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AAoL@ paKpoyoOANng JP

Macrogol Ointment )P

BLBAloypagiki avagopd - Tomkr vtoBétnon / Reference monograph - Local adoption

MpoéAsvon kKat mpdéoRaocn otnv mnyn / Provenance and source access

H npoéAevon, n €k6oon Kol Ta dpLa TWY MAPEXOUEVWY QAMOCTIACUATWY/BLRALOYPAPLKWY avapopwyv dlatnpoldvTal.
To ke{pevo glval n mapexduevn Kat avabewpnuévn eyypaen Sikalias, éxL véa mARpNG avadnuoaievon tou
npwTtoTiNoL TG NMNYNG. MNpdoPfacn oto MAAPEG MPWTOTLTO Y{vETAL OTOV EMONUO EKOATN, PE TNV AMALTOOUEVN
4abeta fj ouvdpopr. Agv SNAWVETAL OTL EKKPEUEC alTnua emavdypnong €xeL eyKpLOel.

Source provenance, edition and limits of supplied extracts/references are retained. This is the supplied and
revised Sikalias record, not a newly supplied complete publisher-original text. Consult the official publisher for full
originals under the required licence or subscription. No pending reuse request is represented as approved.

Z0vOeon avagopdc / Reference formula
Bdon / Basis: 1000 g

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

Makpoydéin 4000 500 g
Macrogol 4000

MakpoyoAin 400 500 ¢g
Macrogol 400

MNeprypag@n okevaopatog / Preparation description
NAeLKA aAoLpr HE EA@PA XA PAKTNPLOTIKH OCOUN.
White ointment with slight characteristic odour.

References: [1]

Apdaon kaL xpRon / Action and use
Bdon nmapaokevwv. Anatte{tal EAeyXoC oLPBATOTNTOC LE TNV EVOWHATOOUEVN SPAOTLKH.

Compounding base. Check compatibility with the incorporated active.

References: [1]

Mpobiaypagéc / Specifications
NAeLKA aAolpr- L6LIKA dokLur TavTomnoi(nong oTo MPWTATLTO.

White ointment; consult original identification test.

References: [1]

®wg / Light

Aev mapéxeTal 61K pwTooTABEPOTNTA TOL TEALKOD TIPOldVTOC. H amattolduevn pwTonpootacia Tov MEPLEKTN,
€pboov opiCetal, avagépetal atn POAAEN.

Finished-product photostability is not specified. Any required container light protection is stated under Storage.
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References: [1]

Aépac kal o&eidbwon / Air and oxidation

Agv mopéxetal HEAETN 0EWBWTIKAG oTabepdTNTAG TOL TEALKOU UiypaTog o0TE anaitnan adpavoldg atudoealpag.
Tnpeltal o mepLéKTNG TNG MNYHAG.

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

References: [1]

Nepo kat SuaAvtotnTa / Water and solubility

Agv dlveTtat moooTikd 6plo LEPOAVTIKAC OTABEPATNTAC TNE OLYKEKPLWEVNG obvBeonc. H moodtnTa Kal moldtnTa
vepPoD Hev peTaBdAAeTal and tn cuvtayh.

No quantitative hydrolytic stability limit is given for this formula. Retain the prescribed water amount and quality.

References: [1]

Yypaoia / Humidity

Agv SlveTal apBUNTIKS dPLO OXETLKNAG LYPATI(AC YL TO TEALKO oKeDaTUa. ATo@ebyovTal dLaBpoxr MPWTWY LAWY
KOl HETOPOPA CUUMUKVWHETWY OTOV MEPLEKTN.

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

References: [1]

Oeppokpacia / Temperature

A€V TEKUNPLWVETAL ETILTPENTH BepPoKkpaolakr anmdkAlon  KOKAOG KatdywuEnc/amdyuEng. OL Bepuokpaacieg
MOPAOKEVAG Kal UAAENG avapépovTal oTa avtioTolya nedia.

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

References: [1]

pH kai oupBatétnta / pH and compatibility

Agv op{CeTtat €16kd €0pog pH TOL TEALKOD OKELAOTUATOG. Agv TipooT(BeTal pLOULOTAG PH XWPIG TEKUNPLWHEYN
oAAayrf TnG obvBeang.

No finished-product pH range is specified. Do not add a pH adjuster without a supported formula change.

References: [1]

AAAeGg aAAnAembpaoelg / Other interactions

Aev napéxetal mARPNS 6ok ouuBatdTNTAC TOL PiyHaTOoG HE MPboBeTa dpaoTIKA 1 dLapopeTikA €kGoya. OL
LTIOKOATAOTATELG AMALTOOY XWwPLoTh TeKUNPiwon.

No complete compatibility test with added actives or alternative excipients is provided. Substitutions require
separate evidence.

References: [1]
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Ewdika otolxeia cvotaTtikwy / Ingredient-specific information

Tavtonoinon kat Bdon Coylong:

* MakpoydéAn 4000: 500 g.

* MakpoydéAn 400: 500 g.

Ol BNAWPEVEG Hop@Ec/moLldTNTEC avriikovy oTtnv akpBry obvBeon tng MNYrMG.

Identity and weighing basis:

¢ Macrogol 4000: 500 g.

* Macrogol 400: 500 g.

The specified chemical forms/grades belong to the exact source formula.

References: [1]

Mpootacia epyalopévwy / Staff protection

Kabapr HoKpUPAVLIKN EpyaoTnplakr evdupaoia, KEALYN HAAALWY KL YAVTLO KATA TOV XELPLOUS. AAAQYH YOVTLWV
META amnd emudAvvaon/eBopd.

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

References: [11], [2], [3]

EKTipnon kKwvéovovu / Risk assessment

ZuykekpLuévn napTida avagopdc: 1000 g. MpwTo cuotaTikd: MakpoydAn 4000, 500 g. EAEyETe aveEdpTnTa TN
XNULKA HoP®H, TG HOVADEG Kal K&Be KALLAKwaon mpv and Coylon.

Q¢ €vBLApETO, PEPEL ELBLAKPLTN TAVTAOTNTA KAl CLUYKEVTPWON- 6ev SlaTiBeTal WG TEAKS pdpuako. H apalwon
npooBnkn dpactikig anattel véo vrmoAoylopd ekdOXwv, ouvtripnong kot BUD. EAEyETe 6TL KGBE e§apTwpevn Bdaon
€xeL anodeopevOEel.

Kataypdyte yla Tnv Tomkr avéAvon moagdtnta avd napaokevr, ouxvotnta epyaciag, dldpKeLa avolkTol
XELPLOMOD, MBAVEC 0600G €KBEONG KAl AMOTEAECTUATIKOTNTO TWY HETPWY eAEy)XOoL. AuTd elval atolyela elgédouv
NG aloAdynong: 6ev amnodibetal mMPooYNUATIKOG TEAKOC BaBUdC KLwbOvoU.

OepULKO 0TAdLO TNEG oLYKEKPLUEVNG Blabikaolag: eAéyETe BEPUOUETPO, TPOTIO BEPUAVONG, XPOVLIKY SldpKeLa Kat
ano@uyn LMEPBEPUAVONG/AMWAELAG BLAADTN. To TEAOG avdulgng dev TavTiCeTal pe TEKUNPLWHEVN WOEN 1 ARPN
opoyevomno(non.

Znuelo eAéyyou amodéopevons: EAEYETE CLOOWUATWUATA, KPVOTAAAOLC, TOTILKEG BLOYPOPEC LPMC KaLl EAEDBEPO
LYPO HETE TNV OAOKARPWON TNG HEBGDOL. KaTtaypdyTte yewUeTpla avauEng, uéyebog mapTidac KAl MPAYUATIKEG
Beppokpaoiec: peTa@opd aplBpol oTPoPWY o GAAO avaULKTAPA 6ev amodelkviel Looduvaulia.

Reference batch: 1000 g. First ingredient: Macrogol 4000, 500 g. Independently check chemical form, units and
every scale conversion before weighing.

As an intermediate, label identity and strength clearly and do not dispense as a finished medicine. Dilution or
addition of an active requires new excipient, preservation and BUD calculations. Confirm release of every required
base.

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.

For this procedure’s heating stage, check thermometer, heating method, duration and prevention of
overheating/solvent loss. Completion of mixing does not establish cooling or complete homogenisation.
Release checkpoint: inspect aggregates, crystals, local texture differences and free liquid after completing the
method. Record mixing geometry, batch size and actual temperatures; copying rpm to another mixer does not
establish process equivalence.

References: [1], [6], [8]
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ZuvOnkec mapaockevng / Compounding conditions

Mpw and avdulgn: Tavtonoinon xNULKAG HOPeAC Kol apTidag kABe cuaTATIKOD, KaTaypaPr BEWPNTIKWY
MOCOTATWY KAt éAEYX0GC KaBapldTNTAC TOu EEOMALOUOD. OL BEpUoKPaOleEG Kal N oelpd MPoodrkNg elval AVTEC TNC
MopaKATW dladikaoiag.

Before mixing: verify each ingredient’s chemical form and lot, record theoretical amounts and check equipment
cleanliness. Follow the temperatures and addition sequence in the procedure below.

References: [11], [3]

Tekpnpiwon BUD / BUD rationale

Agv evtoni{oTtnke l8LKA MelpapaTiky SldpKeLa TTOL Vo KAADTITEL OAGKANPN TNV akPLR oOVBEDN, TOV TEPLEKTN KOl
TN HMKPOBLOAOYLKH KATAAANASTNTA.

EmAeypEVOG YEVIKOG Kavdvag: €wg 180 nuépeg atoug 20-25 °C yia oTepe A N LBATIKA PN MOOLUN HOoPYH, UE
TEKMNPLWHEVN aw <0,6. H apyikr modtnta/vypacia, n npootacia and e(oodo vepold Kal N LOLKA KATAAANASTNTA
npénel va vrootnpi{Couv autrh TNV Katnyoplia.

Huepounvia xpriong = n evwpitepn emtpent nuepounvia and mapaokevr + emAeyUévn dldpKela, AREELC MPWTWY
LAWY KoL TuXGY CLVTOPOTEPO TEKUNPLWHEVO Oplo. O Xpdvog HeETA To dvolyua dev mapatelvel To cLvoAlké BUD. H
TEALKA NUEPOUNVI{O CUUMANPWVETAL YL TN CLYKEKPLEVN TIOPTIBA HETE TOUG EAEYYOULC.

O yevikdG kavédvag anoteAel ouvTNPENTLIKG dpLo EMAOYAG Kot OXL MELPAMATIKA anddelgn otabepdTnTag TNG
nopTtidac. H katnyopia ouvdéeTal he TNV TEAKA oOVBEDN, TN cUVTAPNON KAl TG EMTPENOUEVEG BepuoKpaoiec. H
TIUA aw 6gv MPoKOMTEL and To MOGoCaTO VEPOUL H TNV AMWAELX KATA TN Efpavan. MNa tekunpiwaon xpnoluonotiote
SOP-014 kot F-006- yia €6Lkry aw, SOP-017 kot F-012.

H USP 6ev amnattel pétpnon aw oe k&dBe pn otelpo napaockebaopa. H tekunpuwuévn tagvdunon tng
OLYKEKPLPEVNG o0vBeong unopel va xpnaotpomnotle{tal wg odnydc: Kataypdeetal pntd wg ekTinon Kat XL WG
péTtpnon. Apei{BoAn rj oplakr tagwéunon anattel 0Lkd TEKPAPLO A KATAAANAN HéTPNon. H nuepounvia TeAkoO
okevdopaTog 6ev vepPBaivel Tn SlaBéoiun NUEpouNvia Twy ABN MAPACKEVATUEVWY CLOTATIKWY/BAOEWY, EKTOHG Qv
€xeL vloBeTNBel emapkrg 61K TekUNPlwon yla TNV akpLBr] TeAk) obvBean.

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.

USP does not require water-activity measurement for every nonsterile preparation. A justified classification of the
actual formulation may guide dating; record it explicitly as inferred, not measured. Uncertain or borderline
classification requires specific evidence or a suitable measurement. Finished-product dating does not outlast the
available dating of previously compounded components/bases unless adequate specific evidence for the exact
finished preparation has been formally adopted.

References: [11], [5], [7], [9]

Mpoamaitovpeva / Prerequisites

Agv anatteltal ywplotrh Bdon HE KWOLKO uNTPwou. Tuxdv eUToplkd OYXNUA TIAPAUEVEL TO AKPLBEC KATOVOUOTOUEVO
npoidv tou mivaka.

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

References: [1]
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EEomAlopoGg / Equipment

Zuyo6¢ KaTtdAANANG eAdxLotng C0ylong, youdi/omepog i opoyevonolnthg, doxela avdulEng, ondTovAeg,
BepudueTpo dtav vndpyxel O€puavaon, dpyava oyKopETPNoNG yla noodtTnTteg mL.

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

References: [1]

M£0060¢ mapaokevng / Compounding method
ZuvTAETE TIG 600 PakpoydAeG o LEaTOAOLTPO 65 °C Kat avapiEte péxpL migng.
Melt both macrogols in a 65 °C water bath; mix until set.

References: [1]

Napatnpnoclg / Observations

Baowkr avaioyia 1:1. H nnyn emttpénel avtikatdotaon noodétntac <100 g tng plag and tnv &AAN yla pvduion
oboTtaonG: Kataypdyte xwploth ekdoxn. JP XVIII: emavéAeyyog Evavtt JP XIX.

H eEetaoBeloa Ny mapapével n ayyAkr JP XVII. H PMDA emBeBatwvel €kdoaon JP XIX otig 10 AnptAiov 2026 Kat
npoBAEneL ayyAkr £€kdoan evtdg €Toug. ZTNV Napoloa epyacio 5ev OAOKANPWONKE GOYKPLON TOL MARPOLG TEALKOD
LOTIWVLKOL KELUEVOL OAWY TWYV OYETIKWV LOVOYPapLWY: dev dnAWwveTaL cuppdpewan ue JP XIX.

Baseline 1:1. Source allows replacing <100 g of either macrogol with the other to adjust consistency; record a
separate variant. JP XVIII: compare with JP XIX.

The reviewed source remains English JP XVIII. PMDA confirms JP XIX publication on 10 April 2026 and schedules

English publication within one year. This work did not complete a comparison of the full final Japanese text of all
relevant monographs; no JP XIX conformity is claimed.

References: [11], [10]

MNeplékTnNG KaL ovokevaoia / Container and packaging
EpuNTIK& KAELOTOC MEPLEKTNG KaTd JP XVIII.
Tight container according to JP XVIII.

References: [1]

MowoTikO6G éAeyxoG / Quality control

Tavtonoinon: 6taAbote 50 mg oe 5 mL apatov HCI, mpoabéote 1 mL BaCl2 TS, avakivriote Kal dnbrjote av
xpeLdgetat. Me 1 mL @wogopopoAvBoavikol o&og (1 og 10) mpokOmTEL KLTpvompdowvo {{nua. Ta dtaAbpata
op{Covtatl otnv JP.

H uébodog, to éplo amnodoync, N MPAYHATIKN TIUA KoL 0 EAEYKTAC KaTaypdgovTal XwploTd aoto F-005. Anotuyia
Kplowng mpodlaypa@rc odnyel o kapavtiva Kat dtepebivnon katd SOP-015- n emavadAnyn eAéyxwv xpeldleTal
attoAdynon.

Identification: dissolve 50 mg in 5 mL dilute HCI, add 1 mL barium chloride TS, shake and filter if necessary. Add 1
mL phosphomolybdic acid solution (1 in 10); a yellow-green precipitate forms. Test solutions are defined in JP.
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.

References: [1], [8]

®0Aagn / Storage

ZTeyavdG MEPLEKTNG.
Ma dtdpkeLa mov anodidetal and yevikd kavéva, epapudletal ALV n Bepuokpaocia TNG EMAEYHEVNG
Katnyoplag oto nedio BUD. H mnyr 6&v TekUNplwvel avbaipetec aAAayéc Bepokpaoiac.

Sikalias Greek Formulary | Reference documentation 5



compounding.gr | 10.0 | 2026-10-14

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

References: [11], [4]

A1aOeon / Dispensing

Ev6iduean Bdon yla epyaoctnplakn xprion. H evowudtwon 6paotikig anattel véo éAeyyo obvBeong, pH,
ouvtApnong kat BUD tou teAtkol npoiévtoc.

Intermediate base for compounding. Adding an active requires reassessment of the final composition, pH,
preservation and BUD.

References: [1]

EmioApavon / Labelling

AMoLpr pakpoydAng JP

Epyaotnplakr Bdon - 6xt dpeon xopriynon
MNooétnta: _ Moaptido:

MNapaokevdotnke: _ XpAon éwg:

AcBeviiG / 660on / ouxvéTnTO:

®OAAEN: ZTeEYaVOC MEPLEKTNG.

©eppokpaoia yla To BUD autAg tng naptidag:

Macrogol Ointment JP

Compounding base - not for direct administration
Quantity: _ Batch:

Prepared:  Useby:

Patient / dose / frequency:

Storage: Tight container.

Temperature for this batch BUD: __

References: [1]

v9_controls / v9_controls

To apBunTikd épLo oto apyeio elvat pévo épLo BLBALOYPAPIKAG ava@opds uTtd TLG £LOLKEG TIPoDTOBETELG. Agv €XEL
optotel BUD nmpaypaTikig mopTtidac kat 6ev éxouv napaydel petprioelc aw. H akplBrig obvbeon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN Kol Ta aTolxela eAéyyou TIPETEL val EYKPLOODY YL TH OUYKEKPLUEVN
epapuoyr. H évap&n touv vmoAoylopol BUD eival n évapEn tng napaokevnic. Eeapudletal To GLVTOUSTEPO
TEKUNPLWHEVO OpLo, HE XWPLOTO EAEYXO BLdpKeELOG HETA TO dvolypa. Ta dplta USP g{val texvikd mAaiolo kot dev
napovoldfovtal WG eAANVIKHA vopobeaoia.

The numeric value is a literature reference ceiling subject to its specific conditions. No actual batch BUD has been
assigned and no aw measurements have been produced. The exact formula, prerequisites, container, storage and
quality evidence require approval for the actual application. The BUD clock starts when compounding begins. Use
the shortest applicable supported limit and assess in-use dating separately. USP categories are a technical
framework and are not presented as Greek legislation.

AVEEGPTNTN EAANVLKA KOl ayYALKH anédoon/opydvwon otolxelwy TNG avaeepdpevng nmnyng. Aev anoteAel enlonun petdepaon fj €ykplon Tou
€KOOTN.

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

Mnyéc kai mapamnoumnég / Sources and references

[1] Japanese Pharmacopoeia XVIII - Macrogol Ointment
XVIII /2021 » naAaidétepn / earlier | PDF pp. 3-4 (évtunn / printed 1286-1287) | master formula | 2026-09-10
https://www.mhlw.go.jp/content/11120000/000904449.pdf
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[2] PN/L/PG/002/00 INDUMENTARIA

Awabéoipo keipevo / Retrieved text | PDF pp. 1-5 | general staff protection | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_|_pg_002_00.pdf
[3]1 ASHP - USP <795> Key Changes

2023 | pp. 1-3: scope, water activity and staff precautions | professional guidance; not the licensed USP chapter | 2026-09-12
https://www.ashp.org/-/media/assets/pharmacy-practice/resource-centers/compounding/docs/USP-795-Key-Changes.pdf

[4] 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 | public regulatory implementation
of USP <795> BUD framework; not Greek law | 2026-09-12

https://www.sos.state.tx.us/texreg/archive/June72024/Adopted%20Rules/22.EXAMINING%20BOARDS.html
[5]1 Illinois IDFPR - Nonsterile Compounding Self-Inspection Report

Public checklist, retrieved 12 September 2026 | pp. 15-16, Establishing beyond-use dates | Public regulatory implementation of USP <795>;
not Greek law; general limits and requirements for extension | 2026-09-12

https://idfprapps.illinois.gov/Forms/PDFs/NONSTERILECOMPOUNDINGSELFINSPECTIONREPORT.pdf
[6] NIOSH - Managing Hazardous Drug Exposures: Information for Healthcare Settings

2023; DHHS (NIOSH) 2023-130 | Risk assessment; printed pp. 27-33, activity/formulation control table | Workplace exposure, hierarchy of
controls and activity-specific PPE; US government public-domain document | 2026-09-12

https://www.cdc.gov/niosh/docs/2023-130/2023-130.pdf?id=10.26616%2FNIOSHPUB2023130
[7]1 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 | Risk-based default categories; not
product-specific stability or Greek law | 2026-09-12

https://www.mbp.ms.gov/sites/default/files/2023-03/USP_Compounding_BUD_Fact_Sheet.pdf
[8] 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) | Professional quality-system framework; not
automatic national legal adoption or certification | 2026-09-12

https://picscheme.org/docview/3443
[9] USP - General Chapter <795> FAQs (official, updated 1 November 2023)

Updated 1 November 2023; retrieved 14 October 2026 | Q52, Q61-64; use with the applicable full chapter | Water-activity classification,
component dating and BUD documentation; general professional framework, not a Greek legal adoption or formula-specific study |
2026-10-14

https://pages.usp.org/rs/711-SXF-172/images/HQS%20-%20USP%20GC%20795%20FAQs.pdf?version=0
[10] PMDA - JP publication schedule / Frequently Asked Questions

Current official schedule, retrieved 14 October 2026 | JP19 published 10 April 2026; English edition scheduled within one year | Edition status
only; not a comparison of individual JP19 monographs | 2026-10-14

https://www.pmda.go.jp/files/000242348.pdf
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