5th km Paiania-Markopoulo,

19400 Koropi Attiki, Greece Y\ Boehringer

5-i kM, IMaifania-Mapkomnoyno, I Ingelhei

19400 Koponi Atuka, Ipenis Nl ng -
Boehringer Ingelheim Ellas A.E.

Tel:+30 210 6684 000, Fax: +30 210 6623 905 Bepinrep Inrensxatim Extac A.E.

Certificate of Quality
Ceprudikar saxocri

Product: Synjardy®, film-coated tablets 12.5/1000 mg
IIpenapar: Cinmxapai® Tab1eTKku, BKPHTI IUTIBKOBOIO obosronkoro, 12,5 mr/1000 mr

Batch number/ Homep cepii: D51741 Number of analysis/fHomep anamizy: 40000239480
Test ' Specification Test result Unit
BunpoGysauna Crenudikaris Peaynyrar Omunaus
Description Dark brownish purple, oval, biconvex conforms
(Visual test) film-coated tablets, one side debossed
with Boehringer Ingelheim company
symbol and "S12", the other side is
debossed with "1000"
Omac OsansHi ABOOMYIUT Ta6NETKH, BKpHTI BiANORizac
(sizyanmsnuil Tect) nniBKOEOI0 060NOHKOI0, (ioneToso-
' KOPUYHEBOrO KOJABOPY, 3 TPABIOBaHHsM
CHMBOITY koMnianii «Bepinrep
Inrensxafimy» Ta «S12» 3 oaporo Goxy Ta
rpaeiroBaniam «1000» 3 iHworo Goky.
Identification The retention time of the active ingredient conforms
Empaglifiozin obtained with the test solution must
(Liquid chromatography) correspond to that obtained with the
standard solution.
Inenrndikanis Yac yTpEMYBaHHA NIKY AKTHBHOT BiznoRinae
Emnaraiduosus (pinenna cybcranuii Ha xpomarorpami
xpomarorpadis) BHIIpoGYBaHOro pO3YHKY NOBHHEH
BiRMOBiNATH YacY YTPHMYBAHHS MKy
axkTiBHO| cybcTanil Ha xpomMaTorpami
CTAHIADTHOTO PO3THHY.
Identification The UV spectrum of the active ingredient conforms
Empaglifiozin (Liquid obtained with the test solution must
chromatography) correspond to that obtained with the
standard solution.
Inenrudicanis VP-cnexTp DOrIHHAHHA AKTHBHOT BiAnoeigae
Emmarni¢uiossn (pinurna cy6cranuii Ha xpomaTorpami
XpoMaTorpagin) BROPOGYBAHOTO PO3YKHY NOBMHEH
BinnmosinaTH Y<P-cnekTpy nornaxasys
aKTHBHOT cybeTaHIii Ba XpomaTorpami
CTaH/IaPTHOTO POIYHHY. '
Identification The retention time of the active ingredient conforms
Metformin Hydrochloride  obtained with the test solution must
(Liquid chromatography) correspond to that obtained with the e
standard solution.
InenTrdicanin Yac yrpuMyBaHHS MKy 8KTHBROT
Merdgopminy rigpoxnopua  cyberanuii na xpomarorpami -.
(pinwmsa xpomerorpadis) BUNPOOYBaHOTO posumny mae
BIANOBIAATH YACY YTPHMYBAHHA NMiKY I
akTuBHOI cybcTaRuil Ha XpoMaTorpami )
CTaHIAPTHOro PO3YKNY. _ "
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Certificate of Quality
Ceprudikar saxocti

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

IIpenapar: Cinmxapai® Ta6.1eTku, BKPUTI ILTIBKOBOIO o6oonkol0, 12,5 Mr/1000 mr

Batch number/ Homep cepii: D51741

Number of analysis/Homep ananisy: 40000239480

Test Specification Test result Unit
Bunpobysanss Creuudikanis Pesynerar Onusuus
Identification The UV spectrum of the active ingredient conforms
Metformin Hydrochloride obtained with the test solution must
" (Liguid chromatography) correspond to that obtained with the
standard solution.
IzenTudivania V®-cnexTp noraMEaHER aKTHBHOT Bianosinac
Mergopminy rigpoxaopna  cyGeranuii Ha xpom aTorpami
(pinuEBa xpomeatorpadis) BHMPOGYBAaHOr0 PpOIYHAY NOBHHEH
signosinaTy Y @-crextpy nornuuanHa
aKTHBHOI cyfBcTanuii Ha XxpoMarorpami
CTAHIAPTHOrO PO3YHHY. :
Uniformity of dosage units Label claim: 12.5 mg/tablet conforms
Empaglifiozin by Content Requirement A (n=10)
Uniformity The acceptance value: £15.0 % Acceptance Value:
{Liquid chromatography) Requirement B (n=30): < 15.0 % 1.6 %
no individual value is less than 0.75 M
nor more than 1.25 M
M = reference value according to
Ph.Eur./USP/JP
OnmopiamicTs nozomanux oaumuus  3asRncHe sHaveHus: 12,5 Mr/rabu sinnorinae
Emnarmiguosnn An=10)<150%
(pimumna xpoMarorpatis) B(n= 30_) < 15:0 % TonycTuma Mexa:
Komie 3 iROMBIDyanEHEX 3HAMEH: He %
MOBHHHO OyTy Menme 0,75 M i Ginsme 1.6
1,25 M
M = sanane 3Ha4eHHA BiANOBiMHO N0
BHmMor Ph.Eur./USP/IP
Uniformity of dosage units Label claim: 1000 mg/tablet conforms
Metformin Hydrochloride Requirement A (n=10)
by Mass Variation (Weighing) The acceptance value: < 15.0 % Acceptance Value;
Requirement B (n=30): < 15.0 % 14 %
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no individual value is less than 0.75 M
nor more than 1.25 M

M = reference value according to
Ph.Eur JUSP/JP
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Certificate of Quality
Ceprrdikar sikocTi

Product: Synjardy®, film-coated tablets 12.5/1000 mg
ITpenapat: Cinmxapai® Tabaerxy, BKPHTI IUIIBKOBOI0 060.10HKO010, 12,5 Mr/1000 mr

Batch number/ Homep cepil: D51741 Number of analysis/Homep ananisy: 40000239480
Test Specification Unit
BunpoOysansa Crnenmudikanis ; Onunung
OnuHopinHiCTE AO30BAHAX OZMHMIL  3asBiICHE IHAYEHHS: 1000 Mr/Tabn BiNIOBinaE
Merdopminy rinpoxnopus A (n=10)<15,0 %
(pospaxynxoso-parosuti ucTon) B (n=30) < 15,0 %, IomycTuma mexa:
XKonHe 3 iHIUBINYATEHEX 3HAYEHE He 1.4 %
nosuuBo Syt Meme 0,75 M i 6inplue
1,25 M
M = zanaHe 3Hadenns BignoBigHO Ko
sumor Ph.Eur./USP/JP
Active ingredient degradation
Empaglifiozin
(Liquid chromatography)
CD 12907 <05% 0.1 %
Any unspecified degradation < 0.2% <01 %
product ]
Total degradation products <1.2% 01 %
Ipoxyxr posnany akTEBHOT
cyGeranmit
Emnarniguosun
(pinuuua xpomarorpadis)
CD 12907 <05% 0.1 %
Byne-nicnii Hecneundivnmit  <0.2% 0.1 ¢4
NPORYKT posmany
Cyma npogyxris posnany £12% <0.1 %
Active ingredient degradation
Metformin Hydrochloride
(Ligquid chromatography)
Any unspecified degradation <0.10% 0.07 %
product
Total degradation products <0.60% 0.07 %
Tpoayxr posnaxy axruphol
cyGerammil '
Mer¢opminy rigpoxnopnx ==
(pizwwna xpomatorpadin) - L
Byns-sxuii necneuadianmii  <0.10 %
FIPOAYKT posnapy

Cyma nponykTie posnany <0.60 %
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Tel: +30 210 6684 000, Fax: +30 210 6623 905 Bepinrep Inremsxaiiv Ennac A.E.
Certificate of Quality
Ceprudikar sxocri

Product: Synjardy®, film-coated tablets 12.5/1000 mg
Iipenapar: Cinmxapai® Ta6rerxu, BKPHTI ILTIBKOB0IO 060/10HK010, 12,5 MI/1000 Mr

Batch number/ Homep cepii: D51741 Number of analysis/Homep aHanisy: 40000239480
Test Specification Unit
Bunpo6ysanns Cnenudikaniag Opuauna
Assay

Empaglifiozin 95.0 % - 105.0 % of stated content 995 %

{Liquid chromatography)
KinexicHe BM3HaYenns

Evmaraidpaosuan 95,0 % - 105,0 % Big 3asanenoro BMicTY 9295 %

(pinvmsa xpomarcrpatis)
Assay

Metformin Hydrochloride  95.0 % - 105.0 % of stated content 995 %

(Liquid chromatography)
Kinsxicre BH3na9eHER 95,0 % - 105,0 % big sasBnesoro BMicTy 995 %

Mergopminy rinpoxaopun

(pinsnya xpomarorpadyin)
Dissolution

Empagliflozin Time: 20 min

(Liquid chromatography) Requirement Q: 80 %

Stage 1 - S1 (n=6): 96/ 98/ 99/ 98/ 99/ 100 %
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 AV: 98 %
no urit is Jess than Q - 15 %.
Stage 3 - 83 (n=12):
Average of 24 units (S1 +S2 + 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 %.
Pozunuenns

Emvnantidguosus Yac: 20 xs

(pinunua xpomarorpadis) Buvora Q: 80 %
Cragis 1 - S1 (n=6): 96/98/99/98/99/100 %
Koxna onuupug ue menme Q + 5 %,
Cranis 2 - S2 (n=6): -
Cepeane 3Ha49eHHR 3 12 oquuuns (51+82)
nopirrkoe abo Ginbie Q, i xopuol Cepenps sHETERIS:
onxHHLI Menme Q - 15 %, ZECTEE :
Crapis 3 - 83 (n=12): /278
Cepenre snaqennsn 3 24 omauuus (S1+ ~/ Ang
$2+83) nopisuroe a6o Ginsure Q, ne
6insue 2 oguaENs Menme Q-15%, i ne
6innine 1 omupani Menwe Q - 25 %.

Cropinka 537
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Certificate of Quality
Ceprudikar axocri

Product: Synjardy®, film-coated tablets 12.5/1000 mg
Ipenapar: Cinpxapai® Tabrerkw, BKPHTI ILTIBKOBOI0 060.,10HK0¥0, 12,5 Mr/1000 Mr

Batch number/ Homep cepii: D51741 Number of analysis/Homep ananisy: 40000239480

Test
BunpoGysanns

Specification Unit
Cneun ¢ikanis OnuHung

Dissolution
Metformin Hydrochjoride
(Liquid chromatography)

Pozunsenus
Merdopminy rigpoxmopux
(pinnsa xpomarorpagix)

Microbiological quality*
Mixpo6iosoriasa gucrora *

Total aerobic

microbizl count

(TAMC) CFu/g

3araxeBe THCI0 aepobumx
mixpoopranizmis (TAMC) KYO/r

Cropinka 6 3 7

Time: 20 min

Requirement Q: 80 %

Stage 1 - S1 (n=6): 99/100/100/100/101/102 9%
Each unit is not less than Q + 5 %,

Stage 2 - 82 (n=6):

Average of 12 units (S1 + §2) is equal to

or greater than Q and AV: 100 %
no unit is less than Q - 15 %.

Stage 3 - 83 (n=12):

Average of 24 units (S1 + S2 + §3) 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 %.

Yac: 20 xs

Bumora Q: 80 %

Cranin 1 - 81 (n=6): 99/100/100/100/101/102 %
Koxna onnsuug ge Menure Q + 5 %.

Cragin 2 - 82 (n=6):

Cepenye snavenns 3 12 ogunmus (S1+82)

Aopieioe abo Ginewe Q, i xoaHoi CepenHE 3HAYCHHA:
oaHHHLI Menwe Q - 15 %. 100 %
Cranis 3 - 83 (n=12):

Cepenne 3navenns 3 24 opmHums (S1+

82+83) nopienroe a6o Gimsmwe Q, He

Ginbme 2 onuEune Menime Q-15%, i we

6inee 1 opvamyi Merure Q - 25 %,

Not more than 16° CFU/g not analy CFU/g

He 6ineue, nin 10° KYO/r

COO-118078-vV08/
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Certificate of Quality
CepTuikar axocri

Product: Synjardy®, film-coated tablets 12.5/1000 mg
Ipenapar: Cinaxapai® Tabierkn, BKpUTi IIiBKOBOIO obosronxoro, 12,5 mr/1000 mr

Batch number/ Homep cepil: D51741 Number of analysis/Homep ananisy: 40000239480
Fest Specification Test result Unit
Bunpobysanua Crenudikauin Pesynerar Onunpns
Total combined Not more than 102 CFU/g not analyzed CFU/g
yeasts/moulds count
(TYMC) CFU/g
3aransue yncno He 6insine, Hix 10 KYO/r He asanizosaxo KYOrr
Apixposux i uticeneBnx rpubis
(TYMC) KYO/Ir
Escherichia coli Absentin 1 g not analyzed
Escherichia coli Bigcymsicts B 11 He ananizosano

Remarks/TIpumitka:
*Performed at release only. Skip lot testing: one production batch per year.
* Ananis IpoBOAATE NPM BUNYCKY 3 NiepioanukicTio 1 cepis Ha pik.

Result/Pesynsrart: released/nmpagarao:  05.11.2021

(release date)/(zaTs BunycKy)
m Boehringer
iV Ingelheim
Bochringer Ingelheim Ellas AE
Date of signature (CoQ)/ lara minnucanns (CST); 40 12 20|
Qualified Person/VnosroBaxena ocoba; g@/\ﬁ

. ElgniVenar
Qualified Person

Cropiaka 73 7 COO-118078-V0E/



5th km Paiania-Markopoulo,

19400 Koropi Attiki, Greece i BOEhringer

5-# kM, TNattania-Mapxonoyrio, ' l lhei

19400 Kopomi Atuxa, peuis ik Inge heim
Boehringer Ingelheim Ellas A.E.

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

Certificate of Quality
Cepradixar sixocri

Manufacturing Authorisation number/ Homep sinensii na supobunareo: 0000000003/19/1

Product: Synjardy®, film-coated tablets 12.5/1000 mg
Hpenapar: Cinmxapai® Tabrerxu, BKPHTI IIIBKOBOI0 060/10HK010, 12,5 Mr/1000 mr

Importing country/ Kpaina-immoprep: Ukraine/¥ KpaiHa
Country of Manufacture/ Kpa.i‘ua—nnpoﬁm: Greece/I'penis

Active ingredient/ Axrueunii inrpeaient: Empaglifiozin/Metformin Hydrochloride, 12.5/1000 mg
Emnarnigunosun / Merdopminy rizpoxitopua, 12,5/1000 Mr

Marketing Authorisation Number: UA/15722/01/01 Valid till: 05.01.2022
PeecTpauiiine nocsigzenns: UA/15722/01/01 Hie mo: 05.01.2022

Type of the package: 10 tablets in a blister; 6 blisters in a carton box labelled in Ukrainian language.
Vnakoska: o 10 Tabnerok B Gricrepi; no 6 Gnictepis y kapTosRiit xopobuj 3 MapKyBAHHAM YKpPaiHCHKOK MOBOIO.

Batch number/Homep cepi: D51741
Date of Manufacture/Jlata Bupo6uurrea:  13.10.2021
Date of Expiry/TIpuaaTHuit no: 10.2024

Batch size/Posmip cepii: 10382 packages/ynaxoskn

Certification statement:

I hereby certify that the information hereinabove is true and correct. This product batch has been manufactured
(including packaging/labeling) and subjected to quality control at the site indicated above in full compliance with
the GMP requirements, as published by the local regulator, as well as in accordance with the specifications given
in the registration dossier or marketing license of the manufacturer or importer country, in cases where the product
is imported, or in the Product Specification File for a study medicinal product. The manufacturing, packaging and
test records have been reviewed and confirmed as GMP-compliant.

Crizourso npo cepradixaniso:

Lluwm 5 3acsinuyro, mo nasenena srme indpopmanis € rocTOBIPHOIO Ta TOUHOIO. ITro cepito mpoxyxknii 6yno
BUpo6IeHO (BRITIOYar0YH NaKyBaHHA/MAapKyBaHHA) Ta IPOBENEHO KOKTPONE Tf AKOCTI ¥4 BRLIe2asFa e I AiNbHuL
¥ MOBRIH BinnoBinHocTi 3 BuMoramn GMP, BecTanOBNEHMMY MicLEBMM PeryasTOPHAM OpFaHOM, & TaNCK
BIANOBiAHO A0 cnenmdikauil, mo MicTaTsea y peecTpanifiaomy gocke ab6o TOProziii Nuieuzii KpaiHu-sipn6uuka
a60 KpaiHB-iMIIopTepa, KMo NpoAYKIito iMnoproeaHno, ao y nocke crieukdikailia Ha npenapar fns |\ © \|
ROCHIDKYBaHOTO JiKapCEKOro 3acoby. ITpoTokonm BHPOGHUITBA, NakyRaHHS Ta @i ‘?ym. OepErIAEY o TA
BCTAHOBNEHO BiAnopianicTs GMP G UL 7 i

Cropinka 137 COQ-118078-v05/



JEPXJIKCITYXBA
JIEPKABHA CJYKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMU
YV JIHINPOTIETPOBCBKIN OBJIACTI

Huinpo, nn.Cobopua,4, k. 601-605, 49005, ten. (066)3454171
E-mail: dls.dp@dls.gov.ua,https://www.dls.gov.ua, Kon €JIPITOY 37070665

BHUCHOBOK
Npo AKICTH BBE3¢HOI0 B YKpaiHy JIiKapchbKOro 3acody

20.05.2022 Ne 19415/22/04

CIHAKAPJI®

(nafiMeHyBaHHS NiKapekKoro 3acofy 3rifiHo 3 peecTpailiiiHuM noceiauensnm)
TA0JETKH, BKPHTI ILIIBKOB0I0 000/10HK010, 12,5 Mr/1000 mr no 10 raderok B Gaicrepi; mo 6
DaicTepiB y KapToHHii KopoOui

((popMa BHNYCKY, J03YBAHHS, BWI IAKVBAHHS JIKAPCHKOTO 30C06Y)
Howmep peecrpauiiinoro nocsinuenns UA/15722/01/01 crpok nif peectpauiiinoro nocsinuenns 01.01.2099
Cepis nikapebkoro 3acoby Ne D51741 KinpkicTs BBe3eHoro nikapeskoro sacoby 600

BupoGHHK Bepinrep Iureasxaiiv Emnac A.E., ['pertis

(HaifiMenyBaHHA BHPODHHKA NKAPCLKOro 3aco0y, KpaiHa MOXOMKCHHA)

Breseno B Vipaiiy Tosapucrso 3 obmeskenoo Binmosigansuictio "Benra JITA", inent.
koa: 21947206

(naiimenysannsg ta ko 3a CAPTIOY opuauunoi ocobu abo npissuiie, inm's, no Garskosi dizuyanol
ocobM - nianpuemis, I Micue NPOKUBAHHA TA PeECTPaLliiHMi HoMep 06IKOBOT KAPTKM MIATHHKA
nojarkis abo cepis T4 HOMEP ITACTIOPTa)

IMporokoa Bisyansnoro kourpomio ia 19.05.2022 Ne 07-01/875/2.

3a pesynbTaTaMH J€PKaBHOTO KOHTPOJIIO BCTAHOBJIEHO, IO JIiKapcekuii 3aci6 seeseno B Vkpainy 3

JAOTPHMAHHSIM BUMOr 3aKOHOJABCTBA IIOA0 3a0e3meyeHis ﬂKOCTifﬂiK&pCbKI{X 3acodin.

B. 0. HavanbHHKa JlepikaBHOT CITy)KOH 3
JIIKapChKHX 3ac00iB Ta KOHTPOJIIO 3a
HApKOTHKaMu y JIHIIIPONeTpoBChKiif
obnacri

€rop BOJIKOB

(nocazosa ocodba opramy JepKaBHOTO KOHTPOIIO)

Buuinsaxosa Kapina +38(066)345-41-71
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