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Certificate of Analysis and Conformance
CepradukaT aHAJIN32 H COOTBETCTBHSA

Product name / HaumeHoBaHHe NEKapCTBEHHOTO CPEICTRA Jardiance® film-coated tablets 10 mg (30) /
P{S?pnuucﬁ TabneTkn, NOKpbIThIe NeHouHOH oGonotkofi 10 Mr

Article No. / Lot No. / Aprukyn Ne / Cepus Ne 59103356/ 501747

Marketing Authorization No. / Peructpaunorioe JIT-Ne(002917)-(PI"-RU)

yaocTosepeHue Ne

API name / Haumenosaine dapmalesTHyeckoi empagliflozin / amnarnugnosun

cyGeTaniuu

API Manufacturer / Tlpowssonurens AOC Bidachem SpA, ltaly

API batch No. / Homep cepun ADC 1114932

Dosage form / JlekapcTsennas opma film-coated tablets / Tabnerkw, TOKpHITHIE —FEHOUYHOI
obosoukoi

Container Type / Bu ynakosku ALU/PVC-Blister / TIBX/An Gaucrep

Material No. / Ne matepuana 59103356

BIX No. / Ne-BIX 103356

BIX Version / BIX-sepcus 20

Quantity / KonuuecTBo yrakoBok 27936

Date of Manufacture / [lata nponssoactsa 25.02.2025

Date of Expiry / Cpok roasoctH 29.02.2028

Number of Normative Documentation: / JITI-Na(002917)-(PT-RU)-010823

Homep HOpMATHEHO# JIOKYMEHTALIHH!

EAEU GMP certificate number/ GMP/EAEU/RU/1592-2024

Homep EADC GMP-cepTndukara

[ 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.

Hacrosmmm a8 NOATBEPAAAND, 4TO IIPHBEACHHAA BRILIC MHGOPMALMS ABIAETCA JOCTOREPHOH M TOYHOM. ITa cepys NpoIy KUMH
MpoM3Be/ieHa (BKIIOUAA YNAKOBKY (MapKHPOBKY ) H KOHTPOJTh KAYECTBA) HA BbILIEYKA3aHHON NPOHIBOACTREHHON IIOLUIAAKE
(MnotaaKax) 8 (OJHOM COOTBETCTRIA C TPEOOBAHHAMH [Tpasun HaneRaiei MPORIBOACTBEHHON TIPAKTHKH Eepasuitckoro
IKOHOMHUECKOTO COK3a U TPeBOBAHMAMM KOHTPONA KAUECTBA NEKAPCTBEHHBIX CPE/CTR, & TAKIKE B COOTBETCTBHM CO
crerMduKaHaMu, CONCPKAMMMHTH B PETHCTPALMOHHOM ZI0Che CTPaHbI-HMHOPTEPa. 3anucH Mo NpoNsBOJCTBRY, YITAKOBKE H
AHAN3Y NIPOBEPEHBI, H VCTAHOBIEHO WX COOTBETCTRHE TpeGosanmnam [Tpasun HaleKauei IPOH3BOACTBEHHOMN NPAKTHK
Espazuiickoro 2JKOHOMHUYECKOTO COI034.

Remarks: / [Tpumesanns:

Storage
At a temperature not exceeding 25 °C.

Xpauemie
ITpw Temneparype ke Beiute 25 °C.

Packaging conforms to the approved Normative Documentation. Quality Assurance
VNakoBKa COOTBETCTBYET COTMIACOBAHHON HOPMATHBHOH NOKYMEHTALINH. I Dr. Stefan Herrmann

09 Mai 2025

Labelling conforms to the approved Normative Documentation.
MapkHpoBKa COOTBETCTBYET COTIACOBAHHON HOPMATHRHON IOKYMEHTALHH.

S

Date 7/ Name / Signature of the Qualified Person, Quality Assurance
JHara / Ums / Tlognucek YNOAHOMOYEHHOTO fMHA, obecneucHHe KauecTsa

Qualified Person
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Certificate of Analysis and Conformance

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

Batch / Lot: 501747
Registration: Russia

~\ Boehringer
!"II Ingelheim

Inspection Lot: 1700006932
Page 2 of 4

Test (Method)

Specification

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
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./JUSP/ 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 empaglifiozin (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 % CH»ClO7 (empagliflozin)
Time: 30 min

Stage 1 - S1 (n=6):

Each unit is not less than Q+5%.
Stage 2 — S2 (n=6):

Result

Contorms

Conforms

<=0.1%
<= 0.1%

98.2 %

Conforms

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

is less than (3-15%.

Stage 3 - 83 (n=12):

Average of 24 units (S1+82+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? c¢fu
Escherichia coli/g
Absent
Category 3A
-End of Report -

Conforms

<10 CFU/g
<10 CFU/g

conforms

CoAC-103356-V04
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Ceprudukar aHaImM3a U
COOTBETCTBHS

Ha3saHue NeKapcTBEHHOTD CPEACTRA:
Cepus Ne: 501747
Peructpauma:

Cepna ana ananu3za: 1700006932
Poccus

HenmiTanne

(MeTon) Crenudurkaums

Omncanne (Buzyansueii)
Kpyriibic  71BOSIKOBBITIYK/IBIE €O CKOLIEHHBIMM  KpasMu  TableTkH,
TIOKPBITBIE NIEHOYHOHN 0BOIOUKOI CBETIO-KENTOID LBETA C IPABHPOBKOI
CHMBOJIa KOMAAHWH Ha OHON cropone TabneTkun u «S10» na apyroii
CTOPOHE.
Haentndpukanus (BIKX, Esp. Papm./®apw. CIHA/AN. @apm. uan ®EAIC
2.1.2.28)
Bpems yaepKHBAHUS OCHOBHOTO MTHKA HA XPOMATOIPAMME HCTIBITYEMOTO
PACTBOpA JOMKHO COOTBETCTBOBATL BPEMEHH YAEPKHBAHHA OCHOBHOTO
MKA HAa XPOMATOrpaMMe CTaHIAPTHOTO PAcTROpa dMIaringo3nHa
(paznen «KonnyecTBeHHOE ONpeaenecHNeEn ).
(BIKX-Yd, Ep. Papm./Dapm. CIIA/Sn. ®apm. wan PEADC 2.1.2.28)
VD-crieKTp NOTIOUIEHHS HCTTBITYeMoro pacTsopa B obracti ot 200 vm
10 450 um nomkes cooTBeTCcTBOBaATL Y D -CIEKTPY CTAHIApTHOTO
pacTsopa smnarnupnosnna (pasiaet «KonHUeCTBEHHOE ONPEAENCHNED).
Npumecn (BIKX, Erp. ®apw./®apm. CHIA/SIn. Gapm. win PEAIC 2.1.2.28)
IToban enunrunas HecneunbHLUHpyeMas NpUMech
(MPOYKT NEeCTPYKLMH )
<0,2%
Cymma nipumecedt (IIpOAYKTOB ECTPYKUAHN):
<06 %
Koanuecrsennoe onpeaenenne (BIKX, Esp. ®apm./dapm. CIHA/Sn. ®apm. win
@®EADC 2.1.2.28)
O1 95,0 % 10 105,0 % 0T 3a9RAEHHOTO COAEPKAHNA IMTarIndro3HHa B
Tabnerke.
Pacreopenye (Esp. @apw./®apm. CIIA/ Sn. ®apman PEAIC 2.1.9.3, BIKX,
Esp. ®apm./®apm. CHIA/fin. ®apm. ww PEADC 2.1.2.28)
He menee 80 % (Q) Ca3H2:ClO; (a3mnarmmdnosnna). Bpema: 30 mun.
Craaus 1 - S1 (n=6):
Jlns kaxaoit TabneTKy 3HaYenne J0KHO ObITh He MeHee Q + 5 %
Craaus 2 — S2 (n=6):
Cpeanee 3nauenne ans 12 abnerok (S1+S2) nomkno GuiTh He Menee Q
# HH JUTA OJHOT TaBNETKH 3HAMEHHE He JOIDKHO ObiTb MEHee ueM
Q-15%.
Cranus 3 — 83 (n=12):
Cpeanee 3nauenne ana 24 tabnetok (S1+52+83) aonxno Obith He
menee Q u ne Gonee wem ana 2 TabneTok 3HaYeHHE MokeT ObITh MEHEE
sem Q - 15 %. Hu ans onwoit TabAeTKN 3HAUEHHE HE NOMKHO ObiTh
menee Q - 25 %.
Oumopoanocts Aosuposanns (Esp. ®apm. / @apm. CIHA/ Sn. ®apm.
wau ®EADC 2.1.9.14, BYKX, Esp. ®apm./@apm. CIHA/S . ®apm. wn @EADC
2.1.2.28)
B cooTBeTCTBHM € TpeOOBaAHMAMM:
Tpeboanue A (n=10)
Tpremounoe 3nauenue (AV): ne Gonee 15,0 %.
TpebGosanne B (n =30)
TMpuemoutoe 1nauenne (AV): ue donee 15,0 %: Hu onxoro
MHINBUIYANTLHOTO 3Ha4enns Metee dem 0,75 M u Bonee wem 1,25 M.

Boehringer
Ingelheim

Jlxapanuc® TabaeTkH, NOKpLIThIC NeHOUHOH oBonoykoi 10 Mr (30)

Crpanuua 3 13 4

PesyawTar

CooTBeTCTBYET

CooTBeTCTRYET

CooTreTcTRYET

<=01%

<=0.1 %

98.2 %

CooTBeTCTRYET

CoorseTcTyer
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CepTuduKaT anaIH3A U ~\ Boehringer

COOTBETCTBHUSA .
:|||: Ingelheim
Hazsanne sexapereennoro cpegctna:  [wapanue® raGnerion, nokpeitsie nneHowHoM ofonoukoit 10 mr (30)
Cepua No: 501747 Cepws nna avanusa: 1700006932
Pervcrpauns: Poccus Crpanuua 4 u3 4
Hensrmmne Crnemndukauns PesyanTar
(Meron)
Mukpobuogornyeckas ynerora (Esp. @apm. / @apm. CHIA/ An. @apm.
wan ®EADC 2.3.1.2, 2.1.6.6, 2.1.6.7)
Obuee kKoswgecTso aspofueix Mukpoopranvivos (TAMC)/r
we Gonee 10° KOE <10 KOE/r
Obmiee 4HCH0 APOAKKEBLIX N NAecHeBbIX rpubos (TYMC)/r
e Gontee 102 KOE <10 KOE/r
Escherichia coli/r
OTCYTCTBHE COOTBETCTBYET

Kareropus 3A
- Koneu oruera -

CoAC-103356-V04




EPE 3APABOOXPAHEHMA

«CBefeHuA, BHeCeHHbIe B aBTOMaTU3NPOBAHHYI0 MH(OPMALIMOHHYIO cMcTeMy Poc3apasHaf3opa nepej, BBOLOM B
rpaxAaHCcKnin 0BopoT cepuid, NapTUin NekapCTBeHHbIX cpeacTs/ MHdopMauma o BeldaHHbIX PoC3ipaBHa30poOM paspelueHnax
Ha BBOJ B rpaxAaHCcKuin o6opoT B Poccuitckoin ®enepauum cepumn Unm naptTum MMMYHOBUONOMMYECKOro NeKapcTBEHHOro

npenapara, No COCTOAHWIO Ha 27.07.2025 10:14»

Mucema
: 3 ob
Jlara snecennn B IIponssonnrens Opeamsnuns, Howep Homep, mara 3
~ #o 2 = . BLIYCTHBILAN B HIBHTHH
AHC Toprosoe nanmenopanue (BBINYCKMOWHI Crpaua Ceenenss o CTAAMAX NPOHIBOLACTBA Hopyarnsman nokymentaums ; vn.i:»:—.n_s.. cepun, paspewenns ua J1c
Pocsnpasuamopa ki
11! JETIT KOHTPOIBL) obapi napiun i (e,
nara)
wapane®; rabnersu,
“.__pcm._—_nhp:nu o _:ﬁ_w: Bepunrep OBWHK/(PacOBIMEK { BTOPHUBAA/TPE THYHAS
= > = 4 apma I'vGX . = S 000 "B oy
11.06.2025 obonoukoi 10 mr 10 wr.. Hurensxaim Qapma Fepmanun Zcpeticp HieRbrafichepun bt at KoK Topunns JIN-Ne(002917)-(PT-RU)-010823 Hopuiiep 501747

GamcTeps (3). naukn
KapTOHHBiE/ ~

I'mMGX 1 Ko.KI'

enbxaim Qapma I'm6X 1 Ko KT, Fepmanus (Tponssoantens

osoft Jid))

Hurenvxaim”




