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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATTA3A
Product : Nise gel
IpoaykT Hait3®, renb Juis Hapy)KHOro mpuMeHeHus 1%
Batch No / 1 V220235 Batch Quantity / : 22702 units /
Cepusi Ne O6bem napTiu 22702 egnHuLy
Analytical Report No / : 890001584681 Date of Analysis / : 12.04.2022
AnanuTHYecKHii 0T4eT No JlaTa aHaiun3a
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024
Jara npou3BocTBA T'ogen o

Analysis performed according ND / Ananu3s nposenen no HJI: 1 N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020, usm. Ne 2 ot 13.01.2022)

No | Test/Iloxasarenb | Result / Pesynbrathl Specification / Hopma !
| Description / Onucanue ' Homogenous light yellow Homogenous light yellow to yellow |
transparent gel free from particulate transparent gel, free from particulate matter '
matter / OHOpOAHBIY Mpo3pauHblit /| OTHOPONHBIA MNpO3payHbiii rexs OT '
TreNb CBETJIO-KENTOro [IBETa,  CBETJO-XKENTOro N0 JKEeNTOro  1BeTa,
CBOGO/IHBIH OT MOCTOPOHHUX  CBODOJHBIH OT MOCTOPOHHHX YaCTHLL.
| i YACTHULI, B
2 Identification by HPLC / Complies as prescribed / The retention time of the major peak in the
[lopnuHHOCTB CoOTBETCTBYET TPEOOBAHUAM chromatogram of the sample preparation
corresponds to that in the standard
preparation under assay / Bpewms
yOEepKUBaHUS ~ OCHOBHOTO  MMKa  Ha
XpomartorpaMme HCIBITYEMOrO  PacTsopa
I OJIKHO COOTBETCTBOBATh BpEMEHH
l YICPXKMBAHMA TNHKA HA XPOMATOrpamme
| CTaHJapTHOrO  pacTBopa  HUMECYMNna
| (pasuen «KosmiuecTBEHHOE ONpesiefieHie») |
3 Weight of package content 52g/52r In according to Rus. Ph..Not less than |
Macca conep>XKumMoro 50.0 g / B cootBeTcTBUM ¢ TPeOOBaHUAMHU
yTIaKOBKH " PD. He menee 50,01
4 pH 5.2 Between 4.6 and 6.0 / ot 4,6 10 6,0

Remarks : The Product conforms to ND/
TIpumeyanue: [IpoaykT cooteTcTBYyeT Tpebosanuam H/L

Conclusion : APPROVED /
Saxmwuenune: OJOBPEHO

Prepared by /
MogrotosneHo: Naresh

Checked by /
HpOBepeqc:: Rahul Kumar

Approved by: Manager/Executive /
Ono6peno: Menemkep / PykoBoanTes

Hata: 12.04.2022

Hata: 12.04.2022

Kumar Manoj Kumar
@ s ' L
— 2=
Reprint Date / Reprint Date / Reprint Date /

Jara: 12.04.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAINTU3A
Product : Nise gel
poayxr Haiiz®, renib /151 HapyxHOro npumenenns 1%
Batch No / 1 V220235 Batch Quantity / : 22702 units /
Cepus Ne O6beM maprum 22702 equHUL
Analytical Report No / : 890001584681 Date of Analysis / : 12.04.2022
AHajnuTHYecKuii oTyeT Ne Jarta aHaJu3a
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024
JlaTa npoH3BOACTBA Togen 10

Analysis performed according ND / Ananu3 nposexen no HJI: T1N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / uam. Ne 1 ot 16.09.2020, u3m. Ne 2 ot 13.01.2022)

5 Related substances /PoncTBEHHBIE IPUMECH

1) Impurity A / Ilpumecs A

Below LOD (LOD = 0.02 %) /
Humxe npegena obHapyxenus (I10
=0.02 %)

1) Not more than 0.2 % / ne 6osniee 0,2 %

2) Impurity B / [Ipumecs B

Below LOQ (LOQ = 0.04 %) /
Hixe npejiena KoJIM4eCTBEHHOrO
onpenesnerus (JIKO = 0.04 %)

2) Not more than 0.2 % / ne donee 0,2 %

3) Impurity C/ Ilpumecs C

Not detected / He o6HapyxeHa

3) Not more than 0.2 % / ne Oonee 0,2 %

4) Impurity D / Ilpumece D

Not detected / He 0OHapyxkeHa

4) Not more than 0.2 % / ne bosee 0,2 %

5) Impurity E / ITpumecs E
6) Impurity F / Hpumecs F

7) Highest individual
unknown impurity /
EnnHuunas

IpHMeECh
8) Total impurities /
CymMMa npumecen

HeHJeHTUOUIHPOBaHHAS

Not detected / He o6HapyxeHa

Not detected / He o6HapysxeHa

npejesia KOMHYECTBEHHOTO
onpenenenus (IIKO = 0.1 %)

Below LOQ / Huxe npenena
KOJIMYECTBEHHOT'0 OIIPEAEIIEHUS

5) Not more than 0.2 % / #e donee 0,2 %

6) Not more than 0.2 % / e 6onee 0,2 %

Below LOQ (LOQ=0.1 %)/ Hinke|7) Not more than 0.2 % /I He 6oinee 0,2 %

|8) Not more than 1.5 % / ne 6onee 1,5 %

Remarks : The Product conforms to ND/

Tpumeuanue: [IponykT cootBeTcTBYET Tpebopanusm HJL

Conclusion : APPROVED /
Zakmwuenue: OJOBPEHO

Prepared by /

MoprotosneHo: Naresh

Checked by /
[Tpose pcﬁo : Rahul Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosoaureis

Kumar Manoj Kumar ;
&~
Reprint Date / Reprint Date / Reprint Date /

Oata: 12.04.2022

Harta: 12.04.2022

Jara: 12.04.2022
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJTIU3A
Product : Nise gel
Ipoaykr : Haii3®, ress fns Hapy)xHOrO NpuMeHeHus 1%
Batch No / 1 V220235 Batch Quantity / : 22702 units /
Cepus Ne O0beM NapTHH 22702 equHHL
Analytical Report No / : 890001584681 Date of Analysis / : 12.04.2022
AHanuTHYECKHIT oTaeT No JlaTa aHajM3a
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024
JlaTa mpou3BoACTBA I'open o
Analysis performed according ND / Anaau3 npoeenen no HJI: TTN012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020, n3m. Ne 2 ot 13.01.2022)

6

Microbial limits /

Muxkpobronorunyeckas
qUCTOTA

Total aerobic microbial count
/ Ob1ee Yncio aspoOHBIX
MHKPOOPraHU3MOB

Total combined yeast and
molds count / O611iee 4ncio
IPOYXKEBBIX U MJIECHEBBIX
rpuboB

S.aureus

P.aeruginosa

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

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

Not more than 100 CFU/g/
He Gonee 100 KOE/T

Not more than 10 CFU/g /
He 6onee 10 KOE/r

Absent in 1 g/ OtcyrctByet B Ir  Should absent in 1 g/ OtcyrcTeue B 1r

Absent in 1 g/ OtcyrctByer B It Should absent in 1 g/ OtcyTcTBHE B 1T

Assay / KonuuecTBeHHOE
oIpeeeHUe

10.02 mg/10.02 mr

Not less than 9.0 mg and not more than
11.0 mg of C13H12N>05S Nimesulide in
one gram of gel. /

o1 9,0 1o 11,0 mr Ci3H2N20sS
(uumecynnaa) B 1 r npenapara

Remarks : The Product conforms to ND/
Ipuameuanue: [IponykT cooTBeTCTBYET TpeboBanusam HJT

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by /
MNoproToBneHo: Naresh

l‘[posepar:n: Rahul Kumar

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

[arta: 12.04.2022

Hata: 12.04.2022

Kumar @ Manoj Kumar 0
’ ry M 5
i z @iﬁf—’
Reprint Date / Reprint Date / Reprint Date /

Hara: 12.04.2022
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A
Product : Nise gel
IIpoaykr Haiis®, resp g HapyxHOro nmpuMeHenus 1%
Batch No / 1 V220235 Batch Quantity / : 22702 units /
Cepusa Ne O0beM NapTHH 22702 enuHHILL
Analytical Report No / : 890001584681 Date of Analysis / : 12.04.2022
AHanuTHYeCKHI oT4eT No HarTa ananu3a
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024
JlaTa npou3BOACTBA T'oneH g0

Analysis performed according ND / Anaau3 nposeaen no HJI: TIN012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3mM. Ne 1 ot 16.09.2020, u3m. Ne 2 ot 13.01.2022)

8 Package / YniakoBka i50 g in a laminated aluminum tube |20 g, 50 g or 100 g in a laminated
iequipped with tamper-evident aluminum tube equipped with
fmembrane. 1 tube and patient tamper-evident membrane. 1 tube and
linformation leaflet in a carton. / patient information leaflet in a carton. /
ITo 50 r B TyOYy U3 ITo 20 1, 50 r unu 100 r B TGy M3
NTAMHUHHAPOBAHHOT'O AJIIOMUHHUS, JIAMHHIPOBAHHOIO aJIFOMHHHS,
lcHabskeHHyI0 MeMOpaHoH st cHadkeHHyr0 MeMOpaHOH 1)1 KOHTPOJIA
KOHTpONsI repBoro BekpsITHsl. [To 1 nepsoro Bekpeitus. I1o 1 TyGe B mauky
TyOe B MaYKy KapTOHHYIO C KAPTOHHYIO C HHCTPYKLHUEH 110
HHCTPYKLUEH O MPUMEHEHHIO NPHMEHEHHO -

9 | Labeling / Mapxuposka |According to ND / B cooterctBuu ¢ HJI o

10 | Storage conditions / At temperature below 25 °C. Do not freeze. / Ilpu Temiepatype He Bbliie 25 °C.

Xpanenne He 3aMopaxuBarts.
11 | Shelflife / Cpok rogsoctn 2 years /2 rona )

Remarks : The Product conforms to ND/
IIpumeuanue: [TpoaykT cooTBeTcTBYET TpeboBanusM H/I

Conclusion : APPROVED /
3axkmouenue: OJOBPEHO

Prepared by /
MoproToBneHo: Naresh

Kumar @

e

Checked by /
ﬂposeﬁzo: Rahul Kumar

N

/

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

Manoj Kumar J‘EL
I L /

Reprint Date /
Jata: 12.04.2022

Reprint Date /
Hara: 12.04.2022

Reprint Date /
Jara: 12.04.2022
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