compounding.gr | 10.0 | 2026-10-14

CGR-ES-041 | 10.0

ZUVEKTLKRH VOPOPIAN Kpépa 1 EX003
Firm hydrophilic cream 1 EX003

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

2TEAPLALKH) AAKOOAN 259
Stearyl alcohol

ALK HoAaKr Tapaeivn 259
White soft paraffin

MpomnuAevoyALKOAN 12 g
Propylene glycol

NAaovpuAoBelkd vaTpLo 19
Sodium lauryl sulfate

MapaddpoguBevloikdc HeBLAEOTEPQC 25 mg
Methylparaben

Mapaddpo&uPBevloikdg MPOTIVAECTEPAG 15 mg
Propylparaben

KekaBapuévo vepd g.s.ad 100 g
Purified water

Meplypa@n okevaopatog / Preparation description

MOoAD oLVEKTLKS AEUKO YOAGKTWHA.

Very firm white emulsion.

References: [1]

Apaon kai xpon / Action and use

Bdon i BonOnTikd €KBoY0 yla MEPALTEPW MOPACKEVEC. Agv LloBeTe(TOL TO (Blo BUD peTE MP0oodrikn 6paaTIKAG.
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Base or auxiliary excipient for further compounding. Its BUD is not adopted unchanged after adding an active.

References: [1]

Mpodiaypagéc / Specifications
MoAD oLVEKTLKS AEUKS YOAGKTWHA.
Very firm white emulsion.

References: [1]

®wg / Light

Aev mapéxeTal 6IKA pWTOOTABEPOTNTA TOL TEALKOD TMPOIOVTOC. H amaLTOOUEVN QWTOMPOCTAC( TOL MEPLEKTN,
epboov opiCetal, avagépetal atn GOAAEN.

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

References: [1]

Aépac Kat o€eidbwaon / Air and oxidation
Aev mapéxeTal HEAETN 0EEWOWTIKAC OTABEPOTNTAC TOL TEALKOD HiypaTog o0TE anaitnon adpavoldg atudéoealpac.
Tnpe(tal o MEPLEKTNG TNG MNYAG.

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

References: [1]

Nepo kat dtaAvtéTnTa / Water and solubility

MponuAevoyAvkOAn: n avtiotolyn kabapn MpwTn OAN KaTd JP elvatl avaplElun oto vepd.

Aevkn poAakr napagivn: n avtiotown kabaprh mPpwWTN VAN KaT& JP elvat mpakTikd adldAvtn aTo vePS.
2TEAPLALKH aAKOOAN: N avtioTolxn kabapr MPWTn OAN Katd JP elval mpakTikd adltdAvtn oto vepdb.
NopaddpoEuBevloikdc peBuAeoTépac: N avtiotolxn Kabapr mPWTn VAN Katd JP elvat Alyo SltaAvtr oTto vepPo.
NopaddpoEuBevloikdg MponLAETTEPaG: N avTioTolyn Kabapr MPwTn VAN KATA JP elvat MOAD Alyo SlaAvTr oTo
vepd.

Propylene Glycol: JP classifies the corresponding pure raw material as miscible in water.

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

Stearyl Alcohol: JP classifies the corresponding pure raw material as practically insoluble in water.

Methyl Parahydroxybenzoate: JP classifies the corresponding pure raw material as slightly soluble in water.
Propyl Parahydroxybenzoate: JP classifies the corresponding pure raw material as very slightly soluble in water.

References: [71], [8], [9], [10], [11]

Yypaoia / Humidity

MpomuAevoyAUKOAN: LYPOOKOTILKH- KAE(veTE apéows To Soxelo HeTA TN AYn TNG AMALtTOOUEVNG MOCOTNTOG.
MpomnuAevoyAukdAn: n mpwtn OAN €lvatl LYPOOKOTILKY KaTA JP.

Propylene glycol is hygroscopic; close its container promptly after measuring.
Propylene Glycol: the raw material is hygroscopic according to JP.

References: [6], [7]

Oeppokpacia / Temperature

la to TeAkd okebaoua n nnyn opiCeL:
Adlagavéc Balo, KaAd kAewoTd, <25°C.
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For the finished product the source specifies:
Opaque jar, well closed, <25°C.

References: [1]

pH kaiL cupBatoéoTnTa / pH and compatibility

Aev op{CeTal €d1kd €0pog pH TOL TEALKOD OKELAOTHATOG. Agv TipooTBeTAL PLOBULOTHC PH XWPIG TEKUNPLWHEVN
aAAayr Tng obvbeonc.

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

References: [1]

AAAec aAAnAemidpaoccelg / Other interactions

Agv opéxeTal MARPNG doKLUA cUPBATATNTAC TOL UiyHOTOC PE MPOoBeTH HpaoTIKA 1} SlapopeTikd €kboxa. OL
LTIOKATAOTACELG analTolv XwpeLloTH Tekunplwon.

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

References: [1]

Ewbikd otowxeia ovotatikwyv / Ingredient-specific information

MpomuAgevoyAukdAn (1,2-nponavodidAn): dxpwpo, LEwdeG vypd avapi&Lo pe vepd, mov Aettovpyel WG ouvdLAADTNG
KoLl LYpavTiké. H napovaia tnG o€ pikpr moodtnTa dev anodelkviel enapkr ouvtripnaon.

MPOTMLAEVOYAUKOAN: MPWTN OAN UE XOPAKTNPLOUO SLaALTOTNTAG OTO VEPS «avaM(ELUN» KaTd JP.

AELKN PaAaKh Tapa@ivn: MPWTN VAN UE XOPAKTNPLOUO SLAALTOTNTAG OTO VEPS «MPAKTIKA adldAvtn» Katd JP.
2TEAPLALKH AAKOOAN: TIPWTN OAN HE X0 PAKTNPELOWO SLaAuTdTNTAG O0TO VEPD «TIPAKTIKA adldAvtn» Katd JP.
MNopaddpoEuBevloikdC HEBLVAECTEPAC: MPWTN VAN HE XOPAKTNPLOUS SLaALTATNTAC 0TO VEPS «Alyo BLaAvTh» Katd
JP.

Mapad6poEuReVT0IKAC MPOMUVAECTEPAC: MPWTN VAN HE XOPAKTNPLOUS SLaALTOTNTAC OTO vEPS «TOAD Alyo SlaAvTh»
Katd JP.

AaovpuAoBellkd vaTtplo: 1 g oe 10 mL vepol &lvel dlavyég 1 Lptdi{Cov idAvua katd JP.

MpomuAeVOYALKOAN: mapaAafr UE TALTOTNTA ApXlkol mapaywyol, mapTida kot agldémoto motonolnTikéd. MNa TLg
OXETIKEG TIPWTEC VAEC, To FDA avagépel éAeyyo dLatBuievoyAukdAng (DEG) kat atBuAevoyAukdOANnG (EG), KaBeuLdg
€wG 0,10% oOpPwva PE TNV EQappoaTéa povoypaeia. To dplo agopd TNy mMPWTn OAN.

Propylene glycol (1,2-propanediol): colourless viscous water-miscible cosolvent and humectant. A small amount

does not establish adequate preservation.

Propylene Glycol: raw-material water solubility is classified as miscible by JP.

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

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

Methyl Parahydroxybenzoate: raw-material water solubility is classified as slightly soluble by JP.

Propyl Parahydroxybenzoate: raw-material water solubility is classified as very slightly soluble by JP.

Sodium lauryl sulfate: JP describes a clear or opalescent solution of 1 g in 10 mL water.

Propylene glycol: 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.

References: [6], [7], [8], [9], [101], [11], [12], [13]

MpooTtacia epyalopévwy / Staff protection

Kabapr HOKpLUPAVLIKN EpyaoTnplakr evdupaoia, KEAALYN HAAALWY Kol YAVTLa KaTd Tov XELPLoUS. AAAQYH YOVTLWV
METE and enudAvvon/eBopd.

Clean long-sleeved laboratory clothing, hair covering and gloves during handling; change gloves after
contamination or damage.
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References: [1], [2], [14]

EKTipnon kKivdovovu / Risk assessment

MpomuAgevoyAukdAn: vmoAoy{eTal n cLVOALKH €kBean amd OAa Ta edpuaka, WBlwg o veoyvd, Madld KATW Twv 5
ETWVY KoL vePpLkA/Nmatikr duoAettovpyla. MNa and tov otépatog xopriynon: ma/kg/nuépa = mg/mL x mL avd
nuépa + Bdpoc kg.

ZuykekpLuévn mopTida avaeopds: 100 g. MpwTo ovoTaTiké: ZTEAPUALKA GAKOSOAN, 25 g. EAéyETe aveEdpTnTa TN
XNULKA HoP®H, TG HOVADEG Kal K&BE KALLAKwaon Tipv and Coylon.

Q¢ €vBLApEDTO, QEPEL ELBLAKPLTN TAVTAOTNTA KAl CLUYKEVTPWON- 6ev SlaTiBeTal WG TEAKS pdpuako. H apalwon
npooBnkn dpactikig anattel véo vrmoAoylopd ekdOXwv, ouvtripnong kot BUD. EAEyETe 6TL KGBe eEapTwpevn Bdaon
€xeL anodeopuevOEel.

KataypdyTe yla TNV Tomkr avdAvon moagdtnta avd napaokevr, ouxvotnta epyaciag, dldpKeLa avolkTol
XELPLOMOD, MBAVEC 0600G €KBEONG KL AMOTEAETUATIKOTNTO TWY HETPWY eAEy)OoL. AuTd elval atolyela elgédouv
NG aloAdynong: 6ev amnodibetal mMPooYNUATIKOG TEAKOC BaBUdC KLwbOvou.

OepULKO 0TAdLO TNG oLYKEKPLUEVNG Blabikaolag: eAéyETe BEPUOUETPO, TPOTO BEPUaVONG, XPOVIKH SldpKeLa Kat
ano@uyn LMEPBEPUAVONG/AMWAELAG BLAADTN. To TEAOG avdulgEng dev TavTiCeTal pe TEKUNPLWHEVN WOEN 1 MARPN
opoyevomno(non.

Znuelo eAéyyou amnodéopevons: EAEYETE CLOOWUATWUATA, KPLOTAAAOLC, TOTILKEG BLAYPOPEC LPMC KaL 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.

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: Stearyl alcohol, 25 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: [11], [3], [6], [17], [19]

ZuvOnkec mapaokevng / Compounding conditions

To avtiotolxo PN AEMPS opiCel Beppokpacia xwpov 25 + 5°C Kat oxeTkA vypaoia =60%, eKTOG av n €L6LKA
@OépuovAa amattel dAAa. Mpdkettal yla neptBdAAov epyaoiag, éxt yia Bepuokpaoia 8€puavong i eOAAENG.
TnpolvTaL n ogelpd Mpoadbikng, n Beppokpacia Kat ot xpdvol ov avagépovtatl oTn Atadikaoia Mapaokevic. H
€161k Hovoypapia 6ev anoTteAel TARPN HEAETN KATAAANAGTNTAC TOL TOMKOD XWPOUL/EEOTALOWOO.

The corresponding AEMPS SOP specifies room temperature 25 = 5°C and relative humidity =60%, unless the
particular formula requires otherwise. This is the work environment, not processing or storage temperature.
Follow the addition sequence, temperatures and times stated under Preparation Procedure. The specific
monograph is not a complete qualification of the local facility/equipment.

References: [11], [3]

Sikalias Greek Formulary | Reference documentation 4



compounding.gr | 10.0 | 2026-10-14

Tekpunpiwon BUD / BUD rationale

Aldpkela otnv nnyr: 6 pAveg umd TG oLVBRKEG TNG MNYHG.

H dudpketa avth elvat 0dnyla TNG CUYKEKPLUEVNG QappaKkoTol{ac/mNYAG. ZTov mMapdvTa EAeyx0o dev emaAnBedTNKE
A PNG MIPWTOYEVAG LEAETN TTOL VA TEKUNPLWVEL TALTAOXPOVA XNHLKH, PUOLKE KOl UIKPOBLOAOYLKH EMEKTACN TNG
(6lac TeAkAC obvBeonc.

ETLAEYHEVOC YEVIKOG Kavovag: £we 35 nuépeg yia udaTik Hoper HE KATAAANAO oOOTNUA CUVTAPNONG OTNY TEALKH
o0vBeon kat pH. Xpnatpomnowjote 20-25 °C, A} 2-8 °C pévo dtav n nnyr To emTpénel/analtel kat n Hopen
MoPAUEVEL KATAAANAN. Aev entapkel N ovopaoia evdc ouvtTnENTIKOL £4v aLTO €xel apalwbel, adpavoroinOel
peTagepOel o GAAN pdon.

To éplo BLBALOYPAPLKIG ava@opdc TnG napovdoag €kdoong elval n cuvtoudTePN HETAED TNG MoPATIAVW BLAPKELAG
TNYAC Kal Tou yevikoD oplov. MNa napdtaon anatte(tal Tekunpiwon mov KAADTITEL
SpaoTIKA/EKDOXQ/MEPLEKTIKOTNTA, TIEPLEKTN, Oepokpacia, LEO0DO evdELKTLKH 0TABEPOTNTAC KaL, Yla LOATLKNA
EMEKTOON, TNV AMALTOOPEVN HIKpoPBLoAoyik Tekunpiwan. Epappootéa enionun USP-NF povoypaoia agloloyeitatl
XWpPLoTd oto MAAPeC Ke{pnevd TNG.

Huepounvia xpriong = n evwpitepn emtpent nuepounvia and noapaokevr] + emAeyUévn dldpkela, AREELC MPWTWY
VAWV KoLl TUXOY CLUVTOUSTEPO TEKUNPLWHEVO OpLo. O XpdvoG PHETA TO Avolypa 6ev mapaTteivel To cuvoAlkd BUD. H
TEALKA NUEPOUNVI{O CUUMANPWVETAL YL TN GLUYKEKPLEVN TIOPTIBA HETE TOUC EAEYYOULC.

O yeVIKOG Kavovag anoTeAel ouvtnpeNTkd Oplo emMAOYAC Kol OXL MELpapaTIK anddelEn otabepdTNTAC TNG
napTidag. H katnyopila cuvdéetal pe TNV TEAKA aOVOEDN, TN oLVTAPNON Kal TG emTPeNOUEVEG Bepuokpaoieg. H
TIUA aw 6gv MPoKOMTEL amd TO MOG0CaTO VEPOU A TNV AMWAELX KATd TNV EApavan. MNa tekunpiwaon xpnotponotiote
SOP-014 kot F-006- yia €l6ikrj aw, SOP-017 kat F-012.

H USP 6ev anattel pétpnon aw o€ kdBe un otelpo napaockedaoua. H tekunplwuévn tagvéunon tng
OLYKEKPLPEVNG o0vBeong unopel va xpnaotpomotle{tal wg 0dnydc: Kataypdeetal pntéd wg ekTinon Kot XL WG
pétpnon. Auei{BoAn fj opltakr Ta€vounon amnattel l6iké tekuriplo j KATAAANAN wétpnon. H nuepounvia TeAltkol
okevdopatog dev vnepPaivel Tn dlaBéoun nuepopunvia Twv RdN MAPACKEVACUEVWY CLOTATIKWY/BATEWY, EKTOG Qv
€xeL voBeTNBel enapkrg e8Ik TekUNP{won yla TNV akpLBr TeAkr obvBeon.

Period reported by source: 6 months under the source conditions.

This duration is a specific formulary/source instruction. This review did not verify a complete primary study
establishing chemical, physical and microbiological extension for the same finished formulation.

Selected general rule: up to 35 days for an aqueous 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.

The reference-policy ceiling in this edition is the shorter of the source period above and the general ceiling.
Extension needs matching active/excipients/strength, container, temperature, a stability-indicating method and
the required microbiological evidence for agueous extension. An applicable official USP-NF compounded
monograph is assessed separately in its complete text.

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], [15], [16], [18], [20]

Mpoamaitovpeva / Prerequisites

Aev anatte(tal xwploth Bdon pe KwdKkd uNTPWOoL. Tuxdy EUMOPLKS OYNUA TTHPAUEVEL TO AKPLBEC KATOVOUXTOUEVO
npoidv touv mivaka.
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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

Xwplote eAawdn Kat vdaTiky edon. OepudveTe Kat TI¢ 600 otovg 70-75°C. Katd PN/L/FF/002/00 npooBéate Tnv
LOATIKA OTNY EAXLWON UE EAeyxOuEVN avddevon katl ouveyxiote Hé€Tpla avddevon kKaTd TNV YOEN.

Separate oil and aqueous phases. Heat both to 70-75°C. Under PN/L/FF/002/00, add the aqueous phase to the oil
phase with controlled mixing and continue moderate mixing during cooling.

References: [11], [3]

MNapatnpnioelg / Observations

Zuvwvupo nNyAG: Pomada hidréfila USP. H napodoa obvBeon tekpunplwveTal and AEMPS: 6ev motonole(tal
TadTion pe tpéxovoa USP.

Source synonym: Pomada hidréfila USP. This composition is documented by AEMPS; equivalence with current USP
is not certified.

References: [1]

MepLékTnG KaiL cvokevaoia / Container and packaging
AdLagavécg Balo, KaAd kAewoTd, <25°C.

Opaque jar, well closed, <25°C.

References: [1]

MoloTikO¢ éAeyxocG / Quality control

MoAD OUVEKTIKG AEUKO YOAGKTWHA.

ZounAnpwpaTtikol EAeyyol Tou PN mou mapamnéunel n mnyr:

Epgdvion kot pdca. MNa oepég noptidwv: ektaopdtnTta PN/CP/003, TOMog yahakTtwuatog PN/CP/002, pH og O/W
PN/CP/001 kat ptkpoPloAoyikdg éheyyog RFE 5.1.4.

pH katd PN/CP/001: Katd kavéva pétpnon oto delypa xwplc mpoeneEepyaoia, ekTd¢ €W6LkAC 0dnylag. MNa akpBr
pHéTpnon eQapuoleTAL MOTEVOLOUETPLKA HEB0BOC RFE 2.2.3: ol Tawvieg neplopifovtal oe eAEYXOLC TIOL HeV
anottoby vynAr akpiBeLa.

ExktaowdétnTa PN/CP/003: otaBepr nooodTnTa delypatog HETAED LAAWVWY MAAKWY, dladoytkd Bdpn kat xpdévol
KaBopLoHEVOL TOTILKA: JETPOUVTAL BUO dLdpeTPOL KAl cuyKpiveTal eMPdvela EvavTt gopTiov. MpoTteiveTal
Bepuokpaotakr petaBoAn £0,5°C. H mnyr 6gv dlvel KaBoALKS 6pLo amodoyxrG: aUTO TEKUNPLWVETAL TOTILKG.
EAEYXOC TMOAVOALKWY TIPWTWY LAWY: Yo QapHokela, EAeyxoc KABe mapTdac i TEKUNPLWPEVN Blag@dALan eAEyxoL
and aflénioto npounBevtr Katd FDA. H anAr tavtonoinon pe IR dev anokAeiet DEG/EG.

H uébodog, to éplo amodoync, N MPAYHATIKI TIUA KoL 0 EAEYKTAC KaTaypd@ovTal XwploTd ato F-005. Anotuyia
Kplowng nmpodlaypaeric odnyel oe kapavtiva kat dtepedvnon katd SOP-015- n emavaAnyn eAéyxwv xpeltdleTal
attoAdynon.
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Very firm white emulsion.

Additional tests from the referenced SOP:

Appearance and mass. For batches: spreadability PN/CP/003, emulsion type PN/CP/002, pH of O/W emulsions
PN/CP/001 and microbiological testing RFE 5.1.4.

pH under PN/CP/001: normally test the untreated sample unless otherwise specified. Accurate measurement
follows potentiometric RFE 2.2.3; strips are limited to checks not requiring high accuracy.

Spreadability PN/CP/003: fixed sample quantity between glass plates, with locally defined successive loads and
times; measure two diameters and compare area against load. Temperature variation of £0.5°C is suggested. The
source gives no universal acceptance limit; establish it locally.

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: [1], [3], [4], [5], [13], [19]

®0Aain / Storage
AdLagavécg Balo, KaAd kAewotd, <25°C.
Opaque jar, well closed, <25°C.

References: [1]

AwaOeon / Dispensing

Evbldueon Bdon ywa epyactnplakn xprion. H evowpdtwon dpaotikAc anattel véo éAeyyxo obvBeong, pH,
ouvtrpnong kat BUD Ttou teAlkoD mpoiévTod.

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

References: [1]

EmioApavon / Labelling

ZUVEKTLKA LOPOEIAN Kpéua 1 EX003

Epyaotnplakri Baon - 6xt dueon xopriynon
Mooétnta: _ Noptida:

Mapaokevdotnke: _ XpAon éwg:

AobBevrig / 66an / ouyvéTnTa:

®OAaEN: AbLagavég BETo, KaAA kAeloTd, <25°C.
©epuokpaoia yia to BUD autAg tng maptidag:

Firm hydrophilic cream 1 EX003

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

Prepared: __ Useby:

Patient / dose / frequency:

Storage: Opaque jar, well closed, <25°C.
Temperature for this batch BUD:

References: [1]
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v9_controls / v9_controls

To apBunTiké 6plo oto apyelo elval pévo 6pLo BLBALOYPAPLKAC avapopdc UTd TIC £LBLKEC TPODTOBETELC. Agv €YEL
opltotel BUD mpayuaTikAc mopTidag Kat 6ev éyxouv napaydel petprioelc aw. H akplBrigc obvBeaon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N GUAAEN Kol Ta aTolxela eAéyyou PEMEL val YKPLOODVY YLl TN CUYKEKPLUEVN
epapuoyn. H évap&n touv vrmoAoylopol BUD eival n évapEn tng napaokevig. Epapudletal To GUVTOUGTEPO
TEKUNPLWHEVO 6PLo, PE XWPLOTO €AeyY0 BLdpKeELaG HETA TO dvolypa. Ta dpla USP elval texviké mAaiolo kat dev
napovotdfovtal wg eAANVIKY vouobeaia.

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 andédoon/opydvwaon oTolxelwy TNG avaeepdpuevnc mNyng. Aev anoteAel enlonun petdgpaon fi €ykplon tTov
€kdOTN.

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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