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Binger Strasse 173}, 55216 - Boehringer
Ingetheim am Rhein, Germany d”! In ‘elhe iﬂl
Binrep Uitpacce 173, 55216 'g ‘
JHrensxatim wa Peiird, Hiveuuma Boghringer Ingelheim Pharma GmbH & Co. KG
Tel: +49 (6132) 77-0, Fax: +40 (6132) 77 2326 Bepinrep Inrensxativ Papma I'wbX i Ko. KT’

Certificate of Quality
Cepruixar sikocri

Manufacturing Authorisation namber/ Homep minenail nn BupobnanTRO:

BERPGE-MIA- 26180645
DE-RP. 0. MR Quat. vo2s— 7
Product: JARDIANCE® film-coated tablets 10 mg 23, JUNE 2020
penapar: JXKAPATHC®, tabaericn, BRpATI M1iBK0B0M0 060101K00 10 10MD

Importing country/ Kpatna-imnoprep: Ukraine/y xpaila
Couniry of Manufacture/ Kpaina-srpo6umx: Germany/Himessia

Active ingredient/ Axtuenait inrpenient: 10 mg empagliflozin
10 mr emmarnidaganuy

Marketing Authorisation Number: UA/14980/01/02 Valid till; 16.03.2021
Peectpauiiine mocalmenns: UA/14980/01/02 e nor 16.03.2021

Type of the package: 10 tablets in a perforated blister; 3 blisters 1n a carton box labelled in Ukrainian language
Ynakoska: no 10 tabnerok y nepdoporenomy Gnicrepi; no 3 6nicTepu y xapTornii kopobui 3 Mapkysanmay
VKPaTBCHXOIO MOBOID

Batch number/ Howmep cepii: 001234
Date of Manufaciure/ Jara supobawicrsa: 24 03.2020
Date of Expiry/ lIpunetauii no;  03.2023

Batch size/ Posmip cepii: 19296 packapes / ynaxosky

Certification statement:

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 with the requirements of the Marketing Authorization of the

destination country,

Caiponreo npo cepradikamin:
[pm nigreepmryto, wo eel cranii BrpobHALTES JaHOT cepii roToBOTO TIPOOYXTY BHKOHAHI ¥ NOBHIA BiNDOBIAHOCT
2o savor GMP €C, a Taxox y BUITOBIAROCTI A0 BHMOT PEECTPAMMHHOIO MOCBinTeRms xpajnu-iMmopTepa.

Cropinga | 35 COQ-103207-v03
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Binger Strasse 173, 55216 = Boehringer

Ingelheim am Rhein, Germany im} In: Blh a 1m
Bimrep lltpacce 173, 55216 g
Teirdan aﬁm n Peinti, Himewsun Boehringer Ingelheini Pharma GmbH & Co. KG

Tel: +49 (6132) 77-0, Fax: +49 (6132) 77 2326 Bepinrep Inrencxaiin ®apma TnEX i Ko, KT

Certificate of Quality
Ceprrthikar mrocri

Product: JARDIANCE® filni-coated tablets 10 mg
Hpenapar: J@KAPIIHC®, rabnerxn, BKPHTI ITiBKOBOC 060:00KK0%0 0 10Mr

Batch number/. Homep cepil: 003234 Number of analysis/Homep apanizy: 3534348
Test Specification : Test result Unit
BurnpoGysauns Crerndixauis Pesynzrar Onnnaus
Deseription Pale yellow, round, biconvex, bevel- conforms

{Visual tesl) edged Sim-conted tablés. Debossed on

one side with Boehiringer Ingelheim
company symbol and “S10” on other
side,
OQuaue Kpyrni meoonyron Tabnetxe, riperi BiAmoBiAAE
TLHBKOBOIO 06010MX010, GAIN0-HOBTOrO
KOMBOPY 31 CROUTEHMMHE KPasmH, 3
THCHEHHESM CHMMBATY ROMAAHIT
«Boehringer Ingelheimy Ha oanilt
CTOPOHL T2 THEHeHEAM «S810% pa shmri,

{Biyyansno)

Identification
IaerTndivania
(Liguid chromstography) The retention time of the active conforms
ingredient obtained with the test solution
must correspond 1o that obtained with the
standard solutjon.
(piwoma xpomarorpadiis} Yac yIpuMyBaKER TiKy akTHBHOI'D BLZIOBILARE
IHYpelienTa Ha XpoMaTorpami
BHNPOGYBRHOTO POIYHRY nOBHAEN
BiNTOBIAHTH THKOMY HA XPOMATOTDAM]
PO3THHY NOPIBHAHHN.

{Liquid chromatogmphy) The UV speatrum of the nctive conforms
ingrédient obtained with the test solution
must correspond to that obtained with the
standard solution.
(piausna xpoMaTorpadis) Y{-CrexTp axrHBHOIO iHTpeniekTa, BifinoBigac
OTpuMAaHRF 3 runpobyBaNOTO posTHAY,
NOBIIEH MNOBINATH TAKOMY B POTIHRI
TIOPIBHAHIS,
Degradation products
Foanar akrasnore inrpeaienta
Any unspecified degradation <02 % <=10.] %
product
(Liquid chromatography)
Byns-axnif pecuenudinani <02 % <=0.1 %
DPOJYRT pO3nany (pusmus
XpomMeTOTpadis)
Totul degradstion products <0.6% <={Q.] %

{Liquid chromutogmphy)

Cropinka 235 C0Q-103207-V03
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Binger S 173, 55216 i
inger Strasse d o Boeh.rlnger

Ingelbeim am Rhein, Germany ' _ 1’"} Ingelhf!im

Binrep 1ltpacce 173, 55216
Turensxaiim na Peitni, Hisewmnma Boehringer Ingetheim Pharma GmbH & Co. KG

Tel: +49 (6132) 77-0, Fax +49 (6132) 77 2326 Bepirrep Inrensxaiim Gapma I'MEX | Ko, KT

Certificate of Quality
Ceprudikar sxocri

Product: JARDIANCER® film-coated tablets 10 mg
Ipenapar: JOKAPJITHC®, rabnerku, BRpuTi NUiBK0BOX0 060,108K010 To 10MD

Batch number/ Homep cepil: 003234 Numiber of analysis/Homep aunanisy: 31534348
Test Specification Test result Unit
BanpoSysauns . Cnenudixauis Pesynsrar - Onurnpg
Cyma nponysria posnaay =0.6% «=0.1 %
(piaenue sxpomatorpedis)
Assay 95.0 % - 105.0 % of stated content 98.2 2%
(Liquid chromatography)
Kinbkicre pramavenns 95,0 % - 105,0 % Bia 3sWICHOTO BMICTY 982 %
(piaxms spomarorpadis}
Uniformity of dosage unity
{Liquid chromziography)
OnuopinyicTs N6306aVAX OEIRELL
(pimsms xpnxatdrpurb:‘n]
Theory. 10,0 mg/tablet conforms

Requirement A (n = 10)

Acceptance value < 15 %

Requirement B (n = 34) Acceptance Vaolue: 3 %
Acceptanoé vidue < 15 %

no individusl value is less than 0.75 M

nor more than [.25 M

3aarnenwdi smict- 10,0 Mr/rabnerxa BLIOBLAAE

Bumora A (n=10)

Tipeimansre FieRo lie noBEHED 6yTH

6lmnine 15,0% x npuEiMaIbRe Wicto: 3 %
Buwmora B (n=30)

puiManbae MACHO He NOBHHHO. SyTH

6innme 15,0%. i xomue oxpene

ANAYeHRA He moBuHEC ByTw Memme, Hix

0.75M 50 Ginsme 1,25M

Cropirxa 33 5 €0OQ-103207-V03
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Binger ?trasse l73‘1 55216 A Bﬁehfinger
Ingelheim am Rhein, Germany d”; Inzelheim
binrep llftpacce 173, 55216 7 g

Inrensxativ pa Pefini, Hivewsmma Boehringer Ingelheim Pharma GmbH & Co. KG
Tel: 449 (6132) 770, Fax. +49 (6132) 77 2326 Bepinrep [eremxatia é?apm‘ Fu6X i Ko KT

Certificate of Quality
Cepradgikar axocti

Product: JARDIANCE® film-coated tablets 10 mg
HMpenrapar: JDKAPAIHC®, Tabnerky, BKPATI IUIBKOBORO obonoskor no 10mr

Batch number/ HosMep cepil: 003234 Number of analysis/Homep asanisy: 3534348
Test Specification Test result Uit
BunpoBysasuns Cremndiganin Pesyretar OnnHuns
Dissolution g"m“: 30“an 509
L lequirement Q: %
iquid ehro: : ;
fmiicnsamin) Stage | - 81 (n=6): 101/1007102/101/100/101 %
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 no unit is less than AV: 101 %
Q-15%. ’

Slage 3 - 83 (n=12}:
Average of 24 units (81 + 82 +§3)is
equal to or greater than Q, not more than
2 umits are less than Q - 15 %, and no
unit is less fhan Q - 25 %.
{1 = number of units fesied at each stage)

Posunuenus

(prammia XpomaTorpa his) Yac: 30 xa.

Bumors Q: 80%
“Cragig 1 - 81 (n=6): 161/100/102/101/100/101 %
He menme Q + 5% ans kom0l ofuunig.
Crapiz 2 - 82 (n = 6).
Cepenre syavenas 3 12 onmiams (S1 +
32) nopisios 460 Ginme Q, 1 xoaue 3 cepenne smaverns 101 %
OKPEMIX 3HAYCHE He TIOBRHHO SyTH ‘
Merie yox Q -~ 15%.
Cranin3-S3{n=12);
Cepemmue 3kavenus s 24 oapams (S1 +
52 + 53) nopiprzoe 860 6insIme Q, i ve
Bimpmie 2 3RAYEHE MOXYTD GyTH MeHIIe
Q-15%, 1 soxme 31 sHaucHs He HoBMHIO
Oyru menme, Hix Q-25%,
(= KITBKICTS OAMHHLE, BUTIPOGYBAHHX
HAa KOXHIA cranit)

Microhiological quality*
{Standard 1cst Ph.Eur.USP/IP)
MirpoGionoriaaa uwcrors *
(Craupaptanit.rect €op.Papi./Oepu.
ClA/SInon. Dapm.)
Total aerobic microbial
count (TAMC) / g <= 10° CFU not analyzed

Cropinkad 3 5 COQ-103207-v03
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[ Certificate of Quality
Ceprugikar sikocri

Product: JARDIANCE® film-coated tablets 10 mg
Hpenapat: JUKAPITHC®, rabnerxn, BKPHTI RAIBKOBOIC 06000HK0I0 oo 10mr

Batch number/ Homep cepif: 003234

Number of analysis/Homep ananizy: 3534348

Test Specification
Brnpobysatss - Cneondikanis

Testresult Uit
Pesymerar Onyrpma

3arannne gucno aepofanx

mikpoopraniamis )
(TAMC ' r <=10°KY0
Totsal combined

Yeasts/Moulds count

(TYMC) /g <= 107 CFU
3araneue uneno

Apbkaacosax | nnicarsux

rpubie (TYMC)/r <= IR KYO
‘Escherichin coll/ g absent
Escherichia ¢oli/r pineyrsicts

* Bkip lot testing, one production batch per year,
* Iporonars ananis oaxiel cepii Ha pix.

He ananizonano

not analyzed

He anprisopanc

not analyzed

He anrminorano

Remarks/TIpumiTxa;

Result’Pesynntar: released/ wpmmarmo;  25.06.2020
(release date)/(nava sunycky)

Dr. W, Werra
25 Juni 2020

Date of signature (CoQ)/Hera igmmcanay (CH):
Qualified Person/Ynornorasxena ocofa;

Boehringer
Iml Ingelhelm
Bochringer Ingelheim Plar GmbH & Co. KG

Cropinxa 535

COQ-103287-V03




JEEPYJIKCITYKBA
JTEPJKABHA CJIYKBA 3 JIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCHKIN OBJIACTI

npocnext Banepis JTlo6anoscwkoro, 51, m. Kuis, 031 10, Ten/dakc: (044) 2753030
E-mail: dls.ko@dls.gov.ua.https://www.dls.gov.ﬁ1 Kon €JIPTIOY 37078774

BUCHOBOK

npo sIKicTb BBE3eHOr0 B Ykpainy JikapcbKoro 3aco0y

21.09.2020 Ne 47830/20/10

JDKAPATHC®

(HaliMeHyBaHHs JTiKapChKOro 3aco0y 3riHO 3 peecTpaninHuM [OCBiT4EHHSIM)
raGJIeTKH, BKPHTI ILIIBKOBOIO oGoaonKkoro no 10 mr mo 10 TabeTox 'y nepdopoBaHOMY
gicrepi; mo 3 GaicrepH y KapToHHill KopoOui

(popma BUITYCKY, I03yBaHHA, BHI naKyBaHHs J1ikapChKOTO 3aco0y)

HoMep PeecTpaLiifHOro NoCBieHHA UA/14980/01/02 crpox xii peecTpatiiiHoro nocsimuenns 16.03.2021
Cepis nikapcbKoro 3aco0y Ne 003234 KisKicTh BBE3€HOTO JIiKapChKoro 3aco0y 1056

BupoGHHK Bepinrep lurenbxaiiv Gapma I'm6X i Ko. KI', Himeudnna

(naiiMeHyBaHHA BUPOOHHKA JIIKapCHKOro 3aco0y, kpaiHa TOXOJIKECHH)

Bae3eno B YkpaiHy CnijibHEe YKPaiHChKO-eCTOHCHKE nianpueMcTBo Y $popMmi TOBAPHCTEA
3 0GMEsKEHOI0 BimoBiIAIBHICTIO "Onrima-®apm, JIT/L", inenr. kox:
21642228

(naiiMeHyBaHHs Ta KOA 32 CJIPTIOY 1opuauHOi ocobu a0 Mpi3BHMILE, iM's, T 6aTbKOBi (Pi3UIHOT
0co6H - mianpuemus, ii Mice MPOXHUBAHHS Ta peecrpaniiHuii HOMEP 061iK0OBOi KapTKH IUIaTHAKA
noaaTkiB abo cepist Ta HOMEP NacriopTa)

[IpoToKON Bi3yaabHOro KOHTPOJIIO gin 15.09.2020 Ne 3014/1.

3a pesyibTaTaMi JEPKABHOTO KOHTPOJIO  BCTAHOBJIEHO, 1O nikapcekmii 3aci6 BBE3CHO B Vkpainy 3

JIOTPHMaHHSlM BHMMOT 3aKOHOJABCTBA MI0/10 3a6e3neyeHHs AKOCTi JIKapChKuX 3aco0iB.

BmTWngmﬁma Cyx6u C | Onexciit COJIOTIPAI

(ﬁocaz[p‘ag 0c00a OpraHy: IEpKaBHOTO KOHTPOJIIO) (mignuc) (iminiamm T2 npi3BUIIE)

M.IL
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Binger Strasse 173, 55216 BOEhl’lnger

Ingetheim am Rbein, Germany !"h Ingﬁlhﬁlm

Birrep Wtpacee 173, 55216
Trrensxaiiv #a Peiini, Hivewauna Boehringer Ingelheim Pharma GmbH & Co. KG

Tel: +49 (6132) 77-0, Fax: +49 (6132) 77 2326 Bepinrep Inre.1pxaitd Papua I'm6X | Ko, KI

Certificate of Quality
Ceprudixar szkocTi

Manufacturing Authorisation number/ Honsep ninensii ua pupumurrno: DE RP_01 MIA _201% 0025

Product: JARDIANCE® film-coated tablets 10 mg
Hpenapat: JIKAPJIHC®, rabnerxn, BKPHTI AAIBKOBOIO 06 00HK0I0 Do 10Mr

Importing country/ Kpaina-imnoprep: Ukraine/Yxpaina
Couniry of Manufacture/ Kpaina-supobuux: Germany/Himewsmna
Active ingredient/ Axtusnuif inrpenient: 10 mg empagliflozin
10 mr emmarnigmosnny
Marketing Authorisation Number: UA/14980/01/02 Valid till: 16.03.2021
Peecrpauifine nocsingenqs: UA/14980/01/02 Hie no: 16,03.2021

Type of the package: 10 tablets in a perforated blister; 3 blisters in a carton box labelled in Ukrainian Janguage
Ynaxosxa: no 10 Tabaerox y nepdoposanosy Grictepi; no 3 Guictepu y kapronnii kopoBui 2 MapxysarHaM

YKPaTHCEKOIO MOBOKO
Batch number/ Homep cepii: 005002

Date of Manufacture/ Hera sHpoSuwarsa;  06.07.2020

Date of Expiry/ Ilpunarsnit x0:  07.2023

Batch size/ Posmp cepil: 7584 packages / ynaxoekH

Certification statement:

I bereby 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 with the requirements of the Marketing Authorization of the

destination country.

Caizonrtso npe ceprudixauiso:

Liypv migreepkyso, 1o Bei cTamil BHpobHUITEa JaHOT Cepii FOTOBOIO NMPOAYKTY BHKOHAH] ¥ NOBHIA BiATIOBIAHOCT]
no suvor GMP €C, a Taxox y BiZmOBIANOCT] A0 BHMOT PEECTPALINHOro rocsinien s Kpailu-iMnoprepa.

Cropirka 135 COQ-103207-V04

/ |
/%% V14 // 1050 Y 15.pf pox




$ann 105608 005002 122691Y20 005 002.gif

Binger Strasse 173, 55216 - x

Ingelkeim am Rhein, Germany fm‘ g’lcee};f;(?igfgr

Binrep lltpacce 173, 55216 g

Inremsxaiim va Peiind, HiMewurma Bochringer Ingelheim Pharma GmbH & Co. KG

Tel: +49 (6132) 77-0, Fax: +49 (6132) 77 2326 Bepinrep Iarensxaiiv ®apua M'mEX i Ko, KT
Certificate of Quality

Cepragikar sixocTi

Product: JARDIANCER® film-coated tablets 10 mg
IIpenapar: [JGKAPATHC®, Tabnerky, BKpATI MIiBKOBOI® 000on0uK010 no 10Mr

Batch number/ Homep cepii; 005002 Number of analysis/Homep amanisy: 3541174
Test Specification Test result Unit
BrnpoSysanns Crenedikanin Pesynsrar Quuuuus
Description Pale yellow, round, biconvex, bevel- conforms

{Visual test) edged film-coated tablets. Debossed on

one side with Boehringer Ingelheim

company symbol and “$10” on other

side,

Cauc Kpyrm meoonykid TaGACTKH, BKpHTL BLANOBiKAE
IUHBKOBOK 06010 HKOI0, G:RN0-X0BTOrO

{Bigyansko) :
KOIBbOPY 31 CKOMIEHHMH KPasXMH, 3
THCHEHHAM CHMBOITY XKOMMasil
«Boehringer Ingetheim» na oguitt
CTOPOHI T& THCHEHHAM «S100 Ha iHImiH,

Identification

Inenrrdixanis

(Liquid chromatography) The retention time of the active conforms

ingredient obtained with the test sclution

must correspond to that obtained with the

standard solution.

Yac yrpiMyBaHES KXY aXTHBHOTC signosiaac
InTpeicHTa HA XpOMaTOTpaNMi

BHTpoCYBAKOr0 PO3UHHY NOBHHEN

BUIIUBIIATH TAKOMY Ha XPOMATOTPaMI

PO3SYHHY NOPiBHAHAA,

The UV spectrum of the active conforms
ingredient obtained with the test solution

must correspond 1o that obtained with the

standard solution.

YQ-ciexTp AXTUBHOTO IHTpenienTa, BiZINORiZAE
oTprMuTHIE 3 BUMPOBYBAHOTO PoO3THHY, '
MOBMHEH BUNOBIZATH TAXOMY B POIYMHI

TOPiBHSHHA.

(pisonita XposaTorpadic)

(Liquid chromategraphy)
(pizHiHa xpom'm:paq;ia)

Degradation products

Po3an aKTHBHOTC INFpeAicHTR
Any unspecified degradation <02 % <=(.] %
product
(Liguid chromatography}
Bynv-axuni Recnenudinnmit
MPOAYKT POITARY (pimwmna
xpodaroTpadis)
Totul degradation products =06% <=(0.] %
{Liquid vhromatograply)

<02% <=(0.1 %

Cropimka 235 COQ-103207-V04
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Trrensxaity wa Peiiui, HiMeymvma Boehringer Ingelheim Pharma GmbH & Co. KG

Tel: +49 (6132) 77-0, Fax: +49 (6132) 77 2326 Bepinrep laresexaiiv @apma IvbX i Ko, KT

Certificate of Quality
Ceprudikar gKocTi

Product: JARDIANCE® film-coated tablets 10 mg
Ilpenapar: JAKAPJTHC®, Tabaerxs, BKpBTI NLAIBKOBOI0 06010HK00 o 10MT

Batch number/ Homep cepii: 005002 Number-of analysis/Homep ananisy: 3541174
Test Specification Test result Unit
BunpofysarHa Crnemudikanin PesyneTar OnnHuun
Cyms npoaykris posnagy  <0.6% . <=1 Y
(PUIMAHA XPONATOTPAdIR) _
Agsay 95.0 % - 105.0 % of stated content 100.1 %
(Liguid chromatography)
KinbkicHe BA3AZYEHHN 95,0 % - 105,0 % BiA 3a9BICHOTC BMICTY 100.1 %
(pizsmna xpomaTorpadis)
Uniformity of desage units
(Liguid chromatography}
OnuopianicTs 4030BIHKT OAMHRUD
(pinksnna xpomaTorpadis}
Theory: 10,0 mg/tablet conforms
Requirement A (n = 10)
Acceptance value < 15 %
Requirement B (n = 30) Acceptance Value: 2 %

Acceptance value < 15 %
no individual vahue is less than 0.75 M
nor more than 1.25 M

Sanenernsi smic: 10,0 mrfraboerxa BiNMOBigAE

Bumora A (n=10)

ITpwiMaTEHE YHOI0 HE IOBHIHG GYTH

Ginpme 15,0% npuitmanere yncne: 2 %

Bumora B (n=30)

[Ipnitmaeye HMC/IQ He NOBHHHEO Oy
Ginpime 15,0%. 1 )xonue oxpeMe
3IMAYEHHS He NOBHHHO GYTH MEHIIe, Hik
0,75M abo Gimnme 1,25M

Cropiska 3 35 COQ-103207-V04
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Certificate of Quality
CepTudikaT axocTi

Product: JARDIANCE® film-coated tablets 10 mg
Hpemapar: [DKAPJTHC®, Tabaerxy, BKpHTI niaiskopoto o6ononxore no 10mr

Batch number/ Homep cepil: 005002 Number of analysis/Homep ananizy: 3541174
Test Specification ; Test result Unit
BunpoOysauHs Cremndpikauis Pesynrrar Onuunna
Dissolution Time: 30 nin
(L s g Requirement Q: 80 %
i Stage 1 - SI {n=6}: 102/102/102/103/102/101 %

Each unit is not less than Q + 5 %.

Stege 2 - S2 {n=6):

Average of 12 units (S1 + 52) is equal fo
or greater than Q, and no unit is less than AV: 102 %
Q-15%.

Stage 3 - 83 (p=12):

Average of 24 units (S1 + 52 +53) is
equal to or greater than Q, not more than
2 units are less than @ - 15 %, and no
unit is less than Q - 25 %.

(o = number of units tested at each stage)

Pozunruenns

(pinAnxa xpomaTorpadis} Yac: 30 xB.

Bwuyora Q: 80%

Cragia 1 -S1 (n=6): 102/102/102/103/102/101 %
He menme Q + 5% 15 KOXHOT O[HEHIL

Cragig2-82(n=6) .

Cepeyine 3navenna 3 12 omunns (81 +

$2) nopissoe afio Gimsiue Q, 1 xofHe 3 cepenne mavennn: 162 %
OKpeMuX 3Ha4eHE He MOBHHEO BytH

mernue yix Q - 15%.

Cranin3-83 {n=12):

Cepenue wRavenns 1 24 onuriue (1 +

§2 + §3) nopisnsoe abo Ginswre Q, i ne

Gimsile 2 3HAYEHS MOKYTL OYTH MeHlIE

Q-15%, i xoxue 31 3HAYEHE He TOBHHHO

6yTH Mene, Hix Q-25%.

(0 = KiINEKICTH OJKHULE, BAIPOOYBAHMX

Ha XOXBiH cTa)

Microhiglogical quality*
(Standard tcst Ph,Eur./UST/TP)
MikpobiogoriTaa qucrors *
(CraHnapTRick TeeT €ap.Qapn./Dapm.
CIIA/Sinon. Papm.)
Total aerobic microbial
count (TAMC) / g <= 10° CFU not analyzed

Cropinka 43 5 COQ-103207-V04
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Certificate of Quality
Ceprudikar saxocri

Product: JARDIANCE® film-coated tablets 10 mg
Hpenapar: JUKAPAITHC®, Tabxerku, BRpATI IBKOB0W0 060008K010 mo 10Mr

Batch number/ Homep cepit: 005002 Number of analysis/Homep anarrisy: 3541174
Test . Specification Test result Unit
Bunpobyeanus Coenmdixanis Pesynerar Onuunus

3araibye wueqo aepobanx
Mirpoopranimis

(TAMC ¥ r <= (P KYO He ananizoeano
Total combined

Yeasts/Moulds count

(TYMC)/¢g <=1 CFU not analyzed

3araab@e YHENO
ApisKIkOBAX | nuicARBHX

rpuble (TYMC)/r <= JPPKYO He ananizosamnt
Escherichia coli/ g abgent net analyzed
Escherichia coli/r BiacyTHicTs He auamizosano

* Skip lot testing, one production batch per year.
* TlposonsTs anani3 onuiel cepii Ha pix.

Remarks/Tlpasirka:
Result/Pesynrrar: released/ mpraaruo: 10 N, 202!}
' (release date)/(nara BHNYCKY) :

=™\ Boehringer
Dr. W. Werra lml Ingelheim
10, Nov. 2020 Bochringer Ingelheira Pharma GinbH & Co. KG

Date of signature (CoQ)/Mara ninnucanns (CA):
Qualified Person/Ynopsoraxkena ocoba:

Cropinka 535 COQ-103207-V04
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JAEPXJIIKCITY)XBA
AEPKABHA CJIYXKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTUKAMM Y KHIiBCBKIN OBJIACTI

npocnekt Banepis Jlobanoecskoro, 51, M. Kuis, 03110, Ten/dakce: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €JIPTIOV 37078774

BUCHOBOK
Npo AKICTbL BBe3eHOro B YKpaiHy JikapchKkoro 3acoby

11.03.2021 Ne 11318/21/10

JOKAPATHC®

(HaliMeHyBauHs TikapchKkoro 3acofy 3riaHo 3 peecTpauifHEM NOCBiT9eHHM)
TabJeTKH, BKPHTI ILTiIBKOBOIO 060.10HK010 o 10 Mr mo 10 TaeTok y nepdopoBanomy
Ouaicrepi; mo 3 GaicTepn y kapTomHili kKopobui

(dopma BumyCKy. N03yBaHHS, BM NAKYBAHHA JiKAPCHKOrO 3acoby)

Homep peectpauiiinoro nocsimuenns UA/14980/01/02 crpox mii peecrpauiiinoro nocsimuenns 16.03.2021

Cepia nikapcekoro 3aco6y Ne 005002 KimskicTs BBe3€HOrO Nikapcrkoro 3acoby 960
BupoGuuk Bepinrep Iarensxaiiv @apma I'm6X i Ko. KI', HiMeuunna
(HaliMeHyBaHHA BUPOGHMKA JTikapchkoro 3acoby, KpaiHa NOXO/KEHHS)
Beesero B Vkpainy Cninbae ykpaincsko-ecTonchKe minpHeMeTso y $popmi ToBapHCTBa
3 o0mezxeno0 BianoBigaabHicTIO "OnTiMa-®apm, JITH", inent. xon:
21642228

(naliMeHyBauHs Ta kox 3a €/IPTIOY 1opuanunoi ocobu abo npispuie, iM's. Mo GaTHKOBI iznynol
0co6H - mianpremus, ii Miclie NpoXkHBAHHS Ta peecTpauiiinuii HoMep 06miKoBOT KAPTKH MIaTHHKA
noaartkis abo cepis Ta HoMep nacnopra)

Iporokon Bisyaasnoro koutpomio sin 03.03.2021 Ne 0546/1.

3a pesymbTaTaMM IEPAKABHOTO KOHTPOMO BCTAHOBIEHO, IO JIKAPCEKWA 3aci6 BBeeHo B Vipainy 3
AOTpHMA Or 32KOHO/IaBCTBA MO0 3a0e3neueHHA AKOCTI JlikapChKHX 3aco0iB.
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