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Manubecturing Antharisation amber! Hestep ainonil na zrpobmares: DEOGIGEEN3/19/1

Product: Synjardy®, film-coated tablets 12.5/1000 mg

Mpenapar: Cirpxapai® TRGACTRR, BRPUT] 1BKRCESID 6GoaouKow, 12,5 Mi/1006 mr

lmporting ecountrys Kpafua-imnoprep: Ukraing/Yxpaing

Coantry of Manufactre/ Kpatna-supoSumi: Greeee/Theiis

Active rigredient Axtaniai iurpepicnt: Empnglifiozin/Metfarmin Hydrochtoride, 12,5/1000 mg
Evnarnidmona / Merdopuiny rapoktopen, 12.571000 My

Marketing Authorisation Number: UAAST22/01 1
Pecorpauiiine nocafbnsesmy UASIST 220014

Type of the package: [Dtablemz in g blister; 6 blisters in n sarton box fabe
Yaaxoska: ne 10 rabretor 5 SaicTep!; 1o 6 Galcrepin v xaprouniit gopo

Vaiid €il: 05,01,2002
Aie no 85.01.2022

Hed i Ukrainian lanpnage,
Sud 3 Mapry sanuan YRPETHOBROIO MoRDY,

Batch number/Homep cepit; Taozss
Date of Manofsciue/ fara BHpOSRuITES.  22.09.2030
Date of Explry/Tlpsaassmt oo 09,2673

Batch size/Pozuip cepiy: 71348 packages/voanopen

~~~~~~~ i TR A R B s e e e e PR T e S

Certification statement:

1 hereby certify fhat all manulacturing stages of this bateh of finished jreduct hava been carried ot in f41]
cempliance with the GMP requirements of the BU gnd with the requirsments of the Marketing Authorization of the

destipation country,

Coizonreo npo cepradixario:
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LBy migrsepazyio, wo sei cranis BApOSIMLTA fanof cepH roroBoro HPGAYKTY BHECOHMNT ¥ 108HIH BLAnCauecTH
& swwor GMP €0, a rexow ¥ siznonirscer 8o ewaer peceTpRiiiNOrs nocainenny Kpaiss-inopreps,
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Product: Synjardy®, film-coafed tablets 12.5/1000 mg
Iipenapar: Cinamapui® TabaeTion, BRPUT TBKoROI0 ofiononxoio, 12,8 mr/1000 mr

Batch number/ Homep cepits 066256

Test
Banpobyranny

e e e 1 1 B e 07 A0 2 e s S et bt o b8 B o [

Description
{¥isua) tesi}

Onue
{afsynhnsd ooy}

tdentifization
Empagliflazin
{iiqud chomutography)

Irenruglicarga
Bsnaraidaossn (piguma
Sposrarorpedis:

Hentifieatipn
Fmpegliffozin (Liguid
chromsiography}

Izetrradixacis
Esamnraipaosss {piasma
xpossTarpading

Identification
Meiformin Hydrachioride
iLiugid clvonistography)

TseaTndinenis |
Mergopmivy rapsyropua
(pinauma spnsererpadis

Cropinka 237

Specification
Crenndivagia

Dusrk brownish purple, oval, biconvex
film-coated tablets, one side dehoseed
with: Boehringer Ingethenn company
symbal and "S17%, the cther side is
dehossed with ¥ 1006” E
Osansui nesornyiai TabneTsA, sapars
Ealsnoe0o ofosoniown, Sioneross-
RODPHUNEDORD KCUROPY, T FpaBiasnmmug
cusBony komimiril «Fepiurep
Baresuxabive ta 48120 3 oo Gory ta
rpasionaisn <000 3 busoro foxy.
Fhe refention Bme of e active frgrediont
obtained with the test satution muss
correspond o that obtained with the
standard soliion,

Has Yrpuaysanag MKy ETHEHOT
cyfiersngil Be Xpomarorpat
EHEPOCYRAHOTS DOMUEY HOBHEH
AlanoRigaT HECY YTPUMYBEHNA iy
arrdenel oyforannli ua KPOMATOID2]
CTRARDTHOMY POy,

The UV spectram of the aotive ingredient
obtained with the lest solufion nust
corrcspond 1o fhat obtained with the
stasdard sohtion,

YO-CHERTY QOIHENANEL AXTHERGT
eyfierannil ns sposarorpasd
siapofyBanery forHy nesuleq
sinnosiasTr ¥d-cnextpy noranmgms
axtuprol cyfuranulf ua xpomarornai
CTANARRTHUTS POITMIY.

The refention time of the active ingredient
obtained with the test selttion wust
coreespond to thas oblained with fhe
standard spiutfon,

Hac yrpusyasims miky axrnennt
ovBoranuil N xposararpasd

HHTHOSY RAHOTS POTDIHY Mac
BIRHUBIGHTH MECY YIDEMYBAHUR [Hky
axvaans! oybotauail Ha xposcarorpass
L‘TSH}ZB?’!‘HUJ’G P3dsHY,

Test result
Poavinrar

Unit
Onuuins

confornns

Binnonigac

canforms

gixnoniges

conforms

Bizneainee

canforms

BiRNOSEE
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Sth ke Pelanis-Markopouls, .
19400 Koropi Ateki, Greeoe 5y Boehringer
3-8 k0, Faftaniz-Mapronovan, {I ! h I ng EHI g iﬂl
1400 Koponi Avixa, Ppewiz
Boehringer Ingelheim Bllas AR

Telr +30 210 6684 000, Fax: +30 210 6623 905 bephrep lerearxatin Bonag AE,

| Certificate of Quality |
Ceprudinar urocri i

o

Product: Synjardy®, film-coated tablets 12.5/1000 mg
Openapar: Clamxapni® TaBAETRY, BRPHTE AIBKOBROI0 obanenrow, 12,5 mr/1000 Mr

Batch number/ Homep copii: 060258

Number of sralysis/Howep FHEL O

400080178445

Test
Burpofiysanya

0 et PR e b e e T . e 85 T e o A B it e et B B,

Fro UV spectrum of the pedve ingredient

Hentification )
Metformin Hydrochloride
{Liguid cheomategaphy)

laenvudinauin
Merhopwsiny riapoxacpnn
{vlswnna Spomatorpadisy

Unifsrmity of dosage usits
Empaglifiosin by Content
UnHormity
(Liguld chromatography)

Osopianices gosonsuny OREHLES
Emparsigooe
(phmennz xpoxerorpagia)

Uaiformity of dosaye unifs
Metforadn Hydrochioride

Specification
Cretptdikania

obisined with Hi¢ test selution must
correspond o that obiained with the
standard sohafon.

FB-CIeKTD DOrDINAHHS BRTHEHGT
eyborannl! 2a tpomatorpasd
seapobysaHere posHRY BOSHES

Bliosinats Yﬁ?»memjf FOrNNHaYAN
sxrnaan] oybormanil m xpomarorpan

CTRHARPTHORG POTHIMIY.
Label claim: 12.5 mpiabler
Reguirament & fn=1G}

The acceptancs value: < 150 %
Reguirement B (=301 S 150 %

no fndividual value s less than 0,75 M

uor more thas 1.25 M

M= refoerence value aorording o
PhBur ISP

Jasentiic shavenaw; 12,5 wryvabn
Afa=10)<150%

B {n=30) < 15,0 %

Hopsee 3 InBlayanciux suegens e

nopHane Syru semue 0,75 3§ Siawe

125 M

M = zazmne anavean Blanosimo HO
einer PhEurAISP/ e

Label clabin; 1800 mpftebier
Reguirement A {010}

by Mass Varlation (Weighing)  The acoeptunce value: < 15.0 %

Ciopinra 3 57

Requirement B (=301 £ 15.0%

it individial value s loss $hmn 0,75 34

net e than $.35 M
M = raference value acourding to
Pl Eur AJSP/AP

Tast result Uit
Pesynprar

A bt e e 45 e e o

conforms

siznosinan

conforms

Acceptanse Value:
16 %%

sinsasinne

Horyerane seska:
1.6 kG

conforms

Acteptance Valite:
] %

COQ-118078-v04
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Sth km Palania-Markepouls, s
19400 Koropi Attikl, Greece B{)ehzmger
{ ”1

3-i s, Tnftania-Maproroyne, ' Tn gelhezm
19408 Kopoui Arixa, Fpeuix B

Beehringer Ingelheim Elias AR
Tel: #30 210 6684 000, Pax: +30 210 6621 905 Bepiurep Inrenxaitss Sxane AE.

; Certificate of Quality

: Ceprudixar axocri

Product: Synjardy®, film-coated fablets 12.5/1600 mg
Hpenapar: Cinameapai® radierey, Brpuri naisxoro obonunRe, 12,5 sr/1000 sr

Bateh number/ Hontep cepit: 66256 Number of anafysisHomep suaniny: 40000176444

Tast Spacificaticn inil

Bunpobyeanns Coenpgixanis Chausiiys
Oanepiavicry, noronaimy b;:{;;mug;, 3aswreie mEsenmn 1008 sarfradn Binnosizae
Merdopsiuy riaposaepun A (p= <150 %
{pozpaxynxoso-paroRit Meve) Ba=30)<150%, : Homyoruume peswn:
Konpe s inguniayenemes suausms e 1.3 %%
noBRuHC 6pTH menme 6,75 M Ginpae
125 M

M= 3zau0e 2e%enna siBnoRIING 20
wsor Ph.Eur 08P/ /1p

Active Ingredient degradation

Empaglifiorin

{Linpeid sheomatogragin

CD 13507 S5 % =0 %

Any unipecified depraderion <0.79% 031 %%

praduet |

Totst dogradation products < 1.2% 0.3 %

Hpoayser posnsay axmisusy
exficranid)

Earmmaraithaoaan

{pizmnnn xpoyarorpadin}

CHh 12967 “8i%

Byav-nuul) neevesgedivinig <39

HPOAYIT POITARY

Cyma npnayrrie pesnsay iz
Active fagredient degradation

Metformin Hydrochioride

{LRguid chromstography)

Any anrperifisd degradation =0.16% <405 %

product

Total degradstion products <060 % =005 %

%

in ih
= o
s e

in
o
o
g
iy

Tiposiykr poimasy sirassof
eybeTRMOE
Mergapming rispoxmopiy
(plmiinm spovarorpediag
Byas-giull necwenmddussit <010 % =0.85 %
OPGIVEY Posiany
Cynts npeayrrin posragy S060% S005 ¢
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Produet: Synjardy®, film-coated tablets 12.5/1000 mg
Hpenapar: Cimaxapi® raduern, BRPITE DTIBKOBOW vBonoiken, 12,5 me/T 000 ar

Baich number! Hostep coplis C80056

MNumber of ana'iysisfiiamep ananisy: 40000176443

Tesi
BunpoSysauus
Asszy
Empaglificzin
{higuid chromatography)
Hiawxicne mtaaven s
Esesmprnifsonm
{pinnxaa xpovetorpadia)
Assay
Metfermin Hydrochloride
(Ligmad chromatograpinn
Kisnrbene msmiavensy
Merhopminy riApoXa o
{pizsuna Xposurorpadgia)
Bisgelusion
Empaglifiorin
(Liguid shromsngraphy)
Passtsnennn
Essraraidbaozue

Epimse XposaTorpadis)

Cropiukass7

Specification
Uneyndiganiz

> i ey e —

930 % - 105.8 % of stated content

35,0 % - 105.0 % win wasssnore BMicTy

9505 « 105.0% of stated content

95,3 % - 185,0 % sif sewsmonoi masiery

Time: 20 min

Reguirement & 30 %

Stage 1 - 81 (n=6};

Enee unit 3 niot Jess than G+ 5 %,

Staye B - 82 {(n=5):

Average of 12 unils (81492315 equat 1o
or greater than O and

0o unif i loss San Q- 35 %,

Siage 3 - 83 (n=12)

Average of 24 units (81 + 82 + §234s
equal 16 ot greater than 43, vat mors than
Z units ere fess than (0 ~ 15 % and no 1t
iz Jasg than Q- 23 %

RETSRALEN

Bassorz (3 80 %

Craniz 1 - 81 {r=g)

Kexow onunsiig ve menpe 3 +5 %,
Cramis 2 - 82 in=6):

Cepenye aumuenss 3 12 ormasan $H43n
lopimmoe afo Shasue Q, baagnal
MG Metne 3o 15 %,

Crazin 3 -~ 81 =123

Cepeae mnavenns 3 24 aansisi (84
S2+33) aopisoe 560 Sinsme 0, ne
Ginnwe 2 opmhaun Medme -15%, ine
bincwre { ofwmag veme O - 25 %,

LUnit
Ouiuyg

5.0 %

90 %

993 %%

993 %%
SEIFTIOTIOIGE

Y

AV o4 -3
SEITHOTIO 619G

%%
CELGAME 3245‘5&[!!!3_.‘

g6 s

COO-T1BO78-VDS

gif
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Bushringer Ingelheim Elfas A B,

Bepiurep Inremxathu Bages AF,
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Certificate of Quality
. Eepradivar axocri

[P

Product; Synjardy®, film-coated tablets 12571600 mg
Hpenapar: Ciuamapai® Tabaersn, BRpUY RABKCEOD oloaonwom, 12,5 sr71008 mr

Bateh number/ Hosep copfi: 050255

Number of analysisfHomep ananizy: 40000176445

Test
BrnpoSyzanny

Bpecification
Cregudrieanis

Linit
Onuassnm

Disselution
Metformin Hydrochlorids

{Ligwid chromutopraphy}

Time: 20 min
Reguirement (& 86 %
Smage 1- 81 {6}

SHRI00/100/09/99/99 &

Enoh umil fs not Joss than Q4 § %

Stage 2 - 87 (=6}

Average of 32 wnits (S1 + 323 {5 equnl &

or greater tha ¢ and

AV 99 g

uo unitis levs han Q - 15 9,

Slags 3 - 83 fn=12%

Averaps of 24 units (1482 + 83} s
equal to of greater than O, vot more tian
2 vinits are less than G - 13 % and no unis

is Toss than § - 25 %,
Foraunenys
Mergopmisy rispoxaopus
(pasee apowerorpedin

Hae: 2G xe
Buwmora Q: 80 %
Crapis 1 - 81 {a=t)

R100/106/95/90/00 %

Kompa ooIREIe He MeRne 13 + § %4,

Crrapia 2- 82 (p=6%:

Copeane watenad 3 17 oaminiu, (S1482)

aspimnoe 1bo flavue Q, § monnel
opesiatl Mewwse -~ 15 %,

Cragied - 83 (a3 20

Cepesus aRavermr y 24 dasnuus (814
P 82+83) popismoe o60 Gimue Q, ne
R Blasme 2 ojiuis venue G- 75%, {we

Blasine | ommn vonwe £) - 28 %4

Micrebliolopical qualiy*
Mixpabjosorfuma yucrors *

Totul serobic

micrebint count

(TAMC) CFUi

Juraasne wueas sepolfany
sinpospraniivis (TAMC KYOA

Cropinke 657

Not move than 18 CFUg

He Gimune, ubse 1P KV O

CEPLFBIE ZHANCHHAL
G i)
ot anelyzed CHFig
He ayasiosane K¥Qh

COQ-11807B-VU4
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b ke Patanie-Markopoulo, =
19400 Koropl Attils, Greeoe m B{}Ehrli‘igef
58 xu, Thaftaniz-Mapxonoyne, jmg anelh{ﬁm

19400 Kopond Amuxa, Tpestiz

Boehringer lngelheim Ellas AE.

Tel: +30 210 6684 GOD, Fax: 430 710 5623 008 Eepinrep Inrensyaiiv Eanso A E.
{ Certificate of Quality §
Cepradixar gxocri |

Praduct: Synjardy®, film-coated tablets 12.5/1000 mg
Hpenapar: Cinnxapai® rabaerxn, BRPHTE RAIBKOBOI0 06040 1tKet0, 12,5 Mr/1800 My

Batch wuseber! Homep cepift  ©s025¢ Nurnber of anafysisfHomep anumiay: 40000176445
Fest Speeification Testragult Unit
BunpoSypanns Coeuudlraniz Peaynrrar Crmmingg

Total combined Wt mors than 17 CF Uig not angivzed CFurg

yéastsimoulds connt

{TYMO) CPL

Isrsoune onene He Ginsure, vix {0° K¥YOfe He angnizonaus EYQir
apiEaxmosus i nalesnenux rpubin
(PYMO K¥YOhr

Escherivhia coli Absentin i g not aselyzed

Eschrerichia col Biscyrilers 51 v Ho sitaiiaosssn
Remarks/Mpusitica;

*Performed gt release sanly, Skip testing: one production batoh per vear,
¥ Anania DpoBUASTY HPE RERYORY. S nepleniymicno 1 cepis 2a ple,

Result/Pesymorar; refoased/npuaarne:  12.10,2020
{release datel(nave puayexy)
r Boehringer
il Tngetheim
Bochringer Ingelheim Bliss AR

Date of signature (CoQY Hava niggucanus (C3);, ¢ 44 T2 s o
pe . -~
1o h g - . . . - i ¥ e B £
Qualified PersenvViosnosanens oooba: ¥ ante &53.3%@ o st { w{/{% 3{;12 Cf’}
Crophura 737 COQ-118078-Vo4
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19400 Koropi Attiki, Greece Boehringer
5-# ku, Hafiawia-Mapronovno, | ﬂ In 31 eim
18400 Koponi Ataxa, Ipettis 1 & h
Boehringer Ingetheim Ellas AE.
Tel: +30 210 6684 660, Fax: +30 210 6623 605 Bepiarep Iurensxabiv Ennac A.E.
Certificate of Quality
Ceprudixar axoeri

Manufictoring Authorfsation numbier/ Homep alnen# ua supobisccrso: 000000000375971

Product: Synjardy®, film-coated tablets 12.5/1000 mg
Hpenapar: Cimmapai® Taﬁﬂe'n;m, BEPHTI IiBKOBOW 060a0HK00, 12,5 Mr/1000 mr

Importing country/ Kpaiﬁa;immpfnep: URrai:nc;’Y Kpaina
Couniry of Manufacture/ Kpa‘:‘na—mpoﬁfmx?: Greece/I peniy

Active ingredient/ Asxtapmmil inrpesicnT: Eﬁapagiiﬂazinﬁ%atfomﬁn Hydrochloride, 12.5/1000 mg
Emnarai¢umoann / Mergopminy rigpoxnopua, 12,5/1860 ur

Marketing Awthorisation Number: Ua/! 572;2#&‘;/& Valid till: 05.01.2022
PeecTpanifine nocsingenns: LUAS15722/01/04 Hie aoe 05.01.2022

Type of the packuge: 10 tablets in a blister; 6 blisters in a carton box Iabelled in Ukrainian language.
Yraxoska: 7o 10 Tabnetox 8 6rictepl; no 6 Grictepis y Kaprounilt xopoBui 3 MapKypariaM VEPATHCBKOK MOBOID.

Batch number/Homep cepil: C60258
Date of Manufacture/Jara spobunimrsa: 20.69.2020
Date of Expiry/TIpsgatani o0 00 2623

Batch size/Posmip copit: 11333 packages/yraxosxy

Certification sfatement:

i hereby certify that all manufacturing stages of this bateh of finished product have been carried out in full
compliance with the GMP requirements of the EU and with the requirements of the Marketing Authorization of the

destination country.

Cainonrso npo cepradinanio:

Hut nigreepanyse, im0 Boi oragil supobunirsa aHct cepli TOTOBOYO NPOAYKTY BHKORANI ¥ NOBHIR Bimrroaigmoct)
2o sumor GMP €C, a Takox y 3UAn0BLIHOCT] 10 BEMOT peeeTpaili iHONO BOCRIBMEHNS KpaiHu-iMiopTepa.

Cropiua 127 COQ-118078-V04
,fj r;:_g
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5th km Paiania-Markopoule, - .
19400 Koropi Attiki, Greece Boehringer
5-8 xm; Tladanis-Mankonoyno, t"’g In gelh e im

19400 Koponi Avuxa, Mpeuiy
Boehringer Ingelheim Ellas A E,

Tel: +30 210 6684 000, Fax: +30 210 6623 905 Bepinrep Inreanxaiine Ennac AE.

Certifieate of Quality
Ceprudikar axocti

Produet: Synjardy®, film-coated tablets 12.5/1000 mg

Hpenapar: Cismpxapai® TataeTku, BRpUTI RAIBKOBOYO ofoaoakoo, 12,5 Mr/1000 mr

Batch number!/ Homep cepit: Co0258 Number of analysis/Homep ananisy: 40000176307
Test Specification Test result Unit
BunpoBysanns Crendixania Penynpray Onpmwugn
Description Dark brevmish purple, oval, biconvex conforms
{Visual test} film-coated tablets, one side debossad
with Boehringer Ingelheim company
symbol and "S12", the other side is
debossed with 7 1000"
Oune Cwanpui zroonykai rabnercn, sxpur] Blanoninae
{absyammin Teen fiitisKoBOI6 ofononkos, dionetone-
RODHMHEBOPD RONBORY, 3 IPaBhoBaRNAM
cuMBony xomnanii «Bepirnrep
Inrensxatiuy T2 «S12» 3 ennore Soxy 1a
rpagitoBaraAyM «1000n 3 inmworo Soxy.,
Identification The retention time of the active ingredient conforms
Empagtifiorin obtained with the test solution must
(Liguid thromatography) correspond to that obtzined with the
standard solution,
Izenrudicanin Hag yIpuMyBRIHEA TIKY 2XTHRHOT Bifinosigat
Emnmarnidacany (pinusss cyBeranmi! as xpoMatorpami
xposarorpadis £anpoGyBAECrD POAUMEY NoRmNeH
BIBRCBIZATH YACY YIPUMYBAWHE miky
axripiol cySeranmil sa xpomaTorpami
C’I‘&H,EEEPTHQN POSYHHY.
ldentification The UV spectrum of the active ingredient conforms
Empapiifiozin fLiguia obtained with the test selution must
chromatography} correspond 10 that oblained with the
standard solution,
haewrndicania YP-CUEKTD ROMIHARRNES AKTHRECE sinnopizac
Emuarnipacsen (pluiums c¥SeTanml Ha XpomaTorpami
xpomaTorpapia} s311polyRaroro poINUEY nosuHos
BAMANORINATE YO-cnexTpy nornduania
exripROY cyGeranill nz xpovarorpaxi
CTRHARDTHOLO DOSUHHY.
Identification The retention time of the active ingredient conforms
Metiormin Hydrochloride obtained with the test solution mus
(Liguid chromatography) correspond to that obtainad with the
standard solution.
Iacurndivanin Hac ymnMysanaR miKy SRTHRHGT Binnosinac
Meorgopminy rigpoxnopsn  cyBerenuii va xpoMarorpami
(plastnss xpomarorpadiz) BANPoSYBAROID PORUHEY Mae
BiZO0BIIATH 4aCy YIPUMYRANKS DIKY
axTREsol cyberaunil va xpomatorpami
C'}“&Wﬂ(}i'ﬂ PO3YHHY,
Cropiuka 237 COQ-118073-V04
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5th km Paianis-Markopoulo, = 5
19400 Koropi Attiki, Greece =\ Boehri nger
5-# xot, Matfanis-Mapionoyso, fm! Inge}hei m

19400 Koponi Avuxa, Tpergiz
Boehringer Ingelheim Ellas A E.

Tel: +30 210 6684 000, Fax: +3021 U 6623 905 Bepinrep lurensxativ Enjrac AE.

Certificate of Quality
Ceprudixar swocti

Product: Synjardy®, film-coated tablets 12.5/1000 mg
Hpenapar: Cinaxapai® rabneru, BKpHTI RIIBROBOIO abostonkoro, 12,5 mr/1000 mr

Batch number/ Homep copil: C60258 Number of analysis/Homep aHaNIsY: 40000176307
Test Specification Test resuit Unit
Bunpofiysanns Crennicain Pesynwrar Onunnua
identification The UV spectrum of the active ingredient conforms
Metformin Hydrochloride chiained with the test solution must
(Liguid chromatozraphy} correspond to that obtained with the
. standard solotion,
laenrudinania VDucnenrp nornHanss aKTIERe] sinnorizze
Merdopminy rinpoxuopra cyBeramni wa Xpomurorpam
{phting xpodarorpedin) BEIPOGYBANOTO POTELNY ORMIEH |

Bianosingrs ¥ O-cnexypy NornuBas
axTHBHOT 2yGeTanull ua xpoMatorpami

CIAHAAPTHAIC POUHKY,
Uniformity of dosage units Label claim: 12,5 mg/tabier conforms
Empaglifiozin by Content Requirement A (n=10)
Uniformity The acceptance value: < 15.0 % Aceaptance Value:
{Liguid chromatography} Requirement B (n=303: £ 15.0% 14 o

no individual value is fess than §.75 M
not more than {25 M
M = reference value according to

Ph Bor JUSPIP
Ouawopignicys nososannx agmmsas  Juseneue Tusveis: 12,5 mritaba sinnoninae
Esnarnidnosun An=10y2150%
{plansng xpoMarorpain} Bin=30)<i50% HonycTima mexa:

Hopmte 3 BUMBITYATLN IHANEHS He

i a 18 Y
RossEyo 6y Monue 0,75 M i Sinsiue
1,25 M
M = 3anase sauenHy Bignorians o
austor PhoBur /USP/IB
Uniformity of dosage units Label claim: 1000 mg/tablet conforms

Metformin Hydrochloride  Reguirement A {n=10)

by Mass Variation (Weighing) The acceptanes value: < 15.0 % Acceptance Value:
Requirement B (m=30): < 150 % 1.5 %

no individual value is less than 0.75 M
nor more thag 1.25 M

M = reference value according 1o
Ph.Eur/USPIP

Cropiuka 337 COQ-118078-V04
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Boeltringer Ingelheim Filas A.E,

Tel: +30 210 6684 000, Pax: +30 210 6623 905 Bepinrep lrensxalin Enae AR,

Certificate of Quality
Cepradirar sxocri

Produet: Synjardy®, film-coated tablets 12,5/1600 myg
Hpenapar: Cinxxapai® TAbALTRY, BRPHTI MiRKOBOKO ofononxero, 12,5 Mr/1000 mr

Batch number/ Homep cepiit (60258 Number of analysis/H OMep aHANiaY: 40000176307

Test Specification Unit
Bunpofiveanun Cnenndixauia Oanupug
OgnuopianicTs no308aunx cawnmn.  3asanene sEatenns; 1000 wivrata Binnosinac
’ Mevtopminy ritpoxnopuy A h=10)<150%
{poopaxysxoso-paromntt mevon) m=My<i50%, AoTryeruma meyea:
Hoane 3 iianeinyansiuy snavens vo L3 %
HOBMHEC GyTY Merme 0,75 M | Giname
1,25 M :
M = zanaws sunuenmn Bignosiass a0
swdor Ph Eur JUSP/IP
Active ingredient degradation
Empaglifiozin
Liguid chromatography)
<0 12907 £0.5% 261 %
Any unspecified degradsation < 0.2% <81 %
product
Total degradation producty <12 % 201 %
Hpoavier POARIRNY ARTHEHON
exBeTanail
Estmarnidanann
{plimsns xpossrorpading
CD 12907 205% S0.1 5
Byaus-sxnii Heemennpiunnt  <B.2% 8.1 o
RPSAYKT poInsgy
Cyma nponyicris poanasy 213% <00 %
Active ingredient degradation
Metfermin Hydrochloride-
{Liquid chromesography)
Any unspecified degradation <0.i0 % 54,05 %
product
Total degradation products  <(.60 % 5005 %
Hpoaysr posnaay sicrussel
eyBeramnT
Mergopminy riapoxtepuy
{plannis xposevorpagin)
Bynt-seull vecneuudiupng <010 % <005 %
OPGAYKY POSNERY
Cysa spogykrie poanagy <0.88% <805 %

Cropinkada 7 COO-118078-vo4
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19400 Koponi ATexa, [peuis It Illgélhelm
Boehringer Ingetheim Ellas A E.

Tek: +30 210 6684 000, Fax: +30 216 6623 905 Bepivrep Iuremsxaiim Enfac ALE,

Certificate of Quality
Cepradixar sxocri

Product: Synjardy®, film-coated tablets 12.5/1060 mg
Hpenapar: Cinzmapai® TabaeTkH, BRpATI nAiBKOBOKW o6osronkomw, 12,5 Mr/1000 Mr

Batch number/ Homep cepitt 60253 Number of analysis/Homep ananisy: 40000176307
Test Specification Unie
Bunpofyeanus Creundieania Qs
Assay
Empaglifinzin 950 % - 105.0 % of stated comtent 988 %
{Liquid chromatography)
Kisekitne smanagems
Emaanaihrosun 95,0 % - 105,0 % sig zaseresoro amicTy 988 %
{piasing xpossrorpadis
Assay
Metformin Hydrochloride 95.0 % - 105.0 % of stated content 959 %
{Lighid chromatsgraphy)
Kirnxicne sinnagenns 95,01 % - 105,60 % sin 3assnenore sy ety 589 %
Merdopminy rinpoxaopun
{pimanna xpovirrarpaging
Dissolulion
Empaglificzin Time: 20 min D5195/96/92/97/96
(Liguid chremmicgrashy) Requirement Q; 80 %
Stage | - 81 (n=6): L

Each unit is not less than © + § %,
Stape 2 - 82 (p=6):
Average of 12 units (ST + 82)is squal to
or greater than Q and . P
no ynit is Jess than G - 15 %, Al
Stage 3 - 83 {o=12);
Average of 24 units (81 4 82 + 83} js
equal to or greater than G, not rmore then
Z units aro less than Q@ - 135 % and no unit
is less than Q- 25 %,
Possmnenns
Esmarmdacssn Yae: 20w 95/5196/92/97/98
{pizoms Xposarerpedis) Bunora Q: 80 %

! Coaals | - 81 =6} oy,

Komar opueuis ue venme Q + 3 %,
- Cragin 2 - 82 (n=6):

Copeane masermn 1 12 paunmin {S1+52)
Bopisuioe 6o Sinvwe €, § woanal cepemme ISR
ol menme Q - 15 %,
Craniz 3 - 33 {n=~12); 95 %
Cepeane seneius 3 24 opimu {81+
82+33) nopismos abe 6imame Q, us
Sinsnie 2 oanuHLbL MesIEE Q-15%,  ne
Sinswe | ogpmni Mosme G - 25 %,

Cropiuka 537 COQ-118078-v04
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19400 Koporii Atuxa, Tpenis li Ingelhem}
Bochringer Ingelheim Elfas A.E.

Tel: +30 210 6684 000, Fax: +30 210 6623 905 Bepinrep Tarenwxaiiv Ennac A E.

Certificate of Quality
Ceprudixar sikocri

Product: Synjardy®, film-coated tablets 12.5/1000 mg
Hpenapar: Cingacapai® TabiaeTRHE, BRpITE DNiBKOBO oG010HK010, 12,5 Mr/1000 Mr

Batch number/ Homep copit: Coo25% Nimber of analysis/Homep anan i1y 40000176307
Test Snecification Unit
Bunpobysanns Creundiauis Onwruus
Dlssolption
Metformin Hydrochloride ‘Thre: 20 min
{Liquid chromatography) Requirement : 80 %
~ Stage | - 81 (n=6): S8/99/9947/100/5 o,
Each unif is not less than Q + 5 %.
Stage 2 - 82 (n=6):
Average of 12 unjts (83 + 82} is equal to
or greater than Q and AV: 99 o

o unit s legs than Q - 15 %,

Stage 3 - 83 (n=12)

Average of 24 units (81 + 82 + 83ris
equal to o7 greater than Q, not more than
2 wmits are less than Q@ - 15 % and no unit
is less than - 25 %,

Poyaunenns
Meropminy tiapoxnopua  Yac: 20 xs
(oinzmpe xposarorpabing BuMora (: 80 %

Crapis | - 81 {n=6): 58/99/99/97/106/99 %
Koxua 0iuRBNz He Medine Q+ 5%,

Cragla 2 - 82 (n=6):

Cepenne 3natesnn 3 12 onHHAlE {31+52)

aopismoe afo Sime Q, | moanoy CEPERHC THAYCHHA:
oA Menue Q - 15 %, 99 %
Cranis 3 - 83 fnm12):

Ceprenpe 3ngyenusg 3 24 oanmios {81+

52+83) nopiemoe abo Sinnme Q, He

Gimpime 2 onanni, MeHme -15%, i e

Ginstne 1 ogpmnni Mesime - 25 %,

Microbiological quality*
Mixpobionoriyua yserars *

Total acrohic Not more than 10° CFU/g not analyzed CFu/g

microbial count

(TAMC) CFPUZz

3aramune uneno aepolimnx He Giasive, wix 10° KVO/r He ananfionanc KYO/r
mixpoopranizmis (TAMC) KYO/r

Cropinka 637 COG-118078-vod
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Boehringer Ingetheim Ellas A E,

Tel: +30 210 6684 000, Fax: +30 2136623 603 Bepinrep Inerenuxaiy Enjae AE.

Certificate of Qu-&lity
Cﬁp’fﬁﬁ?ikﬁ‘i“_ﬂ!ﬁﬁﬁ!‘i

Product: Synjardy®, film-coated tablets 12.5/1000 mg

Hpenapar: Cinmxapai® tadnerxn, BRPHTI naiBxoBo0 oBostonxoo, 12,5 Mr/1000 mr
Batch numbey/ Homep tepit: o028 Nember of analysis/Hosep awanisy: 40000 76307
Pest Specification Test result Unit
Bunpobyaanns Crenpdirania Peaynprar Omannug

Total combined Mot more than 102 CFUe not analyzed CFlg

yesasis/mouids count

(TYMC) CFU/g

3arainne uneas He Ginvuse, mine 1602 KYO/T He augnisosazo K¥Orr
apinmxorux i naicesenux rpulin
{TYMCy KYOir

Escherlchia coli Absentin 1 g aof enalyzed

Escherichis coli BigeyrHicrs 8 1 ¢ He anarisopano

Reomarke/ T Tpsmairka:
*Performed at release only. Skip lot testing: one production batch per vear.
* Asania npasonses TP# BUNYLKY 3 repio/iiioTo 1 copin ma PiK.

Result/Pesynrrar released/npraarre:  05.10.2020

Date of signature (CoQ¥ Nara ninnucanns €y oddn ’IQQ}Q P
Quelified Person/Ynosropanens ocofa: Vﬁ?@}%% :D’C:ﬂ/f;i . N

{release date}/{narta BROVCKY)

iy Boehringer

lm Ingelheim

Bochringer Ingethoim Lifas AE
oF

Cropinxa 73 7

COQ-118078-V04
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