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HOPMATHBHA S JIOKYMEHTALIUSL: JII-Ne(001627

CERTIFICATE OF ANALYSIS - FINISHED PRODUCT
CEPTHOUKAT AHAJIU3A - JIEKAPCTBEHHBIU ITPETTAPAT

RU)-060825
)-(PT-RU)-060825

NAME / TOPTOBOE HAMMEHOBAHUE JIEKAPCTBEHHOT O TTPEITAPATA

Product form, dosage: Modified-release film coated tablets 5 mg+1.5 mg

Jlexapcreennas dopma, Ao3uposka: Tabaerxu ¢ moaudumpopanubiv BbICBOGOXKAEHHEM, TOKDPLITBIE IEHOYHOI 060109K0l Smr+1

ARIFAM® / APH®AM?*

S wMr

ANALYSIS / IATA AHAJIM3A

28/05/2026

MANUFACTURING PRODUCT BATCH NUMBER / CEPUSI HEPAC®ACOBAHHO¥ [ IPOJIVKIIMU 6143110

FINISHED PRODUCT BATCH NUMBER / C EPUS TOTOBO#M ITPOIYKIIUM

Tadaerkn

Weighing/Becosoii

Manufacturer's method/Memoduxa
npouzsocumens

Identification / Maenrudnkauns
HPLC / BIKX, Eur. Ph/Eep. Pap,

TLC/TCX

Assay/Kosmnuecrsennoe
onpeaeeHue

HPLC / BRKYX, Eur. Ph/Eep. ®apm.
Indapamide / Hunanasuna

Amlodipine / Amaoasnmn

From 95% till 105% from theoretical mass
4242 mg/

Ot 95% 10 105% ot Teopernueckoii Macesl
4242 ur

Retention time for main peaks on
chromatogram for test solution should
correspond to retention times of amlodipine
and indapamide peaks on chromatogram for
reference solution / Bpemena VAepPHHBAHNA
OCHOBHBIX [THKOB Ha XPOMATOIpaMMe
HCTBITYEMOIO PACTBOPA A0JIKHBI
COOTBETCTBOBATE BPEMEHAM YIEDKUBAHIA
NHKOB aMI0QHITHHE H HHAANAM KA Ha
XPOMATOrpaMMe CTaHAapTHOTO PAacTROPA.

Main spots on sample solution chromatogram
should correspond by colour, size and Rf
value to the main spots of amlodipine and
indapamide on the standard solution
chromatogram / OcHOBHEIE N3THA Ha
XPOMATOrPaMMe HCMBITYEMOTO pacTBopa
AOJGKHE! COOTBETCTBOBATE MO PA3MEPY, UBETY
H 3Ha4eHH0 RT OCHOBHBIM nsTHAM
AMJIOMITHHA W HHAANAMHAA Ha
XPOMATOTPAMME CTAHIAPTHOIO PacTBOpa.

143 mg/mr—1.57 mg/ mr
From 95% till 105% from stated quantity
1. 5mg/
Ot 95% 10 105% 0T 3a8BICHHOTO KONHYECTBA
1,5mr
4.75 mg /Mr-525mg / mr
From 95% till 105% from stated quantity Smg/
O1 95% 10 105% 0T 3a9BICHHOTO KOHYECTBA
Swmr

Positive / Cootsetcrayer

Positive / Coorsercrayer

5.01

6142652
ADDRESSEE / TOJIVYATETh RUSSIA / POCCHA
B RELEASE SPECIFICATIONS /
. . - ! SHELF-LIFE SPECIFICATIONS /
TESTS/ HCIIBITAHUS CHNEINH®HKALIHA HA MOMEHT PE‘;E,SJ;LLT?{TM CTIEHM®HKALHS HA KOHEI] CPOKA
BBINIYCKA TOJHOCTH
Characters / Onucanue White, round, biconvex, film-coated tablet, Passes/ CooteetcTsyer White, round. biconvex, film-coated tablet,
Visual/Busyansnsui s [T
engraved with " " on one face / Kpyrnbie engraved with " " on one face / Kpyrasie
NBOAKOBRIMyKAbIE TA0AETKH Genoro upera ¢ JIBOAKOBBIMTYKAbIE TabneTku Genoro 1pera ¢
o~ [
rpaBHPOBKOIT Ha OJIHO# CTOpOHE TPABHPOBKOH Ha OIHO#H cTopoHe
Average mass / Cpeausisi macea 403 mg / mMr — 445 mg /mr 424

403 mg / mr— 445 mg /s
From 95% till 105% from theoretical mass
424.2 mg/
Ot 95% 10 105% 0T TeopeTHYeckoii Macen
424.2 mr

Retention time for main peaks on
chromatogram for test solution should
correspond to retention times of amlodipine
and indapamide peaks on chromatogram for
reference solution / Bpemena yneprusanns
OCHOBHBIX THKOB Ha XPOMATOrpaMMe
HCTIBITYEMOTO PACTBOPA J0KHEI
COOTBETCTBOBATE BPEMEHAM YAESPKHBAHMS
TTHKOB aMAOINTIMHA M HHAANAMHAA Ha
XPOMATOrPaMME CTAHIAPTHOTO PACTBOPA.

Main spots on sample solution chromatogram
should correspond by colour, size and Rf value
to the main spots of amlodipine and
indapamide on the standard solution
chromatogram / OCHOBHBIC NATHA HA
XPOMATOrpamMMe HCMBITYEMOro pacteopa
AOTBKHEI COOTBETCTBOBATH 110 PaA3MeEpY, LBETY
# 3Hauenuio Rf ocHoBHBIM naTHAM
aMJIOIHNMHA ¥ HHAANAMMIA Ha
XpoMatorpaMMe CTaHAapTHOTO pacTsopa.

1.43 mg /mr—1.57 mg / mr

4.63 mg/ Mr—5.25 mg / mr
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NAME / TOPTOBOE HAUMEHOBAHHME JEKAPCTBEHHOI'O IPETIAPATA
Product form, dosage: Modified-release film coated tablets 5 mg+1.5 mg

JlexapcTaenuas opma, nozuposka: Tabaerkn ¢ MOAHPHUHPOBAHHBIM BLICBOGOKACHHEM, NOKPBITHIE NJIEHOYHO#H 060104K0# 5 Mr+ 1,5 Mr

ARIFAM® / APH®AM®

ANALYSIS / JATA AHAJIM3A 28/05/2026

MANUFACTURING PRODUCT BATCH NUMBER / CEPHS HEPACOACOBAHHO¥ MPOY KIIMK 6143110

FINISHED PRODUCT BATCH NUMBER / CEPUSI FOTOBOM MPOAYKILIMH

6142652

ADDRESSEE / TOJTYYATE/1b RUSSIA / POCCHHA

RELEASE SPECIFICATIONS /

SHELF-LIFE SPECIFICATIONS /

BBICBOOOAMTECA H3 Kanc10ii TabneTin
52 : Average of 12 units (S1+82) >75%/
Cpeanee nns 12 tabnerok (S1+52) He menee
75 %

And no unit < 60 % /M uu 13 oarol Tabneriu He
AQIBKHO BbICBODOAMTECA MeHee 60 %
AeHCTBYIOILErD BEIECTRA
S3 : Average of 24 units (S1+52+53) >75%/
Cpeanee u3 24 Tadnetok (S1+52+S3) He menee
75 %

Not more than 2 units < 60 % / He Gonee yem u3 2
TaONeTOK MOMET BHICBOGOAHTECA Metee 60 %
And no unit < 50 % / M Hu u3 01HOI He KOMKHO
BBICBO0OHTLCA MeHee 50 % JeicTByIowmero

BeLLECTBa.
Indapamide at 4 h / L1 : No individual value outside 20 % to 40 % /
Hunanamizg yepes 4 4 Ot120 no 40 %

L2 : Average of 12 units (L.1+1.2) lies within 20 %
to 40 % / Cpesnee 3navenne 12 tadnerok
(L1+1L2) o1 20 10 40 %

50 % < And no unit <10 % / Hu oano
FHAYCHHE HE JI0AHO BBIXOHTH 32 npejenst 10-
50 %

L3 : Average of 24 units (L1+1.2+L3) lies within
20 % to 40 % / Cpeanee 3nauenue 24 tabnerok
(L1+L2+1.3) ot 20 10 40 %

50 % < Not more than 2 units < 10 % / He Gonee
2 3nauennii 13 24 MOryT BEIXOAHTE 33 NPeIeibl
10- 50%

No unit > 60 % / Hi om0 3Hauenne He 10mKHO
Ob1TE Gosniee 60%

Indapamide at 8 h / L1 No individual value outside 45 % to 65 %/
Hunanamuza yepes § u ot 45 50 65 %

L2 : Average of 12 units (L.1+L2) lies within 45 %
to 65 % / Cpeanee 3nauenme 12 tabnerox
(L1+L2) o 45 no 65%

75 % < And no unit < 35 % / Hu oaHo 3uauenue
He JIOKHO BRIXOZMTE 3a npenensl 35 - 75 %
L3 Average of 24 units (L.1+L2+L3) lies within 45

% to 65 % / Cpeanee 3nauense 24 tabrerok
(L14L2+L3) o1 45 10 65 %

75 % < Not more than 2 units < 35 % / He Gosee
2 snavuenuii n3 24 MOryT BBIXOAMTS 38 NpeALibl
35-75%

85 % < No unit < 25 % / Hu 0400 3Ha4YCHHE HE
JIOIDKHO BLIXOANTD 32 fpeaens! 0sime 25- §5 %

TESTS / HCIIBITAHHA CHIELH®HKATINS HA MOMEHT RESULTS/ | CLIENMOUKALIS HA KOHEL CPOKA
BBITTYCKA PR FOHOCTH
Dissolution / Pactsopenne
HPLC / BIXKX, Eur. Ph/Eep. Gapw.
Amlodipine at 15 min / S1: No unit < 80 % / He menee 80 % 92 ST : No unit < 80 % / He menee 80 %
AMnoaunuH Yepes 15 mun ACHCTBYIOIIETO BEECTBA JOIDKHO AeHCTBYIOWIEr0 BELeCTBa A0KHO

BbICBODOAHTRCA M3 Kask1oii TadneTkn
S2: Average of 12 units (S1+S2) > 75 %/
Cpeanee n1a 12 tatnerok (S1+52) He menee
75 %

And no unit < 60 % / M 11 13 oanoil TabneTicn He
JOEKHO BBRICBOGOAHTECA MeHee 60 %
JEHCTBYIOIIErD BEINecTBa
53 : Average of 24 units (S1+S2+83) > 75 %/
Cpennee u3 24 tabnerok (S1+52+S3) He menee
75 %

Not more than 2 units < 60 % / He 6onee uem u3 2
Tab/IeTOK MOMKET BLICROGOANTECS MeHee 60 %
And no unit < 50 % / U 1 U3 0HOH He A0KHO
BhICBOOOANTRCA Menee 50 % neiicTayiomero
BCLIECTRA.

29 L1 : No individual value outside 20 % to 40 % /
Ot 20 no 40 %
1.2 : Average of 12 units (L1+L2) lies within 20 %
to 40 % / Cpeanee 3nauenue 12 Tadnerok
(L1+L2) 01 20 no 40 %

50 % < And no unit < 10 % / Hu oaso
3HAUCHHE HE JO/DKHO BLIXOAHTE 32 npeaenst 10-
50 %

L3 : Average of 24 units (L1+L2+L3) lies within
20 % to 40 % / Cpeanee 3navenue 24 tadnerok
(L1+L2+L3) ot 20 g0 40 %

50 % < Not more than 2 units < 10 % / He Gonee
2 3navenuii H3 24 MOTYT BHIXOJMTE 32 NIPEIE/bI
10- 50%

No unit > 60 % / Hu 010 3HaueHHe He 107KHO
ObI'Th Gosee 60%

55 L1 No individual value outside 45 % to 65 %/ Or
45 10 65 %
L2 : Average of 12 units (L1+1.2) lies within 45 %
to 65 % / Cpeasee snavenue 12 Tabnerok
(L1+L2) ot 45 a0 65%
75 % < And no unit < 35 % / Hu 010 3xauenne
HE JOGKHO BBIXOJHMTE 32 npeaenst 35 - 75 %
L3 Average of 24 units (L1+1.2+L3) lies within 45
% 10 65 % / Cpeanee 3HayeuHue 24 TabneTok
(L1+L2+L3) ot 45 10 65 %
75 % < Not more than 2 units < 35 % / He onee
2 3HaueHui w3 24 MOTYT BBIXOJHTE 33 Npeiebl
35-75%
85 % < No unit < 25 % / Hi 0410 3na4enne He
A0JGKHO BBIXOAMTE 3a npenensl Obits 25- 85 %
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