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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIN3A
Page1of3/Crp.11u33
Product Nise tablets 100 mg
I[Ipoaykr Hait3®, tabnerku 100 mr
Batch No / : V2101073 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6nbem cepun 25,00,000 Tabnerok
Analytical Report No / : 890001531030 Date of Analysis / : 28.06.2021
AHaanTHYecKHi oTueT Ne Jarta ananu3a
Date of Manufacture / : Jun. 2021 Date of Expiry / : May. 2024
JaTta npousBoacTea T'ogen no (BKI)
Analysis performed according to ND / Ananus nposexen mo H: TT1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mM. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)
Ne Test / Iloka3areas Result / PesynbTaThl Specification / Hopma |
1 | Description / Onucanue Complies / CooTgercrByer Yellowish white round biconvex tablets with
smooth surface. / Bensle ¢ kenToBaTeIM
OTTEHKOM KPYIJIbIe JBOSKOBLIIYKIIbIE TAGJETKH
C INafKoH MOBEPXHOCTHIO.
2 |Identification / Complies / CootBeTcTByeT The retention time of principal peak in the
IloaTHHHOCTH chromatogram of test solution should
correspond to retention tume ol principal peak n
Nimesulide standard solution chromatogram
under Assay / Bpems yuepskuBaHus 0CHOBHOTO
NMKa Ha  XpOMAaToOrpaMMe  HCIBITYEMOIO
pacTBOpa JOMKHO COOTBETCTBOBATH BPEMEHH
YIEPXKUBAHHS OCHOBHOTO nvka Ha
XpOMATOTPaMM®  PacTBopd  CTAIAAPTIIOrO
obpasua HUMECYIHAA (pazmen
«KonuuecTseHHOE ONpeaeieHue»)
3 | Average weight and mass 3109 mg /3109 mr 310 mg+5.0% /310 Mr£5,0%
:I::f(:;)mlty / Cpennsia macea Complies / CooTercTByeT 18/20 tablets —NMT + 5 % /
JIHOPORHOCTL MACCHT 18/20 Tabnerok — He Gonee = 5 %
2/20 tablets - NMT + 10 %/
2/20 Tabnerok — He Gosee = 10 %
4 | Dissolution / PacrBopenue 96 %, 102 %, 99 %, 99 %, 101 %, |Not less than 75 % (Q) of labeled amount of
103 % Ci3H2N20s5S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HoMuHaNBHOTO coaepkanus Ci3HaN20sS
(rumecynun) uepes 45 MuH,
5 |Water/Boaa 25% Not more than 6.0 % w/w / He 6onee 6,0 %

Remarks : The Product conforms to ND / Conclusion : APPROVED /
TMpumeuanue: TTpoykT coorrercTrRyeT Tpefopanuam HIT 3akmouenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosieHo: [Tposepeno: OnobpeHo: Menemxep / Pykosonure;b
Santosh Kumar Maurya Om Prakash i/ Pawan Kumar
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Print Date / Print Date / Print Date /
Hara: 28.06.2021 Hata: 28.06.2021 Hara: 28.06.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, Thdiz
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com

CIN: 1L85195AP1984PLC0O04507
www.drreddys.com




Qe
Dr.Reddy’s ‘..o.

CERTIFICATE OF ANALYSIS

AHaJUTHYECKHH oTyeT No

CEPTUOUKAT AHAJIU3A
Page2 of 3/Ctp.2 133
Product ¢ Nise tablets 100 mg
Ilpoaykr  : Haiiz®, tabnerku 100 mr
Batch No / : V2101073 Batch Quantity / + 25,00,000 tablets /
Cepus Ne Oo6bem cepuu 25,00,000 rabnerox
Analytical Report No / : 890001531030 Date of Analysis / : 28.06.2021

JlaTa ananu3a

Date of Manufacture / ¢ Jun. 2021
JlaTa npou3BOACTBA

Date of Expiry / : May. 2024
T'ogen no (Bxn)

Analysis performed according to ND / Ananus nposeaen no HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3zm. Ne 2 ot 10.08.2020)

Ne Test / [TokazaTesan |

Result / PesynbTaTh! ‘___ Specification / Hopma

6 |Related substances / PoacTBeHHbIe IpuMecH

Impurity A / TTpumecs A

0, 0,
Less than LOQ (0.0057%) NMT 0.20 % / He 6onee 0,20 %

O}IHOpO[(HOCTb A03HpOBaAHUNA

Impurity B / ITpumecs B 0.03% NMT 0.20 % / He conee 0,20 %
Impurity C/ IIpumecs C T ess than T.0Q (0 0075%) NMT 0.20 % / He 6once 0,20 %
Impurity D / TlpumMecs D Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity !/ 1lpumecs L Not Detected NMT 0.20 % / He Gonee 0,20 %
Impurity F / llpumecs F Not Detected NMT 0.20 % / He 6ouee 0,20 %
Any upknown individual Less than LOQ (0.0143%) NMT 0.20 % / He 6onee 0,20 %
impurity / ExunnuHas
HEUAEHTUHLMpYeMas
TIPUMECH
Total impurities / Cymma 0.03 % NMT 1.5 % / He Gonee 1,5 %
npumecei

7 | Uniformity of dosage units / 24 Acceptance value (AV) should be not more

than 15.0 / Ilokazatens npueMneMocTH (AV)
JoJKeH OBITh He Goee 15,0

8 | Microbial limits / Mukpo6uonornyeckast Y4HCTOTa

a) Total aerobic microbial 10 CFU/g/ Not more than 1000 CFU/g /
count / O6uee uucio 10 KOE/r He 6onee 1000 KOE/r
a3pO0HBIX MHUKPOOPTaHH3MOB
b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g/
mould count / O6wmee uucno Menee 10 KOE/r He 6onee 100 KOE/r
LPONOKEBBIX U TIECHEBBIX
rpubor
c) E. coli Absentin 1g/ Shall be absent in 1g/
OrcytcrByer B IT JomkHbI OTCYTCTBOBaThL B 1 T
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumcyanne: IIpoaykT coorseTcTByCT TpcOoBanusaM HIT 3axmouenne: OJOLIEIIO
Prepared by / Checked by / Approved by: Manager / Executive /
[ToarorosneHo: IIpoBepeHo: Opo6peno: Menemkep / PykoBoautes
Santosh Kumar Maurya Om Prakash 'v(ﬂl/ Pawan Kumar
e ity 5 o= Al_,
Print Date / Print Date / Print Date /
Hara: 28.06.2021 Jara: 28.06.2021 Hara: 28.06.2021
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CERTIFICATE OF ANALYSIS

CEPTUOPHUKAT AHAJIA3A
Page3 of 3/ Crp.3u33

Product Nise tablets 100 mg
Hpoaykr Haii3®, Tabnerxky 100 mr
Batch No / : V2101073 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O0nem cepuu 25,00,000 Tabnerok
Analytical Report No / : 890001531030 Date of Analysis / : 28.06.2021
AHanHTHYeCKHI oTyeT Ne Jlara anananza
Date of Manufacture / ¢ Jun. 2021 Date of Expiry / : May. 2024
JlaTa npou3BoACTBA T'oxen no (BK.a)
Analysis performed according to ND / Anaaus nposeaen no HJI: TIN012824/03-140119 (amend Ne 1 from 08.06.2020 /
uzm. Ne 1 ot 08.06.2020, amend No 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Ne Test / IlokazaTesb Result / PesyabraTsl Specification / Hopma
9 | Assay/ Koanuecrsennoe 100.2 mg / 100.2 mr Not less than 90.0 mg and not more than
onpeseeHne 110.0 mg C13H,2N20sS Nimesulide in tablet /
Ot 9200w o 1100 mr  CpII2L.0L8
(numecynua) B TabneTke
10 |Package/ Ynakoeka 1) tahlets PV /aluminum hlister. 2 | () tablets in PYC/aluminum blister. 1,2, 3 or 10
blisters and patient information leaflet | biisters and patient information leaflet in a
it a vailon. / Tlo 10 TaGnetox Bs|carton. / Ilo 10 mabmerox b TIBX /
IBX/amoMuHueR om Amicrepe. TTo 2 | amomurnesom Gnuctepe. Tlo 1, 2, 3 w10
GnuCcTepn DMecTe ¢ MICTPYKUHCI 10 | GMMCTCPOR  BMECTe ¢ HUCTpyKiueli mo
NPMMEHEHHIO B NTAYKY KAPTOHHYIO. | IPUMEHEHMIO B MAYKy KapTOHHY!O.
11 |Labeling / MapkupoBka Complies as prescribed / According to ND /
CootercTByeT TpeOOBAaHUAM B cooreerctBuu ¢ HJJ
12 | Storage conditions / Stare protected from light below 25°C / B 3amuiueHHOM OT CBeTa MecCTe Npu
Xpanenue TeMnepaType He Brie 25°C
13 | Shelf life / Cpox rognocT 3 years /3 roma

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanue: ITpoaykt coorBeTcTBYeT Tpebopanusam HJT 3axmouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[Moxprorosnexo: [IpogepeHo: Onobpeno: Menemkep / PykoBoauTens
Santosh Kumar Maurya Om Prakash L~ Pawan Kumar
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Print Date / Print Date / Print Date /
Jlata: 28.06.2021 Jara: 28.06.2021 Jlara: 28.06.2021
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