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Rottendort Pharma GmbH, Ostenfelder Strasse 51-61, 59320 Ennigerioh, Germany

Manufacturing Authonisation: DE_NW 05 MIA 2023 0015

Jluuewsun na npowssoacteo:

Porresciopd dapsa ['vGX, Octendennicp urrpacee 51-61, 59320 Immurepao, epaanus
DE_NW 05 MIA_2023 0015

Certificate of Analysis and Conformance
Ceprudukar ananmsa u coorBercTBHs

Product name / Hanmenonanue NCKAPCTBENNOro cpeicTRa Jardiance® film-coated tablets 10 mg (30)
f:l’;;;ip;xmlc“ TabAeTKy, NOKPRITRIE ICHOUHOIT 0G0 10MK0d 10 ME-

Article No. / Lot No. / Apikyn Ne / Cepua No 116768/ 23F1210

Marketing Authorization No. / Pernctpaunonnoe JI-002735

yaocrosepenne No

APl name / Haumenopanue (apmauenTnyeckoii empagliflozin / smnarandgnoaun

cyGeTanumm

API Manufacturer / IMpowzsoaurens AGC Bidachem, ltaly

API batch No. / Homep cepuin ADC 708039, 708290

Dosage form / Jlekapcraennas dopma film-coated tablets / rtaGnerxu, HNOKPLITBIC  [ACHOMHON
oGonoukoit

Container Type / Bua ynakonku ALU/PVC-Blister / TIBX/An Gnucrep

Material No. / Ne marepuana 116768

BIX No. / Ne-BIX 146769

BIX Version / BIX-pepcus 006

Quantity / Konuuectro ynakosok 113280

Date of Manufacture / Jlara nponssoactaa 08.05.2023

Date of Expiry / Cpok roanocty 31.05.2026

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

Hosep nopmatusnoii nokysenrammn:

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.

Hactosuuim TTBCPAIAI0, MTO BCE CTAAMM NPOMIBOACTEA AANHON CCpUIt roToBOIO NPOAYKTA BBUIOHCHEL B NOTHOAM
cooraereTsii ¢ tpeGosanusmu GMP EC, a Takke uTo cepis Nekapersenioro NpenapaTa JUis MEAHUHHCKOrO NPHMEHEIH R
COOTBETCTAYCT CReUNdUKALIN HOPMATHBHOI TOKYMEHTALIN,

Remarks: / [Mpumcyanua: "

Storage
At a temperature not exceeding 25 °C.

Xpauenie
Hpn esiepatype ne swtine 25 °C.

Packaging conforms to the approved Normative Documentation.
YNakoBska coOTBETCTBYET COrNACOBAHHOI HOPMATHBHOI A0KYMCHTaUMHM,

Labelling conforms to the approved Normative Documentation.
MapkHpoBKa COOTRETCTRYCT Cornacosannoii HOPMATHBHON JOKYMEHTALMN,

Date of Release / Jlata suinycka: 09.08.2023

09 AUG 2023 Or F Kreye

Date /Name / Signature of the Qualified Person, Quality Assurance
Hana / Hwn / Hoaunes ynoamosouennoro aiua, odecneuctie kauecrna
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CoAC-146769-V03



Certificate of Analysis and Conformance

Product Name: Jardiance® film-coated tablets 10 mg (30)
Batch / Lot: 23F1210

” ROTTENDORF

——PHARMA——

Inspection Lot: 4226401

Registration: Russia Page 2 of 3
Test Specification Result
Description
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
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.
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.
Related impurities (Degradation products)
Any unspecified impurity (degradation product)
<0.2% 98.8 %
Total impurities (degradation products)
<0.6% <0.1 %
Assay
95.0% - 105.0 % of stated content of empagliflozin per tablet. <0.1 %
Dissolution
Q: 80 % Cx:Hy/CIOy (empagliflozin) Conforms
Time: 30 min
Stage | — S1 (n=6):
Each unit is not less than Q+5%.
Stage 2 - §2 (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+483) 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) Conforms
Acceptance value < 15.0 %
Requi 3(n=
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 (T AMC)/g <10 CFU/g
Not more than 107 ¢fu
Total yeast and mould count (TYMC)/g <10  CFU/g
Not more than 10° cfu
Escherichia coli/g conforms

Absent
or Rus. 'h. Category 3A

- End of Report -

CoAC-146769-V03



Ceprudurar ananmusa u ~
COOTBETCTBMS ROTTE NMI?RO RF

Hazanme nexapcroennoro cpenctna:  [iwapannc® rabnerxu, MOKPLITHIC icHoYHOM oGonoukoft 10 mr (30)

Cepua Ne: 23F1210 Cepus ans ananmia: 4226401
Perncrpauma: Poccun Crpannua 3 w3 3
Henurrane Crenndpmicanmsn Pesyanrar

Ouicanne
Kpyravie anoakosbinyknsie co ckomennbIMn KpasMu TabneTk, Cootserctayer
NOKpLITEIC MACHONHOM 00on04KOIl CBETNO-KenToro useTa ¢
FPABHPOBKOI CHMBOMA KOMIANMH HA OAHOR cTopone TalaeTku i
«S10» na apyroii cropone.
Moaaununocrs
Bpema yaepkuBanus oCHOBHOTO Mitka Ha XpoMatorpamme CooTaercrayer
HCALITYEMOrO PAcTBOPA I0/KHO COOTBETCTBOBATH BPEMEH I
YACPAHRAHHA OCHOBHOIO MHKA HA XPOMATOrPAMMe CTAHAPTHOTO
pactsopa amnarandoznta.
Yd-cnektp nornomenns nenuiTyemMoro pacTropa 8 o6nacTit or CooTrereTRyer
200 1M 20 450 1M J0MKCH COOTRETCTRORATE Yib-cnexrpy
CTAHAAPTHOrO PACTBOPA IMNATANPAOIHHA.
. Poacrrennmie npuseen (Mpoaysri ACCTPYKII)
JhoBan eannnynas necneundmupyesman npiusmece
(Mpoay KT AecTpyKumnm):
<0.2% 98.8 %
Cymma npumeceil (npoayKkTos AccTpyKumi):
<0,6 % <0.1 %
Koaunsecrsennoe onpeaeacnme
Ot 95,0 % a0 105,0 % ot 3assacnnoro coaepxkanis <0.1 %
amnarahaoma r TabneTke.
Pacrsopenne
He menee 80 % (Q) Cz3HyClO; (amnarandinoanna). Coorsercrayer
Bpema: 30 mun.
Crazua 1 - S1 (n=6):
Jlna kamaoit TaGreTku 3nauenite 20mkHo Guite He Menee Q + 5 %,
Craaua 2 — S2 (n=6):
Cpeanee suauenne ana 12 tabaetok (S1+452), nomkHo Guite He
metice Q woin uia oHoil TabneTkn IHaMEHNE He JT0MKHO GbiTh
menee vem Q - 15 %.

Craans 3 - 83 (n=12):
. Cpeanee 3uaviene s 24 TaGaerok (S1+S2+S83), nonno 6uite e

menee Q none Gonee wem ann 2 TabneTok 3HANCHIE MOKET ObITh
Metiee uem Q - 15 %, Hin suta oanoft TaGaeTii snaicinie e 00mKHO
ObiTh McHee Q - 25 %,
Oanopoanocts Aosnposanns
Tpeboranue A (n=10) Cootserctayer
ITpuemonnoe anauenne (AV): ne Gonee 15,0 %.
TpeGosanue B (n =30)
[puemounoe anauecune (AV): ue Gonee 15,0 %; uu oanoro
HIIMBIYAMKRHOTO 3natuchng mence dem 0,75 M u Gonee uem 1,25 M.
MukpoGuonornseckas uncrora
Obuee kosmneeTso apoburix sukpoopramisos (T AMC)y/r
ne Gonee 10 KOE <10  KOE/r
Obmee smeso aposaentix wmecnent X rpubon (TYMC)/r
ie Gonee 10° KOE
Escherichia coli/r
OTCYTCTRHE
wan I'd PO Kareropun 3A

<10 KOE/r

COOTBETCTBYET

- Koneu otvera -
CoAC-146769-V03
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