M Deutschiand GmbH
Carl-Schurz-Stralie 1

?;-‘39_2923 41453 Neuss
Crder Ha. Germany
Tek +49 {0)8152 700-0
Fax +49 {0)8152 700-1366
e-mail.  info@mmm.com
Internet www. 3maspe.com
Product Name: UBISTESIN FORTE
Strength/Potency: Articaing hydrochloride 4Cmgiml, epinephrine hydrechioride 0.012 mg
: {equivalent to epinephiring 0.01 mg}
Dosage Form; Solution for injection
Package sizaftype: Tin containing 50 cartridges 1.7 ml each
Balch No. 10212834
Expiry Dale (MMYY} 06128
Numbser of ting: 8981
Carlricge No. 10212831
Manufacturing Dats(DD.MM.YYYY)  03.07.2023
lower uppe :
Paramelers Unit _ Value Limit Limit. Reference.
Importing Country: UA
Cauntry of origin: DE
No.of MA. UAI1D188/01/02
IdentityArticaine hydrochiaride(HPLC) OK - - CTD3.2.P52
Identity Articaing hydrochloride(IR)" 0K - - CTD32P52
Identity Epinephrine(HPLC)* . 0K - . CTD3.2.P.52
Identity Epinephrine(coiour reaction)™ - oK . . CTD3.2.P52
Arlicaine hydrochloride mgiml 40.5 380 42.0 CTD5.2.P.52
Articaine hydrochlodde % 101.3 495.0 108.0 CTD3.2P5.2
Epinephrine ppm 104 9.9 10.9 CTD32P52
Epinephrine %o 104.1 A980 108.0 CTD3aprs2
Sadium sulphite mgiml  0.56 045 0.63 CTD32.pP.52
Sodiurm sulphite % 233 AT5L 105.0 CTD3.2p52
Epinephrine sulphonic acid % 28 . =30 CTD32P 52
Epinephnine suiphonic acid ppm 039 B 2041 CTD32.p52
Aricalnic acid b 0.1 - 503 CTD32p,52
Adicainic acid PEM 35 - %100 CTD32r52
Any unspec.degr.pr.rel. to Atticaine % <01 M €02 CTD32P5.2
Any unspec.dsgr.pr.rel. to Epi. % <01 . s1.0 CTD32P52
Total dagr.pr.rel to Articaing™* | % <01 - £1.0 CTD32.P52
Total degr.pr.rel.lo Epinephring*™** % 29 . <30 CTB3.2P.52
Appearance™** - oK - - PhEURZ21/2.22
pH % 3.8 38 44 Ph.EUR223
Sterility (sterila) - oK : - PhEUR.26.1
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Bacterial endotoxing EUImI  OK - <28 Ph.EUR26.14
Subvisible particles™**~~ - OK - - Ph.EUR.2.8.19

pem = pgimi

* Retention time concordant with reference substance

** IR spectrum test selution consist w IR spectrum slandard solution
"**solution must be red coloured

""" 0.1%=RL lotal deg.prod. no reporting s RL

“***"clear, not opalescent, colourless liquid

“*max. 8000 particles = 10m; max. 500 partic. 2 26 pm par
container

Nao. of Manutacturing autherisation' DE_BY_04_MIA_2023_0023

| hereby cetify that the above information is authentic and acourate,

This bateh of product has been manufaciured, including packaging/ labeling and quality control at the below mentioned
site in full compliance with the GMP reguirements of the loca! Regulatory Authority and with the specifications in the
Marketing Authorisation of the imparting country. The batch processing, packaging and analysis records were

reviewed and found to be in compliance with GMP,

Manufacturing and quality control site
3M Deutschiand GmioH
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“**CONFIDENTIAL****

Qualified Person: )
Dr. Woelfgang Geis | Date of release 07.09.2023
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