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Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3IA

'Product: / Niselat (amtolmetin guacil) film-coated tablets, 600 mg /

IIpoaykr: _Ha_irismlaT@ (aMTOJIMETHH ryaumsi) TabaeTKn, NOKPhITHIE 1/IeHOYHOi 000104K0#H, 600 mr
Batch No. / : B2400881 Batch Quantity / 1 553.500KG/
Cepus Ne O6nem cepun 553,500KI™
Analytical Report No. / : 2002FP24000686 Date of Analysis / : 23-03-2024
AHaJIHTHYECKHH oTyeT Ne - JlaTa aHaausa

Date of Manufacture / : 02/2024 Date of Expiry / : 0172027

JlaTa npoM3BoOJACTBA - - | Toaen a0

Analysis performed according ND / Ananns nposeaes no HJL: JI11-0U1588-161220 (amend Ne 1 from
01.09.2022 / m3m. Ne 1 o1 01.09.2022) -

~ Pagelofd/Crp.1u3 4

/ Test / Iloka3zaTenan Result / Pe3yapTat Specification / Hopma

1 | Description / Onucanue | Complies  as  prescribed/ | White  to  off-white,  capsule-shaped
CootsetcrByer TpeboBanusim | biconvex,  film-coated  tablets  with
characteristic odour. / Kancynosuansie
NBOSIKOBbIMYKJible ~ TabAETKW, MOKpPbITbIE
NIJIEHOYHOM 060soyko OT 6eoro 10 no4TH
6e0ro 1BeTa, C XapakTepHbIM 3armaxom.

2 | Identification/ Complies as prescribed/ The retention time of the main peak in the
IHoannaHOCTH CootsercTByeT TpeboBanusaM |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 ynmep»1uBaHHs OCHOBHOI'O IHKa Ha
XpoMaTrorpaMMe MCIBITYEMOro pacTBopa
JIOJDKHO COOTBETCTBOBATh BpeMeHH
yAep)KHBAHWS ~ OCHOBHOrO  MHKa  Ha
XpoMmarorpaMme CTaHJIaQpTHOrO  pacTBopa
aMTOJIMETHH ryatmJia (pazpmen
«KonnyectBeHHOE onpeaenecHre).

3 | Average weight and uniformity of weight / Cpenusis macca u 0AHOPOJHOCTH IO Macce

a) Average weight / 816.4 mg/816,4 mr 820.0 mg £ 5 % (from 779.0 mg to
Cpennsis macca 861.0 mg) /
820,0 mr £5 % (ot 779,0 mMr o 861,0 mr)
b) Uniformity of weight / Complies as prescribed/ 18/20 tabs — not more than + 5 % /
ONHOPOJAHOCTD 11O CootBercTByeT Tpebosanusam | 2/20 tabs - not more than + 10 % /
macce . 18/20 Tabn. — ne 6onee = 5 %

2/20 Tabn. — He 6onee = 10 %

Remarks : The Product conforms to ND / Opinion : APPROVED
IIpumeuanne: [Ipoaykr coorBeTcTBYET TpeboBanusM HJI 3akmouenue: OJIOBPEHO
Prepared by/ Checked by Approved by: Manager/Executive
[posepeHo JloxyMeHT npoBepeH Menemkep no obecneueHuno KayecTra
D. Latha — Quality Contro T. Latha — Quality Control / V. Prashanth — Quality Assurance /
Team Member Team Memb — Team Member
Print Date / Jlata: 23-03-2024 Print Date / Jlata: 23-03-2024 Print Date / JTaTa: 23-03-2024
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Product: /
IIpoaykr:

Batch No. /
Cepust Ne

Analytical Report No. /
| AHAJIMTHYECKHIT oTueT No

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Niselat (amtolmetin guacil) film-coated tablets, 600 mg /
Haiizunar” (aMTOIMETHH IYaluJi) TabJeTKH, MOKPLIThiE MJIeHOYHOH 000104K0H, 600 mr

Date of Manufacture /
Jata npoussoacTsa

: B2400881 Batch Quantity / : 553.500 KG /
- O6bem cepun 553,500 KI”
: 2002FP24000686 Date of Analysis / : 23-03-2024
- HaTa ananu3za
: 02/2024 Date of Expiry / : 0172027
| I'onen o

Analysis performed according ND / Ananu3s nposeaen no HJL: JI11-001588-161220 (amend Ne 1 from
01.09.2022 / u3m. Ne 1 ot 01.09.2022)

Page2 of 4/ Crp. 2 n3 4

No.
/ Test / Iloka3aTesnb Result / PesynbTaT Specification / Hopma
No
4 | Dissolution / N Unit-1/ Ta6n.-1 88.0% | Not less than 70 % (Q) of amtolmetin guacil
. . )
PacTBopenne Uniia 7 Tabn 2 7.5% label claim after 180 min. / He menee 70 %
(Q) OT HOMHHANBLHONO  COACPIKAHMS
Unit-3 / Taba.-3 87.3% | amTonmMeTuH ryauuna yepes 180 mMuH.
Unit-4 / Tabn.-4 87.5%
Unit-5 / Ta6n.-5 88.0%
Unit-6 / Tabn.-6 88.6%
5 | Related substances / PoagcTBeHHbIE IPpHMeECH

AMT-1
OMP
AMT-2

Any individual unidentified
impurity/ Jlro6as
eAMHWYHAS

HeuaeHTU DU POBaHHAS
npuMech

Total impurities / Cymma
npumecei

Less than LOQ (LOQ = 0.009%) /
Hmxke npegena KoJIM4yecTBEHHOro
onpenenenus (ITKO = 0,009%)

0.01%/ 0,01%
Less than LOQ (LOQ =0.010%) /

Hwuxe npeaena konuyecTseHHOro
onpenenenus (ITKO = 0,010%)

0.01% 70.01%

Not detected / He oOHapyxeHa

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

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

Remarks : The Product conforms to ND /
Ipumeuanne: [Ipoaykr cooTReTCT

ByeT TpeboBanusm HJL

Opinion : APPROVED
3axkmwyenne: OJJOBPEHO

Prepared by/

ITpoBepeHo

D. Latha — Quality Control /
Team Member )

Checked by
JloKkyMeHT npoBepeH

T. Latha — Quality Control /
Team Member, o
|

Approved by: Manager/Executive
Menemkep no obecneyeHuto kauecTBa
V. Prashanth — Quality Assurance /

Team Member

Print Date / JTata: 23-03-2024

Print Date / JTata: 23-03-2024

Print Date / JTata: 23-03-2024  \

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507

Tel : +9140 4900 2900, Fax : +9140 4900 2999 Email : mail@drreddys.com www.drreddys.com
Factory : Survey No. 42, 45 & 46, Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District, Pin Code - 500 090,
Telangana, India. Tel : 9140 4464 2202 & 2203, Fax : 9140 4464 2276, www.drreddys.com




()
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CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIU3A

Product: / Niselat (amtolmetin guacil) film-coated tablets, 600 mg /

Hpoaykr: Haiizunat® (aMTOIMETHH ryanus) TabJeTKH, MOKpPbIThbIe IIEHOYHOi 000/104K0i, 600 Mr
Batch No. / : B2400881 Batch Quantity / 1 553.500 KG/
Cepusg No - O06bem cepun 553,500 KTI”
Analytical Report No. / : 2002FP24000686 Date of Analysis / : 23-03-2024
AHaJguTHYeCKHH oTueT Ne JlaTa aHaJM3a
Date of Manufacture / 1 02/2024 Date of Expiry / : 0172027
JlaTa npou3BoacTBA I'ogen no

Analysis performed according ND / Ananus nposeaen no HJIL: JIT1-001588-161220 (amend Ne 1 from

01.09.2022 / uam. Ne 1 ot 01.09.2022)

|
Page3 of4/Crp. 3 n3 4

No.
/ Test / Iloka3zaTesb Result / PesyabTat Specification / Hopma
No
6 | Microbial limits* / MukpoGuosornueckas 4ucToTa* )
a) Total aerobic ‘ Not Applicable Not more than 1000 CFU/g /
microbial count / Obuuee He Gonee 1000 KOE/r
YUCIIO a3POOHBIX MUKPO-
OpraHu3MoB
b) Total combined Not Applicable Not more than 100 CFU/g / )
yeasts and mould count / He 6onee 100 KOE/r
O6111ee UMCNo IPOANOKEBBIX
1 NJIECHEBBIX IPHOOB
c) E. coli Not Applicable Shall be absent in 1g/
OrcyrctBie B 1 1
7 | Uniformity of dosage 0.7/0,7 The acceptance value (AV) should be less
units / OpgHOpOAHOCTH than or equal to 15.0. / Tlokasarens
J03HPOBAHMSA npuemaemocTu (AV) nomkeH OpITb MeHee
unn pasen 15,0.
8 | Assay / KosuuecTBeHHOC 100.6% / 100,6% 90 % to 110 % of amtolmetin guacil label
omnpenesieHHe claim./O190 % no 110 % oT HOMHH&IBLHOrO
CoJiepXaHusl aMTONIMETHH Tyaluna.

Remarks : The Product conforms to ND /
ITpameuanne: [1pogykr coorBeTcTBYET TpeboBannsam HJL

Opinion : APPROVED
3akiarouenue: OJJOBPEHO

Prepared by/ Checked by
[TpoBepeHo JToxyMeHT mpoBepen

Approved by: Manager/Executive
Menemxep no obecneueHnIo KayecTsa
V. Prashanth — Quality Assurance /

Team Member :

Print Date / J]aTa: 23-03-2024

D. Latha — Quality Contr T. Latha — Qualjty Control /
Team Member | Team Membe@ -

Print Date / Jlata: 23-03-2024

X<

Print Date / laTa: 23-03-2024

R
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Dr.Reddy’s Q;‘

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A
Product: / Niselat (amtolmetin guacil) film-coated tablets, 600 mg / ]
IIpoaykr: Haiiznaar® (aMTOAMETHH 1yaii) TabJeTKH, NOKPLIThIE JIEHOYHON 0605109K0ii, 600 mr
Batch No. / : B2100881 Batch Quantity / ¢ 553.500 KG/
Cepnsi Ne - O6bem cepuu 553,500 KT°
" Analytical Report No. / : 2002FP24000686 Date of Analysis / © 23-03-2024
AnanuTH4eckuii oTuer Ne Jarta anainsa o
Date of Manufacture / : 02/2024 Date of Expiry / 1 01/2027
Jara npousBoacTea I'ogen no -
Analysis performed according ND / Anam3 nposeaen no HJL: JITI-001588-161220 (amend Ne 1 from
01.09.2022 / m3m. Ne 1 ot 01.09.2022)
Page 4 of 4/ Crp. 4m3d_
No.
/ Test / Iloka3zaTenn Result / Pe3yabTaT Specification / Hopma
No
9 | Packaging / YnakoBka 10 tablets in a non-transparent | 10 tablets in a non-transparent

PVC/PVDC/Alu foil blister. | PVC/PVDC/Alu foil blister. 2 blisters and a
2 blisters and a patient | patient information leaflet in a carton. / [lo
information leaflet in a carton. / | 10 TabneTok B 6anUcCTEepe W3 HENPO3PaUHOIi
[To 10 Tabnerok B 6nucrepe u3 | [IBX/TIBAX TIEHKU/aIFOM MHUEBOM
genpospautoii  TIBX/TIBJIX | donbru. [To 2 6auctepa ¢ MHCTPYKIKEl no
NJIEHKH/aaIOMH HEBO# IPUMEHEHMIO B MAYKy KApTOHHYIO.

dosnbru. Tlo 2 6Gnucrepa c
UHCTpYKUMEN 110 TIPUMEHEHHNIO
B NaYKy KApTOHHYIO.

10 | Labeling / MapkupoBka | According to ND /B coorserctBuu ¢ H,

11 | Storage condition / Below 25 °C / Ilpu Temnepatype He Bbiuie 25 °C
Xpanenue

12 | Shelf life / Cpox 3 years / 3 rona
TOAHOCTH

* At the drug product release, quality control for "Microbiological purity" parameter is performed for each 20th batch, or for
one batch per year, depending on what happens earlier. /

* T1pu BeINycKe JICKapCTBEHHOTO Npenapara KOHTPOJb KayecTBa Mo rnokasarenio « MHKpoGHOIornueckas YnCToTa
NPOBOANTCS AJiA Kaxnoi 20-0i cepuu, unu Asist OAHOM CEpUH B IO/, B 3aBUCHMOCTH OT TOTO, YTO HACTYINUT paHblIe.

Remarks : The Product conforms to ND / Opinion : APPROVED
IIpumeyanne: [1poaykT cootBercTByeT TpeboBaHusM HJT 3axmoyenue: OJJOBPEHO
Prepared by/ Checked by Approved by: Manager/Executive
ITpoeepeno JIoKyMEHT npoBepeH Menemxep no obecrneueHuto kayecTna
D. Latha — Quality Co‘ntrZz’ T. Latha — Qualjty Control / V. Prashanth — Quality Assurance /
Team Member Team Member/(%—/)/ Team Member :)
Print Date / [lata: 23-03-2024 Print Date / fata: 23-03-2024 Print Date / laTa: 23-03-2024
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