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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIH3A

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

IIpoaykrT: Haiizniat® (aMTOJIMETHH ryalui) TabJeTKH, HOKPLIThIE NIeH04HOH 060104K0i, 600 Mr
Batch No. / : B2200099 Batch Quantity / : 313.980 Kg /
Cepusa Ne O06neMm cepan 313,980 KIU
Analytical Report No. / : 2002FP22000115 Date of Analysis / 1 22/01/2022
AnaauTHyecKni oT4yeT Ne JaTa anaausa
Date of Manufacture / : 1272021 Date of Expiry / : 11/2024
JlaTa npoH3BOACTBA I'onen oo

Analysis performed according ND / Anaan3 nposenen no HJL: JIII-001588-161220

Page10f3/Crp. 1u33

1\;).‘;/ Test / IlokazaTean Result / PesyabTaTr Specification / Hopma
1 | Description / Onucanue Complies as prescribed/ | White to off-white, capsule-shaped biconvex,
CooTBeTcTBYeT TpeOGOBAHUAM film-coated tablets with characteristic odour. /
KancynosuaHsle ABOSKOBBIMYKIBIE TabNeTKH,
NOKPHITEIE TUIEHOYHOH 000J10uKOH OT Genoro no
NOYTH 6eJIoro 1BETA, C XapaKTEPHBIM 3anaXxoM.
2 | Identification/ Complies as prescribed/ The retention time of the main peak in the
IoaauHHOCTD Cooteerctyer TpeGoBanuam  |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 nuKa Ha XpoMarorpaMme
HCIIBITYEMOrO pactBopa IOJIKHO
COOTBETCTBOBATHL  BPEMEHM  YIEPKUBAHUA
OCHOBHOTO nuKa Ha XpoMaTorpaMmme
CTaHIApTHOTO pPAacTBOpa aMTOJIMETHH ryaluia
(paspen «KonmuecTBEHHOE ONpPENIENIEHHE).
3 | Average weight and uniformity of weight / Cpeansin Macca 1 0XHOPOAHOCTE 1O Macce
a) Average weight / 817.1 mg/817,1 mr 820.0 mg = 5 % (from 779.0 mg to 861.0 mg) /
CpenHss Macca 820,0 Mr =5 % (ot 779,0 mr o 861,0 mr)
b) Uniformity of weight / Complies as prescribed/ 18/20 tabs — not more than = 5 %/
OmHOPOAHOCTH MO Macce CootBercTByeT TpeGOBaHUAM 2/20 tabs - not more than £ 10 % /
18/20 Tabn. — ne Gonee £ 5 %
2/20 Tabin. — ue Gonee = 10 %
4 | Dissolution / PacTBopenue Unit-1/ Ta6n.-1 [92.5%/92,5% | Not less than 70 % (Q) of amtolmetin guacil label
Y ~ = claim after 180 min. / He menee 70 % (Q) or
Unit-2 / TaGn-2 |94.2%/ 94,2% HOMHHAJIEHOTO COACpKAHUA aMTOJIMETHH
Unit-3 / Ta6n.-3 |92.7%/ 92,7% | ryauuia yepes 180 mun.
Unit-4 / Ta6n.-4 |95.4%/ 95,4%
Unit-5 / Tabn.-5 [93.1%/ 93,1%

Remarks : The Product conforms to ND /
Ilpumeuanue: [Ipoaykr cootseTcTByeT TpeboBanusim HJL

Opinion : APPROVED
3axaouenne: OJIOBPEHO

Prepared by/
IIpoBepeno

Ky

Checked by
JIoKyMeHT IpOBEPEH

b

Approved by: Manager/Executive
MeHemkep 10 o0ecreueHHIo KauecTBa

N

Print Date: 25/01/2022
Jara:

Print Date: 25/01/2022
JlaTta:

Print Date: 25/01/2022
Hara:
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

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

[Ipoaykr: Haiizniat® (aMTOAMETHH ryanu.i) Tab/1eTKH, TOKPbIThIC IIeH0YHOH 060/109K0H, 600 Mr
Batch No. / : B2200099 Batch Quantity / 1 313.980 Kg /
Cepusa Ne O6neM cepun 313,980 KI”
Analytical Report No. / : 2002FP22000115 Date of Analysis / 1 22/01/2022
AHaauTHYeCKHii oTYeT Ne JlaTa aHaJH3a
Date of Manufacture / : 1272021 Date of Expiry / 1 1172024
JlaTa npon3Bo/icTBa I'ogen 10

Analysis performed according ND / AHasin3 nposeaen no HJI: JITI-001588-161220

Page2 of 3/Crp.2 u33

No./
Ne

Test / Iloka3zaTenab

Result / PesyabTar

Specification / Hopma

Unit-6 / Tabn.-6 | 93.1%/ 93,1%

5 | Related substances / PoacTBeHHbIE IPHMECH

AMT-1 Less than LOQ (LOQ= 0.009%) Not more than 0.2% / He Gonee 0,2 %
OMP 0.01%/0,01% Not more than 1.0 % / He 6onee 1,0 %
AMT-2 0.02% / 0,02% Not more than 1.5% / He Gonee 1,5 %
Any individual unidentified Not more than 0.2% / He 6onee 0,2 %
impurity/ Jlro6as equnudHas | g o, / 0,06%

HeuneHTUdULMPOBaHHAS
MpHUMeECh

Total impurities / Cymma 0.1%/0,1% Not more than 3.0 % / He Gonee 3,0 %

npumecei

6 | Microbial limits / MukpoGnoaorn4eckasi YueToTa

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

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

a) Total aerobic
microbial count / Obwmee
qUCo a3po6HBIX MUKpO-
OpTaH3MOB

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

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

b) Total combined
yeasts and mould count /
Ob111ee YUCIIO APOMOKEBBIX U
TJIECHEBBIX IpUOOB

c) E. coli

Shall be absent in 1g/
OrcyrctBHE B 1 T

Absent in 1g/
OrcytcrByeT B 1T

1.0/1,0

The acceptance value (AV) should be less than or
equal to 15.0. / Tlokazartens npuemieMoct (AV)
JIOJDKeH OBITh MeHee WM paBeH 15,0.

7 | Uniformity of dosage units /
OaHopoaHOCTH
JAO3UPOBAHUSA

Opinion : APPROVED
3akarouenune: OJIOGPEHO

Remarks : The Product conforms to ND /
Ipumeuanne: [Ipoaykt cooTBeTCTBYET TpeboBanuam HJT

Prepared by/ Checked by Approved by: Manager/Executive
ITpoepeHO @ ﬁ” JloKyMeHT mpoBepeH MeHemkep o obecneveHHIC KauecTBa

Print Date: 25/01/2022
Jara:

Print Date: 25/01/2022
Jara:

Print Date: 25/01/2022
Jara:
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product: / Niselat (amtolmetin guacil) film-coated tablets, 600 mg /
Ipoaykr: Haiizmiaar® (aMToIMeTHH ryanu) Ta6/eTKy, IOKPbIThIE MVIeHOYHOH 000J104K0H, 600 M
Batch No. / : B2200099 Batch Quantity / : 313.980Kg/
Cepus No O0BeM cepun 313,980 KI™
Analytical Report No. / : 2002FP22000115 Date of Analysis / : 22/01/2022
Ananurndeckui oT4yeT Ne JaTa aHaau3a
Date of Manufacture / : 12/2021 Date of Expiry / : 11/2024
JlaTa npoM3BOACTBA T'onen o

Analysis performed according ND / Anann3 nposegen no HJI: JITI-001588-161220
Page3 of 3/Crp.3n33

Ij&'/ Test / IloxazaTesn Result / PesynabTar Specification / Hopma
8 | Assay / KoandecTtBeHHOE 100.4% / 100,4% 90 % to 110 % of amtolmetin guacil label claim.
ompegejieHHE / Or 90 % mo 110 % OT HOMHHAJIBHOIO
colep)KaHus aMTOJIMETHH ryauua.
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 Tabnetok B Gnucrepe
leaflet in a carton. / Ilo 10 | u3 Henpo3payHoit NBX/TIBAX
tabneTok B GiaHcTepe U3 | miieHKku/antoMUHHeBOH dosbru. ITo 2 Gnucrepa ¢
HENpo3pavyHoii MBX/MTIBIX | uHcTpyKlMeit MO TNPHMEHEHHIO B MAuKy
MJIEHKHW/aMiOMHHUEeBOH  (OJIBIU. | KAPTOHHYIO.
ITo 2 6nucrepa ¢ MHCTpYKLUMeEH 1o
MPUMEHEHHUIO B IA4Ky KapTOHHYIO.
10 | Labeling / MapxupoBka According to ND / B cootsercTBun ¢ HJ|
11 | Storage condition / Below 25 °C / ITpu Temneparype He Bhie 25 °C
XpaHenue
12 | Shelf life / Cpok rogHocT 3 years/ 3 rogma

Remarks : The Product conforms to ND / Opinion : APPROVED
IIpnmeuanne: IIpoaykT cooTBeTCTBYET TpeboBaHusaM HII 3axmouenue: OJOBPEHO
Prepared by/ Checked by Approved by: Manager/Executive
ITpoBepeHo JlokyMeHT npoBepeH @ Menemiep no obecrneueHHIO KayecTBa
Print Date: 25/01/2022 Print Date: 25/01/2022 Print Date: 25/01/2022

Hara: Hara: Hara:
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