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Certificate of Analysis and Conformance
CeprudukaT aHAJIH3Aa H COOTBETCTBHS

Product name / HaumeHoBaHHe NeKapCTBEHHOTO CPEACTRA Jardiance® film-coated tablets 10 mg (30) /
%}gpﬂuac*’ TabneTKH, NOKPLITLIE MNEHOUHOH oGonoukoi 10 mr
(

Article No. / Lot No. / Aptukyn Ne / Cepust N 59103356 / 501745

Marketing Authorization No. / Peructpaunontoe JIT1-Ne(002917)-(PT-RU)

yaoctosepenne Ne

API name / HauMeHoBaHue (hapMalleBTHUECKOH empagliflozin / amnarnuosnn

cyGcTanUmH

API Manufacturer / TTponssonutens ADC Bidachem SpA, Ttaly

API batch No. / Homep cepun ADGC 1114933

Dosage form / JlekapcTeenHas (opma film-coated tablets / TaGneTkM, TOKPHITHIE IUICHOYHOH
ofonouKoH

Container Type / Bun ynakoBku ALU/PVC-Blister / [IBX/An 6aucrep

Material No. / Ne maTepuana 59103356

BIX No. / Ne-BIX 103356

BIX Version / BIX-epcua 20

Quantity / KonuuecTBo ynakoBOK 28128

Date of Manufacture / Jlata npow3BoacTBa 24.02.2025

Date of Expiry / Cpok roaxocTn 29.02.2028

Number of Normative Documentation: / JITT-Ne(002917)-(PT-RU)-010823

Homep HOpMaTHBHOH JOKYMEHTaLMH:

EAEU GMP certificate number/ GMP/EAEU/RU/D1592-2024

Homep EADC GMP-ceptudukara

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.

HacTosuuM A MOATBEPHKIALD, 9TO NPHBEICHHAS BBILIC nHdOpMaLns SBASETC OCTOBEPHOH W TouHOMN, ITa cepus TPOLYKUHH
npousselcHa (BKNOUAA YNaKOBKY (MapKMpOBKY ) M KOHTPOTL KauecTBa) Ha BbILICYKA3AHHOI NPOM3IBOACTBEHHOM MIOLIANIKE
(nnowankax) B MOJIHOM COOTBETCTBHH C tpeGosannamu [pasun HajUieskaueit poM3BOACTBEHHOH NPaKTHKA Espazuickoro
3KOHOMHYECKOTO COI03a H TPEBOBAHMAMN KOHTPOJIA KaueCTBA JICKapCTBCHHbIX CPEACTB, @ TAKKe B COOTBETCTBHH CO
creuMdAKALIMSMH, CONCPKAUMMAUCS B PETHCTPALIMOHHOM 10ChE CTpaHBI-HMNOPTEPA. 3aMkCH N0 MPOH3BOACTBY, YNaKOBKE H
aHaNu3y NPOBEPEHBI, H YCTAHOBICHO HX COOTBETCTBHE TpeGosanusam TTpasin HaieKalie NPOW3BOACTREHHON MPAKTHK

EBpa3niickoro 3KOHOMHYECKOTO COHO3a.

Remarks: / TTpumedanus:

Storage
At a temperature not exceeding 25 °C.

Xpaneune
Tlpu Temneparype He Beiwe 25 °C.

Quality Assurance

Packaging conforms to the approved Normative Documentation.
Dr. Stefan Herrmann

VI1akoBKa COOTBETCTBYET COMIACOBAHHON HOPMATHBHOH [OKYMEHTALHH.

Labelling conforms to the approved Normative Documentation. 0 9, Mai 2025
MapKHpOBKa COOTBETCTBYET COMIACOBANHOH HOpMaTHBHO#M JOKYMEHTALHH. :

6 Qualified Person

Date / Name / Signature of the Qualified Person, Quality Assurance
Jata / Ums / [Tonnucs YNOAHOMOUEHHOTO JIMLA, obecrneueHue KauecTsa
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Certificate of Analysis and Conformance A~ Boehringer
II"I Ingelheim

Product Name: Jardiance® film-coated tablets 10 mg (30)
Batch / Lot: 501745 Inspection Lot: 1700006928

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. 97.4 %

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 % C23H2ClO; (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+52) is equal to or greater than Q, and no unit
is less than Q-15%.
Stage 3 — 83 (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 <150 %
No individual value is less than 0,75 M nor more than 1,25 M

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 10° cfu <10 CFU/g
Total yeast and mould count (TYMC)/g
Not more than 107 cfu <10 CFU/g
Escherichia coli/g
Absent conforms
Category 3A

-End of Report -
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Ceprudukar aHajiuza U
COOTBETCTBHHA

~N Boehringer
| IV Ingelheim

Ha3sanwe nekapcTBenHoTO cpencTaa:  Jikapaunc® TabieTky, NOKpLITEIE MIeHOUHOM 060/0UKOH 10 mr (30)

Cepns No: 501745 Cepus 1 ananusa: 1700006928
Perucrpaums: Poccus

HensiTanue

(Merox) Crneundukauns

Onucanne (BuiyansHbiii)
Kpyrnble [BOSKOBBINYK/IbE CO CKOLIEHHLIMH Kpasmu TabneTku,
MOKPLITHIC MEHOUHOH 060/0UKO# CBETNIO-XKENTOrO LBETA C FPABHPOBKON
CHMBOJIA KOMMaHWH Ha onHo# cropoHe Tabnetkw w «S10» Ha Apyro#
CTOPOHE.

Haenrndmkauns (BIWKX, Esp. ®apm./@apm. CLHA/An. ®apm. wan PEAIC

2.1.2.28)
Bpems yaepHBaHus OCHOBHOTO TIHKA HAa XPOMaTOrpaMMe HCIbITYEMOro

pacTBOpa 0MKHO COOTBETCTBOBATH BPEMEHH YIEPIKHBAHHA OCHOBHOTO
TTHKa Ha XpOMaTorpaMMe CTaHIapTHOre PacTBOpa aMnarnuproInHa
(paznen «KonuuecTBEHHOE ONpPENCICHHEY ).
(BIKX-Y®, Esp. ®apm./®apm. CIIA/Sn. ®apm. nan PEASC 2.1.2.28)
Yd-crekTp NOrNomeHHs HenbITyemMoro pactsopa B o6nactu ot 200 Hm
110 450 HM [oDKeH cooTBeTCTBOBATE Y (P-CNEKTPY CTAHIApTHOTO
pacTsopa smnarnudnosuna (pasnen «KolH4ecTBEHHOE ONpEIeeHHER ).
Mpuvecn (BIAKX, Esp. ®apm./@apm. CIHA/Sn. ®apm. wan ®EADC 2.1.2.28)
Jlrobas ennHMYHas HecnelnduuUUpyeman NpUMECh
(NIPOMAYKT HeCTPYKLHH):
<02%
Cymma npumeceii (Npoy KTOB NECTPYKLUHH):
<0,6 %
Konnuecrsennoe onpeaenenne (BIAX, Esp. ®apm./@apm. CIUA/An. ®apm. nin
®EADC 2.1.2.28)
07 95,0 % 10 105,0 % 0T 3a8BJIEHHOTO COJIEPIKAHHA IMNArTH(IOIHHA B
Tabnerke.
Pacreopenne (Esp. ®apm./®@apm. CUIA/ An. ®apm.nau @EAIC 2.1.9.3, BOKX,
Esp. ®apm./@apm. CHIA/Sn. ®apm. nan ®EADC 2.1.2.28)
He menee 80 % (Q) C2:H»ClO; (amnarmudinosuna). Bpema: 30 mun.
Cranms 1 —S1 (n=6):
Jns kawno# TabneTky 3HaveHHe JOKHO ObITe He meHee Q + 5 %.
Cranus 2 — S2 (n=6):
Cpennee 3nauenne ans 12 Tabnetok (S1+S2) nosmicHo ObiTh He menee Q
M HM U1 0HO# TableTKH 3HAaUEHHE HE JIOMAKHO OBITL MECHEE HeM
Q-15%.
Cramgusa 3 — S3 (n=12):
Cpenree 3navenne s 24 tabnerok (S1+52+83) nonxkuo OwiTs He
menee Q v He Gomee uem st 2 TabNeTOK 3HAUEHHC MOKeET ObITh MEHEe
uem Q - 15 %. Hu ans oaHo#H TabieTky 3HAUEHHE HE NIONNKHO ObITh
menee Q - 25 %.

OnropoanocTs Ao3uposanns (Esp. ®apm. / @apm. CHIA/ An. ®apm.
win ®EAIC 2.1.9.14, BD¥KX, Esp. ®apm./@apm. CLIA/Sn. ®@apm. wan ®EAIC

2.1.2.28)
B cootBeTcTBUM ¢ TpeGoBaHUAMK:
Tpebosanue A (n=10)
Mpuemounoe 3nauenne (AV): ue Gonee 15,0 %.
Tpebosanne B (n =30)
Ipuemounoe 3Hauenne (AV): He Sonee 15,0 %; Hu onHoro
MHIMBHIyanEHOTO 3HaveHns menee uem 0,75 M u Gonee uem 1,25 M.

Crpannua 3 w3 4

PesyabTaTt

CooTBeTCTBYET

CooTBETCTBYET

CooTBeTCTBYET

<=0.1%

<=0.1"%

97.4 %

CooTeeTCcTBYET

CooTBeTcTBYET
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CepTuduKAT aHAIN3A U ~N\ Boehringer
COOTBETCTBHS l %
i Ingelheim

Ha3saHue TekapCTBEHHOTO CPElCTBA: Txapaunc® TabNeTku, NOKpLIThIE MTeHouHO# 0Gonoukoii 10 mr (30)
Cepua Ne: 501745 Cepus nnsa asanwsa: 1700006928

Perucrpaums: Poccus

Crpanmua 4 u3 4

HUcenbiranue

(Meton) Crnenpduxaums Pesynnrar

Mukpobuonoruyeckas yucrora (Esp. ®@apm. / ®@apm. CIIA/ Sin. dapm.

uwm ®EADC 2.3.1.2,2.1.6.6, 2.1.6.7)
O6uree KoauyecTo a3pobubix mukpooprannsmos (TAMC)/r

ne Gonee 10° KOE <10 KOE/r
Obuiee YHCI0 APOAKKEBLIX H miecHeBbIX rpudos (TYMC)/r

e Gonee 10 KOE <10 KOE/r
Escherichia coli/r

OTCYTCTBHE COOTBETCTBYET

Kateropusi 3A
- Konew oTuera -

CoAC-103356-V04




PEAEPAALBHAA CAVXCBEA T1I0 HAAZOPY
B COEPE

3APABO(

(PAHEHMA

«CBefieHunA, BHECEHHbIE B aBTOMaTU3NPOBaHHYIO MH(OPMaLMOHHYII0 cucTeMy PocsnpasHaj3opa nepen BBOAOM B
rpaxaaHcknin odbopoT cepuil, NapTU NekapcTBeHHbIXx cpencte/ MHdopmauma o BulAaHHbIX Poc3gpasHag30pom paspelleHmnax

Ha BBOJ B rpaxAaHckuin 0dopoT B Poccuiickon Pegepauum cepmum nnm napTmm MMMyHOSMONOrM4eckoro nekapcTBeHHoro
npenapaTa, No cocToAHWo Ha 08.08.2025 19:11»

Mucsma
Opranmsaumn, of
Iara suecenns 8 [Mpouspoanrens P! Homep Homep, nara
g i o BLINYCTHEWAN B HILHTHH
AHC Toprosoe nanvenosanne (BBINY CKAOWIHI Crpana Crenenns 0 CTaansx NPOHIBOACTEA Hopmarusnas 20Ky MenTanss _. =. it cepHM, pazpeienns ua nc
Pocaapasnansopa KOHT Posib) P = naprmum Him
ofiopor (nomep,
nara)
% cir = Bepunrep Hureabxaim @apaa I'moX u K
Hxapaunc®; TabneTru.
BUHK/GacoBUMK (BTOpHUBLA/TPE
i rep Hureasxaim @apama IF'mGX 1 K
10.06.2025 enbxaim Papma Iepmanns P i P " JIN-Ne(00291 7)-(PI-RU)-010823 501745

GancTeps (3). naukn
KapTOHHBIE ~

I'mGX 1 Ko. KT

IBUHK/(PACOBIWMK (B NEPBHUHY K
wxaiiv Qapaa I'mGX 1 Ko KT, Iepmanus (Mpomisoantens
Jdy)

Hureasxaim”




