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AvIOVIKH VOPOPIAN Kpépna FTM
Anionic Hydrophilic Cream FTM

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

KntooTteapuAlkr) aAKOOAN 159
Cetostearyl alcohol

FAvKePOAN 59
Glycerol
AoovpuAoBeLKS vATPLO 15¢g

Sodium lauryl sulfate

Zuvtnpenuévo LGwp FTM g.s.ad 100 g
Preserved water FTM

Mpoamaitovpeva / Prerequisites

CGR-BE-003 Preserved water FTM

MNeprypa@n okevaopatog / Preparation description

Huwotepen BAaon: Aviovikr LBPSPIAN Kpéua FTM. MpdoBeTa KPLTAPLA EUEEVLIONG EV TEKUNPLWVOVTAL OTO
€EeTAOOEY £1OLkd Kelugvo.

Semi-solid base: Anionic Hydrophilic Cream FTM. Additional appearance criteria are not established by the specific
text reviewed.

References: [1]
Apaon kaiL xpAon / Action and use
Exdoxo/Bdon yla TNV KATAAANAN TEAIKA Mapaokevr: anatte{tal EAeyxoG oupBaTtdTnTaC.

Excipient/base for an appropriate final preparation; compatibility must be assessed.

References: [1]
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Mpobiaypagéc / Specifications
Kpeuwdng opoloyevAc BAoN: YEVIKEG QMALTAOELG NULOTEPEWV.
Uniform creamy base; general semi-solid requirements.

References: [1]

®wg / Light

Agv mapéxeTal EL6IKA WTOOTABEPSTNTA TOL TEALKOU TPOIOVTOC. H amatToOUEVN QWTOMPOOTAC( 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 kKat o€eidbwon / Air and oxidation

Aev mapéxeTal HEAETN 0EEWOWTIKAC 0TABEPATNTAC TOL TEALKOD HiypaTtog o0Te anaitnon adpavoldc 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

H yAuKepOAN avaptyvieTal He vepd. Autd 6ev kaBopl(Zel ikpoBLoAoyikr oTaBePdTNTA TOL OKELACUATOG.
JuotaTtikd ™G Bdong CGR-BE-003: MapaddpoguBevloikdc peBuAeotépac: n avtiotolyn kabapri npwtn VAN Kot
JP elvat Alyo dlaAvtr 0T0 vepd.

Zvotatikd tng Bdong CGR-BE-003: MapaddpoEuBevloikdc mpomuAeotépag: n avtiotolyn kabapr npwtn OAN KaTtd
JP glvat moAD Alyo SlaAuTH oTo vepd.

Glycerol is miscible with water. This does not establish product microbiological stability.

Component of base CGR-BE-003: Methyl Parahydroxybenzoate: JP classifies the corresponding pure raw material
as slightly soluble in water.

Component of base CGR-BE-003: Propyl Parahydroxybenzoate: JP classifies the corresponding pure raw material
as very slightly soluble in water.

References: [2], [8], [9], [10]

Yypaocia / Humidity
Yypookotitkr) YAUKEPOAN- meplopiate £€kBeon TNG MPWTNG DANG OTNV LYpaoia.
Glycerol is hygroscopic; limit raw-material exposure to moisture.

References: [2]

Oeppokpacia / Temperature

A€V TEKUNPLWVETOL EMTPENTH Beppokpaatakh andkAlan i KOKAOG KaTtdywugng/andypuéng. OL Beppokpaoieg
MOPACKEVAC Kol QUAAENG avapépovTal oTa avtioTolxa nedla.

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

References: [1]
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pH kai ovpBatétnta / pH and compatibility

Agv op{CeTtat 16kd €0pog pH TOL TEALKOD OKELAOUATOG. Agv TipooTiBeTal pLOULOTAG PH XWPIG TEKUNPLWHEVN
oAAayr TNG obvBeang.

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

References: [1]

AAAeGg aAAnAemibpaoelg / Other interactions
FALKEPOAN: emk{vbuvn avtidpaon pe Loxupd oEELBWTLKE.
Glycerol: hazardous reaction with strong oxidising agents.

References: [2]

Eldika otolxeia cvotaTtikwy / Ingredient-specific information

FALKEPSOAN: dypwHo, dlavyég, MaxOPPELATO KAl EVTOVA LYPOOKOTILKO LYPO. AvautyvieTal he vepd, aAAd elval
TMPOKTIKAE adldAvtn o Aunopd Kot atBépla EAata.

NoovpuAoBeltké vatplo: 1 g oe 10 mL vepoL 6lvel dlavyég 1 LpLdiCov 6tdAvpua katd JP.

FALKEPOAN: apaAafr e TavTéOTNTA APXLKOD TMapaywyol, MapTda Kal agLOMoTO TLOTOMONTIKO. MNa TIG OXETIKEG
MPWTEG VAEG, To FDA avagépel EAeyxo dlatBuAevoyAukdAng (DEG) kat atBuAevoyAukOANnG (EG), kaBeuldg €wg
0,10% oOpgwva HE TNV EQapuooTéa povoypagia. To éplo agopd Tnv mpwTn VAN.

JvoTtatikd tne Bdong CGR-BE-003: MapaddpoEuBevlolkOg HEBLAETTEPAG: MPWTN DAN HE XAPAKTNPLOUO
dloAvTéTNTOG 0TO VEPS «Alyo BlaAuTtr» Katd JP.

JuotaTtikd TG Bdong CGR-BE-003: MapaiddpoEuBevloikdG MPOMUAESTEPAC: MPWTN VAN HE XOPAKTNPLOUS
dlaAvtdéTNTAC 0TO VEPD «TIOAD Alyo dlaAvth» KaTtd JP.

Glycerol: clear, colourless, viscous and strongly hygroscopic liquid. It mixes with water but is practically insoluble
in fixed and essential oils.

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

Glycerol: 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-BE-003: Methyl Parahydroxybenzoate: raw-material water solubility is classified as
slightly soluble by JP.

Component of base CGR-BE-003: Propyl Parahydroxybenzoate: raw-material water solubility is classified as very
slightly soluble by JP.

References: [2], [4], [5], [8], [9], [10]

Mpootacia epyalopévwy / Staff protection

KaBapr HOKPUHAVLIKN EpyaoTnELaK evdupacia, KAALYN LOAALWY KoL YAVTLA KATA TOV XELPLond. AAAQYH YAVTLWY
META amd emudAvvon/ebopd.

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

References: [1], [3], [6]
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ExTtipnon kivdovov / Risk assessment

ZuykekpLuévn moptida avagopdg: 100 g. Mpwto ovotatikd: KntooteapuAlk aAkodAn, 15 g. EAéyEte aveEdptnTa
TN XNUWKA Hoper, TG HOVAdEC Kal KABE KALUdKwaon mpv amnd COyLon.

QC evdldpeTo, PEPEL ELBLAKPLTN TAVTAHTNTA KAl GLYKEVTPWON: 6ev dlaTiBeTal WG TEAKS @dpuako. H apaiwon A
npooBnikn 6pacTtikig anattel véo umoAoylopd ekdOXwWvY, cuvtApnong Kat BUD. EAéyEte &TL kKABe eEapTwuevn Bdaon
€xel anodeoueLOEL.

Kataypdyte yla TNV TOMKA avdAuvon moodTnTa avd Napaokevr, ouxvétnta epyaciog, dLapKeLa avolkTol
XELPLOMOD, TBAVEG 06006 €KBEONG KL AMOTEAECUATIKOTNTA TWY HETPWY eAEYX0L. AuTd elval atowxela elgédouv
NG agloAdynaong: 6ev amodibeTal MPooXNUATIKAC TEALKOC BaBUSC KlvdOvou.

©epuLkd aTAdl0 TNG oLvyKeKPLPévNng Sladikaalag: eAEYETE OepUOPETPO, TPOTIO BEPUAVONG, XPOVLKH BLdpKeLa Kot
anopuyr unepBEpuavonG/anwAelag dtaAdTn. To TéEAog avduEng dev TavtiCeTal pe TEKUNPLWPEVN YOEN A A PN
opoyevormoinan.

Znuelo eAéyyxou amnodéapevonG: EAEYETE CUOOWHATWHATA, KPUOTEAAOUG, TOTILKEG BLOAPOPEG LG KAl EAEDBEPO
LYPO HETE TNV OAOKARPWON TNG HEBGBOL. KataypdyTte yewueTpla avauéng, uéyeboc naptidag KoL MPAYHATIKEG
OEPUOKPAOIEG: HETAPOPA apLlBUOD OTPOPWY 0 GAAO avaulkTApa dev anodetkviel Looduvauia.

MepLéxel KNTOOTEAPULALKH 1] KNTUALKH) aAKOOAN: umopel va MPoKaAEoeL TOTLKY depuaTikh avtidpaon. A§LoAoyrote
KOl TA OLOTATLKA TNG XPNOlpomnolovevng Bdong.

Reference batch: 100 g. First ingredient: Cetostearyl alcohol, 15 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.

Contains cetostearyl or cetyl alcohol, which can cause local skin reactions; include components of the selected
base in the assessment.

References: [1], [12], [14], [16]

ZuvOnkec mapaokevng / Compounding conditions

Mpw and avduEn: Tavtonoinon XNUKAG HOoPeAG Kal mapTidag K&dBe ouoTaTikoD, KaTaypaer BEWPNTKWY
MOCOTATWY KAl EAEYX0G KaBapldTnTaC Tou eEOMALOMOD. OL BepoKkpaoileg Kal N oelpd mPoodrikng elvatl aLTEC TNG
nopakATw 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], [6]
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Tekpunpiwon BUD / BUD rationale

Agv gvtomni{oTnke €8LKA MELPAPATIKA BLEPKELX IOV Vo KAAOTITEL OAGKANPN TNV akpLBA glvBeaon, Tov MEPLEKTN Kal
TN HLKPORLOAOYLKH KaTaAANASTNTA.

EmAEYHEVO YEVIKS v TATO OpLo avapopds: 35 NUEPEG Yo LBATLKA HOPPH PE KATAAANAN GLUVTHPNON OTNY TEALKH
obvBeon Kat 0to TeEALKS pH, otoug 20-25 °C f o€ oupBath YOEN 6tav auTh emTpéneTal. Agev elval HeEAETN
otaBepdTnTAC 00TE NUEPOUNVIA ATOSEOUELONG OLYKEKPLUEVNG TapTBag.

Huepopnvia xpriong = n evwpitepn emtpentr nuepopnvia and napackevr + emAgypévn dldpketa, AREELG MPWTWY
VAWV KoL TUXOY CLUVTOUSTEPO TEKUNPLWHEVO OpLo. O Xpdvog PETA To dvolypa 6ev napaTteivel To cuvoAlkd BUD. H
TEALKH NUEPOUNVI{X CUPTANPWVETAL YLO TN OLYKEKPLUEVN AP T{BA PETA TOUG EAEYXOULC.

O yevikdG kKavédvag amnoteAel ouvTNPENTLIKO dPLo EMAOYAG Kot OXL MELPAMATIKA anddelgn otabepdTnTag TNG
naptidag. H katnyopla ouvdéeTal pe TNV TEAK oOvBeon, TN oLVTAPNON KoL TLG EMTPENOUEVEG BEpoKkpaoiec. H
T aw 6gv MPoKOTTEL and To MOooaTS VEPODL 1 TNV anWAsLa Katd tnv EApavaon. MNa tekunpiwon xpnoluonotioTe
SOP-014 kot F-006- yia €16ikry aw, SOP-017 kot F-012.

Altevkpivion USP: dev anatte{tal pétpnon aw yia kdBe pn otel{pa napaokevr. H katnyopla pnopel va TeKuNPLwOEel
and TNV akpLBr obvBeon Kal KATAAANAQ AVTLMTPOCWTEVTIKA Mapadelypata: dtav n obvbeon elvat aBéRain
oplaKr, MPOTIHATOL EL6LIKNA UETPNON HE KATAAANAN LUéBO0BO. ZTNY napoloa ékboan Hev umdpyel HETPNUEVN aw O0TE
anodeopevpévn mopTida. H Sldpkela Tou TEALKOD OKELAOUATOC KATA Kavdva dev vepBaivel To evamopévov BUD
TWY EVOWUATWHEVWY YAANVIKWY BAoswv/evolapéowy. EEaipeon xpetdleTtal €dikr attioAdynon 6TL 6ev
eNMNPEAZeTAL BUOHEVWIG N GUOLKH, XNHLKA A LikpoBLloAoyLkr moldTnta. KataypdyTte xwplotd TeAkd 6pLo,
NUEPOUNVIX MOPAOKELHG TWY EVOLAPETWY KAl MIPAYHATIKA nuepounvia ARENG TOLG.

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

Selected default reference ceiling: 35 days for an aqueous preparation appropriately preserved in its final
formulation and final pH, at 20-25 °C or compatible permitted refrigeration. This is neither a stability study nor an
approved batch release date.

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: [1], [11], [13], [15]

MpoanaiToVpeva / Prerequisites
Preserved water FTM: CGR-BE-003

Preserved water FTM: CGR-BE-003

References: [1]

EEonmAlopog / Equipment

Zuyo6¢ KaTdAANANG eAdxLoTng C0ylong, youdi/omepog i opoyevonolnTthg, doxela avdulEng, ondTovAEg,
BepudpeTpo dTav undpxel B€puavan, 6pyava oyKOUETPNONG YL MOoHTNTEG 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]
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M£00b0¢ mapaokevng / Compounding method

TAETE TNV aAKOOAN oTtoug ~70 °C. Oepudvete 78 g ouvtnpnuévou 08aToC e YALKEPOAN oToug ~75 °C Kal
SdLoAboTE TO AdoupuAoBelkd vaTplo. MpoaBéate TNV LOATIKA 0TN Attapr edon. AvadeboTe Ara katd TNV Yo&n
KL OVOTANPWIOTE ATWAELEG HE guvTNPNPEVO DBWP €wc 100 g.

Melt alcohol at ~70 °C. Heat 78 g preserved water with glycerol to ~75 °C; dissolve sodium lauryl sulfate. Add
aqueous to fatty phase, stir gently during cooling and replace evaporated water with preserved water to 100 g.

References: [1]

Napatnpnioclg / Observations

H teAkr moodtnta elvatl n Bdon tou nivaka ocdvBeong. Kataypdgovtal mpayUaTtiky anddoaon, Tuxév amWAELEC Kal
anokA{oELlC 0TO QUAAO EKTEAEDNG.

The final quantity is the master-formula basis. Record actual yield, losses and deviations in the batch record.

References: [1]

MNeplékTNG KaL ovokevaoia / Container and packaging

EmAoyn yia tomikr agloAdynaon: ateyavd ocwAnvdplo f 6oxelo NULOTEPEWY PE KATAAANAN enévbuan. Mpw amnd
MARPWOoN eAéyxovTal KaBapldTnTa, aKEPALOTNTA, OTEYAVOTNTA KAl GUPPBATSOTNTA VALKOO/MWUATOG. H €181KA
Hovoypa@la 6EV TEKUNPLWVEL CUYKEKPLUEVO EUMOPLKS TEPLEKTN.

Selection for local assessment: tight semisolid tube or jar with a suitable lining. Check cleanliness, integrity,
closure and material compatibility before filling. The specific monograph does not validate a particular
commercial container.

References: [1]

MoloTikO¢ éAeyxocG / Quality control

KpenwdNC opoloyevriG BAON: YEVIKEG QMALTACELG NULOTEPEWV.

EAEYYXOC TMOALOALKWY TTPWTWY LAWVY: yla QapHokela, EAeyx0G KABe mapTidag A TEKUNPLWEVN dlao@dALlon eAEyxOL
and agLénioto npoundevTr kKatd FDA. H anAr] tavtonoinon ue IR 6ev anokAsiel DEG/EG.

H péBodog, to 6plo anodoxng, N MPAYHATIKA TLUA Kal 0 EAEYKTAG KaTtaypdgovtal xwplotd oto F-005. Anotuyla
Kplowng mpodlaypa@rc odnyel o kapavtiva Kat dtepebivnon katd SOP-015- n emavdAnyn eAéyxwv xpeldletal
aLtloAdynon.

Uniform creamy base; general semi-solid requirements.

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], [5], [14]

®0Aagn / Storage

ZupBaTdég, oteyavog nepLékTng. MNa to vnd npoinobéoelg 6pLo avapopds 35 nUePWv Xpnaotpomnotovvtat 20-25 °C,
€vTOG TNG MNyrg 15-25 °C émnov auth opietat. EAEyxeTaL N KATAAANASTNTA TNG TEAKAG cuvThpnong: dgv
anodibeTal metpapaTiky dLdpkeLa.

Compatible tight container. For the conditional 35-day reference ceiling use 20-25 °C, within the source’s 15-25
°C where specified. Final preservation suitability must be supported; no experimental duration is assigned.

References: [1]
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Awa0eon / Dispensing

Evbldueon Bdon yia epyaotnplakr xprion. H evowpdtwon 6paotikic anattel véo éAeyxo obvBeong, pH,
ouvvtApnong kat BUD Ttou teAlkol mpoiévToc.

Neptéxel kNTooTEAPUALKH 1} KNTUALKH OAKOOAN: pmopel va mpokaAéoel Tomkr SepuaTik avtidpaon. AEloAoyroTe
Kall TA OLOTATLKA TNG XPNOlpomnolovevng Bdong.

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

Contains cetostearyl or cetyl alcohol, which can cause local skin reactions; include components of the selected
base in the assessment.

References: [1], [16]

EmioApavon / Labelling

AvlovikA VBPSEIAN Kpéua FTM

Epyaotnplakn Bdon - 6xt dpeon xopriynon

MNoodétnta: _ Moaptido:

Moapaokevdotnke: _ XpAon €wg:

AcBeviig / 66on / ouxvéTnTOo:

®OAaEN: 2-8 °C, petd TNV enBePaiwon KataAAnAdTNTAG YOENG.

©eppokpaoia yla To BUD auTtAg tng naptidag:

NepLéxel KNTOoTEAPUALKH | KNTUALKA OAKOOAN: pmopel va mpokaAéoel Tomkh Seppatik avtidpaon. AEloAoyroTe
KoL T® OLOTATLKE TNG XPNOlonolobuevNnG Bdong.

Anionic Hydrophilic Cream FTM

Compounding base - not for direct administration

Quantity: _ Batch: __

Prepared: __ Useby:

Patient / dose / frequency:

Storage: 2-8 °C, after confirming suitability for refrigeration.

Temperature for this batch BUD:

Contains cetostearyl or cetyl alcohol, which can cause local skin reactions; include components of the selected
base in the assessment.

References: [11], [7], [11], [16]

v9_controls / v9_controls

To apBunTikd 6plo oto apyeio elvat pévo 6pLo BLRALOYPAPLKAC ava@opdc uTd TIC £6IKEC polmoBEéTelg. Aev €xel
oplotel BUD mpaypaTtikig naptidag kat dev £€xouv nmapaxOel petprjoelg aw. H akplprig abvbeon, ta
TIPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN KoL Ta aTolxela eAEyyoU TIPETEL VOl EYKPLOODV YL TH OUYKEKPLUEVN
epapuoyn. H évap&n touv vrmoAoylopol BUD eival n évapén tng napaokevic. EQapudletal To GUVTOUSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO EAEyY0 BLAPKELAC HETA TO Avolypa. Ta dpla USP elval Texviké mAaiolo Kat 6ev
napovoldfovtal WG EAANVIKA 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.

AveEdpTnTn eAANVIKA Kot ayyAk anédoon/opydvwan otolxelwy TnG avagepdpevng mNyng. Aev anoteAel enlonun petdgpaon fi £€ykplon Tov
€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] Formulaire Thérapeutique Magistral 2010 - B-1-3-a.9

2010 | PDF pp. 45, 63 | master formula | 2026-10-14
https://www.fagg-afmps.be/sites/default/files/content/Matieres_premieres/FTM_Pharmaciens_Edition_2010.pdf

[2] FN/2003/PA/013 GLICEROL

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_013.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: Sodium Lauryl Sulfate

JP XVIII, 2021; English text | Printed p. 1718; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[5] 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

May 2023, revision 1 | Recommendations; section on pharmacy compounding | raw material quality | 2026-09-12
https://www.fda.gov/media/167974/download

[6] 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

[7] 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

[8] MHLW - Japanese Pharmacopoeia XVIII: Methyl Parahydroxybenzoate

JP XVIII, 2021; English text | Printed p. 1343; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[9] Formulaire Thérapeutique Magistral, édition 2010 - B-I-3-a.10

2010 | PDF pp. 46 | master formula | 2026-09-10
https://www.fagg-afmps.be/sites/default/files/downloads/FTM_Pharmaciens_Edition_2010.pdf

[10] MHLW - Japanese Pharmacopoeia XVIII: Propyl Parahydroxybenzoate

JP XVIII, 2021; English text | Printed p. 1601; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[11] lllinois 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
[12] 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
[13] 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
[14] 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
[15] 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
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https://pages.usp.org/rs/711-SXF-172/images/HQS%20-%20USP%20GC%20795%20FAQs.pdf?version=0
[16] 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

Sikalias Greek Formulary | Reference documentation 9



