AstraZeneca

Kom6ornuz NponoHr, taénetkn ¢ Mo,

AcTtpa3eHeka ®apmaceioTukanc MM
CLUA

4601 Xawyan 62 et

Mayut Bepron

WHanaHa

47620

CEPTU®UKAT AHATNU3A

ANULMPOBaHHBLIM BbICBOGOXOEHUEM,

NOKPbITbIE NNeHOYHON

oBonoykoi 1000 mr + 2,5 mr, (8 BJIMCTEPOB X 7 TabneTok), nayku kKapToHHbIe

Homep cepun:

Oata npoussoacTea:
MNogex go:
Crtpana-Umnoprep:

YB0021

MapT 2025

®espans 2028
Poccuiickas denepauus

Homep nuueHsum Ha 1825662
NPOU3BOACTBO:
Homep peructpaumontoro NN-Ne(002984)-(Pr-RU)
YAOCTOBEpPEHUR:
Cneundukauus: Doc ID-003216463
Mokasarens/Metop Hopmel Pesynebrar
(Onucanne KancynoeugHbie ABOAKOBbINYKIble TabneTtku, CooteeTcTBYyeT
NOKPbITbIE NIIEHOYHOW 060M10YKON OT GnegHo-
KENTOro 40 CBETNO-XenNToro LUseTa ¢
Hagnucamu «2.5/1000» Ha ogHowM CTOpOHE U
«4222» Ha Opyroi, HaHeCeHHbIMM CUHUMU
4YepHunamu.
MoanuHHoCTL — CakcarnunTtun Bpems ynepxusaHus ocHoeHoro nuka Ha MoaTteepxaeHo
(BIXKX) XpomaTtorpamMme WCMbITyeMoro pactesopa
(95011156) AOMKHO COOTBETCTBOBATL BpemMeHU
YAEPX1MBAHUA OCHOBHOIO NuKa Ha
XpomatorpaMmme CtaHgapTHoOro pacTtsopa.
MoanuHHoCTb - Metdgopmun Bpems yaepxusanusi ocHosHoro nuKa Ha MNopTteepxaeHo

(BIXX)
(95011506)

Xpomatorpamme MCnbITyemMoro pacteopa
AOMKHO COOTBETCTBOBATL BPEMEHM
YAEPXMBaHMSi OCHOBHOIO MUKA Ha
XpOmatorpamme CTaHAapTHOro pacTeopa.

KonuyecteeHHoe onpepeneHue —
Cakcarnuntun
(95011156)

2,25-2,63 mr/TabneTka

2,55 mr/TabneTtka

KonuyecrsenHoe onpegeneHue —
MeTdopmun ruapoxnopug
| (95011506)

900-1100 mr/Tabnetka

989 mr/Tabnetka

MocToponHue npumecu/TpoaykTei
Pacnapa - Cakcarnuntun

| (95011157) V5 t\\“\:;_,
BMS 537679 <=1,0% 13/ Q1P %erexa N2\
BMS 794372 <=1,0 % <0 107%™ )
TTo6oii eanHNYHOM NpuMech <=0,4 % - DL %— 2]
Cymma npumecei <=2,0% o\ LRI ™ 7]

Omuem: 2256160

Crpanvua 1 us 4
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AcTpa3eneka Papmackiotukanc M
CLUA

: 4601 Xaityait 62 Ut
Astr aZeneca MaynT Bepron

MHanana
47620

CEPTUOUKAT AHANU3A

Kom6ornus MponoHr, Tabnerku C MOAUMLMPOBaHHBLIM BbICBOGOXAGHMEM, MOKPbLITLIE NNeHoYHOoI)

Homep cepuu: YB0021

Aata npouszsoacrea: MapT 2025

Fopen po: ®espans 2028

CTpaHa-anopTep: Poccuickas Pegepaums

Homep nuuenaum ua 1825662

npPou3BoOACTRO:

Homep PerncTpaunoHHoro ﬂﬂ-Ng(002984)-(Pl‘ -RU)

YAOCTOBepeHus:

Cneundmkayus: Doc ID-003216463

I'onaaarenhIMeTo.q Hopmel Pesynkrar

MocToponHue Npumecu/Mpoaykre:
Pacnaga — Merdopmun
r'mapoxnopug (95011506
Moboi eamHnyHoM npumecu
Cymma npumecern

OpHopoaHocTs AO03UpoBaHus
Cakcarnuntun (meTon
KonuyecTBeHHoro onpegenexus)

|

OnHopogHocTs A031MpoBaHus

HonxHa COOTBETCTBOBaTh rapMOHMU3MPOBaAHHbIM CootsetcTyeT
PapmakonenHbiM Tpe6GosaHmam —
Kputepuin fnpnemnemoctu (AV)
OaHopogHocTs A0o3upoBaHus

MeTtdopmun (MeTop TouHoro
onpepeneHun Macchbi)
356X

w
3
x

OaHopoaHocTs A03UpoBaHus HomxHa cootsetcTroBaTs rapMoHu3n
hapmakoneinHbim TpeboBaHusam
Kputepuii Npruemnemoctu (AV) <=15,0

MeTchopmuna

PacTBopenue — Cakcarnuntuy -
30 muH (0311, 9501 1058)

CpennHee — Cakcarnuntun — 30 MUH

Otan - Cakcarnuntun

PacTBopenue — Metdhopmun - 1
Yac (0311, 9501 1058)

Cpennee — MeTtchopmuH — 1 yac

Crpannya 2 us 4

Omyem: 2256160



Actpa3eHeka Papmacbiotukanc 11
CLUA

4601 Xaityaii 62 U
AstraZeneca MayHT EBIZ;?:::H -

WHonana
47620

CEPTU®UKAT AHANU3A

Kom6ornua Mponowr, Tabnetkn ¢ MOANULMPOBaHHbIM BbICBOGOXaeHMeM, NOKPLITbIE NNEHOYHOM

Homep cepuu: YB0021

Hara npoussoacrtaa: Mapt 2025

Fopen po: ®espansk 2028

CTpaHa-anopTep: Poccuiickas Pegepauus

Homep nuueHaum Ha 1825662

npousBoaCcTBO:

Homep perucrpaumontoro ﬂH-N9(002984)-(PF-RU)

yAocToBepeHus:

Cneundmkayms: Doc ID-003216463

Mokasatens/Metopg ' Hopmei Pesynbrar

MuHumym — MeTdopmuH — 1 yac 22 %
Aran - MetpopmuH — 1 yac Atan L1
Pacteopenue — Metcopmun - 3

| 4aca (0311, 9501 1058)
CpegHee — Metcbopmun — 3 yaca 42 -62 % 49 %
MuHUMym — MeTdopmuH — 3 yaca 49 %
3tan — MethopmuH — 3 Yaca Otan L1

PactBopenue — MeTtdopmun —10
4Yacos (0311, 9501 1058)
CpegHee — MeTchopmuH — 10 yacos >=80 % 88 %

MuHumMym — Metdopmnn — 10 Yacos 87 %

KommenTapuu: Hopmatuenas AOKYMeHTauus I‘H'I-NQ(OO2984)—(PF—RU)-100823

ﬂpouaaoonc:TBofKomponb kavecTBa/Ynakoska JIM:
Actpa3eHneka ®apmacboTrKanc nn, Mayur BepHoH, Ungnana
4601 Ungmana Xaiyan 62 UcTt, MaynT BepHoH, UHaunana 47620
Homep: 1825662

GMP Cepruduckar: IT/IEIGMP/8/2017

HwxeykasanHoe 6bino MpoBepeHo nocpencTeom ncnonb3osaHus BanuaupoBaHHbLIx

KOMMNbIOTEPUINPOBAHHBLIX CUCTEM 1 ApyrvX 3neMeHTOB cucTemu) KavectBa; |- Tk, \ \
Toot Kouropn npwewnemoct | Pesynurar (||
Vnavosra 8 cooraereramm c A )

Mapkupogka

Crpanunua 3 s 4
Omvem: 2256160




AcTpa3eHeka ®apmacbioTukanc nn
CLLA

4601 Xanya 62 Ut
AstraZeneca MayHT BepHon

WHomana
47620

CEPTU®UKAT AHANU3A

Kom6ornus Mpononr, TabneTtkm ¢ MoandUUMpoBaHHbIM Bblcaoﬁoxcneﬂuem, NOKPbLITbIE NNEeHOYHOI
o6onoukoit 1000 mr + 2,5 mr, (8 BIINCTEPOB X 7 Tabnerok), Nauku kapToHHLIe

Homep cepuu: YB0021

Aata npomssopcrea: MapT 2025

FopeH po: ®espans 2028

CTpaHa-Hmnop'rep: Poccuitckas Penepauyus

Homep nuuensum Ha 1825662

npoussoacreo:

Howmep PerucrpaumoHHoro HH—N9(002984)-(PI' -RU)

yAocToBepeHus:

Cneundmkauyms: Doc ID-003216463

HOKaaa'renbiMeTon Hopmei Pesynerar

Cpok rogHocTm B cooTeetcTBUM C HO
YcnoBsus xpaHenus B cooTBeTcTBUM HO

Cootsetctmyer
CooteercTryer

Hactosimum noaTeepxgaem, yrto BbillenpueegeHHas MHDOPMauus senseTcs TOYHOW 1 fOCTOBEPHOM. HaHHas
cepus 3rotosneHa/nponseeaena, BKIOYas  ynakosky u KOHTpONb  KavectBa, Ha BbllLeyKasaHHo
MPOU3BOACTBEHHOM Nnowaake B MONIHOM cooTBeTCTBUM ¢ TpeGoBaHuamu GMP MECTHOro perynstopHoro
opraHa u cneuudmkaumsamp, YKa3aHHbIMU B perucTpaumoHHom yaocTosepeHun VIMMNOPTUPYIOWEN CTpaHbI,

MNpoTokonkl MPOV3BOACTBA Cepuw, ynakosky u NpoBeAeHHbIX aHanuzos NPOBEpeHbl u CooTBeTCTBYIOT
TpeboBaHusm GMP.,

APC (Homepa Ccepuii u I'Ipowsaogmenw)
CakcarnunTum, cepus: 232H017
Mpounssogurtens: CK BuoTtek Numuren, Wpnauaus
Botep Nenn, Ceopgc, Oy6nuH, WpnaHgus
GMP Ceptudukar: 24525/ASR12228
MeTtdopmun cepua: C28125
Mpoussogurens: Mepk CaHre, ®paHyus
5 Py KnemenT Anep 62100, Kane, ®panums
GMP ceptuchukar: 17MPP007HFRO1
BeinyweHo: xeccn Pan Cneuwanucr no KayecTsy

Hata Bbinycka: 25 mapTa 2025 .

(HaHHas anekTponnas fMoAnuck ABnsetcs opuguyecky PaBHOLIEHHbIM SKBUBaNeHTOM  pyKkonmcHou

Crpannua 4 pa 4
Omuem: 2256160




AstraZeneca -

AstraZeneca Pharmaceuticals Lp
4601 Highway 62 East

Mount Vernon, IN 47620

United States of America

CERTIFICATE OF ANALYSIS

Komboglyze Prolong, Modified-release film-coated tablets 1000 mg + 2.5 mg,

blister 7x8, carton packs

Batch Number: YB0021

Date of Manufacture: Mar-2025

Date of Expiry: Feb-2028

Importing Country: Russian Federation

Manufacturing Authorisation Number: 1825662

Marketing Authorisation Number:; N-Ne(002984)-(Pr -RU)

Specification: Doc ID-003216463

TEST/PROCEDURE ACCEPTANCE CRITERIA RESULT
Description Pale yellow to light yellow, biconvex, Complies

Identification - Saxagliptin (HPLC)
(95011156)

Identification - Metformin (HPLC)
(95011506)

Assay - Saxagliptin
(95011156)

Assay - Metformin HCJ
(95011506)

Impurities/Degradants - Saxagliptin
(95011157)
BMS-537679

BMS-794372

capsule shaped, film coated tablet, with 2
-5/1000 printed on one side and 4222
printed on the other side, in blue ink.

The retention time of the major peak in  Confirmed
the sample chromatogram must

correspond to that in the standard

chromatogram.

The retention time of the major peak in  Confirmed
the sample chromatogram must
correspond to that in the standard

chromatogram,

2.25 - 2.63 mg/tablet 2.55 mg/tablet

900 - 1100 mg/tablet 989 mg/tablet

Not more than 1.0% 0.1 % s

Not more than 1.0% $0;’i0" o
Page 1of 6
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AstraZeneca Pharmaceuticals LP
4601 Highway 62 East

AstraZeneca Mount Vernon, IN 47620

United States of America

CERTIFICATE OF ANALYSIS

Komboglyze Prolong, Modified-release film-coated tablets 1000 mg + 2.5 mg,
blister 7x8, carton packs

Batch Number: YB0021
Date of Manufacture: Mar-2025
Date of Expiry: Feb-2028
Importing Country: Russian Federation
Manufacturing Authorisation Number: 1825662
Marketing Authorisation Number: M-Ne(002984)-(PT -RU)
Specification: Doc ID-003216463
TEST/PROCEDURE ACCEPTANCE CRITERIA RESULT
Individual other Not more than 0.4% 0.1 %
Total Not more than 2.0% 02 %
Impurities/Degradants - Metformin HCI
(95011506)
Individual other Not more than 0.1% <0.1 %
Total Not more than 0.5% <0.1 %
CU Calculations - Saxagliptin
(356X)
Content Uniformity - Saxagliptin Must comply with the harmonized Complies
compendial requirement
Acceptance Value - Saxagliptin Not more than 15,0 7.6
UDU by Weight Variation Calculations -
Metformin HCI
(356X)
Weight Variation - Metformin HCI  Must comply with the harmonized Complies
compendial requirement
Acceptance Value - Metformin HCI Not more than 15.0 2:0
\ I\_
Page 2 of 6
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AstraZeneca Pharmaceuticals Lp
4601 Highway 62 East

Mount Vernon, IN 47620

United States of America

AstraZeneca

CERTIFICATE OF ANALYSIS

Komboglyze Prolong, Modified-release film-coated tablets 1000 mg + 2.5 mg,

blister 7x8, carton packs

Batch Number: YB0021

Date of Manufacture: Mar-2025

Date of Expiry: Feb-2028
Importing Country: Russian Federation

Manufacturing Authorisation Number:

1825662

Marketing Authorisation Number: JN-Ne(002984)-(Pr -RU)
Specification: Doc ID-003216463
TEST/PROCEDURE ACCEPTANCE CRITERIA RESULT
Dissolution - Saxagliptin - 30 mins
(0311, 9501 1058)
Average - Saxagliptin - 30 mins Not less than 80% (Q) dissolved in 30 101 %
minutes
Minimum - Saxagliptin 98 %
Stage - Saxagliptin Stage S1
Dissolution - Metformin - 1 hour
(0311, 95011058)
Average - Metformin - 1 hour 18% - 32% dissolved in 1 hour 23 9%
Minimum - Metformin - 1 hour 22 %
Stage - Metformin - 1 hour Stage L1
Dissolution - Metformin - 3 hours
(0311, 95011 058)
Average - Metformin - 3 hours 42% - 62% dissolved in 3 hours 49 %
Minimum - Metformin - 3 hours 49 %
Stage - Metformin - 3 hours Stage L1

Dissolution - Metformin - 10 hours
(0311, 9501 1058)
Average - Metformin - 10 hours

Not less than 80% dissolved in 10 hours g4 %

Page 3 of 6
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AstraZeneca Pharmaceuticals Lp
4601 Highway 62 East

AStraZeneca' ' Mount Vernon, IN 47620

United States of America

CERTIFICATE OF ANALYSIS

Komboglyze Prolong, Modified-release film-coated tablets 1000 mg + 2.5 mg,
blister 7x8, carton packs

Batch Number; YB0021

Date of Manufacture: Mar-2025

Date of Expiry: Feb-2028

Importing Country: Russian Federation

Manufacturing Authorisation Number: 1825662

Marketing Authorisation Number: JN-Ne(002984)-( Pr-RU)

Specification: ’ Doc ID-003216463

TEST/PROCEDURE ACCEPTANCE CRITERIA RESULT
Minimum - Metformin - 10 hours 87 %
Stage - Metformin - 10 hours Stage L1

Water Not more than 5.5% 15 %

Page 4 of 6
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AstraZenecy

Komboglyze Prolong, M

Batch Number:

Date of Manufacture:

Date of Expiry:

Importing Country:

Manufacturing Authorisation Number:
Marketing Authorisation Number:

Comments:

Manufacturing/Testin.
AstraZeneca Pharm

Normative document ﬂﬂ-N9(002984)-(F’l’-

AstraZeneca Pharmaceuticals Lp
4601 Highway 62 East

Mount Vernon, IN 47620

United States of America

CERTIFICATE OF ANALYSIS

odified-release film-coated tablets
blister 7x8, carton packs
YB0021

1000 mg + 2.5 mg,

Mar-2025

Feb-2028

Russian Federation
1825662
J'II'I-NQ(002984)-(PF-RU)

RU)-100823

g Site/Packaging Site:
ace
4601 IN Highway 62 Ea

uticals LP, Mount Vernon, IN
st, Mount Vernon, IN 47620

Site Number: 1825662
GMP Certificate Number: IT/E/IGMP/8/2017

The following have been ver
systems and other quality m

Test Accept

Packaging Compli

Labelling Compli
Expiry Compli
Storage Compli

qua

ified through system checks b
anagement systems:

Yy validated computerised

ance Criteria Resuit

es to the normative document Complies
es to the normative document Complies
es to the normatijve document Complies
es to the normative document Complies

. This batch of product has been manufactured,
oned site(s) in full compliance with the GMP
in the Marketing Authorisation of the

lity control at the above menti

Page 50of 6




AstraZeneca Pharmaceuticals Lp
4601 Highway 62 East

AStraZenecar' Mount Vernon, IN 47620

United States of America

CERTIFICATE OF ANALYSIS

Komboglyze Prolong, Modified-release film-coated tablets 1000 mg + 2.5 mg,
blister 7x8, carton packs

Batch Number: YB0021

Date of Manufacture: Mar-2025

Date of Expiry: Feb-2028

Importing Country: Russian Federation
Manufacturing Authorisation Number: 1825662

Marketing Authorisation Number: J1M-Ne(002984)-( Pr-RU)

Saxagliptin: SK BioTek Ireland Limited Watery Lane, Swords, Dublin, Ireland
GMP Certificate Number: 24525/ASR 12228

Batch number: 232H017

Metformin: Merck Santé 5, Rue Clément Ader 62100 Calais, France

GMP Certificate Number: 17MPP007HFRO1

Batch number: C28125

Released by : Jesse Ray QA Specialist

Released On : 25-Mar-2025

(This electronic signature is the legally binding equivalent of a hand written signature)
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