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Certificate of Analysis

3M THAILAND LTD 3M Deutschland GMBH
KLONGTOEY-NUA, WATTANA, Carl-Schurz-Strasse 1
159 ASOKE-MONTRT ROAD, 41453 Neuss
BANGKOK 10110 Deutschland
THAILAND

Date certificate js prepared: 28-JAN-2020

The 3M product listed below was produced in accordance with standard manufacturing processes for the prodect in effect at the
time of manufacture and is certified to meet the specifications displayed below.

3M Delivery Number [Customer PO Number Customer part No

3M Stock Number GTIN Nuraber 3M's Legacy 11 -digic Stock Number
‘[ 7000009834 04035077013321 70201105379

Product Description :

3IM™ Ubistesin™ Forte Solution For Injection, 15110

Additional Product Information :

Product Name: UBISTESIN FORTE

Strength/Potency: Articaine hydrochioride 40mg/ml,epinephrine 10pg/mi
Dosage Form:  Solution for injaction

Package size/type: Tin containing 50 cartridges 1.7 ml each

*Retention time concordant with reference substance

*“*Spectrum test solution consist w. IR spectrum standard solution
*+Sofution must be red coloured

**0.1%=RL,total deg.prod. no reporting < RL

+t=clear, not opalescent, ¢olourless liquid

No, of GMP Certificate: DE_BY_04_GMP_2019_0066
No. of Manufacturing authorisation: DE_BY_04_MIA_2019_0058

| hereby certify that the above information is authentic and accurate, This batch of product has been manufactured, including
packagingfabeling and quality control at the below mentioned site in full compliance with the GMP requirements of the local
Regulatory Authority and with the specifications in the Marketing Authorisation of the importing 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 GmbH

ESPE Platz

82229 Seefeld

Germany

fusosduuigndos

M;no\ PN e i

«a LA
AN nIan: 25581 ity
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3M Delivery Number Page 2 of 3
3M Stock Number 7000009834 3IM™ Ubistesin™ Forte Solution For Injection, 15110

Batch Identifier: 6551390, Date of Manufacture: 08-NOV-2019 Shelf Life/ Expiry Date: 31-OCT-2021/ '
Final Manufacturing Location: 4106 3M DE Seefeld Mfg Addl Lot Code: 6551390

Test Property Min, Spec Max, Spec Unie Result/Average Inspection Method
Cartridge No. 6442571

Importing Country: TH

No.of Mark. Authorization:

2C15/45(N)

JdentityAsticaine

Identity Articaine

hydrochloride (IR)** PASS CTD3.2P52
1dentity Epinephrine(HPLC)* PASS CTD3.2.P.52
Identity Epinephrine(nit. )

reaction)#s | PASS CTD 3.2.P.52
Atticaine hydrochloride 95,0 105,0 % 100,3 CTD3.2P.52
Epinephrine 99,0 109,0 % 1040 CTD 3.2.P.5.2
Sodium sulphite 730 105.0 % 933 CTD 3.2.P.5.2
Epinephrine sulfonic acid 3.0 % 28 CTD3.2P5.2
Any unspec.degr.pr.rel. to Epi. 1,0 % <0,} CTD3.2P5.2
Total degr.pr.rel.to Epi. **+* 30 % 23 CTD3.2.P.5.2
Articainic acid 0,3 % 0,1 CTD3.2P5.2
Any unspec.degr.pr.rel. to ,

Articaine 0,2 % <0,] CTD 3.2.P5.2
I?:tga?:gﬁfem 1,0 % <0,! CTD3.2.P.5.2
Appearance®**s¢ PASS Ph.EUR.2.2,1/2.2.2
PH ' 3,6 44 39 PLEUR223
Sterility (sterile) PASS Ph.EUR.2.6.1
.:‘?ctex_'i‘al endotoxins <28 EUY | PASS Ph.EUR.2.6.14
Subvisible particles >/~=10 um . R

per cont. 6000 10 Ph.EUR.2.9.19
Subvisible particles >/=25 yun 600 0 Ph.EUR.2.9.19
per cont.

& g s/
3 Uiﬂ\!ﬁ'lm'lg]ﬂﬂﬂﬁ

Mawon PLMl,5: 8 p~

gy 3nsam Wsesudy
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3M Delivery Number , Page 3 of 3
3M Stock Number 700009834 3M™ Ubistesin™ Forte Solution For Injection; 15110

This éertificate s validated. based on Electronic Signatire entered by: Wolfgang Geis
Usage Decision Date/Time: 20-DEC-2019/07:07:13

'Please contact your 3M Customer Service Representative if you have any questions.
This-certificite is electronically generated 2nd valid without a signature.

5331474442
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