Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

AHAJIUTHYECKHN oTueT Ne

CEPTU®PUKAT AHAJIN3A
Page 1 of 3/ Ctp. 1133
Product : Nise tablets 100 mg
Ipoaykr : Haiz®, tabnerku 100 mr
Batch No / 1 V2100141 Batch Quantity / : 25,00,000 tablets /
Cepus Ne Obbem cepuu 25,00,000 Tabnerok
Analytical Report No / : 890001502455 Date of Analysis / : 30.01.2021

JlaTa ananusa

Date of Manufacture / : Jan.2021
JlaTa npoM3BOACTBA

Date of Expiry / : Dec.2023
Toxen no (BKJT)

Analysis performed according to ND / Anaaus npogeaen mo HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3zM. Ne 1 o1 08.06.2020, amend Ne 2 from 10.08.

2020 / u3m. Ne 2 ot 10.08.2020)

Ne Test / IloxazaTesanb | Result / Pe3yabTaThl Specification / Hopma
1 | Description/ Onncanue Complies / CooTBeTCTBYET Yellowish white round biconvex tablets with
stovlll swifave. / Denple ©  KCITOBATHIM
OTTEHKOM KPYTJIBIE JBOSKOBBITYKIHIE TANeTKH
C [IAAKOMH TIOBEPXHOCTEIO.
2 | ldentification / Complies / LOOTBETCTBYET the retentdon tlme of princlpal peak in e
IMoannHHOCTD chromatogram of test solution should

correspond to retention time of principal peak in
MNihtesulide astandard solutdon shromutogiun
under Assay / Bpems yaepKHBaHUS OCHOBHOTO
O¥Ka Ha  XpOMAaTOrpaMMe€  HCILITYEMOTO
PACTROPA JIOMKHO COOTBETCTBOBATH BPEMEHH

H OJHOPOAHOCTH MaCChI

YOI AL QCHODHOND v W
XPOMATOIPAMME  PACIHOPE  CLUHUUPTHUIU
obpazua HUMECYIUIa (paznen
«KonruecTBeHHOE OMpeiesicHIEe»)
1 [ Average weight and mass 309.5mg/ 3095 mr 310meg*5.09% /310 Mr+5,0 %
I e e e Complies / CoorBercTByeT 18/20 tablets — NM'L'+ 5 % /

18/20 Tabrnetox — He Gonee + 5 %

2/20 tablets - NMT + 10 % /
2/20 tabnetrok — He Gonee £ 10 %

4 |Dissolution / PacTBopenue 92 %, 96 %, 97 %, 93 %, 97 %, |Not less than 75 % (Q) of labeled amount of

97 % C13H12N205S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HomuHaneHOTo conepxanus Ci3HisN2OsS
(numecynun) depes 45 MUH.

5 Water / Boaa

1.9 Not more than 6.0 % w/w / He 6onee 6,0 %

Remarks : The Product conforms to ND /

Conclusion : APPROVED /

Ipumeuanne: [Ipoaykr coorserctsyer TpedoBanuam HJI 3akiwuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Hoxroropneno: IIpogepeno: Onobpeno: Menemkep / PykosoauTens

Pardeep Kuma;l// Himesh g"’/ﬁ Manoj Kumar ;j ?

Print Date / Print Date /

ﬂ.aTa: .30.01.2021 Register (ﬂﬁiﬁﬁcwﬁlﬂﬂ%lﬂ No. 3. Banjaca Hills, mﬁﬂi&@id—’@r@ﬂ@ﬁglﬂ India

Print Date /
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Dr.Reddy’s “.

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A
Page2of 3/ Crp.2 u33

Product : Nise tablets 100 mg
Npoayxr  : Hais®, Tabnerku 100 mr
Batch No / 1 V2100141 Ratch Quantity / : 25,00,000 tablcts /
Cepusi Ne O6bem cepuu 25,00,000 Tabaerok
Analytical Report No / : 890001502455 Date of Analysis / : 30.01.2021
AHaNUTHYECKMI oT4eT Ne JlaTa ananunza
Date of Manufacture / : Jan.2021 Date of Expiry / : Dec.2023
JaTta npou3BoACTBA Toaen a0 (BK)
Analysis performed according to ND / Anaans nposeaen no HJI: I1N012824/03-140119 (amend Ne 1 fram 0OR 06 2020/
mamM. Ne | oT U8.06.2020, amend W 2. rom 10.08.2020 / nam. No 2 ur 10.08.2020)

| Ne Test / IlokazaTenanb | Result / Pe3yabTaThl | Specification / Hopma
6 |Related substances / PoacTeeHnsie npumecy
. ; . A0 e/ 20 W
Impurity A/ TIpumees A Loann than LOQ (2,005790) NMT 0.20 % / lle 6omce 0,20 Y
Impurity B / Ilpumecs B 0.01% NM1 0.20 % / He 6omnee 0,20 %
Lwpunly U/ Hpumecs U Not Detected WM 0.20 % / He Juiee 0,20 %
Impurity D / ITpumecs D Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity E / Ilpumecs E Not Detected NMT 0.20 % / He 6onee 0,20 %
Tmpurity F / TIpumeck F Not Detected NM'L'0.20 % / He bonee U,20 Yo
Any unknown individual 0.02% NMT 0.20 % / He Gonee 0,20 %
impurity / Eananunas
HeuaeHTUhHLHpYyeMas
TIPHMEC
Total impurities / Cymma 0.03 % NMT 1.5 % / He 6onee 1,5 %
npuMecei
7 | Unifurmity of dosage units / 1.1 Acceptance value {A V) should be not motre
QEHOPOTHOCTR NOTHPORAHUA than 15.0 / IokazaTtens npueMneMocTH (AV)
JIOJDKeH OBITE He bonee 15,
8 | Microbial limits / MukpoGHoJiornyeckas Y4cTOTa
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O6mee yucno Menee 10 KOE/r He Gonee 1000 KOE/r
a3po6HBIX MUKPOOPraHW3MOB
b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g /
mould count / O61ee uucio Menee 10 KOE/r He Gonee 100 KOE/r
JPOSNOKEBEIX U MIECHEBBIX
IpHOOB
¢) E. coli Absent in 1g/ Shall be absent in 1g /
OtcytcTBYET B 1T JIOJDKHEI OTCYTCTBOBAThH B 1 T
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanne: [IpoaykT cooTBeTCTBYET Tpebosanusm H/JT 3axaouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToaroToBneHo: [TpoBepeHo: Onobpeno: Menemxep / Pykosoaurenn
Pardeep Kumar Qf’/ Himesl1CI§1:I§L:"J"_”’D Manoj Kumar p
Print Date / Print Date / Print Date /
HaTa: .30.01.2021 Revisterd d‘%ﬁﬁ@.&o‘gkgﬂgil No. 3. Banjara Hills, | \&amﬁoje@ﬁfﬁmlp India
Tel: 91 40 4900 2900, Fax; 91 40 4900 2999, Fmail: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
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Dr.Reddy’s “.

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A
Page3 of 3/ Crp.3 n33

Product : Nise tablets 100 mg
IIpoaykr : Haiis®, tabnerku 100 mr
Batch No / 1 V2100141 Batch Quantity / : 25,00,000 tablets /
Cepus Ne Ob6bem cepun 25,00,000 Tabnetox
Analytical Report No / : 890001502455 Date of Analysis / : 30.01.2021
AHauTHYecKHi oTueT Ne JlaTa ananusa
Date of Manufacture / : Jan.2021 Date of Expiry / : Dec.2023
Jarta npousBoAcTBa T'ogen ao (Bx)
Analysis performed according to ND / Ananus nposeaen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Ne Test / lloxazaTens Result / Pe3syabTaThl 1 Specification / Hopma
9 | Assay/ Kloauucerpeunoc 8. mg /VEA M Not less than 90.0 mg and not more than
onpeaeJeHHe 110.0 mg Ci3Hi2N20sS Nimesulide in tablet /

Or 90,0mMr gmo 110,0mMr Ci3HjaN2OsS
(nuMecynmn) B Tabnerke

10 |Package/ Ynakoska 10 tablets in PVC/aluminum blister. 2 | 10 tablets in PVC/aluminum blister. 1, 2, 3 or 10I
blisters and patient information leaflet | blisters and patient information leaflet in a
in a carton. / ITo 10 Tabnerok B|carton. / Ilo 10 Trabmeroxk B IIBX /
MBX/amomunuerom Gmucrepe. [lo 2 | amomuHueBom Gnuctepe. TTo 1, 2, 3 unu 10
GaucTepa BMecTe ¢ MHCTPYKUMeH 1o | OIMCTEpOB  BMECTE C  HMHCTPYKUMEH no
MPHMEHEHHIO B MA4Ky KAPTOHHYIO. | IPUMEHEHMIO B MAYKy KApTOHHYHO.

11 | Labeling / MapkHpoBKa Complies as prescribed / According_to ND/
CooteercTByeT TpeBOBaHHIM B cootBercTBUM ¢ HJ]
12 |Storage conditions / Store protested from light below 25°C / B 3amMIIeIIIOM OT CBETA MECTe NpH
Xpanenue Temmneparype He Brie 25°C

13 | Shelf life / Cpox roanoctu 3 years/ 3 roga

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IMpumeuanne: IIponykt coorBeTcTBYET TpeboBanusm HJT 3akmoyenne: QJIOGPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IoarorosneHo: IIposepeno: Onobpeno: Menemxep / Pykosoautens
Pardeep Kumarci/—, Himeslw Manoj Kumar )

Print Date / Print Date / Print Date /

Hara: .30.01.2021 Rewistors s, 1218 2005202 1ngia
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