AEPKABHA CIIYXKFBA 3 TIKAPCbKHX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTPII(AM}I
Y JTHIIPONETPOBCHKIM OBJACTI

Huinpo, nn.CoGopHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kox €JIPTIOY 37070665

BHCHOBOK
PO SIKICTH BBE3eHOro B YKpainy JikapchKoro 3aco0y
18.04.2024 Ne 19595/24/04
CIH/DKAPI®

(l-_la.ﬁMeHyBaHHH NKApCHKOTo 3acoBy 3riAHO 3 peecTpauifinuM TIOCBi I4EHHAM)
Tab/IeTKH, BKPHTI ITiBKOBOIO o6ononxoio, 12, 5 Mr/1000 mr; mo 10 Taérerox B Oaicrepi; o
6 Gaicrepip y kapTouniii kopo6ui

(dopma Burycky, N03yBasHs, BHI NAKyBaHHS Rixapcekoro 3aco6y)

Homep peectpauitiroro nocsixsenns UA/15722/01/01 crpox mii peectpaiiitoro nocsimuenns 01.01.2099

Cepis nikapcekoro 3aco6y Ne 312043A KinbxicTs BBesenoro nikapcexoro 3aco6y 218
BupoGuuk ITATEOH ®PAHIIS, ®paunis
(naliMeryBanHS BUPOGHHKA nikapcrkoro 3acofy, xpaina IOXOMKEHHA)
Breaeno B Vxpaity Tosapucrso 3 o6Mexenoo BinnoBiaaILHICTIO "BaIM", inenr. xoa:
31816235

(HaliMeHyBauKA Ta koa 3a €JIPTIOY opranunoi ocobn abo Npi3BHIE, iM's, o 6aTbKOBI
disuunoi ocobu - mianpuemus, 1 Micue HNPOKUBAHHA Ta peecTpaLliliHui HoMep ofrikoBoT
KapTky NIaTHHKA NofeTkis abo cepis Ta HoMep nacropra)

Mporokon BisyansHoro kontpomo sin 15.04.2024 Ne 07-01/953/4.

3a pesynbTaTaMM  JepiKaBHOTO KOHTPOMIO BCTAHOBNICHO, IO JHKAapChLKMH 3aci6 BBeieHO B VxpaiHy 3
AOTPHMAHHSIM BHMOT 33KOHOAABCTBA MO0 3a6€3 e eHHS SKOCT] JlikapchKuX 3aco6is.

B. 0. HavanbHuKa JlepkaBnoi cyx6H 3
JIKapCHKUX 3ac0GiB Ta KOHTPOIIO 3a
HapKOTHKaMH y JIHinponeTpoBCehKii
obnacri

TR T

HikiriueBa Oxcana +38(066)345-41-71




40 boulevard de Champaret, BOURGOIN-

JALLIEU, 38300, France PATHEON FRANCE
40,6 iif , BYPI'VEH-
WAJTBE, 38300, Opanaia ITATEOH ®PAHIILA

Tel: +33 (0) 4 74 93 88 22, Fax: +33 (0) 4 74 93 87 94

Certificate of Quality
Cepradikar sakocti

Manufacturing Authorisation number releasing site/ Honmep nhlena; Ha pHpobSITED BHpoSEAKS, BiANORINATRAGro 32 BHAYCK
cepif: 2021_022_ 1 2

Manufaeturing Authorisation number, ssued by FDA, for manul’aetlurer of tablets in bulk/ Homep niuen3if ua pnpobunnrea,
supaznol FDA, snpofinnks, aignosigannuore 3a snpaGuunran Tabneror Vin bulk': 143814544

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

Ipenapar: Cinmxapai® TabaeTku, BRpUTi ITiBKoB0OI0 060,10HK010, 12,5 Mr/1000 Mr
Importing country/ Kpaisa-imoptep: Ukraine/Yxpaina
Country of Manufacture/ Kpaiua-sapo6uux: Franceﬂl)pa:m%n

Active ingredient/ Akrusnufl inrpegient: Empagliflozin/Mstformin Hydrochioride, 12.5/1000 mg
Eumnarni¢noaun /MerdopMiy rinpoxropun, 12,5/1000 mr

Marketing Authorisation Number: UA/15722/01/01 Valid till: perennial
Peectpaniiine nocsimuenus: UA/15722/01/01 Hie no: Gescrpokoro

Type of the package: 10 tablets in a blister; 6 blisters in a carton box labelled in Ukrainian language,
Ynaxonka: o 10 Ta6nerok B Gnicrepi; no 6 Gnicrepis y xaprounilt kopobiti 3 MapKyBanHIM YKpalHCLKOIO MOROH,

Manufacturer of tablets in-bulk/ _ Patheon Puerto Rico, Inc

BunpobHuK, . State Road # 670 Km. 2,7, Manati,

BiAnoBinaNLHEi 32 BUpoSHMUTRO TAGIETOK "in-bulk": ~ Puerto Rico (PR) 00674, United
States

Releasing site/
Bupobuak, sixnorifansHui 32 BURYCK
cepil:

INATEOH ©®PAHIIIA,
40, 6ymepap Waunape, BYPT'YEH-
JKAJIBE, 38300, Opannis

Cropinka 1 3 8 COQ-152014-V01



40 boulevard de Champaret, BOURGOIN-
JALLIEU, 38300, France PATHEON FRANCE

40, Gymeeap 111 , BYP['VEH-
KAJIBE, 38300, Opanis ITATEOH ®PAHIILS

Tel: +33 (0)4 74 93 88 22, Fax: +33 (004 74 93 87 94

Batch number/Homep cepii: 312043A
Date of Manufacture/[Jata Bupobuuntea:  25.10.2023
Date of Expiry/TIpunarauii go; 10.2026

Batch size/Poamip cepii: 11318 packages/ymakorkn

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.

CrizouTso npo ceprudivauiro:

Linm 1 3aceigayio, Mo HaseseHa BUle inGopMaNis € IOCTORIPHOIO Ta TouHOK. Lito cepito npoxywuii Gymno
BUPOONEHO (BKIIGHAIOYH NaKyBaHAA/MapicyBaHHA) T2 IPOBEAEHO KOHTPOI 1T AKoCTI Ha BHINE3a3HAYeH N QinbHAL
y noBHill Bignosigxocti 3 RuMoraMu GMP, BCTAHOBIIEHHMM MICLIEBHM DETYISTOPHHM OPIaHOM, & TAKOX
BignoBiAHO fo crelydikauil, mo MicTaTeca y peecTpautiiiHoMy Hoche a60 Toprosift miensil kpaluu-BupoSunka
460 kpainu-iMapTepa, aKuUL0 NpomyKilo iMIropTonawoe, 260 y Aocke crienudikaniit Ha npenapar ars
AOCIi/KYBAHOTO Jlikapcskoro 3acoby. [IpoTokonn BEPOGHULITES, HaKyBaHHES T2 auanisie 6yN0 OeperngnyTo Ta
BCTaHORIEHO BignoeixnicTs GMP

Cropinka 2 3 8 COQ-152014-V01



40 boulevard de Chamnparet, BOURGOIN-
JALLIEU, 38300, France

40, 6ymspap LHamnape, EYPT'VEH-
KAIIBE, 38300, Opantia

PATHEON FRANCE
ITATEOH OPAHIIIA

Tel: +33 (0) 4 74 93 88 22, Fax: +33 (0) 4 74 93 87 94

Certificate of Quality
CepTrdikart sxocri

Product: Synjardy®, film-coated tablets 12.5/1000 mg
Hpenapat: Cinaxapai® TabneTkH, BKPHTI NisxoBoo oboaoukoo, 12,5 mr/1000 Mr

Bateh number/ Homep cepil: 312043A Number of analysis/Homep ananisy: 700297485
Test Specification Test result Unit
Bunpobypanns Cneupudiixanis Peaynerar Omunnng
Description Dark brownish purple, oval, biconvex conforms
(Visuak test) film-coated tablets, one side debossed
with Boehringer Ingelheim company
symbol and “812", the other side is
debossed with "1000"
Onme OsantHi Jgroomykii TabreTxy, BRpUTI Binnosipae
{risyansuit Tecr) nRiexoBoie 0G0N0RKO, $ioseTono-
KOPHYHEBOIO KOMBOPY, 2 rPaBiloBRHHAM
cemMBoy xomnaHil «Bepinrep
InrenesxaliM» 14 «512» 3 oHoro Boky T2
rpasitopaHuaM «1000» 3 inmoro Goxy.
Identification The retention time of the active ingredient conforms
Empagliffozin obtatnied with the test solution must
{Liquid chromatography) correspond to that obtained with the
; standard solution.
Lnentudiranis Yac yTpumypanHs mKy akTHBHOT Binmosizae
Emunarniguosns (pinaaua cyberaniil Ha xpomarorpani
xpoMarorpadis) BANPOSYRAHOTO POIUHHY NORHHEH
BUIMOBINATH Yacy YTPHMYBAHHS MKy
akrusnol cyGeranuii Ha XpomaTorpami
CTAHOAPTHOTO POUHHY,
Identification The UV spectrum of the active ing
Empagliflozin (Liquid obtained with the test solution mu
chromatography) correspond to that obtained with
: standard solution,
LaenTndiranis YO-cnexTp NOrMUHAHKA AKTHEHO!
Ennaraiduosun (pimimna  cyGeraguil Ha XpoMarorpami
xpomarorpacis) BHNPOGYRAHOTO POSEUHY NIORHHEH
Bianosigaty V@-coekrpy NoranHaNEs
axTHBHOT cyboTaHmil HA XpOMATOrpami
CTAHOAPTHOIO POITHHY.
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
: standard solution.
InesTndinania Yac yTpuMyBaHHA MKy aKTHRHOT Bignopinae
Merdopmiuy rinpoxrepra  cySeranuii Ha XpoMarorpami
(piasmna xposarorpadic) BMRPOOYBAHONO POIUHEY MAE
BIAMOB{IATH YACY YTPHMYBANHA MiKY
AKIHBHO! cyBCTaHLIT Ha XpoMaTorpami
CTAHAAPTHOTO POZUUHY,
Cropiuka 33 8 COQ-152014-V01



40 boulevard de Champaret, BOURGOIN-

JALLIEU, 38300, France PATHEON FRANCE
40, 6ynseap [11 , BYPI'VEH-
JCAITHE, 38300, Dpanis TTATEOH ®PAHIILA

Tel: +33 (0) 4 74 93 88 22, Fax: +33 (0) 4 74 93 87 94

Certificate of Quality
CepTudikar axocrti

Product: Synjardy®, film-coated tablets 12.5/1000 mg
Ipenapat: Cinpxapai® TaGreriy, Bkpyuri maiBxosoo o6ononkoro, 12,5 mr/1000 mr

Batch number/ Homep cepil: 312043A Number of analysis/Homep ananisy: 700297485

Test Specification Test result Unit
Banpofysanus Crenudikauia Pesynerar OpuHELA
Identification The UV spectrum of the active ingredient conforms
Metformin Hydrochloride obtamed with the test solution inust
{Liquid chrematography) correspond to that obtained with the
' standard solution.
Inesrrudixania VO-cnexTp NOrMMHAHES aKTHEHOT Bimnonipae
Merdopminy rigpoxnopupn,  cySeraunii wa XpoMarorpasi
(piausnga xpomarorpadis) EHNpoSYRAHOrO POSYHHY HOBHHEH
PimnoBiNaTH VO-cnekTpy NOrMHRARHL
akrussol cyGerannii na xpoMarorpami
CTAHRAPTHOTO POIUMHY,
Uniformity of dosage units Label claim: 12,5 mg/tablet conforms
Empaglifiozin by Content Requirement A {n=10)
Uniformity The aceeptance value: < 15.0 % Acceptance Value;
(Liquid chramatography) Requirement B (n=30): < 15.0 % 26 a4
no individual value is less than 0.75 M
nor more than 1,25 M
M = reference value according to
Ph.Eur./USF/IP
OnuopinricTs mo3opauux oawnuue  3aseiene sHavens: 2,5 ur/rabn Bignosixae
Emnarniduosnn An=10)<150%
(pigwmus xpouarorpacis) B(n=30)<15.0% JlomycTuma Mewca:
Konwe 3 IHOUBiAYAMEHNX SHAYCHE He o%
ttoRuHHO GyTH Merme 0,75 M i 6inpie 2.6
1,25 M
M = 3anaue sraveHHs BigNoBinHO OO
bumor Pl.Eur/USP/IP —=
Uniformity of dosage units Label claim: 1000 mg/tablgt” e * <2210 2\ P —"
Metformin Hydrochloride  Requirement A (n=10) {“0 s ) T
by Maas Variation (Weighing) The acceptance value: #1540 % YMEHT P
Requirement B {n=30]{ & 54@6}\ %

Cropinka 43 8

no individual value i
nor more than 1,25
M =reference valute
Ph.Eur./JUSP/IP

“f*’mﬂM“

COQ-152014-V01



40 boulevard de Champaret, BOURGOIN-
JALLIEU, 38300, France PATHEON FRANCE

40, 6ynsaap llamnape, BYPI'VEH- . 'q
XKAJIBE, 38300, Ppanuis IHATEO PAHI]

Tel: +33 (0) 4 74 93 88 22, Fax: +33 (0) 4 74 93 87 94

Certificate of Quality
Ceprudikxat axocri

Product: Synjardy®, film-coated tablets 12.5/1000 mg
IIpenapat: Cinxapai® TabaeTiu, BKpUTI IiBKoR0I0 06010HK0I0, 12,5 MI/1000 MI

Baich number/ Homep cepil: 312043A Number of analysis/Homep auanisy: 700297485
Test Specification Unit
BunpobysanHs Crenupudikaris Qnanuus
OpnopigricTs gozoBanux oguHute  3ansnene spavenss: 1000 aritabi Biznoeinae
Mergopminy rizpoxaopun A (n=10)<15,0%
(pospaxyrkoBo-sarosuii meror) B (n = 30) < 15,0 %, Jorwycrma Mexa;
XKonue 3 inauBiAYaTLHIX SHAYEHE HE 13 %
MoEHHHG GyTH Menwe 0,75 M i Sinnte
1,25 M
M = aanaHe SHaveHHS BIANORIKHO A0
sunor Ph.Eur. /USP/TP
Active ingredient degradation
Empaglifiozin
{Liquid chromatography)
CD 12907 <05% not detectable %
Any unspecified degradation <0.2% not detectable %
product
Total degradation products <1.2% not detectable %
TponykT posnsfy SKTUBHOY
cyleranuii
Emnarnigaoznn
(piganus xposarorpadis)
CD 12997 <05% He susgnieno %
Byau-axuit Hecnenudiquult  <0.2% He pugsneHo o7
NPOAYKT po3Naxy
Cyma npogykrie poanany He Bussneno a
Active ingredient degradation
Meiformin Hydrochloride
(Liquid chromatography)
Any unspecified degrad net detectable %
product
Total degradation pro not detectable %
IpoaykT poanaay AKTHBHOY
cyberannii
Merdopminy rispoxnop:
(pinnuie xposararpadia)
bynas-menil vecmenndinmnii He suanneno %
MPOAYKT poiamagy
Cyma nponysris poanagy <0.60 % He BAgBNERn %

Cropinka 53 8 COQ-152014-VO1



40 boulevard de Champaret, BOURGOIN-
JALLIEU, 38300, France PATHEON FRANCE

40, 6ynenap llamnape, BYPIYEH- _
KAJITbE, 38300, Dpannis ITATEOH ®PAHITLA

Tel: +33 (0) 4 74 93 88 22, Fax: +33 (0) 4 74 93 87 94

Certificate of Quality
Ceprudikar axocri

Product: Synjardy®, film-coated tablets 12.5/1000 mg
Ipenapar: Cinpkapai® tabierkn, BRpuTi ILHBKOBOKIO obononkoro, 12,5 Mr/1000 mr

Batch number/ Homep cepil: 312043A Number of analysis/Homep ananisy: 700297485
Test Specification Unit
Bunpobysauus Crneuudikauiz Omanuns
Assay '
Empaglifiozin 935.0 % - 105.0 % of stated content 1004 %
(Liquid chromatography)
KintxicRe Bimasgyenus
Emmarnigaosus 95,0 % - 105,0 % win 3aseneroro smicty 1004 %
(pinsrana xpomerorpadis)
Assay
Meiformin Hydrochloride  95.0 %- 105.0 % of stated content 1000 %
(Liquid chromatography)
KinpkicHe susnavenus 95,0 % - 105,0 % sin sasenesoro smicty 1000 %
Mertdopminy rizpexnopax ‘
(pimruis xponarorpadis)
Dissolution
Empagliflozin Time: 20 min
(Liquid chromatography) Requirement Q: 80 %
Stage 1 - S1 (n=6); 102-100-101-99-97-99 9

Bach unit is not lesg than Q + 5 %,
Stage 2 - 52 (n=6):

Average of 12 units (S1 + S2} is equal to

or greater than Q and AV: 99 9
f¢ unit is [ess than Q - 15 %.
Stage 3 - 83 (n=12):

Average of 24 units (S1 £ 82833 1s
equal to or greater thawCy aﬁt%ﬂﬁ an

2 units are less nlnrll Jo um\; \\

is less than Q - 255, \
Posynuenyg Q JOKY VEHTIB \*\
Emoarmidnosun Yac: 20 xs
(pimnena xpomarorpadin) Bumora Q: 80 %

Crapia I - 81 (0%
Koxna OMHHINA B

308-101-99-97-99 %

Cepem{e 3HAYEeHHA 3 ‘.
Hopisuioe abo Ginewe Q
OnUKHL] MeHIme Q - 15 %

Craaia 3 - 83 (n=12); 29 %
Cepejre sHateRH 3 24 oquEnUE {S1+

82+83) mopieHice 260 Gimnine Q, He

Sinnure 2 opuHULE Mene Q-15%, | He

Ginemee | opqununi meawe Q - 25 %.

CEepenHE JHAYCHHA,

Cropinxa 6 3 8 COQ-152014-VO1



40 boulevard de Champaret, BOURGOIN-
JALLIEU, 38300, France PATHEON FRANCE

40, 6ynesap [Mammape, BYPTVEH- .
KAJIBE, 38300, Opanis ITATEOH ©®PAHIILS

Tel: +33 (0)4 74 93 88 22, Fax: +33 (0) 4 74 93 87 94

Certificate of Quality
Ceptudikar axocri

Product: Synjardy®, film-coated tablets 12.5/1000 mg
Ipenapar: Cingaxapai® Taéneriu, BKpuTi nAiBKoBoIo o6onoHKol0, 12,5 Mr/1000 mr

Batch number/ Homep cepil: 3120434 Number of analysis/HoMep anamisy: 700297485
Test Specification Unit
Bunpobysanus Creruixaris OnuHEng
Dissolution
Metformin Hydrochloride  Time: 20 min
(Liquid chrematography) Requirement Q; 30 %
Stege 1 - 81 (n=6): 100-101-99-99-98-99 ¢
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: 99 %

no unit is less than Q - 15 %.
Stage 3 - 33 (n=12):
Average of 24 units (81 + 52 + 83) is
equal to or greater than Q, not more than
2 units are less than Q - 15 % and no unit
is [ess than Q - 25 %.
Posunuenns
Merdopminy rigpoxnepun  Yac: 20 xp
(piznuna xponarorpadis) HAIFE

100-101-99-99-98-99 9%

y g e{%i’(' L SREENS,)\
puu{e IHAYEHHA 3 2 ohmune (S1+82)
ny (NEM; Q, i ool CEpenHE SHATEHAR!
b s %) 99 %

Microbiological quality*
MiepoSionoriuna dncrora *
Total aerobic Not more than 10* CFU/g not analyzed
microbial count
(TAMC) CFU/g
3aransue uncao aepobunx  He Ginkmre, ninc 107 KVO/r He gnanisosano
sikpoopranizmia (TAMC) KYO/r

Cropinka 713 8 COQ-152014-V01



40 boulevard de Champaret, BOURGOIN- ' _
JALLIEU, 38300, France PATHEON FRANCE

40, 5 Hlamnape, BYPT'VER- .
mgfi?;%sog dllaag?{um [TATEOH (DPAHI-Uﬂ

Tel: 433 (0)4 74 93 88 22, Pax: +33 (0) 4 74 93 87 94

Certificate of Quality
CeprudixaT axocri

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

HOpenapat: Ciwmaapai® rabirericn, BKPHUTI MiiBKOBOIO 06on0HK010, 12,5 Mr/1000 Mr

Batch number/ Hump cepil: 3120434 Number of analysis/Howmep ananisy: 700297485
Test _ Specification Test result Unit
BunpoGyeamus Cnenudiraiia PesynsTar Onwauns
Total combined Not more than 102 CFU/g not anajyzed
yeasts/moulds count '
(TYMC) CFU/g
3aranude wHeso He 6insure, niz HP KYO/r He aganizorano
Apbrmicosux i nuicenesix rpnis -
(TYMC) KYO#r
Escherichia coli Absentin 1 g not analyzed
Escherichia coli Bisicyrwicrs 8 1 1 He anarizorgho

Rcmarkéfl‘lpumrrxa

*Performed at release only, Skip lot testipg: ane-p ductr
* Anania NPOBOAETS NPR BUOYCKY 3 Befiankd)

o 3 PATHEON FRANCE
Date ofsxgnature (CoQ)/ Hara nixl e ;_-.-.- . 329 >
Qualified Person/Ynosnosaxera nco’ A /’M/E———'WZ:
— e

Cropinxa 83 8 COQ-152014-V01




JIEPKABHA CJIYXBA 3 JIKAPCbKHX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTUKAMH
Y JHINMPONETPOBCBHKIN OBJIACTI

Jlninpo, mn.Co6opHa,4, k. 601-605, 49005, Tex. (066)3454171
E-mail: dIs.dp@dls.gov.ua, Kon €IPTIOY 37070665

BUCHOBOK
IpO SIKiCTH BBe3€HOro B YKpaiHy JiKapchKOro 3ac00y
17.05.2024 Ne 24842/24/04
CIHIKAPAI®

(HaliMeHyBaHH3 JTiKapchkoro 3acoCy 3riHo 3 peecTpaLiiiHiM NOCBiIIEHHSM)
Ta61eTKH, BKPHTI ILTIBKOBOIO 000/10HKOIO0, 12, 5 mr/1000 mr; mo 10 Tabnerok B Oaicrepi; mo
6 GuicrepiB y KapToHHiil kopoOui
(dopMa BHMYCKY, H03yBaHHS, BUJ NAKyBAHHA niKapchKOro 3acofy)

Homep peectpanitinoro nocsiruenns UA/15722/ 01/01 ctpox xif peectpanitiroro nocsimsenna 01.01.2099

Cepis nikapcskoro 3aco6y Ne 312057A KinbkicTs BBe3eHOTO JiKapcbkoro 3acoby 8893
Bupo6HuK [MATEOH ®PAHIA, ®panuis
(naliMeHyBaHHs BUPOGHHKA NlikapchKoro 3aco0y, KkpaiHa OXOKEHHS)
Bae3eHo B YkpaiHy ToBapHCTBO 3 06MEXKEHOI0 BiANOBIAAILHICTIO "BaJIM", ienr. kon:
31816235

(naliMeHyBanHs Ta kox 32 E[JPTIOY ropuamHOT oco6u a6o mpizByiLe, iM'd, 110 GaTEKOBI
ismunoi 0co6H - mianpuemus, ii MiCLE NPOXHBAHHA Ta peecTpauiinuii Homep 061ikOBOi
KapTKH TUIaTHHKA MO/IaTKiB aGo cepis Ta HOMEp nacnopra)

TIpoToKO. Bi3yaJIbHOr0 KOHTPOJIO Bill 14.05.2024 N 07-01/1233/3.

3a pesynbTaTaMM JCPXKABHOTO KOHTPOJIO BCTAHOBJICHO, IO nikapcekuit 3aci6 BBe3eHO B Vkpaigy 3
AOTPMMAHHSAM BHMOT 3aKOHOJABCTBA 11010 3a0e3nedeHHs AKOCTi JiKapChKHUX 3aco0iB.

B. 0. HauansHEKa JlepxaBHOI CIryx0H 3

NiKapchKHX 3aC00iB Ta KOHTPOJIIO 32 0),~
P ; TPOJO %2 Harans MAHJIPUKA
HapKOTHKaMH y JIHIIpONeTPOBCHKIHA
obnacri
(mocaznoBa ocoba oprany [,Q KOHTPOJIIO) (mianuc) (iniuiany Ta Npi3BAILE)

/ NTOKY MEHTIB \

’

HikitigeBa Oxcana +38(066)345-41-71




40 boulevard de Champaret, BOURGQIN-

JALLIEU, 38300, France PATHEON FRANCE
40, 6ynenap Hlamnape, BYPI'VEH-
}ICAJ%[:(-[": 2’;300’ mp‘;zuis IIATEOH OPAHIILA

Tel: +33 (0) 4 74 93 88 22, Fax: +33 (034 74 93 87 94

Certificate of Quality
Ceprudirar sxocTti

Manufacturlug Authorisation number releasing site/ Hosep nluensif na snpofunurso pupoSnuka, BIAROBiAAALIO0I0 30 BINYCK
cepil: 2021 022 I 2

Manufacturing Authorisation number, issued by FDA, for manufacturer of tablets in bulk/ Homep xiwewsil na eupobunurao,
suaane! FDA, supobuiks, piznoaizansnero 3a onpofnnurso tabnetox "in butk": 143814544

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

Hpenapar: Cingxapri® Tabnerku, BkpuTi niiskoBoo obononiroio, 12,5 mr/1000 mr

Importing country/ Kpaina-isinoprep: Ukraine/Ykpaina

Couniry of Manufacture/ Kpaina-supofnue; France/®paniis

Active ingredient/ Axtunnull inrpeaient: Empagliflozin/Metformin Hydrochloride, 12.5/1000 mg
Esmnarniduosun / Merdopatiny rinpoxnopun, 12,5/1000 mr

Marketing Authorisation Number: UA/15722/01/0t Valid till: perennial
Peecrpanisiue noceinuenns: UA/15722/01/01 Jie 0 Geacrpokono

Type of the package: [0 tablets in a blister; 6 blisters in a carton box labelled in Ukrainian language,
Vnaxoexa: no 10 TaSnerok B Gnicrepi; no 6 Gnicrepis y KaproHHIl XOpabili 3 MAPKYBEGHHAM YKPATHCLKOIO MOBOIO.

Manufacturer of tablets in-bulk/ Patheon Puerto Rico, Inc

Bupobiuux, State Road # 670 Km. 2,7, Manati,

BiATIORINANEHUA 32 sHpobHuBIrTEO TabneTok "in-bulk": Puerte Rico (PR) 00674, United
States

[areou Ilyepro Puko. IHk.
Crefir Poyn Ne 670, 2,7 kM,

eWMCHOK o
M

e ‘H!_fggf

:L‘[‘f{ Y}/i\.
NOKYMEHTIB ~\,_9\
Releasing site/

BupoSHax, BignosifansHul 3a BRNYyCK
cepil

vard de Champaret,
QIN-JALLIEL, 38300,

o3P

" [TATEOH ®PAHIIL,
40, Gynerap Llamnape, BYPT'VEH-
HKAJNLE, 38300, Opauuix

Cropinka 1 3 8 COQ-152014-VO1



40 boulevard de Champaret, BOURGQOIN- '
JALLIEU, 38300, France PATHEON FRANCE
40, 6yneeap Lllamnape, BYPI'YEH-

JKARE, 38300, @panrtin IIATECH (DPAHIHH

Tel: +33 (0)4 74 93 88 22, Fax: +33 (0) 4 74 93 87 94

Batch number/Homep cepii:  312057A
Date of Manufacture/Ilara BupoBauursa:  22.10.2023
Date of Expiry/ITpunarnuii no: 13,2026

Batch size/Posumip cepii: 10,744 packages/ynarkoBkH

Certification statement:

[ hereby certify that the information hereinabove is true and correct. This praduct batch has been mamifactured
(incfuding packaging/labeling) and subjected to quality control at the site indicated abave 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 hiave been reviewed and confirmed as GMP-compliant.

Caigoureo npo cepridinauiro:

IEn o 2a0minwyo, 110 RABEKEHa BMIIE iHpOPMALLA € NOCTORIPHOK Ta Tounolo, Lo cepilo npoaykuii Gyno
BHpofITeHo (BRINOYAIOHNH NaKyBAHHA/MAPKYBAHHI) T8 MPOBELEHO KOHTPOMS i #KOCTI Ha BHIE3asHAueRiH AinpHELI
¥ NnoBHiit Bignosigrocti 4 sumMoramMu GMP, BCTAHOBNCHHMI MICLIEBHM PETYIATOPHAM OPraHOM, 3 TAKOXK
BiANOBiAHO Mo crendiikauiif, mo MicTaThCS Y peecTpanitinoMy nocke abo Toprosift miuensii kpatan-ppoGamka
abo xpaiHH-iMTapTepa, AKIMO NPOIYKLIIO iMnopToBaHo, abo y nocse ciiemudiikatilf pa npenapar ans
IOChiZXKyBaHOTO Hikaperxora 3acoby. [Tpotoxony supobHHITEA, MAKYBAHHA T3 aHANI3ID 6yJ0 nepernaHyTo T4
BCTAHOBIEHO BiAnoRinHicTs GMP
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40 boulevard de Champaret, BOURGOIN-
JALLIEU, 38300, France
40, 6ynenap llamnape, BYPI'YEH-

PATHEON FRANCE
ITATEOH ®PAHIIIS

WATTRE, 38300, dpannis

Tel: +33 (0) 4 74 93 88 22, Fax: +33 (0) 4 74 93 87 94

Certificate of Quality
Ceprudikar sikocTi

Product: Synjardy®, film-coated tablets 12.5/1000 mg
Mpenapat: Cinpoxapai® Ttabaerkn, BRPUTi NiBxoBoio oboonkoro, 12,5 mr/1000 mr

Batch number/ Hoaep cepil: 312057A Number of analysis/Homep avanizy: 700297390
Test Specification Test result Unit
Burnpobysanns Crienudikantia Pezynerar OnpHuLR
Description Dark brownish purple, oval, biconvex conforms
¢visual test) film-coaled tablets, one side debossed
with Boehringer Ingelheim company
symbol and "S12", the other side is
debossed with "1000"
Onire Opaneii AROOTYRAL TA6NETKH, RBRPATI Binnosizae
{RizyansHnti Tect) naisxosolo ofononkor, (ionerono-
KOpPHYEICBOTO KONBOPY, 3 TPABilOBAHITAN
cumpoay xomnanil «Bepirrep
lurennxaiive Ta «312» 3 opsoro 6oy Ta
rpagiroeannas « H000» 2 iHworo Goky.
Identification The retention titne of the active ingredient conforms
Empagliflozin obtained with the test solution must
(Liquid chramutography) correspond to that obtained with the
standard solution.
Tnermudiscanisn Uac yTPHMYBANHS Niky aicrasHer Binmoninae
Entmarniduroans (pigunna cyBeTaHii Ha xponaTorpami
xpovaTorpagic) BROPOBYRAHOIO POIYHHY NOBMHEH
BIATIOBINATY YACY YTPHMYBAHHA iKY
axTimHol cyGeTannil Ba xpmuamrpgm
CTAHAAPTHOTO POIHHAY, (CHO
Identification The UV spectrum 5 mg‘ﬁedif\ conforms
Empaglifiozin (Liguid obtained with the t¢st-splution i
chromatography) correspond to thafoftdined withitie! 1 1 I
standard solutior "
InenTrdirania V-enextp H@&{L M Binnozrigae
Emnarsidnosirg (pianana  cyGeramil Ha xposaro
xposatorpadia} BUnPOGYBAHOTO i
pianosiaaTy Y@-ciy *ﬁ'“‘
axrHRHOT cyOcTanuj B\ \‘-\
CTAHAAPTHOTO POSYHHY. & -
Identification The retention time of the active mgredient conforms
Moetformin Hydrochloride ohtained with the test solution must
(Liquid chromatography) correspond to that obtained with the
standard solution.
InenTudiirania YHac yTpHMYBRHHR TTiKy akTHBHOL Binnosigac
Merdopatiny rigpoxagopin  cySeTaHIl Ha XPOMATOrpaMi
(pinuuma xpastaTorpadia) EARPOOYBAHOTG POIMMEY MaE
BignoRixaTH YACY YIPUMYSAHHS MKy
axTustol cyGerannil Ha xpomartorpani
CTAHIAAPTHOO PO3UNHY.
Cropitka 3 3 8 C0Q-152014-V01



40 boulevard de Champaret, BOURGOIN-

JALLIEU, 38300, France PATHEON FRANCE
40, Gym.aap LI , BYPTVEH-
HCAJTLE, 38300, Dparuia ITATEOH ®PAHILS

Tel: +33 (0) 4 74 93 88 22, Fax: +33 (0)4 74 93 8794

Certificate of Quality
Ceprudixar sikocri

Product: Synjardy®, film-coated tablets 12.5/1000 mg
IIpenapat: Cinmxapai® rabirerky, BRpHTI IUIIBKOB0IO 060M0HK010, 12,5 Mr/1000 mr

Batch munber/ Homep cepif: 312057A Number of analysis/Hoaep anamiay: 700297390

Test Specification Test result Unit
BunpoByranns Cneamdyixanis Peaynrrar Cpununs
Identification The UV spectrum of the active ingredient conforms
Metformin Hydrochloride  obtained with the test solution must
(Liquid chromaiography) correspond to that obtained with the
standard solution.
IaenTudirauis YO-griexTp norniHaHiE aKTHBHOT Bianonigae
Metdopminy rinpoxmopur  cyberanuil Ha xpanararpanmi
{piavera xpomarorpadis) BHIIpOSYBaHOTO PO3YHHY NOBRHEH
EiznopigaTH Y@-CHEKTPY NOrTHHAHAS
axrwnnol cyberanuil #a xpoMaTOrpaMi
CTAHJAPTHOrD POIHHHY.
Unifarmity of dosnge units Label claim: 12.5 mg/tablet conforms
Empaglifiozin by Content Requirement A (n=10)
Uniformity The acceptance value: < 15.0% Acceptance Value:
(Liguid chromatography) Requirement B (n=30): £ 15.0 % 1.7 %%
no individual value is less than 0,75 M
nor imore than 1.25 M
M = refarence vatue according to
Ph.Eur,/USP/AP
Oanoplpnicee godopamax oNtHEME  3asaineHe axavemiss 12,5 Mr/fTabn Biznosigae
Eamarsiduroarn An=10)<150%
{pianuia xpamarorpapis) Bn=30)<150% Ionycrama mexa;
Honue 1 iRANBIOYANBHHX 3HASCHDL He "
nosKE#o GyTH Mernuze 0,75 M i 6inbme 1.7
1,25 M —_
P PG UHID D THO 00
JUSPAIP (%,
Uniformity of dosage units g
Metformin Hydrochloride gmb co.nforms
by Mass Variation {Weighing) Aeceptngs Vatue;
R;i) 2.2 %
iwllvidual value is less (Im? QQ‘ M
no \-.-:---- {lgm L2SM 7/
Pl 3 iu%wmg,
< _"':;; N
Cropiuka 43 8 COQ-152014-V01




40 boulevard de Champaret, BOURGOIN-

JALLIEU, 38300, France PATHEON FRANCE
40, 6 1T BYPI'VEH-
JKAJTHE. 38300, Oparcia IIATEOH @PAHIIA

Tel: +33 (0Y4 74 93 88 22, Fax: +33 (004 74 93 87 94

Certificate of Quality
Ceprudikar sixocti

Product: Synjardy®, film-coated tablets 12.5/1000 mg
Ipenapat: Cimoxapai® Taénerku, BkpaTi nuiskosoio o6omonkoero, 12,5 mr/1000 mr

Batch number/ Hontep cepift 312057A Number of analysis/Homep ananisy: 700297190
Test Specification Unit
Bunpobypanns Creundiixanis OnuHuLs
OanopinnieTs gosasannx ognuaun  Jaapneue sHadenss: 1000 mr/frabn Bignopinze
Merdapminy rinpoxnopua  A(n=10)515,0%
{pospaxysrosa-arosHli MeTol) B (n=30}<[5,0%, Jonyctima Mexa;
Xonue 3 iHIHBIAYANEHIX SHATEHL HE 22 %
noBuHHO 6yTH Mekue 0,75 M | Sinwie
1,25 M
M = sajane sSHAYCHEA BiATOBIAHO KO
pmvor Ph,Eur. JUSF/IP
Active ingredient degradation
Empagliflozin
{Lignid chramatography)
CD 12907 <0.5% not detectable %
Any unspecified degradation <0.2% not detectable %
product
Totai degradation products <1.2% nat detectable %
HpopywT pospany akTnemof
cySeranul! :
Enrnarniguroyisa
{piamen xpomarorpadia}
CD 12907 50.5% He puasneno %
Byab-axuit necreundivnnit  <0.2% He BugsneHo
MPORYKT Pa3Tany
Cywva mpogyrTie posnaxy  <12% : He Bugpaeno %

Active ingredient degradation
Metformin Hydrochloride
(Liquid chraomatography)
Any unspecified degradation <0.10 %
product
Totnl degradation products <0.60 %

Tiponykr po3nany axrienal
cyScrannft
Metdopminy rigpoxmopia
{pinunna xpomarorpadia)
Byas-aunii vecmenudivunit  <0.10%
TPORYKT poInany

Cyna nponykrin po3nagy <0.60 % %

Cropiuxa 52 8 COQ-152014-V01



40 boulevard de Champaret, BOURGOIN-
JALLIEU, 38300, France PATHEON FRANCE

40, Bynerap llamnape, BYPT'YEH-
}[{AJ%'BG, ;%300, dipl;nuin HATEOH ®P AHHIH

Tel: +33 (0) 4 74 93 88 22, Fax: +33 (0) 4 74 93 8794

Certificate of Quality
Ceprudixar saxocTi

Product: Synjardy®, film-coated tablets 12.5/1000 mg
Ilpenapat: Cingapai® TaGnerxu, Brpuri niiskosok o6osionicors, 12,5 mr/1000 mr

Batch numiber/ Honep cepii: 312057A Number of analysis/Homep ananizy: 700297390
Test Specification Unit
BrnpobypaHHs Creuudirariis OnunHuA
Assay

Empagliflozin 95.0 % - 105.0 % of stated content 100.3 %

(Llquid chromatography)
KinbxicHe susHavieHHs

Emnarniguroarm 95,0 % - (05,0 % Bin sagasneHoro BMIicTY 1003 %
(pimnkxua xpomarorpatin
Assay
Metformin Hydrochloride 95.0 % - 105.0 % of stated content 299 %
{Liquid chromatography)
Klnukicne pirsnauenns 95,0 % - 105,0 % Ein 38AB0EHOTO AMICTY 999 %
Metdopainy rigpoxmopiin
{piuua xposarorpadia)
Dissolution
Empagliflozin Time: 20 min
(Liquid chromatogsaphy) Requirement Q: 80 %
Stage | - S1 {n=6): 06-94-99.99-98-96 %
Each unit i3 not less than Q + 5 %.
Stage 2 - S2 (n=5);
Average of 12 units (S1 + 82) is equal to
or-greater.than Q and ;
\ - AV: 97 %
oV Stage 3 3} A
Avériigé of ll t3Y(S1 + 82 +83) is
ha( )&qhn‘l & é:i‘h :&h Q, not more than
umt AT 4 15 % and no unit
E: 25 B
PojunHenms )
Ennarnidutosim Yac:20xn S /*

{pinvpna xpovarorpadia) 8,
-3 @s0): 96-94-99-99-98-96 %
-'s'r.a- bm;um He nMeHile Q + 5 %,

Cragin 2 - 82 (n=6):

Cepenne mauerud 3 12 opaanue (S1+52)

nopiasoe abo Gloswe Q, i scopuol CEpEJHE SHASICHHA:
OAMHHLI MeHue (G - 15 %,

Cranix 3 - 83 (n=12): 97 %
CepesxtHe 3HaueHHA 3 24 OAHHHL (S 1+

$2+83) nopistoe 260 Binsie Q, He

Sinbme 2 onuHUIE Mennte Q-15%, i e

Gineie 1 opuuni mennte Q - 25 %,

Cropinka 63 8 COQ-152014-V01



40 boulevard de Champaret, BOURGOIN-

JALLIEU, 38300, France PATHEON FRANCE
40, Gyaseap Ulamnape, BYPI'YEH- HATEOH dP AHI_U S
JKAJTHE, 38300, @pawiia

Tel: 433 (0) 4 74 93 88 22, Fax: +33 (0) 4 74 93 87 94

Certificate of Quality
Ceprudikar sikocTi

Product: Synjardy®, film-coated tablets 12.5/1000 mg
Hpenapar: Cingxapai® Tadsueriu, BKpuTi miskosolo o6omonxoro, 12,5 mr/1000 mr

Batcl: number/ Homep cepift 312057A Number of analysis/Honmep ananisy: 700297390
Test Specification Unit
Bunpobysanus Crteundhixauis Onusuug
Dissolution
Metformin Hydrochiorlde  Time: 20 min
{Liquid chramatography) Requirement Q: 80 % _
Stage 1 - S1 (n=6); 97-94-99-99.98-97 %

Each unit is not less than Q + 5 %.
Stage 2 - S2 (n=6):
Average of 12 units (S1 + 82) is equal to
or greafer than Q and -
no unit is fess than Q - 15 %. AV 7 %
Stage.3 - 83 (p=12):
Average of 24 units (81 + 82 + 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 %.
Possitnenns

Merpopminy rigpoxnopup Yac: 20 xa

{pimmmnia xpomaTorpathing Bymora Q: 80 %
Craaia 1 - S1 {n=0): 97-94-99-99-98-97 %
Kookua aayHsus ve mexwe Q + 5 %.
Crazis 2 - 82 (n=6):
Cepense 3nayenns 3 12 opunnus (S14-82)
nopirmoe abo Ginswe Q, 1 ool CEPEAHE SHAYSHHA
oanrmyi mexme Q - 15 %. o7 %
Craaia 3 - 83 (n~=12):
Cepeane sHauenna 3 24 oguuuns (S
852+53) ropiamoe abo Sinktoe Q,
Ginume 2 opnnns sewne Q-15
Sinwme | oapmg pesmne Q -2

- nJad \9 \
JOKY vmm;\\

X
'--_u:_,_:~f‘
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o
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/13rHat

Microbiological quality*
Mixpoblonoriuna ugerora *

Total aerabic Not more than 10° CFU/g ¢ not a;
microbial conxt st ,S_/ %
‘ -

(TAMC) CFU/g
3aranuue unena agpodunx  He Ginsime, wix 10° KVOfe. -
micpoapraniasin (TAMC) KYO/r

Cropinka 73 § COQ-152014-V01



40 boulevard de Champaret, BOURGOIN-

JALLIEU, 38300, France PATHBEON FRANCE
40,6 m , BYPI'YEH-
WATTE, 38300, Gpaveta ITATEOH ®PAHLILA

Tel: +33 (0) 4 74 93 88 22, Fax: +33 (0) 4 74 93 87 94

Certificate of Quality
Ceprudirar sicoeri

Product: Synjardy®, film-coated tablets 12.5/1000 mg i
Hpenapar: Cingxxapai® tabnerin, BRpHTi utiskosoro o6ononxoro, 12,5 mr/1000 mr

Batch numbey/ Hanmep cepii: 312057A Number of analysis/Honep ananisy: 700297390
Test Specification Test result Unit
Burnpobynanma Creundixanis Pesynurar OaunnLa
Total combined Not more than 10° CFU/g ot analyzed
yeasts/moulds count
(TYMC) CFU/g _
3araante yieao He Ginnoie, aix 10* KYO/r He awanizosano
Apikaxonnx i maicenesnx rpulils
(FYMC) KYOnir
Escherichia coli Absentin 1 g not analyzed
Eschertchia coli Bigcyrwictsn | T He awanizopano

Remarks/TTpumitica:
*Performed at release only. Skip lot testing: one production batch per year.
* Anania npoBoiATE NP BUNYCKY 3 NepiognunieTo [ cepin Ha pix.

Resnlt/Peaynbrar: released/mpuaaTno;  05.02.2024
(release date)/(maTa sunycry)

Date of signature (CoQ)/ Jlata nignucauis (C51):
Qualified Person/¥nokhosaxkena ocoba:

Jullng VERGE
Product Quality Assuranca Pharmacist

Cropinka 82 8 COQ-152014-Vo1



IEPKABHA CJIYKBA 3 IIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMHU
Y JTHINIPONETPOBCBHKIN OBJACTI

Jninpo, nn.Co6opna,4, k. 601-605, 49005, Tem. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kog €JIPTIOY 37070665

BUCHOBOK
Npo AKiCTE BBE3eHOro B YKpaiHy JiKapcbKoro 3acoly
15.05.2024 Ne 24853/24/041F
CIHKAPII®

(naitMeHyBaHE NiKapCLKOro 3acoBy 3riaHo 3 peccTpaLiiiHHM NOCBITUCHHAM)
Ta6/eTKH, BKPHTI IUIIBKOBOIO 000JI0HK010, 12, 5 mr/1000 mr; mo 10 TabneTox B éaicrepi; mo
6 GuicTepin y kapTonHiii Kopobui

(dbopma BHITYCKY, N03YBAHHA, BHJL IAKYBAHHA JHKAPCHKONO 3acoby)

Homep peectpauiitoro nocsimaenns UA/15722/01/01 crpox aif peectpauifitoro nocsinuenna 01.01.2099

Cepis nixapcekoro 3acofy Ne 312045A KinskicTh BRE3eHOrO nikapchkoro sacoby 3107
BupoGHHK I[TATEOH ®PAHIILA, Opaniis
(nakimeHyBaHHs BUpOGHIKA Tixapcbkoro 3acoly, kpaina TIOXOKEHHA}
Baesexo B Ykpainy ToBapuerBo 3 o6Mexkenolo BianoBinanbRicTio "BaiM", igent. kon:
31816235

(HaliMenyBanHs Ta ko 3a €PTIOY fopHanuHOT ocobu a6o Mpilsuiue, iM's, 10 Garexoni
dpiauuHoT 0coBM - MANpHEML, Tf MiCHE NPOXKKBAHHA TA peccrpauifinuit HoMep obmikoBoi
KapTKH TIATHHKA N01aTKiB abo cepis Ta HoMep nacnopra)

TIpoToKoA Bi3yaaLHOre KOHTPOJTIO BiA 14.05.2024 N 07-01/1233/14.

3a pesy/bTaTaM# JEPKABHOTO KOHTPOMIO BCTAHOBICHO, mo Jikapchkuii 3aci6 BBescno B YkpaiHy 3
AOTPHMaHHSAM BHMOT 32KOHOJABCTEA IIOLO 3a6eaneveHHs AKOCT] JIIKapChKHX 3ac00iB.

B. 0. nauaisHEKa JlepxaBHoT cnyx0H 3
AiXapCHKHX 3ac00iB Ta KOHTPOMIO 3a
HapKkoTHKaMH y J{gimponeTpoBebKii

Harans MAHJTPUKA

(iniviamm Ta npispuie)

Hikiriuesa Okcana +38(066)345-41-71



40 boulevard de Champaret, BOURGOIN-
JALLIEU, 38300, France PATHEON FRANCE

40, Gynenap lamnape, BYPTVEH- OP -
WAJIRLE, 38300, Opanuis [TATEOH ®PAHII

Tel: +33 (0)4 74 93 88 22, Fax: +33 (0) 4 74 53 87 94

Certificate of Quality
Ceprudikar sxocti

Manufacturing Authorisation number releasing site/ Homep ninenait na aupafninyten eupofanka, Bianopigansrora 3a BROyCK
cepil: 2021_022_1_2

Manufscturing Authorisation number, issued by FDA, for manufacturer of tablets in buli/ Hontep niuenstt va supoSusureo,
suganol FDA, enpofiniiea, signosiganeHoro 3a BupoduinnTea TaGnetar "in bulk™: 143814544

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

IIpenapart: Cinpxapai® Tabaerkd, BKpUTi INIBKOBOI0 06010HKO00, 12,5 Mr/1000 Mr

Importing country/ Kpaina-imMrioprep: Ukraine/Ykpaina

Country of Manufacture/ Kpaina-eupobuuk: France/@paruis

Active ingredient/ Axrusuuii inrpenient: Empagliflozin/Metformin Hydrochloride, 12.5/1000 mg
Emnarmidnosugn / Merdopminy rinpoxnopua, 12,5/1000 mr

Marketing Authorisation Number; UA/15722/01/01 Valid tilk: perennial
Peectpauiine mocaimdenta: UA/15722/01/01 Hie no: Seacrpokoso

Type of the package: 10 tablets in a blister; 6 blisters in a carton box labelled in Ukrainian language.
Ynaxoska: no 10 tabnerok B 6nicrepi; no 6 GuicTepis y kapTorHili kKopoBL 3 MAPKYRAHHIM YKPATHCEKOW MORDIO,

Manufacturer of tablets in-bulks Patheon Puerto Rico, Inc
Bupofuuk, State Road # 670 Km, 2,7, Manati,
BigNOBimANEHUI 32 RAPOGHULTRO Tabiterok “in-bulk™ Puerto Rico (PR) 00674, United

- States

TareoH I'lyep'm Pako. Tux.

Releasing site/
Bupo6uuk, binnosindnenail sa BUyck
cepif

40, Gyneeap IJ.la.Mnape, BYPI'VEH-
XKAJIBE, 38300, Opannis

Cropinka 1 3 8 COQ-152014-V01



40 boulevard de Champaret, BOURGOIN-
JALLIEU, 38300, France PATHEON FRANCE

40, 6yneaap llamnape, EYPI'YEH- T p
XKAJLE, 38300, Opanmnis ITA EOH © AHHIH

Tel: +33 (0) 4 74 93 88 22, Fax: +33 (0) 4 74 93 87 94

Batch number/Homep cepit: 312045A
Date of Manufacture/Jara supobunurea:  26.10,.2023
Date of Expiry/Tlpupateuit no: 10,2026

Batch size/Posmip cepil’ 10.769 packages/ynaxoBku

Certification statement:

[ 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 ahove 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.

Crinorrrao wpo cepradinanin:

[um 1 3aceiguyro, mo nanexena sue iHdopMatis € TOCTOBIPHOIO T TOUHOK. Lio cepiro nponyxii 6yno
BHpoBNeHo (BITIOHRIOMH NAKYBAHHA/MAPKYBAHHH) TA (POBEACHO KOHTpAns ii AkocTi HA BUmesazHAuEHIH AiMBHUI
¥ NoBHiM BigmosigHoCTI 3 BMaraMn GMP, ReTaHORIEHUMY MicHeRwHM PEryRATOPHWM OpPraHOM, A TAKON
BiMOBiAHO Ko cneundikauilt, mo MicTaThes y peecTpartifinomy oche abo Toprorii itewsil kpainu-supobGuKa
aba kpaiu-iMnopTepa, AKIO NPOXYKUiK iMnopTosaHo, afo ¥ Jocke creundikaniit ua npenapar gns
AocnizKkyBaHoro Nikapeskoro 3acoby. [Iporokonu supobiuLTsa, NaKyBAHHA TA aHANI3IB GYNO NEPETASHYTO Ta
BCTAHOBIEHO BignosigHicTs GMP

2N
s )

LOKYMEHTIBNR)

Cropitxa 23 8 COQ-152014-v01



40 boulevard de Champaret, BOURGQOIN-

JALLIEU, 38300, France PATHEON FRANCE
40, 6yneeap LlaMmape, I:T-YPI"Y EH- [TIATEOH ®P A.HI[[H
HAJLE, 38300, Dparnis

Tel: +33 (0) 4 74 93 88 22, Fax: +33 (0) 4 74 93 87 94

Certificate of Quality
Ceprudikar axocTi

Product: Synjardy®, film-coated tablets 12.5/1000 mg
IIpenapar: Cigpxapai® radxerku, BKpuTi miIiBKoBow obosoHKo0, 12,5 Mr/1000 mMr

Batch number/ Homep cepiit 312045A Number of analysis/Homep ananizy: 700297491
Test Specification Test result Unit
BunpoGyBauHa _ Crierndikartis Pesynerar OnuHALuR
Description Dark brownish purple, oval, biconvex conforms

{Visual test) film—coated tablets, one side debossed ’

with Bochringer Ingelheim company

symbol and "S12", the other side is

debossed with "1000"
Omue ORankui ARCOMYRN} TaGNETKH, BKPUT Biznosinae
{nisyanenutt veeT) mniBkoeoio abononkor, hioneTaro-

KOPHYHCBOIO KONEOPY, 3 IPaBiloBaHHAM

CHMBOJTY koMnianil «Bepiurep

Harensxadivy Ta «S12» 3 ogHoro Goxy Ta

rpanitoBarEay «1000» 3 iHtoro Boky.

Identification The retention tirne of the active ingredient conforms
Empagliflozin abtained with the test solution must
{Liquid chromatagraphy) correspond to that obtained with the
standard solution.
IpenTrdivanin Hac yTpHMYBAHHS MKy aKTHRHOL Ringnorinae
Emnarnigmozun (pimmra cyGeranuii Ha xpomarorpasi
xpomararpadis) BHIPOGYBaHOr® POFUKHY MOBHHEH

BiAMOR{NATI HaCY YTPHMYBAHHA MIKY
axTHRHOT cyGeTannil ua xpoMarorpami

CTaHAAPTHOTO POIYHKY.
Identification The UV spectrum of the active ingredient conforms
Empagliflozin (Liquid 5 yrieshe test salution must
chromatography) 4 -.sﬁﬁespénd'iﬁ ghabtained with the
InerTHikania aKTHRHOT Biznosinae

/i)
0 y}acm luaxgciu .

Emnarmidurosus {pi ami
xpomarorpadis) 03+ 3| IOBHHEH
BEICy TIOTIHHAHHA
iR/ xpomaTorpami
Identification ~The: "\/ “ofthe active ingredient conforms
Metformin Hydrochloride Ted Wi test solution must
(Liquid chramatography) -t t obtained with the
standard solution.
Iaesrrndiircanis Yac yTpHMYBRHHES TTIKY AKTHBKOT Bignosizae
Metdopminy riapoxmopua  cylcranmil Ha xpomarorpami
(piguuna xpomaTacpalis) BHRpOGYRAHOTO PO3YKHY MBE

RiAnORINATH Yacy YIPUMYBAHEN MKy
axrHeHol cySeranuil Ba XpoMaTorpaMi
CTAHABPTHOTG POIYHHY.

Cropinka 33 8 COQ-152014-V01
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Certificate of Quality
Ceprudixar sixocri

Product: Synjardy®, film-coated tablets 12.5/1000 mg
Hpenapar: Ciapxapai® rabaetiu, BkpaTi IIBKOBOIO 060a0HK00, 12,5 Mr/1000 Mr

Batch number/ Homep cepil: 3120454

Number of analysis/Homep ananisy: ‘300297491

Test Specification Test result Unit
Bunpobysarug Creundikartia PeaynsTar Cpunaus
Identification The UV spectium of the active ingredient conforms
Metformin Hydrochloride  obtained with the test solution must
{Ligquid chromatography) correspond to that obtained with the
: standard solution.,
Inenrudixanin Vdocriekrp MOTIHHAHKA aKTUBNOT Biznosinae
Merhopuminy rigpowstopian  cyGeranuii Ha xpoMarorpami
(pizuHHs XpoMatorpadis) BrnpoSyBaHOre POSIHHY MORHHEH
BignoBiaTH YO-crextpy NOTNRHAHHS
akrueHol cySetanmil #a xpomarorpami
CTaHOapTHOTO POIYHHY,
Uniformity of dosage units Label claim: 12.5 mg/tablet eonforms
Empaglifiozin by Conteut Requirement A {n=10)
Uniformity The acceptance value; < 15.0% Acceptance Value:
(Liquid chromatography) Requirement B (n=30): < 15.0 % 2.1 %
no individual value is less than 0.75 M
nor more than 1.25 M
M = reference value according to
Ph.Eur./USPAP
OswopianicTs A030BAHEY OlUHBUE  3adBleAe IHAYCHHS: 12,5 Mrfrabn Bignositae

Emnarridnoaun
{pinanna xpomatorpadia}

Unifermity of dosage units
Metformin Hydrochloride

Cropiuxa 4 3 8

A(n—10)<150%

\ er Ph. Eurﬁ \
- gengtt 10) ,;5;

M= reference value according to
Ph.Eur /USFE/IP

Honycrama mexa:

2.1 %
conforms

Acceptance Value:
1.3 Y

COQ-152014-V01
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Certificate of Quality
Ceprudikar sikocti

Product: Synjardy®, film-coated tablets 12,5/1000 mg
IIpenapar: Cinpxapai® ra6aerkn, BRpuTi LIiBKOBOIO 06000HKO00, 12,5 MI/1000 Mr

Batch number/ Homep cepii: 312045A Number of analysis/fHoMmep ananisy: 700297491
Test : Specification Unit
Brnpobyranus Cnetudikauiz OnuHung
OnnopigeleTs golonanuy oAuHHNL  Jagenene aHawenrns: 1000 Mricabn Bignoeigac
Merdqopminy rigpoxnopun A(n=10)<150%
(pospaxynxoso-sarosnit Meto) B (n=30}< 15,0%, JomycTama Mexa:
Hogwe 3 ivguBigyanbHiy JHATEHE He 1.3 %
HOBKEHO Gyri mMentre 0,75 M | 6imsme
1,25M
M = 3agane anaveHHn sigmosimmo go
sumor Ph.Eur USP/JP

Active Ingredient degradation
Empagliflozin
{Liquid chromatography)

CD 12907 <05% not detectable %
Any unspecified degradation <0.2% not detectable %
product
Total degradation products <12% not detectable %
Tipoayxr poanany akTuRHOL

cySeranuit
Emnarnidnonun
{pingrna xposigTorpadit)
CD 12907 <0.5% CHOIO He susnnero %
Byae-siuit wecneundgiunntt  <0.2% S f—\i’z) “, He pnsaBnero %
npoayxT posnagy L e,

Cyma npoayxria poanaay <1.2% NOKYME! ITIB \, He Brasmero %

Active ingredient degradation £ =
Metformin Hydrochloride
{Liquid chromatagraphy) .
Any unspecified degradation <0.10% ; Dh? detectable 71
product . N SR

Total degradation praducts < 0.60 % N 3181 ‘(,‘\\ # detectable %

ITpoayxT posnagy akTiBuof
cyficranuil
Merdopminy riapoxmopin
(pimeuea xposarorpadis)
Byne-sxuit necnenndivnnt  <0,10 % He puannena
IPOOYKT po3naay
Cyma npoaywris poanagy  <0.60 % He ansnieno

Cropinxa 53 8 COQ-152014-V01
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Certificate of Quality
Ceprudikar sxocri

Product: Synjardy®, film-coated tablets 12.5/1000 mg
IIpenapat: Cinmpxapai® Tabrerku, BKPUTI IUliBKOBOIG 060JI0HK010, 12,5 Mr/1000 Mr

Batch number/ Homep cepii: 312045A Number of analysis/Homep auanizy: 700297491
Test Specification Unit
Bunpobysakns Crerudiiraria Oaunua
Assay

Empaglifiozin 95.0% - 105.0 % aof stated content 100.3 %

{Liquid chramatography)
KinnxicHe BHIHAMEHHA

Ensnarnidmosmns 95,0 % - 105,0 % bipg 3aneneHoTO BMiCTY 1003 %
{planera xpomarorpadia)
Assay
Metformin Hydrochloride 95.0 % - 105.0 % of stated content 100.0
(Liquld chromatography)
Kinukicke BHIHAMEHHS 95,0 % - 105,0 % eig sasnmenoro smicty 100.0
Merdopminy rinpoxropun
{pinunna xposararpadis) «
Dissolution
Empagliflozin Time: 20 min
{Liquid chromatography) Requirement Q: 80 %
: Stage [ - 81 (n=6): 99-102-101-102-100-100 %
Each unit |5 not Iess than Q + 5 %.
2} is equal to
AV: 100 %
- a-ﬁ dore than
“} nits are less than Q - d—ﬁ P& d no unit
PosvuHeHHs
Emnarmiduosuu
(pimmes xposarorparbia)

99-102-101-102-100-100 %

Koaaa oparuug Be Menine Q + 5 %.
Crapin 2 - 82 (n=6):
Cepegre sHaueHHs 3 [2 opumuuE (S 1+52)

Aopisioe abo Himswe Q, i xoanoi CEPEHE 3HAYCHHA;
ofuHHI MeHIIe 3 - 15 %.
Cragia 3 - 83 (n=12): 100 %

Cepenne 3uaueHa 3 24 ogunaus (S1+
$2+83) popisHro &80 Binsme Q, He
6insiue 2 oguHHL MeHite O-15%, 1| ne
Ginetre | opuam Merme Q - 25 %.

Ctopinka 63 8 COQ-152014-V01
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Certificate of Quality
Cepradikar srocrti

Product: Synjardy®, film-coated tablets 12.5/1000 mg
Ilpenapar: Cinmxapai® Tabnerxu, BRpaTi tiiigxoBoI0 06010HK010, 12,5 Mr/1000 mr

Batch number/ Homep cepil: 312045A Number of analysis/Homep ananisy: 700297491
Test Speciftcation Unit
Bunpotyeauna Cremmdiiraria OnnHung
Dissolution
Metformin Hydrochioride Time: 20 min
{Liquid chremustopraphy) Requirement Q: 80 %
. Stage 1 - 51 (n=6): 100-99-99-100-100-100 %

Each unit is not less than Q + 5 %.

Stage 2 - 32 (n=6):

Average of 12 units (81 + 82) is equal to

ot greater than Q and AV: 100 %
no unit is less than Q - 15 %,

Stage 3 - 53 (n=12);

Average of 24 units (51 + 82 + 83) is

cqual to or greater than Q, not mote than

2 unijts are jess than Q - 15 % and no unit

is less than Q - 25 %.

Pozqunenq
Merdopsiny rigpoxnopur  Wac: 20 xa
(piannna xpasserorpagix) Brmuora Q: 80 %

Craais 1 - S1 (n=6): 100-99-99-100-100-100 %
Koxna opseuus He Mexme Q + 5 %,

Crania 2 - S2 (n=6);

Cepemie anayenna 3 12 ogurnys (§1+52)

Bopintoe 460 Gliswe a,.;: aiEni 1, ) 2 CEPeane IHAYCHHR:
onuHMn MeHme Q - 18 % — z,) 100 %Y
Cragia 3 - 33 (0=13 jamte! J”/\
Cepenne 3HaueHaf/ S MTIB \,
52+83) ,uopmmoaaa Glﬁg?lﬂb‘fli ‘
Binsime 2 0nMHHA i 5 HnaEI gﬁﬂM
finkime 1 onweM & h,
] a\ {-1 f
Microblologieal quality* e\
Mixpobionariuns yiucrora ¥
Total agrobie Not mere than 10* CF not analyzed
microbial count
{TAMC) CFU/g Cu P
3arasnne uneno sepobimix  He Ginwne, wise I®KYQL . o k He aHanizosaHo

mikcpooprauiamis (FAMC) KYOA-

Cropisa 7 3 8 COQ-152014-V01



40 boulevard de Champarel, BOURGOIN-

JALLIEU, 38300, France PATHEON FRANCE
40, 6ynerap [amnape, BYPI'YEH- -
WATTLE, 38300, Opanuis IIATEOH (DPAI‘H_U_H

Tel: +33 (0)4 7493 8822, Fax: +33 (D)4 7493 87 N

Certificate of Quality
Ceprudirar sikocri

Product: Synjardy®, film-coated tablets 12.5/1000 mg
Hpenapat: Cinpxapai® rabirerkn, BKpaTi nuisKoBo0 0o6omonkow, 12,5 Mr/1000 mr

Batch number/ Homep cepii: 3120454 Number of analysis/Homep ananizy: 700297491
Test Specification Test result Unit
Burnpobysarua Cneundikanis PeaynkTar Opnauns
Total combined Not more than 102 CFU/g not analyzed
yeasts/moulds count
(TYMC) CFU/g
3aranpHe unCAo He Ginewe, wix 10? KYO/Ir He ananizonang
apixxosnx i mricenesnx rpniin
(TYMC) KYO/r
Escherichia coli Absentin | g not analyzed
Escherichia coli Bincymnicrs B L 1 He ananisopato

Remarks/TTpumitka:
*Performed at release only. Skip lot festing: one production batch per year.,
* AHarni3 npoBoAATE NPH BUAYCKY 2 ncpioauuHicTio | cepis Ha pik.

WCHOM

2y
e

Result/Pesynutar: released/mpugarno:  01.02.2024
{release date)/(gaTa BRNycKy)

: s Q@.

/ QOKYMEHTIB %

PATHEON FRANCE

Date of signature (CoQ)/ Hara nigmucanna (CA):
Qualified Person/¥YnorHosakena ocaba;

Juline VERGE
Product Qusiity Assurance Pharmacist

Cropinka B3 8 COQ-152014-V01



JEPIKABHA CJIYKBA 3 JIIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMU Y KUIBCLKIN OBJACTI

npos. Caitanynoi Haaif, 3, M.Kuin, 02099, ren/faxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Koy €IPIIOY 37078774

BICHOBOK

PO AKICTH BBE3CHOTO B YKpainy jJikapcbKoro 3acofy

26.08.2024 Ne 41318/24/10

CIHIKAPII®
(saiimenynarng nikapceKoro sacoBy 3riane 3 peecTpadiiiing nocsig4eHHn)
Tabaerki, BRpuTi naiBKoBoI0 060s101K010, 12,5 Mr/1000 mr, o 10 Tabuerox B OaicTepi; wo 6
faicTepiB y kapTonniii Kopo0Oui
(hopmMa BITYCRY, AO3YBANHA, BILL HAKYBRHIA nikapeukoro sucoby)

Homep peecrpauiitnoro nocsiauenns UA/15722/01/01 crpox nii peectpauiiinoro noceiguenns 01.01.2099

Cepis nikaperxoro zacofy Ne 314296A Kinbxicts paeseroro nikapeskoro 3acody 10990
BupoGHitic [TATEOH ®PAHIIL, ®pasuis
(Haitvenysanns supobuika nikapeeroro 3acofly, kpaiia moxopKeHHH)
Bseacro B Yipainy Criapne yrpaincbKo-eCTOHCHKE HIANPHEMETBO Y hopai Tosapicraa
3 obmexetro10 Bignosizanenicrio "Onrima-Mapm, JITI", inenr. won:
21642228

(naiimenysannn ra ko 3a €EAPTIOY jopnmiuol veobil aéo npiasie, iM'g, no GaTeroi Giytenod
ocofir - nianpuemus, il Micue npoxusBulne Ta pecetpadiiingii Hosep oGaikonol ¥apTem naaTHIKa
noaaTkie a0 cepif Ta HOMEp ITacnopTa)

[Ipotokon Bisyamsnoro xourposio via 19.08.2024 Na 2441/19,

30 peavapTAraMIl IEPHKABHOrD KOHTPOMNIO BCTAHOBNEHO, 10 mikapehkpil 3acid Beeseno B Yipalny 3
JOTPHMAHHSIM s1tMOr 30KOHOIABCTEA MO0 3a0e3renens aKocTi nixapesix 3acobin,

”é : CQ_L;/ Bixtop CTEGKIBCHKMM

G : B S s :
i o (e~ (iniuiann o npisssiie)
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Tel: 433 (0)4 74 93 88 22, Fax: +33 (0) 4 74 93 87 94

Certificate of Quality
Ceprudikar sIKocTi

Manufacturing Authorisation number veleasing site/ Homep ninensly ua supo@unureo supofuuica, pigmonignuore an punyek
cepii: 2021 022 1 2

Manufacturing Authoiisation number, issued by FDA, for neaiufactiver of tablets in bulk/ Honsep amiuensil na supoGunnrso,

ninanoi DA, supofimiea, sinnopiaansnoro 3a snpedunureo Tabaerar "in bulk™; 143814544

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

IMpenapar: Cinjerapai® radaerku, BRPUTI miaiskosoio obojaonkoro, 12,5 mr/1000 mr

Importing country/ Kpaiua-imnoprep: Ukraine/Vxpaitia

Country of Manufacture/ Kpaina-supoGuuk: France/@panitia

Active ingredient/ Axrusuii irpenient: Empagliflozin/Metformin Hydrochloride, 12.5/1000 mg
BEmnarnidaosun / MerdopMiny rigpoxnopr, 12,5/1000 mr

Marketing Authorisation Number: UA/15722/01/01 Valid till: perennial
Pecerpaitiiine noesipdenss: UAS15722/01/0] Jlie ji0: Ge3cTpokoRo

Type of the package: 10 tablets in a blister; 6 blisters in a carton box labelled in Ukrainian language.
Viakonka: o 1 raGreror » Gpicrepl; o 6 6nicTepin ¥ kapTroHHIA KOPOOUL 3 MAPKYRAHIAM YKPATHCRKOIO MOBOTO,

Manufacturer of tablets in-bulle/ Patheon Puerto Rico, Ine

Bupobnu, State Road # 670 K, 2,7, Manati,

BiNOBLAAIEHKH 34 ppobunurso tabreror "in-bulk™ Puerto Rico (PR) 00674, United
States

TTareon Tyepro Pako. Tak,

Creitr Poya Ne 670, 2,7 &,
Mauari, Iyepro-Puke (TTIP), 00674,
Croiyueni Hlrary Amepuu

Releasing site/ PATHEON FRANCE

Bupofinuk, BIANoBifansHE 38 BHITYCK 40 boulevard de Champaret,

cepit: BOURGOIN-JALLIEL, 38300,
France

[TATEOH ®PAHLILL, _
40, 6yaneap [Tlamnape, BYPTYEN-
HANLE, 38300, Dpannia

Cropivka | 3 8

A cooe. /293 é’/ rE.OF 2oe e, Ma{ : /z.z"’;{é







40 boulevard de Champaret, BOURGOIN- . Fi :
JALLIEU, 38300, France PATHEON FRANCE

40, Gysssap Hlamnape, BYPI'YEHR- TTATEOH OPAHILISA

JCAILE, 38300, Dpanuis

Tel: 433 (0)4 74 93 88 22, Fax: +33 (0)4 74 93 87 94

Batch number/Homep cepil;  314296A
Date of Manufacture/Jdara pupoCruurea: 17122023
Date of Expiry/IIpugariuii po: 12.2026

Batch size/Poamip cepil: 10990 packages/yriakorkn

Certification statement:

1 liereby certify that the information hercinabove is true and corvect. This product batch has been manufactured
(including packaging/labeling) end 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,

CrizouTeo npo ceprudiraniio:

[lum o sacsinuyio, Lo HaneAera nulle indopManis € qoctosiprowo T4 roursoto. Lo cepiro nipopyirii Gyno
BUPOBIIEHO (BIINOUAIOUM NAKYRAHHAMAPKYBANH) Td [POBCACHO KOHTpoin 1T $k0eTi Ha BILesaIHadeHii JUNBHALL
y nosii sinosignocri 3 sumoramu GMP, BCTAHOBNEHMMH MICLEEAM PErYANTOPHHM OPIaHOM, 4 TAKOIMK
wisrmoniao o enetdikauiil, wo MieTaTees y peectpauiitiomy moene abo topronii nivensit kpainu-nupofinuka
60 kpalHI-iMIopTePa, AKILO POAYKLIIO IMnopTorano, abo y gocke crietmdikaniit va npenapar ang
AGENDKYBAHOTO AlKapcbioro 3acoly, ITpoTokomt BUpOBHULTREA, TAKYBAHHS Ta aHanizin By0 HeperiiyTa 1a
peTanonaeto sitopignicrs GMP

Cropiuxa 23§
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40 boulevard de Champaret, BOURGOIN-
JALLIEU, 38300, France

40, Gynnsap Ulanmape, BYPTVEH-
KATILE, 38300, dpannia

PATHEON FRANCE
ITATEOH ®PAHLII

Tel: +33 (014 74 93 88 22, Fax: +33 (0) 4 74 93 87 94

Certificate of Quality
Ceprudikar sikoeri

Produet: Synjardy®, film-coated tablets 12.5/1000 mg
ITpenapar; Cinprapui® Tabrerky, BRPUTI HIIBKOBOKO oboaonkoro, 12,5 mr/1000 mr

Bateh number/ Homep cepiit 3142964 Number of analysis/Homep ananisy: 700300257
Test Specification Test result Unit
Burnpobynanus Cneupdixauis Pesyinrar Opuen
Deseription Dark brownish purple, aval, biconvex conforms
(Visual test) film-coated tablets, one side debossed
with Boehringer Ingelheim company
symbol and "S12", the other side is
debossed with "1000"
Onne Opansei IBoonyini TabneTyu, BKPATI Binnosinac
(nisyanuunt reet) THBKOBOIO 0B0IOHKOIO, (HIONETOR0-
KOPHMHEROTO KOMLOPY, % I'PaBlloBarHAM
CHMBOJY KomUanil ¢Bepidrep
Turentxaibyy ta «S12%» 3 oanoro Doxy T4
rpariioRaHAM « [000y 3 iHmoro Goxy.
Identitication The retention time of the active ingredient conforms
Empagliflozin obtained with the test solution must
{Liquid chromatography) correspond to that obtained with the
standard solution,
Tnewrndiranin Hae yrpusMysanss nicy arTunHoi Bixnopinac
Ertnaryiduiosun (piasg cybeTaHLl Ha xpoyarorpanti
xpomaTorpadis) RUNPABYBAHOTO POUUHY TIORWHEH
RIANORIIATH YACY YTPUMYRAHNA 1y
AIRTHBHOT CyOCTaHLIT Ha XPOMATOrani
CTAHUBPTHOTO POIWINY,
ldentification The UV spectrum of the active ingredient conforms
Ewmpagliflozin (Liguid obtained with the test solution must
chiomatography) correspond to that obtained with the
standard solution,
Inenridicania Ve et noriHat g akrnsnol Binnonigas
Emmaraidioins (puinsa cyBUTAHLIT HA XpoMATOTpami
xpomarorpadis) BHIPOOYRAHOIG POSUHAY TOBHHEH
pianosigaTy YA -oneerpy norauHarus
arrusHoY cyBeTanil Ha XpoMaTorpami
CTARIAPTHOTO POIIHAY,
Tdentification The retention time of the active ingredient confornis
Metformin Hydrochloride — obtained with the test solution must
{Liguid chromatography) correspond to that obtained with the
standard solution,
Lnenrudinanis Hac yTpuMyBarHs Diky aKiusHol Bianoninae

Merdopminy rizpoxnopi

(pinviya xpoMarorpain)

Cropimca 3 2 8

cyBoTantii Ha xpomarorpami
BUIPOOYBHHOTG PO3viiy Mac
RIINORIIATY HACY YTPHMYBANNS Ty
areusnol cyGerauuil Ha XpoMaTorpami
CTAHAAPTHOTO PO3HHY.







40 boulevard de Champaret, BOURGOIN-

JTALLIEU, 38300, 'rance
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Tel: +33 (0)4 74 93 88 22, Fax: 433 (0) 4 74 93 87 94

PATHEON FRANCE
ITATEOH ®PAHILA

Certificate of Quality
Ceprudixar srocri

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

penapar: Cinpxapui® TadieTku, BRKPHTI IVIBROBOIO 000J0HKOI0, 12,5 mr/1000 mr

Number of analysis/H

13y 700300257

Batch number/ Homep cepiit 3142

Test
Bunpobyuatiis

A6A

OMEp aHaln

Specification
Crenndirariis

Identification
Metlormin Hydrochloride
(Liguid chromatography)

Laenrirpikanin
Merdopminy riapoxnopua
(prumsna xposarorpadia)

Uniformity of dosage units
Fmpaglifiozin by Content
Uniformity
{Liquid chromatography)

OiopiguicTs L030BAHAX OIHHHIE
Emnaraidaoiny
{plannnn xponarorpalhis)

Uniformity of dosage units
Metformin Hydrochloride
by Mass Variation (Weighing)

Cropinka 43 8

The UV spectrum of the active ingredient
obrained with the test solution must
correspond to that obtained with ihe
‘standard solution.

V-crerrp NTOTTMHAHAA dKTREHOT
cyBeTaHOT Ha XpoMATOrpani
BUIPOGYBAHOTO POTLIHY TTORIHEH
wignorimaty Y-cnekTpy nornuHanHs
AKTHRHOT cyDeTanuil va xpoMaTorpani
CTAHIAPTHOTO PO3YUTTY, -

Label claim: 12,5 mg/tablet
Requirement A (n=10)

The acceptance vale: = 15.0 %
Requirement B (n=30): = 15.0%

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

M = reference value according to
Ph.Eur /USP/IP

Jugpnene sHavenua: 12,5 mrfato
An=10)=150%
B(n=30)<150%

JKogue 3 iHanBigyanLEMY SHAMEHD BE
nopuiio Gyt Merme (1,75 M i 6innine
1,25 M

M = sanae suadeys Bigosiano 1o
auntor Ph.BEwr /USPAP

Label claim: 1000 mg/tablet
Requirement A (n=10)

The aceeptance value: < 15.0 %
Requirement B (n=30): < 15.0 %

no individunl value is less than 0.75 M
nor move than 125 M

M = reference value according to
Ph.Eur AUSPAIP

Test result Unit
Peaymurar Onuanug

conforms
Rinnoninae

conforms

Acceptance Value:
e o
Bianosinae
JlonyerunMa mMena:
1.5 Y

conforms
Acceptance Value;

1.6 %%
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40 boulevard de Champaret, BOURGOIN-

JALLIEU, 38300, France PATHEON FRANCE

40, 6yansap Ulamnape, BYPIYEH- IATEOH ®PAHILL
HKAJILE, 38300, Opanis HATEOH OP _“ﬂ

Tel: +33 (0)4 74 93 68 22, Fax. +33 (0) 4 74 93 87 94

Certificate of Quality
Ceprudikar sikocri

Product: Synjardy®, film-coated tablets 12.5/1000 mg
Ipenapar: Cinprapai® radimerky, BRpUTi NIiBKOROIO 060a00K010, 12,5 Mr/1000 M1

Batch number/ Homep cepiis 3142964 Number of analysis/Homep aganiay: 700300257

Test Specification ' Unit

Bunpobyeass Crieundixaris Oppuamus
Qanopinuicrs 1030BANUX OLUHNLL  Jansaese sHauedun: 1000 so/radn Binnosinae
Metdopainy rigpoxsopua - A (n= 10) £ 150 %
{pO3PAXYHKOBO-Raronuil Metos) Bn=30)<1350%, Jlomycruma Meka:
Hoane 3 IHOAMBIAYRIBHIX 3HAYCHL HE 1.6 %
nopKHAG OyTH Mennre 0,75 M i Sinslue
1,25 M

M = 3apaHe sHAMEHHS BIUNOBIAHO O
suMor Ph.Ewr./USP/AIP
Active ingredient degradation

Empaglifiozin

(Liquid chramatography)

Ch 12907 < 0.5 % not detectable Y
Any vnspeeified degradation = 0.2% not detectable %
produoct

Total degradation produets  <1.2% not detectable %

Mpogysr poinany axTHREOT
cyberanmii

Enmnaraiaoinn

{pramyna xpomatorpagin)

D 12907 =05 % He nusmieno %
Byab-nruii necrneundiuanii  =<0.2% He nuganeno %,
HPOAYICT POIBALY

CyMu npoayKRTiB postagy <1.2% He suasneno C%

Active ingredient degradation
Metformin Hydrocharide
{Liguid chromatopraphy)

Any unspecified degradation = 0.10 % not detectable Y
product
Total degradation products = 0,60 % not detectable e

Npoayier posnajy akruniof
eyheranuil
Merpopminy riapoxjopis,
(pimna xpomarorpatia)
bByau-sienii Heeneunivmdi < 0,10 %
POAYIRT POIHATY
Cyma npoayRTie posmany = (.60 %

Cropita 53 8







40 boulevard de Champaret, BOURGOIN-

JALLIELL 38300, France

40, 6ynnsap Wamnape, BYPTYEH-

KATTRE, 38300, dpanuis

PATHEON FRANCE
ITATEOH ®PAHLILA

Tel: 433 (0)4 74 93 88§ 22, Fax: 33 (0) 4 74 93 87 94

Certificate of Quality
Ceprudikar sicocti

Product: Synjardy®, film-coated tablets 12.5/1000 mg
Tpenapar: Cinpxapai® rabaericn, BRPAT 1TIBKOBOIO 000/10HK010, 12,5 mr/1000 mr

Bateh number/ Homep cepiit 314290A

Test
BunpobyranHs

Assay
Empaglillozin
(Liguid chromatography)
Kinnwicne nHIHaAYEHHS
Earnariiguosnm
{piannna xposatorpalpia)
Assay
Metformin Hydrochloride
{Liguid ehromatography)
Kinncice nianayenns
Merdopminy rigpoxnopu
(pimnnia xposarorpadis)
Dissolution
Empagliflozin
(Liguid chromatographiy)

Posunnenus
Ennarithnosin
(pianena xposarorpagia)

Cropivka 63 8

700300257

Number of analysis/Homep ananisy:

Specification

Unit
Crieuncbikartis OmHnus
95.0 %~ 105.0 % of stated content 988 %
95,0 % - 105,00 % 8ipn 398R1EHOT0 RMICTY 8.8 Y
95.0 % - 105.0 % of stated content 990 %
05,0 % = 105,0 % iy 2@BICHOTO BMICTY 900 %

Time: 20 min

Requirement Q: 80 %

Stage | - 81 (n=06):

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

no unit is less than Q - 15 %,

Stage 3 - 83 (n=12):

Average of 24 units (S1 + 52 + 83) is
equal to or greater than (), nol more than
2 units are Jess than Q - 15 % and no unit
is less than Q - 25 %.

100-97-102-101-101-103 %

AV 101 %o

Yac! 20 Xu

Bumora (Q: 80 %
Cragin 1 - 81 (n=6):
KonHa oauiig He sedwe Q + 5 %4,
Crajia 2 - 82 (n=6):

Cepeie sHavena 3 12 omHis (S1+82)
jopisaoe a6o Ginswe Q, i xomnol
onuHmil Menwe Q - 15 %.

Cranig 3 - 83 (n=12):

Cepeane 3Havenns 3 24 oganuus (S1+
§2--83) nopisioe abo Ginkine Q, He
Oinkme 2 opuuu, Merie Q-15%, in
Ginpme 1 opuunui Mede (- 25 %,

100-97-102-101-101-103 %

CepelHe 30 AR

101 %







40 houlevard de Champaret, BOURGOIN-

JALLIELL 38300, France

40, Gynprap Wamnape, BYPIVEH-

WANLE, 38300, Opanuis

Tel: +33 (0)4 74 93 88 22, Fax:

PATHEON FRANCE

HATEOH ®PAHIILA

133 (0)4 74938794

Certificate of Quality

Ceprudikar sikocri

Product: Synjardy®, film-coated tablets 12.5/1000 mg
Mpenapar: Cinprapai® rabieTkn, BKPUTI RIIBROBOO obosounroio, 12,5 /1000 mr

Bdfch mmlhel!llmsep L‘("])ll: J14296A

Num er of analys:w‘liouen ARANIBY 7{}0;0025?

Test Specification Unit
i3 ['lflpf'lL‘\deH Hil C'menudirarnisn Ommmlsl
Dissolution
Metformin Hydrochlorvide Time: 20 min
[Liguid chromatapraply) Requirement Q: 80 %
Stage | - 81 (n=06): 100-97-99-99-100-101 %
Each unit is not less than () + 5 %,
Stage 2 - 82 (n6):
Average of 12 units (81 + §2) is equal to
or greater than @ and AV: a9 o
no unit is less than Q - 15 %.
Stage 3 - 53 (n=12):
Average of 24 units (S1 + 82 + 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 %,
Posirinenns
Merdopminy rigpoxsopun  Hac: 20 xn
(pnmHa xpovaterpais) Bumora Q; 80 %
Cranis [ - 81 (n=0); 100-97-99-99-100-101 %
[Komya oqunuug He MeHue Q -+ 5 %,
Cranist 2 - 82 (n=6):
Cepenne suagenns 3 12 ogumi (S1+82)
aopisioe abo Bigswe Q, i aounol CCpEHHE 3HACHIA
anwrnnl MeHime O - 15 %, 99 %
Crapis 3 - 83 (n=12):
Cepeaie sHAEHH 3 24 ojutidih (814
§2-+53) nopisinoe w60 Ginnuwe Q, e
Binkite 2 ouuruus Memue Q-15%, i ne
Ginswe | omuEmd Meniwe Q- 25 %,
Microbiological quality*
Mikpodioaorisaaa auerora
Tatal aerobic Not more than 10° CFU/g not analyzed
microbial count
(TAMC) CFU/g
Jarannie aneno aepoluux He Ginnme, nine 107 1XVOM NiGOBAHO
sipoopranismis (TAMC) KYO/r
Crapiska T3 8 152014-V01







40 boulevard de Champaret, BOURGOIN-

JALLIEL, 38300, France PAI‘”]*JON FRANCLE
40, dynunap Hamnape, BYPIYEH- INTATEOH (DPAI“H}!

WAILC, 38300, dpaniis

Tel: 433 (0) 4 74 93 88 22, Fax: 133 (0) 4 74 93 87 94

Certificate of Quality
Ceprudikar sikocTi

Product: Synjardy®, film-coated tablets 12.5/1000 mg
Hpenapar: Cingpkapai® raGuierin, BRPATE UIIBKOBO1O 000J1011K010, 12,5 MI‘HUOO M

Ihtch uumherz‘ HQML[T r(.pu. wl n)m Nnmhet of mmlvs; st loma,p anamsy ?003{1{1?37

Test ispec ification Test result Unit

Brnpobynraiin Crienudircanis Pesynnrar Onunung
Total combined Not more than 102 CFU/g not analyzed

yeasts/moulds connt

(rYMQ) CFU/g

Jaradsue yneno He Gimue, nie 10* YO He nnanizosano
APIKEAROBUK § naieeHenny rpubis
(TYMC) KYOir

- Escherichia coli Absentin 1 g ' not analyzed

scherichia coli Bineyrhicrs b1 7 He ananidonann

Remarks/TIpnmimea:
*I‘m formed at release only. Skip lot testing: one pmduclinn batch per year.
mi(mn leonmi,ﬂ"r:. upu mmycx\f 3 m,p|n,auw}1ic110 1 cepis na pu\

Result/l’e’tym. rarsrele: tsulhlp:um o 29.02.2024
(release date)/(naTa sunycky)

PAT [Il“ON F RANCT

Date of signature (CoQ)/ Mara nigumcanas (CI): 10 #'1W' W ot Qo @u

Qualified Person/Yuosiopamena ocoba:

: Cropinka 83 8







40 boulevard de Champaret, BOURGOIN-
JALLIEU, 38300, France

40, 6ynseap [lammape, BYPT'VEH-
KATILE, 38300, Bdpannis

PATHEON FRANCE
HATEOH ©OPAHIILI

Tel: +33 (0) 4 74 93 88 22, Fax: 433 (0) 4 74 93 8794

Certificate of Quality
Ceprudixar sxocri

Manufacturing Authorisation number releasing site/ Homep sinemif ua supolHunreo supoSumica, pignonigansiore 35 sinycx
cepif: 2021_022 1 2

Manufacturing Authorisation number, isszed by FDA, for manufactursr of tablets in bulk/ Hosep niuensii wa supobanurso,
euganol FDA, supoGmiica, Bignosigassuoro 3a supofnnurso rabaerox "in bulk": 143814544

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

Ilpenapar: Cinmkapai® Tabnerky, BkpuTi IiRKkoBoIo aGononxore, 12,5 Mr/1000 mr

Importing country/ KpaiHa-iMnoprep: Ukraine/Ykpaita

Country of Manufacture/ Kpaina-supo6ruk: France/Dpanuis

Active ingredient/ Axtunnuit inrpenicsr: Empaglifiozin/Metformin Hydrochloride, 12.5/1000 mg
Emmnarnidaosun / Merdopminy rigpoxnopug, 12,5/1000 Mr

Marketing Authorisation Number: UA/15722/01/01

Valid till: perennial
Peectpatiline nocsinuenns: UA/15722/01/01

Hie no: Gesctpokoso

Type of the package: 10 tablets in a blister; 6 blisters in a carton box labelled in Ukrainian langnage.
Ynakoska: o 10 ra6nerox B Gnicrepi; no 6 Gnictepin y kaproumiit kopobii 3 MApKYBaHHAM YKPATHCHKOIO MOBOIO.

Patheon Puerto Rico, Inc

State Road # 670 Km. 2,7, Manati,
Puerto Rico (PR) 00674, United
States

Manufacturer of tablets in-bulk/

Bupobaux,
BiamopinansHuii 3a BUpoGHULTBO TabneTok "in-bulk":

ITareon IMyepro Puko. Iuk.
Cretit Poya Ne 670, 2,7 kM,

1[5{ l\’é\

L“h\ MEHTIE \

Releasing site/
Bipo6nuk, BignoBifancHuk 3a RH
cepit:

Cropinka 1 2 8

Manari, ITyepro-Puxo (ITP), 00674,
Crnonyyeri LlITatn AMepuKH

/ PATHEON FRANCE

40 boulevard de Champaret,
BOURGOIN-JALLIEU, 38300,
France

ITATEOH ®PAHILILS,

40, 6yneeap llamnape, BYPI'VEH-
XKAJIBE, 38300, ®panuia

COQ-152014-V01



40 boulevard de Champaret, BOURGOIN-
JALLIEU, 38300, France PATHEON FRANCE

40, 6ynepap Lllamnape, EYPI'YEH-
YAJTHE, 38300, Dpaeia HATEOH S EALIEL

Tel: +33 (0) 4 74 93 88 22, Fax: +33 (0) 4 7493 87 94

Batch nnmber/Homep cepil:  401778A
Date of Manufacture/flaTa BupobuunTea:  29,02.2024
Date of Expiry/TIpunatauit go: 02.2027

Batch size/Posmip cepii: 11464 packages/ynaKoBKi

Certification statement:

[ 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 iegistration 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,

Cainonreo npo cepradikaniio:

um 2 saceingyro, mo HapezeHa BHINe iHGOPMALLA € JOCTOBIPHOKO Ta TouHOW. Ljo cepito mpogykii Gymno
BUPO6IEHO (BIUTIOUAKOYY NTAKYBAHHA/MAPKYBAHHA) TA IPOBEAEHO XOHTPONS i AXOCTI Ha BHULIE3asHAYEHIH JiNBHHAL
¥ MoBHil Bianorixxocti 3 BaMoramn GMP, BCTAHOBIEHHMY MICIIEBHM PETYNIATOPHUM OPraHOM, 4 TAKOX
BiZMOBifHO fo cnewudikanil, o MicTATRCA y peecTpatilinoMy focke 460 Topropiit mneraii kpaiHu-BApoGHuKa
abo kpafiu-iMnoprepa, g0 npogyKuito iMITopToRaHo, 260 y Rocke crienubixauil Ha npenapat Ans
AOCIifkyBaHOTo Jikapcekaro sacoby. TTpoTokomy RupoGHRLITEA, NakyBaHHA Ta aHani3is Gyno nepernauyro Ta
BCTaHORMEHO pignopignicts GMP :

w.C HO Ff\
4 oot L
aﬂs_‘\ — ~ L 7

AN

; e N\
TOKYMEHTIB \x

5

°

Cropinka 2 3 8 . COQ-152014-v01



40 boulevard de Champaret, BOURGQIN-
JALLIEU, 38300, France

40, 6ympap [lamnape, EYPI'YEH-
HAJBE, 38300, Opantrig

PATHEON FRANCE
ITATEOH ®PAHIIIA

Tel: +33 (0) 4 74 93 88 22, Fax: +33 (0) 4 74 93 87 94

Certificate of Quality
Ceprudikar axocri

Product: Synjardy®, film-coated tablets 12.5/1000 mg
IIpenapar: Cinpxxapai® Tabierku, BRpuTi miaiskororw ofononkoro, 12,5 mr/1000 mr

Batch number/ Homep cepii: 401 778A Number of analysis/Homep ananizy: 700306766
Test Specification Test result Unit
Bunpobyeatns Creuudirayis Pesynerar Oguewa
Description Datk brownish purple, oval, biconvex confortms
(Visual test) film-coated tablets, one side debossed
with Boehringer Ingeiheim company
symbol and "S12", the other side is
debossed with "1000"
Onue OBammbHi JBoonykai Ta6neTky, BrpHTi Bixmnosinae
{bisyanuEnit Teer) niexorolo ofononkoio, dioneTono-
KOPHIHEBOro KOmLopy, 3 rpaslioBaunsM
cuMBoNy xoMnauil «Bepinrep
Turemnxativy ta «S12» 3 ogHoro Goky T2
rpasiiopaHHIM «1000» 3 inworo 6oky,
Identification The retention time of the active ingredient conforms
Empagliflozin obtained with the test solution must
{Liquid chromatography} correspond to that obtained with the
standard solution,
Ipesrrrnpivania Hac yrpuMyBaHHS Tiky akTHBEO] Binnosinze
Emnarmidnosnn (pinnmua cyGeranuii Ha XpoMaTorpami -
xpomarorpadis) BENPoSYRAHOro PAYHHY NOBHHEH
BiTMOBIAATH HACY YTPHMYBAHHS iKY
axtusHol cyGeTanil Ha Xpomarorpami
CO-DOSYHEY.
Identification tive ingredient conforms
Empaglifiozin (Liquid atidn must
chromatography) th the
\
Tnevrnivanis Mﬂ ol Binnosigae
Emnarnidurosun (pimmua i
Xpamarorpacis) aHOrO POsHHHY, FOBHACH
Y O-cnextpy rlofunanss
A XpaaTorpami
Identification The retention time of the active ingredient conforms
Metformin Hydrochloride  obtained with the test solution must
{Liguid chromatography) correspond to that obtained with the
standard solution,
Inenrndicauin Yac yTpHMyBAHHAA IHKY aKTHBHOL Bignonigae
Merdopainy riapoxmopan  cyGcTaHnil Ha xpomarorpami
{pinmnna xpomarorpaciz) BHIPOGYSAHOID PO3YHHY Mae

Cropinka 3 3 8

BIlNOBINATH Hacy YIDHMYBARHHS Niny
axruBHOL CyGCTARNIT HA XpoMaTorpaMi
CTAHZAPTHOTO POSUHHY.

COQ-152014-V01



40 boulevard de Champaret, BOURGOIN-
JALLIEU, 38300, France PATHEON FRANCE

40,6 111 , BYPTYEH-
yngs;% 303%31;2 o ITATEOH OPAHIIIA

Tel: +33 (0)4 7493 88 22, Fax: +33 (0) 4 74 93 87 94

Certificate of Quality
Cepradikar skocri

Product: Synjardy®, film-coated tablets 12.5/1000 mg
IIpenapaTt: Cinpxapai® radirerku, BRKpUTI NAiBKOBOIO 060a0HK0I0, 12,5 Mr/1000 Mr

Batch number/ Homep cepil: 401778A Number of analysis/Homep avanizy: 700306766
Test Specification Test result Unit
Brnpobysanns Crierudpikaniis Pegynerar Opnnnus
Identification The UV spectium of the active ingredient conforns
Metformin Hydrochloride obtained with the test solution must
(Liquid chromatography) correspond to that obtained with the
standard solution.
Ixesrudixaniz V®D-CnexTp NOTNKHAHEA BKTHBHOT Bianosinae
Merdopminy rigpoxnopux  cyBeraHuil Ha xpomaTorpasi
{pimwrHa xpomarorpadis) BANPoGyBaHOTO POSYHHEY NOBHHEH

pignoeigaTy VO-creKTpy NOTMUMHAHKSA
axTHBHO! cySeTanuii Ha xpomarorpami

CTAHTAPTHOTO PO3THHY.
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 % 1.5 %

no individual value is less than 0.75 M
nor more than 1,25 M
M = reference value according to

Ph.Eur./USP/JP
Opxopixuicts golosaunx ogueue  Jamenene suatenus: 12,5 mr/ratn Binnozinae
Emnarnidaosun An=10)<i50%
(planuna xpomarorpadis) B(n=30)<150% JonycThMa Mexa:
. Hoxnse 3 iHaHBiAYaNbHEX 3HAYEHL HE 9%
NOBRHHO GyTH MeHe 0,75 M i Ginpime 3 '
125M ZACHO
M = nagane AR BLINO
Binor Ph,BA¢AUSP/IP 5 :
Uniformity of dosage units Label clai 3 ammgablér’ | T1E G
Metformin Hydrochloride  Requiremfnt A 540 "\ .
by Mass Variation (Weighing) The accefitenice vaé a M J > Acceptarics Value;
Requiremén®B (p=30): < 15.0 % ) 1.5 %

no individ I.-. ue is less than &%FM /

normo;: \ ~N.l\d‘_1_x \a%d/‘\o/
M = reference Valj m,;r o

Ph.Eur./USP/JP

Cropinka 43 8 C0Q-152014-v01



40 boulevard de Champaret, BOURGOIN-
JALLIEU, 38300, France PATHEON FRANCE

40,6 i , BYP['YEH-
y:rés;% 30(?“;:}:1 e ITATEOH ®PAHIIS

Tel: +33 (0) 4 74 93 88 22, Fax: +33 (0) 4 74 93 87 94

Certificate of Quality
Ceprudixar sixocri

Product: Synjardy®, film-coated tablets 12.5/1000 mg
Ipenapat: Cinmxapai® TabaeTkn, Bkputi naisxooo o6o10HK00, 12,5 Mr/1000 Mr

Batch number/ Homep cepil: 401778A Number of analysis/Homep aranisy: 700306766
Test Specification Unit
Bunpobysanag Creuudixanin Onmusrya
OnwoplanicTs A0IOBAHUX OMHKUEL  3ameseHe IHaueHas: [000 Mr/rabn Bixnosigae
Mergopmiay rigpoxnopua A (n=10)<150%
(poapaxynkoBo-Barowuii MeToa) B (n=130) < 15,0 %, . Donycruma mMexa:
Hoire 2 IHRMBIYANBHICX 3HATCHE He 1.5 %
TOBHHHO 6YTH Mekme 0,75 M i 6ineme
[25M
M = aagaHe 3AaYeHHN BIANORBIANO A0
aior Ph.Eur. /USP/IP
Active ingredient degradation
Empagliflozin
(Liquid chromatography)
CD 12907 <0.5% not detectable %
Any unspecified depradation <0.2% not detectable %
product .
Total degradation products <12% not detectable %
ITpoaykT posnany aKtisHol
eyGeranmif
Emnarnidgosun
(pinunng xpouarorpadis)
CD 12907 <05% He puaeneno %
Byns-sinit necnenudiunmii  <0.2% He russneno %
NPOZYKT po3nayy
Cyma npogyxrin posnaay <1.2% He pusteneno %
Active ingredient degradation
Metformin Hydrochloride
(Liquid chromatography)
Any unspecified degradation <0.10% not detectable %
product
Total degradation products < 0.60 % not detectable %
IIpogyKT posnaay akTunmol
cyberannil
Metdopminy rizpoxmopun
{pinunua xpomstorpadin)
Bynu-awuil Hecnenmdiannit <0.10% He ausBneno %
NPOAYKT poinany
Cyma npoaykris poanaay <0.60 % He puaBneno %

Cropinka § 3 8 _ COQ-152014-V01



40 boulevard de Champaret, BOURGOIN-
JALLIEU, 38300, France PATHEON FRANCE

40, Gynssap Illamnape, BYPT'VEH- TE I
XKAJIBE, 38300, dpanuis - ITATEOH ®PAHI]

Tel: +33 (0)4 74 93 88 22, Fax: +33 (0) 4 74 93 87 94

Certificate of Quality
Cepmadikar sxocTi

Product: Synjardy®, film-coated tablets 12.5/1000 mg
ITpenapat: Cinpxapai® Tadnaerxn, BKpHTI nAiBKOBOK 0600HK0I0, 12,5 Mr/1000 Mmr

Batch number/ Homep cepil: 401778A Number of analysis/Homep ananisy: 700306766
Test Specification Unit
BunpobysaHus Crieludiranis Cnuduis
Assay
Empagliflozin 95.0 % - 105.0 % of stated content 1000 %
(Liquid chromatography)
KinnkicHe ananagenHs
Emnariaignoinn 93,0 % - 105,0 % Bin 3aBneHOr0 BMicTY 1000 %
{pinwnia xpomarorpatis)
Assay
Metformin Hydrochloride 95.0 % - 105.0 % of stated content 1012 %
{Liquid chromatography)
Kinexicie susnavenns 93,0 % - 105,0 % sin 3aqsneHoro sMicTy 1012 %
Merdopminy rizpoxmopun
(pinsnua xposerorpatin)
Dissolution
Empagliflozin Time: 20 min
(Liquid chromatography) Rexuirement Q: 80 %
Stage | - S1 (n=6); 98-97-100-100-97-99 %
Each unit is not less than Q + 5 %,
Stage 2 « 52 (n=6):
Average of 12 units (S1 + S2) is equal to
or greater than Q and AV: 99 9%

no unit is less than Q - 15 %. .

Stage 3 - 83 (n—=12):

Average of 24 units (S1 + 82 + 83) is
cqual to or greater tha A

is less than 7545 T,
Q- &&/ - ,;/_
Lm-\\ VEHTIB

Po3uMHeRHA
Emnaraidurosnr

(pinsema xponatorpadis)

-97-100-100-97-99 %

o CepeJTHE SHAYEHHA:
QIHHHL MeHIE Q - 3%
Crania 3 - 3 (p=12): 99 %
Cepejtie apadenns 3 24 ommuus (S1+
§2+53) nopinsmoe abo Ginsure Q, ne
Ginswre 2 oAMHKUE MeHme Q-15%, i He'
6inpie 1 opumuni MeHme Q - 25 %,

Cropirka 6 3 8 COQ-152014-V01



40 boulevard de Champaret, BOURGOIN-

JALLIEU, 38300, France PATHEON FRANCE
40, 6ynspap 111 . BYPTYEH-
)KAJ%Be, 31;303,‘“;’%““ TIATEOH OPAHIIIA
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Certificate of Quality
Ceprudikar sxocri

Product: Synjardy®, film-coated tablets 12.5/1000 mg
Ipenapar: Cigaaxapni® rabnerxu, BkpuTi MAiBKOBOIO. 06010HK0I0, 12,5 Mr/1000 Mr

Batch nomber/ Homep cepil: 401778A Number of analysis/Homep amanisy: 700306766

Test Specification Unit
Bunpobyeanns Cneundixaiia OnunHug
Dissolution
Metformin Hydrochloride Time: 20 min
{Liquid chromatography) Requirement Q: 80 %
Stage 1 - S1 {n=6): 99-98-100-100-97-9¢ %
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: 99 %
no unit is less than Q - 15 %,

Stage 3 - 83 (n=12);

Average of 24 units (S1 + 82 + §3) is

equa! to or greater than Q, not more than

2 units are less than Q - 15 % and no unit

is less than Q - 25 %,

Pozunnenng
Merdiopminy riapoxmopuny  Hac: 20 xe
(pinsira xpouaTorpadis) Biwora Q: 80 %
Cragiz | - S1 (n=6): 99-98-100-100-97-99 9%
Koxa ofHHANS He Mernre Q + 5 %, =

Craniz 2 - 82 (n=6):
Cepene 3Hauenus 3 12 ogums
AopieHioe abo Ginnmue Q, i xo,
oauuryi Mermre Q - 15 %,
Cragis 3 - 83 (n=12):
Cepeane 3nayenns 3 24 ogun .
$2-+83) nopismoe ao Sinswe ';ﬁp,
Ginbme 2 onuHMIE Meniue Q-1
Gimeme 1 oauuui merme Q - 2

(CHO Jr:?“

— — 3

1 HI cepe EHaverHs:

Microbiological quality*
Mixpolionoriuna wuerora *

Total aeroble Not more than 10° CFU/g not analyzed

microbial count

(TAMC) CFU/g

3arannHe uncno aepobuux  He Ginsime, Hix 10° KYO/r He awnasizosano
Mixpoopranismis (TAMC) K¥O/r
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Certificate of Quality
Ceprudixar saxocTi

Product: Synjardy®, film-coated tablets 12.5/1000 mg
Ipenapar: Cinpoxapai® TaGnerkn, BKpMTI INIIBKOBOK 06000HKO0I0, 12,5 Mr/1000 mr

Batch number/ Homep cepil: 401778A Number of analysis/HomMep ananisy: 700306766
Test Specification Test result Unit
Bunpo6ysanus Creundikania + Peaynerar Onunnua

Total combined Not more than 102 CFU/fg  ~ not analyzed

yeasis/moulds count

(TYMC) CFU/g

3araasHe 4HCRO He 6inbioe, mixe 102 KVO/r He ananizoBano
Apbwpeonnx i muicenesnx rpuiis
(TYMC) KYOir

Escherichia eoli Absentinlg not analyzed

Escherichia col Bincymsicra g I T He ananisopano
Remarks/TTpumiTka:

*Perfortned at release only. Skip |
* AHanis NpoROOATE MIPH BHNYC

LI PATHEON FRANCE
Date of signature (CoQ)/ Jlata niamecantis (CH): | C6 /MAY 1202
Qualified Person/YnosnoeasieHa ocoba; C ARLETTe / N E'—U -
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