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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIN3A
Product: / Niselat (Amtolmetin guacil) film-coated tablets, 600 mg / T
Mpoaykr:  Haiiznaar” (amroamMeTHH 1yauui) 1abiaerku, IOKPhIThIe ILICHOTHO#H 000104K0#H, 600 Mr
Batch No. / 1 B2203027 Batch Quantity / 1 526530 Kg/ o
Cepna Ne - __un m Oo0bem cepun - 526,530 KI™
Analytical Report No. / : 2002FP22002010 Date of Analysis / v 2171072022
AnannTnueckuii oTuer Ne | Mara anannsa
Date of Manufacture / 1 09/2022 Date of Expiry / : 08/2025
Hara npou3BoacTBa I'open ao

‘Analysis performed according ND / élla.l:l!lS HpoBeaeH 1Mo H.fl:_ﬂ[[-001588-161220 _ ) ]
Page1of3/Crp. 1m33

— — — = — e

No./

No Test / MokaszaTenn Result / PesynbTat Specification / Hopma

1 Description / Onucanne Complies as prescribed/ | White to off-white, capsule-shaped biconvex,
CooTeeTcTBYET TpeOOBAHUAM film-coated tablets with characteristic odour. /
KancynoBuaHble IBOAKOBLIMYKAble TabAETKH,
NOKPbIThIE [IEHOUHOH 000N0UKOH OT Genloro 1o

nourtu 6e0ro UBETa, ¢ XapakTePHLIM 3arlaxom.
2 Identification/ Complies as prescribed/ The retention time of the main peak in the
MoanuunocTn CooTseTcTBYET TpeOOBaHHUIM 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 yaepxupaHus
OCHOBHOTO nuka Ha XpomarorpaMmme
HCLITYEMOIO pacTsopa LOJOKHO
COOTBETCTBOBATH BPEMEHH YAEPKUBAHHS
OCHOBHOIO nukKa Ha XpoMaTtorpamme
CTaHAAPTHOrO0 pacTBOPa aMTOAMETHH ryauuna
(paznen «KonnuecTseHHOE onpeneneHHe»).

3 Average we_igrt and uniformity of weight / Cpeanss macca n 0AHOPOIHOCTDH MO Macce

|a) Average weight / 814.1 mg/814,1 mr 820.0 mg + 5 % (from 779.0 mg to 861.0 mg) /
CpenHsas macca 820,0 mr £5 % (o1 779,0 mr no 861,0 Mr)
b) Uniformity of weight/ Complies as prescribed/ 18/20 tabs — not more than + 5 % /
OnHopoaHOCTL N0 Macce CooTtBeTcTBYyeT TpebOBaHUAM 2/20 tabs - not more than + 10 %/

18/20 Tadn. — He Gostee + 5 %
2/20 Ttabn. - ne 6onee £ 10 %

Remarks : The Product conforms to ND / Opinion : APPROVED
Ilpumeuanne: [Ipoaykt coorBeTcTBYeT TpeboBaHusmM HJJ 3akmouenne: OJOBPEHO
Prepared by/ Checked by Approved by: Manager/Executive
[TposepeHo \ g ,! JokyMeHT npoBepeH & Meneaxep no obecneyernio kauecTsa
Print Date: 21/10/2022 Print Date: 21/10/2022 Print Date: 21/10/2022

Hara: Jara: Hara:

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

CEPTHOUKAT AHAJIN3A
'Product: / Niselat (Am_tol;etin guacil) film-coated tablets, 600 mg / = |
{ITpoaykrT: Haiizuiat" (aMTo/IMeTHH Iyaun) TabaeTKH, HOKPbIThIE IJIeHOYHOH 0060,104K0H, 600 mr
| Batch No. / : B2203027 Batch Quantity / : 526,530 Kg/
Cepust Ne - O0bem cepun 526,530 KI™
Analytical Report No. / : 2002FP22002010 Date of Analysis / 1 21/10/2022
AHaJuTHYeCKHii oT4eT No | laTa aHa/u3a -
Date of Manufacture / : 0972022 Date of Expiry / : 08/2025
Jlara npoussojcrsa | Topen pno - g
Analysis performed according ND / Auasini nposegen mo HJI: JITI-001588-161220

B B Page2of 3/Cp. 233

No./

impurity/ Jlro6as enuHuuHas

[].“4“"1! { {).l]'-l [HI

No Test / INokazaTean Result / PesyabTat Specification / Hopma
4 | Dissolution / Pacteopenne | Unit-1 / Tabn.-1 [87.4%/ 87,4% | Not less than 70 % (Q) of amtolmetin guacil label
Unit-2/ Ta6n.-2 [87.2%/ 87.2% El(iilr;lﬂzfl‘t:;olrio ml:(.)zie;[::ar::ee ZiOAAOT/:)ﬂ(I\(/I)e)Ts:
Unit-3 / Tabn.-3 |86.5%/ 86,5% | ryatuna uepes 180 muu.
Unit-4 / Tabn.-4 |88.6%/ 88,6%
Unit-5 / Ta6n.-5 |88.6%/ 88,6%
“Unit-6 / Ta6n.-6 | 88.7%/ 88,7% |
5 | Related substances / Poacisennnie npumecu a
AMT-1 - Less than LOOQ (LOOQ= 0.009%) Not more than 0.2% / He 6osee 0.2 %
OMP 0.0 1%/ 0,01% Not more than 1.0 % / He donee 1.0 %
AMT-2 I.ess than LOQ (LOQ=0.010%) Not more than 1.5% / He Goaee 1.5 %
Any individual unidentified Not more than 0.2% / He Oosee 0.2 Y

HeuaeHTUHUUHMPOBaHHAS
nprMMech

Total impurities / Cymma 0.0% 7 0,0% Not more than 3.0 % / He 6onee 3.0 %

fpumecen

6 | Microbial limits / MukpoGuonoruieckas 4McToTAa

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 / O6iee
4UCNIO a3pOOHBIX MUKPO-
OpraHu3MoB

Opinion : APPROVED
3akawyenue: OJOBPEHO
Approved by: Manager/Executive
MeHempkep ro obecneyeHuo KauecTsa

Nk

Print Date: 21/10/2022
Jara:

Remarks : The Product conforms to ND /

IIpumeuanne: [Ipoaykt coorBercTBYET TpeboBaHusM HJI
Prepared by/ Checked by

[TposepeHo JIOKYMEHT NpoBepeH @

Print Date: 21/10/2022
Jlara:

Print Date: 21/10/2022
JlaTa:

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

CEPTUD®UKAT AHAJIN3A

Niselat (Amtolmetin guacﬁ) film-coated tablets, 600 mg /

Ipoaykr: Hajiizusat" (aMToameTnn ryaumn) TabJeTKy, NOKPLIThIE IL1EHOYHOH 000104K0ii, 600 mr
Batch No. / : B2203027 Batch Quantity / 1 526530 Kg/

Cepus Ne - O0nem cepun 526,530 KI™
Analytical Report No. / : 2002FP22002010 Date of Analysis / 0 21/10/2022

_AHaJauTHYECKHI oTyeT Ne - B Jarta anajusa - i
Date of Manufacture / : 0972022 Date of Expiry / : 08/2025

JlaTa npou3BoACTBA I'open no

Analysis performed accortlilrg ND / Ananus nposeaen no HJI: JIIT-001588-161220

No./

Page 3 0of 3/ Crp. 3 u33

No Test / [TokazaTens Result / PesyabtaT Specification / Hopma
b) Total combined Less than 10 Cﬁj/g/ Not more than 100 CFU/g/ a
yeasts and mould count / Menee 10 KOE/r He 6onee 100 KOE/r
Obluee UMCNO APOAOKEBLIX U
nnecHeBbIX rpubos
¢)  E.coli Absentin lg/ Shall be absent in lg/ -
OrcyTcTByeT B I OrcytctBre B 1 1
| 7 | Uniformity of dosage units / 0.7/0.7 The acceptance value (AV) should be less than or |
OnHopoaHoCTh equal to 15.0. / [TokazaTens npuemsemocti (AV)
JMO3UPOBAHNUS N0JKeH 6bITh MEHEe WiH paBeH 15.0.
8 | Assay / Koaunuecrsennoe B 160.0%/ 100,0% 90 % to 110 % of A'mtolmetiFguaEil label claim., |
onpeaeneHue / Or 90 % pno 110 % OT HOMHHANLHOrO
cofep>KaHMsl aMTOJIMETUH ryauuna.
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. / [To 10 Tabnetok B dnuctepe
leaflet in a carton. / Tlo 10 | mu3 Henpo3payvHoil NBX/TIBAX
tabnetok B Oaucrepe M3 | nieHkW/anoMuHueBoit doneru. [lo 2 6aucrepa c
HEMNpo3payHOH [MBX/TIBAX | UHCTpyKUHEH NO MNPUMEHEHWIO B  [auKy
NIEHKKH/aNtOMUHHEBON  (ONBIU. | KAPTOHHYIO.
[lo 2 Gavcrepa ¢ MHCTPYKUMER MO
NPUMEHEHHIO B Na4Ky KapPTOHHYIO.
10 | Labeling / MapxkupoBka According to ND / B coorercteum ¢ HJI a
11 | Storage condition / Below 25 °C / Ilpu Temnepatype He Boitie 25 °C - -
XpaHeHue
12 | Shelf life / C_pOK FOAHOCTH 3 years/ 3 rona - o

Remarks : The Product conforims to ND /
IIpumeuanue: Ipoaykr cootBercTBYET TpeboBaHuam HJI

Opinion : APPROVED
3axmouenune: OJIOBPEHO

Prepared by/
[IpoBepeno

b

Checked by
JTokyMeHT npoBepeH é

Approved by: Manager/Executive
MeHenkep no obecneveHKio kauecTsa

N

Print Date: 21/10/2022
Jara:

Print Date: 21/10/2022
Jlata:

Print Date: 21/10/2022
JlaTa:
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