Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A
Page 1 of 3/ Crp. 1 u33

Product : Nise tablets 100 mg
IMpoayxsr : Haiis®. Tabnerku 100 mr
Batch No / 1 V2101065 Batch Quantity / < 25.00,000 tablets /
Cepusn Ne Oo6bem cepun 25,00,000 Tabaerok
Analytical Report No / : 890001529119 Date of Analysis / : 19.06.2021
Anaianinqeinnil oTHeT Nt Hara anannsa
Date of Manufacture / : Tun. 2021 Date of Expiry / : May. 2024
JlaTa npoH3BoACTBA ToaeH a0 (BKM)
Analysis performed according to ND / AuaJins upoBeaeH no I1JI: T1 N012824/03 140119 (amend Ne 1 from 08.06.2020/
win, o 1 01 08.06.2020, wuend M 2 from 10.08.2020 / wara, Md 2 a7 10 AR 207(1)

' ]

| Nu Test / TlnkazaTe/k Result / PesyabTaThbl Specification / Hopma
1 | Dcscription / Onueanno Camplies 7 COOTREIGIBYE! YTellowish while tound Liconvex tablets with
smooth surface. / benble ¢ KeJNTOBATHIM
OTTEHKOM KNYTITHIE TBOAKOBEIMYKIIbIE TAOMETKH

G INATKOR NMOBEPXHOCTBIO.

2 |Identification / Complies / CooTBETCTBYET The retention time of principal peak in the
IToATUHHOCTD chromatogram of test solution should
correspond to retention time of principal peak in
l Nimesulide standard solution chromatogram
under Assay / Bpems ynep:xuBaHus OCHOBHOIO
nMka Ha  XpUM&lUIpaMMe  HCIIBITYCMOTO
pacTnopa JOKHO COOTBETCTBORATR RPEMEHH
yIepKUBAHUS OCHOBHOTO nuKa Ha
YPOMATOATPAMME paAcTRANA CTAHAARTHOTO
oBpasua HUMECYTTH/TA (pasnen
«KOMYeCTBEHHOE OTIPeENeHIEN)

3 | Average weight and mass 308.5 mg/308.5 Mr 310 mg£5.0% /310 mMr+5,0%
umtormity / Cpeatiss muceu

Cumplics / CooTnereTnyoT 18/20 tablels — MM+ 4 %/
H OJIHOPOAHOCTb MaCChI

18/20 TafneTok — He Gonee = 5 %

2/20 tablets — MNMT L 10 %/
2/20 Tabnetok — He Gonee = 10 %

4 | Dissolution / PacTBopeHue 97 %, 99 %, 100 %, 100 %, 98 %, |Not less than 75 % (Q) of labeled amount of
99 % C13H12N205S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
pomuuansHoro cogepxanus Ci3HipN2OsS
(uuMecyun) uepes 45 MUH.

5 |Water/Bopa 31 % Not more than 6.0 % w/w / He Gonee 6,0 %

| _ | o

Remarks : 'Lhe Praduet conforms to N/ Conclusion ; APPROVED /
Mpumenanue: TIPORYKT CONTRETCTRYET tpeboBanuam H/I 3akmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[ToAroToBIEHO: [TposepeHo: Opnobpeno: Menemxkep / PykoBonuteb
Naresh Kumar @L Himesh K;:n_j:rj//,:) Amit Kumar A :

. '[\ il
Print Date / Piiul Date / Print Dale /
Jara: 19.06.2021 Hara: 19.06.2021 Jlarat 19.U6.2021
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A
Page 2 of 3/ C1p. 2133

Product Nise tablets 100 mg
IpoaykT Haiiz®. tabnerku 100 mr
Batch No / : V2101065 ]Batch Quantity / : 25,00,000 tablets /
Cepnsi No O0beM cepuH 25,00,000 TabneTok
Analytical Report No / : 890001529119 Date of Analysis / : 19.06.2021
AnasuTHYecKHil oTueT Ne Jlata ananu3a
Date of Manufacture / : Jun. 2021 Date of Expiry / : May. 2024
[ara npou3BOACTEA Togen ao (BKA)
Analysis performed according to ND / Anannz nposeaen o HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020/
wam. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / wsm. Ne 2 ot 10.08.2020)

N | Test / Iloka3zaTessb | Result / Pe3yabTathl

| Specification / Hopma

6 |Related substances / PojicTBenHbIe pHMECH
Impurity A/ Tipauecs A Less than LOQ (0.0057%)

Impurity B / Ipumecs B

0.02%
Impurity C / Tpumecs C Not Detected
Lupurity D / TTpameer D Not Detected
Impurity E / IIpumecs E Not Detected
Nnt Netected

tmpurity F / Tpumecs F

Any unknown individual

. . Less than LOQ (0.0143%)
impurity / Exunu4Has

[NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / Tlc 6onoo 0,20 %
NMT 0.20 % / He Gonee 0,20 %
NMT 0.20 % / 11e 6once 8,20 %
NMT 0 20 % / He Gonee 0,20 %
NMT 0.20 % / He 6onee 0,20 %

OIIHOpO[lHOCTb JA03UpOBAHHA

HeueHTHQUITHPYeMa
MpUMeCch
Total impurities / Cymma 0.02 % NMT 1.5 % / He Gonee 1,5 %
HpHUMCCCH
7 | Uniformity of dosage units / 2.8 Acceptance value (AV) should be not more

than 15.0 / TlokazaTens npuemiIemMocTh (AV)
noskeH 6uiTh He Gonee 15,0

8 | Microbial limits / Muxpoduojgoruieckas 1ucTora

a) Total aerobic microbial Less than 10 CFU/g/
count / O61uee 4ucio Menee 10 KOE/T
a3pOOHBIX MUKPOOPraHU3MOB

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

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

b) Total combined yeasts and
mould count / O6miee YnCiIo
JPONOKEBBIX M INIECHEBBIX
rpuboB

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

Absentin 1g/
OtcyTcrByeT B Ir

c) E. coli

Shall be absent in 1g/
JToMKHBI OTCYTCTBOBATL B 1 T

Remarks : The Product conforms to ND /
Ipumeuanne: I1poiyKT COOTBETCTBYET tpebosanuam HJI

Conclusion : APPROVED /
3axmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosJieHO: IIposepeHo: Onobpeno: Menenxep / PykoBoauTesb
Naresh Kumar @f/ Himesh Kumar | Amit Kumar

Print Date / Print Date / Print Date /

Iata: 19.06.2021 Jlara: 19.06.2021 Jara: 19.06.2021
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A
Page 3 of 3/ Ctp.3 133

Product Nise tablets 100 mg
[Mpoaykr Haitz®, tabneTku 100 mMr
Batch No / 1 V2101065 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepum 25,00,000 TabneTok
Analytical Report No / : 890001529119 Date of Analysis / : 19.06.2021
AHAJUTHYECKHI oT4yeT No JlaTa anaausa
Date of Manufacture / : Jun. 2021 Date of Expiry / : May. 2024
JdaTta npou3BoACTBa Toaen o (BK)

Analysis performed according to ND / AHanu3 NpOBC/AeH 110 H/I: 11 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
vam. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / n3m. Ne 2 ot 10.08.2020)

Ne Test / IlokaszaTennb

Result / PesynnbTaTsl

Specification / Hopma

9 | Assay/ KonnuecTBeHHOe
onpeaeiaeHne

98.7 mg/98.7 mr

Not less than 90.0 mg and not more than
110.0 mg Ci3HpN-OsS Nimesulide in tablet /
Or 90,0mr mo 110,0mr Ci3sHiN2OsS
(Humecynuz) B TabneTKe

10 |Package/ Ynaxonia

10 tablets in PVC/aluminum hiister 3
hlisters and patient inlotmation leaflet
in a carton. / Ilo 10 Tabnerok B
TIRX/ancoMunKCE oM Gancrepe. TTo 3
@McTepa RMECTE C MHCTPYKLMEH TIO
UPHMEHEHNRK B 11A4RY Kap IUHHYED.

10 tahlets in PYC/aluminum blister. 1, 2,3 or 10
blisters and patient information leaflet in
carton. / Ilo 10 rabmerox B IIBX /
amomuumesoM 6muctepe. Tlo 1, 2, 3 umn 10
GNUCTEPOB  BMELIE L MHUIpYRUMCH  TIO
TIPFIMOTIONINO D [A'KY KAPTOHHYHY

11 |Labeling / MapkupoBka

Complies as prescribed /
COOTBETCTBYET TPCOOBAHHAM

According to ND /
B cooteercTBuH ¢ H]L

12 | Starage conditions /
XpaHeHue

Store protected from light below 25°C / B 3alHMiIeHHOM OT CBE€Ta MecTe MpH

Temneparype He Bble 25°C

13 | Shelf Hfe / Cpok roanocin

3 ycars / 3 roaa

Remarks : The Product conforme to ND / Conclusion : APPROVED /
ITpumenanuc: | [pONyKT COOTBETCTEYET tpedosannsim HJII Bawsnndenne. OJOLPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
ITogroToBICHO: LlposepeHo: Ouubpenu. Medeaacp / I'ykoBoaHTCIL
Narcsh Kumar &g/ Himesh Kumar . Aml Kumat A

e I N
Print Date / Print Date / Piiul Dale /
JHara: 19.06.2021 Jata: 19.06.2021 JHata: 19.06.2021
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