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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

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

IpoayxT: Haiizuaat® (AMTOIMETHH ryanuj) TabJeTKH, NOKPHITHIE MJIEHOUHOH 000J104K0i, 600 mMr
Batch No. / : B2400881 Batch Quantity / 1 553.500KG/
Cepun No Ob6nem cepun 553,500 KT
Analytical Report No. / : 2002FP24000686 Date of Analysis / 1 23-03-2024
AHanuTndeckuii oraeT No JaTta anannza
Date of Manufacture / : 02/2024 Date of Expiry / 0 01/2027

Jata npou3BoacTBa T'open no

Analysis performed according ND / Ananu3s nposegen no HJ: JII1-001588- 161220 (amend Ne 1 from
01.09.2022 / u3m. Ne 1 ot 01.09.2022)

Pagelof4/Crp.1u34

/ Test / ITokaszarenanb

1 | Description / Onucanue

Result / PesyabTaT

Complies as prescribed/
CootseTrcTByeT TpeOOBaAHUSIM

Specification / Hopma

White  to
biconvex,

off-white,  capsule-shaped
film-coated  tablets  with
characteristic odour. / Kancynosnanbie
JABOSKOBBINYKJIbIE  TabNETKH, MOKPLITHIE
MJIEHOYHOI 000JIoUKOMH OT 6eJ1oro 10 mouTH
6esioro 1BeTa, ¢ XapakTepHbIM 3amaxom.

2 | Identification/
TlopuHHOCTDL

Complies as prescribed/
CooTeTcTBYCT TpeOOBaHUIM

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 ynepxrBaHWUS OCHOBHOIO MHKa Ha

XpoMarorpaMmme HUCIBLITYEMOI'0  pacTBOpa
JOJDKHO COOTBETCTBOBATH BpEMCHH
YACPXKUBAHUS OCHOBHOTO nuKa Ha

XpoMaTorpaMMme CTaHIapTHOro pacTeopa
aMTOJIMETHH ryanuna (pasnen
«KonuuecTBeHHOE onpeaeneHne).

3 | Average weight and uniformity of weight / Cpeansst Macca

H OAHOPOAHOCTD IO Macce

a) Average weight /
Cpennsis macca

OJHOpPOAHOCTL MO
macce

b) Uniformity of weight /

816.4 mg/816,4 mr

Complies as prescribed/
CooTBeTcTBYET TpebhOoBaHUAM

820.0 mg = 5 % (from 779.0 mg to
861.0 mg) /
820,0 Mmr £ 5 % (ot 779,0 mr 10 861,0 mr)

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

Remarks : The Product conforms to ND /
ITpumevanne: [Iponyxr cooreeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by/
[IpoBepeno
D. Latha

— Quality Control
Team Member

Checked by
JlokyMeHT npoBepeH

T. Latha — Qualjty Control /
Team Member

Approved by: Manager/Executive
Menenxep no obecrieueHnIo kayecTBa
V. Prashanth — Quality Assurance /

Team Member :

Print Date / lata: 23-03-2024

Print Date / | Ta: 23-03-2024

Print Date / [lata: 23-03-2024

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507
Tel : +91 40 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
CEPTHDHKAT AHAJIM3A

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

ITpoayxr: Haiiznnat® (aMToaMeTuH ryauuj) TabjeTka, OKpbIThie IJIEHOUH M 0005104K0#, 600 Mr ]
Batch No. / : B2400881 Batch Quantity / 1 553.500 KG/
Cepust Ne | O6bem cepun 553,500 KT
Analytical Report No. / 1 2002FP24000686 Date of Analysis / : 23-03-2024
AHaJUTHYeCKHIT 0T4eT No Jarta anaausa o
Date of Manufacture / 1 02/2024 Date of Expiry / 2 0172027 |

| JlaTa npon3BojCcTBA | Topen no )

| Analysis performed according ND / Anaau3s nposeaen no HJI: JIII-001588-161220 (amend Ne 1 from
[ 01.09.2022 / u3m. Ne 1 o1 01.09.2022)

Page 2 of 4/ C‘rp,_z wid

No.
/ Test / IlokazaTennb Result / PesysabTat Specification / Hopma
No |
4 | Dissolution / Unit-1/ Ta6n.-1 ] 88.0% | Not less than 70 % (Q_) of amtolmetin guacil |

1 label claim after 180 min. / He Menee 70 %
S (Q) oOT HOMHHANBLHOIO  COAEPKAHUS
Unit-3 / Ta6a.-3 87.3% aMTONMETHH ryauinsa yepes 180 mun,

Unit-4 / Ta6n.-4 87.5%
Unit-5 / Ta6n.-5 88.0%

Unit-6/ Tabn.-6 | 88.6%

PacrBopenne Unit-2/ Tabn-2 | 87.5%

5 | Related substances / PoacTBeHHBble IpUMecH

AMT-1 Less than LOQ (LOQ = 0.009%) / | Not more than 0.2% / He 6onee 0,2 %
Huxe npeacia KOJMHUYECCTBCHHOI'O

OMP onpenenerms (ITKO = 0,009%) Not more than 1.0 % / He 6onee 1,0 %

AMT-2 0.01%/ 0,01% Not more than 1.5% / He 6onee 1,5 %

Any individual unidentified | Less than LOQ (LOQ =0.010%)/ | Not more than 0.2% / He 6onee 0,2 %

impurity/ Jlro6as Huxe npeena KoJIn4ecTBEHHOro
eAMHNYHAS onpenenenus (IMTKO = 0,010%)

HenaeHTHPULMpPOBaHHas 0.01% /0.01%
NpUMECh

Total impurities / Cymma Not detected / He obnapyxeHa | Not more than 3.0 % / He 6onee 3,0 %

npumMecen

Remarks : The Product conforms to ND / Opinion : APPROVED
ITpameuanne: [Tpoaykr coorBeTcTBYET TpeboBaHMaAM HJL 3akaiouenue: OJJOBPEHO
Prepared by/ Checked by Approved by: Manager/Executive
ITposepeHo JloxyMeHT npoBepeH MeHemkep no obecneyeHnto KauecTsa
D. Latha — Quality Control / T. Latha — Quality Control / V. Prashanth — Quality Assurance /
Team Member ngﬁ,ﬂ"eam Membc_!ﬁj Team Member

s’ ()
Print Date / Jlata: 23-03-2024 Print Date / J{ata: 23-03-2024 Print Date / [lata: 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
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

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

IIpoaykr: Haiiznaat® (aMTOJIMETHH Tyanni) Ta6JeTKH, HOKPhIThIE 1IeH0YHOI 000/104K0ii, 600 Mr
Batch No. / : B2400881 Batch Quantity / 1 553.500 KG/
Cepus Ne - - | O0bem cepun 553,500 KT
Analytical Report No. / : 2002FP24000686 Date of Analysis / : 23-03-2024
AHaanTHyeckHii oryer Ne [ laTa ananuza
Date of Manufacture / - 02/2024 | Date of Expiry / : 0172027
JlaTa nponsBoaCcTBA | T'open no - -
Analysis performed according ND / Ananu3s nposenen no HJL: JIII-001588-161220 (amend Ne 1 from
01.09.2022 / u3m. Ne 1 ot 01.09.2022)

Page 3 of 4 /E‘rp. 3uzd

No.
/ Test / [lokazaTteanb Result / Pesyabrart Specification / Hopma
Ne
6 | Microbial limits* / MnKp_oﬁuonomqecKa_ﬁ yHcTora* : :
a) Total aerobic o Not Applicable Not more than 1000 CFU/g/
microbial count / ObLuee He 6onee 1000 KOE/r
YUCNO a3pOOHBIX MUKPO-
OpraHu3MOB
b)  Total combined Not Applicable Not more than 100 CFU/g /
yeasts and mould count / He 6onee 100 KOE/r

O6Liee Uncno ApoROKEBBIX
 MJIECHEBbIX TPUOOB

c) E. coli Not Applicable Shall be absent in 1g/
OtcytcTtBHe B 1 1
7 | Uniformity of dosage 0.7/0,7 The acceptance value (AV) should be less
units / OpHopoaHoOCTh than or equal to 15.0. / Iloka3sarens
J03MPOBAHMS npuemaemMoctd (AV) nomkeH ObITb MeHee
unu pasen 15,0.
8 | Assay / KosnuecrBeHHoe 100.6% / 100,6% 90 % to 110 % of amtolmetin guacil label
ompeaeseHue claim./Ot1 90 % no 110 % OT HOMUHABLHOTO

COACpXKaHWsd aMTOJIMCTHUH ryaluia.

Remarks : The Product conforms to ND / Opinion : APPROVED
IMpumeuanue: [lpoaykr coorBercTByeT TpeboBannsm HJJ 3akawyenne: OJOBPEHO
Prepared by/ Checked by Approved by: Manager/Executive
ITpoBepeto JloxkyMeHT npoBepen MeHemxep No 0becneyeH o KauecTsa
D. Latha — Quality Contro T. Latha — Qualjty Control / V. Prashanth — Quality Assurance /
Team Member Team Member -] - Team Member Q
Print Date / [lara: 23-03-2024 Print Date / J]ata: 23-03-2024 Print Date / JlaTa: 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 : +91 40 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,
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CERTIFICATE OF ANALYSIS

| JlaTa NpoM3BOACTBA

i_ I'ogen o

CEPTHDOUKAT AHAJIM3A
Product: / Niselat (amtolmetin guacil) film-coated tablets, 600 mg / o
IIpomykT: Haiizuaat"” (aMTOAMETHH ryanni) Ta6ieTKH, HOKPLITLIC IIEHOYHO#H 060/104K0H, 600 mr
Batch No. / : B2400881 Batch Quantity / : 553.500 KG/
Ceppst Ne - | O6bemcepun 553,500 KI”
Analytical Report No. / ¢ 2002FP24000686 Date of Analysis / : 23-03-2024
AHajiuTHYeCKHIi oTd9eT No | laTa apasin3za
Date of Manufacture / : 02/2024 | Date of Expiry / : 01/2027

| Analysis performed according ND / Anann3 nposeaen no HJI: JITI-001588-161220 (amend Ne 1 from
1 01.09.2022 / m3m. Ne 1 ot 01.09.2022)

Page 4 of 4 /_61]1. 4u34

/ Test / IlokazaTenn

9 | Packaging / YnakoBka

Result / PesysibTaT

10 tablets in a non-transparent
PVC/PVDC/Alu foil blister.
2 blisters and a patient
information leaflet in a carton. /
[To 10 Tabnetok B Bamcrepe U3
HenpospauHoii  [IBX/IIBIIX
NIeHKN/aNntoMHHUCBOH
¢ombru. llo 2 OGraucrepa ¢
MHCTPYKIHEH 1Mo NpUMEHEHUI0
B NaUKy KapTOHHYIO.

Specification / Hopma

10 tablets in a non-transparent
PVC/PVDC/Alu foil blister. 2 blisters and a
patient information leaflet in a carton. / Tlo
10 TabneTok B ONUCTEPE M3 HENPO3pPA4HON
IMBX/TIBAX MNeHKH/aTioOMUHUEBOH
donbru. Ilo 2 6nucrtepa ¢ MHCTpYKLUKEH TIO
NPUMEHEHUIO B NaUKy KapTOHHYIO.

10 | Labeling / MapkupoBka | According to ND /B cootserctBuu ¢ HJJ

11 | Storage condition / Below 25 °C / [1pu TemnepaType He Bbiuie 25 °C
Xpanenue

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

* 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 BHITYCKE IEKAPCTBEHHOTO Npenapara KOHTPOJIb kauecTra No nokaszatemo « MHUKpoOHONIOrueckas YMCcToTa»

NPOBOMMTCS ANs Kaxkaoit 20-011 cepuu, WM A0t ONHOM CEPUH B FOJl, B 3aBUCKHMOCTH OT TOTO, UTO HACTYNUT paHbLIE.

Remarks : The Product conforms to ND /
ITpumeuanne: IIpoayxT cooTBeTcTByeT TpeGoBaHusM H/J

Opinion : APPROVED
3akarouenune: OJOBPEHO

Prepared by/

IIpoeepeHno

D. Latha — Quality Contro
Team Member L

Checked by

JoxymenT nposepeH

T. Latha — Quality Control /
Team Membcfl;/ \

Approved by: Manager/Executive
MeHenkep no obecneueHnIo KauecTsa
V. Prashanth — Quality Assurance /

Team Member :

Print Date / Jlara: 23-03-2024

/)
Print Date / HaTa: 23-03-2024

Print Date / Jlara: 23-03-2024
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