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AIOPOQTIKO ®YAAO / EDITORIAL CORRECTION

CGR-BR-009
Anionic cream | — FNFB

10.09.2026 - Web edition 4.0

To napdv nponyel{tal Kot LTIEPLOYDEL LOVO OTA CLYKEKPLUEVA TTES{a oL avaPEépovTal mapakdTw. Ot
EMOUEVEC 0eA(DEC BlaTnNpolY TNV apxLKA povoypaeia yia tyvnAaoiudtnTta. Aev anoteAel £ykpLon
MOPAOKELAG.

This sheet supersedes only the specified fields below. The following pages retain the supplied
monograph for traceability. This is not compounding approval.

AL6pBWON ECWTEPLKWY MAPATIOPTIWV BonONTIKWY B&oewv. loxdouv ot akdAovBol Kwdikol Tov pNTPWov,
ovT{ TWY KWOKWY oTo edlo «EEapTAgelg» Tov apxtkod PDF:

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

Imidazolidinyl urea 50% w/v preservative solution - CGR-BR-003

Correction of internal base cross-references. Use the following register IDs instead of the IDs in the
original PDF Dependencies field:

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

Imidazolidinyl urea 50% w/v preservative solution - CGR-BR-003

TuvtakTiky empéAela / Editorial responsibility: Ztaowdg Xp. ZikaAldg - Stasinos Chr. Sikalias

Apxké PDF SHA-256 / Supplied PDF SHA-256:
7b230bd4cdb231137686860cfla4d16935585467e4ald4eebd7135939f2eeble9

MpéTuno npog tomkr €ykplon / Template for local approval



ZUVTAYOASYLO FAANVIKWY ZKELAOPATWY
EAANviIKO6 Formulary Sikalias

AviovikA] kpépna | — FNFB
Anionic cream | — FNFB
CGR-BR-009 « Ekboon / Version 4.0 * 10.09.2026

MpwTtoBouvAia GUAAOYAG LALKOD amd £€yKupeg MNYEG, wG Bdon ywa tn dnuovpyla EAANVIkoO formulary.
2TaoWwOC Xp. ZIKAALAC.

An initiative collecting material from authoritative sources to lay the foundations for a Greek formulary.
Stasinos Chr. Sikalias.

IZTTOPIKH EKAOZH MHIMHZ — anoatte{tatl avtimapaBoAn pe tTnv toxvovoa £€kdoaon mpwv and xprion.
HISTORICAL SOURCE EDITION — compare with the current edition before use.

Mnyn / Source: ANVISA — Formulério Nacional da Farmacopeia Brasileira, 22 edigao, Revisdo 02 (2012) « A2 » 2012, 2nd ed.,
Rev. 02 — superseded

AeAtio Tekunplwong mPo¢ TomLk emoTNUOVIKA €ykplon. Agv anoteAel emkupwpévn odnyia
anodéopevong napTidag.

Evidence worksheet for local scientific approval. It is not a validated batch-release instruction.

dappakoTeXVIKN popen / Dosage form
Huwoteper Bdon

Semi-solid base

AAAeg ovopaoieg / Other names

ANVISA — Formulario Nacional da Farmacopeia Brasileira, 22 edicdo, Revisdo 02 (2012)

Zuvvtayn / Master formula

Bd&on vnoAoylopol / Formula basis: 100 g

A/  ZvoTaTiko / Ingredient MoooétTnTa Movabéa
A Quantity Unit

No

1 EdeTIkd BvdTplo (A) 0.1 g

Disodium edetate (A)

2 Tuunokvwpa napaBevv FNFB (A) 3.3 g
FNFB paraben concentrate (A)

3 dwopoptk KNTuAodLatBavolauivn (A) 1.5 g
DEA cetyl phosphate (A)

4 TplyAvkep(dla kamnpikod/kamnpuAtkol o&€og (B) 4 g
Capric/caprylic triglycerides (B)

5 KntooteapuAtkr] aAkodAn 30:70 (B) 9 g
Cetostearyl alcohol 30:70 (B)

6 BouTtuAvSpoguTtoAovdALo (B) 0.05 g
Butylated hydroxytoluene (B)

7 KukAopeBikévn (C) 2 9
Cyclomethicone (C)
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A/  ZvoTaTiko / Ingredient MNoooéTnTa Movabda

A Quantity Unit
No
8 AldAvpa tpdaloAdvurovpiag 50% w/v (C) 0.6 g

Imidazolidinyl urea 50% w/v solution (C)

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

10  OEWwLoTIKO/aAKOALKS dLldAvpa FNFB, €dv xpeldletal g.s. pH 5.5-6.5 BA. mood
FNFB pH adjuster, if required Tnta/
see
quantity

Mnyn obvBeong: [1]. g.s. = enapkr¢ moodTnTA - ad = PEXPL TEALKS OOVOAO. Agv peTaTpénovtal avbaipeTa g oe mL.
Formula source: [1]. g.s. = sufficient quantity; ad = to the final total. Do not arbitrarily convert g to mL.
Meprypagn okevaopatog / Preparation description

Huwotepen Bdon: Aviovikn kpéua | — FNFB. Mpdéabeta KpLtrhipla epedviong 6ev TEKKNPLWVOVTAL OTO
e€eTaoB€v €161k6 keluevo. [1]

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

Apaon kaiL xpRon / Action and use
AviovikA HoAaKTLKA Bdon O/W. [1]

Anionic emollient O/W base.

MpodiLaypagécg / Specifications
pH 5,5-6,5. [1]
pH 5.5-6.5.

ZUVOAKEeG Kal TPo@ULAAGEeLc / Conditions and precautions

Ta otolyelo MPWTWY LAWY 6€V cLVLOTOOY HEAETN 0TABEPSTNTAC TEALKOD OKELAOUATOG. «AEV
TEKUNPLWVETAL» BEV ONUAVEL «OTABEPS» 1] «OOPAAEC>.

Raw-material information is not a finished-product stability study. “Not established” does not mean “stable” or
“safe”.

EvaioOnoia oto @wg / Light

Mo to teAkd okevaopa n Ny oplCeL:
AdLapavéc MAaoTikd doxelo, KaAd kAetopévo, mpootaaoia and ewg, Bepuokpaacia dwuatiov. [1]

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

Agv TEKUNPLWIVETAL €LOLKO oToLXelo OTLG TINYEG oL eEeTdoTNKAV. AtatTe(Tal CUUMARPWON TPV aTd TOTILKA
€yKkplon, epbéoov slval KPIoHo yla TN oLuYKeEKPLUEVN mapaokevr. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.
EvaioOnoia oto vepo / Water

Agv TEKUNPLWVETAL €LOIKS oToLye{o 0TLG TINYEC oL €€eTdoTNKOV. ATTaLTE(TAL CUPTARPWON TIPLY ATO TOTILKA
éykplon, epbéoov elval KPIoo yla TN oLYKEKPLUEVN mapaokevr. [1]
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No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.

EvaioOnoia otnv vypacia / Humidity
Agv TeKuNPLWveTal el61KS otolxelo 0TI NYyEC Tov e€eTdoTnKav. ANaLTe(TAL CUPNARPWON TPV ATd TOTILKA
€ykplon, epbdoov elval Kp(oo yla Tn oLYKEKPLUEVN apaokevh. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.

EvaloOnoia otn Osppokpacia / Temperature

Agv TEKUNPLWVETAL €OLKO oToLXE(O OTLG TINYEC oL EeTAoTNKAVY. AtatTe(Tol CUUMARPWON TPV aTd TOTLKA
éykpLan, epoéaov elval Kp{OLWO yLa TN OLYKEKPLUEVN TtapaoKeLr. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.

EvaioOnoia oe pH / pH

MpodLaypa@r TOV CUYKEKPLEVOL OKELAOHATOG, OXL EVPOG amodedelyuévng oTaBepdTNTAG:
pH 5,5-6,5. [1]

Specification of this preparation, not a demonstrated stability range:
pH 5.5-6.5.

AAAec aovppBatoTnTeG / Other incompatibilities

Agv TeEKUNPLWVETAL €L8IKS oToLyelo 0TLG TINYEC oL €€eTAoTNKOV. ATTaLTE(TAL CUPTARPWON TIPLY ATO TOTILKA
éykplon, epbéoov elval KpIoo yla Tn oLuyKeEKPLUEvN mapaokevr. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.

Eld1kéc mMAnpogopicc ocvoTaTikWy / Ingredient-specific information

A&V TEKUNPLWVETAL £BLKO oTOoLXE(O OTLG INYEC oL €EeTAoTNKAVY. AatTe(TOl CUUMARPWON TPV amd TOMLKA
éykplon, epbéoov elval KpIoo yla TN oLYKEKPLUEVN apaokevr. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.

ZuvOnkec mapaockevng / Preparation conditions

TnpolvTal N oelpd mPoaodrikng, N BepUoKpacia Kat oL xpdvol ov avagépovTtal oTn Atadikaoia
MNopaokevng. H l8IKA povoypagio 6ev amoteAel MARPN HEAETN KATOAANAOTNTAG TOU TOTILKOV
XWpPOoL/eEOMALOMOD. [1]

Follow the addition sequence, temperatures and times stated under Preparation Procedure. The specific
monograph is not a complete qualification of the local facility/equipment.

Mpo@uAd&eic mpoowmnikoL / Staff precautions

Agv nipoodlopi(Covtal mAjpn MATI yla Tn ouyKekpLuévn OppoLAa. EmAEETE yavTLa, pooTtacia 0POaAUWY
Kal JETpa MEPLOPLOUOD €KBeong amd Ta SDS Twv akpLBWV LAWY Kal TNV TOMIKA EKT{UNON KWwS0vou.
ZUUMANPWHATLKO YEVIKG TTAa{olo AEMPS: kaBapr HoaKPLUEVLIKN epyaoTnplakr evbupaoia, KEAALYN LAAALWY
KoL QMOKAELTTIKA vtodripaTa/modovdpla. Ze XeLPLOPd KOVLWY anattodvTal KaTtdAANAn npootacia
HOTIWV/avanvoig: Ta yavtia aAAdlouv pe Spaoctnplétnta i gOopd. H emAoyr TOMov/vAlkol yiveTtal amnd
SDS kat ekTi{pnon kwodovvov. [1, 2]

Complete formula-specific PPE is not specified. Select gloves, eye protection and exposure controls using the
exact materials’ SDS and the local risk assessment.

Supplementary AEMPS framework: clean long-sleeved laboratory clothing, hair covering and dedicated
footwear/overshoes. Powder handling requires suitable eye/respiratory protection; change gloves with activity
or damage. Select the exact type/material using SDS and risk assessment.
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ZTolxeia yua ava@idvon kKivéovov / Risk-assessment inputs

Agv TeEKUNPLWVETAL MAAPNG €8k Tagvéunon kKwdivou yia auth tn eépuovAa. EEetdoTte SpaoTtikdTnTA,
okévn/agpdAvpa, arlepyloydéva, SLaADTEG, HIKPORBLOAOYLKS KivBuvo Kat emtudAvvon BAoeL Twv
MPAYHUATIKWY LAWY Kat Tne Stadikaaiag. H anovoia entoruavong v anuaivel anovaia kwwdovou. [1]

A complete formula-specific hazard classification is not established. Assess potency, dust/aerosol, allergens,
solvents, microbial risk and cross-contamination using the actual materials and process. Absence of a flag does
not establish absence of hazard.

Tekpnpiwon duapkelag xpRong / Evidence for beyond-use period

Agv TeKuNPLWveTal £l61KS otolyelo 0TI NYyEC Tov e€eTdoTnKav. AnatTe(TAl CUPNARPWON TPV ATO TOTILKA
€ykplon, epdéoov elval Kp(OLo YL TN CLUYKEKPLHMEVN TTAPAOKELH.

H Sldpkela tng mnyrig agopd tTnv akpLBr ocbvBeon, néBodo Kal ouokevaaoia tng. Asv elval nuepounvia
MENG avTAg NG MapTidag olte peTAPEPETAL O AANO €KBOoYO/MEPLEKTIKOTNTA. H TIpayHaTIKA NUEPOUNVia
vroAoy(Zetal 0to KeEVS UAAO ekTEAEONG. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.

The source period applies to its exact composition, method and packaging. It is not this batch’s expiry date and
cannot be transferred to another vehicle/strength. Calculate the actual date in the blank batch record.

EEapTtwpeveg Baocelg / Required bases

Paraben concentrate 6% + 3% w/w -» CGR-BR-001
Imidazolidinyl urea 50% w/v preservative solution - CGR-BR-001 [1, 1, 1]

EvdelkTIKOC eEomALOMOG / Indicative equipment

EvBelKTIKOG KaTdAoyog oL mpokOTTEL and Tn UEB0SO: ZuydG KATAAANANG SLOKPLTIKAG LkavdTnTOG,
MepLEKTEC KAl Opyava avaulEng ocupBaTd Pe Ta LALKA, EAeyyduevn B€puavan kot BepudueTpo,
BaBuovounuévo pHueTpo. H emAoyr/kKataAAnAdtnta op{Cetal Tomkd. [1]

Indicative checklist derived from the method: Balance of suitable resolution, Containers and mixing tools
compatible with the materials, Controlled heating and thermometer, Calibrated pH meter.
Selection/qualification is defined locally.

Aladikaoia mapaockevic / Preparation procedure

OeppdveTe Ywplotd A kKat B otoug 70-75 °C. NMpoacBéote A otn B ue rfmia avddevon. Ztoug nepimov 40 °C
npooBéote C. EAéyETe/puBuioTe pH. [1]

Heat A and B separately to 70-75 °C. Add A to B with gentle stirring. Add C at about 40 °C; check/adjust pH.

Mapatnpnoelg / Notes

To 30:70 agopd tn c0oTACN TNG KNTOOTENPUALKAG aAKOOANG. AKPLBAG emtAoyr dLopBwTikol pH kal grade
TEKUNPLWVETAL 0TO TOTILKG master record. [1]

30:70 specifies cetostearyl alcohol composition. Document the exact pH adjuster and grades in the local master
record.

ZuokKevaoia kaL VALKa / Packaging and materials
AdLapavég MAaoTikd doxelo, KaAd kAelopévo, npootaaoia and ewg, Beppokpacia dwuatiov. [1]

Well-closed opaque plastic container, protected from light, room temperature.
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Ynodewypa eTikétag / Label specimen

Aviovikr kpéua | — FNFB

MeplekTikdTNTO/MAPAAAQYH: Moogétnta:

MNoptiba: Nopaokevn: Xprion éwc:

MNa epyaoctnplakn evowpdtwon / For incorporation during compounding

Aocoloyla/odnyleg:

®dOAaEN: AdSLagavéc mAaoTikd doyelo, KaAd KAelopévo, mpooTacia and pwc, Bepuokpaacia dwuaTtiov. [1]
Anionic cream | — FNFB

Strength/variant: Quantity:

Batch: _ Prepared: __ Useby:

Mo epyaotnploky evowpdtwon / For incorporation during compounding
Dose/directions:
Storage: Well-closed opaque plastic container, protected from light, room temperature.

Mé£0obol eAéyxou / Quality-control methods
pH 5,5-6,5. [1]
pH 5.5-6.5.

®OAa&n / Storage conditions
AdLapavég MAaoTikd doxelo, KaAd kAelopévo, mpootaaoia and ewg, Beppokpacia dwuatiov. [1]

Well-closed opaque plastic container, protected from light, room temperature.

Elb1kég 0bnyiec 61aBeong / Dispensing instructions
Agv TeEKUNPLWVoVTOL ETILMAEOV LOLKEG 0ONyleg mépa amd TNV 006, TN EUAAEN KoL TG MapaTNPEACELG TNG
MNYAC. ZuPNANnpwvovTal acbevic, doooAoyia kal 0dnyiec ocOpewva pe tn ovvtayn. [1]

No additional special directions are established beyond the source route, storage and notes. Complete patient
details, dose and directions from the prescription.

BiBAloypag@ikéc avagpopécg / References

[1] ANVISA — Formuldrio Nacional da Farmacopeia Brasileira, 22 edi¢do, Revisdo 02 (2012). 2012, 2nd ed., Rev. 02 —
superseded PDF pp. 171. A2. EAeyxo¢g / Checked 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. AtaBéotpo ke{pevo / Retrieved text PDF pp. 1-5. Al. EAeyxoc / Checked 2026-09-10.

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_|_pg_00
2 00.pdf

Ol avaAuTikéEG uéBoboL ouvoyiCovTal. MNa eKTEAETN AMALTOOVTAL TA A PN MAPATIEUMOPEVA KEPAAALA,
avTIdpaoTApPLa KOl KPLTHPLA KATAAANAOTNTOC CLOTHHATOC.

Analytical methods are summarised. Execution requires the full referenced chapters, reagents and
system-suitability criteria.
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®0AMNo COyLonGg / Weighing sheet

Huepounvia napaokevrc / Preparation date:

Ta MAPaKEATW CUPMANPWYOVTAL ATé TOV POPHUAKOTIOL) Yla TN OLYKEKPLUEYN TapTiBa.

The pharmacist completes the following for the actual batch.

A/ ZuoTaATIKO OewPNTLKA Mova MapTida AAEN OANgG Zuyio0cioa Ynoypaen
A Ingredient moooTNTA oa OANg Expiry TMoooTNTA Signature
No Theoretical Unit Material lot Actual weight

qty

10

YmoAoyiopoi / Calculations

YTOAOYLOTIKG O@aApaTa Kal antwAeleg / Calculation errors and losses
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Kataypagn ektéAeong KaL antodéopevong / Batch execution and release

Hupepopnvia mapaockeAG Kal KwdIkoc mapTidag / Date and batch number

YTMoAoylopHoG npepounviag xpnong / Actual BUD calculation

MNapatnpnoelg eEKTéEAEONG Kal antokAioelg / Process observations and deviations

AnoteAéopata eAéyxwv Kat agloAéynon / QC results and assessment

KataAAnAotnta Baocel eEAéyxwv / Suitability based on results

YnevOuvvog pappakomolog kat vroypagn / Responsible pharmacist and signature
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