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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A
Product: / Niselat (amtolmetin guacil) film-coated tablets, 600 mg / ]
IIpoaykr: Haiizunat” (aMToaMeTHH ryaun) Tab/aeTKH, IOKPLITbIE ILIEHOYHO#H 060104K0#, 600 Mr
Batch No. / : B2302953 Batch Quantity / 1 553.500 KG/
Cepns Ne O0bem cepuu 553,500KT"
Analytical Report No. / : 2002FP23002246 Date of Analysis / : 30-09-2023
AHanuTHYecKUii oTueT Ne Jara anaaunza
Date of Manufacture / : 0972023 Date of Expiry / : 08/2026
JaTa npou3soacTsa T'ogeH no

Analysis performed according ND / Ananns nposegen no 11§ JIIT-001588-161220 (amend N2 1 from
01.09.2022 / u3m. Ne 1 ot 01.09.2022)

Page1 of4/Cyp. 1 u3 4

/ Test / Ilokazarenan

Result / PesyabTaT

1| Description / Onucanue

Complies  as
CootBeTcTBYeT TpeGOBaHUAM

Specification / Hopma

prescribed/

White to  off-white,
biconvex, film-coated tablets  with
characteristic odour. / KancynosuaHble
JIBOSIKOBBIMYK/IbIE  TAONETKH, TOKPbIThIE
TIeHOYHOMH 060104KOM OT 6€70ro 10 NoyTH
6eoro uBeTa, C XapakTepHbIM 3aaxoMm.

capsule-shaped

2 | Identification/
IopauaHOCTEL

Complies as prescribed/
CootBeTcTByeT TpeOOBaHUSM

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"). /
Bpemsi yiep>kuBaHMSL OCHOBHOIO MNuka Ha

XpOMaTOrpaMMe  HCHBITYEMOrO  pacTBopa
NOJDKHO COOTBETCTBOBAThH BpEMEHH
YAEPXKHUBAHUS  OCHOBHOrO  MHKa  Ha

XpoMarorpaMme CTaHJApTHOrO  pacTBopa
aMTOJIMETHH ryauuia (paznmen
«KoauuecTsBeHHOE ONMpeae/ieHue» ).

| a) Average weight /
Cpentsist macca

b) Uniformity of weight /
OnHopogHOCTb Mo
macce

3 | Average weight and uniformity of weight / Cpexnsia macca

H OJHOPOIHOCTD IO MacCce

816.3 mg/ 816,3 mr

Complies as prescribed/
Cootrpercrayet TpeboRaHHAM

820.0 mg + 5 % (from 779.0 mg to
861.0 mg) /
820,0 mr £ 5 % (o1 779,0 mr 10 861,0 mr)

[8/20 tabs — not more than £ 5 % /
2/20 tabs - not more than =+ 10 % /
18/20 tadi. — ne domnee £ 5 %
2/20 Tabn. — ne dosnee = 10 %

Remarks : The Product conforms to ND /
IIpumeuanne: [TpoaykT coorBeTcTBYeT TpeboBaHusam HJT

Opinion : APPROVED
3akayenne: OJJOBPEHO

Prepared by/

[TposepeHo

CH. Prasad — Quality Control /
Team Member

Checked by

JOKYMEHT NnpoBepeH

D. Latha — Quality Control /
Team Member

Approved by: Manager/Executive
MeHeaxep no obecrnevyeHuto KauecTsa

K. Narayana Swamy — Qualit
Assurance / Team Member M

Print Date / Jata: 30-09-2023

Print Date / Jlata: 30-09-2023

Print Date / [laTa: 30-09-2023




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Product: / Niselat (amtolmetin guacil) film-coated tablets, 600 mg / -
IIpoaykr: Haiizuiat® (aMTOIMETHH Iyann) TaGJIeTKH, NOKPLIThIE ILIEHOYHOii 060/104K0H, 600 Mr
Batch No. / : B2302953 Batch Quantity / : 553.500 KG/
Cepus Ne O0bem cepun 553,500 KT
‘Analytical Report No. / 1 2002FP23002246 Date of Analysis / : 30-09-2023
AHAJIMTHYECKHIi 0TUeT No Jara ananusa
Date of Manufacture / : 09/2023 Date of Expiry / : 08/2026
JaTa npousBoacTBa I'open fo

Analysis performed according ND / Auaau3s nposeaes no I1/{; JIIT-001588-161220 (amend Ne 1 from
01.09.2022 / uzm. Ne 1 ot 01.09.2022)

Page2 of 4/ Crp.2 u3 4

No.
/ Test / IlokasaTenn Result / Pe3yabrar | Specification / Hopma
Ne
4 | Dissolution / Unit-1/ Ta6n.-1 90.9% | Not less than 70 % (Q) of amtolmetin guacil
DT B | M o . 0
Pacrsopenne Unitd / Tabn2 91.4% label claim after 180 min. / He meunee 70 %
(Q) OT HOMHUHANbLHOTO  COAEPIKAHUA
Unit-3 / Ta6a.-3 92.4% | amToaMeTuH ryayuna yepe3 180 muH.
Unit-4 / Tabn.-4 91.3%
Unit-5 / Tab.-5 90.8%
Unit-6 / Tabn.-6 91.4%

5 | Related substances / PoacTBeHHbIe NpUMECH

AMT-1

OMP

AMT-2

Any individual unidentified
impurity/ Jliobas
eIMHUYHas

HEUAEHTUULMPOBaHHAS
npUmMech

Total impurities / Cymma
npumecei

Not detected / He oOHapykeHa
Not detected / He obHapyskeHa
Not detected / He oGHapyxeHa

Not detected / He oOHapyxeHa

Not detected / He obHapyxeHa

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

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

Remarks : The Product conforms to ND /
ITpumeuanue: IlpoaykT coorsercryeT TpeboBanusam HJI

Opinion : APPROVED
3akmouyenue: OJIOBPEHO

Prepared by/
[TpoBepeHo
CH. Prasad — Quality Control /

Team Member (gg;

Checked by

JlokymeHT npoBepeH

D. Latha — Quality Control /
Team Member

Approved by: Manager/Executive
MeHepxep no obecneueHuo Ka4ecTna
K. Narayana Swamy — Quality
Assurance / Team Member :

Print Date / JTata: 30-09-2023

Print Date / [{ata: 30-09-2023

Print Date / JaTa: 30-09-2023




Dr.Reddy’s ‘.:..

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

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

IIpoaykr: H_aiig@afD (aMTOJIMETHH ryanuJ) Ta0/1eTKH, MOKPLIThIE MJIEHOYHOH 000,104K0H, 600 Mr
Batch No. / : B2302953 Batch Quantity / 1 553.500 KG/
Cepuga Ne - - O0bem cepun 553,500 KI"
Analytical Report No. / : 2002FP23002246 Date of Analysis / : 30-09-2023
AHajguTuveckuii oruyet Ne JlaTa ananusa
Date of Manufacture / : 0972023 Date of Expiry / 1 08/2026
JaTta npousBoacTBa T'ogen po

Analysis performed aceording ND / Ananu3 nposeacu no H/: JIIT-001588-161220 (amend Ne 1 from
01.09.2022 / m3m. Ne 1 ot 01.09.2022)

Page3 of4/Crp.3 u3 4

Result / PesyabTar

microbial count / OGiee
HHCITO AIPOOHBIX MHICPO-
OpraHu3IMoB

No.
/ Test / Iloka3aTennb
Ne
6 | Microbial limits* / MukpoGnoJioruueckas 4ucToTa*
a) Total aerobic

Less than 10 CFU/g/
Menee 10 KOE/r

Specification / Hopma

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

b) Total combined
yeasts and mould count /
OO0wee 4YUCIOo APONOKEBBIX
U [JIECHEBbLIX rPUbOB

Less than 10 CFU/g/
Meuee 10 KOE/r

Not more than 100 CFU/g/
He 6onee 100 KOE/r

onpeaeJieHue

101.3%/101,3%

c) E. coli Absent in 1g/ Shall be absent in 1g/
OrcyTcTBYeT B 1T OrcytctBue B 1 1
7 | Uniformity of dosage 2.6/2,6 The acceptance value (AV) should be less
units / OaHopoaHoCcThL than or equal to 15.0. / [Tokasatens
J03HPOBAHHUSA npuemaemoctu (AV) ao/mkeH ObITb MeHee
unu paseH 15,0.
8 | Assay / KoauuecTBeHHOE 90 % to 110 % of amtolmetin guacil label

claim./0Ot190 % 1o 110 % oT HOMUHANLHOTO
COJIePHAHUST AMTOIIMETHUH Tyal1ia.

CH. Prasad — Quality Control /
Team Member

%

D. Latha — Quality Control /
Team Member

Remarks : The Product conforms to ND / Opinion : APPROVED
ITpumeuanne: ITpoaykT coorBeTcTBYET TpebOBaHMsM HJI 3axkmouenue: OJJOBPEHO
Prepared by/ Checked by Approved by: Manager/Executive
[TpoBepeHo JlokyMeHT npoBepeH MeHemkep no odecneyeHnro KauecTsa

K. Narayana Swamy — Quality
Assurance / Team Member [\)L%%

Print Date / Jlata: 30-09-2023

Print Date / [lata: 30-09-2023

Print Date / Tata: 30-09-2023




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIM3A
Product: / Niselat (amtolmetin guacil) film-coated tablets, 600 mg /
Hpoaykr: Haii3uaat” (AMTOIMETHH ryanui) Ta0JIeTKH, IOKPBITbIE IEHOUHOH 000.104K0#, 600 Mr
Batch No. / : B2302953 Batch Quantity / 1 553.500 KG/
Cepus Ne - O6nem cepuu 553,500 KI"
Analytical Report No. / : 2002FP23002246 Date of Analysis / ¢ 30-09-2023
AHAJUTHYECKHUIT oTyeT Ne JlaTa ananu3za
Date of Manufacture / : 0972023 Date of Expiry / : 08/2026
JaTa npouzBogcTBa T'open 10

Analysis performed according ND / Auasuus nposeaen no H/L: JII1-001588-161220 (amend Ne 1 from
01,09.2022 / n3m, Ne 1 ot 01,09,2022)

Page 4 of 4/ Crp. 4 u3 4

/ Test / IlokaszaTeanb

Result / PesyabTat

Specification / Hopma

9 | Packaging / YnakoBka

10 tablets in a non-transparent
PVC/PVDC/Alu [vil blister.
2  blisters and a patient
information leaflet in a carton. /
[To 10 Tabnerok B 6auctepe u3
HenpospayHoit  [IBX/TIB/IX
MJICHKW/aMtOM MUHUEBOH
donbru. Ilo 2 6Guuctepa ¢
WHCTPYKLMEH NO MPUMEHEHHIO
B MayKy KapTOHHYIO.

10 tablets in a non-transparent

PVC/PVDC/Alu [oil blister. 2 blisters and a
patient information leaflet in a carton. / ITo
10 Tabnetok B GnMCTepe U3 HEMpPO3pauHOi
IMBX/TIBAX NUIEHKK/aTFOMHHUEBOM
¢donbru. Ilo 2 Gnucrepa ¢ MHCTPYKUUEH MO
MPUMEHEHUIO B MAYKY KAPTOHHYIO.

10 | Labeling / MapkupoBka

According to ND / B cootserctuu ¢ HJI

11 | Storage condition /
XpaHeHue

Below 25 °C / Ilpu Temnepatype He Bbilue 25 °C

12 | Shelf life / Cpox
rOAHOCTH

3 years / 3 rozga

*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. /
* [Ipu BbIMycKe JIeKapCTBEHHOrO Mpenaparta KOHTPOJb KayecTsa Mo nokasateno «MUKpoOHONIorHyeckas YHCTOTa

npoBoauTcs A kaxaoi 20-0# cepuu, uau A OAHO#NM CEpUU B FOA, B 3aBUCUMOCTH OT TOTO, YTO HACTYIHUT PaHbLLE.

Remarks : The Product conforms to ND /
IIpumeyanue: [Ipoaykr coorserctayet TpeboBanuam HJL

Opinion : APPROVED
3akmouenue: OJJIOBPEHO

Prepared by/
[TpoBepeHo
CH. Prasad — Quality Control /

Team Member C%g

Checked by

JToKyMeHT npoBepeH

D. Latha — Quality Cont
Team Member

Approved by: Manager/Executive
L&", Menemxep no obecneyeH o KauecTa
rol /

K. Narayana Swamy — Quality,
Assurance / Team Member  |V-=1=

Print Date / lata: 30-09-2023

Print Date / Jlata: 30-09-2023

Print Date / J]ata: 30-09-2023




