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Certificate of Analysis and Conformance
Ceprudukar anannsia u cooTBeTcTBHS

Product name / Hanmenoranue nekapereennoro cpeacTia

Article No. / Lot No. / Aptukyn Ne / Cepus Ne
Marketing Authorization No. / Peructpaunonnoe
yaocrosepenne Ne

APl name / Haumenosanue dapmauestuyeckoii

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

(30)
116768 / 23E0239
JIM-002735

empagliflozin / smnaraudnosun

repuio, Kepmanig
202

Hxapaunc® taGnetkn, nokpeiTeie niaenoMmoit oGosoukoii 10 Mr

cybcranuun X

API Manufacturer / IMpomsoanrens ADC Bidachem, ltaly

API batch No. / Homep cepun ADC 708035

Dosage form / Jlekapctaennas dopma film-coated tablets / TaGnerkm, NOKPLITEIE  TUICHOMHOI
obonoukoii

Container Type / Bua ynakosku ALU/PVC-Blister / TIBX/An Gauncrep

Material No. / Ne matepnana 116768
BIX No. / Ne-BIX 146769
BIX Version / BIX-gepcus 004

Quantity / Konnuecteo ynakosok 114816

Date of Manufacture / lara npoussoacraa
Date of Expiry / Cpok roasoctu

Number of Normative Documentation: /
Homep nopmatusnoit nokymenraumm:

03.04.2023
30.04.2026
JI-002735-030620 Var./Ham. Ne 1-2

I hereby certify that all manufacturing stages of this batch of finished product have been carried out in full compliance with the
GMP requirements of the EU and that the batch of the finished drug product for medical use conforms to the quality
specifications established by the Normative Documentation.

Hactoauum noarecpacaio, 410 see cTamii nponisoacTea AanNoii CCPHH rOTOBOIO NPOAYKTA BBINOIHCHBL B NOAHOM
coorrercTritt ¢ Tpeboannamu GMP EC, a Takske uTo cepus ICKapeTBEHHOTO NpenaparTa s MEAHUMHCKOrO NPHMEHEHHA
COOTBETCTBYCT CACUN(UKALIHN HOPMATHBHO AOKYMEHTALIHI,

Remarks: / [pusmcuanua: o
a

Storage

At a temperature not exceeding 25 °C.

Xpawneue
[pu Temneparype e suie 25 °C,

Packaging conforms to the approved Normative Documentation.
YNakoBka COOTBETCTRYET COrACOBANKON HOPMATHBHON AOKYMEHTALIH,

Labelling conforms to the approved Normative Documentation.
MapkitpoBka COOTBETCTRYET COMACOBANNON HOPMATHBHOM JOKYMEHTALIH,

Date of Release / [lara suinycka: 17.07.2023

17 ULTB 0. Kuplerberg (72

Date / Name / Signature of the Qualified Persdn, Quality Assurance
Jara/ Mma / IMoanucs ynonnomoviennon

ua, obecneucHie KauecTsa
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Certificate of Analysis and Conformance

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

Batch / Lot: 23E0239
Registration: Russia

Inspection Lot: 4225134

ROTTENDORF
——PHARMA——
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Test

Description

Specification

Pale yellow, round, biconvex, bevel-edged film-coated tablets.
Debossed on one side with Bochringer Ingelheim company symbol
and “S10" on other side.

Identification

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.

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 empaglifozin. )

Related impurities (Degradation products)

Assay

Dissolution

Any unspecified impurity (degradation product)
<0.2%

Total impurities (degradation products)

<0.6%

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

Q: 80 % C2:H1;,ClO, (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+52) 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

Requirement A (n = 10)
Acceptance value < 15.0 %
uirgmen n=
Acceptance value < 15.0 %
No individual value is less than 0.75 M nor more than 1.25M

Microbiological purity

Total aerobic microbial count (TAMC)/g
Not more than 10? cfu

Total yeast and mould count (TYMC)/g
Not more than 10? cfu

Result

Conforms

Conforms

Conforms

<0.1 %
<0.1 %
98.5 %

Conforms

Conforms

<10 CFU/g

<10 CFU/g

Escherichia coli/g conforms

Absent
or Rus. Ph. Category 3A

- End of Report -
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Ceprudukar ananuza un
COOTBETCTBHS
Hasganne nexapersenoro Cpeacraa:

Cepua Ne: 23E0239

Perucrpauns: Poccua

Henwrramme Cremndmcanus

Onucanne

Kpyrnsie aBoskosbinykisie co ckoueHHbiM Kpaamu Tabnerku,
MOKPLITLIC NACHOYHOIT 060/104KOIT CBETIO-KEATOr0 LBeTa ¢
TPABHPOBKOI CHMBOMA KOMNAHMM HA OAHOI cropone TaGneTku u

«S10» wa apyroii cropone.
Moanmmmocrs
Bpema ynepwkunanns ocnosmoro mika na

Xpomarorpamme

HCMNBITYEMOIO PACTBOPA A0MKHO COOTBCTCTROBATE BpeMCHUH
YACPKHBAHHSA OCHOBHOIO NUKA HA XpoMarorpamme CTaHaapTHoro

pacTeopa 'JMﬂZH'JllI(’!J‘IO'H{Hﬂ.

Yd-cnextp nornomenns HCNBITYEMOro pacteopa B o6nacTi or
200 1M 210 450 HM JOMKEH COOTRETCTBOBATS Yd-cnexrpy
CTAHAAPTHOrO PacTBOPA IMNArAH(AOIHHA,

Poscrsennsie npuseen (1 Ipoayxrer gecrpysim)

ThoGas eamnnyunas Hecneunduunpyeman npisecs

(nponykT aectpykumn):
<0,2%

Cymma npusmeceii (MPOAYKTOB AeCTpYKUMN):

=0,6%

Koxa nuecTeennoe onpeaeacnmne

Ot 95,0 % 5o 105.0 % ot 3assnenioro colepHKAHUR

anarmpnoinua B Tabnerke.
Pacreopenne

He menee 80 % (Q) Cx3H:1CIO, (omnarnnduiosnua),

Bpema: 30 sun,

Cramua 1 - S1 (n=6):

Jns kaKnoi TaGneTk 3HaueHIE 10IKHO
Cramma 2 - 82 (n=6):

GbiTh He Menee Q + 5§ %,

Cpemnee snauenne ana 12 Tabnerok (S1+82), nonxno 6LITE He
Meree Q i Hi 18 oanoit TaGaeTky aHaucHe He 10MKHO GbiTh

Mmetee uem Q - 15 %,

Craaua 3 — 83 (n=12);

Cpennee 3nauenne aia 24 Tabnerok (S1+82+83), nonxkuo Gt ne

Meiiee Q wne Gostee wem a2 TabneTok Inavuciie MOKET ObiTh

Meee uem Q - 15 %. Hu ana oanoiit tabnetkn JHAYMCHHE HE J0KHO

Obite MeHee Q - 25 %.
Omnopoanocts aoinposanns
eBopany n=

ITpuemounoe anauenne (AV): He Gonee 15,0 %.

[Mpuemounoe anavenne (AV): ne Gonee 15,0 %; HH 0aHOTO

HIANBHAYANLHOTO 3Hadenns menee uem 0,75 M i Gostee uem 1,25 M,

Muxpoduoaoruueckan wnerora

Obuee kosmvecrso AIPOBHLIX MUKPOOPralIMon (TAMC)/r

ne Gonee 10° KOE

Ofuiee 4HCA0 APOARKCBRIX 1 LICCHORLIX rpubon (TYMC)/r

He Gonee 10° KOE
Escherichin coli/r

OTCYTCTBHE
wan I'd P Kareropus 3A

- Koueu orvera -
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Jikapannc® rabnerku, NOKpeITLIE NeHouHol obonoukoii 10 mr (30)
Cepus s ananmwsza: 4225134
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Peayawrar

Cootsercrayer

Cootrsercrayer

Cooreercrayer

<0.1 %
<0.1 9

98.5 9

Cootserctayer

Coorsercrayer

<10
<10

COOTBETCTBYET

KOE/r

KOE/r
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«CBefeHunn o Beoje B rpaxaaHckuin obopoT B Poccuiickoi ®efepauunn NeKapCTBEHHbIX CpeacTs No coctoAHMIO Ha 04.03.2024

10:56»
. oY A0 210 A A A
PEAEPAALHAR CAVKBA 1O HAA3OPY
. - P -
B COEPE 3APABOOXPAHEHWA
Mpomssomsrens Opranusanns, Homep Homep, nara
Jara suecenun 8 AHC T c C =
Pocanpasnaziopa Opropoe HaHMeHOBAHKE (BbIny cCKaIOMmIT Tpana BEACHHS 0 CTAAHAX IPOHIBOICTRA Hopmatusnan noxymenranns BLINYCTHEWAS B cepun, paspewenns na
KOHTPOIb) rpaKaanckuil obopor napTHu nium

Hxapannc®; Tabaetrn, nokpuTee Porrennopd @apma I'm6X, Fepmanns (Nponssomurens (rotosoii Jd)): N-002735-030620; Hass. Nel &

- nneHounoi oboaocukoi 10 mr 10 Portenaopd ®apma . Potrennopd ®apma I'mGX, Fepmanus (¥ nakosumr/hacosuux (8 i s ‘E. s 000 "Bepusrrep %

28.08.2023 = . Fepmanns : i JIN-002735-030620; Ham, Ne2 & i 23E0239
wr., Ganctepw (3), nauku I'm6X nepBinyio ynakosky)); Porrenaopd ®apma I'mGX, Fepmanns IM1-002735-030620 Hurensxaiv
KapTOHHbe! ~ y /thacoBumk (TOp /TPETHYHAA YAKOBKa)) A ok




