ZUVTAYOASYLO FAANVIKWY ZKELAOPATWY
EAANviIKO6 Formulary Sikalias

EEa@aviopevn kKpépa — FNFB
Vanishing cream — FNFB

CGR-BR-008 * Ekboan / 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Rev. 02 — superseded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 TplaBavoAapivn i apwopebuAonponavoAn 95% (A) 0.7 g

Triethanolamine or aminomethylpropanol 95% (A)

2 AtdAvpa oopBLTéAng 70% w/w (A) 3.7 g
Sorbitol 70% w/w solution (A)

3 ZounOKkvwUa topaBevwdv FNFB (A) 3.3 g
FNFB paraben concentrate (A)

4 IteaTikd 0E0 TPLNARG nleong (B) 18 g
Triple-pressed stearic acid (B)

5 Yypr napagivn (B) 2 g
Liquid petrolatum (B)

6 AavoAivn (B) 0.5 g
Lanolin (B)
7 EAaikr copBitdvn (B) 0.5 g

Sorbitan oleate (B)
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A/  ZvoTaTiko / Ingredient MNoooéTnTa Movabda

A Quantity Unit
No
8 KekaBappévo 0dwp (A) g.s. ad 100 g

Purified water (A)
Mnyn obvBeong: [1]. g.s. = enapkri¢ moodTNTA * ad = PéXPL TEALKO oOVOAO. Agv peTtatpénovtal avbaipeTa g oe mL.
Formula source: [1]. g.s. = sufficient quantity; ad = to the final total. Do not arbitrarily convert g to mL.
Meplypa@rn okevaonatog / Preparation description
Huwotepen Bdon: EEapaviCduevn kpéua — FNFB. MpdoBeTa KpLTAPLA ELPAVIONG BEV TEKUNPLWVOVTAL OTO
e€eTaoBEy €161kO Keluevo. [1]

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

Apaon kaiL xpRaon / Action and use
Bdon O/W pe HEPLKWG OATIWVOTIOLNEVO OTEATLKO 080, [1]

O/W base containing partly saponified stearic acid.

MpodiLaypagéc / Specifications
Agv TeEKUNPLWVETAL €L8IKS oToLyelo oTLG TINYEC oL e€eTdoTNKOV. ATTaLTE(TAL CUPTARPWON TIPLY ATO TOTILKA
€ykplon, epbéoov elval KPIoo yla TN oLYKEKPLUEVN mapaokevr. [1]

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

ZuvOnkeg kalL mpopuAa&elg / Conditions and precautions

Ta otowxela MPWTWY LAWY Hgv oLVLOTOOY HEAETN OTABEPSHTNTAG TEALKOD OKEVLAOUATOG. «AEV
TEKUNPLWVETAL» dEV ONUOivEL «OTABEPO» ] «AOPAAEC».

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

EvaioOnoia oto owg / Light

Mo to teAlkd okebaopa n nmnyr oplCeL:
AdLapavég MAaoTLkd doxelo, KaAd kKAelopévo, mpootaaia and ewg, Beppokpacia dwuatiov. [1]

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

EvaioOnoia otov aépa / Air

Agv TeKUNPLWvEeTaL £L61KS otolyelo 0TI NYyEC Tov e€eTdoTnKav. AnatTe(TAl CUPNARPWON TPV ATd TOTILKA
€yKkplon, epbdoov elval Kp(olo 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 oto vepd / Water

Agv TEKUNPLWVETAL €LOLKO oTOoLXE(O OTLG TINYEC oL €EeTAoTNKAVY. AtatTe(Tol CUUMARPWON TPV aTd TOTLKA
éykpLan, epoéaov elval Kp{OLWo yLa TN OLYKEKPLUEVN TtapacKkeLr. [1]

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

compounding.gr CGR-BR-008 | 2



EvaioOnoia otnv vypacia / Humidity

Agv TEKUNPLWVETAL £L81KS oToLye(o 0TI INYEC OV €EeTAOTNKOV. AMALTE(TAL CUUTIAI PWON TPV ATO TOTILKN
€ykpLon, epoéoov elval KP{OLO 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 otn Osppokpacia / Temperature

Agv TeKUNPLWvEeTaL £61KS otolyelo oTLg NYEC Tov e€eTdoTnKOv. ANaLTe(TAL CUPNAPWON TPV ATO TOTILKA
€ykplon, epdoov elval Kp(olo yla Tn oLYKEKPLUEVN apaokevn. [1]

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

EvaioOnoia o pH / pH

Agv TEKUNPLWVETAL €LOLKO oTOoLXE(O OTLG TINYEC OV €EeTAoTNKAVY. AtatTe(TOl CUUMARPWON TPV aTd TOTILKA
éykpLan, epoéaov elval Kp{OLWO yLa TN OLYKEKPLUEVN TTapacKkeLr. [1]

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

AAAec aovppBatoTnTeG / Other incompatibilities
AlBavioAn: aouPBaATOTNTA PE LOXLPA OEEWBWTIKG. [2]

Ethanol is incompatible with strong oxidants.

Eld1kéc MAnpogopicc ovoTaTtikWy / Ingredient-specific information

Triethanolamine or aminomethylpropanol 95% (A): AlBavoAn: eOPAEKTOL ATHO(: aMOPdKPLYON TINYWV
AVAPAEENC KL KATAAANAOC agPLOpdC. H teAkr) Talvéunon eEaptdTal and ovuykEvTpwan/Ulyua.
MpdkeLTal yla eMAEYUEVA OTOLXE(O TWY TAVTOMOLNUEVWY CUOTATIKWY: OL OXETLKEG evalabnoleg Kat
aovpBatoTNTEC €€eldlkevovTal oTa avtioTolya nedia. Asv anoteAel MARPEC SDS OAWY TWVY LAWV. [2]

Triethanolamine or aminomethylpropanol 95% (A): Ethanol: flammable vapour; control ignition sources and
provide suitable ventilation. Final classification depends on concentration/mixture.

These are selected facts for identified ingredients; relevant sensitivities and incompatibilities are detailed in the
corresponding fields. This is not a complete SDS for every material.

ZuvOnkec mapaockevng / Preparation conditions

Tnpolbvtal n oelpd mpoabrikng, N Bepuokpacia Kat ol xpdévol mov avagépovtatl otn Aladikaoia
Napoaokevnig. H g8k povoypapia dev anoteAel mAfpn HEAETN KATAAANASTNTAC TOL TOTILKOD
XWpov/egonALlopo. [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 mpoodlopiCovtal mAfpn MAIM yla tTn ovykekpLLEVN @OpHoLAa. EmAEETE yavTia, mpooTaoia 0eBaAUWY
Kol HETpa EPLOPLOPOL €kBeonG amd Ta SDS Twv akpLBWY LAWY Kal TNV TomKA ekt{unon kKwdovou.
ZUUMANPWHATLKO YEVIKS TTAa{olo AEMPS: kaBapr HaKPLUEVLIKN epyaoTnplakr evBupaoia, KAALYN LAAALWY
KOL OTOKAELOTIKA vTtodripaTa/modovdpla. Ze XELPLOPO KOVLWVY amattoivTal KaTtdAANANn npootacia
HOTIWV/avamvorig: Ta yavtia aAAdlouvv pe Spaoctnplétnta rj pOopd. H emAoyr) TOMou/vALlkoD yiveTtal and
SDS kat ekT{pnon kwodovvov. [1, 3]

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
ALBaVOAN: eVEAEKTOL aTHO(: amopdKpLYON TNYWY AVAPAEENG Kal KATAAANAOGC aeploudc. H TeALKR
Togwéunon egaptdtatl and cuykévipwaon/uiypa. [2]

Ethanol: flammable vapour; control ignition sources and provide suitable ventilation. Final classification
depends on concentration/mixture.

Texkpnpiwon duapkelag xpRong / Evidence for beyond-use period

Agv TeKUNPLWvEeTaL £61KS otolyelo oTLg NYEC Tov e€eTdoTnKOv. ANaLTe(TAL CUPNAPWON TPV ATO TOTILKA
€ykplon, epbéoov elval Kp(OLo YL TN OLUYKEKPLHMEVN TTAPAOKELH.

H Sldpkela tng mnyrig agopd tTnv akpLBr ocbvbeon, néBodo Kal ouokevaaia tng. Asv elval nuepounvia
MENG avTiAg NG MapTidag olTe peTAPEPETAL O AANO €KBoYO/MEPLEKTIKOTNTA. H TIpayHaTIKA NEPOUNVia
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 [1, 1]

EvbelkTIKOG eEomtALOMOG / Indicative equipment

EvBelKTIKOG KATAAOYOC TIOL MPOKOMTEL amd TN HEB060: ZLYOG KATAAANANG BLAKPLTIKAC LKAvOTNTOAC,
MepléKTeC Kol dpyava avEuLENG oLUPBATE e Ta LALKA, EAeyxOuevn B€puavon kat Bepuduetpo. H
emAoyr/kataAAnAdTnTa opi{Cetat Tomkd. [11]

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

Oeppdvete B otoug 70 °C kat A atoug 75 °C. MpooBéate A oTn B pe évtovn avddevon yia 10 Aemtd Kat
ovveylote frua éwg Oepuokpacia dwuaTtiov. [1]

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

Mapatnpnoeilg / Notes

EmAEETE éva aAKOALKS ouoTaTikd. H TplatBavoAauivn edw elvatl mpwtn 0AN, éxt To BondNTikd dldAvua
50% tng ouvAAoyrG. Meptéxet AavoAivn. [1]

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

ZuokKevaoia kaL VALKa / Packaging and materials

AdLapavég MAaoTikd oxelo, KaAd kAelopévo, mpootaaoia and ewg, Beppokpacia dwuatiov. [1]

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

Ynodewypa eTikétag / Label specimen
EEapaviléuevn kpéua — FNFB

MeplekTikKOTNTO/MAPAAAQYH: MoodtnTa:

Naptida: Mapaokevn: XpAon €wg:

Mo epyaotnplakh evowpdtwon / For incorporation during compounding
AocoAoyla/odnylec:

®OAagN: AdLagavéc mAaoTikd doyelo, KaAd KAelopévo, pooTacia and pwc, Bepuokpacio dwuatiov. [1]

Vanishing cream — FNFB
Strength/variant: Quantity:
Batch: Prepared: Use by:
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MNa epyaotnplakn evowudtwon / For incorporation during compounding
Dose/directions:
Storage: Well-closed opaque plastic container, protected from light, room temperature.

M£0obolL eAéyyxou / Quality-control methods
Agv TEKUNPLWVETAL €OLKO oTOoLXE(O OTLG TINYEC oL €EeTAoTNKAVY. AtatTe(Tol CUUMARPWON TPV aTd TOTLKA
éykpLan, epoéoov elval Kp{OLWO yLa TN OLYKEKPLUEVN TtapacKkeLr. [1]

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

®OAa&n / Storage conditions
AdLapaveéG MAaoTLkO doxelo, kaAd kAelopévo, mpootacia and ewg, Beppokpacia dwuatiov. [1]

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

Elbi1kég 0bnyiec 61aBeong / Dispensing instructions
Agv TeKUNPLWVOVTOL EMMAE0V €8IKEC 0OnYlec mépa amd TNy 066, TN PUAAEN KAl TIC MAPATNPACELG TNG
nnNyn¢. TuunAnpwvovtatl aagbevrig, doooAoyia kal odnyieg ocOUPWYA Ye TN ouvTayr. [1]

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

BiBAloypag@ikég avagpopécg / References

[1] ANVISA — Formulario Nacional da Farmacopeia Brasileira, 22 edigdo, Revisdo 02 (2012). 2012, 2nd ed., Rev. 02 —
superseded PDF pp. 174. A2. EAeyxo¢ / Checked 2026-09-10.

https://www.gov.br/anvisa/pt-br/assuntos/farmacopeia/formulario-nacional/arquivos/8065json-file-1/@@display-file/file
[2] niosh_ethanol. Awa8¢otpo kelpevo / Retrieved text Official reference. Al. EAeyyog / Checked 2026-09-10.
https://www.cdc.gov/niosh/npg/npgd0262.html

[3] PN/L/PG/002/00 INDUMENTARIA. AtaBéotpo kelpevo / Retrieved text PDF pp. 1-5. Al. EAeyyog / Checked 2026-09-10.

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_|_pg_00
2_00.pdf

OL avaALTIKEC HéEBOBOL cuvoyi(CovTal. MNa ekTEAETN amALTOOVTOL TA TARPN MOPATEUNOPEVA KEQEALA,
avTBpaoThpLa Kot KPLTAPLA KATAAANASTNTAC CLOTAUATOG.

Analytical methods are summarised. Execution requires the full referenced chapters, reagents and
system-suitability criteria.
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https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_l_pg_002_00.pdf

®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

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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