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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Page1of 3/Crp.1133

[Product : Nise tablets 100 mg

HOpoxyxr  : Haiiz®, tabnerku 100 mr

Batch No / : V2101243 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepun 25,00,000 TabneTok
Analytical Report No / : 890001534615 Date of Analysis / : 17.07.2021
AHajuTH4yecKuil oTueT Ne Jata aHanu3a

Date of Manufacture / ¢ Jun.2021 Date of Expiry / : May.2024

JlaTta npou3sBoAcTBA Iopen no (BK.)

Analysis performed according to ND / Ananu3 nposeaen no HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3mM. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

N | Test / Iloxkazarens Result / PesynbraTbl Specification / Hopma

1 |Description / Onucanue Complies / CoorBeTcTBYyET Yellowish white round biconvex tablets with
smooth surface. / Benbie ¢ xenroBaThiM
OTTEHKOM KPYIJIbIe JBOSKOBBINYKIIbIE TAONETKN
C TIanKOH MOBEPXHOCTRY,

2 |Identification / Complies / CooTBeTcTBYyET The retention time of principal peak in the
MMoanuHHOCTH chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / BpeMsl yaep>KuBaHHs OCHOBHOTO
MAKA HA  XPOMATOrPAMME  HCIIAITYEMOTO
PUCLBUOPY AUIKHU  COUTBCICTBUBYLD BPUMUHM
YAEPHKMBAHIY OCHUBHOLY TR Hd
XpOMarorpaMMe  pacTBopa  CTaHOAapTHOro
obpazua HUMeCYuaa (paznmen
«KonnuecTBeHHOE ONpeNeNeHUe»)

3 | Average weight and mass 310.5mg/310.5 mr 310 mg +5.0% /310 mMr+ 5,0 %

Elzf(:;m:)tyﬂloff:?:;’zgacca Complies / CooTBeTCTBYyET 18/20 tablets - NMT £ 5 %/
AHOpOR 18/20 Tabnerok — He Gonee = 5 %

2/20 tablets — NMT + 10 % /
2/20 Tabnerok — He 6onee = 10 %

4 | Dissolution / PacTBopenue 97 %, 95 %, 97 %, 96 %, 96 %, Not less than 75 % (Q) of labeled amount of
97 % C13H2N205S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) or
HoMmuHanbpHOro conepxkadusa Ci3HpN>OsS

| (HuMecynun) uepes 45 MHH.

5 | Water/ Boga 2.8 % Not more than 6.0 % w/w / He 6onee 6,0 %
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Hpumeuyanne: [Ipoaykr cooTBeTcTBYET TpeboBanusm HJ 3akmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[ToaroropneHo: / [IpoepeHo: Onobpeno: Menemxep / PykoBoautes
Suman Kumar Himesh Kun:f_r?.__),/) Amit Kumar j\/.\ _

Print Date / Print Date / Print Date /
Hara: 17.07.2021 Hara: 17.07.2021 Hara: 17.07.2021

Registered Office: 8-2-337, Road No. 3. Banjara Hills. Hyderabad - 500034, A P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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Product Nise tablets 100 mg
IIpoaykr Haiiz®, tabnerku 100 mr
Batch No / 1 V2101243 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepuu 25,00,000 Tabnetok
Analytical Report No / : 890001534615 Date of Analysis / : 17.07.2021
AHaJHTHYECKHHA oTueT Ne Jara ananusa
Date of Manufacture / : Jun.2021 Date of Expiry / : May.2024
JlaTa npousBoacTBa I'omen mo (BKJT)
Analysis performed according to ND / Ananus nposeaen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Ne Test / llokazaTesn | Result / PesysibTaThi [ Specification / Hopma
6 | Related substances / PoacTBeHHBIC IpHMeCH
Impurity A / Ilpumecs A Less than LOQ (0.0057%) NMT 0.20 % / He 6onee 0,20 %
Impurity B / IIpumecs B 0.01% NMT 0.20 % / He 6onee 0,20 %
VMPNEITY U LIPRIesn L ot Ueteoted T N YR T R T R VRO
Impurity D / [Tpumecs D Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity E / ITpumecs E Not Detected NMT 0.20 % / He 6onee 0,20 %
Impunty F / 1lpumecs k oL Dewected NM1 U.2U % / He bonee U,2U %
Any unknown individual Less than LOQ (0.0143%) NMT 0.20 % / He 6onee 0,20 %
impurity / EnuHuunas
HeHaeHTHHUIHpYemast
| MpHM@CL
Total impurities / Cymma 0.01 % NMT 1.5 % / He Gonee 1,5 %
rnpumecei
7 | Uniformity of dosage units / 4.1 Acceptance value (AV) should be not more
OxHOpOAHOCTH A03NPOBAHHSA than 15.0 / TToka3arens npuemieMocty (AV)
IoJbKeH OvITh He Gonee 15,0
8 _I_VIErobial limits / MukpoGuosoruyeckas 4ucToTa

a) Total aerobic microbial
count / O6wee yucio
a3pOOHBIX MUKPOOPTaHH3MOB

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

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

b) Total combined yeasts and
mould count / Od1ee yncno
JPOMOKEBBIX M MIECHEBBIX
rpuboB

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

Not more than 100 CFU/g /
He donee 100 KOE/r

¢) E. coli

Absentin 1g/
OtcyrerByeT B 1r

Shall be absent in 1g/
JosxHe!l oTCYTCTBOBATE B 1 T

Remarks : The Product conforms to ND /
Ilpumeuanue: [Ipoaykt cootBeTcTBYET TpeboBanuam HJL

Conclusion : APPROVED /
3akiarouenne: OJOBPEHO

Hata: 17.07.2021

Hara: 17.07.2021

Prepared by / Checked by / Approved by: Manager / Executive /
[Toaroroenexo: IIposepeHo: Onobpeno: Menemxep / PykoBonurens
Suman Kumar Himesh Kui_)’/p Amit Kumar M

=
Print Date / Print Date / Print Date /

JHata: 17.07.2021

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

CIN: L8STQSAPT9R4APL (C0N4507
wrordrreddye.com
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Product Nise tablets 100 mg
IIpoaykr Haiiz®, Tabnerku 100 mr
Batch No / 1 V2101243 Batch Quantity / : 25,00,000 tablets /
Cepusa Ne O61bem cepuu 25,00,000 TabneTok
Analytical Report No / : 890001534615 Date of Analysis / : 17.07.2021
AHanuTHYecKni oTyeT No Jara ananuza
Date of Manufacture / : Jun.2021 Date of Expiry / : May.2024
JlaTa NpoU3BOACTBA Tonen no (BkJI)
Analysis performed according to ND / Ananus nposeges mo HJI: T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3M. Ne 1 o1 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 or 10.08.2020)

Ne Test / [lokazaTenn Result / PesyabTaThl Specification / Hopma
9 | Assay/ KoauuecTBeHHoe 98.9 mg/98.9 mr Not less than 90.0 mg and not more than
onpese/eHHe 110.0 mg Cy3H2N20sS Nimesulide in tablet /
Or 90,0mMr po 110,0mMr C;3Hp;2N2OsS
(Humecysn) B rabierke
10 | Packagce/ YnaxoBka 10 tablets in PVC/aluminum blister. 3 | 10 tablets in PVC/aluminum blister. 1,2, 3 or 10
Llisters and patient infonmation leallet | blisters and patient information leaflet in a
in a carton. / Ilo 10 taGnetor n|carten. ( Ile 10 Tabneror. » IIBX
TIBX/amomunues oM 6nuctepe. I1o 3 | amomunueBoM 6nuctepe. [To 1, 2, 3 nnu 10
Gs0TOPA DMOOTO © HIIOTPYKIGICH 1O | 6/oTOPOD  DMOOTC O  MIICTpyLLHOil 1o
TIPUMEHEHHIN B TTAYKY KAPTOHHYK). | MPUMEHEHWIO B NaYKy KapTOHHYHO.
11 |Labeling / MapkupoBka Complies as prescribed / According to ND /
CooTBeTCTBYET TpeOOBaHHAM B cootBercteun ¢ HJJ
12 | Storage conditions / Storc protected from light below 25°C / B sampmcriiioM ot CDCTA MCCTC MpH
Xpauenne remuepdarype He sotiue 25°C
13 | Bhedl Ll / Cpun rvanocin 3 ycara/ 3 rona

Remarks : The Product conforms to ND /

Ipumeuanue: [Ipoaykr cooTBeTcTBYeT Tpebobanusam HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
ITonrorosneHo:
Suman Kumar

ITposepeno

Checked by /

Approved by: Manager / Executive /
: Onobpeno: Menemxep / PykoBoaurens

Himesh KUW

. Amit Kumar

EN

=

Print Date / Print Date /

Hara: 17.07.2021

Hata: 17.07.2021

Print Date /
Jlara: 17.07.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Tax: 91 40 49200 2999, Email: mail@drreddyy.oom

CIN: L85195AP1981PLCOOA507
www.drreddys.com



