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Certificate of Analysis and Conformance
CepruduKaT aHAIN32 U COOTBETCTBUS

Product name / HauMeHOBaHUE JIEKAPCTBEHHOTO CPEICTBA Jardiance® film-coated tablets 10 mg (30) /
é}g;ipmnﬁ Ta6MIeTKH, TOKPHITHIE IUIEHOIHOH 0607104K0# 10 Mr

Article No. / Lot No. / Aprukyn Ne / Cepust Ne 59103356 / 504431

Marketing Authorization No. / PerucrpanuonHoe JII-Ne(002917)-(PT-RU)

ynoctoBepeHue Ne

API name / HaumeHoBaHHe hapMaleBTUIECKOH empagliflozin / sMmarmudIo3uH

cybcTaHIuM

API Manufacturer / I[Ipoussogurens ADC Bidachem SpA, Italy

API batch No. / Homep cepuun ADOC ' 1116872

Dosage form / JlekapcTBeHHas hopma film-coated tablets / TaGNeTKW, MOKPHTHIE ILIEHOYHOK
060104KOH

Container Type / Buzn ynakoBKz ALU/PVC-Blister / [IBX/An 6mictep

Material No. / Ne MaTepuana 59103356

BIX No. / Ne-BIX 103356

BIX Version / BIX-Bepcus 20

Quantity / KonxdgecTBo ymakoBOK 27840

Date of Manufacture / Jlata mpoOu3BOACTBA 17.09.2025

Date of Expiry / CpoK roJHOCTH 30.09.2028

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

Homep HOpMaTHBHOM JIOKYMEHTAIIMH!

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

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.

HacTosmuM s IOATBEPXKIA0, YTO TIPUBEJCHHAS BBIIIC pHMOPMALWS SBIIETCA JOCTOBEPHOU 1 TOYHOM. DTa cepys IPOTYKIINH
npousBesieHa (BKIIOYas yIIaKOBKY (MapKHpOBKy) ¥ KOHTPOJIb Ka4eCTBa) Ha BHIIIEYKA3aHHO} IPOU3BOICTBEHHO IIOMAIKE
(momanxax) B IIOJIHOM COOTBETCTBHH C TpeGoBanusMe [IpaBui Hagexamlei IIPOM3BOCTBEHHOMN NPaKTHKK EBpasHHACKOTo
3KOHOMHHUECKOTO COM03a i TPeOOBaHMSIMY KOHTPOJI Ka4eCTBa JJeKApCTBEHHBIX CPEJICTB, a TAIOKE B COOTBETCTBHH CO
CIICTIM(UKAISIME, COIEPKAIIUMHACS B PETUCTPALIMOHHOM J0ChE CTpaHBI-MMIIOPTEPA. 3aIMCH II0 IPOU3BOJICTBY, YIIAKOBKE H
aHAIA3y TPOBEPEHB], ¥ yCTAHOBJICHO MX COOTBETCTBHE Tpebosanusim [IpaBm HajIexKameH HPOU3BOACTBEHHON MPAKTHK
EBpasuiickoro 3KOHOMAIECKOTO CO032.

Remarks: / IIpumedanws:

Storage
At a temperature not exceeding 25 °C.

XpaHeHue
ITpu TemmepaType He BhlLE 25 2.

Quality Assurance
Dr. Stefan Herrmann

04 Dez. 2075

Packaging conforms to the approved Normative Documentation.
V11aKOBKA COOTBETCTBYET COTJIACOBAHHON HOPMATHBHOM JJOKYMEHTALMH.

Labelling conforms to the approved Normative Documentation.
MapKupOoBKa COOTBETCTBYET COTJIAaCOBAHHOM HOPMATHBHOM NOKYMEHTAlUK

0 4. DEL. 2005 =

Date / Name / Signature of the Qualified Person, Quality Assurance
Jara / Vms / TToAmnuch yIOMIHOMOYEHHOTO JIMIa, obeclieyeHHe KauecTBa

Qualified Person
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Certificate of Analysis and Conformance

Product Name: Jardiance® film-coated tablets 10 mg (30)

~\ Boehringer
I" IV Ingelheim

Batch / Lot: 504431 Inspection Lot: 1700009254

Registration: Russia

Page 2 of 4

Test (Method) Specification

Description (Visual)
Pale yellow, round, biconvex, bevel-edged film-coated tablets.
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
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

— 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%
Total impurities (degradation products)
<0.6%
Assay (HPLC, Ph. Eur./USP/ JP or Ph. EAEU 2.1.2.28)
95.0% - 105.0 % of stated content of empagliflozin per tablet.
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 % C13H27C107 (empagliﬂozin)
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+S3) 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:
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 10% cfu
Escherichia coli/g
Absent
Category 3A
-End of Report -

Result

Conforms

Conforms

Conforms

<=0.1%
<=0.1%

99.6 %

Conforms

Conforms

not required
not required

not required

CoAC-103356-V04



CepTuduKaT aHAIU3A U
COOTBETCTBHSA

~Y\ Boehringer
IV Ingelheim

Ha3panue JeKapCTBEHHOI'O CPECTBA! Jxapurc® TabneTKH, TOKPHITHIE TUIEHOYHOH 060I09KOH 10 mr (30)

Cepus Ne: 504431 Cepust s aHanu3a: 1700009254
Peructpanus: Poccus

HcnbiTaHue

(Meton) Cueuunduxanus

Onucanue (BusyanbHbiii)
Kpyrible [IBOSKOBBIIYKIBIE CO CKOLICHHBIMH KpasAMU TabJeTKH,
IOKDHITHIE TVIEHOYHOH 060I0UKO¥ CBETIO-)KENITOTO LIBETA C IPABUPOBKOH
CHMBOJA KOMIIAHHME Ha OJHOM cTOpoHe TabmeTk# H «S10» Ha Apyro#
CTOpPOHE.

Npentnduxanus (BIXKX, EBp. ®apm./@apm. CHIA/SIn. ®apm. niau ®EADC

2.1.2.28)
Bpems yaepKuBaHUs OCHOBHOTO MHKa Ha XpOMaTOrpaMMe HCIIBITYEeMOro

PacTBOpa JIOJDKHO COOTBETCTBOBATH BDEMEHHU Y/ICPXKUBAHMS OCHOBHOTO
[IMKa Ha XpOMATOrpaMMe CTaHJapTHOTO PacTBOpa SMIArIH(IIO3HHA
(pasaen «KonuyecTBEHHOE ONPEETIEHHE ).
(BOKX-Y®, Esp. ®apm./@apm. CIIA/Sn. ®apm. nain ®PEAIC 2.1.2.28)
Y®-CIieKTp HOTIOMEHHs HCTIBITYEMOro pacTBopa B o6mactu ot 200 HM
110 450 HM JOIDKEH COOTBETCTBOBaTh Y P-CIIEKTPY CTaHAAPTHOIO
pacTBOpa sMmarudosuHa (paszen «KomiecTBeHHOE ONPE/IeNeHHE).
Ipumecu (BOXKX, Esp. ®apm./®@apm. CIIA/SIn. ®@apm. nin ®EADC 2.1.2.28)
JIro6ast enuHUYHASA HecenubuIupyeMas IpuMech
(MPOLYKT AECTPYKIHH):
<0,2%
Cymma ripuMeceii (IPOIyKTOB AECTPYKIIHH):
<0,6 %
Kosanuecrsennoe onpexesienne (BIXKX, Epp. ®apm./®@apm. CIIA/Sn. @apm. niu
®EADC 2.1.2.28) ‘
Ot 95,0 % 10 105,0 % OT 3asBIEHHOr0 COOEPIKAHMUI sMIaraugIo3ruHa B
TabreTKe.
Pacreopenue (Ep. ®apm./@apm. CIIA/ Sin. ®apm.uau PEAIC 2.1.9.3, BOXX,
Esp. ®apm./®apm. CIIA/SIn. @apm. unu ®PEAIC 2.1.2.28)
He menee 80 % (Q) C23H27Cl07 (amnarmudiosura). Bpems: 30 MuH.
Cragus 1 - S1 (n=6):
171t KXo TabIeTKH 3HAYEHne JOIDKHO OBITh He MeHee Q + 5 %.
Cragus 2 — S2 (n=6):
Cpennee 3HaueHue s 12 Ta61eTok (S1+S2) HomKHO GBITh HE MEHEe Q
¥ HH JUTs OIHOM TaOJIETKH 3HAYEHHE He JOIDKHO OBITh MEHEE YeM
Q-15%.
Cramus 3 — S3 (n=12):
Cpensee 3Hagenue 11 24 Taberok (S1+82+83) nomkHo GHITE HE
meree Q i He 6onee yeM Ui 2 TaGIETOK 3HAYEHHE MOXET OBITH MCHEE
geMm Q - 15 %. Hu s ogHOM TabneTKy 3Ha4eHHe He JOJDKHO OBITB

Mmenee Q - 25 %.

OxsoponHocTs fo3uposannus (Esp. ®apm. / @apm. CHIA/ SIn. @apm.
aau ®EADC 2.1.9.14, BOKX, EBp. ®apm./®apm. CIIA/Sn. ®apm. nau PEAIC

2.1.2.28)
B COOTBETCTBUHU C TDC6OBaHI'UIMHI

Tpebopanue A (n=10)

IIpuemounoe 3uauerue (AV): He 6onee 15,0 %.

Tpebopanre B (n =30)

ITpuemouHoe 3Haderue (AV): He Gonee 15,0 %; H1 OZHOTO
HHIMBHAYyaIbHOTO 3Ha4YeHus MeHee 4eM 0,75 M u 6onee uem 1,25 M.

Crpanuma 3 u3 4

PesyabTaTt

CoOTBETCTBYET

CoOTBETCTBYET

CoOOTBETCTBYET

<=0.1%

<=0.1%

99.6 %

COOTBETCTBYET

CoOTBETCTBYET

CoAC-103356-V04



CepTudukar aHATH3a U =\ Boehrin ger

COOTBETCTBHA .
Y Ingelheim
Haspanue JeKapCTBEHHOIO CPEICTBA! Txapmarac® TaGIeTky, MOKPEITEIE wieHouHOHM o6omoukoit 10 Mr (30)
Cepust Ne: 504431 Cepus s aganusa: 1700009254
Peructpaums: Poccus Crpanuua 4 u3 4
HcpertHmme Crneuuduxanus PesyasTaTt
(Mertopn)
Muxpo6uosoruyeckast gucrora (Esp. ®@apm. / @apm. CIIA/ SIn. ®apm.
niu ®EADC 2.3.1.2, 2.1.6.6, 2.1.6.7)
OG6uiee KoMIecTBO a3po6HbIX Mukpoopranuzmos (TAMC)/r
e Gonee 103 KOE He TpeByercs
O6miee YHCI0 APOAIKEBBIX H ITIECHEBBIX TPU0OB (TYMC)/r
He Gonee 10?2 KOE He Tpebyercs
Escherichia coli/r
OTCYTCTBHE He TpebyeTcs
Kareropus 3A

- Konern 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 19.03.2026 13:11»

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,
18.02.2026 obosoukoit 10 mr 10 mr., Hurenpxaiiv @apma T'epmanust P p P AL, Lep JITI-Ne(002917)-(PT-RU)-010823 E’ " P 504431 -
(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))




