTN amoTeAoUY dLa@opeTIKA MapaAAayn HE xwploth tekunpiwaon. [1, 2]

JP allows a fixed oil; Olive Qil JP is selected here to define the formula. Other oils, water addition or wetting
agents constitute another variant requiring separate evidence.

Zuokevaoia kaL VALKa / Packaging and materials

Mepikr Tekunpiwaon / Partial evidence

H JP anottel oteyavd neptéktn. EMAEETE guuBaTd, pwTompooTaTeLTIKS Soxelo e EMOPKA XWPO yLa
enavadlaomnopd Kat WU oL dev emtpénel e{0odo vepol. Agv TPodLaypAPETAL CUYKEKPLUEVO TIOAVEPEC
and tn povoypaeia. [1]

JP requires a tight container. Select a compatible light-resistant container with room for redispersion and a
closure preventing water ingress. The monograph does not specify a particular polymer.

Ynoderypa eTikétag / Label specimen

Ynédetypa ovunAfipwonc / Editorial specimen

EAato o&elbiov yevdapyvpouv 50% JP — pe eAatdAado JP

EEwTeptkn xprion

Moodtnta: _ Maptida:

MNopaokevdotnke:  Xpron €wg:

AoBeviig / d6on / ouyvéTnTo:

DOAAEN: ZTEYAVOG, QWTOTPOCTATEVTIKOG MEPLEKTNG 0TOLG 20-25 °C yLa TNV €MAEYHEVN YEVLIKN
Katnyopla BUD. Amoguyr vepol Kol MapaTETAPEVNG €KOEONG OTOV aépa.
Avakivrjiote/enavadlaonelpete KaAd mpwv and xprion.

Oepuokpaocia yia To BUD avtrig tng maptidag:  [1]

Zinc Oxide Oil JP 50% w/w — Olive Oil JP variant

External use

Quantity: _ Batch:

Prepared: _ Useby:

Patient / dose / frequency:

Storage: Tight, light-resistant container at 20-25 °C for the selected general BUD category. Exclude water and
prolonged air exposure.

Shake/redisperse well before use.

Temperature for this batch BUD: __

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

TavTtonoinon ZnO: mipwaon Kol oL TTPORAENOPEVEG avTIOPATELS PeudapyLpov. MocoTIKAC MPOTELOPLOUES
METE and mopwaon, 6Evn BldAvon Kat oykouétpnon e EDTA 0,05 mol/L, pge TIC OLVOBAKEC Kal Tov HdpTupa
NG JP- 1 mL avtiotowyel og 4,069 mg ZnO. To pH 10,7 agopd T0 avaALTIKG puBULOTIKS, XL TO EAALWOEC
MPoiév. EvBomapaoKeELACTTIKA EAEYETE CUOOWHATWHATA, EMAVAOLOOTIOPE KAl AVTLUMTPOCWTEVTIKA delypaTa
ané apxr/TéAoc mMAjpwong.

H 1€0060G, To 6pLo amodoxrG, N MPEAYHATIKA TULA Kol 0 EAEYKTAG KaTaypdovTal XwpLtoTd oto F-005.
Anotuyla kplowung npodlaypa@rc odnyel oe kapavtiva kat dtepedvnon katd SOP-015- n emavdAnyn
eAEyxwv xpeldletal attioAdynon. [1, 7]

Identify ZnO by ignition and the specified zinc reactions. Assay by ignition, acid dissolution and 0.05 mol/L EDTA
titration under JP conditions and blank; 1 mL corresponds to 4.069 mg ZnO. pH 10.7 belongs to the analytical
buffer, not the oily product. In-process checks cover aggregates, redispersibility and representative samples
from the start/end of filling.

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.
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®0AaEn / Storage conditions

Mepikr Tekunpiwaon / Partial evidence

ZTeyavdg, PWTOMPOOTATEVTIKOG MEPLEKTNG 0TOLG 20-25 °C yla TNV emAeyHévn yevikr kathyopia BUD.
Anoguyn vepoL Kal mapateTapévng €kBeong atov agpa. [1, 2]

Tight, light-resistant container at 20-25 °C for the selected general BUD category. Exclude water and prolonged
air exposure.

Eldikég 0bnyiec 61aOeong / Dispensing instructions

Ynédetypa ocuunAripwaong / Editorial specimen

Movo eEwTtepLkA Xprion. Avakivrjote/enavadlaone{pete KAAA npv and KABe e@apuoyr: Un Xpnotpornoteite
av 6ev amnokabloTaTtal opoLoyévela. Amopuyr opOaApWY Kat BAevvoydvwy. Adan/ouxvdétnTa and tn
ouvvtayn. [1]

External use only. Shake/redisperse thoroughly before each application; do not use if uniformity cannot be
restored. Avoid eyes and mucosa. Dose/frequency follow the prescription.

BiBAloypa@ikéc avagpopéc / References

[1] MHLW — Japanese Pharmacopoeia XVIII: Zinc Oxide Qil. JP XVIII, 2021, English text. Printed p. 1929; PDF p. 646. Grade
Al. EAeyxog / Checked 2026-09-12.

MNedlo tekunpiwong / Scope: Master formula, description, identification, assay and container
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[2] MHLW — Japanese Pharmacopoeia XVIII: Olive Qil. JP XVIII, 2021, English text. Printed pp. 2081-2082; PDF pp. 143-144.
Grade Al. EAeyxog / Checked 2026-09-12.

Nedio Tekunpiwong / Scope: Identity and quality of the selected fixed oil; congealing at 0-6 °C; acid value <1.0
https://www.mhlw.go.jp/content/11120000/000904450.pdf

[3] FN/2003/PA/028 OXIDO DE ZINC. Retrieved source edition. Sections 4, 6-10. Grade Al. EAeyxoc / 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

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

Nedlo 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

[5] 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

[6] 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.

Nedlo 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

[7]1 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. EAcyxoc / Checked 2026-09-12.

Nedio Tekunpiwong / Scope: Professional quality-system framework; not automatic national legal adoption or certification
https://picscheme.org/docview/3443

OL avaAUTIKEC HéEBOBOL TapovaLldlovTal CUVOTITIKA. Mo eEKTEAEDN XPNOLUOTOLO0VTAL T AN PN
nopanePnépeva KeQaAata, ta opllOueva avTIOPATTHPLA KAl N KATAAANASTNTA CLUOTAUATOG.

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

AveEdpTnTn EAANVLIKA KoLl ayyAlkr andédoon/opydvwaon otowxelwv tTnG avapepduevns nnyic. Aev anoTteAel
enionun petdepaon rj £ykpLon Tov €kdOTN.

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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https://www.mbp.ms.gov/sites/default/files/2023-03/USP_Compounding_BUD_Fact_Sheet.pdf
https://picscheme.org/docview/3443

®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

compounding.gr CGR-JP-015 | 7



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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