ZUVTAYOASYLO FAANVIKWY ZKELAOPATWY
EAANviIKO6 Formulary Sikalias

Tplat@avoAapivn 50% w/v — BonOnTikO SiaAvpa
Triethanolamine 50% w/v auxiliary solution
CGR-BR-004 « Ekbo0on / 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Rev. 02 — superseded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
Yypn Bdon r BondnTikd SLdALp

Liquid base or auxiliary solution

AAAeg ovopaoieg / Other names

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

Zuvtayn / Master formula

Bdon unoAoylopo0 / Formula basis: 100 mL

A/  ZuoTatiko / Ingredient MoootTnTa Movada
A Quantity Unit

No

1 TplatBavoAauivn 50 g

Triethanolamine
2 KekaBappévo 06w g.s. ad 100 mL
Purified water
Mnyr obvBeong: [1]. g.s. = enapkri¢ moodTnTaA - ad = PéXPL TEALKO oUVOAO. 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.
MepLypagn okevaopatog / Preparation description

Yypn Bdon i BondnTikd SldAvpa: TplatBavoiauivn 50% w/v — BondnTtikd dtdAvua. Mpdabeta KpLtripla
EMPAVIONG BEV TEKUNPLWVOVTAL OTO £EETAOOEY €LOLKO Kel{pevo. [1]

Liquid base or auxiliary solution: Triethanolamine 50% w/v auxiliary solution. Additional appearance criteria are
not established by the specific text reviewed.

Apaon kaiL xpRaon / Action and use
AAKaALKS gvdLldpeao pubulong pH/yoAdaktwpatonoinong. [1]

Alkaline pH-adjustment/emulsification intermediate.
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MpodiLaypagécg / Specifications
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.

ZuvOnkeg kat mpo@uAdagelg / Conditions and precautions

Ta otolyelo MPWTWY LAWY 6V cLVLOTOOY HEAETN OTABEPSTNTAC TEALKOD OKELAOUATOG. «AEV
TEKUNPLWVETAL» OEV ONUAVEL «OTABEPS» I «OOPAAEC>.

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

EvaioOnoia oto @wg / Light

MNa 1o TeAkd okebaopa n Ny opiCet:
ABLoPaVEC MAXOTLKS 1] KEXPLUTOPSXPWHO YudAwvo Soxelo, mpootacia and gwc, Beppokpacia dwuatiov.
[1]

For the finished product the source specifies:
Opaque plastic or amber glass, protected from light, room temperature.

EvaioOnoia otov aépa / Air

Agv TeEKUNPLWVETAL £L8IKS oToLye(o 0TI INYEC TTOL €EETAOTNKOV. ANALTE(TAL CUUTIAIPWON TIPLY ATO TOTILKI
€ykpLon, epdéoov 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 oto vepo / Water

Agv TeKUNPLWVETAL £L61KS oTolyel(o 0TI INYEC oL e€eTdoTNKOV. ANALTE(TAL CUPTAPWON TPV ATO TOTILKA
€ykpLon, epoécov elval KP{OLO YL TN OLYKEKPLUEVN TtapaoKeLr. [1]

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

EvaloOnoia otnv vypacia / Humidity

Agv TeKUNPLWvEeTAL £L61KS oTolyel{o oTIg INYEC TTov e€eTdoTnKOV. AtatTe{Tal CUPNARPWON TPV ATd TOTILKA
€yKplon, epdoov elval Kp(olo yla Tn OLYKEKPLUEVN apaokeLh. [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 TEKUNPLWIVETAL €LOLKO oToLXElOo OTLG TINYEG oL EeTAoTNKAVY. AtatTe(Tol CUUMARPWON TPV aTd TOTLKA
éykpLan, epoéoov elval Kp{OLWO yLa TN OLYKEKPLUEVN TtapaoKkeLr. [1]

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

Agv TeKUNPLWvEeTAL £L81KS oTolyelo oTLG TINYEC oL e€eTdoTNKOV. ATTaLTE(TAL CUPTARPWON TIPLY aTO TOTILKA
€ykplon, epbéoov slval Kp(oo yla Tn ouyKeKPLUévn mapaokevr. [1]

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

AAAec aovppBatoTnTeG / Other incompatibilities

ALBavOAN: aouuBaTdTNTA HE LOXLPE 0EEBWTIKA. [2]

compounding.gr CGR-BR-004 | 2



Ethanol is incompatible with strong oxidants.

Eld1kéc MAnpogopicc ovoTaTikWY / Ingredient-specific information

Triethanolamine: AlBavdéAn: e0pAekTOL aTHO( amopdKkpuvon TINYWY AVAPAEENG Kol KATAAANAOC aepLloudC.
H teAkn Ta&wvounon eEaptatal and cuykévtpwaon/uiyua.

MpdkeLTal yla eMAEYUEVA OTOLXE(O TWY TAVTOMOLNUEVWY CUOTATIKWY: OL OYXETLKEG evalabnoleg Kat
aovuBatoTNTEG €€ELBLkeVOVTAL oTa avTioTolya nedia. Aev anoteAel MARPeG SDS dAwv Twv LAWVY. [2]

Triethanolamine: 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 mMapaokevnG / Preparation conditions

TnpolvTal n oelpd mPoadrikng, N BepUokpacia Kat oL xpdvol ov avagépovTtal oTn Atadikaoia
Napaokevnig. H g8k povoypapia 6ev 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@uAdgeic mpoowtmikoL / Staff precautions

Agv poodlopiCovtal mAfipn MAM yia tTn ovykekpLLEvn eéppovAa. EMAEETE yavTia, MpooTaoia 0@BaAUWY
Kol HETpa EpLOPLoPOD €kBeong amd Ta SDS Twv akpLBWY LAWY Kal TNV TomKh ekTt{unon kKwdovou.
ZUUMANPWHATLKO YEVIKS TTAa{olo AEMPS: kaBapr HaKpLUEVLKN epyaoTnplakr evBupaoia, KAALYN MAAALWY
KOL OTOKAELOTIKA vTtodripata/modovdpla. Ze XELPLOPO KOVLWVY amnattoivTal KaTdAANAN pootacia
HOTLWV/avamvorig: Ta yavtia aAAdlouvv pe Spaoctnplétnta rj gOopd. H emAoyr] TOMou/vALlkoL yiveTtal amnd
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.

ZTolxeia yia avaivon kivéodvou / Risk-assessment inputs

ALBaVOAN: eVDEAEKTOL aTHO(: amOpdKpLYON TNYWY aVAPAEENG Kal KATAAANAOG aeplouds. H TeALKR
Togwéunon egaptdTatl and cuykévipwaon/ulypa. [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 TeEKUNPLWVETAL £L61KS oTolkel(o 0TI INYEC oL e€eTdoTNKOV. ANALTE(TAL CUPTAPWON TPV ATO TOTILKA
€ykpLon, €poécov elval KP{OLO YLO TN OLUYKEKPLUEVN TIOPACKEL.

H 8udpkela tng mnyrnig agopd tnv akplBr obvBeon, uéBodo Katl cuokevaoia tnG. Agv e{val nuepounvia
MENG auTAg NG MapTidag olTe peTAPEPETAL O AANO €kBoyo/mMEPLEKTIKOTNTA. H payaTIKA NUEPOUNVia
vnoAoy(Cetatl 0To KeEVS PUAAO ekTéAEONG. [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

Agv opiCetal xwploth eEaptwpevn Bdon otov nivaka eEapTtAoEwY. EAEYETE TLUXOV EUMOPLKA
oxrfjuata/ocbvOsTa ékdoyxa TnG ouvvtaynic. [1]

No separate base is identified in the dependency register. Check any commercial vehicles/compound excipients
listed in the formula.
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EvbelkTIKOG eEomALOMOG / Indicative equipment

EvBelKTIKOC KATAAOYOC TIOL MPOKOMTEL amd TN HEB060: ZLYOG KATAAANANG BLAKPLTIKAC LKAvOTNTOAC,
MNepLékTeg Kat Opyava avaptEnG ocupBotd pe T VAKKA. H emAoyh/kataAAnAdTnTta opifetal Tomkd. [1]

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

Avaui€Ete Tplatbavolauivn kot 06wWpP pe avddevaon, cOPPWVA E TNV TEAIKH TTOCdTNTA AvaPoPac. [1]

Mix triethanolamine and water with stirring to the stated reference quantity.

NMapatnpnocis / Notes
BonOnTiké aAKaALKS SLdAvpa yia pH/yaAaktwpatonoinon. H ouykévtpwon eival w/v. [1]

Alkaline intermediate for pH adjustment/emulsification. Concentration is w/v.

Zvokevaoia kat bALka / Packaging and materials

ABLOPAVEG TAXOTLKO 1 KEXPLUTIOPOXPWIO YudAwo doxelo, mpootacia and ewg, Oeppokpacia dwuatiov.
[1]

Opaque plastic or amber glass, protected from light, room temperature.

Ynodewypa eTikétag / Label specimen

TplatBavoAapivn 50% w/v — BondnTikd SldAvpa

MNeplekTikOTNTO/MAPAAAQYH: Moogétnta:

NoapTida: Napaokevn: Xprion €wg:

MNa epyaoctnplakn evowpdtwon / For incorporation during compounding
AoogoAoyla/odnyleg:

DOAaEN: ASLa@avég MAQAOTIKS 1] KEXPLUTOPOXPWHO YudAwo 6oxelo, mpootaoia and gwc, Bspuokpaacia
dwpatiov. [1]

Triethanolamine 50% w/v auxiliary solution

Strength/variant: Quantity:

Batch: Prepared: Use by:

Mo epyaotnplakr evowpdtwon / For incorporation during compounding
Dose/directions:

Storage: Opaque plastic or amber glass, protected from light, room temperature.

M£006o1 eAéyyou / Quality-control methods

Agv TeEKUNPLWVETAL €L8IKS oToLyelo oTLG TINYEC oL e€eTdoTNKOY. ATTaLTE(TAL CUPTMARPWON TIPLY ATO TOTILKA
€ykplon, 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.

®OAa&n / Storage conditions

ABLoPaVEC TMAAOTLKS 1] KEXPLUTOPOXPWHO YudAwvo Soxelo, mpootacia and ewc, Beppokpacia dwuatiov.
[1]

Opaque plastic or amber glass, protected from light, room temperature.

Elbi1kég 0bnyiec 61aBeong / Dispensing instructions

Agv TeEKPNPLWVoVTOL ETILMAEOV LOLKEG 0ONYyleg mépa amd TNV 006, TN EUAAEN KoL TG TapaTNPACELS TNG
nnyr¢. ZuunAnpwvovtatl agbevrig, dogoAoyia kat 0dnyleg ocOUPWvVa YE TN cuvTayn. [1]

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

[1] ANVISA — Formulario Nacional da Farmacopeia Brasileira, 22 edigcdo, Revisdo 02 (2012). 2012, 2nd ed., Rev. 02 —
superseded PDF pp. 210. 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. Awa®¢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. AwaB€otpo 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 avaAuTikéG uéBoboL ouvoyiCovTal. MNa eKTEAETN AMALTOOVTAL TA A PN TMAPATIEUNMOPEVA KEPAAALA,
avTIdpaoTApLa 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

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

compounding.gr CGR-BR-004 | 7



