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Naota ofc1diov yevdapyovpov Lassar Ph. Fr.

Zinc oxide paste, Lassar, Ph. Fr.

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: 100 g

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

OEe{blo yevdapyLpou 259
Zinc oxide
ApvAo oitov 25¢g

Wheat starch

Avubpn AavoAivn 259
Wool fat
Aevkn BaleAivn 259

White soft paraffin

Meplypa@n okevaopatog / Preparation description
AeLKN WG LTOAELKN MaXVPPELOTN NACTA, XWPIC opaTd cwuaTidla ZnO, oour Almoug eplov.
White to nearly white thick paste without visible ZnO particles, with wool-fat odour.

References: [1]

Apaon kaiL xpAon / Action and use
Tomkd HOAAKTLKS KAl TPOOTATEVTIKG 6EPUaTOC KATd TN povoypaeia.

Topical emollient and skin protectant according to the monograph.

References: [1]

Mpodiaypagic / Specifications
Zn0: 22.5-27.5% m/m

Zn0: 22.5-27.5% w/w

References: [1]
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®wg / Light

Agv mapéxeTal EL6IKA QWTOOTABEPSTNTA TOL TEALKOU TPOIOVTOC. H amatToOUEVN QWTOMPOOTAC(O TOV MEPLEKTN,
epboov opiCetal, avagépetal atn POAAEN.

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

References: [1]

Aépac kat o€eidbwon / Air and oxidation

Aev mapéxetal HEAETN 0EEWOWTIKAC 0TABEPOTNTAC TOL TEALKOD HiypaTtog o0Te anaitnon adpavolc atudéoealpac.
Tnpeitatl o mepLéKTNG TNG MNYAG.

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

ZnO: MPAKTIKA abldAUTO O vEPD Kal alBavOAn.
Aevkn BaleAlvn: n avtiotoxn kabapr mPpwTn VAN KaTd JP elval MPaKTIKE abL&ALTN OTO VEPD.

ZnO: practically insoluble in water and ethanol.
White Petrolatum: JP classifies the corresponding pure raw material as practically insoluble in water.

References: [2], [4]

Yypaocia / Humidity

Agv SlveTatl aplBunTkd éplo oxeTIKAG bypaciag yla To TeAkd okebaoua. AopedyovTtat daBpoxh MPWTWY LAWY
KL LETOPOPE CUUTMUKVWHETWY 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

AEV TEKUNPLWVETAL EMTPENTH BepUOoKpaTLlaKkr andkAlon f} KOKAOC KaTtdywuEnc/anéyugnc. OL Bepuokpacieg
MOPACKEVHC Kol QUAAENC avapépovTal oTa avtioTolya medla.

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

References: [1]

pH kait cupBatéTnTa / pH and compatibility
ZnO: dlaAdeTal o€ apald avépyava oEéa- He Atmapd oféa oxnUaTilel oAmwVEG.

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

References: [2]

AAAec aAAnAemidpaoselg / Other interactions

Agv opéxeTal MARPNG doKLUA cUPBATATNTAC TOL UiyHOTOC PE MPOoBeTA SPpaoTIKA 1] SlapopeTikd €kboxa. OL
LTIOKATAOTACELG analTolv XwpeLoTH Tekunpiwon.

No complete compatibility test with added actives or alternative excipients is provided. Substitutions require
separate evidence.
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References: [1]

EwbiIkd otolxeia ovotatikwyv / Ingredient-specific information

O&e(dLo wevdapyvpou: eAappld, Acvkr €wG LTTOK(TPLYN, AUOPPN KOVLG XWPIG CLOCWHATWHATA. ALXADETAL OE apatd
avépyava of€a Kat pmopel va avtidpdoel pe Aunapd of€a tng Bdong oxnuatiCovtag dAata wevdapylpov.
Aevkr BageAivn: mpwtn OAN HE XapaKTNPELOUS SLOAVTOTNTAG OTO VEPS «TMPAKTLKA adldAvTn» Katd JP.

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

References: [2], [4]

Mpootacia epyalopévwy / Staff protection

KaBapr poakpupdvikn epyaoctnplakr evduvpoaoia, KAALYN HOAALWY Kal YEvTia KaTd Tov XELPLOPS. ANy YOV TLWY
HETE and enudAvvaon/eBopd.

Xewploteite tn COyLon Kat AslotpiBnon og xWwpo/dLdtagn nov neplopiCel draonopd kKoviwv, L mpootacia
0QOUALWY: 0 TOMOG aVANMVELOTIKAG pooTaciag Kabop(Cetal and Tn cuyKeKPLévn €KOeon.

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.

References: [11], [3], [5]

EKTipnon kKivéovovu / Risk assessment

YuyKeKpLuévn nmaptida avagopdc: 100 g. MpwTto ocvotatikd: OEe(blo yevdapyvpouv, 25 g. EAEyETe aveEdpTnTa TN
XNULKA HOP®H, TG HOVADEC Kal K&Be KALMAKwon Tipv and {oylon.

EAEyETe opoloyévela, oBWAOULG, SlaxwPLopd Kat mpayuaTikhi anédoon npv and vnodiaipeon. H cuokevaoia mpémnet
Va EMILTPEMEL OPOLOOPPN EQAPHOYH XWPIC ELoaywyr vEPOD OTO MEPLEXOIEVO.

Kataypdyte yla Tnv Tomkr avdAvon moagdtnta avd napaokevr, ouxvotnta epyaciag, dldpKeLa avolkTol
XELPLOMOD, MBAVEC 0600G €KBEONG KL AMOTEAETUATIKOTNTO TWY HETPWY eAEyXOoL. AuTd elval atolyela elgédouv
NG aloAdynong: 6ev amnodibetal mMPooYNUATIKOG TEAKOC BaBUdC KlwbOvou.

Inueio eAéyxouv amodéapuevong: eAEYETE CUOOWHATWHATA, KPUOTAAAOLG, TOTILKEG BLAPOPEC LPNG KAl EAEVBEPO
LYPS6 HETAE TNV OAoKARpwaon TNG pEBSdov. Kataypdyte yewpeTpla avdpgng, péyebog naptidag Kal MPAyHATIKEG
BepUOKPAO(EG: HETAPOPA apLlBUOD OTPOPWY 08 GAAO avaulkTApa dev anodetkviel Looduvauia.

Meptéxel AavoAivn: ynopel va mpokaAéael Tomkr depuaTik avtibpaon, onwc depuatitida €€ enanc.

Reference batch: 100 g. First ingredient: Zinc oxide, 25 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: 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.

Contains lanolin, which can cause local skin reactions including contact dermatitis.

References: [11], [8], [10], [12]
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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: [1], [5]

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.

Atevkpivion USP: 6ev anatte{tal pétpnon aw yia k&Be un otelpa napaockevr. H katnyopla pnopel va TeKUnpLwOEel
and TNV akpBri obvBeon Kal KATAAANAQ AVTUTPOOWTELTIKE apadelypata- étav n obvbeon elvat aféBain A
0PLOKH, MPOTIHATOL ELBLKA HETPNON HE KATAAANAN péBO0DO. ZTNV Mapoloa €kdoon dev LTIAPYEL HETPNUEVN aw OVTE
anodeapevpuévn moptida. H Sldpkela Tov TEALKOD OKELAOPATOC KaTtd Kavdva 6ev vepBaivel To evanouévov BUD
TWY EVOWHATWHEVWY YOANVIKWY Bdoswv/evBlapéowv. EEaipean xpetddetal bk attioAdynon 4tL dev
eMnNPEedfeTal SBLOPEVWC N PLOLKN, XNHLKA 1} HIKpoBLloAoyLkr moldTnTa. KataypdyTte XwpPLoTd TeAKS dplo,
nUepoUNvia MOUPAOKELAG TWY EVOLOPETWY KAl TIpayHaTik nuepounvia ARENG Toug.

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 clarification: aw measurement is not required for every nonsterile preparation. Category assignment may use
the exact composition and relevant representative examples; an uncertain or borderline formulation is best
assessed by a suitable specific measurement. This edition contains no measured aw or released batch. The final
preparation generally must not outlast the remaining BUD of its compounded bases/intermediates. An exception
requires specific justification that physical, chemical and microbiological quality is not adversely affected. Record
the final limit, intermediate preparation dates and their actual expiry dates separately.

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

Mpoamaitovpeva / Prerequisites

Agv anotteltal xwploth BAon PE KWOLKS HNTPWOUL. TuxOv gumnoptkd dxnUa MAPAUEVEL TO AKPLBEC KaTOVOUALOUEVO
npotév tou nivaka.
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No separately registered base is required. Any commercial vehicle remains the exact named product in the
formula table.

References: [1]

EEomAlonog / Equipment

Zuyo6¢ KatdAANANG eAdxlotng T0ylong, youdi/omepog i opoyevomolnthcg, 6oxela avaulEng, ondTouvAeg,
BeppdueTpo dTav vidpxeL B€puavan, dpyava oykopéTpnong yla moodtnteg 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

KookwioTte TI¢ KOvelg ota 125 um. AvapiEte kKot AsloTtplBrioTe Ye tn Autapr] B&on €W OUOLOYEVELX, TO TTOAD GTOULG
30 °C.

Sieve powders at 125 uym. Blend and triturate with the fatty base until homogeneous, at most 30 °C.

References: [1]

Napatnpnoelg / Observations
H ovopaoia Lassar €6w dev dnAwvel mpoaBrikn oaAltkuALKoL o&€oG.
The name Lassar here does not imply added salicylic acid.

References: [1]

MepLékTnNG KalL ovokevagia / Container and packaging
ZwAnvdpo i Béco.
Tube or jar.

References: [1]

MowoTikO6¢ éAeyxocg / Quality control

Zn0: 0,300 g oe 10 mL apatoV o&kd oV / acetic acid kat 20 mL vepol, katdémv 170 mL vepol. TuunAokoueTpla
Ph. Eur. 2.5.11- 1 mL EDTA 0,1 M = 8,14 mg ZnO. AtdAvon otoug 40-50°C. EAeyxoG opoloyévelag nepinov 0,2 g,
Xwpic opatd AELKE CLOCWHATWHOTA.

H néBobog, To 6pLo amodoynic, N MPAYHATIKA TIUA KAl 0 EAEYKTAC KaTtaypdeovTal xwplotd oto F-005. Anotuyia
Kplowng nmpodlaypaeric odnyel oe kapavtiva kat dtepedvnon katd SOP-015- n enavaAnyn eAéyxwv xpeltdleTal
attioAdynon.

Zn0: 0.300 g in 10 mL dilute acetic acid and 20 mL water, then 170 mL water. Complexometry Ph. Eur. 2.5.11; 1
mL 0.1 M EDTA equals 8.14 mg ZnO. Dissolve at 40-50°C. Check about 0.2 g for homogeneity, with no visible
white aggregates.

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], [10]

®0Aa&n / Storage

TwAnvéplo 1 Balo.
lNa 6ldpkela mov amnodidetal and yevikd Kavéva, epapudletal emmAéov n Bepuokpacia TNG eMAEYHEVNC
katnyoplag oto nedlo BUD. H nnyr 6&v Tekunplwvel avBaipetec aAlayéc Bepuokpaaiac.
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Tube or jar.
For a general-rule duration, also apply the temperature of the selected BUD category. The source does not
support arbitrary temperature changes.

References: [1], [6]

A1aOeon / Dispensing

AldBeon pe oaen 066 xprong, MEPLEKTIKOTNTA KoL hugpopnvia xpiong. H moodtnTa avd €papuoyn Kot N
oLYVOTNTA CLUUMANPWYOVTAL CUUPWVA LE TN CLVTAYH.
MNeptéxel AavoAivn- pnopel va mpokaAéael Tomkr deppatiky avtidpaon, énwg depuatitida € enagnig.

Dispense with a clear route, strength and use-by date. Complete amount per application and frequency from the
prescription.
Contains lanolin, which can cause local skin reactions including contact dermatitis.

References: [1], [12]

EmioApavon / Labelling

Ndota oeldlov wevdapyvpou Lassar Ph. Fr.

EEwTepkn xprion

Nocétnta: _ NMoaptiba:

Noapaokevdotnke:  XpAon €wg:

AcBevrig / 66on / ouyvéTnTa: _

®OAaEN: ZwAnvaplo A B4To.

©eppokpaoia yla To BUD auTtAg tng naptidag:

Meptéxel AavoAivn: umopel va MpokaA€éoel Tomkr depuaTikr avtidpaon, énwc depuatitida €€ emaric.

Zinc oxide paste, Lassar, Ph. Fr.

External use

Quantity: _ Batch: __

Prepared: __ Useby:

Patient / dose / frequency:

Storage: Tube or jar.

Temperature for this batch BUD:

Contains lanolin, which can cause local skin reactions including contact dermatitis.

References: [1], [12]

v9 controls / v9 _controls

To apBunTikd 6plo oto apxeio elvat pévo 6pLo BLRALOYPAPLKAC ava@opdc Lo TIC £6LIKEC pobMoBEoeLg. Agv €xEL
oplotel BUD mpayuaTikAg maptidag kat 6ev £xovv mapayOel petprioelg aw. H akplBric obvBeon, ta
TIPOATALTOVHEVA, O MEPLEKTNG, N GOAAEN Kal Ta agTolyela EAEYXOUL TIPETMEL VO EYKPLOOUY YLa TN CLUYKEKPLUEVN
epappoyn. H évap&n touv vrmoAoylopol BUD eival n évapén tng napaokevic. EQapudletal To GUVTOUSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO EAeyYO BLAPKELAC HETA TO Avolypa. Ta dpla USP elval Texviké mAaiolo Kat 6ev
nopovaldfovtatl WG EAANVLIKH vouoBeaoia.

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.

AveEdpTNTN EAANVLKA KOl ayYALKH anédoon/opydvwaon otolxelwy TNG avaeepdpevng nnyng. Aev anoteAel enlonun petdgpaaon fi €ykplon Tou
€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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Mnyéc koL mapanopunég / Sources and references

[1] Pate a I'oxyde de zinc (2007) (23/10/2020)

2007 | PDF pp. 1-2 | master formula | 2026-10-14

https://ansm.sante.fr/uploads/2020/10/23/pate-a-l-oxyde-de-zinc.pdf

[2] FN/2003/PA/028 OXIDO DE ZINC

AwoBéotpo kelpevo / Retrieved text | PDF pp. 1-2 | raw material or occupational | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_028.pdf

[3]1 PN/L/PG/002/00 INDUMENTARIA

AwoBéotpo 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
[4] MHLW - Japanese Pharmacopoeia XVIII: White Petrolatum

JP XVIII, 2021; English text | Printed p. 1501; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[5] 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

[6] 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
[71 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
[8] 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
[9] 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
[10] 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
[11] USP - General Chapter <795> FAQs

Updated 1 November 2023 | Questions 52, 54-56, 60-62; PDF pp. 11-14 | Primary clarification of aw classification, extension prerequisites and
compounded-component BUDs; not automatic Greek legal adoption | 2026-10-14

https://pages.usp.org/rs/711-SXF-172/images/HQS%20-%20USP%20GC%20795%20FAQs.pdf?version=0
[12] EMA - Excipients in the labelling and package leaflet, Annex Revision 5

Published 5 December 2025 | EN and EL worksheets: arachis oil, wool fat, cetostearyl/cetyl alcohol, chlorocresol | Current primary excipient
warnings; used as a scientific labelling reference, without claiming MAH obligations automatically apply to a compounded prescription |
2026-10-14

https://www.ema.europa.eu/en/documents/scientific-guideline/all-languages-annex-european-commission-guideline-excipients-labelling-pack
age-leaflet-medicinal-products-human-use-sante-2017-11668-revision-5_en.xIsx
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