Dr.Reddy’s Q':

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A
Page1of3/Crp.1u33

Product ¢ Nise tablets 100 mg
Mpoayxr  : Haii3®, rabnerku 100 mr
Batch No / 1 V2101244 Batch Quantity / + 25,00,000 tablets /
Cepus Ne O0bem cepuu 25,00,000 tabneTok
Analytical Report No / : 890001536683 Date of Analysis / : 27.07.2021
AHajguTuyecknii oryer Ne JlaTta aHanu3a
Date of Manufacture / : Jun.2021 Date of Expiry / : May.2024
JlaTta npoH3BOACTBA T'onen g0 (BK)
Analysis performed according to ND / Ananu3s nposeaen mo HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

No Test / IlokazaTenn Result / PesyabTaThl Specification / Hopma .

1 |Description / Onucanue Complies / CooTBercTBYyeT Yellowish white round biconvex tablets with
smooth surface. / bBensle c >xentoBaThIM
OTTEHKOM KpYTJIbie ABOSKOBBIMYKIIBIE TAONETKH
C IaAKOH MOBEPXHOCTHIO.

2 | Identification / Complies / CooTBetcTByeET The retention time of principal peak in the
IoannHHOCTH chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems ynepkuBaHuA OCHOBHOIO
NMUKa HAa  XpOMAaTOrpaMMe  HCIBITYEMOTO
pacTBOpa HOJDKHO COOTBETCTBOBATH BPEMEHH

yAep>KUBaHUI OCHOBHOT'O MHKa Ha
XpOMATOrpamMMe  pacTBOpa  CTaHZapTHOTO
ofpasua HUMECYIHJA (paznen

«KonuuectBeHHOE onpe,ueneHue»)

3 | Average weight and mass 309.9 mg/309.9 mr 310 mg+5.0% /310 mr+ 5,0 %

::I::f(:;)m:)tyﬂlofff?:;tzacca Complies / CooTBeTcTBYET 18/20 tablets - NMT + 5 % /
AHOPOA 18/20 Tabnerok — He HGonee = 5 %

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

4 |Dissolution/ PacTopeHne 99 %, 100 %, 98 %, 99 %, 100 %, | Not less than 75 % (Q) of labeled amount of
100 % Ci3H12N-0sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HOMHUHaNBHOTO cogepxkanus Ci3H»N20sS
(Humecynun) yepes 45 MUH.

5 =Water / Bona 33% Not more than 6.0 % w/w / He 6onee 6,0 %
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanue: [IponyxT cootBeTcTBYET TpeboBaHusM H]I 3axmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosnexo: ITposepeno: Opnobpeno: Menemxep / Pykosoautenn
Pardeep Kumzll-:L Himesh Iig-l—/p Amit Kumar A
Print Date / Print Date / Print Date /

II_aTa: 27.07.2021 Reoistered 1%&-2?&97]_{2‘\9‘_2;{{\ 3. Raniara Hille, Hve Qm_ %\Z(szqzlndm
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Dr.Reddy’s ":

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A
Page20f3 /Crp.2n33

Product Nise tablets 100 mg
Ipoaykr Haitz®, Tabnetku 100 mr
Batch No / : V2101244 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepuu 25,00,000 TabneTox
Analytical Report No / : 890001536683 Date of Analysis / : 27.07.2021
AHajuTH4ecknii oTuet Ne JaTta anaausza
Date of Manufacture / : Jun.2021 Date of Expiry / : May.2024
JlaTa npou3BoACTBA T'ogen g0 (BK)
Analysis performed according to ND / Ananus nposeaen no HJ: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3mM. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

OZ[HOPOIIHOCTB AO3UPOBAHUA

I- N Test / IloxazaTeJb I Result / PesyabraTtnl | Specification / Hopma
6 |Related substances / PoacTBeHHble mpuMecH
- 0, 0,

Impurity A / Ilpumecs A Less than LOQ (0.0057%) NMT 0.20 % / He 6onee 0,20 %
Impurity B / Ilpumecs B 0.02% NMT 0.20 % / He 6onee 0,20 %
Impurity C / TIpumecs C Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity D / Ilpumecs D Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity E / Ilpumecs E Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity F / TIpumecs F Not Detected NMT 0.20 % / He 6onee 0,20 %
Any unknown individual Less than LOQ (0.0143%) NMT 0.20 % / He 6onee 0,20 %
impurity / Enuauunas '
HeuaeHTHOHLUpYemMast
NPUMECh .
Total impurities / Cymma 0.02 % NMT 1.5 % / He 6onee 1,5 %
npuMeceit

7 | Uniformity of dosage units / 3.8 Acceptance value (AV) should be not more

JomxkeH 66ITh He Gonee 15,0

8 | Microbial limits / Mukpo6nosiorniyeckas Y4HCTOTA

a) Total aerobic microbial
count / O61iee 4uco
a3p0GHBIX MUKPOOPTaHH3ZMOB

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

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

rpubos

b) Total combined yeasts and
mould count / O6iiee yucno
JIPOKKEBBIX H TLUIECHEBBIX

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

Not more than 100 CFU/g /
He 6onee 100 KOE/r

¢) E. coli

Absentin 1g/
OTtcyTcrByeT B 1r

Shall be absent in 1g/
JoyxHBl OTCYTCTBOBATE B 1 1

than 15.0 / Iokazarens npuemnemocth (AV)

Remarks : The Product conforms to ND /
Ilpumeuanue: [IpoaykT coorBeTcTBYeT TpeboBaHusiM HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
Hoxarorosnexo: IIpoBepero: Onobpeno: Menemkep / PykoBoauTens
Pardeep Kumar ; Himesh KW Amit Kumar

Gf—; - /s//\
Print Date / Print Date / Print Date /
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Dr.Reddy’s ":

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A
Page3 of 3/Crp.3u33

Product : Nise tablets 100 mg
IIpoaykr : Haiiz®, Tabaerku 100 mr
Batch No / 1 V2101244 Batch Quantity / + 25,00,000 tablets /
Cepus Ne O6bem cepuu 25,00,000 TabneTox
Analytical Report No / : 890001536683 Date of Analysis / : 27.07.2021
AHaauTHYECKHii oTueT Ne JlaTa ananusa
Date of Manufacture / ¢ Jun.2021 Date of Expiry / : May.2024
JlaTa npou3BOACTBA I'open po (BKT)
Analysis performed according to ND / Auanus nposegen mo HI: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
nu3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uam. No 2 ot 10.08.2020)

N Test /_Hox_asaTem. Result / PesyabraThl Specification / Hopma
9 | Assay/ KosuuecTBeHHOE 99.9 mg/99.9 mr Not less than 90.0 mg and not more than
onpejeseHue 110.0 mg Cy3H2N20sS Nimesulide in tablet /

Or 900mr pmo 110,0mMr Ci3H;pN-OsS
(uumecynun) B Tabnerke

10 |Package/ YnakoBka 10 tablets in PVC/aluminum blister. 3 | 10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet | blisters and patient information leaflet in a
in a carton. / ITo 10 Tabnerox B|carton. / Ilo 10 Tabnerox B TIBX /
IBX/anmoMunues om 6aucrepe. 1o 3 | anromunuesom Gnucrepe. 1o 1, 2, 3 win 10
OmHcTepa BMECTE C MHCTPYKUMEH MO | GJIMCTEPOB  BMECTE ¢ UHCTPYKLMEH Mo

MPUMEHEHHUIO B MaYKy KapTOHHYIO. | IPMMEHEHHIO B MAYKy KapTOHHYIO.
11 |Labeling / MapkupoBka Complies as prescribed / According to ND /
CootsetcTByeT TpeOOBaHUAM B cootBercTBuu ¢ H
12 |Storage conditions / Store protected from light below 25°C / B 3amMiieHHOM OT CBETa MECTE MNpH
XpaHenue TeMIiepatype He Beie 25°C

13 | Shelf life / Cpok rogHocTH 3 years/ 3 rona

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumedanne: [Iponykr cootBeTcTBYeT TpeGoBanusimM HJT 3akmiouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToaroroeneHo: Ilposepeno: Onobpeno: Menenxep / PykoBonutens
Pardeep Kumar Himesh Ku&l_’/,_) Amit Kumar N

- : P
Print Date / Print Date / Print Date /
Jave: 27.072021 3 oo WA 27070000 0 oo ) Jlate 20,07.002]
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