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Certificate of Analysis and Conformance
Ceprudukar aHa/IM3a H COOTBETCTBHSA

Product name / HaumeHoBaHHe NekapcTBEHHOTO CpeicTRa Jardiance® f‘ Im-coated tablets 10 mg (30) /
Jixapaunc® rabnerxu, nokpeiteie naeHounoi obonoukoil 10 Mr

(30)

Article No. / Lot No. / Aptukyn Ne / Cepua Ne 116768 / 23B2744

Marketing Authorization No. / Pernctpausonnoe JI-002735

ylAocTopepenue Ne

API name / Haumenopanne dpapMauesTH4ecKoil empagliflozin / s3mnaraudnoznu

cyGeTaHumnm .

API Manufacturer / [poussoautens AOC Bidachem, Italy

API batch No. / Homep cepun ADC 707892

Dosage form / JlexapcTeennas popma film-coated tablets / TaGnerku, nokpuiTEE nAEHOUHOF
ofonoukoii

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

Material No. / Ne matepuana 116768

BIX No. / Ne-BIX 146769

BIX Version / BIX-pepcus 004

Quantity / KonuuecTso ynakosok 111552

Date of Manufacture / Jlara npon3soactea 15.03.2023

Date of Expiry / Cpok roanocts 31.03.2026

Number of Normative Documentation: / JIM-002735-030620 Var./Mam. Ne 1-2

Homep nHopMaTHBHOMN AOKYMEHTALMK:

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.

HacToaumm noaTsepaaio, 4To Bee CTAAMH NPOH3IBOACTEA AAHHOI CEPHH NOTOBOrO MPOAYKTA BEINOMHEHB! B MOIHOM
cooreercTenu ¢ TpeGorannsmu GMP EC, a Takke wTo cepHs NEKapCTBEHHOIO Npenapata 18 MEARUHHCKOrO NPHMEHEHNA
COOTBETCTBYET cneundukaunn HOPMATHBHOMN JOKYMEHTALHH.

Remarks: / Ipumeuanns: o1 6. MA| 2023 a Wy
v

Storage

At a temperature not exceeding 25 °C.

Xpaunenne
IMpu remnepartype e suite 25 °C.

Packaging conforms to the approved Normative Documentation.
YnakoBka COOTEETCTBYET COMMACOBAHHON HOPMATHBHON JOKYMEHTaUMK.

Labelling conforms to the approved Normative Documentation.
MapkupoBka COOTBETCTBYET COrNAaCOBAHHOIN HOPMATHBHOM JOKYMEHTALIHH.

Date of Release / [lara ssinycka: 16.05.2023

16.MAI 2R | Wessels /é WP - =

Date / Name / Signature of the Qualified Person, Quality Assurance
Hara / Uma / Toanuce ynoaHOMOMEHHOO NHUA, 00eCneYeHHe KauecTra
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Certificate of Analysis and Conformance

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

Batch / Lot: 23B2744
Registration: Russia

; ROTTENDORF

~———PHARMA——

Inspection Lot: 4223699

Page 2 of 3

Test

Description

Specification

Pale yellow, round, biconvex, bevel-edged film-coated tablets.
Debossed on one side with Boehringer 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 empagliflozin.

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 % C23H27Cl0O; (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 (§1+82) 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+52+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 %

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

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 conforms

Absent
or Rus. Ph. Category 3A

- End of Report -

Conforms

Conforms

Conforms

<0.1 %
<().1 %
99.0 %

Conforms

Conforms

<10 CFU/g

<10 CFU/g

CoAC-146769-V03




Ceprudukar aHanu3a U

COOTBETCTBHSA ; ROTTENDORF

PHARMA ——
Haseauue nekapcrsensoro cpeacrea:  Dxapnuuc® tabnerku, nokpeitsie nnexousoi o6onouxoit 10 mr (30)
Cepus Ne: 23B2744 Cepus ana ananma: 4223699
Perucrpauns: Poccus Crpannua 3 m3 3
Henbitanue Crneunduxauns PesyasTar
Onucanue
Kpyrisie ABOAKOBEINYKABIE CO CKOWEHHBIMH KpasMu TabneTkn, Coorsercrayer

NOKPLITHIE MAEHOYHOI 000/I04KOH CBETIO-AKENTOrO UBETA C
rpaBHPOBKOI CHMBO/A KOMMAHMK HA OAHONH cTOpoHe TabNeTKH H
«S10» Ha apyroii cropone.
Moaaunnocrs
Bpems yaepxuBaHHA OCHOBHOTO MHKa Ha XpPOMaTOrpaMmMe CoorsercTryer
HCTIBITYEMOTO PACTROPA JOMKHO COOTBETCTBOBATL BPEMEHH
yAepAKHBAHHA OCHOBHOTO MHKA HA XPOMATOTpaMMe CTAHAAPTHOTO
pacTeopa >MnaraudgaoznHa.
Y®-cnekTp nornouweHns HCNeITyeMoro pacteopa B obnactu ot CoorsetcTByer
200 um no 450 us nomken coorsercreosars Yd-cnexrpy
CTaHAapTHOrO pacTeopa amnarnupoInua.
Poacreenusie npumecu (MpoaykTer gecTpyxunu)
JhobGas ennununas HecneunduuHpyemas npuMech
(mponykT necTpyKumm):
<0,2% <0.1 %
Cymma npumeceii (MPOAYKTOR AECTPYKLMH):
<0,6 % <0.1 %
KonuvecTsennoe onpeaencHie
O1 95,0 % no 105,0 % ot 3as81€HHOTO COACPIKAHMA 99.0 %
smnarandioanna B Tabnerke.
Pacrsopenne
He mence 80 % (Q) C2:HzCl0; (amnarandnoznna). CooTeeTcTBYET
Bpema: 30 mun.
Craaua 1 - S1 (n=6):
Jlna kaxnaoit Tabnerku snatenne gonxHo GeiTe He MeHee Q + 5 %.
Craausa 2 — 82 (n=6):
Cpennee 3nauenne ana 12 taGnerok (S1+82), nomxxo GuiTe He
menee Q w uu 18 oanoil TabneTkM aHaueHne He A0MKHO BBITE
Mmenee vem Q - 15 %.
Cranun 3 - S3 (n=12):
Cpeanee 2navcHue ans 24 rabnerok (S1+582+83), nonkuo 6uiTe He
menee Q u He Gonee yem ana 2 TabneTok 3HavEHHE MOXKET ObITh
meree vem Q - 15 %. Hu ans oawxoit TabneTkn sHaueHne He N0KHO
ObiTe Menee Q - 25 %.
OanopoanoccTs A03IMPOBAHNS
H = CootsercTeyer
IMpuemounoe anauenne {AV): we Gonee 15,0 %.
" =
[Mpuemounoe 3navenue (AV): ne Gonee 15,0 %; uu oanoro
HHAMBHIYANBHOrO 3HadeHns mMetee vem 0,75 M u Gonee wem 1,25 M.
Muxpoluonornyeckas 4HcTOoTA
O6uee koanvecTso a3pobubix mukpoopranuimos (TAMC)/r

se Gonee 10° KOE _ <10 KOE/r
Obuee uneno gpoxaxeBsIX 1 naecnesslx rpudos (TYMC)/r

He Gonee 107 KOE ; <10 KOE/r
Escherichia coli/r '

OTCYTCTRHE COOTBETCTBYET

wan ' PO Kateropus 3A

- Koneu oTuera -
CoAC-146769-V03




«CBefeHnA 0 BBOAE B rpaxAaHcknin 0dopoT B Poccuitckon defepaynmn nekapcTBeHHbIX CPeAcTs No COCToAHUMI0 Ha 17.01.2024

10:21»

PEAEPAABHAR CAYXEA 110 HAA3OPY
B COEPE ZAPABOOXPAHEHWA

P

(BTOPHUYHAR/TPETHYHAA YNIAKOBKA))

JIT-002735-030620

Jlata suecenss 8 AHC TNpoussoaurens i . Oprammanus, Homep Homep, gara
Pocanpanuamopa Toprosoe nanmenonanne (BLIMycKaromMA Crpana Caenenns 0 CTaHAX NPOHIBOACTEA HopmaTuenas goxymenTama BLINYCTHRINAA B cepHH, paspemenus
KOHTPOL) rpaxganckuil obopor napTHH ua HIIN
i Porrengopd Papma M'm6X, Fepmanmn (TMpowssoguress (rotosoi JIP)):
Nxapannc®; rabnerrn,
Porrengopd ®apma MMEX, epmanna (BunmycKaommit KOHTPOAL KauecTsa): JI1-002735-030620; Ham. Nel & .
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