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Dr.Reddy’s 1':‘

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

Product : Niselat (amtolmetin guacil) film-coated tablets, 600 mg /
IIponykTr: Haiizunar® (amToMeTHn ryanui) TabJeTKH, DOKPbITHIE NJIEHOYHOH 000.104K0ii, 600 Mr

Market / Poinok : Russia / Poccus

£ ciiNGa : B2501966 Batch Quantity / . 553.500 KG / 553,500 KT
Cepus Ne Pasmep cepun

Analytical Repovrt No. / . 2002FP25001669 Date of Analysis / . 17-07-2025
AHnanuTHYecKHi oTueT Ne JlaTa anaausa

Date of Manufacture / . 93-05-2025 Date of Expiry / . 30-04-2028

JlaTa 1Ipou3BoACTBA T'onen oo

Mfg. License No. /
IMpon3poacTBEeHHAA
JuneHsus No

: 63/RR/AP/96/F/R

MA number: / Homep PY

: JII-Ne(004036)-(PT-RU)

Analysis performed according ND / Anaaus nposegen no HJI: JITI-Ne(004036)-(PT-RU)-181223

Page10of6/Crp. 1136

1\;:;/ Test / ITokasaTennb Result / PesyabTat Specification / Hopma
1 | Description / Onucanme White, capsule-shaped biconvex, | White to off-white, capsule-shaped biconvex, film-
film-coated tablets with | coated tablets with characteristic odour. /
characteristic odour. / | KanicynoBUAHEIE ABOSKOBBIMYKIbIE TAONETKH,
KancynoBMIHEIE OBOSKOBBIMYKIbIE | TOKPHITHIE IUIEHOYHOH 000MOUKOM OT Geyoro 1o
TabNeTKH, TOKPBITBIE IUIEHOYHOM | IIOYTH GEI0TOo HBETA, C XapaKTEPHBIM 3aMaxoM.
oboyoukoif  Oemoro  mBeTa, €
XapaKTePHBIM 3aaxoM.
2 | Identification/ IloanuHHOCTB Complies as prescribed/ The retention time of the main peak in the
CooTBeTCTBYET TPEOOBAHIAM 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 ynep:xusanus
OCHOBHOT'O [IHKa Ha XpoMaTorpamMMe
HCILITYEMOTO PacTBOpa JOJDKHO COOTBETCTBORATE
BpPEMEHH YIEP)KHUBAHUA OCHOBHOIO IIMKA Ha
XpoMaTorpamme CTaHIApPTHOTO pacTBopa
amTonMeTHH Tyanmna (paszien «KonuuecTBeHHOE
OTPENEICHAER ).
3 | Average weight and uniformity of weight / Cpennsasa macca ¥ 0HOPOIHOCTE 10 Macce

a) Average weight /
Cpennsst Macca

820.8 mg / 820,8 mr

820.0 mg + 5 % (from 779.0 mg to 861.0 mg) /
820,0 Mr £ 5 % (ot 779,0 Mr 1o 861,0 mr)

Remarks : The Product confirms to ND/
IIpumeuanne: IIpogykr cooTBeTCcTBYET TpeboBanmiM HJT

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

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

s

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

Member

m

oA

Checked by (AQA) / Ilposepeno
(AOK): Ajay Kumar — Analytical
Quality Assurance- Team

Approved by: Quality Assurance/
Authorized person / OnoOpeHo:
Obecneyenne
kauecTBa/OTBETCTBEHHOE JIMLO:

S. Haneef — Quality Assurance- Team
Member

Date /Hata: 18-07-2025

Date / Jlata: 18-07-2025

Date / Jlata: 18-07-2025

Date / JJaTa: 18-07-2025




Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3ZA

Product : Niselat (amtolmetin guacil) film-coated tablets, 600 mg /
Ipoaykr: Haiizuiar® (amToamMerns ryanmt) TabJeTKH, NOKPHITHIE IIEHOYHOI 060.109K0ii, 600 Mr

Market / PoiHok : Russia / Poccus

g aLch 02 : B2501966 Batch Quantity / : 553.500 KG / 553,500 KT
Cepusn Ne Pazmep cepun

Analytical Repovrt No./ . 2002FP25001669 Date of Analysis / . 17-07-2025
ARanmuTHYECKH oTyeT No Jara anHanusa

Date of Manufacture / . 23-05-2025 Date of Expiry / . 30-04-2028

JlaTa npou3BoACTRA Tonen no

Mfg. License No. /

Ilpon3BoacTBeHHAs : 63/RR/AP/96/F/R MA number: / Homep PY : JII-Ne(004036)-(PT'-RU)

Janensus Ne

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

Page2 of 6 / Ctp.2 u3 6

No./
No

Test / IToxka3zarTennb

Result / PesyabTaT

Specification / Hopma

b) Uniformity of wecight /

Complics as prescribed/

18/20 tabs

not more than+ 5 %/

OnoHOPOAHOCTE 110 Macce

CooTBeTcTBYeT TpeOOBAHMAM

2/20 tabs - not more than + 10 % /
18/20 Tabn. — He Goytee = 5 %
2/20 Tabi. — He bonee + 10 %

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

IIpumeuanne: IlponyxT coorsercrayer Tpebosanuam HIL

3axkmouenune: OJOBPEHO

Prepared by / TlloarotosneHo:
D. Latha- Quality control-

Team Member

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

84—

Checked by (AQA) / TIposepeno
(AOK): Ajay Kumar — Analytical
Quality Assurance- Team
Member

)

¥}

Approved by: Quality Assurance/
Authorized person / OmobpeHo:
Obecneyenue
kauecTBa/OTBETCTBEHHOE JTHIIO:

S. Haneef — Quality Assurance- Team

Member &

Date /[ata: 18-07-2025

Date / Jata: 18-07-2025

Date / Hara: 18-07-2025

Date / {ata: 18-07-2025




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

‘|Product : Niselat (amtolmetin guacil) film-coated tablets, 600 mg /
IpomykT: Haiiznaat® (aMToMeTHH ryanmmui) Ta6JIeTKH, IOKPbITHIE IIEHOYHOI 060104K0¥, 600 Mr

Market / PoiHok : Russia / Poccus

FRACHNG. . B2501966 Batch Quantity / . 553.500 KG / 553,500 KT
Cepusa Ne Pazmep cepun

Analytical Repourt No./ . 2002FP25001669 Date of Analysis / 17-07-2025
AHanuTHyecKHii oTuer Ne JaTa anann3a

Date of Manufacture / . 93-05-2025 Date of Expiry / . 30-04-2028

JlaTta npoM3BOACTBA T'onen oo

Mfg. License No. /

IIpon3BoacTBeHHAS : 63/RR/AP/96/F/R MA number: / Homep PY : JHI-Ne(004036)-(PI'-RU)
JINUEH3UsE Ne

Analysis performed according ND / Ananus nposenen no HJI: JITI-Ne(004036)-(PT'-RU)-181223

Page3 of 6/ Crp.3 w3 6

l\j&'/ Test / Tloka3zarenb Result / PesyabTat Specification / Hopma

.4 | Dissolution / PacTBopeHue Unit-1/ Ta6n.-1 90.3% Not less than 70 % (Q) of amtolmetin guacil label
Dna a7 | 97| clim s 180min | e e T0% (@) or
Unit-3 / Tabmr.-3 92.7% 4epe3 180 muH.
Unit-4 / Tabn.-4 93.9%
Unit-5 / Tabmn.-5 92.1%
fUnit-6 / Tabn.-6 91.4%

5 | Assay / KonudyecTBenHoe

onpeaeicHue

99.7%

90 % to 110 % of amtolmetin guacil label claim. /
Ot 90 % mo 110 % OT HOMUHANBLHOTO COACPKAHMA
aMTOJIMETHH 'yallyia.

6 | Related substances / PoacTBeHHbIe IpUMeECH

AMT-1
OMP
AMT-2

Any individual unidentified
impurity/ JIxo6as eqMHUIHAsA
HenIeHTHGUIIUPOBaHHAS IIPHMECD

Total impurities / CymMmma npuMeceit

Not detected / He 0OHapyxeHa

0.01% /0,01%
0.05% /0,05%

0.04% /0,04%

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

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

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

Mpumeuanune: [TpoaykT coorsercrayer TpedoBanvam HJL

3akmouenne: OJOBPEHO

Prepared by / IloarorosneHo:
D. Latha- Quality control-

Team Member

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

Checked by (AQA) / IIposepeHo
(AOK): Ajay Kumar — Analytical
Quality Assurance- Team
Member

\/Lo'\.\

Approved by: Quality Assurance/
Authorized person / Ono6peHo:
Obecneyenne
KauecTBa/OTBETCTBEHHOE JIUIIO:

S. Haneef — Quality Assurance- Team

Member &

Date /Jara: 18-07-2025

Date / Hata: 18-07-2025

Date / Ilata: 18-07-2025

Date / Jlata: 18-07-2025
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIM3A

Product : Niselat (amtolmetin guacil) film-coated tablets, 600 mg /
Ipoaykt: Hajiznaat® (aMToamMeTHH ryann) TabieTKH, NOKPLIThIE NJIEHOYHOA o6omoukoii, 600 mr

Market / Peinok : Russia / Poccus
Batch No. / : B2501966 paichQuantityl : 553.500 KG / 553,500 KT
Cepns Ne Pa3zmep cepun

Date of Analysis /

JIHNEeH3Ha Ne

Analytical Report No. / : 2002FP25001669 s 17-07-2025
AHaJJHTHYecKHii oTueT Ne JlaTa ananu3a

Date of Manufacture / . 93-05-2025 Date of Expiry / . 30-04-2028

JlaTa npou3BOACTBA T'open no

Mfg. License No. /

IIpou3BoacTBEHHAS : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-Ne(004036)-(PI'-RU)

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

Page4 of 6/ C1p. 4 m3 6

No./
Ne

Test / IToka3aTenb

Result / PesynbTar

Specification / Hopma

2 blisters and a patient information
leaflet in a carton. / ITo 10 TabneTok
B Omucrepe U3 HENpO3padvHOM
IBX/TIB/IX nneHKH amOMHUHAEBOH
¢oneru. Ilo 2 Gmucrepa ¢
MHCTPYKLMEH N0 INPHMECHEHHIO B

NayKy KapTOHHYIO.

7 | Uniformity of dosage units / 3.6/3,6 The acceptance value (AV) should be less tran of
OanopoanocTs J03HpOoBATIHA equal to 15.0. / TlokazaTems npredreMocTd (AV)
JOJKeH ObITH MEeHee WK paBeH 15,0.
8 | Microbial limits* / MuxpoGuosiornyeckasi 4acrora*
a) Total aerobic microbial Less than 10 CFU/g / Not more than 10°* CFU/g /
count / Of1mee 9uca0 a3poOHBIX Memnee 10 KOE/r He 6onee 10° KOE/r
MUIKPOOPraHU3MOB N
b) Total combined yeasts and Less than 10 CFU/g / Not more than 102 CFU/g /
mould count / O61mee yucno Menee 10 KOE/T He 6onee 10> KOE/r
IPOMOKEBBIX W TUIECHEBBIX TPHOOB
c) E. coli Absentin 1g/ Shall be absent in 1g /
OrtcyTcTBYeT B IT OtcytcTBHEe B 1 T
9 | Packaging / YnakoBka 10tablets 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

leaflet in a carton. / ITo 10 Tabnetok B 6nucTepe U3
HETpo3padHoii IBX/IIBAX
IeHKH/ amoMuHreBoi Goseru. 1lo 2 6muctepa ¢
HHCTPYKOHMEH 10 TpPHMEHEHMIO B  MayKy

KapTOHHY1O.

Remarks : The Product confirms to ND/
ITpumeuanue: [Ipoaykt cooteTcTBYeT TpeboBaHuAM H]I

Conclusion : APPROVED /
3aknwuenune: OJJOBPEHO

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

‘Z&f/C%’

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

Member

LA

A

Checked by (AQA) / ITposepero
(AOK): Ajay Kumar — Analytical
Quality Assurance- Team

Approved by: Quality Assurance/
Authorized person / Ono6peno:
Obecneyenne
kauecTBa/OTBETCTBEHHOE JIMIIO:

S. Haneef — Quality Assurance- Team

Member &

Date /ara: 18-07-2025

Date / Tata: 18-07-2025

Date / laTa: 18-07-2025

Date / Jlata: 18-07-2025
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A

Product : Niselat (amtolmetin guacil) film-coated tablets, 600 mg /
Ipoaykr: HaiiznaaT® (aMT0JMETHH ryanu) TabJIETKH, NOKPBITHIE IIEHOYHOH 000.109K0i, 600 mr

HpOH3BOZlCTBeHHaﬂ

Market / Poinok : Russia / Poccns
Batch No. / - B2501966 Batch Quantity / . 553.500 KG / 553,500 KI"
Cepus Ne Pasmep cepuu
Analytical Repourt No./ . 2002FP25001669 Date of Analysis / . 17-07-2025
AHaJIUTHYECKH oTYeT No JlaTa ananusa
Date of Manufacture / . 93.05-2025 Date of Expiry / . 30-04-2028
JlaTa mpou3BoJACTBA Tonen no
Mifg. License No. /
: 63/RR/AP/96/F/R MA number: / Homep PY  : JIII-Ne(004036)-(PI'-RU)

JuueHsus Ne
Analysis performed according ND / Ananu3 nposenex mo HJI: JIIT-Ne(004036)-(PT-RU)-181223

Page Sof 6/ Ctp.5u3 6
b HpH BBIIMYCKE JICKAPCTBCHHOTO MIpETiapaTa KOHTPOJIb Ka4€CTBA 110 IT0Ka3aTEIH0 «MI/IKp06I/IOJ'IOl"I/I'-ICCKa$I YUCTOTa» MPOBOOUTCA AJIA Ka)l()lOﬁ

20-0it cepuy, WM 1711 OXHOM CEPHH B TOJl, B 33aBUCHMOCTH OT TOTO, YTO HACTYITUT PAHBIIE.
* When the drug product is released, the quality control for Microbiological Purity is performed for each 20th batch or for one batch a yeat

whichever is earlier.

API name / HanmenoBanue ADC:

INN / MHH

API manufacturer batch number /

Homep cepuu npouspoautens A®C:

FP Manufacturer API Batch number /

Homep cepun cybcTaHumu l'lpOlBB(;IlPlTe.l‘lﬂ TJi®:
API Manufactured by & country /
IIpoussoautens ADC, cTpaHa:

Amtolmetin guacil / AMTOIMeTHH I'yalu
Amtolmetin guacil / AMTOIMETHH ryanul

AFQHO001032, AFQH001504, AFPH006678, AFPH006677

FBQAO00081, FBQA00082, FBPA9O1248, FBPA01247

Dr. Reddy's Laboratories Ltd., India /
I-p Penmw’c Jlabopartopuc JIta., Mepus
Dr. Reddy's Laboratories Ltd, Formulation Technical Operations — II,
survey no. 42p, 43, 44p, 45p, 46p, 53, 54483, Bachupally Village,
Bachupally Mandal, Medchal Malkajgiri District - 500090, Telangana
State, India (license No 63/RR/AP/96/F/R) /

IO-p Pennuc Jla6oparopuc JIta, [ponsBoacTeenHoe noapasaenenue — 11,
yuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynamnu Buwuiamk,
Bauynanmm Maunpan, Memyan Mankamkrupy Juctpukt — 500090, mwrar
Tenanrana, Munus (JIunensus Ne 63/RR/AP/96/F/R)

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumeHnosanne, agpec, JTHUEH3HA JJIs1
MpousBoacTBeHHas IIIOWIAAKA /

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/00573-2022 dt. 23 September 2022) 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 /

[Ipumeuanue: [Ipoxykt coorBeTcTBYET TpeOopaHmamM HI

Zaxmouenne: OJOBPEHO

Prepared by / TlogrotrosneHo:
D. Latha- Quality control-

Team Member

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

Checked by (AQA) / Ilposepeno
(AOK): Ajay Kumar — Analytical
Quality Assurance- Team
Member

i)
A

Approved by: Quality Assurance/
Authorized person / OmobpeHo:
Ob6ecnedcHue
kauecTBa/OTBETCTBEHHOE JIMLIO:

S. Haneef — Quality Assurance- Team
Member

Date /Ilata: 18-07-2025

Date / dara: 18-07-2025

Date / lata: 18-07-2025

Date / ara: 18-07-2025




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Niselat (amtolmetin guacil) film-coated tablets, 600 mg / )
HNponyxt: Haiiznaat® (amToamernn ryanmn) TabaeTKd, IOKpPbIThIE NIEHOYHO# 060J109K0i, 600 Mr

Ilpon3roacTBEHHAdA
Junnen3us Ne

Market / Peinok : Russia / Poccusa
Batch No. / . B2501966 Batch Quantity / : 553.500 KG / 553,500 KT
Cepusi Ne Pasmep cepun
Analytical Repourt No. / - 2002FP25001669 Dat_e of Analysis / 17-07-2025
AHANMTHYECKH 0TUeT No Jara aHannza
Date of Manufacture / . 93.05-2025 Date of Expiry / . 30-04-2028
JlaTa mpou3BoaCTBa Togen no
Mfg. License No. /
: 63/RR/AP/96/F/R MA number: / Homep PY  : JII-Ne(004036)-(PI'-RU)

Analysis performed according ND / Anasu3 nposenes no HA: JITI-Ne(004036)-(PI'-RU)-181223

Page 6 of 6 / CTp. 6 13 6

3akn0yeHne 0 coOTBeTcTBHH: «HacToSIIMM 1 IONTBEPK A0, YTO NpHBENeHHas Bhile HHOOPMAIIUA ABIAETCA JOCTOBEPHON M TOYHOM.
Ta cepysi NPOMYKIMH NPOU3BEeHa (BKIIOYAs YNAkoBKy (MapKMpPOBKY) M KOHTPOIb KAadeCTBa) Ha BEIIIEYKa3aHHON NPOM3BOICTBEHHOM
IIoW@aKe (IUIomaakax) B IOJIIOM COOTBETCTBHH ¢ Tpefopanmsmu IIpaBuil Hajexalleil NMPOM3BOACTBEHHOH MPAKTHKH Erpazmniickoro
skoHoMHueckoro cotsa (NeGMP/EAEU/RU/00573-2022 ot 23 cenrabpa 2022) u ipeGOBaHHﬂMH KOHTpOJIA KayecTBa JIEKapCTBEHHEIX
CPEJICTB, @ TAakKe B COOTBETCTBUHM CO CIELM(UKALAMY, COASPKAIIMMUC B PETHCTPAMOHHOM NOChe CTPaHBI-MMIIOpTepa. 3alMCH TIC
IIPOHM3BOJICTBY, YTIAKOBKE U aHATH3Y NPOBEPEHbI, U YCTAHOBIEHO HX COOTBETCTBHE TpeGoBanusaM [TpaBui Hayiexkallell IPOU3BOICTBEHHON

IpaKTUKH EBpa3HfICKOF0 3KOHOMHYECKOTO COI03a.

Remarks : The Product confirms to ND/
[Mpumeyanne: [IpoayxT cooTeercTByeT Tpebopanuam HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / IlogrorosyeHo:
D. Latha- Quality control-

Team Member

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

4

Checked by (AQA) / IIposepeHo
(AOK): Ajay Kumar — Analytical
Quality Assurance- Team
Member

A

Approved by: Quality Assurance/
Authorized person / Ono6peHo:
ObecneyeHue
kauecTBa/OTBETCTBEHHOE JIMIIO:

S. Haneef — Quality Assurance- Team
Member

Date /Jlata: 18-07-2025

Date / Tata: 18-07-2025

Date / ara: 18-07-2025

Date / JIata: 18-07-2025




