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Certificate of Analysis and Conformance
CepTidukar anaansa 11 coOoTBETCTBIIS

Product name / Hansrerroaanue nekapereeiinoro cpeactsa

Article No. / Lot No. / ApTukyi Ne/ Cepnn Ne
Marketing Authorization No. / Peritctpaunonitoe
yirocroneperie Ne

AP] name / Haitmenosanie dhapmaucnriuccxodi
cyGeTangnm

API Manufactorer / Tlpouzsogurent ADC

APl batch No. / Homep cepua AC

Dosage form / Jlekaperschitas hopua

Container Type / Bua ynakongu

Material No. / N2 maTepuana

RIX No. ! Ke-I31X

BIX Version / BIX-mepens

Quantity / Kosinmectao ynaxonox

Date of Manufacture / [Tata nponiooactsa
Date of Expiry / Cpok romtocry

Number of Normative Documentation; /
Hoarep nopmatienoit aokyseuraisne:

Jardiance® film-coated tablets 10 mp (30) /
Jlaapminc® ralaeriit, noxprireie nacnoynod ofononkofi 10 mr

116768 / 23E0238
JIr-00273s

empagliflozin / smnaramposm

Bidachem, Italy

708038, 708039

film-coated tablels ¢ Tabnetkn, nNoOKpLITHE NAcHo'Nioit
abonovkoit

ALU/PVC-Blister / [IBX/An Gnuerep
116768

146769

a0l

110496

07.05,.2023

31.05.2026

JITT-002735-030620 Var/Ham, No 1-2

I hereby centify that all manufacturing stages of this batch of finished product have been carried out in full compliance with the
GMP requirements of the EU and that the batch of the finished drug product for medical use conforms to the quality

specilications established by the Normative Documentation.

HacTosinnn noraepanam, 4To gce CIA/UG NRONTAOACTRA RAHIOK CCPHH FOTOROIO NPONYKTA BHROANCHLL B TOAIDM
coureretsim ¢ tpedosannsmu GM P EC, o oiie wrro copis nesapctissniaro ARCNAPATI UM MCIUIHICKOTO TpiIMeuenN

COOTHCTCTRYCY (.'Ilclllllllllliulllllt IIUPMBTMBIIOH JOKYMCITaLb,

Remarks: / [Tpuseuaiis:
na

Stornge
At temperature not exceediag 25 °C,

Npanenne
Mpn Tesucparype ue nuune 25 °C.

Packaging conforms 10 the approved Normative Documentation.

YIRINOUKA COUTUCTCTRYCT CONMICOIIRNON HopMut a0l JORYMEINmuL.

Labelling conforms to the approved Normalive Documentation.

MAapxuponka coOTRETCTRYCT COrmaconatmoll wopsaTHRD NORyMeTasne.

Date of Release / Jlava sunyckn: 31.07.2023

MNUBB L Wessels /[ f —po =

Date 7 Name 7 Signature of the Qualiticd Person, Qualily Assurance
Jlara / My / Tloamics ynoanomoucnsoro ata, adecnencine Kaeersn

Page 1 of 3 / Crpansta 1w 3
CoAC-[46769-VO3
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Certificate of Analysis and Conformance
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Product Namc: Jardionce® film-coated tablets 10 mg (30)
Bawch / Lot: 23E023% Inspection Lot: 4225726
Registration: Russia Page 2 of 3
Test Specification Result
Description
Pale yellow, round, biconvex, bevel-edged film-coated tablets. Confarms
Debossed on one side with Bochringer Ingellicim company symbol
and *S10” on other side,
Identification
The retention time of the main peak on the chromatogram of the test Conforms
solution must correspond to the retention time of the main peak on
the chromatogram of the standard solution of empagliflozin.
The UV spectrum obtuined with the test solution in the range 200 nm Conforms
- 450 nmm must correspond to the UV spectrum obtained with the
standard solution of empagliflozin.
. Related impurities (Degradation praducts)
Any unspecified impurity (degradation product)
20.2% <0.1 %
Total impuritics {(degradation products)
<0.6% <0.]1 %
Assay
95.0% - 105.0 % of stated content of empagliflozin per tablet. 98.8 %
Disselution
Q: 80 % Cxi5CI0; (empaglifozin) Conforms

Time: 30 min

Stage 1 — S1 {n=6);

Each unit is not less than Q+5%,.

Stage 2 - 82 (n=6):

Average of 12 units (S1+52) is equal to or greater than Q, and no unit
is less than Q-15%.

Stape 3 - 83 (n=12):

Average of 24 units (S1+52+83) is cqual to or greater than Q, not
more than 2 units are less than Q-15%, and no unit is less than Q-

. 25%.

Unifermity of dosage units

Requirement A {n = 10) Conforms

Acceptance value € 15.0 %

Requirement B (n = 30)
Acceptance valoe € 15.0 %
No individual vatue is less than 0.75 M nor more than 1.25 M

Microbiological purity
Total aerabic microbial count (TAMC)/g <10 CFU/e
Not more than 103 cfu
Total yeast and mould count (I'YMC)/g <l0 CFuUp
: Not mare than 102 cfu
Escherichin cotify conforms
Absent '

or Rus. Ph. Category 3A

= End of Repurt -

CoAC-146769-V03




CeprinduikaT anamisa it
COOTBCTCTBHS

Haananue noxaperscititoro cpeacraa:

Cepus No: 23E0238

Pernctpawia: Poccn
Ilennrase Cnewsebnsanng
Ouzricanme
aS10» wa apyrofi cropone.
Moamrocrn

Kpyrnuie AROAKOBLINYKNKIC CO CKOWICHILIMI KpaAMit TaGeTkIL,
noKpITLIEe [ACitor Il 0Gonotkoil CheTAO-KeNTOro uBeT ¢
FRABIPORKODR CHMBOMA KOMIMINN A ofu0lt cTopone TaGAeTEl 1

BPCMH YACPAURINITA OCHOBROMC NHKA HA XPOMATOFpAMMe

HEOLITYEMOrD PASTEOPA OO COOTHCTCTIORITL BPEMEIIH
YACPATLBANIA OCHORHOMD NIKA Ha XPOMATOIPAMAIC CTAHAAPTHOMD
pacTropa smnarnihaoma.

Ydi-crewTp nornowmeniss ICNHTYCMOr0 pactaopa 8 ofnaci ot

200 1m zo 450 uM fomwel cooTrcTerRoBaT Y d-cnektpy
CTAMAAPTHOND PacTnop: IMnarandaoInIa.

Pescricinnie npasicest (ITpeay T QccTpyriun) i

Jhwoban epmunmuan neencindintpyemas npl'uccn

(MpoRy KT AecTpyKUINe):
<02%

!

|
H

Cymna npitmeceil (npostykron AccTpykUnN):

206%

Koassccrnennoc onpezescmie
O195.0 % no 1050 % or 3asBCHNONO COACpKaNIA

amnarnitnonng 8 TabncTre.

PacTRopenne

He mence 80 % (Q) CuHzrClO: (avmarmidinoamra),

Bpemna: 30 s,
Cranua [ - 81 (n=6):

Uit kol TabneTrn mmanenne goasHo GuiTe e menee Q + § %,

Craznz 2 — 52 (n=6):

Cpentee 3tuantemie ana 12 tabnetok {(S1+52), nom«no GuTh e
atetice Q 1t ang ognolt TalneTRN 3HANCINIC BE NOmEIto GBIT

meree vem Q - 15 %,
Cragua 3 - 83 (n=12);

Cpeanee 3naucinie s 24 Tabnerox (S1+82+83), donsno Gums He
sence Q 1 e Gostee Men i 2 TADACTOK JUAMEIHIE MOXCT ORITL
mettee uen Q- 15 %, Hu ang oanolt Tabnetin anavcusne ne fomkio

Gritt menee Q - 25 %.

Ommpwmocn. Rolnponainyg

Tpefonanue A (n=10)

TIpuenowirae anasetine {AV): ne Gonee 15,0 %.

Tpchosnmne B (n =30

IMpiremovnoe aunctsie (AV): ie Goree 150 %; wit oanoro

HHAKBWAYAREHOTO Inateie reitee uen 0,75 M u Gonee weae 1,25 M.

MuxpoUnioxoriecxast \ucroTa

Ofuree koanueeTno popoburtx Mukpooprasmeaton (TAMC)/r

uc Gonce 10 KOE

Obntee \scno tposcKenix 1t fliechieBuix rpiton (TYMC)r

1te 6onee 102 KOE
Escherlchin coll/r
OTCYTCTRIC

oan I'd PO Karcropusn IA

- Koucu orvera -
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Jixapmue® Tabnerks, poxpuiTLie enoynoft oSonoukoii 10 mr (30)
Cepuz ang buampa: 4225726

Crpamua 3 m3 3

PesyantaT

Cooracrcrayer

CooTeeTCTEYCT

CooTnereTByeT

<0.1 %
<0.1 %

98.8 o4

CoorBeteTnyet

Cootoerctoyer

<10
<10

COOTEETCTRYET

CoAC-146769-V03

KOE/r

KOE/r




GEAEPAALHAS CAYXCBA 11O HAA20PY

B COEPE 3APAROOXPAHFEHMA

«CRe\RHUA, BHECEHHEIE B @BTOMATWINPOBAHHYI0 MHBOPMALMOHHYIO CUCTeMY PocaapaBraf3opa nepep BBOAOM B

rpaxgaHckuin obopoTt nmuss AapThil nekapcTeeHHbIX cpeacTsf MHdopMaUuA 0 BulgaHHLIX POC3ApaBHan30pOM pa3peleHnAX
Ha BBOJA B rpaxpaaHckvid obopoT B PoccuAcKoR Gegepatinn cepun WM napTui WMMMYHOBMOADrMHECcKoro NeKapcTeeHHoro
npenapaTa, No COCTOAHWIO Ha 25.04.2024 10:32»

RAPLOntcs -

(¥ nasonup/Gacomuin (BTOPHNHARTPLIINGIaN YNIKoERa))

JIN-002735-030620
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