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¢ CERTIFICATE OF ANALYSIS
CEPTHDOUEKAT AHAJIN3A

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

IIpoayxrT: Haiizunat® (aMToJMeTHH ryanu) TabIerKH, MOKPLIThIe IeHo4Hoi 060/104K0#, 600 MIr
Batch No. / : B2200100 Batch Quantity / : 525.530Kg/
Cepus Ne O6bem cepun 525,530 KI"
Analytical Report No. / : 2002FP22000116 Date of Analysis / 1 22/01/2022
AnajgurHuecknii oTaer Ne JlaTa ananusa
Date of Manufacture / : 12/2021 Date of Expiry / 1 11/2024

Jara npon3BoaCcTBa T'onen 1o

Analysis performed according ND / Anasnu3s nposesen no HJL: JIII-001588-161220 _
Pagel1of3/Crp. 1133

No./

Ne Test / IlokasaTens Result / PeayabTaT Specification / Hopma
1 | Description / Onucanue Complies as prescribed/ | White to off-white, capsule-shaped biconvex,
CooTBeTcTByeT TpeOOBaHHAM film-coated tablets with characteristic odour. /
KancynoBuaHbic JBOAKOBBIMYKJbIE TabNeTKH,
NOKpEITHIE IIEHOUHOH 060/10uKO# OT 6enoro ao
nouTy 6eJIoro LBETa, C XapaKTEPHBIM 3aaXoM.
2 | Identification/ Complies as prescribed/ The retention time of the main peak in the

IMomyunHOCTE CooteerctByeT TpebopanusaM | 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 ynepxupaHus
OCHOBHOTO THMKa Ha xXpoMarorpamme
HCIBITYEMOTO pactBOpa DOJIKHO
COOTBETCTBOBAThL  BpEMEHH  YIEPIKHBAHHUS
OCHOBHOTO MHKa Ha xpomarorpamme
CTaHJApTHOrO pacTBOpa aMTOJMETHUH Tryalldjia
(paspmen «KoJiM4eCTBEHHOE OMpPENENSHHUE).

3 | Average weight and uniformity of weight / Cpeansas macca 4 0JHOPOJHOCTDL N0 Macce

a) Average weight/ 813.8 mg/813,8 mr 820.0 mg £ 5 % (from 779.0 mg to 861.0 mg) /
CpenHss Macca 820,0 Mvr %5 % (ot 779,0 Mr 1o 861,0 mr)

b) Uniformity of weight / Complies as prescribed/ 18/20 tabs — not more than £ 5 %/
OIHOPOAHOCTH MO Macce CootBeTcTBYyeT TpeOOBaHUAM 2/20 tabs - not more than + 10 %/

18/20 Tabn. — ue 6onee + 5 %
2/20 tabu. — He Gonee = 10 %

4 | Dissolution / PacTBopenne Unit-1/ Tabn.-1 [96.3%/ 96,3% | Not less than 70 % (Q) of amtolmetin guacil label

- claim after 180 min. / He menee 70 % (Q) or
Unit-2/ Ta6n.-2 196.4%/96,4% | 1 yaneroro COAEPXKAHMA  aMTOJIMETHH

Unit-3 / Tabn.-3 |96.1%/ 96,1% | ryamna 4epe3 180 mum.
Unit-4 / Tabn.-4 |97.1%/ 97,1%
Unit-5 / Ta6n.-5 |96.7%/ 96,7%

Remarks : The Product conforms to ND / Opinion : APPROVED
Ipumeuanne: [TpogykT cooTBeTcTBYET Tpebosanusm HJI 3akmouenue: OJOBPEHO
Prepared by/ Checked by Approved by: Manager/Executive
ITpoBepeHo Qg ) JIOKyMeHT npOBepeH % MeHemxep Mo 00eCeueHHIO KauyecTBa
Print Date: 25/01/2022 Print Date: 25/01/2022 Print Date: 25/01/2022

Hara: Hata: Hara:

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,
Telangana, India. Tel : 9140 4464 2202 & 2203, Fax : 9140 4464 2276, www.drreddys.com
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£ y ' CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIMIA

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

IIpoaykrT: Haijisuiaat® (aMTo/IMeTHH ryanu) Tab/ieTks, HOKPLITHIC IieHo4Hol 060104Koid, 600 Mr
Batch No. / : B2200100 Batch Quantity / 1 525.530Kg/
Cepus Ne O0beM cepiu 525,530 KI"
Analytical Report No. / : 2002FP22000116 Date of Analysis / 1 22/01/2022
AnanuTuueckuii oTuer Ne JaTta aHaJan3a
Date of Manufacture / : 1272021 Date of Expiry / ;. 11/2024
JlaTa npou3BOACTBA I'open no

Analysis performed according ND / Anaau3s nposeaen no HJI: JITI-001588-161220

Page?2 of 3/Crp.2 u3z 3

No./

Ne Test / [loxasaTenb Result / PesyasTaT Specification / Hopma

Unit-6 / Tabn.-6 | 97.3%/ 97,3%

5 | Related substances / PoacTBennbie npumeck

AMT-1 Less than LOQ (LOQ= 0.009%) Not more than 0.2% / He 6onee 0,2 %
OMP 0.02%/ 0,02% Not more than 1.0 % / He 6osiee 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/ JIrobas equHu4HA | 5504 / 0.05%
HEUJEeHTHPUIMPOBAHHAS ' ’
pUMech

Total impurities / Cymma 0.2%/0,2% Not more than 3.0 % / He 6onee 3,0 %
npumecei

6 | Microbial limits / Mukpo6uonoruyeckass YHcTOTA

a) Total aerobic Less than 10 CFU/g/ Not more than 1000 CFU/g /
microbial count / Obwmee Menee 10 KOE/r He 6onee 1000 KOE/r
YUCIIO a3pOOHBIX MUKpO-

OpraHM3MoB

b) Total combined Less than 10 CFU/g / Not more than 100 CFU/g/
yeasts and mould count / Menee 10 KOE/r He Gonee 100 KOE/r

OGuiee YUCIO APONOKEBBIX U
IUICCHEBBIX rpHOOB

c) E. coli Absentin 1g/ Shall be absent in 1g/
OrcyrcrByer B 1r OrcyrcrBue B 1 1
7 | Uniformity of dosage units / 1.0/1,0 The acceptance value (AV) should be less than or
OaHOpOAHOCTD equal to 15.0. / Ioxasatens npuemsemocts (AV)
JA03UPOBAHMA JoKeH ObITh MeHee MM paBeH 15,0.
Remarks : The Product conforms to ND / Opinion : APPROVED
Ipumeuanne: [Iponykt coorBercTyeT TpeboBanuam HJI 3axmouenue: OJOBPEHO
Prepared by/ Checked by Approved by: Manager/Executive
IIpoBepeHo ( i Z JIOKyMEHT npoBepeH @ MeHemkep 110 00ecneueHno KadyecTBa
Print Date: 25/01/2022 Print Date: 25/01/2022 Print Date: 25/01/2022
Hara: Hara: Harta:

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507
Tel : +91 40 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,
Telangana, India. Tel : 9140 4464 2202 & 2203, Fax : 9140 4464 2276, www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJIU3A
Product: / Niselat (amtolmetin guacil) film-coated tablets, 600 mg /
IIpoaykr: Hajisuaar® (aMToIMeTHH ryanu) Ta61eTKH, HOKpPLIThIe INIeHOYHOH 060J104K0#, 600 Mr
Batch No. / : B2200100 Batch Quantity / 1 525.530Kg/
Cepus Ne O6beM cepHH 525,530 KT”
Analytical Report No. / : 2002FP22000116 Date of Analysis / : 22/01/2022
AHaJIMTHYECKHIT 0TYeT No JlaTa anajin3a
Date of Manufacture / : 12/2021 Date of Expiry / 1 1172024
JlaTa npou3BoACTBA I'ogen no

Analysis performed according ND / Anasin3s nposeaen no HJI: JIII-001588-161220
Page3 of 3/Crp.3 m33

N;b' / Test / IlokazaTeanb Result / PesyabTar Specification / Hopma
8 | Assay / KoandecrsenHoe 100.8% / 100,8% 90 % to 110 % of amtolmetin guacil label claim.
omnpeneeHue / Or 90 % mo 110 % OT HOMHHANBHOTO
coAepKaHUsA aMTOJIMETHH IyauMJla.
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
2 blisters and a patient information | leaflet in a carton. / ITo 10 Tabnetox B 6iucrtepe
leaflet in a carton. / Ilo 10 | u3 HENpO3paYHoii IMBX/TIBAX
tTabnetok B Gmucrepe M3 | wieHkW/anoMuHHeBoi Goneru. Io 2 Gnucrepa ¢
HEMPORPAYHON TIBX/TIB/TX | uHCTpYKUMEd MO [PUMEHCHMIO B  NA4YKy
IVICHKW/QIIOMUHUECBOR  (ONEIH. | KAPTOHHYIO.
Ilo 2 Gnuctepa ¢ HHCTPYKUMEH 1O
NPUMEHEHHIO B NAYKy KapTOHHYIO.
10 | Labeling / MapkupoBka According to ND / B coorserctBuu ¢ HJ] o
11 | Storage condition / Below 25 °C / Ipu TeMnepatype He Boiue 25 °C
XpaHeHue
12 | Shelf life / Cpox rogHocTH 3 years / 3 roma

Remarks : The Product conforms to ND / Opinion : APPROVED
Ipumeuanue: ITpoaykT cooTBeTcTBYET TpeboBanusM HJI 3akmouenue; OJIOGPEHO
Prepared by/ Checked by Approved by: Manager/Executive
TpoBepero % ) JIoKyMeHT poBepeH % MeHemkep no odecneueHNI0 KayecTBa
Print Date: 25/01/2022 Print Date: 25/01/2022 Print Date: 25/01/2022

Hara: Hara: Jara:

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



