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CGR-BR-008 | 10.0

EEa@avilopevn Kpépna - FNFB

Vanishing cream - FNFB

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

TplatBavoAauivn i aptvopgBuAonponavéAin 95% (A) 0.79
Triethanolamine or aminomethylpropanol 95% (A)

AldAvpa copRLTOANG 70% w/w (A) 3.79
Sorbitol 70% w/w solution (A)

Juundkvwa mopaBevwv FNFB (A) 3.39
FNFB paraben concentrate (A)

Zteatikd 0&D TPNAG mieong (B) 1849
Triple-pressed stearic acid (B)

Yypn nopagivn (B) 29
Liquid petrolatum (B)

AavoAivn (B) 059
Lanolin (B)
EAaikr copBitdvn (B) 05¢g

Sorbitan oleate (B)

KekaBapuévo 0dwp (A) g.s.ad 100 g
Purified water (A)

MpoanaiToVpeva / Prerequisites

CGR-BR-001 Paraben concentrate 6% + 3% w/w
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MNeprypagn okevdopatog / Preparation description

Huwotepen Bdon: EEapavilépevn kpépa - FNFB. Mpdobeta kpLtripla epedviong 6ev TEKUNPLWVOVTAL OTO
€€eTa00EY £18Lkd Ke{ugvo.

Semi-solid base: Vanishing cream - FNFB. Additional appearance criteria are not established by the specific text
reviewed.

References: [1]

Apaon kai xpon / Action and use
Bd&on O/W pE HEPLKWC OATIWVOTOLNUEVO OTEATIKS OED.
O/W base containing partly saponified stearic acid.

References: [1]

Mpodiaypagic / Specifications
H obvBeon Kat n TeALK moodTnTa akoAovBolv Tov mivaka (100 g). Aev SlveTal €l61k6 apBUNTLKS €0POC assay,

MIKpoBLakol goptiov A pualtkoxnuLlkoD eAéyxou oTo eEeTaabév el61kd Kelpevo: 6ev amobibetatl avBaipeTo bplo.

Composition and final quantity follow the formula table (100 g). The reviewed specific text gives no numerical
assay, microbial-count or physicochemical acceptance range; no unsupported limit is assigned.

References: [1]

®wg / Light

MNa to TeAkd okebaopa n nnyn opiCeL:
AdLapavég MAaoTikd 6oxelo, KaAA KAeLOopévo, mpoaTtaaia and ewg, Bepuokpacia dwpatiov.

For the finished product the source specifies:
Well-closed opaque plastic container, protected from light, room temperature.

References: [1]

Aépac kat o€eidbwon / Air and oxidation

Agv apéxeTal HEAETN 0EEBWTLKAC oTaBePATNTOG TOL TEALKOD PiyuaTog o0Te anaitnon adpavolg atudopalpac.
Tnpeltal 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

Tuotatikd TnG Bdong CGR-BR-001: MpomnuAevoyAukOAN: n avtiotowxn kabapr nmpwtn VAN KaTd JP elvat avopiElun
oTo vePD.

JuotaTtikd ™G Bdong CGR-BR-001: MeBuAomapaBévn: n avtiotowyn kabapr mpwtn VAN Katd JP elval Alyo dlaAvth
0710 vePD.

Yvotatikd tTnG Bdong CGR-BR-001: MponuAonapaBévn: n avtiotolxn kabapn mpwtn OAN katd JP elvat moAd Alyo
dloAvTr oto vepd.

Component of base CGR-BR-001: Propylene Glycol: JP classifies the corresponding pure raw material as miscible in
water.

Component of base CGR-BR-001: Methyl Parahydroxybenzoate: JP classifies the corresponding pure raw material
as slightly soluble in water.

Component of base CGR-BR-001: Propyl Parahydroxybenzoate: JP classifies the corresponding pure raw material
as very slightly soluble in water.
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References: [1], [7], [8], [9]

Yypaocia / Humidity

Zuotatiké NG Bdong CGR-BR-001: MpomuAevoyAuKOAN: LYPOOKOTIKH- KAe(veTE apéows To doxelo HeTd TN Afwn
NG amnattolueVNE moogdTnTaC.
Zuotatiké NG Bdong CGR-BR-001: MpomuAevoyAuKOAN: N mpwTn OAN €{vat LYPOOKOTILKA KT JP.

Component of base CGR-BR-001: Propylene glycol is hygroscopic; close its container promptly after measuring.
Component of base CGR-BR-001: Propylene Glycol: the raw material is hygroscopic according to JP.

References: [1], [6], [7]

Oeppokpacia / Temperature

AEV TEKUNPLWVETAL EMTPENTH BepUoKpaTLlaKkr andkALon 1} KOKAOC KaTdwuEnc/andyuEnc. OL Beppokpaciec
MPAOKELHG Kol QUAAENG avagépovTal ota avtioTola nedia.

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

References: [1]

pH kat cvpBatoéoTnta / pH and compatibility

Agv op(Cetal el81kd e0poC pH ToL TEALKOD OKELAOUATOC. Agv TpooTiBeTal puOULOTAG pH XWPI(C TEKUNPLWHEVN
aAAayr TnG obvBeang.

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

References: [1]

AAAec aAAnAenibpaoclg / Other interactions

Agv mopéxetal mAAPNG doku cupBaTdTNTAG TOL PiyHaTog Pe MPdoBeTa 6paaTikd B dlagopeTikd £kdoya. Ot
LTIOKATAOTAOELG amaLlTolY XWwPLoTh Tekunpiwon.

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

References: [1]

Eldika otolxeia cvotaTtikwy / Ingredient-specific information

AldAvpa gopBLTéAng 70% w/w (A): mapaAaBr HE TOLTHTNTA APXLKOL MapaywyoL, mapTida kol agldémoTto
moTonotnTkd. MNa TG OXETIKEC MPWTEG VAEG, TO FDA avagépel éAeyxo dlatBuAevoyAukdAng (DEG) kat
aLtBLAEVOYAULKOANG (EG), kKaBeuldc €wg 0,10% cOPQWYVA JE TNV EQAapPUOoTEN Hovoypagia. To éplo apopd TNV
npwtTn 0AN.

Zuotatiké NG Bdong CGR-BR-001: MpomuAevoyAukdAn (1,2-mpomnavodléAn): dxpwpo, LEWdeg vypd avaui§Luo pe
vePD, oL AeLTovpYEel WG GLVBLAADTNG Kal LYPAVTIKG. H mapovaia TNG o€ kP MoodTNTA dEV anmodelkviEL EMAPKN
ouvthpnon.

2uoTaTiké TNG Bdong CGR-BR-001: MpomuAevoyAuKOAN: MpwTn OAN HE XAPAKTNPLOUS SlaAvTédTNTAC OTO VEPS
«OVOUELUN» KaTd JP.

ZvotaTiké tng Baong CGR-BR-001: MeBuAomapaBévn: mpwTn OAN HE XAPAKTNPLOUO SLaALTATNTAC 0TO vePS «Alyo
BlaAvTr» KaTd JP.

ZuoTtaTtiké TnG Bdong CGR-BR-001: MpormuAonapaBévn: mpwtn OAN LE XapaKTNPLoUd SlaAvtdTnTog 0TO VEPD
«TOAD Alyo StaAvTri» Katd JP.

Sorbitol 70% w/w solution (A): retain original manufacturer, lot and reliable certificate. For the applicable raw
materials, FDA describes DEG and EG testing, each limited to 0.10% under the relevant monograph. This is a
raw-material limit.

Component of base CGR-BR-001: Propylene glycol (1,2-propanediol): colourless viscous water-miscible cosolvent
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and humectant. A small amount does not establish adequate preservation.

Component of base CGR-BR-001: Propylene Glycol: raw-material water solubility is classified as miscible by JP.
Component of base CGR-BR-001: Methyl Parahydroxybenzoate: raw-material water solubility is classified as
slightly soluble by JP.

Component of base CGR-BR-001: Propyl Parahydroxybenzoate: raw-material water solubility is classified as very
slightly soluble by JP.

References: [1], [3], [6], [7], [8], [9]

Mpootacia epyalopévwy / Staff protection

Kabapr HoKpLUPAVIKN EpyaoTnplakr evdupaoia, KEAALYN HAAALWY KL YAVTLO KATA TOV XELPLOUS. AANAQYH YOVTLWV
META amnd emudAvvaon/ebopd.

Xelplotelte TN TOyLon kot AstotpiBnon oe xwWpo/dldtagn mov neplopifel Hlaomopd Kovlwy, e mpooTaaia
0QOAAHWY- 0 TUTIOG AVATVELOTIKAG TpooTtaciag kaBop(letal and tTn ocLYKeEKPLUEVN €KBEDN.

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], [2], [4]

ExTtipnon kivdovov / Risk assessment

ZuoTtaTtiké TnG Bdong CGR-BR-001: MpomuAevoyAukOAn: vntoAoy{Cetal N ouvoALlKH €kBeon amd OAa Ta eapuaKa,
Blwg og veoyvd, MadLd KATW TWY 5 £TWY KAt ve@pLkA/nratikr SuoAsttovpyia. MNa and Tov oTduATOG XOPryNnon:
mag/kg/nuépa = mg/mL x mL avd nuépa + B&pog kg.

YuyKeKpLuévn napTida avagpopdc: 100 g. MpwTto cvoTtaTikd: TplatBavoAauivn i aptvopedbuAonponavoin 95% (A),
0.7 g. EAéyETe aveEdpTnTa TN XNUKA HOPQH, TIC HOVAdEC Kal KABe KALWAKwaon Tpwv amnd Coylon.

Q¢ evdLldpeco, PEpeL eLBLEAKPLTN TAVTAHTNTA KAL CLYKEVTPWON: 6ev dlaTiBeTal WG TEAKS @dppako. H apaiwon A
npoaBrikn SpaoTtikAg amnattel véo untoAoyloud ekbéxwv, ouvtrpnong Kat BUD. EAéyETe 6TL kKGBe eEapTWHEYN Bdon
€xeL anodeopevOel.

KataypdyTe yla TNV Tomkr avdAvon moagdtnta avd napaokevr, ouxvotnTta £pyaciog, SldpKeLa avoLlKToD
XELPLOPOD, TIBaVEC 0600¢ €KBEONC KL ATIOTEAECHOTIKOTNTA TWY HETPWY EAEyX0L. AuTd elval otowxela elcdbouv
NG aEloAdynong- 6ev amnodibetal MPooXNUATIKOG TEAKOC BaBUdC KLwbOvoU.

Oeppikd oTddLo TNG oLYKEKPLUEVNG dladikaoiag: eAEyETe BepudueTpo, TPOMO BEPUAVONG, XPOVLKH dldpKkela Kat
anopuyr unepBEpuavonG/anwAeLag dLaAldTn. To TéAog avAutEng dev TavtileTal pe TekUNPLWPEVN YOEN A A PN
opoyevomno(non.

Znueio eAéyyou amodéopevons: EAEYETE CLUOOWHATWUATA, KPLOTAAAOLC, TOTILKEG BLOPOPEC LPNG KaL EAEDBEPO
LYPS HETE TNV OAOKARPWON TNG HUEBBBOL. KaTtaypdyte yewpeTpla avduEng, péyeboc naptidag Kol MPAYHATIKES
Beppokpaoiec: peTa@opd aplBpol oTPoPWY 08 GAAAO avaULKTAPA 6ev amodelkviel Looduvauia.

Component of base CGR-BR-001: Propylene glycol: assess exposure from all medicines, especially in neonates,
children under 5 and renal/hepatic impairment. For oral dosing: mg/kg/day = mg/mL X daily mL + body weight in
kg.

Reference batch: 100 g. First ingredient: Triethanolamine or aminomethylpropanol 95% (A), 0.7 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
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establish process equivalence.

References: [1], [6], [11], [13]

ZuvOnkec mapaockevnG / Compounding conditions

Mpw and avdugn: Tavtonoinon XNUKAG HopeAg Kal napTidag KdBs cuoTaTIKoD, KaTaypPaer BEWPNTLKWY
MOGOTATWY KAl EAEYX0C KaBapLOTNTAC TOL EEOMALOUOV. OL BEPUOKPAOIEG Kal N oelpd MPOoodRKNC elval AVTEG TNC
nopokdTw Sladikaciag.

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], [4]

Texkpnpiwon BUD / BUD rationale

Agv evtoni{oTtnke l8LKA MelpapaTiky SldpKeLa TTOL VA KAADTITEL OAGKANPN TNV akPLR obVBEDN, TOV MEPLEKTN KaL
TN UkpoBLloAoykr kKataAAnAdTNTA.

EMAEYEVOG YEVLIKOG KOVOVAC: €WC 35 NUEPEC YL LBATIKA HOPPH HE KATAAANAO 0OOTNUA CLUVTHPNONG OTNY TEALKA
o0vBeon Kat pH. Xpnaowgonotjote 20-25 °C, i 2-8 °C pévo étav n nnyr to enmtpénel/anottel Kat N popen
MoPAUEVEL KATAAANAN. Aev enapke( N ovopaoia evdc ouvTnENTIKoL £4v avTO €xel apalwbel, adpavorolnOel
peTaepBel o GAAN @don.

Huepounvia xpriong = n evwpitepn emtpenth NUepounvia and napaokevr + emAeyuévn dldpkela, AREELC TPWTWY
LAWY Kal TUYXEY CLUVTOUOTEPO TEKUNPLWHEVO 6pLo. O xpdvog HeTA To dvolypa dev mapate{vel To ouvoAkd BUD. H
TEAKH NUEPOUNVI{O CUPTANPWVETAL YLO TN OLYKEKPLUEVN TapT{BA PETA TOUG EAEYXOULG.

O yevikdg kavédvag amnoteAel ouvTNPENTLIKS dpLo EMAOYAG Kol OXL MELPAMATIKA anddelgn otabepdTnTag TNG
nopTidac. H katnyopia ouvdéeTal Ye TNV TEAKA oOVOEDN, TN GLVTAPNON KAl TG EMTPENOUEVEG BEPUOKpATiEC. H
T aw 6gv mMPokOTTEL and To MoooaTéd vEPOL 1 TNV amMWAeLx KaTtd TNV EApavon. MNa tekunpiwon xpnoluonotiote
SOP-014 kat F-006- ywa €161krj aw, SOP-017 kat F-012.

H USP 6ev anattel pétpnon aw og k&Be un oteipo napackedaopa. H tekpunplwpévn tagwdéunon tng
OLYKEKPLPEVNG a0vBeang umnopel va xpnotpomnole{tal wg 0dnydc: kataypdeeTal pntd we ekTiunon Kat éxL wg
pétpnon. Auei{BoAn | oplakr Tagwéunon anattel €6Lkd TEKUAPLO A KATAAANAN H€TPNoN. H nuepounvia TeALKOO
oKkeLAopaToC 6ev vmepPBaivel Tn SlaBéoiun NUEpounvia Twy BN MUPACKEVATUEVWY CLOTATIKWY/BACEWY, EKTOC Qv
€xeL voBeTnOel emapkAC 16K TeEKUNPlwon yla TNV akpLBr TeAKA obvBean.

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

Selected general rule: up to 35 days for an agueous form appropriately preserved in its final composition and pH.
Use 20-25 °C, or 2-8 °C only where permitted/required by the source and compatible with the dosage form. A
preservative name is insufficient if it is diluted, inactivated or partitioned into another phase.

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: [1], [10], [12], [14]

Mpoamaittovpeva / Prerequisites

Paraben concentrate 6% + 3% w/w: CGR-BR-001
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Paraben concentrate 6% + 3% w/w: CGR-BR-001

References: [1]

E€omAlonog / Equipment

Zuyo6¢ KaTtdAANANG eAdxLlotng C0ylong, youdi/omepog i opoyevomolntrcg, 6oxela avdulEng, ondTouvAeg,
BepudueTpo dtav vndpyxel O€puavan, 6pyava oyKoHETPNONG Yla MooOTNTEG 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£00o60¢ nmapaokevnc / Compounding method

Oeppdvete B otoug 70 °C kat A otoug 75 °C. MpooBéate A otn B pe évtovn avddevon yla 10 Aentd Kot ouveylote
Ana éwg Bepuokpacia dSwuatiov.

Heat B to 70 °C and A to 75 °C. Add A to B, stir vigorously for 10 minutes, then gently to room temperature.

References: [1]

Mapatnpnioelg / Observations

EAéETE éva aAKOALKO Lo TATIKG. H TplatBavoAapivn edw elval mpwtn 0AN, éxt To BondnTikd dldAvua 50% TG
oLAAOYG. MepLéxel AavoAivn.

Select one alkaline ingredient. Triethanolamine here is raw material, not the 50% auxiliary stock in this collection.
Contains lanolin.

References: [1]

MNeplékTNG KaL ovokevaoia / Container and packaging
AdLapavéc mAaoTikd doxelo, KaAd kAelouévo, mpootacia and ewc, Bepuokpacia dwuatiov.
Well-closed opaque plastic container, protected from light, room temperature.

References: [1]

MowoTikOG éAeyxoc / Quality control

EAEYXOC TMOAVOALKWY TIPWTWY LAWY: Yo apHokela, EAeyxoc KABe mapTidag f TEKUNPLWPEVN BLlag@dALan eAEyxoL
and aflénioto npounBevth Katd FDA. H anAr tavtonoinon e IR dev anokAeiet DEG/EG.

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

Polyol incoming QC: pharmacies test each lot or ensure documented testing by a reliable supplier, as described by
FDA. IR identity alone does not exclude DEG/EG.

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: [3], [13]

®0Aa&n / Storage

AdLagavéc mAaoTikéd 6oxelo, KAAG KAELOPEVO, TpoaTaoia and ewc, Bepuokpaaia Swuatiov.
MNa dldpkela mov amnodidetal amnd yevikd kavéva, epapudletal emmnAéov n Beppokpacio TNG emMAeyUEVNG
katnyoplag oto nedlo BUD. H iy 6&v tekunplwivel avBaipetec aAlayéc Bepuokpaaiag.

Well-closed opaque plastic container, protected from light, room temperature.
For a general-rule duration, also apply the temperature of the selected BUD category. The source does not
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support arbitrary temperature changes.

References: [1], [5]

AwaOeon / Dispensing

Evbldueon Bdon yia epyaatnplakn xprion. H evowpdtwon 6paotikic anattel véo éAeyyo obvBeang, pH,
ouvtApnong kat BUD tou teAtkol mpoidévTtog.

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

References: [1]

EmioApavon / Labelling

EEagaviléuevn kpéua - FNFB

Epyaotnplakr Bdon - 6xL Gueon xopriynon

MNooétnta: _ Maptida:

MNapaokevdotnke: _ XpAon éwg:

AoBeviig / 86on / ovyvéTnTa:

®OAOEN: AdLogavéc MAaOTIKG 6oyxelo, KOAQ KAELOPEVO, TTpoaTadia and ewe, Bepuokpaaia dwuatiov.
©epuokpaoia yia to BUD autAg tng naptidag:

Vanishing cream - FNFB

Compounding base - not for direct administration

Quantity: _ Batch:

Prepared: __ Useby:

Patient / dose / frequency:

Storage: Well-closed opaque plastic container, protected from light, room temperature.
Temperature for this batch BUD:

References: [1]

v9 controls / v9 _controls

To apBunTikd 6plo oto apxeio elvat pévo 6pLo BLRALOYPAPLKAC ava@opdc uTd TIC £6LIKEC poDMoBEoeLg. Agv €xEL
oplotel BUD npayuaTtikAg maptidag kat 6ev £xovv mapaxOel petprioelg aw. H akplBric obvBeon, ta
TIPOATALTOVHEVA, O MEPLEKTNG, N GOAAEN Kal Ta ool ela EAEYXOUL TIPETMEL VO EYKPLOOUY YLa TN CLUYKEKPLUEVN
epapuoyn. 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 EAANVIKH 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 avaeepdpuevng nnyng. Aev anoteAel enlonun petdepaon i €ykplon Tou
€KOOTN.

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

Nnyéc kaiL mapanopnég / Sources and references

[1] ANVISA - Formulario Nacional da Farmacopeia Brasileira, 22 edigdo, Revisdo 02 (2012)

2012, 2nd ed., Rev. 02 - superseded | PDF pp. 174 | master formula | 2026-09-10
https://www.gov.br/anvisa/pt-br/assuntos/farmacopeia/formulario-nacional/arquivos/8065json-file-1/@@display-file/file
[2] PN/L/PG/002/00 INDUMENTARIA

Awabéoipo kelpevo / Retrieved text | PDF pp. 1-5 | general staff protection | 2026-09-10
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https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_l_pg_002_00.pdf

[3] FDA - Testing of Glycerin, Propylene Glycol, Maltitol Solution, Hydrogenated Starch Hydrolysate, Sorbitol Solution, and Other High-Risk
Drug Components for Diethylene Glycol and Ethylene Glycol
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[6] EMA - Questions and answers on propylene glycol used as an excipient, EMA/CHMP/704195/2013
9 October 2017 | Sections 1-3 and annex | ingredient facts | 2026-09-12
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