ZUVTAYOASYLO FAANVIKWY ZKELAOPATWY
EAANviIKO6 Formulary Sikalias

Y6poxAwpeikA Atbokaivn 2% wW/v — GCTOMATLIKO TOTILKO
SLaAvpa

Lidocaine hydrochloride 2% w/v oromucosal topical
solution

CGR-BR-015 * Ekboan / Version 4.0 « 10.09.2026

MpwTtoBouvAia CUAAOYAC LALKOD amd £YKLPEG TINYEC, WG Bdon yia Tn dnuiovpyia EAANVIKOO formulary.
2TaoWwoC Xp. ZIKAALLG.

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

IZTOPIKH EKAOZH MHMHZ — anotte{tat avtinapaBoAr ye Tnv toyxbovoa ékdoaon mpw and xprion.
HISTORICAL SOURCE EDITION — compare with the current edition before use.

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Rev. 02 — superseded

AgATtio Tekpunplwong mpog Tomikn emoTNUOVIKA €ykplon. Agv anoteAel emkupwpévn odnyia
anobéopevong napTidac.

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

dapupakoTeXVIKN popen / Dosage form

2 TOMOTORBAEVVOYOVLO MAPAOKEDATUQ

Oromucosal preparation

AAAec ovopaaoieg / Other names

ANVISA — Formulario Nacional da Farmacopeia Brasileira, 22 edicao, Revisao 02 (2012)

compounding.gr CGR-BR-015 | 1



Zuvtayn / Master formula

Bd&on vnoAoylopo0 / Formula basis: 100 mL

A/ ZuoTatiko / Ingredient MoooétTnTa Movabda
A Quantity Unit

No

1 YSpoxAwptkr Aldokaivn 2 g

Lidocaine hydrochloride

2 Takyapivn vatplodxog 0.1 g
Sodium saccharin

3 Toumdkvwua nopaBevwv FNFB 2.5 g
FNFB paraben concentrate

4 KekaBappévo 0dwp g.s. ad 100 mL
Purified water

Mnyn oOvBeong: [1]. g.s. = enapkrig moodtnTa - ad = pé€xpL TEALkS oOvoAo. Aev peTaTpénovTal avbaipeta g o mL.
Formula source: [1]. g.s. = sufficient quantity; ad = to the final total. Do not arbitrarily convert g to mL.
Meplypagn okevdopatog / Preparation description

I TOHOTOBAEVWOYOVLO IAPACKEDATUA: YEPOXAWPLKA ALSOKAvN 2% W/V — OTOHATIKS TOTUKG SLGALUA.
MpdobeTa KPLTAPLA ELPAVIONG BEV TEKUNPLWVOVTAL OTO £EETAOBEY €1O6LKO Kelpevo. [1]

Oromucosal preparation: Lidocaine hydrochloride 2% w/v oromucosal topical solution. Additional appearance
criteria are not established by the specific text reviewed.

Apaon kaiL xpAon / Action and use
Tomkr} avalodnoia otouatikod BAsvvoydvou. [1]

Topical anaesthesia of oral mucosa.

Mpodlaypagéic / Specifications
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.

ZuvOnKkeg kKalL mpo@uAa&elg / Conditions and precautions

Ta otolyelo MPWTWY LAWY §gv cLUVLOTOOY PEAETN 0TABEPOTNTAG TEALKOD OKELAOUATOG. «AEV
TEKUNPLWVETAL» §EV onuaivel «oTaBepd» 1 «aTPAAES>.

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

EvaioOnoia oto @wg / Light

Y5poxAwpLkr Atdokatvn: mpootacia and ewc.

Mo to teAlkd okebaopa n nmnyr oplCeL:

ABLOPAVEG TAXOTLKO 1 KEXPLUTOPOXPWHO YUdAWo Soxelo, KaAd kAelouévo, mpootacia and ewg,
Bepuokpaoia dwuatiov. [1, 2]

Protect lidocaine hydrochloride from light.

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

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 oto vepo / Water

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 otnv vypacia / Humidity

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.

EvaloOnoia otn Osppokpacia / Temperature

Agv TEKUNPLWVETAL €LOLKO oToLXElo OTLG TINYEG oL €EeTAoTNKAVY. AtatTe(TOl CUUMARPWON TPV aTd TOTILKA
€yKkplon, epéoov sival KpIoHo yla Tn ouyKeKPLUEvn mapaokevr. [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 TEKUNPLWVETAL €LOIKS oToLye{o 0TLG TINYEC oL e€eTdoTNKOV. 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.

AAAec aovppBatoTnTeg / Other incompatibilities
ASokatvn HCl: mpoopdenan os PVC eEapTdTal and pH/Beppokpacia: EAEYETE GUYKEKPLUEVO LALKS
MEPLEKTN. [2]

Lidocaine HCI adsorption to PVC depends on pH/temperature; assess the specific container material.

El81kég mMAnpogopiec ovoTaTikwy / Ingredient-specific information

Lidocaine hydrochloride: YSpoxAwptkA Atdokaivn: mpootacio and we.
MpoKeLTAL YIa EMAEYUEVO OTOLXE(O TWY TAVTOMOLNUEVWY CUOTATIKWY: Ol OYXETLKEG EvaLabnaleg Kat
aovpBatdTNTEG e€eldilkebovTal ota avtioTolya nedla. Asv anoteAel MARPEC SDS OAWY TWVY LAWVY. [2]

Lidocaine hydrochloride: Protect lidocaine hydrochloride from light.
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 MapaokevhG / Preparation conditions

TnpolvTal n oelpd mpoadbnkng, n Bepuokpaacia KoL oL xpdvol Tov avagépovtal otn Altadikaaia
Noapaokevnc. H e8Ik povoypapia 6ev anoteAel mAfpN HEAETN KATAAANASOTNTAG TOL TOTILKOD
XWpou/egomALlopo. [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.
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MpoguAad&eilc mpoowmnikoL / Staff precautions

Aev nipoodlopiCovtal mAfjpn MAT yla Tn ouyKeKPLUEVN OpHoLAA. EMAEETE yavTLa, MpooTacia 0POaAUWY
KoL HETPa TIEPLOPLOUOL €kBeoNG amd Ta SDS Twv akpLBWY LAWY Kal TNy TomkA ekT{nnon Kwdovou.
ZUUMANPWHATIKG YeVLIKS TMAa{olo AEMPS: kaBapr HoKPLUAVLIKN EpyaoTnPLaKy evBupacia, KAALYN LAAALOY
KOl AMOKAELOTIKA LITOSAMATA/TTOSoVAPLA. ZE XELPLOKO KOVLWVY amalToOvTal KATAAANAN npooTaoia
MOTLWV/ovamvoniG: Ta Yavtia aAAdCouv he dpaoctnplétnta A Bopd. H emAoyr TOMOL/VALKOD yiveTal amnd
SDS kat ekt{unon kwdovou. [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 kivéovoou / Risk-assessment inputs

Agv TeKUNPLWVETAL MAAPNG €WBLKA Tagvdunaon Kwdivou yla auth Tn eépuUovAa. EEeTdote SpaoTtikdTNTA,
okévn/agpdAvua, aAAepyloyéva, SLAADTEC, HLKPORBLOAOYLKO K{vbBuvo Kal empdAvvon Baoesl Twv
TMPAYUATLKWY LAWY Kal Tng dladikaaiag. H anovaia entoruavong v anuaivel anovaia kwwdovou. [11]

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.

Tekpunpiwon diudpkelag xpRong / Evidence for beyond-use period

AEV TEKUNPLWVETAL £BLKO oTOLYE(DO OTLG TINYEC oL €EeTdoTNKAVY. AMatTe(TOl CUUMARPWON TPV amd TOMLKA
éykplon, epéoov elval KPIOO YL TN OLUYKEKPLHMEVN TTAPAOKELH.

H 6udpkela Ttng mNyrig agopd tnv akplBr obvBeon, néEBodo Kal ouokevaaoia Tng. Asv elval nuepounvia
AAENG avTAC TNE MapTibag o0TE PETAPEPETAL O AAAO €KBOXO/MEPLEKTIKOTNTA. H Mpayua Tk NUEpounvia
vnoAoy(Cetatl 0To KEVO QUAANO 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.

ESapTwpHeveG Baocelc / Required bases
Paraben concentrate 6% + 3% w/w - CGR-BR-001 [1, 1]

EvdelkTIKOC eEomALOMOG / Indicative equipment

EvOELKTIKOG KATAAOYOC TIOL POKOTTEL aTtd TN HEB0B0: ZLYOG KATAAANANG BLOKPLTIKAC LKAvOTNTAC,
MNeplékTeC Kal dpyava avauLlENG ouBaTd pe Ta LALKA, KatdAAnAo péoo duibnong. H
emAoyn/kataAAnAdTNTA 0p{CeTaL TOTKA. [1]

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

AlaAboTe ASoKaivn Kat cakyapivn 0Tto 08WP. MPOCBETTE CLYTNPNTIKG, CUUMANPWOTE GYKO,
opoyevomoljoTe Kat dtnbrAoTe. [1]

Dissolve lidocaine hydrochloride and saccharin in water. Add preservative, make to volume, mix and filter.

Mapatnpnoelg / Notes

Tomkr xprion otov oToHaTIKé BAgVWOYOVO, va UNv KaTam{veTal. Asv MPOKELTAL Yia EVETLHO dLaAvpa. Agv
pHeETaQEpovTaL £6W ol SoooAoylec TnG LoToplkAg tNyrG. [11]

Topical oromucosal use; do not swallow. Not an injection. Historical source dosing is not reproduced.
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Zuokevaoia kaL VALKa / Packaging and materials

ABLaQavEC MAAOTIKO 1] KEXPLUMOPOXPWHO YUAALWO doxelo, KaAQ KAELOpévo, MpooTaoia and pwc,
Beppokpacia dwuatiov. [1]

Well-closed opaque plastic or amber glass, protected from light, room temperature.

Ynoderypa eTikétag / Label specimen

Y5poxAwPLKA ALdoKaivn 2% W/V — GTOMATIKS TOTILKS SLAALHA

MeplekTikKOTNTO/MAPAAAQYH: MoodtnTa:
Naptida: Mapaokevn: XpAon €wg:
2topatoBAevvoydvia xprion / Oromucosal use
AocoAoyla/odnylec:

DOAaEN: ASLa@avéG MAAOTIKS 1] KEXPLUTIOPOXPWHO YUAALVO Hoxelo, KaAd KAELOUEVO, TTpooTooia amd ewg,
Bepuokpaocia dwuatiov.
Mnv Katamivete. Ze modLd pévo pe tatplki odnyia kat eniBAeyn gvnAikov. [1]

Lidocaine hydrochloride 2% w/v oromucosal topical solution

Strength/variant: Quantity:

Batch: Prepared: Use by:

2topaTtoBAgvvoyodvia xprion / Oromucosal use

Dose/directions:

Storage: Well-closed opaque plastic or amber glass, protected from light, room temperature.
Do not swallow. In children, use only on medical advice with adult supervision.

M£0obol eAéyxou / Quality-control methods
Agv TeKUNPLWveTaL £L61KS otolxelo 0TI NYyEC mov e€eTdoTnKav. AnatTe(TAl CUPNARPWON TPV ATd TOTILKA
€ykplon, 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.

®OAa&n / Storage conditions
ABLOPAVEG TAXOTLKO 1 KEXPLUTOPOXPWHO YUdALWOo Soxelo, KaAd kAelouévo, mpootacia and ewg,
Bepuokpacio dwuatiov. [1]

Well-closed opaque plastic or amber glass, protected from light, room temperature.

El81kéc 0bnyiec 61aBeonc / Dispensing instructions
Mnv Katamnivete. Z€ modLld pévo pe tatplkr odnyia kat emiBAeyn evnAikov. [1]

Do not swallow. In children, use only on medical advice with adult supervision.

BiBAloypagikég avagpopécg / References

[1] ANVISA — Formulario Nacional da Farmacopeia Brasileira, 22 edigdo, Revisdo 02 (2012). 2012, 2nd ed., Rev. 02 —
superseded PDF pp. 98. A2. EAeyxoc / Checked 2026-09-10.
https://www.gov.br/anvisa/pt-br/assuntos/farmacopeia/formulario-nacional/arquivos/8065json-file-1/@@display-file/file

[2] FN/2003/PA/020 LIDOCAINA, HIDROCLORURO DE. AtaB£0tuo kelpevo / Retrieved text PDF pp. 1-2. Al. EAeyxoc / Checked
2026-09-10.

https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_020.pdf
[3]1 PN/L/PG/002/00 INDUMENTARIA. AtaBéoipo keipevo / Retrieved text PDF pp. 1-5. Al. EAgyxog / Checked 2026-09-10.

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

Ol avaALTIKEG HéEBO0DBOL cuvoyiCovTal. MNa ekTEAETN amaLTOOVTAL T AR PN TMAPATIEUNOPEVA KEPAAQLA,
avTBpaoThpLa Kot KPLTAPLa KATAAANASTNTAC CLOTAUATOC.

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
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