Dr.Reddy’s Q

Dr. Reddy's Laboratories Ltd.,
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

HaTta nponszsoacTea

T'open go

CEPTUDUKAT AHATIU3A
Product : Nise gel “
Ipogyxr Haii3®, renp anst Hapy:kHoro npiumenenns 1%
Batch No / : V220065 Batch Quantity / : 22,706 units /
Cepus Ne O0beM napTHu 22,706 enunuy
Analytical Report No / : 890001570891 Date of Analysis / : 03.02.2022
AnajuTHYecKHii oT4eT No JlaTa aHaJIK32
Date of Manufacture / ¢ Jan-2022 Date of Expiry / : Dec-2023

Analysis performed according ND / Ananu3 nposenen no HJI: I1 N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

Ne | Test / [Tokasatenp ' Result / PesynsTatsl Specification / Hopma
1 |Description / Onucanue Homogenous transparent yellow gel Homogenous light yellow to yellow
free from particulate matter /  transparent gel, free from particulate matter
| OpnHopoxHbii po3paunslii reas /. OfHOPOAHBIH MpPO3padHbI  renb  OT
| HENTOro LBETA, CBOOOMHDIH OT  CBETJIO-KEJATOro  JO  JKENTOrOo  LBETa,
NOCTOPOHHUX YaCTHLL. cBOOO/IHEIH OT MOCTOPOHHKX YACTHIL.
2 | Identification by HPLC/ Complies as prescribed / The retention time of the major peak in the
[[loamrHHOCTB COOTBETCTBYET chromatogram of the sample preparation
. TpeboBaHUAM corresponds to that in the standard
' preparation under assay / Bpewms
YAEp/KHBAHNS ~ OCHOBHOrO  NHMKa  Ha
XpOMaTorpaMMe MCHBITYEMOro  pacTsopa
JIOTAHO COOTBETCTBOBATh BpEMEHH
yOepXHBaHHsA THMKa Ha XpoMarorpamme
CTaHJapTHOrO  pacTBopa  HHUMECY/Hia
(paznen «KonnvecTBEHHO® ONPE/CICHHE)
3 | Weight of package content 51g/S51lr In according to Rus. Ph.Not less than
Macca cofep>XUMOoro 50.0 g / B cooTBeTCTBHHU C TpeOOBaHUAMH
YIIaKOBKH ['® PD. He menee 50,0 r
4 |pH ‘ 5.4 ‘Between 4.6 and 6.0/ 0T 4,6 110 6,0 |
| |

Remarks : The Product conforms to ND/
Ipumeuanue: ITpoaykT cooTBeTcTBYET TpeboBaram HJI

Conclusion : APPROVED /
3axmouenne: OMOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[NMoarorosneHo: [TpoBepeHo: @ Onobpeno: Menemkep / Pykgsonirelib
Ankaj Verma Naresh Kumar ' Manoj Kumar @gﬁ’

{
Print Date / Print Date / Print Date /
JHata: 03.02.2022 Hara: 03.02.2022 Jara: 03.02.2022
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A
Product : Nise gel
IMpoaykr : Haii3®, resp s HApYKHOTO NpHMeHeHNs 1%
Batch No / : V220065 Batch Quantity / : 22,706 units /
Cepusn Ne O0BbeM napTHH 22,706 eauHmL
Analytical Report No / : 890001570891 Date of Analysis / : 03.02.2022
AHanuTHYecKHii oTueT Ne Jlara anajiuza
Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JlaTa npou3BOACTBA Topen go
Analysis performed according ND / Anaau3 nposeaen no HJI: [1N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

5

Related substances /PogcTBeHHBIE TPUMECH

1) Impurity A / Ilpumecs A

Not Detected

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

2) Impurity B / Ilpumecs B

Less than LOQ (0.04%)

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

3) Impurity C / [Ipumecs C

Not Detected

3) Not more than 0.2 % / ze donee 0,2 %

4) Impurity D / ITpumecs D

5) Impurity E / [Ipumecs E

6) Impurity F / Ilpumecs F

7) Highest individual
Enunnudas
[IPHUMECh

8) Total impurities /
CymMMa npuMecei

unknown impurity /

HEWJSHTUQULIUPOBAHHAS

Not Detected

BDL (Disregard Area 4188)

0.10%

Less than LOQ (0.1%)

0.1%

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

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

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

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

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

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoxykrt cootBeTcTBYET TpeboBanusam HJ

Conclusion : APPROVED /
3axmoyenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

Ionrorosnexo: & [posepeHo: Opobpeno: Menemxep / PykosouiTens

Ankaj Verma Naresh Kumar @, Manoj Kumar ) /ZJJ
(hy, Al
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHATIU3A
Product : Nise gel
Mpoaykr : Haiis®, rens ans vapykHoro npumenexns 1%
Batch No / : V220065 Batch Quantity / : 22,706 units /
Cepusi N Oobem mapTHn 22,706 eannny
Analytical Report No / : 890001570891 Date of Analysis / : 03.02.2022
AHasuTHyeckmii oruer Ne Jarta ananuza
Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
Jata nponsBopcTsa T'ogen 10
Analysis performed according ND / Ananu3 nposenen no HJI: TTN012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

‘6 [Microbial limits / |

Mukpobuonorinueckas
HHCTOTA
Total aerobic microbial count Less than 10 CFU/g/ Not more than 100 CFU/g /
Obee qncio aspobHBIX Menee 10 KOE/r He 6onee 100 KOE/r
MHKPOOPIraHH3MOB :
Total combined yeast and Less than 10 CFU/g/ Not more than 10 CFU/g /
molds count / O61iee yncio Menee 10 KOE/r He 6onee 10 KOE/r
NPOXOKEBBIX M MIECHEBBIX
rpu6oB
'S.aureus Absent / OtcyTcTByeT Should absent in 1 g/ OTcyTcTBHE B 1T
P.aeruginosa Absent / OtcyTeTByeT Should absent in 1 g/ OtcyTcTBUE B IT
7 | Assay / Konuuectsennoe '10.16 mg/ 10.16 mr Not less than 9.0 mg and not more than |
oTipeJeeHHE 11.0 mg of C13H2N20sS Nimesulide in
one gram of gel. /
oT 9,0 1o 11,0 mr Ci3H2N>0sS
(aumecynuna) B 1 r npenapara
|
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanne: [1podyKT cooTBeTCTBYET TpebGopanusam HI 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IoarorosneHo: ﬁ/ ITporepeHo: Ono6peno: Menemxkep / Pykosoaurens
Ankaj Verma Naresh Kumar @, Manoj Kumar i« l}l
/ih 73
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAITU3A
Product : Nise gel
IIpoaykr Haiiz®, renn 1uist HapyKHOro npuMenenus 1%
Batch No / : V220065 Batch Quantity / + 22,706 units /
Cepus Ne O0bem naprun 22,706 eguHuIy
Analytical Report No / : 890001570891 Date of Analysis / : 03.02.2022
AHanauTH4YecKHii oTyer Ne JlaTa ananuza
Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
Jara nponssoacTea I"omen oo
Analysis performed according ND / Anam3 nposeaen no HI: T1N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

8

Package / YnakoBka

50 g in a lam inated aluminum tube 20 g, 50 g or 100 g in a laminated
equipped  with  tamper-evident aluminum tube equipped with
membrane. 1 tube and patient tamper-evident membrane. 1 tube and
information leaflet in a carton. / patient information leaflet in a carton. /

[Tlo 50 r B T1y6y 13llo20r,50r umm 100 r B TYOY U3
JTaMIHHPOBAHHOTO AJIFOMUHUS, TaMIHHPOBAHHOTO JTIOMUHYS,
cHaOkeHHyl0 ~ MeMmOpaHOH 1715l cHaGKeHHYI0 MEMOPaHOMH 1M1l KOHTPOJIs

KOHTponsa neporo Bekpeitus. Io 1 nepeoro BekpeiTus. Io 1 Ty6e B mauky
Ty0e B Mauyky KapTOHHYI0 C KAPTOHHYIO C MHCTPYKLME 0
HHCTPYKLEH 110 TIPUMEHEHHIO IpHMEHEHHIO

| Labeling / MapkupoBka

According to ND / B cootBercTteuu ¢ HJJ

10

Storage conditions /

[Xpanenne

At temperature below 25 °C. Do not freeze. / [Ipu Temmneparype He Bbime 25 °C.
He 3amopaxuBars.

11

Shelf life / Cpok rogHocTn

2 years / 2 rona

Remarks : The Product conforms to ND/
Ipumeuanue: INpogykr cootBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosnexo: ﬁ/ IIposepeno: C‘ Onobpeno: Menemxep / Pykosguiitens
Ankaj Verma Naresh Kumar Fg/ Manoj Kumar @J
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