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Boehringer Ingelheim Pharma GmbH & Co. KG, Binger StraBe 173, 55216 Ingelheim am Rhein, Germany
Manufacturing Authorisation: DE RP 01 MIA 2025 0009

Bepunrep Vinrensxaiiv ®apma I'm6X 1 Ko. KT, Bunrep IIftpacce 173, 55216 Murenbxaiiv-ta-Peiine, T'epmanus
JInuensns Ha npon3BozCTBO: DE_RP 01_MIA_2025_0009

Certificate of Analysis and Conformance
CepruduxaTt aHa/M3a U COOTBETCTBUS

Product name / HanmeHoBaHHE IEKapCTBEHHOTO CPENCTBA

Article No. / Lot No. / Aptukyn Ne/ Cepus Ne
Marketing Authorization No. / PeructpalonHoe
ynoctoBeperue No

API name / HaumeHoBaHue (apMaLeBTHHECKOH
cybcTaHunK

API Manufacturer / IIponzsoauntens AQC

Jardiance® film-coated tablets 10 mg (30) /

Ikapauac® TaBNeTKH, MOKPBITHIE IIEHOYHOH obosioukoit 10 mr

(30)
59103356 / 504433
JITT-Ne(002917)-(PT-RU)

empagliflozin / sMnarnugnosut

Bidachem SpA, Italy

API batch No. / Homep ceprn AOC 1116870

Dosage form / JlexapcTBeHHas hopma film-coated tablets / TabneTKW, TOKPBITBIE IUIEHOYHOMH
060104KOH

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

Material No. / Ne maTepuaiia 59103356

BIX No. / Ne-BIX 103356

BIX Version / BIX-Bepcus 20

Quantity / KondaecTBo ynmakoBOK 27648

Date of Manufacture / JlaTa mpou3BOACTBa 18.09.2025
30.09.2028

Date of Expiry / Cpox rogHOCTH
Number of Normative Documentation: /
Homep HOpMaTHBHOH JIOKYMEHTALMHU!
EAEU GMP certificate number/
Homep EADC GMP-cepTuduxara

JITT-Ne(002917)-(PT-RU)-010823

GMP/EAEU/RU/01592-2024

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.

HacToSIIMM 5 TIOATBEPIKIAF0, YTO MPUBEJCHHAs BEILIE MH(OPMAIWs ABISICTCH JOCTOBEPHOI M TOYHOH. DTa cepus MPOAYKIUNH
npou3BeieHa (BKIIKOYas YaKoBKy (MapKMpOBKY) ¥ KOHTPOJIb Ka4eCTBa) Ha BEIIIEYKa3aHHO POM3BOCTBEHHOM MIOLIAKE
(ryomankax) B OJTHOM COOTBETCTBHH C Tpe6orannsmu [TpaBun HamexKaleH TIPOM3BOICTBEHHO MPaKTHKK EBpasHicKoOTo
3KOHOMHMUYECKOTO COK03a U TPeGOBAHUAMY KOHTPOIIS KA4eCTBA JIEKAPCTBEHHBIX CPEICTB, & TAKKE B COOTBETCTBMH CO
CrienuUKaHAMH, COIEPKAUMHUCS B PETHCTPALMOHHOM J0ChE CTpaHBI-MMIIOpTEPa. 3al¥CH IO MPOU3BOACTBY, YIIAKOBKE 1
aHaNK3y TPOBEPEHEI, ¥ YCTAHOBNEHO HX COOTBETCTBHE Tpe6osanusM [IpaBUIT HaUTeXaIEH NPOW3BOJICTBEHHOM MPaKTHK
EBpa3zuiickoro 3KOHOMHYECKOro COr3a.

Remarks: / TIpimMedanws:

Storage
At a temperature not exceeding 25 °C.

XpaHeHHe
TTpu Temneparype He Bbie 25 °C.

Quality Assurance
Dr. Stefan Herrmann

01 Dez. 2025

Packaging conforms to the approved Normative Documentation.
VI1akOBKa COOTBETCTBYET COTJIACOBAHHOH HOPMaTHBHOH JOKYMEHTALAH.

Labelling conforms to the approved Normative Documentation.
MapKupoBKa COOTBETCTBYET COMIACOBAHHOM HOPMATHBHOM JOKYMEHTAUNH. .

01, DEL. 1015 6 (

Date / Name / Signature of the Qualified Person, Quality Assurance
Jara / ims / Tloanwch yNOJHOMOYEHHOTO JIMIIA, obecrneyeHne KayecTBa

Qualified Person

Page 1 of 4 / Crpannua 1 us 4
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Certificate of Analysis and Conformance

~\ Boehringer
ll

Ingelheim
Product Name: Jardiance® film-coated tablets 10 mg (30)
Batch / Lot: 504433 Inspection Lot: 1700009282
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. 993 %
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 % C23H2:Cl1Oy (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+S2) 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+S2+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)
Conforms

In compliance with requirements:

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 1,25 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
Total yeast and mould count (TYMC)/g
Not more than 102 cfu
Escherichia coli/g
Absent
Category 3A
-End of Report -

not required
not required

not required

CoAC-103356-V04




CepTuduKaT aHATH3A H
COOTBETCTBHS

~\ Boehringer

Y Ingelheim

HasBaHue JIeKapCTBEHHOIO CPEACTBA: Jxapauac® TabNeTKH, IOKPBITBIE eHouHOM o6omnoukoit 10 mr (30)

Cepns Ne: 504433 Cepwust o ananusa: 1700009282
Peructpauus: Poccus

HUcnbiTaHUE

(MeTon) Crneuudukauust

Omnucanue (BuzyaJibHBINH)
Kpyryible [BOSKOBBITYKIIBIE €O CKOLICHHBIMH KpasMu TabNeTKH,
TOKpBITBIE [IEHOUHOM 060JI04KOH CBETJIO-AKEIITOrO [BETA C rpaBUPOBKO#H
CHMEBOJIA KOMIAHWY Ha OJHOW CTOpOHE TalNIETKH M «S10» ma gpyro#
CTOPOHE.

Haentuduxauuns (BIXKX, Esp. ®apm./®apm. CITA/An. @apm. nin ®EADC

2.1.2.28)
BpeMﬁI yuepncuBaHHx OCHOBHOTIO IMWKa Ha xpOMaTorpaMme MCHLIT}’CMOFO

pacTBOpa JOIKHO COOTBETCTBOBATH BDEMEHH yIEPKUBaHHsl OCHOBHOTO
MMKa Ha XpOMaTorpaMMe CTaHAapTHOTO pacTBopa smmnarudIIo3nHa
(paznen «KonuyecTBEHHOE omnpeneNneHuen).
(BXKX-Y®, Epp. ®apm./@apm. CIIA/SIn. ®apm. wim ®EAIC 2.1.2.28)
V®-CIIeKTp MOTJIOLIEHHUs UCTBITYEMOTO pacTBOpa B o6mactr oT 200 HM
70 450 HM OJKEH COOTBETCTBOBATE Y D-CIEKTpY CTaHIApTHOTO
pacTBopa ammariudo3rHa (pasnen «KONM4eCTBEHHOE OTIPENETIEHHE ).
Ipumecu (BIXKX, Esp. ®apm./@apm. CIHA/SIn. @apm. uin ®EADC 2.1.2.28)
JTrobas equHUYHAS HecTieuduuupyemas npumMech
(NMPOMYKT HEeCTPYKIHH):
<0,2%
CymMa npumece# (TIpoayKToB JECTPYKLIH):
<0,6 %
KomnuecrenHnoe onpenenenne (BIXKX, Esp. ®apm./@apm. CIIA/Sn. ®apm. Win
®EADC 2.1.2.28)
0T 95,0 % o 105,0 % OT 3asBJIEHHOTO COACPIKAHNA smmarnudro3rHa B
TabreTKe.
Pacreopenue (Esp. ®apm./®apm. CINA/ SIn. ®apm.uau ®PEADC 2.1.9.3, BIXKX,
Esp. ®apm./®apm. CITA/Sn. @apm. win PEAIC 2.1.2.28)
He menee 80 % (Q) C23H2/ClO7 (>mnarnudnosnta). Bpems: 30 MHH.
Cramus 1 —S1 (n=6):
Jlist kaskao¥ TabNeTKH 3HAYEHHE IOTDKHO 6eiTE He MeHee Q + 5 %.
Cramus 2 — S2 (n=6):
CpenHee 3HaueHUe 1A 12 tabsetok (S1+S2) HomKHO ObITE HE MEHEE Q
W HY A7 OJHOM TabeTKH 3HaYEHHE HE NOJKHO OBITH MEHEE YEM
Q-15%.
Cramns 3 — S3 (n=12):
CpenHee 3HaueHUE 1A 24 tabnetok (S1+S2+S3) HomKkHO ObITH HE
menee Q ¥ He Gonee deM 1 2 TabIeTOK 3HAUEHHME MOXET OBITH MEHEe
yem Q - 15 %. Hu nns onHoi TaBNeTKM 3HAYCHHE HE JIODKHO OBITh
menee Q - 25 %.
OxuopoaHocTh Ao3uposanus (EBp. ®apm. / @apm. CIIA/ sin. @apm.
i ®EADC 2.1.9.14, BOKX, Esp. ®apm./Papm. CIIA/SIn. ®@apm. nn PEAIC

2.1.2.28)
B COOTBETCTBUHU C TDCGOB&HHHMHZ

TpeGosanue A (n=10)

TTpuemouHoe 3HaueHue (AV): He 6omnee 15,0 %.

Tpe6oranne B (n =30)

IIpreMOYHOE 3Ha4YEHHE (AV): ue Gonee 15,0 %; HU OIHOTO
WHANBUIYAIEHOTO 3HAUEHHUS MEHEE UM 0,75 M u 6oree wem 1,25 M.

Crpanuua 3 u3 4

PesyaebTaT

COOTBETCTBYET

COOTBETCTBYET

CoOTBETCTBYET

<=0.1%

<=0.1%

99.3 %

COOTBETCTBYET

CoOTBETCTBYET

CoAC-103356-V04




CepruduKaT aHAIM3A U ~N\ Boehringer

COOTBETCTBHUSA .
Il Ingelheim
HazBanwe JTlekapCTBEHHOTO CPEeICTBA: Ilxapauac® TaGNeTKH, TOKPBITEIE NIECHOTHOH o6omnouxoit 10 mr (30)
Cepust Ne: 504433 Cepus mis ananmsa: 1700009282
Peructpauus: Poccus Crpanuua 4 u3 4
M GRRRISAE Crneuuduxanus PesyabTaTt
(Meton)
Muxpo6uonorudeckas uncrora (Esp. ®apm. / @apm. CIIA/ SIn. ®apm.
umu ®EADC 2.3.1.2,2.1.6.6, 2.1.6.7)
O6u1ee KOJIM4ECTBO a3POOHBIX MHKPOOPraHHU3MOB (TAMC)/r
He Gonee 103 KOE : He TpebyeTcs
O6Imee YHCII0 JPOAIKEBBIX H ILIECHEBBIX IPHb0B (TYMC)/r
He Oonee 102 KOE HE Tpe6yeTc;{
Escherichia coli/r
OTCYTCTBHE He TpebyeTcs
Kareropunsi 3A

- Konen oTuera -

CoAC-103356-V04




«CBefeHnsa, BHeCeHHble B aBTOMaTU3NPOBaHHYIO MHPOPMaLMNOHHYIO cucteMy Poc3sgpaBHag3opa nepen BBOLAOM B
rpaxgaHckum odopoT cepun, NapTUN NekapCTBEHHbIX cpencTs/ MHdopMaumna o BblaaHHbIX PoCc3apaBHaL30pOM pa3peLlleHnax
Ha BBOA B rpaxgaHCkun odopoT B Poccuinckonm depgepaunm cepum nam naptmm MMMyHOBMONOrM4eckoro NeKkapCcTBEHHOro

PEAEFAABHAR CAYAEBA TI0 HAAZOPY npenapaTa, Mo COCTOAHMIO Ha 21.03.2026 11:23»

B COEPE 3APABOOXFPAHEHMA

IIncema
JlaTa BHeceHHsI B IIpousBoguTeEsH Opranmsauus, Homep Howmep, nara 00
. BBINYCTHBIIAs B H3BITHH
AHUC ToproBoe HaHMeHOBaHHe (BbINYCKAIOLIUH Crpana CaeJieHHs 0 CTaHsIX NPOH3BOACTBA HopmaTHBHasi HOKyMeHTaLHs A ——— cepHH, paspelueHHst Ha JIC
Poc3gpaBHagzopa KOHTPOJIb) oBopor MapTHH NI (Homep,
aara)
Bepunrep HUurensxaiim ®apma I'mo6X u Ko KT, T'epmanus
xapauHc®; TabNeTKHY,
N (Y naxoBmuK/acoBmUK (BTOPUUHAS/ TPETUYHAS YIIAKOBKA));
TIOKPBITEIC TICHOYHOU Depurrep Bepunrep HUurensxaiim ®apma I'mo6X u Ko KT, T'epmanus 00O "BepuHre,
19.02.2026 obosoukoit 10 mr 10 mr., Hurenpxaiiv @apma T'epmanust P p P AL, Lep JITI-Ne(002917)-(PT-RU)-010823 E’ " P 504433 -
(YmaxoBmuK/¢acoBmyK (B IEPBUUHYIO YIIAKOBKY)); Bepunrep Hurenpxaiim
omctepsl (3), mauku I'm6X u Ko.KT' .
Hurenpxaiim @apma ['m6X u Ko.KT', I'epmanust (IIpousBoaurens
KapTOHHBIE/ ~ .
(rotogoti JID))




