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Certificate of Analysis and Conformance
CeprudukaT aHAIN32 H COOTBETCTBHS

Product name / HaumeHOBaHHE JieKapcTBEHHOTO CpeACTBa Jardiance® film-coated tablets 10 mg (30) / )
Hxapaunc® TaGueTkH, MOKPLITLIE TIEHOYHOM 060:10uK0H 10 Mr:
(30)

Article No. / Lot No. / Aptukyn Ne / Cepus Ne 59103356/ 501322

Marketing Authorization No. / Peructpainmontoe JITT-Ne(002917)-(PT-RU)

yaoctosepeHue No

API name / HaumenoBanue (papmalesTHuecKoii empagliflozin / smnarandaosusn

cybecTaHuMK

API Manufacturer / Tpoussoantens ADC Bidachem SpA, Italy

API batch No. / Homep cepun ADC 1114204

Dosage form / Jlekapctsennas dopma film-coated tablets / TaGnerxu, MOKPBITBIE  [JIEHOYHOI
0bo04KOi

Container Type / Bua ynakosku ALU/PVC-Blister / TIBX/Ax 6nuctep

Material No. / No matepunasa 59103356

BIX No. / Ne-BIX 103356

BIX Version / BIX-pepcus 20

Quantity / KonnuecTo ynakosok 28032

Date of Manufacture / Jlata MIPOU3BOJICTBA 07.01.2025

Date of Expiry / Cpok ronsocTi 31.01.2028

Number of Normative Documentation: / JII-Ne(002917)-(PI'-RU)-010823

Howmep HopMaTuBHO# 10KyMenTaumy:

EAEU GMP certificate number/ GMP/EAEU/RU/01592-2024

Homep EADC GMP-ceptudpurara

I'hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging and quality control at the above mentioned site(s) in full compliance with GMP EAEU requirements and quality
control requirements 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 EAEU.

Hactosiuum st noareepskaaro, 4to npusesenuas soime HH(OPMALHS ABIIICTCH 10CTOBEPHOI H TOUHOI. Jta CepHs NMPOAYKLHH
NPOM3BEICHA (BKIIOYAs YTIAKOBKY (MApKHPOBKY) 1 KOHTPOIIb Ka4€CTRA) HA BHILEYKA3AHHOM NIPOH3IBOACTBEHHOI TUTOIAIKe

IKOHOMHYECKOTO COK3a H TPCGOBaHHHMH KOHTPO./1sA KayecTBa JIEKAPCTBEHHBIX CPE/ICTB, a TAKKC B COOTBETCTBHH CO
CHEHHC]JHK&EIHHMH, COAECPKAIMMHUCH B PEIHCTPALHOHHOM JJOCkE CTpaHhI-ldMH()pTepﬂ. 3anucu no NPOH3BOJCTBY, YIIAKOBKE M

AHAIH3Y TIPOBEPCHBI, M YCTAHOBICHO HX COOTBETCTBHE TPeGOBAHMAM Ipasun nannexaiueii nponsBocTBeHHOl NpaKTHK
EBpasuiickoro sxonomuueckoro corosa.

Remarks: / Ilpumeyanus:

§;orage

At a temperature not exceeding 25 °C.

Xpanenue
Ilpu Temneparype ne Boime 25 °C.

Packaging conforms to the approved Normative Documentation.
YnakoBKa COOTBETCTRYET COTIaCOBAHHOI HOPMaTHBHOM IOKYMEHTALIMH.

Labelling conforms to the approved Normative Documentation.
Mapkuposka cooTBeTCTRYeT COracoBanHoil HOPMATHBHOM JIOKYMeHTaLMH.

7. MRL. 7025 Dr. Heike Bork ZZW(

Date / Name / Signature of the Qualified Person; Quality” Assurance
Harta / Mms / Tlonnucs ynonsoMouensoro nmua, obecneveHue KauecTra

Page 1 of 4 / Crpanuua 1 - 4
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Certificate of Analysis and Conformance _— Boehringer
I"ll Ingelheim

Product Name: Jardiance® film-coated tablets 10 mg (30)
Batch / Lot: 501322 Inspection Lot: 1700006112

Registration: Russia Page 2 of 4

Test (Method)  Specification Result

Description (Visual)
Pale yellow, round, biconvex, bevel-edged film-coated tablets. Conforms
Debossed on one side with Boehringer Ingelheim company symbol
and “S10” on other side.
Identification (HPLC, Ph. Eur./USP/ JP or Ph. EAEU 2.1.2.28)
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 (see
section “Assay™).

(HPLC-UV Ph. Eur/USP/ JP or Ph. EAEU 2.1.2.28)
The UV spectrum obtained with the test solution in the range 200 nm Conforms

- 450 nm must correspond to the UV spectrum obtained with the

standard solution of empagliflozin (see section “Assay”),
Impurities (HPLC, Ph. Eur./USP/ JP or Ph. EAEU 2.1.2.28)

Any unspecified impurity (degradation product)

<0.2% <=0.1%

Total impurities (degradation products)

<0.6% <=0.1%
Assay (HPLC, Ph. Eur./USP/ JP or Ph. EAEU 2.1.2.28)

95.0% - 105.0 % of stated content of empagliflozin per tablet. 98.5 %

Dissolution (Ph. Eur./USP/JP or Ph. EAEU 2.1.9.3, HPLC Ph. Eur./USP/ JP or
Ph. EAEU 2.1.2.28)

Q: 80 % C13H27ClO7 (empagliflozin) Conforms
Time: 30 min
Stage 1 — S1 (n=6):
Each unit is not less than Q+5%.
Stage 2 — S2 (n=6):
Average of 12 units (S1+82) is equal to or greater than Q, and no unit
is less than Q-15%.
Stage 3 - S3 (n=12):
Average of 24 units (S1+82+83) is equal to or greater than Q, not
more than 2 units are less than Q-15%, and no unit is less than Q-
25%.

Uniformity of dosage units (Ph. Eur./USP/JP or Ph. EAEU 2.1.9.14,

HPLC Ph. Eur./USP/ JP or Ph. EAEU 2.1.2.28)
In compliance with requirements: Conforms
Requirement A (n=10)
Acceptance value < 15,0 %
Requirement B (n=30)
Acceptance value < 15,0 %
No individual value is less than 0,75 M nor more than 1.25M

Microbiological purity (Ph. Eur./USP/JP or Ph. EAEU 2.3.1.2, 2.1.6.6, 2.1.6.7)
Total aerobic microbial count (TAMC)/g
Not more than 103 cfu
Total yeast and mould count (TYMC)/g Bl
Not mo.re t.han 1.03 cfu <10 CFU/g
Escherichia coli/g
Absent
Category 3A

conforms

-End of Report -
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Ceprudukar aHain3a u
COOTBETCTBHSA

™~ Boehringer
I IV Ingelheim

Ha3sanue nekapcreennoro cpeactsa:  kapauuc® tabnerkn, NOKPEITHIE IUIEHOYHOH 000104kt 10 mr (30)

Cepus Ne: 501322 Cepus 115 ananusa: 1700006112
Perncrpanms: Poccus

HcenbiTanne

(Meron) Creunduxanns

Onucanune (Busyanbnerii)
Kpyriible IBOSKOBBIMYKITBIE CO CKOLIEHHBIMH KpasMM  TabieTKu,
MOKPBIThIE NICHOYHOI 060/104KO CBETIIO-HKEITOrO UBETA ¢ FPABHPOBKOI
CHMBOJIA KOMIIAHWH Ha OJIHOM cTopoHe TabreTknm W «S10» Ha mpyroii
CTOpOHe.

Haentuduxauns (BIKX, Enp. ®apm./®apm. CLIA/Sn. ®apm. nau ®EA3C

2.1.2.28)
BpCMﬂ YACpXKHUBAHHA OCHOBHOI'O ITHKA HA XpoMmartorpamme HCIBITYEMOTO

PacTBOpa JI0/DKHO COOTBETCTBOBATL BPEMEHH YAEPKHBAHHSA OCHOBHOI'O
MHKa Ha XpOMAaTOrpaMMe CTaHAapTHOrO PacTBOpa MNariudI03nHa
(pasnen «KonuuecTsennoe onpenenennen),
(BIKX-Y®, Ep. ®apm./@apm. CILIA/Sn. @apm. wan PEAIC 2.1.2.28)
Y®-cnekTp noriomen s HensITyeMoro pacTBopa B obnacti ot 200 uM
10 450 HM ZOJKEH COOTBETCTBOBATH Yd-cnektpy crannapraoro
pacTteopa smnarauduiosuta (pasnen «Komnuectsennoe OlIpe/ieNIEHHEY ),
[pumecn (BIXKX, Esp. ®apm./®apm. CLLIA/Sn. @apm. win ®EADC 2.1.2.28)
Jloban eannnunas necniennduuMpyeman npumecs
(MpoayKT nectpykumu):
<0,2%
Cymma npumeceii (npoaykTos JECTPYKLHH):
<0,6 %
Konnuecrsennoe onpenesenne (BDIKX, Esp. ®apm./Papm. CLIA/fn, Dapm. wian
D®EADC 2.1.2.28)
01 95,0 % 110 105,0 % ot 3asBaeHHOrO COZIEpKAHHA IMNIArTH(IO3HHA B
TabneTke.
PactBopenne (Esp. ®apm./@apm. CLIA/ Sin. Dapm.uan PEAIC 2.1.9.3, BIAKX,
Esp. ®apm./®apm. CLUIA/SIn. Dapm. wan DEADC 2.1.2.28)
He menee 80 % (Q) CxH,7ClO;, (oMnaraudaosuna). Bpems: 30 mun,
Cranus 1 - S1 (n=6):
HAns kaxi10# TabIeTKH 3HAYCHHE JOMIKHO GBITh He Mmenee Q + 5 %.
Cramns 2 - S2 (n=6):
Cpeanee 3nauenne 11 12 tablerok (S1+82) nonxHo 6bITh He Menee Q
H HH JUIS OJHO# TaGIeTKH 3HAYCHHE HE [0IKHO ObITh MeHee yeMm
Q-15%.
Craans 3 - S3 (n=12):
Cpennee snavenne 115 24 tabnetoxk (S| +82+83) nomxHo GbiTh He
MeHee Q W He Gosee yem 113 2 TableTok 3HAYEHMe MOxeT ObITh MeHee
ueM Q - 15 %. Hu 119 onHoil Tabnetkn 3HAYEHHE HE J0JDKHO OBITh
MeHee Q - 25 %,
OnnoponunocTs 103upoBanus (EBp. ®apm. / ®apm. CLUA/ Sn. ®apm,
uin ®EAIC 2.1.9.14, BIXKX, Esp. Dapm./@apm. CLUA/SIn. ®apm. nan ®EASC

2.1.2.28)
B cootBeTcTBHME ¢ TpeboBaHHAMHU:
Tpeboranue A (n=10)

IIpuemounoe 3nauenne (AV): ne Gonee 15,0 %.

Tpebopanne B (n =30)

[Ipuemounoe 3nauenye (AV): He Gonee 15,0 %; uu onHoro
HHIAHBHIYATBHOTO 3HAYeHUA MeHee ueM 0,75 M i Gosee yem 1,25 M.

Crpannua 3 u3 4

PesyabTar

CootsercTayer

CootserctByer

CooteetcTByeT

<=0.1%

<=0.1 %

98.5 %

CootsercTRyeT

CootsetcTByet

CoAC-103356-V04



CepTudukaT aHaIM3a U ™~ Boehringer

COOTBETCTBHS | "I Ingelheim
HasBanne nexapctBenHoro cpeactsa:  JIwapansc® tabaerk, IOKPBITHIE TUIEHOYHOM 06010uK0it 10 Mr (30)
Cepus Ne: 501322 Cepus 1ns anannaa: 1700006112
Peructpauns: Poccus Crpanuia 4 uz 4
Henseranue Crneundunkauus PesyasTaT
(MeTon)
Mukpobuonoruyeckas uncrora (Esp. ®apm. / ®apwm. CIIA/ 5In. ®apm.
i PEAIC 2.3.1.2, 2.1.6.6, 2.1.6.7)
Obmee ko.1H4eCTBO 2IPOGHBIX MHKPOOPraHHIMOB (TAMC)/r
e Gonee 10° KOE . <10 KOE/r
Obmee 4HC/I0 APOAKIKEBLIY. H NJIeCHEBLIX rPUGOB (TYMC)/r
He Gonee 10 KOE <10 KOE/f
Escherichia coli/r
OTCYTCTBHE COOTBETCTBYET
Karteropns 3A

- Konen otyera -

CoAC-103356-V04
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