Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Niselat (amtolmetin guacil) film-coated tablets, 600 mg /
Nponykr: Haiisnaat® (aMmTovernn ryanus) Taéierkn, NOKPBITHIE [IIEHOYHO# 000J/1049K0ii, 600 Mr

Market / Poinok

: Russia / Poccus

Batch No. / . Batch Quantity / . 675000 tab /

Cepus Ne 8 B2000445 Pasmep cepun * 675000 Tad

Analytical Repovrt No./ . 2002FP26000284 Date of Analysis / . 19-02-2026
AHajauTHYecKUH oTdeT No Jarta aHanu3a

Date of Manufacture / . 22-01-2026 Date of Expiry / . 31-12-2028

JaTa npoussoacTea I'onen go

Mfg. License No. /

IpousBoacTBeHHAS : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-Ne(004036)-(PI'-RU)
auueH3us Ne

Analysis performed according ND / Auanus nposeaex no HJI: JITI-Ne(004036)-(PI'-RU)-181223

Page1of 6/Crp.1u36

No./

Ne Test / [loka3zaTenn

Result / PesyabTaT

Specification / Hopma

1 Description / Onucanne

White, capsule-shaped biconvex,
film-coated tablets with
characteristic odour. /

KaﬂC}/ﬂOBMﬂHble ﬂBOﬂKOBblﬂyKﬂble
TabJIeTKH, MOKPLITHIE [LIEHOYHOM
obonoukoii  Oenmoro  uBera, ¢
XapaKTEePHbIM 3aMaxoM.

White to off-white, capsule-shaped biconvex, film-
coated tablets with characteristic odour. /
KancynoBuaHble  ABOSIKOBBIMYKIbIE TabneTKH,
MOKpbIThIE MiIeHOYHOH 06onodkoil oT Genoro no
nouTu 6eJIOro LBETA, C XaPAKTEPHBIM 3aMaxoM.

2 Identification/ [loanuHHOCTH

Complies as prescribed/
CooteetcTByeT TpebOBaHUAM

The retention time of the main peak in the
chromatogram of test solution should correspond to
the retention time of the main peak in the
chromatogram of amtolmetin guacil standard
solution (section «Assay»). / Bpems ynepxxupanus
OCHOBHOTO nvka Ha XpoMmarorpamme
MCIIBITYEMOrO PACcTBOPA JOMMHO COOTBETCTBOBATh
BpEMEHM YAEpXKHUBAaHUS OCHOBHOMO MHKa Ha
Xpomarorpamme CTaHAaPTHOTO pacTBopa
aMTonMeTHH ryauuna (pazaen «KonuuecrseHHoe
onpeneneHue).

3 | Average weight and uniformity of weight / Cpeanan macca n ogHopoaHoCTH MO Macce

a) Average weight /
CpenHsas macca

821.4 mg/821,4 mr

| 820.0 mg % 5 % (from 779.0 mg to 861.0 mg) /
820,0 Mmr £5 % (ot 779,0 mr no 861,0 mr)

Remarks : The Product confirms to ND/

Ilpumeuanne: [poayxr coorBercreyer Tpedosammam HJJ

Conclusion : APPROVED /
3axarouenne: OJJOBPEHO

Prepared by / Iloarotosnewo:
D. Latha- Quality control-
Team Member

\Lp

Checked by / [TpoeepeHo:
A. Susmitha - Quality
control- Team Member

B

(AOK): Ahamadullah

Checked by (AQA) / [Tposepeno

Mohammad — Analytical Quality
Assurance- Team Member

P

Approved by: Quality Assurance/
Authorized person / OnobpeHo:
Obecneuenue
kauecTBa/OTBETCTBEHHOE JULIO:

S. Haneef - Quality Assurance- Team
Member

__,.--""‘

Date /}IaTa:Q/[ - L6

Date / [lata\-p .20 2.6

Date / Tara:

V02200

Date / JlaTa: g_\| ] ol




Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product : Niselat (amtolmetin guacil) film-coated tablets, 600 mg /
Mpoayxr: Haiiznnat® (amronvernn ryanui) TadJeTKH, NOKPbIThIE MJ1eHOYHOI 060104K0ii, 600 Mr

Market / Puinox

: Russia / Poccus

Batch No. / ] Batch Quantity / . 675000 tab /

Cepusi Ne + B2600445 Pa3mep cepun " 675000 Tab

Analytical Repovrt No./ . 2002FP26000284 Date of Analysis / . 19-02-2026
AHaJMTHYeCKHH oTueT Nb JaTa anaau3a

Date of Manufacture / . 92-01-2026 Date of Expiry / . 31-12-2028

JaTa npon3BoAcTBa Togen ao

Mfg. License No. /

IIpousBoacTBeHHAN : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-N(004036)-(PT'-RU)
JHIeH3us Ne

Analysis performed according ND / Anasnn3 nposeaen no H/L: JIITI-Ne(004036)-(PT'-RU)-181223

Page2 of 6/ C1p.2u3 6

No./

No Test / lloka3zaTens

Result / PesyabTat

Specification / Hopma

b) Uniformity of weight /
OnHOpPOAHOCTD MO Macce

Complies as prescribed/
CootgeTrcTBYyeT TpeOOBaHUAM

18/20 tabs — not more than+ 5 % /
2/20 tabs - not more than £ 10 % /
18/20 Tabn. — He 6onee =+ 5 %
2/20 Ttabn. — "e Gonee = 10 %

Remarks : The Product c:o_n_ﬁrms to ND/

Conclusion : APPROVED /

Mpumeuanne: IpoaykT cooTBeTCTBYET Tpeboanusam HJI

3akmoyenne: OJOBPEHO

Prepared by / IloaroTtosneHo:
D. Latha- Quality control-
Team Member

Ly

Checked by / ITposepero:
A. Susmitha - Quality
control- Team Member

@

Checked by (AQA) / ITposepeHo
(AOK): Ahamadullah
Mohammad — Analytical Quality
Assurance- Team Member

s

IApproved by: Quality Assurance/
Authorized person / OnobpeHo:
ObecneueHue
kauecTBa/OTBETCTBEHHOE JIMLIO:

S. Haneef — Quality Assurance- Team

Member &

Date /Jlata: Y01 eV,

Date / lara: 210 Q- 9024

Date / Jata: 2|-02-200&

Date / Jlara:

I\ -l




Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3IA

Product : Niselat (amtolmetin guacil) film-coated tablets, 600 mg /
TMpoaykr: Haiizsnaat® (aMmToaMeTnn ryanni) taéaerknu, NMOKPBITHIE NIJIEHOYHOH 000104K0H, 600 Mr

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / . 675000 tab /

Cepusi Ne + B2600445 Pazmep cepumu © 675000 taG

Analytical RepoI't No./ . 2002FP26000284 Date of Analysis / . 19-02-2026
AnaJuTHYeCKHIT oTueT N JlaTa ananu3a

Date of Manufacture / . 22.01-2026 Date of Expiry / . 31-12-2028

Jata npou3BoACTBa Copen o

Mfg. License No. /

Ipou3BoacTBeHHAsN : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-Ne(004036)-(PT-RU)
anueH3ust Ne

Analysis performed according ND / Auanns npoeenen mo HJI: JITI-Ne(004036)-(PI'-RU)-181223

Page3 of 6 / Ctp.3 u3 6

No./

e I'est / [loka3aTens

Result / PesyanTar

Specification / Hopma

4 | Dissolution / PacTBopeHnue

Not less than 70 % (Q) of amtolmetin guacil label
claim after 180 min. / He menee 70 % (Q) ot
HOMHUHANBHOIO COAEPIKAHUA aMTOJIMETHH IyaLuna

Unit-1/ Ta6n.-1 93.8%
Unit-2 / Ta6n.-2 96.8%
Unit-3 / Ta6n.-3 93.8% uepes 180 MuH.
Unit-4 / Tabn.-4 95.1%
Unit-5 / Ta6n.-5 93.9%
Unit-6 / Ta6n.-6 94.4%

5 | Assay / Konuuecreennoe

onpegejieHue

100.4%

90 % to 110 % of amtolmetin guacil label claim. /
OT1 90 % 10 110 % OT HOMHHAJIBHOTO COAEPKaHHUA
aAMTOJMETHH ryaluna.

6 | Related substances / PoacTBeHHbIe npuMecH

AMT-1
OMP
AMT-2

Any individual unidentified
impurity/ Jlrobas equHUYHAS
HEeUAEHTU(HULIMPOBAHHAS TPUMECH

Total impurities / Cymma npumeceii

Not detected / He obHapy»keHa
0.004% /0,004%
0.02% /0,02%

0.02% /0,02%

0.1% /0,1%

Not more than 0.2% / He 6onee 0,2 %
Not more than 1.0 % / He 6onee 1,0 %
Not more than 1.5% / He Gonee 1,5 %

Not more than 0.2% / He 6onee 0,2 %

Not more than 3.0 % / He 6osaee 3,0 %

E-emarks : The Product confirms to ND/
Ipumeuanne: [Ipoaykrt cootBercTByeT TpeGoBaHusAM HJJ

Conclusion : APPROVED /
3akuouenne: OJJOBPEHO

Prepared by / IloaroroesneHo:
D. Latha- Quality control-
Team Member

=

Checked by / ITpoeepeno:
A. Susmitha - Quality
control- Team Member

@

Checked by (AQA) / ITposepeHo
(AOK): Ahamadullah
Mohammad — Analytical Quality
Assurance- Team Member

Simed

Approved by: Quality Assurance/
Authorized person / OnobpeHo:
ObecneueHue
kadecTBa/OTBETCTBEHHOE JIULIO!

S. Haneef — Quality Assurance- Team

Member L

Date /[latany { 2 9224

Date / lata: 2(-0 L2046

Date / [lata: 209200 4

Date / laTa: (Q/\{/U'P/ Volds




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJIM3A

Product : Niselat (amtolmetin guacil) film-coated tablets, 600 mg /
[poayxkr: Haiiznaat® (aMToaMeTHH ryanu) TabaeTku, NOKPBITHIE IIEHOYHOH 060.104K0#, 600 Mr

Market / Poinok

: Russia / Poccus

Batch No. / . Batch Quantity / . 675000 tab /

Cepus Ne + B2600445 Pa3mep cepun © 675000 Tab

Analytical Repo:‘t No./ . 2002FP26000284 Date of Analysis / . 19-02-2026
AHaJUTHUYECKHIT oTueT No JlaTa anaausa

Date of Manufacture / . 22.01-2026 Date of Expiry / . 31-12-2028

JaTta npousBoacTBa T'oaex g0

Mfg. License No. /

IIpousBoacTBeHHAs : 63/RR/AP/96/F/R MA number: / Homep PY  : JIII-N(004036)-(PT-RU)
JHUeH3nA Ne

Analysis performed according ND / Anaaus nposeaen mo HJ/: JITI-Ne(004036)-(PT-RU)-181223

Page4 of 6/ Ctp.4u3 6

NNOO'/ Test / [ToxazaTenn Result / PesyabTar Specification / Hopma
7 | Uniformity of dosage units / 3.1/3,1 The acceptance value (AV) should be less than or
OaHopoxHOCTb 103HPOBAHMA equal to 15.0. / Tlokazarens npuemnemoctu (AV)
JoNKed ObITE MeHee uITH paeeH 15,0,
8 | Microbial limits* / Mukpobuosoruueckas yncrora®
aj Lotal aerobic microbial Less than U CkU/g/ Not more than 10’ LkU/g /
count / Obuiee 4ucno a3pobHbIX Menee 10 KOE/r He 6onee 10° KOE/r
MUKPOOPraHU3MOB
b) Total combined yeasts and Less than 10 CFU/g/ Not more than 10> CFU/g /
mould count / O6yee uucno Menee 10 KOE/r He 6onee 102 KOE/r
NPOOKEBBIX U MIECHEBBIX TPUOOB
c) E. coli Absentin 1g/ Shall be absentin 1g/
OrcyTterByeT B 1r OrcyrcteueB 1 1
9 | Packaging / YnakoBka 10 tablets in a non-transparent | 10 tablets in a non-transparent PVC/PVDC/Alu
PVC/PVDC/Alu foil blister. | foil blister. 2 blisters and a patient information

2 blisters and a patient information
leaflet in a carton. / ITo 10 Ta6neTok
B OnucTepe M3  HEMpo3padHOi
TMBX/TIBJX nieHKH/ altOMUHHEBOM
¢oneru. Ilo 2 Oaucrepa ¢
WHCTPYKUHMEH MO TMPUMEHEHUIO B

MayKy KapTOHHYIO.

leaflet in a carton. / [To 10 Tabnerok B 6aucTepe 13
Hernpo3pauHo NBX/TIBOAX
nyeHku/amomunueBoit ¢onsru. o 2 Gnuctepa c
WHCTpYKUMEW 1O  MPUMEHEHHIO B  MaukKy
KapTOHHY!O.

Remarks : The Product confirms to ND/
IMpumeuanne: [IpoaykT cooTBeTcTRYET TpeboBanusam HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / IloaroTtorneHo:
D. Latha- Quality control-
Team Member

o

Checked by / [Tposepeno:
A. Susmitha - Quality
control- Team Member

Q@

(AOK): Ahamadullah

Checked by (AQA) / ITposepeHo

Mohammad — Analytical Quality
Assurance- Team Member

s

Approved by: Quality Assurance/
Authorized person / Ongo6peHo:
Obecneuenme
kayectBa/OTBETCTBEHHOE TULO:

S. Haneef — Quality Assurance- Team
Member

T

Date fﬂamf.\/l s oMo

Date / [lata: 2(-0 L-20.28

Date / Hara:

3022024

20 ol

Date / Jlara:




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Product : Niselat (amtolmetin guacil) film-coated tablets, 600 mg /
Mpoayxr: Haiizunar® (amroamernn ryamusi) Tab/IeTKH, NOKPbIThIE NJIeHOYHO# 060/109K0i#i, 600 Mr

Market / Poinox : Russia / Poccus

Batch No. / ) Batch Quantity / . 675000 tab /

Cepus Ne + B2600445 Pa3mep cepun 675000 Tab

Analytical Repo“rt No./ . 2002FP26000284 Date of Analysis / . 19-02-2026
AHaaHTHYecKH# oTdeT No HaTa anaan3za

Date of Manufacture / . 22-01-2026 Date of Expiry / . 31-12-2028

JaTa nponsBoacTBa T'ogen go

Mfg. License No. /

IponssoacTeennan : 63/RR/AP/96/F/R MA number: / Homep PY : JITI-Ne(004036)-(PI'-RU)
JHIeH3Hsd Ne

Analysis performed according ND / Anasnu3 nposeaex no HJI: JITI-Ne(004036)-(PI'-RU)-181223

PageSof 6/ Ctp.5n3 6
* [1py BbIMyCKE JIEKAPCTBEHHOTO MpPEnapaTta KOHTPOJb Ka4eCTBa M0 MoKa3aTes o « MUKpOBHOIoruueckas YHCTOTa MPOBOAUTCS TS KaXKIOH
20-0ft cepyu, UK 411 OMHOM CEPUU B rof, B 3aBUCUMOCTH OT TOTO, YTO HACTYIUT paHbLIE.
* When the drug product is released, the quality control for Microbiological Purity is performed for each 20th batch or for one batch a year
whichever is earlier.
API name / HaumeHnoBanue A®C:
INN / MHH
API manufacturer batch number /
Homep cepun npoussoaurenss AQC:
FP Manufacturer API Batch number /
Howmep cepun cy6ctanunu npoussoaurens I'JId:
API Manufactured by & country /
Ilpoussoautenn AD®C, crpana:

Amtolmetin guacil / AMTOIMETHH ryauun
Amtolmetin guacil / AMTOJIMETHH ryaumn

AFQH001033, AFQH001236, AFQH001503

FBQAO00083, FBQA00084, FBQAO00085

Dr. Reddy's Laboratories Ltd., India /
J-p Pennu’c Jlaboparopuc JIta., UHaus
Dr. Reddy's Laboratories Ltd, Formulation Technical Operations —II,
survey no. 42p, 43, 44p, 45p, 46p, 53, 54&83, Bachupally Village,
Bachupally Mandal, Medchal Malkajgiri District - 500090, Telangana
State, India (license No 63/RR/AP/96/F/R) /

[-p Pennu'c JTabopatopuc JItn, [IpoussoncteenHoe noapaznenenue — I,
yuacTku Ne 42p, 43, 44p, 45p, 46p, 53, 54 v 83, bauynannm Bunnamx,
Bauynamnu Mangan, Meadan Mankamxkrupu ductpukr — 500090, wrar
Tenanrana, Uuaus (JIuueusus Ne 63/RR/AP/96/F/R)

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumeHoBaHHe, agpec, JULEH3UA AN
IIpousBoacTBeHHas NJomwaaka /

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance with the GMP requirements
of the Eurasian Economic Union (No. GMP/EAEU/RU/02346-2025 dt. 25 September 2025) and requirements to the medicinal quality and
with the specifications in the Marketing Authorization dossier of the importing country. Production, packaging and testing records are verified
and their compliance with Good Manufacturing Practice of the Eurasian Economic Union is established». /

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

IMpumeuanue: [poaykt cooTBeTcTBYET TpeGosanuam HJJ

3akmwouenne: OJJOBPEHO

Prepared by / [ToarorosneHo:
D. Latha- Quality control-
Team Member

e

Checked by / ITposepeno:
A. Susmitha - Quality
control- Team Member

Qg

Checked by (AQA) / IIposepeto
(AOK): Ahamadullah
Mohammad — Analytical Quality
Assurance- Team Member

Lo

Approved by: Quality Assurance/
Authorized person/ OgobpeHo:
Ob6ecnevenue
Kavectea/OTBETCTBEHHOE JTULIO:

S. Haneef — Quality Assurance- Team

Member &

Date /,Elaragu orAlrl

Date / lara:2{D) - 2028

Date / Jara: 092026

Date / Nara: 7/1'1/6)/”% Lé)
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Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

CEPTU®HUKAT AHAJIM3A

Product : Niselat (amtolmetin guacil) film-coated tablets, 600 mg /
Mpoayxr: Haiiznnat® (aMToIMeTHH ryanus) Tab/ieTKH, HOKPHITbIE MIEHOYHOI 0005104K0i, 600 Mr

Market / Poisok : Russia / Poccus

Batch No. / ] Batch Quantity / . 675000 tab /

Cepus Ne : D200 Pa3mep cepun 675000 Tab

Analytical Repo:‘t No./ . 2002FP26000284 Date of Analysis / . 19-02-2026
AHAJIHTHYECKHIT oTUeT No JlaTa anaamnsa

Date of Manufacture / . 99.01-2026 Date of Expiry / . 31-12-2028

JlaTa npou3BoACTBA Toaen a0

Mfg. License No. /

IpounzBoacTBEeHHAS : 63/RR/AP/96/F/R MA number: / Homep PY  : JIII-Ne(004036)-(PT-RU)
aueH3usa Ne

Analysis performed according ND / Anaaus nposeaen mo H/L: JITI-N(004036)-(PI'-RU)-181223

Page 6 of 6/ CTp. 6 13 6

3akaioUueHHe 0 cOOTBeTCTBHH: «HACTOAWMM 5 NOATBEPy K Iat0, YTO NPUBEAEHHAS BbILIE UHPOPMALIMA ABJAETCA LOCTOBEPHON U TOUHOM.
JTa cepus MPOAYKLUMH NPOU3BENEHA (BKJtOUAs YMAKOBKY (MapKMPOBKY) M KOHTPOIb KaueCTBA) HA BbIUIEYKA3aHHON MPOM3BOACTBEHHOM
mnowaake (omaakax) B MONHOM COOTBETCTBUU ¢ TpeGopaHnsamu [lpasui Haianexaileit NpoM3BOACTBEHHOH MpakTHku Eppasuiickoro
akoHoMmuyeckoro cowoza (NeGMP/EAEU/RU/02346-2025 ot 25 centsabps 2025) u TpeOOBaHMAMU KOHTPOJIS KayeCcTBa JIEKAPCTBCHHBIX
CPEICTB, a TAKKE B COOTBETCTBHMM CO CMEUMGHMKALMAMH, COASPIKALIMMUCS B PErHCTPALMOHHOM AOCHE CTPAHBI-MMIIOPTEpa. 3arucH no
[POM3BOACTBY, YIIAKOBKE M AHATU3Y MIPOBEPEHBI, U YCTAHOBIIEHO MX COOTBETCTBUE TpeGoBaHUAM [IpaBui HajnexkalleH MPOU3BOACTBEHHOM

npakTHky EBpazniickoro 3kKOHOMHUUECKOTO COO3a».

Remarks : The Product confirms to ND/
Ipumeuanune: [poaykr coorsercTByeT TpeboBanusm HJJ

Conclusion : APPROVED /
3akaiouenune: OJOBPEHO

—

Checked by / ITpoeepeHo:
A. Susmitha - Quality
control- Team Member

Prepared by / IToarotosneHo:
D. Latha- Quality control-
Team Member

g

Checked by (AQA) / ITposepeHo If

(AOK): Ahamadullah
Mohammad — Analytical Quality
Assurance- Team Member

At

Approved by: Quality Assurance/
Authorized person / OnobpeHo:
ObecneueHue
kauecTBa/OTBETCTBEHHOE JIMLLO:

S. Haneef — Quality Assurance- Team

Member %
e

Date / lata:2{ D3 -0 26

Date /dara: OJ—QWV("

Date / [ata: 3 022024

Date/ lara: 2™ ,-U‘L Aol L




