Dr.Reddy’s Q::‘

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS  pigit solan, H.P, 173 205, INDIA

EPTM(DMKAT AHATIU3A Tel : +91 98166 56001-02
Product : Nise gel www.drreddys.com
IMpoaykr : Haii3s®, renb s Hapy)KHOTO MpUMEHEHU 1%
Batch No / : V211270 Batch Quantity / : 22,753 units /
Cepns Ne O0beM mapTHH 22,753 eguHull
Analytical Report No / : 890001558503 Date of Analysis / : 30.11.2021
AnaguTudeckuii oTuer Ne JlaTa aHanu3za |
Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2023
JlaTa Npou3BOACTBA T'open no
Analysis performed according ND / Anasnu3s nposenen mo HJ: [TN012824/02-100320 (amend Ne 1
from 16.09.2020 / u3am. Ne 1 ot 16.09.2020)

Ne | Test/ Iloka3zatens ' Result / PesynbTraTsl

Specification / Hopma

free from particulate matter /

1 Description / Onucanue Homogenous transparent yellow gel}H'omogenous light yellow to yellow:

transparent gel, free from particulate matter

OJHOPOAHBIN Npo3pauHbii rens / OXHOPOAHBIA IIPO3pauHbIil  refb  OT
JKEJITOro 1{BETa, CBODOAHBINA OT  CBETJIO-KENTOro 0  JKEINTOro  LIBETA,
i IIOCTOPOHHUX YaCTHIL cBOOOMHBIM OT MOCTOPOHHUX YaCTHUL.
|
}2 Identification by HPLC / Complies as prescribed / The retention time of the major peak in the
: [TomMMHHOCTD CooTBeTCTBYET chromatogram of the sample preparation
TpeOOBaHUAM corresponds to that in the standard
preparation under assay / Bpems
YIOEp)KUBaHMS ~ OCHOBHOTO MUK  Ha
XpoMarorpamMMe HCOBITYEMOrO pacTBOpa
[moImKHO COOTBETCTBOBATH BpEMeEHH
yAep)KUBaHUA I[MKa Ha XpoMaTorpamme
CTaHIApTHOTO  pacTBopa  HUMeECYyIuza
(paznen «Konu4ecTBEHHOE ONPEAENICHUEN)
3 | Weight of package content 50g/50r In according to Rus. Ph..Not less than
Macca COAepKUMOTO 50.0 g / B cooTBeTCTBUH ¢ TpeOOBaHUAMH
;rxynaxomcn [® P®. He menee 50,01
4 |pH 5.2 Between 4.6 and 6.0/ ot 4,6 no 6,0
|
5 |Related substances /PoacTBeHHbIe TPUMECH
1) Impurity A / [Tpumecs A Not Detected 1) Not more than 0.2 % / He 6onee 0,2 %
2) Impurity B / ITpumecs B Less than LOQ (0.04%) 2) Not more than 0.2 % / ne bonee 0,2 %
3) Impurity C / ITpumecs C Not Detected 3) Not more than 0.2 % / ne Gonee 0,2 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeuanne: [Ipoaykt coorsercTByeT Tpedosannsm HI 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ITonroroBneHo: IIpoBepeno: | Onobpeno: Menemkep / PykoBonutenn
Ankit ( A Himesh W Pawan Kumar 41{
i
Print Date / Print Date / Print Date /
Hata: 30.11.2021 Jlara: 30.11.2021 Jata: 30.11.2021

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

CIN: L85195AP1984PLC004507
www.drreddys.com
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:Dr. Reddy’s ‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUGUKAT AHATINSA Tel ; +91 98166 56001-02
Product : Nise gel www.drreddys.com
Ipoaykr Haii3®, resib a1 Hapy)HOro puMeHeHus 1%
Batch No / : V211270 Batch Quantity / : 22,753 units /
Cepus Ne O6bem napTun 22,753 eauHnig
Analytical Report No / : 890001558503 Date of Analysis / : 30.11.2021
AHanuTnyeckuii oTyer Ne JlaTa ananusa
Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2023
JlaTa npoH3BOACTBA T'onen no
Analysis performed according ND / Ananu3 nposeged mo HJI: TIN012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. No 1 ot 16.09.2020)

4) Impurity D / [Ipumecs D

5) Impurity E / Ilpumecs E

6) Impurity F / [Ipumecs F

7) Highest individual
unknown impurity /
Ennnndzas
HeUJeHTH UM POBaHHas
IIPUMECh

8) Total impurities /
Cymma npumeceit

Not Detected

Not Detected

Not Detected

Less than LOQ (0.1%)

Less than LOQ

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

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

6) Not more than 0.2 % / ue 6o1ee 0,2 %

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

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

6 Microbial limits /

Mukpobuonoruueckas
YUCTOTA

Total aerobic microbial count
/ Ob11ee uuciIo aspoOHBIX
MUKPOOPraHU3MOB

Total combined yeast and
molds count / Ob1ee yucio
IPOKEBBIX U MIECHEBBIX
rpuboB

S.aureus

[ P.aeruginosa

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

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

Absent / OTcyTcTBYET

Absent / OTCyTCTBYET

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

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

'Should absent in 1 g/ OtcyTcTBHE B 1T

Should absent in 1 g/ OTcyTcTBHE B 1T

Remarks : The Product conforms to ND/
ITpnmeuanne: ITpoaykT cooTsercTByeT TpeboBanuam HJI

Conclusion :

3axmouenue: OJJOBPEHO

APPROVED /

Prepared by / Checked by / Approved by: Manager/Executive /
[ogrorosnexo: IIposepeno: ___| Onobpeno: Menemxep / PykoBoautenb
Ankit (/ ¥ Himesh KW ” Pawan Kumar

=== :
Print Date / Print Date / Print Date /
Jara: 30.11.2021 Jata: 30.11.2021 Hata: 30.11.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 29C0, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":‘

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Distt. Solan, H.P,, 173 205; INDIA

CEPTUOUKAT AHATIN3A Tel : +91 98166 56001-02

www.drreddys.com

AHaguTH4YecKHH oTueT Ne

Product : Nise gel

Ipoayxr : Haiis®, renb ais Hapy#KHOrO NPHMEHEH I 1%

Batch No / 1 V211270 Batch Quantity / : 22,753 units /
Cepusi Ne O6bem apTHH 22,753 ennHny,
Analytical Report No / : 890001558503 Date of Analysis / : 30.11.2021

JlaTa aHaJu3a

,[{2'1’21 MpoOU3BOJCTEA

Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2023

I'onen no

Analysis performed according ND / Ananns nposenen mo HJI: I1N012824/02-100320 (amend No 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

7 | Assay/ KonnuecrseHHOE
onpeaeneHue

10.11mg/ 10.11 mr Not less than 9.0 mg and not more than
11.0 mg of C,3H,2N>05S Nimesulide in
one gram of gel. /
ot 9,0 1o 11,0 mr Ci3H12N20sS
(aumecynuaa) B 1 r npenapara

0|

Package / YmakoBka

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. /
Mo 50 r B Ty6y wm3Mo20r,50rumu 100 r B TYOYy U3
{TaM HHPOBAHHOT O ANFOMHHMA, JIAMUHHUPOBaHHOTO AMFOMHHHUS,
cHabenHylo  Mem6paHol  [u1s CHaOXKeHHYI0 MEMOPaHOH 171t KOHTPOJI
KOHTpOJIs MepBoro BekpaiTHs. [To 1 nepsoro Bekperrus. ITo 1 Tybe B mauky
TyGe B NA4YKy KapTOHHYIO C KapTOHHYIO C HHCTPYKLIMEH 10
MHCTpYKUMEii 10 NpUMEHEHH0 MPUMEHEHHIO

N

| Labeling / Mapkuposka

According to ND / B cootserctBiy ¢ HJ|

10 |Storage conditions /
Xpanenue

At temperature below 25 °C. Do not freeze. / [Tpu TeMnepatype He Bbliie 25 °C.
He 3aMopaxuBarts.

11 [ Shelflife / Cpok roasoct

2 years / 2 rona

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: [Ipoayxr coorBeTcTBYeT TpeboBannam HJT 3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroTosneHo: [Ipoepeno: o Onobpeno: Menemxep / PykoBoaurens
Ankit @ Himesh KV Pawan Kumar £<

Print Date / Print Date / Print Date / '

Hara: 30.11.2021 Hara: 30.11.2021 Hara: 30.11.2021
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