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Certificate of Quality
Ceprudikar sEKocTi

Product: FARDIANCE® film-coated tablets 10 mg

Ingelheim

Boehringer Ingelheim Pharma GmbH & Co. KG
-Bepirrep Inrensxaiim Mapma I"'m6X i Ko. KT

Ipenapar: [XKAPIIHC®, Tabnerky, BKPHTI ILTIBKOBOI0 0G0JIOHKOM0 10 10MI

Batch number! Houep cep'i 201182 Number of analys;s!!-lome.p anamsy: 3581283
Test Specification Test result Unit
BrnpobyBaans Crieundixanig Pezynprar Onunnus
Description Pale yellow, round, biconvex, bevel- conforms
(Visual test) edged film-coated tablets. Debossed on
one side with Boehringer Ingelheim
company symbol and “S10” on other
side.
Onnc Kpyrni nsoonykini Tabnerxu, BKpuTi sinnosinae
(Bhyanuko) MNiBKOBOK 06ONOHKOK, 61i00-KOBTCrO
KOJILOPY 31 CKOLLEHHMH KPasM¥, 3
THCHEHHAM CHMBOJTY KOMMaHiT
«Boehringer Ingelheim» wa onwii
CTOpOHi Ta THeHeRHAM «S10» Ha iRwiif.
Identification
InenTyhikauis
(Liquid chromatography) The retention time of the active conforms
ingredient obiained with the test solution
must correspond to that obtained with the
standard solution.
(piznruna xposmeTtorpadis) Yac yTpaMYBaHHR niKy aKTHEHOIO BiANOBINAE
IHrpenieHTa Ha XpoMaTorpami
BUNPOOYBANOrO PO3URHY NOBHHEH
BiZINOBIZATH TAKOMY Ha XpoMaTorpami
PO3YHEY NOPIBKSHHA.
(Liquid chromatography) The UV spectrum of the active conforms
ingredient obtained with the test solution
must correspond to that obtained with the
standard solution,
(pinuuya xpomeTorpadis) Yd-cnexTp aKTHEHOrO iHrpeaicHTa, BiamoRinae
OTPHMaHUH 2 BUNPOSYBAHOTO PO3UNHY,
TOBWHEH BiMITIOBIAATH TAKOMY B PO3YHHI
DOpPIBRAHHS.
Degradation products
Posmag akTusHore inrpegicura
Any unspecified degrzdation <02 % <=0.1 %
product
(Liguid chromatography)

bByae-axe# secneupdiunui < 0.2 %
NPOSYKT po3nafy (pizuuea

xpomarorpadia)

Totzl degradation products <0.6%

{Liquid chromatography)
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Product: JARDIANCE® film-coated tablets 10 mg
ITpenapar: [JDKAPIIHC®, Tabierky, BKPUTI ILTIBKOBOT 000JI0HKOI0 0 10Mr
Number of analysis/Homep aHamisy: 3581283

Batch number/ Homep cepii: 201182

Test Specification Test result Unit

Bunpobysanus Crieundikanis Pesynsrar Onmunrnsa
Cyma npogykTiB po3magy <0.6% <=0.1 %
(pinnuue xpomaTorpadia)

Assay 95.0 % - 105.0 % of stated content 98.3 %
{Liquid chromatography)

Kinsxicwe Buayagenus 95,0 % - 105.0 % Bin 328BAEHOTD BMICTY 98.3 %
(piuwrBa xpomatorpadis)

Uniformity of dosage units
(Liquid chromatography)

OnHOPIAHICTE J030B2HEY OHHKIL
(pimaria xpomaTtorpadin)

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 value is less than 0.75 M

nor more than 1.25 M

3anaenenwit Buict: 10,0 mr/rabaerka BiAnosinac

Brmora A (n=10)

[puiimanere uuco He NosrHKO 6yTH

oinbwe 15,0% nprimManere vaeno: 2 %
Buwmora B (n=30)

TpriiManeHe 9HCN0 HE NOBHIHO BYTH

Bineiie 15,0%. i :xomne okpeme

3HAY%EHHA HE NOBURHO OYTH MeHLIE, HIXK

0,75M abo binewe 1,25M
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Product: JARDIANCE® film-coated tablets 10 m.g
IIperrapar: JIKAPIIHC®, tabaerkir, BKpUTI FLIBEKOBOK 06010HK050 110 18ME

Batch number/ Homep cepii: 201182

Test
Bunpobyeanusa

Number of analysis/Homep ananisy: 3581283

M6X i Ko. KIT

Test result
PesyneTat

Specification
Creuudikauin

Unit
Onwanug

Dissolution
(Liquid chromatography)

PozynmHeRRA
{piamiKa XpomaTorpagia)

Microbiological quality*
{Standard test Ph.Eur /USF/IP).
MikpoGionoriura uncrora *
(Cranaaptrni recT Cap. Oapu./Dapm.
CLUUA/SInon. apm.)
Total zerobic microbial
count (TAMC)/g

Cropinka 435

Time: 30 min

Requirement Q: 80 %

Stage 1 - S1 (n=6):

Each unit is not less than Q + 5 %.
Stage 2 - 52 (n=6):

Average of 12 units (SI + S2) is equal to

or grealer than Q, and no unit is less than AV: 103
Q-15%.

Stage 3 - S3 (n=12):

Average of 24 units (81 + 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 %.

(n = number of units tested at each stage)

104/105/102/102/104/161

Yac: 30 xB.

Bumora Q: 0%
Crania 1 -S81 (n=6):
He menme Q + 5% Arig KOHOT OIUHHTI.
Craniz2 - 82 (n = 6):

Cepenwe 3daveqds 3 12 ogvwrmge (S1 +
S2) nopisuioe a6o Gurswe Q, i womwHe 3
OKPEMMX 3HAYEHL HE MOBHHHO ByTH
MeHIne Hix Q - 15%.
Cranig3-S3(n=12)

Cepepnne anavenns 3 24 ommum (S1 +
§2 + 83) nopiexroe abo Giysure Q, i He
Ginpwe 2 3HaUEHs MOXYTE OYTH MeHLIe
Q-15%, | #omie 31 3HaUEHL HE NIOBRRHO
OyTH menwe, Hixk Q-25%.

{n = xinEkicTe onUEWLE, BUNpO6YBaBRX
Ha KOXHIH cTagii)

CEepEIHE THAUCHHA:

<=10*CFU

%

%

104/105/102/102/104/101 %

103 %




Binger Strasse 173, 55216 - BGEhIngEI

Ingelheim am Rhein, Germany 'El”! Engeﬁheim
Binrep HWirpacce 173, 55216

Inrenwxa#im Ha Peftri, HiMeyunHa _ :
Tel: +49 (6132) 77-0, Fax: +49 (6132) 77 2326 Bepinrep Inrempxaitvm ®apma I'm6X 1 Ko. KT

Boehringer Ingelheim Pharma GmbH & Co. KG

Certificate of Quality ' E.—’

Cepridixar sxoecri

Product: JARDIANCE® film-coated tablets 10 mg
ITperniapar: JAKAPIIHC®, rabierky, RKpHTI BIiBKOBOIO 060s0HKoE0 N0 10Mr

Batch number/ Homep cepil: 201182 Number of analysis/Homep araiizy: 3581283
Test Spediﬁcation Test result Unit
BumpobyBanus Crnenndikaiis Peaynbrar OpuHwuA

3araasbHe YHCI0 2epobHEX
Mikpoopranizmis
(TAMC )/ r <= 10* K¥O He ananizorano

Total combined

Yezasts/Mouids count

(TYMC)/g <=10*CFU not analyzed
JaranpEe YHCN0

APHRAMOBHX | NIICREBHY )
rpubis (FYMC) /r <=102 KYO He ananizosanc
Escherichia coli/ g absent not analyzed
Escherichia coli/r BiACYTHICTB He ananizosano

* Skip iot testing, one production batch per year.
* [IpoBoAsTE AHANI3 OAHIET cepil Ha pik.

Remarks/I TpumiTxa:

Result/PesyneTar: released/ nprpatro: 78 JuLt 2027
(release date)/(aaTa BMITyCKY)

Dr. W. Werie -
v,

70 deli 2%
Date of signature (CoQ)/Hara nifirnicanns (C):

Qualified Person/Ynosrosaxena ocoba:

o\ Boehringer
‘lml Ingelheim
T Boehringer Ingelheim Pharma GmbH & Co. KG
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Ceprudixar sxocTi

Manufzcturing Authorisation nember/ Homep niuersii na enpodunurso: DE_RP_01_MIA_2019_0025

Product: JARDIANCE® film-coated tablets 10 mg
IpenapaTt: JUKAPITHC®, TabieriH, BKPUTI NIIBKOBO 0000HKOFO 110 10MI

Importing country/ Kpaina-imnoprep: Ukraine/Ykpaina
Country of Manufacture/ Kpaina-supobuuk: Germany/Himexsinaa
Active ingredient/ Axtusruit iarpegieaT: 10 mg empagliflozin /10 mr emmarnidioznny

Mearketing Authorisation Number: UA/14980/01/02 Valid till: perennial
Peectpalliiine HOCEIiﬂ"-IEHHﬂ: UA/14980/01/02 Jie no: 6e3¢TpOKORO

Type of the package: 10 tablets in a perforated blister; 3 blisters in a carton box labelled in Ukrainian language
Vnaxoska: no 10 Tabnerox y nepdioporanomy 6nicrepi; no 3 GaicTepu y xapToHHik kopobil 3 MapkyBaHIIM
YKpaiHCbKOIO MOBOIO

Batch number/ Homep cepii: 201182
Date of Manufacture/ [lata BupofHAUTEA:  04.01.2022
Date of Expiry/ Ilpunarnnit no: 01.2025

Baich saze! PosMmip cepu 28.128 package.s £ ynakoam

Certification statement:

I hereby certify that the information hereinabove is true and correct. This product batch has been manufactured
(inciuding 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—Compllan‘t

CeixouTBo npo ceprudikanio:

Inm = 3acBingyio, 0 HaBeaeHa Bre iHdopMauis € JOCTOBIpHOIO Ta TouHOR. Lo cepito nmpomyxuil Gyno

BHP05HCHO (BIUrmHaKJqH HaKyBaHHA/MapKyBaHHA) Ta TIPOBEICHO KOHTPOIb 1 skocTi Ha BM1e3a3Ha4YeHiH OinbHKLI

¥ moBHIH BiAnosiprocTi 38MMoramMu GMP, BCTaHOBIEHHME MICLIEBHM PeTYIISTOPHUM Opramnie;.a TaKOX

BiZIIOBIIHO KO crienrdikalii, 10 MiCTATECA Y peecTpalifHoMy Toche abo TOpF‘OB] -__L,shs"" . "d"gi;l}‘_ upobHmKa
2\

260 xpaiHu-iMnopTepa, AKINC TPOAYKILiIFO iMNopToBako, abo y aocke creundikariif naipenapar
JIOCTI[UKYB2HOT0 NiKapesKoro 3acoby. ITpoTokony BHpoGHULITB], aKyBanHA Ta/;i::,*\aa'zlsm Gyag, [Agper

BCTAHOBJIEHO BiAMOBiAHICTE GMP. . 2
. f':“f?fff?/wf )

CToplmca 2] 5



JEPHIIIKCITYXKBA
JNEPKABHA CJIYVIKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMH
Y JHINPONETPOBCBHKIN OBJIACTI

Juinpo, na.CoGopna,d, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua,https://www.dls.gov.ua, Kop €J[PITIOY 37070665

BHUCHOBOK
PO SAKICTH BBE3€HOI0 B Y KpaiHy JiKapcbKoro 3acody
21.10.2022 No 44386/22/0411
JUKAPATHC®

(naiimMenyBaHia JiKapCLKOre 3acoly 3rifiHO 3 peecTpatlifiuM NOCBIAMCHHAM)
Ta0/IeTKH, BKPHTI IVIIBKOBOI0 000/10HK010, 10 10 Mr o 10 Tadiaerox y nepdoposanomy
OJricTepi; mo 3 daicrepu y KapToHHii KopoOui

(thopma Bunycky, 103YBAHHA, BU/L NAKYBAHHA NIKAPCLKOTO 3ac00y)

Howmep peectpauiiinoro nocsinuenns UA/14980/01/02 crpok aii peectpauiittoro nocsiguenns 01.01.2099

Cepis Jikapcbkoro 3acoGy Ne 201182 KinskicTs BBE3eHoro jikapeskoro sacody 288
BupoGuuk bepinrep Inrensxaiim @apma I'm6X i Ko. KI', Himeyunna
(HaiiMeHyBaHHA BUPOOHUKA Nikapehkoro 3acody, kpaiia NoXOLKCHHA)
Beeseno s Yipainy TorapucTBo 3 06Mesxenoro BiamosinaabuicTio ""Benra JJITHA", inenr.
kon: 21947206

(nadimenynanns Ta ko 3a CJIPTIOY opuaiaiol ocobu abo npizsuiie, iv'a, no darekosi (isnunol
0COOH - NIANPHEMIL, TT MICHE MPOXHBAHNS TA PECCTPALLIiNI HOMEp 00JMIKOBOT KAPTEM LAATIHKA

noaarkis abo cepis Ta HOMEP nacnoprTa)

[Iporokon Bisyanbroro konrposmo ein 20.10.2022 N 07-01/2211/4.

3a  pesynbTaTaMd  JIePHKABHOIO  KOHTPOJIO  BCTAHOBAEGHO, 110 Jikapchkuit 3acid  BBeseHo B VKpainy

AOTPHMAHHAM BHMOr 3aKOHOJABCTBA L1010 3a0e3NeUeHHA AKOCTI JliKapehKHX 3ac00iB.

Hauanenuk Jlepxasnoi cnyxtu 3
JIKAPChKUX 3aco0IB Ta KOHTPOIIIO 34 ; -

P ¢ - PR 8 [Onis OBUAPEHKO
HapKOTUKaMK y JlHinponerpoBehbKiii
obnacri 5

(nocaosa ocoda oprany JAepKaBHoro KoIrpoio) (nmianwuc)
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