HEPKABHA CJIYKBA 3 JIIKAPCbKUX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTHUKAMM B OJECBHKIN OBJIACTI
np-T ["arapina, 8, M. Oneca, 65044, ten/pakc: (048) 786-90-40
E-mail: dls.od@dls.gov.ua. web: https://www.dls.gov.ua/

Koa €IPI1OY 37089367

BUCHOBOK
Npo AKICTb BBE3€HOr0 B YKpaiHy JIiKapcbKoro 3acody

30.07.2024 Ne 38726/24/15

CEIITAHECT 3 AIPEHAJITHOM 1/200 000

(HaiMeHyBaHHS NikapcbKOro 3aco0y 3riaHO 3 peecTpaliiHUM MOCBIIUEHHSM)
PO34HH s iH'ekuiii no 1,7 ma y kapTpuaxki; no 10 kaprpuakis y 6aicrepi; no 5 daicrepis y
KapTOHHiil KopoOui

(hopma BUMyCKy, 103yBaHHS, BUA MAKYBaHHS JiKapcbKOro 3acody)
Howmep peecrpauiiinoro nocsinuenns UA/10381/01/01 ctpok nii peectpauiiivoro nocsinuenns 01.01.2099

Cepis nikapcbkoro 3aco6y Ne B33518BAB KinbkicTb BBe3eHOro nikapcbkoro 3acody 1671

BupoGHuk CEIITOHAOHT, ®panuis

(HaliMEHYBaHHA BUPOOHMKA J1iKAPCLKOro 3aco0y, KpaiHa MOXOAKEHHS)

BeeseHo B YkpaiHy Toapuctso 3 ooMmexkeHor BianosinaabHicTio "KPUCTAJI
DAPMA", inenr. koa: 38572704

(HaiimenyBants Ta koa 3a €JIPTIOY opuanunoi ocodmn abo npissuiie. iv's. no 6aTbkoBi (izHunoi
0co0u - nianpuemus. i Micle NPOARNUBaHHS Ta peccTpallifinii HoMep 00:1iKOBOT KapTKH 111aTHUKA
noJatkis abo cepist Ta HOMep nacnopra)

IMpoTokoa BisyanbHoro koutpouio sin 29.07.2024 Ne 379/0/01.16-24/2.
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Septodont

septodont 58, rue du Pont de Creteil

‘ ' 94100 Saint-Maur-des-Fossés
‘ France

CERTIFICATE OF ANALYSIS

SEPTANEST WITH ADRENALINE 1/200 000,

Batch N°: B33518BAB
Amount of batch: 1671 boxes
Date of Manufacture: 14.05.2024

Expiry date: May, 2026
Pack size: 50 cartridges x 1.7 ml
CONTROLS

| - -

' CHARACTERS AND GENERAL TESTS

- Description

- Extractable volume
- pH
- Sub-visible particles

.Diameter 2 10 ym
Dlameter 2 25 Hm

‘ IDENTIFICATIONS

| Articaine hydrochloride
. A. Thin Layer Chromatography
. B. HPLC.: retention time
Adrenaline tartrate
A. HPLC: retention time
B. HPLC: redox potential
- Sodium metabisulfite

ASSAYS

- Articaine hydrochloride

- Adrenaline tartrate (expressed as base)

- Sodium chloride

- Sodium metabisulfite
expressed in SO2

DEGRADATION PRODUCTS

Degradation products of Articaine hydrochloride:

Articainic acid at RRT 0.6
Any other individual impurity
Total impurities

Solution for injection

Manufacturing licence No.: 2023_114_1_3
Certificate of GMP Compliance No.. 2023_ "HPF_FR_160
Manufacturing country: France
Importing Country: Ukraine
Registration number in UA: UA/10381/01/01
-1 R
1 ACCEPTANCE CRITERIA 1 RESULTS
_— ] _
Clear and colourless solution ‘ Gomuliss
practically free from particles ‘ P
\
No cartridge < Nominal volume i Complies
40t05.5 i 47
< 6000 per cartridge 1 !
<600 per cartridge ‘ o
Complies Complies
Complies Complies
Complies Complies
Complies Complies
~ Positive . Complies
Per 100 ml
380t04.20g 3.97
0.50 t0 0.55 mg 0.53
0.144t0 0176 g 0.161
35to 50 mg 44
24 to 34 mg 30
<05% 0.1
<02% 0.0
<05% 0.1
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Septodont
septodont 58, rue du Pont de Creteil

‘ ' 94100 Saint-Maur-des-Fossés
‘ France

CERTIFICATE OF ANALYSIS

SEPTANEST WITH ADRENALINE 1/200 000,

Solution for injection

Batch N°: B33518BAB Manufacturing licence No : 2023_114_1_3

Amount of batch: 1671 boxes Certificate of GMP Compliance No.: 2023_HPF_FR_160

Date of Manufacture: 14.05.2024 Manufacturing country: France

Expiry date: May 2026 Importing Country: Ukraine

Pack size: 50 cartridges x 1.7 ml Registration number in UA UA/10381/01/01
CONTROLS ACCEPTANCE CRITERIA ‘ RESULTS

,

i
R i
-— | ]

DEGRADATION PRODUCTS

|
Degradation products of Adrenaline tartrate ‘
|

. Adrenaline sulfonic acids at RRT 0 46 £100% 16
(0.4 ug/ml or 7.4% as adrenaline)
Any other individual impurity <10% i 0.0
Total impurities <1.0% ‘ 0.0
' BIOLOGICAL TESTS *
- Sterility Sterile Complies
- Bacterial endotoxins < 0.7 IU/mg of Articaine HCI <01

Active Ingredients: 1 ml of solution contains: Articaine hydrochloride 40 mg, Adrenaline tartrate in terms of
Adrenaline 0.005 mg; 1.7 ml of solution (1 cartridge) contains: Articaine hydrochloride 68 mg, Adrenaline tartrate
in terms of Adrenaline 0.0085 mg.

Date: 12.07.2024

| hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control, 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.
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Anne LECOQ

Septodont Qualified Person / Responsible Pharmacist
(Art. 51 Dir 2001/83/EC)
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Septodont
septodont 58, rue du Pont de Creteil
‘ ' 94100 Saint-Maur-des-Fossés
‘ France

CERTIFICATE OF ANALYSIS

SEPTANEST WITH ADRENALINE 1/200 000,

Solution for injection

Batch N°: B33518BAB
Amount of batch: 1671 boxes

Manufacturing licence No.: 2023 114 13
Certificate of GMP Compliance No.: 2023_HPF_FR_160

Date of Manufacture: 14.05.2024 Manufacturing country: France
Expiry date: May, 2026 Importing Country: Ukraine
Pack size: 50 cartridges x 1.7 ml Registration number in UA: UA/10381/01/01
e e} S
CONTROLS % ACCEPTANCE CRITERIA E RESULTS
 CHARACTERS AND GENERAL TESTS I
- Description | Ciea( and colourless solption | Complies
practically free from particles ‘
- Extractable volume ' No cartridge < Nominal volume : Complies

- pH | 401055 | 47

- Sub-visible particles ‘ [

.Diameter 2 10 ym <6000 per cartridge 1
.Diameter 2 25 ym | s 600 per cartridge l o

IDENTIFICATIONS i
Articaine hydrochloride [

. A Thin Layer Chromatography Complies Complies
. B. HPLC.: retention time Complies Complies
Adrenaline tartrate

A. HPLC: retention time Complies Complies
B. HPLC: redox potential Complies Complies

- Sodium metabisulfite ~ Positive [ Complies
ASSAYS Per 100 ml
- Articaine hydrochloride 380t04.204g 3.97
- Adrenaline tartrate (expressed as base) 0.50 to 0.55 mg 0.53
- Sodium chloride 0.144t0 0176 g 0.161
- Sodium metabisulfite 35to 50 mg 44

expressed in SOz 24 to 34 mg 30
DEGRADATION PRODUCTS
Degradation products of Articaine hydrochloride:
Articainic acid at RRT 0.6 <05% 0.1
Any other individual impurity <02 % 0.0
Total impurities <05% 0.1
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[Iepexnad 3 ananiticbkoi MOGU HA YKPATHCHKY MOBY
Jlororum: [CenrrozonT]|
CENTO/JIOHT
58, Pio mo Ilon e Kpereii
94100 Cenr-Mop se Doce, Opanris
CEPTU®IKAT AHAJII3Y
CENTAHECT 3 AAIPEHAJITHOM 1/200 000

Po3uuH a9 in’ eKuif

Homep naprii: B33518BAB Homep niueHsii Ha BHPOOHHULTBO: 2023 114 1.3
Po3mip maprii: 1671 ynaxosok Ceprudixar Bianosigsocti Bumoram GMP: 2023 HPF_FR_160
Jara BupoOuuursa: (aa.mm.rr) 14 tpaBus 2024 p. Kpaina-BupoOnuk: DPpanuis
Tepmin npuaaTHOCTI: TpaBens 2026 p. Kpaina-imnoprep: VYkpaina
Poamip ynakoskw: 50 kaprpumxie mo 1,7 ma  Homep peectp,auiiHOro nocBi JUEHHSL: UA/10381/01/01
IMoka3uuku sKoCTI JdonycTumi Mexu PE3VJIBTATH
O3HAKH TA KPUTEPII 3AI' AJIbHOI ITEPEBIPKU
- 30BHILIHIN BUTISA IMpo3opa Ta Ge3dapsHa pianHa, BIATIOBIAAE
BUJIbHA BiJ{ BHIAHMHX YaCTOK
- 06" em, w0 BUTSTAETHCS He meHme HoMiHAIBHOTO 06 eMy BIAMOBIZAE
- pH Bia 4.0 10 5.5 4.7
- HeBuaumi wactku:
aiametp > 10 Mxm < 6 000 Ha kapTpHIK 1
AlaMeTp > 25 MKM < 600 Ha KapTPHIK 0
INJEHTU®IKALIS
ApTHKaiHy riApoXIopHay
A. THIX Bianosizae BIANOBIAAE
B REDV o smrmrm rnrrrre Pivrranionr AT e~
B. BEPX e yrpmmnia Bianonizac BiANICDIRAC

Anpesaniny TapTpaty

A. BEPX: yac yrpumanHs Bianosizae BIANOBIAAE
B. BEPX: “Redox potential” Bianosizae BIAMOBI A€
Harpiro metabicymbdity INo3uTHBHO BiATIOB1Ia€E
KIJIBKICHE BU3BHAUYEHHSA Ha 100 ma
- ApTHKaiHY IiApOXJIOPUAY Bix 3,80 104.20r 3,97
- ApeHamHy TapTparty (B nepepaxyBaHHl Ha aAPCHATIH) B11 0,50 g0 0,55 mMr 0,53
- Hatpiro xsopuay Bin 0,144 100,176 r 0,161
- Hatpizo metabicyabdity Bia 35 10 50 mr 4
(B nepepaxysansi Ha SO,) Bix 24 g0 34 mr 30
MPOAYKTH PO3IALY
Kim 3104 UKQiny 2iQpoXIopuoy:
- apTukaiuora wucnora npu RRT O A <N 5% N1
- OyAp-siKa IHAUBIAYAIbHA AOMIIIKA <0.2 % 0,0
- CYMa AOMILIOK <05 % 0.1
IIpodykmu po3nady adpenaniny mapmpamy:
- aapenani cynabgoxkucnora npu RRT 0,46 <10,0 % 1,6
(0,4 mxr/mn, abo 7,4% six aapeHanin)

- Oyab-sKa IHAMBIAYATbHA JOMIIIKA <1.0 % 0,0

YR ORI <12% 0.0
CTEPWIBHICTb Mae GyTH cTepHIBHUM BIAMOBIAAE
BAKTEPIAJIbHI EHIOTOKCUHH < 0.7 IU/mr apruxainy HCI <0,1

AKTHBHI peuoBHHH: 1 MJI PO34HHY MICTHTb: APTHKAIHY rizpoxjiopuay 40 mr, agpeHaJiHy TAPTPATY y nepepaxyBaHHi
Ha aapenadin 0,005 mr; 1,7 ma po3unny (1 KapTPHIK) MICTHTB: APTHKAIHY riApoxJopuay 68 mr, aapeHaniny Taprparty
y nepepaxysaHHi Ha aapenajin 0,0085 mr.

Hata: 12 smnns 2024 p.

Ilum minTBEpAXKYl0, 0 3a3HAYEHI BHINE AaHI € JOCTOBIPHHMH Ta TO4YHHMH. IIpouec BHroToBjIeHHsI Wi€i mapTii
NpoayKuii, BKJIIOYAIYH €TaNH NaKyBaHHs/ MAPKYBAHHSI Ta KOHTPOJI0 SIKOCTi, MOBHicTI0 Bianosizae Hopmam
ONTHMAJILHOI0 BHPOOHHUTBA, BCTAHOBJIEHHM MiCLEBHM OPraHOM KOHTPOJII0, TA XapaKTEePHCTHKAM, 3a3HAYEHHM Y
pereeni ma peamhaming danmanesTuwmore npenmanary wnafum-immanrena, Iicna nepesinum nowvumeuranil mna
00po06Ky napTii, ynaKyBaHHsI T IPOBEeHHS AHAJI3IB (yJI0 BCTAHOBJIEHO, 10 TAKA I0KyMeHTauis Bianosizac Hopmam
Hanexuoi Bupo6uu4oi npakruku (GMP).

Amnne Jlexor/ITionuc/llevamka
.. YTIOBHOBakeHa ocoba CenToa0HT / BIANOBI AabHHMI (hapMaLEeBT
R (Crarrs 51 upexrusu 2001/83/EC)

HEPEKJIAJIEHO BIPHO

ITepexnan BukoHas
Cnobomsmux A.O.




