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EAANviIKO6 Formulary Sikalias
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Acrinol Hydrate 1% and Zinc Oxide Oil JP
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MpwTtoBouvAia CUAAOYAC LALKOU amd £YKLPEC MNYEC, WG Bdon yia tn dnuiovpyia EAANVIKoO formulary.
2TaOWOC Xp. ZIKAALLC.

An initiative collecting material from authoritative sources to lay the foundations for a Greek formulary.
Stasinos Chr. Sikalias.

Mnyn / Source: MHLW — Japanese Pharmacopoeia XVIII: Acrinol Hydrate 1% and Zinc Oxide Qil JP « Al « JP XVIII, 2021;
selected Olive Oil JP variant

dappakoTEXVIKH popen / Dosage form

EAQLWOEC BEPUATLKO EVALWPNHA

Oily cutaneous suspension

AAAec ovopaoiec / Other names
Acrinol Hydrate 1% and Zinc Oxide Oil JP

Zvvtayn / Master formula

Bdon vnoAoylopot / Formula basis: 1000 g

A/A ZvoTaTiké / Ingredient MoooétTnTa Movada
No. Quantity Unit
1 AKPLOAN €vudpn JP, MOAD Aemtr KOvLG 10 g

Acrinol hydrate JP, very finely powdered
2 EAaio o&eldiov wevdapyovpov JP — CGR-JP-015 990 g
Zinc Oxide Oil JP — CGR-JP-015

Mnyn obveeong / Formula source: [1]. g.s. = enapkr¢ moodtnta / sufficient quantity - ad = péxpt TeAkd advoAo / to final total.

Meplypagn okevaopatog / Preparation description
Tekunplwwpévo otnv nnyr / Documented in source
Ki{tpwo £wg vtéAgvKo, TMOUXVPPEVOTO EVALWPNHA HE TILBOVOE HEPLKS Blaxwploud KaTtd Tnv napauovy. [1]

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

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

AgpUOTIKA TTPOOTATELTIKNA Tapackevr Pe ZnO. H povoypagia napéxel npdétuno cvvBeanc/moldTntac,
XWpPI(¢ va kaBop(Tel boooAoyikd oxrjua. Agv poopiletal yia opBaAuLkr xprion f ywa nedio mou anattel
otepéTnTa. [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.

compounding.gr CGR-JP-016 | 1



MpodiLaypagécg / Specifications
Tekunplwpévo otnv nnyr / Documented in source

AKPLYOAN €vudpn ovoHaoTIKA 1% m/m. Ané Bdon ZnO 50% mpokOmTeL OvopaoTikd Zn0 49,5% m/m:- to
en{onuo €0pog assay ZnO cival 44,6-54,4% m/m. Aev op{CeTaL otnv mapoloa povoypaeia xwpelotd
apPLOUNTLKS €0POC assay TNG akpPoAnG. [1]

Nominal acrinol hydrate 1% w/w. A 50% ZnO base gives nominal ZnO 49.5% w/w; official ZnO assay range is
44.6-54.4% w/w. This monograph provides no separate numerical acrinol assay range.

EvaioOnoia oto @wg / Light

Mepikr} Tekunpiwaon / Partial evidence

Neploplote €kBean tov eAai{ov Kal TOL TEALKOU P{YHATOC OTO QWG XPNOLUOTOOTE PWTOMPOCTATELTIKS
nmePLEKTN. H JP amnattel pwTonpootacia yla to mpoidv akpwdAnc. [1, 2]

Limit light exposure of oil and mixture; use a light-resistant container. JP requires light protection for the acrinol
product.

EvaioOnoia otov aépa / Air
Mepikr} Tekunpiwaon / Partial evidence

To eAatdAado npémnet va elval xwplc Tayyr oour. MeploploTte Tov avolkTd XeLPLopd, KAe(oTE aQUéoWS HETA
TNV MAfpwon Kat eEAEYETE aAAolwaon OOUAG/XPWHATOG. Agv TEKINPLWVETAL ELOIKA anal{tnon adpavoig
atudéogalpag. [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 mpaKkTKA adldAvTto o vepd Kal Mapauével dleonappévo ato €Aalo. H emAeyuévn ocbvBeon
bev mpooBéTel vepd. YOATIKNA apaiwon | eVoOWHATWoN LYPWVY AAAGTEL TN HOPPN Kol anatTel véa
a&loAdynon cuvtripnong/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.

EvaloOnoia otnv vypacia / Humidity

MpakTtikdg KatdAoyog eAéyyou / Editorial checklist

Xpnowuonoujote TeAE{WC 0TEYVO EEOTIALOUS KAl TEPLEKTEG: UNV eTLTPEMETE £{00b60 vePOL amd mAdon
ouunOKvwon. Agv poodlop(Cetal aptOunTikd 6plo oxeTIKAG vypaciag TeAkol 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
Mepikn Tekunpiwon / Partial evidence

To eAatdAado JP pnopel va mACeL ev pépel otoug 0-6 °C. EmAéyeTtal anobrikevan 20-25 °C kat dev
xpnotpomote{tat Yo&n wg mpoemAoyn. H mpaktikr péEBodog dev anattel BEpuavon- 6ev TEKUNPLWVETAL
KOKAOG KaTAwuEng/andyuEng. [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 og pH / pH
Tekunpwwpévo otnv nnyr / Documented in source

210 pn LdaTLKSG €Aato Bev amodidetatl avbaipeta T pH. To puBuloTikd pH 10,7 Tng SokAG ZnO agopd
HOvo TNV avaAuTikr StdAvaon. Agv pooTiBevTal puBULOTIKA 1 0E€a oTo TIPOoTdv. [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.
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AAAec aovppBatoTnTeg / Other incompatibilities

Mepikn Tekunpiwaon / Partial evidence

To ZnO avTtdpd pe oE€a Kal Loxupéc Baoelg: 6ev avautyvoeTal avbaipeta e AANEC HpaaTikég. H
OLMBATOTNTA PE EVAAAAKTIKSO EALO ] UALKO TIEPLEKTN BEV TEKUNPLWVETOL ATd TNV MoPOVC TIAPAAAAYH.
[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.

El81kég mMAnpogopiec ovoTaTikwy / Ingredient-specific information

Mepikr} Tekunpiwaon / Partial evidence

EmAeyuévo éAato: Olive Qil JP and Olea europaea, 6t vypr napagivn. Mpodlaypagn MPWTNSG OANG:
aplOuéc oféwv =1,0 Kat canwvornoinong 186-194. H naptida ZnO npémnel va £xeL TavTomolndel Kat
anodeopevtel. Ta aplBUNTIKd dpLa Tou eAaiov Bev elval dpLa OAGKANPOL TOL EVALWPHUATOC.

AKPWOAN €vudpn JP: akpBrig €évudpn poper], 10 g avd 1000 g. H Bdon neptExel ZnO 50% mpv and
EVOWMATWON Kot AauBAaveTal pévo PHeTd and nArpn enavadlaonopd. [1, 2, 3]

Selected oil: Olive Oil 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.

Acrinol Hydrate JP: exact hydrated form, 10 g per 1000 g. The base contains 50% ZnO before incorporation and
is sampled only after full redispersion.

ZuvOnkec MapaokeVNG / Preparation conditions

MpakTtikdg kKatdAoyog eAéyyou / Editorial checklist

Inpdéc, KaBapdc xwpog epyaciag: emapkAg MePLopLodc okdvng Katd Coylon/AstotpiBnon. AlatnpioTe
opoldpopen avaduEn péxpL va oAokAnpwOel N mARpwon. Kataypdyte tavtdTnTa eAaiov, HATEC K
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.

MpogulAd&eilc mpoowmnikoL / Staff precautions

Mepikr Tekunpiwaon / Partial evidence

Epyaotnplakn evbupacia, mpooTaTeLTIKA YAvTLa Kot YuaAld Katd AstotpiBnon/petagopd. NMeploplote Tn
Slaonopd ZnO e KATAAANAN TOTLKI CLYKPATNON Koviwv. OL avTidpdoelc mipwonc/ogEwv Touv QC
EKTEAOVVTOL O KATAAANAO vOALTIKO XWPO HE amaywyh. [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.
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ZTolxeia yua ava@idvon kKivéovov / Risk-assessment inputs

MpakTtikdg katdAoyog eAéyxou / Editorial checklist

Kplowog kivbuvog avopoloyévelag: vynAd goptio ZnO kat kaB{Cnon pnopel va petaBdAAovy TNV
TMEPLEKTIKOTNTA LUETAED MEPLEKTWVY. Emavadlaonei{pete mpwv and dialpeon Kol EAEYETE AVTUTPOCWTELTIKN
apxn/téAog mAfpwong. E{codog vepol, Tayyd €Aalo fj OKANPAG N enavadlaomelPOPEVOG TTIVOUEVAG
amokAglovv anodéopevan.

ZuykekpLuévn moptida avagopds: 1000 g. MpwTto cuoTaTIKG: AKPLVOAN €vudpn JP, MOAD Aemth kdvig, 10 g.
EAEYETE aveEdpTNTA TN XNULKA HOPYH, TIC HOVASEC Kal KABe KALMdKkwan mpwvy and Coywon.

EAéyETe opoloyévela, oBWAOLG, SlaxwpLoud Kal mpayuaTikh anédoon npwv and vnodlaipeon. H
ouokevaoia MPEMEL va EMTPEMEL OoLOPOPPN EQapPoyH XWwPI(C eLgaywyr vepoD oTo MeEPLEXOUEVO.
KataypdyTte yia Tnv Ttomkr avdAvon noogdtnta avd napaokevr, cuxvotnta epyaciag, SIdpKeLa avolkToD
XELPLOPOD, TIOaVEC 0000¢ €KBEONC KAl ATMOTEAECHATIKOTNTA TWY HETPWY eAEyyov. AvTd elval oTolxela
€100600L T™NG a€loAdynong: 6ev amodibeTal MPOoYNUATIKOG TEAIKOC BaBuUdC KlwbOvou.

Inuelo eAéyyou anodéopevong: delypa and avTMPoowneLTIKA onpela kat and tnv apxri/TéAog NARpwong,
hE kKaTtaypagr kab{lnong i SlaxwplopoD Kat enavadlaamnopdc. EAEyETe dTL N poBAENOUEYN Afjyn
amnod(del TNV anattoduevn moodTNTA: N EEWTEPLKL opolopopia pévn TNG 6ev amodelkvieL opolopopeia
dpacTiknc. [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: Acrinol hydrate JP, very finely powdered, 10 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
uniformity.

Tekpunpiwon dudpkelag xpRong / Evidence for beyond-use period
Fevikdég kavdvag und npodnobéoelg / Conditional default

Agv gvtomnioTnKe €OIKA MELPAUATLKE SLdpKELa TIOL Vo KAADTITEL OAOKANPN TNV akpLBr abvBeon, Tov
MEPLEKTN KOL TN UKPORLOAOYLKA KATAAANASTNTO.

EmuAeypévog yevikég kavévag: €wg 180 nuépeg otoug 20-25 °C yia otepe A N LBATLKA KN MéaLUN
HOPON, ME TEKUNPLWPEYN aw <0,6. H apylkr mowdtnTa/vypacia, n npootacia and €{codo vePoL Kal n
QUOLKA KaTaAANASTNTO Mpénel va vootnp(Couv avth TNV Katnyopla.

Huepounvia xpiong = n evwpitepn emttpentr nuepounvia and napackev + emAeyuévn Sldpkela, AL
MPWTWY LAWY KAt TUXOV GUVTOPOTEPO TEKUNPLWHEVO dplo. O Xpdvog HETA TO dvolyua dev napaTeivel To
OLVOALKS BUD. H teAkr] nUEPOUNVIO CUPTIANPWVETAL YA TN CLYKEKPLUEVN TapT{Ba PETA TOLG EAEYXOULG.
0O YeVIKOG Kavovac anoTeAel auvtnenTikd dpLlo emAOYG Kat OXL MELPAUATIKH andbelEn otabepdTNTAC TNG
noptidag. H katnyopia ocuvdéeTal e TNV TEALKH 00OVOEDN, TN CLYTAPNON KAL TLG ETILTPEMOUEVEG
Bepuokpaoiec. H Tl aw 6ev mpokomtel and to mocoaTd vePoL ) TNV ANMWAELA KaTd TNV EApavon. MNa
Tekunpiwaon xpnowonowjote SOP-014 kat F-006- yia €16wkry 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.
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EEapTtwpeveg Baocelg / Required bases
Tekunplwpévo otnv nnyr / Documented in source
Anatte{tat CGR-JP-015 pe eAatdAado JP, anodeopevpuévo Kat MARpwG enavadiaonelpduevo. [1]

Requires released, fully redispersible CGR-JP-015 using Olive Qil JP.

EvbelkTIKOG eEomtALOMOG / Indicative equipment

MpakTikdg kKatdAoyog eAéyxou / Editorial checklist

Zuy0OG PE KaTAAANAo e0poc/eAdyiotn TOywan, Enpd youdi Katl OEPOC 1} KATAAANAOC OUOYEVOTIOLNTHC,
ondToLAeg, ENpd Hoxela MARpwONG. Ma apUaKOoTOLLaKS assay: KAULWOC/XWVELTHPLO, OYKOUETPLKAG
€EOMALONSC, TLTA0DOTNG EDTA Kat ta avtidpaotripa 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.

Awdikaoia mapaokevng / Preparation procedure
Egappoyr yevikig pebddov / General-method implementation

1. Napaokevdate Kot anodeouebote To CGR-JP-015 pe eAatdAado JP. Enavadlaoneipete MARpWC mpLv and
Afjun 990 g.

2. Zvyiote 10 g moAD AentrAG akpwvoAng €vudpng JP. AcloTpBACTE PE UIKPA MOCOTNTA TNG
opoyevomnotnuévng Baong.

3. EvowpaTtwoTe mPoodevTIKE TNV ultdAotrn Bdon péxpL opoldpopen TeALKH Ldla 1000 g.

4, EAéYETE OUOLOYEVELN XPWHATOC, AMOLO(O CLOCWHATWHATWY, eMavadlaomopd Kot H&la: CUOKEVAOTE HE
pwTtomnpootaoia. EmAéyetal n napaAAayr xwpeic npoodrikn vepoL | dAAWY SlaBpekTwv. [1]

1. Prepare and release CGR-JP-015 using Olive Qil JP. Fully redisperse before taking 990 g.

2. Weigh 10 g very finely powdered Acrinol Hydrate JP and levigate with a small portion of the homogeneous
base.

3. Progressively incorporate the remaining base to a uniform 1000 g total.

4. Check colour uniformity, aggregates, redispersibility and mass; package with light protection. The selected
variant adds no water or other wetting agents.

Mapatnpnoelg / Notes

Mepikr} Tekunpiwaon / Partial evidence

H JP emutpénel Atmapd éAato: 6w emAéyeTtal eAatdAado JP wote n obvBeaon va eival capric. AAa éAala,
TMPOooBrikn veEPOL A dLaBpEKTN amoTeAOUY dLa@opeTIKA MapaAAayn He xwploth tekpnplwon. [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.

Zvokevaoia kat bALka / Packaging and materials
Mepikr} Tekunpiwaon / Partial evidence

H JP anattel oteyavd neplEKTn e pwTomnpootacia. EMAEETE ouuBaTd, PWTOMPOCTATEVTLKO doyelo pe
EMOPKA XWPO YLa EMOVASLOOTIOPA KAl MWHA oL dev emLTpénel (00do vepoD. Agv ipodlaypdeeTal
OLYKEKPLHEVO TIOAVUEPEC amd T povoypaeia. [1]

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

Ynédetypa ocuunAripwaong / Editorial specimen

EAalo akplvéAng évudpng 1% kat oEeldiov wevdapyvpou JP

EEwTepLkn xprion

Moodétnta: _ Maptida:

Mopaokevdotnke:  Xprion éwg:

AcBevng / 8éan / ouyvoTnTa:

DOAAEN: ZTEYAVOC, PWTOTMPOCTATEVTLKOC MEPLEKTNG O0TOLG 20-25 °C yla TNV EMAEYUEVN YEVIKN
katnyopla BUD. Amoguyr vepol Kol MapaTETAPEVNG €KOEONG OTOV aépa.
Avakiviote/enavadiaone{pete KAAA Tipv and xprion.

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

Acrinol Hydrate 1% and Zinc Oxide Oil JP

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£0oboL eAéyxou / Quality-control methods
Mepikr Tekunpiwon / Partial evidence

Tavtomnol{non akpwdoAng: é&wvn avtidpaon viTpwdwvy Kat TLC ota 365 nm pe to avtioTolyo npdTurmo.
TavTtonoinon ZnO oto vnéAstypa MOpwong. Assay ZnO ue tn néBodo EDTA tng JP- epapuoyr Tou €161Ko0
€0poug 44,6-54,4%. AkoAovBolvTal mMARPN avTdpacTthpLla/ekXVAloeLG TNnG JP pp. 415-416.
EvBonapaoKeELAOTIKA EAEYETE OUOLOPOPPO XPWHA KAL EMavadlaomopd.

H 1€06060G, To 6pLo amoboxrG, N MPAYHUATIKA TULA Kol 0 EAEYKTAG KaTaypdpovTal XwpLloTd oto F-005.
Anotuyila kplowung npodlaypaerc odnyel oe kapavtiva kat dtepedvnon katd SOP-015- n enavdAnyn
EAEYXWY xpeLdleTal attioAdynon. [1, 7]

Identify acrinol by acidic nitrite reaction and TLC at 365 nm against the reference standard. Identify ZnO in the
ignited residue. Use the JP EDTA ZnO assay and this product’s 44.6-54.4% range. Follow complete
reagents/extractions in JP pp. 415-416. In-process checks include uniform colour and redispersibility.

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

2TEYOVOG, QWTOTMPOOTATEVTIKOG MEPLEKTNG 0TOLC 20-25 °C yla TNV emAeyuévn yevikr katnyopia BUD.
Anoguyr vepoL Kal mapaTteTapévng €kBeong atov aépa. [1, 2]

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

Elbikég 0bnyiec 61aBeong / Dispensing instructions
Ynédetypa cuunAripwaong / Editorial specimen

Mévo eEwTtepkA xpron. Avakivjote/enavadiaomnelpete KAAA npv and KABe epapuoyry- Un XpnolpomoLelTe
av 6ev anokabloTatal opoloyévela. Amoguyr opOaApWY Kat BAevvoydvwvy. Adon/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.

BipAloypa@ikéc ava@opéc / References

[1] MHLW — Japanese Pharmacopoeia XVIII: Acrinol and Zinc Oxide Oil. JP XVIII, 2021, English text. Printed pp. 415-416; PDF
pp. 17-18. Grade Al. EAeyyog / Checked 2026-09-12.
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Nedio Tekunpiwong / Scope: Master formula, description, identification, assay and container
https://www.mhlw.go.jp/content/11120000/000904440.pdf

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

[51 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.

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

[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. EAeyxog / Checked 2026-09-12.

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

Ol avaAuTIKEG HéBOoBOL tapovoldlovtal cuvoTTIKA. Mo EKTEAEON XPNOLUOTOLO0VTAL TA TIARPN
MOPATEUNOUEVA KEQAAALA, TA OPLIOPEVA AVTIEPAOTHPLA KOL N KATAAANASTNTA CUOTHUATOC.

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

AveEdpTtnTn eAANVIKA Kal ayyALlkh andédoon/opydvwon otolxelwyv tng avagepduevng nnyrg. Asv anoteAel
enionun petdepaon 1 £€yKpLon Tou kdOTN.

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

compounding.gr CGR-JP-016 | 7


https://www.mhlw.go.jp/content/11120000/000904440.pdf
https://www.mhlw.go.jp/content/11120000/000904450.pdf
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_028.pdf
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

®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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