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Mnyr / Source: MHLW — Japanese Pharmacopoeia XVIII: Sulfur and Camphor Lotion JP « A1 « JP XVIII, 2021; English text

dapupakoTeXVIKN popen / Dosage form
AgpuUaTikd evalwpnua / Aoatdv

Cutaneous suspension / lotion

AAAec ovopaaoieg / Other names

Sulfur and Camphor Lotion JP

Zuvtayn / Master formula

Bd&on vnoAoylopol / Formula basis: 1000 mL teAwko0 nipotdévtoc / final product

A/A ZvoTaTiké / Ingredient MoooétTnTa Movada

No. Quantity Unit

1 ©clo JP 60 g
Sulfur JP

2 d-Kapgopd i di-kapgopd JP 5 g

Camphor, d- or dl-, JP

3 YdpoEumpornuAokvttapivn JP 4 g
Hydroxypropylcellulose JP

4 Y6p0Ee(dlo aoBeatiov — yla MAPACKELH EVOLAUETOL UTIEPKELUEVOL 1 g
Calcium hydroxide — processing input for supernatant

5 ALBavOAn JP 4 mL
Ethanol JP
6 Nepd motdétntag optlduevng amd JP — BA. dladikaoia g.s. ad 1000 mL

Water of JP-specified quality — see procedure

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

Meprypagn okevaopatog / Preparation description
Tekunpwwpévo otnv nnyr) / Documented in source
AVOLKTOK({TPLVO evalwpnua. MEPog Twv CLOTATIKWY dlayxwpifetal Katd TNV mapapovn. [1]

Light-yellow suspension; some components separate on standing.

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

AgpuaTtikr) Aootdv Bslov/kKap@opds. H €181kn JP 6gv mapéxel KAWLKE €vdeLEn, NALKLaKS 6plo ) docoAoyia
yla To MAAPEC piypar avTtd KaBopilovtal and tn cvuvtayr Kat tnv agloAdynon acbevoic. [1]
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Cutaneous sulfur/camphor lotion. This JP monograph gives no clinical indication, age limit or dose for the
complete mixture; these require prescription and patient assessment.

MpodiLaypagécg / Specifications
Tekunpwwpévo atnv nnyr) / Documented in source

OvopaoTikd: 8g{o 6% m/V Kot Kap@opd 0,5% m/V. AvolkTok{Ttplvn avadlaomelpdevn LopPE UE
Tavtonoilnon Belov, kKaupopdg kat acBeotiov. Agv divovtal aplBunTiké pH, EWdeC A dpLa MOCOTIKOD
npoadloplopol. [1]

Nominal sulfur 6% w/v and camphor 0.5% w/v. Light-yellow, redispersible preparation with sulfur, camphor and
calcium identification. No numerical pH, viscosity or assay limits are specified.

EvaioOnoia oto @wg / Light
Aev tekunpwveTat / Not established

Agv mapéxeTal 61K pwWTooTABEPSTNTA TOU TEALKOU TPOIdVTOG. H amattoVeEVn pwTompooTaoia Tou
nepLéKTn, epbéaov opiletal, avagépetal otn ®OAAEN. [1]

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

EvaioOnoia otov aépa / Air

Mepikr Tekunpiwaon / Partial evidence

Kaugopd: mtnTikh mpwtn OAN- KAA& KAEoTd Soyxelo.
Kapgopd: mtnTikh: neplopiote xpdvo avolkTtold XelpLtouoL. [2]

Camphor is volatile; keep the raw material well closed.
Camphor is volatile; minimise open handling.

EvaioOnoia oto vepo / Water
Mepikr Tekunpiwaon / Partial evidence

Kaugopd: Alyo SlaAvtr og vepd, evdLAALTN o€ Atmopd éAata Kat MOAD Alyo SlaAvtr g YAUKEPOAN.
©¢lo JP: n avtioTtolxn kabapn mpwtn 0AN Katd JP elval mpakTikd abldAvtn oto vepd. [2, 5]

Camphor: slightly soluble in water, readily soluble in fixed oils and very slightly soluble in glycerol.
Sulfur: JP classifies the corresponding pure raw material as practically insoluble in water.

EvaioOnoia otnv vypacia / Humidity
Agv tekunpuwvetat / Not established

Agv dlveTatl aplBunTkd dpLo oxeTIKAC vypaaoiag yla To TeAkd okebaopa. Anogeldyovtal StaBpoxr MPWTWY
VAWV KL LETAPOPE GUUTTUKVWHATWY OTOV TEPLEKTN. [1]

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

EvaioOnoia otn Osppokpacia / Temperature
Mepikr Tekunpiwaon / Partial evidence
Kaugopd: neploplote un avaykaia 8épuavon Adyw mtnTikétnTaC. [2]

Limit unnecessary camphor heating because of volatility.

EvaioOnoia oe pH / pH
Agv tekunpuwvetat / Not established

Agv opiCetal €161k e0poc pH Tov TEALKOD OKeLAOUATOG. Agv poaTi{BeTal puBuLoThc pH Xwplg
TeKUNPLWHPEVN aAAayr TNG obvBeong. [1]

No finished-product pH range is specified. Do not add a pH adjuster without a supported formula change.
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AAAec aovppBatoTnTeg / Other incompatibilities

Mepikn Tekunpiwaon / Partial evidence

Ca(OH)2: avBpaKLkd, ewo@opLKd, KLTPLKA Kal BEUKE umopel va TPOKAAETOLY KATAKPHRVLON.
ABavoAn: aoLPBATOTNTA PE LOXLPA OEEWBWTIKG. [3, 4]

Calcium hydroxide: carbonates, phosphates, citrates and sulfates may cause precipitation.
Ethanol is incompatible with strong oxidants.

Eldi1kég mAnpogopiec ovoTaTikwy / Ingredient-specific information

Mepwkr Tekunpiwon / Partial evidence

PakeulkA Kap@opd: Aeukr KPUOTOAALKH, €00puTTn Kal MTNTIKA 0AN. Z& aAolQEg SLaADETAL MPWTA OTO
€AaLo 1§ o€ Pkpd PEPOG TNG Bdong, o xaunAn Bepuokpaoia.

O¢clo JP: mpwtn OAN HE XAPAKTNPELOUS BLOALTOTNTOC OTO VEPS «TPAKTIKE adLdALTN» KoTd JP.
Y6pogumpomnuAokuTtTapivn: AeLUKHA €w¢ vIOK{TPLVN KOVLG TIoL oxNUaTICeL LEWOEeC LYPO UE vepPS. O
BaBubEG/IEWDEG MpémeL va CUHQWVEL e TN ouvTayn. [2, 5, 6]

Racemic camphor: white, crystalline, friable and volatile material. For ointments, first dissolve in the oil or a
small portion of base at low temperature.

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

Hydroxypropylcellulose: white to yellowish powder forming a viscous liquid with water. Use the grade/viscosity
specified by the formula.

ZuvOnkec mapackevng / Preparation conditions

MpakTtikdg kKatdAoyog eAéyxou / Editorial checklist

XELPLOPOC PE TOUTOTMOLNUEVEG MPWTECG DAEG Kal KaBapd auuBatd eEonAitoud. AlatnpoldvTtal n oelpd
MPooBKNG, oL PUOLKECG HOPPEC Kat oL Bepuokpacieg TNG Aladikaoiag. Ol mpayuaTikéG TLUVORKES Ka
anokAl{oelc kataypdeovtatl avd maptida. [1, 8]

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

KaBapr pakpupdvikn epyaotnplakl evbvpacia, KAALYN HAAALWY Kol YAVTLIO KATA TOV XELPLOPS. AAAQYH
YOVTIWY PETE amd emudAuvvon/ebopd.

Xelploteite tn C0yLon kat AslotpiBnon os xwpo/didtagn nov neplopiel SLaomopd Koviwy, HE MPooTaoia
0QOUALWY- 0 TOTIOG AVATVELOTIKAG pooTaoiag kaboplfeTal and Tn cuykekpLuévn €kOeon. [7, 8]

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

To 1 g Ca(OH)2 anoteAel moodTnTa £L0660VL YL MAPAYWYH UTTEPKELUEVODL, XL TEKUNPLWHEVN TOCHTNTA OTO
TeAKS poldév. Ta 4 mL atBavdoAng avd 1000 mL 6ev TeKUNPLWYOLY EMOPKH AVTLULKPORLAKE cuvTApPNaON.
AlBavoAn: eb@AeKTOL aTOo(: amopdkpuvon MNYWY avEEAEENG Kol KATAAANAOG agPLOPOG. H TEALKA
Togwéunon eEaptdTat and guykEVTpwan/ulyua.

ZuykekpLuévn moptida avagopds: 1000 mL teAkol mpoidvtog / final product. MpwTo cvotatikd: Ocio JP,
60 g. EAéyETe aveEdpTnTa TN XNULKA HOPYH, TIC HOVABEC Kal KABe KALMdKkwan mpwv and Toywon.

EAéyETe opoloyévela, oBWAOLG, SlaxwpLond Kal mpayuaTikh anédoon npwv and vnodlaipeon. H
guokevaoia MPEMEL va EMTPEMEL OoLOPOPPN EQapoyH XwPI(C eLgaywyr vepoD oTo MeEPLEXOUEVO.
KataypdyTte ylia Tnv Ttomkr avdAvon noodtnta avd napackevr, cuxvotnta epyaciag, SIdpKela avolkToD
XELPLOPOD, TIOaVEC 0000C €KBEONC KAl AMOTEAECHATIKOTNTA TWY HETPWY eAEyyov. AvTd elval oTolxeila
€100600L T™NG a€loAdynong: 6ev amodibeTal MPOoYNUATIKOG TEAIKOC BaBUdC KlwbOvou.

MTNTKOG SLAADTNG TNG OLYKEKPLUEVNG POPHOLANG: ALBavOAN JP 4 mL. AlopaKkpOveETE TINYEG aAVvAQAEENG,
nepLop(oTe aTHOUG Kat avolkTr eEATULoN. EAEYETE oupBaTtdTnTa EEQEPLOUOL, NAEKTPLKOD EEOMALOUOU Kal
TMEPLEKTN ME TOV OLYKEKPLUEVO BLaADTN.

2nuelo eAéyyou amnodéapevong: delyua amnd avTUMPoowneLTIKE onuela kot and TNy apxR/TéAoG A pwong,
ME KaTaypaer Kabi{lnong rj Sltaxwplopol Kot enavadlaonopdc. EAEyETe 6TL n nmpoBAenduevn AQwn
anodidel TNV anattodpevn moodTNTA: N EWTEPLKNA opolopop@ia pévn Tng Hgv amodelkvieL opolopoppia
dpaotikic. [1, 2,4, 7, 8, 11, 13]

The 1 g calcium hydroxide is an input to make a supernatant, not an established amount in the finished
product. Four mL ethanol per 1000 mL does not establish adequate antimicrobial preservation.

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

Reference batch: 1000 mL teAwko0 npoidvtog / final product. First ingredient: Sulfur JP, 60 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.

Volatile solvent in this formula: Ethanol JP 4 mL. Exclude ignition sources and minimise vapours/open
evaporation. Check ventilation, electrical equipment and container compatibility with the specific solvent.
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 diudpkelag xpRong / Evidence for beyond-use period
Fevikdg kavdvag und mpodnobéoelg / Conditional default

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

EmAeypévog ouvTnpnTIKOG YEVIKOG Kavovag: €wg 14 nuépeg otoug 2-8 °C yia udaTikh poper xweis
EMUPKWEG TEKUNPLWHEYN auvTripnon. MpodndBean elvatl 6TL n YoEn 6ev npokaAe( kaB{Cnon, un
AVOOTPEYLLO SLaxwpeLaud A GAAN amWAELa KATAAANASTNTAC. AV auTH N pobndBean anotuxeL, Sev
xpnotpotmote{tat To 14rjpuepo o€ Beppokpacio dwuatiov: amatte{tatl 6K TeKUNPiwan cOvToung Xprong.
Huepounvia xpriong = n evwpitepn enttpentr nuepounvia and napaokevr + emAeypévn dldpkela, ANEELC
TMPWTWVY LAWY Kot TUXOV GUVTOPOTEPO TEKUNPLWHEVO OpLo. O Xpdvog UETA To dvolyua dev napaTtelvel To
OLVOALKS BUD. H TeAkr] NUEPOUNVIO CUPTIANPWVETAL YO TN OLUYKEKPLUEVN TMapT{Ba PHETA TOLG EAEYXOULG.
O yevlk4G kavévag anoteAel guvtnpnTikd 6pLo EMAOYAG Kol OXL MELPOUATLKY anédelgEn oTaBepdTNTAG TNG
naptidag. H katnyopla guvdéetal ue tnv teAk] o0OVOeON, TN CLVTAPNON KAL TLG ETMULTPEMOUEVEG
Bepuokpaociec. H Ty aw dev mpokiMTEL amnd To MocooTd vepol f TNV anWAELA KaTtd tnv Efpavon. MNa
Tekunpiwaon xpnowonowjote SOP-014 kat F-006- yla €161k} aw, SOP-017 kat F-012. [1, 10, 12]

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

Selected conservative general rule: up to 14 days at 2-8 °C for an aqueous form without adequately established
preservation. Refrigeration must not cause precipitation, irreversible separation or other loss of suitability. If
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that condition fails, do not apply 14 days at room temperature; obtain specific short-use evidence.

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

Tekunpwwpévo atnv nnyr) / Documented in source

Agv anotteltal xwplotr BAoN HE KWELKO UNTPWoL. Tuxév EUNMOPLKS OXNUO TTUPAUEVEL TO AKPLBEG
KatovopoZépevo mpoidv tou mivaka. [1]

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

EvbelkTIKOG eEomtALOMOG / Indicative equipment
MpakTtikdg kKatdAoyog eAéyyou / Editorial checklist

Zuyo6¢ KatdAANANG eAdylotng Coylong, youdi{/dmepog 1 opoyevomnolnTtig, doxela avaulEng, ondtovAeg,
BepudueTpo dtav vndpyxel BEpuavaon, dpyava oyKOUETPNONG Yla ToodTNTEG ML.
BaBuovounuévo pHUETPO Kal KATAAANAQ pLBULOTIKE EAEYYOUL. [1]

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

Awadikaoia mapaokevng / Preparation procedure
Tekunpwwpévo atnv nnyr) / Documented in source

1. AwaAboTte 4 g vdpoEumnponuAokuTTapivng e 200 mL vepol tng optlduevng motdTnNTOC.

2. AtoAbote 5 g d- A dI-kapgopdc ota 4 mL atbavéAng JP. Actotpriote Ta 60 g Belov pe To SidAvpa avTd.
3. MpoobéoTte atadlakd To SLdAvpa vEpogunponuAokuTTapivne Pe AstoTpiBnon.

4, Xwplotd, avauiEte 1 g Ca(OH)2 ye 500 mL vePoL, MWUATIOTE OTEYAVE, AVAKIVAOTE KAL APHOTE va
KatakaB{oeL.

5. AdBete MONO 300 mL Ttou 8Lauyolg LTEPKELUEVOL Kal IPOTOECTE 0TO KOPLO Uiyua. Mn YUETaQEPETE TO
{€nua r§ 6Ao to evbLldueao.

6. ZUUNMANPWOTE TO TEALKO Uiypa pe vepd péxpt 1000 mL Kot avakvAoTe KaAd. [1]

. Dissolve 4 g hydroxypropylcellulose in 200 mL of the specified water.

. Dissolve 5 g d- or dl-camphor in 4 mL Ethanol JP. Triturate 60 g sulfur with this solution.

. Incorporate the hydroxypropylcellulose solution gradually with trituration.

. Separately mix 1 g calcium hydroxide with 500 mL water, stopper tightly, shake and allow to settle.

5. Add ONLY 300 mL of the clear supernatant to the main mixture. Do not transfer the sediment or the whole
intermediate.

6. Add water to a final 1000 mL and shake thoroughly.

A WNH

Mapatnpnoelg / Notes
Mepikrj Tekunpiwaon / Partial evidence

H emAoyn d- i dI-kapgopdc kataypdeetal. H TeAlk) avaloyia aoBeotiov 6ev vroAoy(letatl wg 1 g/L,
EMELOA HETAPEPETAL HOVO UEPOC TOU LTEPKELUEVOUL. [1]

Record whether d- or dl-camphor is used. Do not calculate finished calcium hydroxide as 1 g/L: only part of the
supernatant is transferred.

Zvokevaoia kat bALka / Packaging and materials
Tekunpwwpévo otnv nyr / Documented in source
Zteyavh @LAN Pe eMapK EAE0OEPO XWPO yLa avakivnon: cuBATOHTNTA MWHATOG WE TN obvBeon. [1]

Tight bottle with sufficient headspace for shaking and a closure compatible with the formulation.
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Ynodewypa eTikétag / Label specimen

Ynédetypa ocuunAripwaong / Editorial specimen

Noalév Belov 6% kat Kapeopdc 0,5% JP

EEwTepLkn xprion

MNoodétnta: _ Maptida:

Mopaokevdotnke:  Xprion éwg:

AcBevig / 8éan / ouyvoTnTa:

DOAAEN: 2-8 °C, peTd TNV emBeBaiwon KataAAnAdTnTog YoENG.
Avakivrjiote/enavadlaomnelpete KaAd pwv and xprion.
©¢eppokpaoia ywa To BUD avtri¢ tng naptidag: _ [1, 9, 10]
Sulfur and Camphor Lotion JP

External use

Quantity: _ Batch:

Prepared: _ Useby:

Patient / dose / frequency:

Storage: 2-8 °C, after confirming suitability for refrigeration.
Shake/redisperse well before use.

Temperature for this batch BUD:

M£0obol eAéyxou / Quality-control methods

Tekunpwwpévo atnv nnyr) / Documented in source

MeTd and KaAr avakivnon: Tavtonoinon Belov oto {Cnua, Tavtonolinon Kaueopdc peTd amnd ekyOALoN Kal
avtidpaon 2,4-6witpogatvuAudpalivng, kat avtidpdoelc aAdtwy aoBeotiov oto unepkeiuevo (JP
<1.09>). OL avaAuTtikol opyavikol SLOADTEG avrAKoLY GToV EAgyx0, OxL oTn cuvtayn. EAEyETe TeAKS dyko
KoL emovodlaonopd Touv WHUATOC.

H u€0060G, To 6pLo amoboxrG, N MPAYHUATIKA TULA Kol 0 EAEYKTAG KaTaypdovTal XwpLloTd oto F-005.
Anotuyila kplowung npodlaypaeric odnyel o kapavtiva kat dtepedvnon katd SOP-015- n enavdAnyn
EAEYXWVY XpeLdleTal attioAdynon. [1, 13]

After thorough shaking: identify sulfur in the separated precipitate, camphor after extraction and a
2,4-dinitrophenylhydrazine reaction, and calcium salts in the supernatant (JP <1.09>). Analytical organic
solvents belong to testing, not the master formula. Check final volume and sediment redispersion.

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

Fevikdg kavdvag und mpodnobéoelg / Conditional default

ZUVONAKEG/MEPLEKTNG TIOL AVAPEPEL N TINYT: ZTEYAVOG MEPLEKTNG. H JP dev divel £161kd e0pog Bepuokpaaiag
 6udpketa- BA. tekunpiwon BUD.

Mo To EMAEYHEVO YEVIKO avwTaTo 0pLo: 2-8 °C, epdoov dlatnpolivTal N QUOIKA KATAAANASTNTA KAl N
oLUBATATNTA YE TN OLYKEKPLUEYN TINYN. Agv e@apudleTal To 14ruepo o Bepuokpaaia dwuatiov. [1, 9,
10]

Source-reported conditions/container: Tight container. JP supplies no specific temperature range or period; see
BUD rationale.

For the selected general ceiling: 2-8 °C, provided physical suitability and compatibility with the specific source
are maintained. The 14-day rule does not apply at room temperature.

Eld1kég 0bnyieg 61aBeong / Dispensing instructions
MpakTtikdg KatdAoyog eAéyyou / Editorial checklist

AldBeon pe caery 066 xpriong, MEPLEKTIKATNTA KAl nUepounvia xpriong. H moodtnta avd epapuoyr Kat n
oLXVOTNTA GUUTANPWYOVTAL CUUPWYA HE TN cuvTayh. [1]

Dispense with a clear route, strength and use-by date. Complete amount per application and frequency from
the prescription.
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15-16, Establishing beyond-use dates. Grade A2. EAcyxo¢ / Checked 2026-09-12.

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

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

[11] 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. EAeyxoc / 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

[12] 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.

Medlo tekunplwong / 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

[13] 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.

Medlo tekunplwong / 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_002.pdf
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_016.pdf
https://www.cdc.gov/niosh/npg/npgd0262.html
https://www.mhlw.go.jp/content/11120000/000904449.pdf
https://www.mhlw.go.jp/content/11120000/000904440.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

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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