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CERTIFICATE OF ANALYSIS

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

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

CEPTUDUKAT AHATU3A ) : 491 98166 56001-02
Product Nise gel WWW.drredays.com
IIpoaykT Haiiz®, resp fi1s HapyxKHOro npuMeseHus 1%
Batch No / : V211275 Batch Quantity / : 22,667 units /
Cepusa Ne O0nLemM napTiu 22,667 eqVHMUIL
Analytical Report No / : 890001559388 Date of Analysis / : 07.12.2021

AHanuTH4ecKHil oTyeT No

JlaTa ananusa

Date of Manufacture /
JaTa npou3BOACTBA

: Nov-2021

Date of Expiry /
T'open no

: Oct-2023

Analysis performed according ND / Ananus npoBeaen mo H/I: [TN012824/02-100320 (amend Ne 1

from 16.09.2020 / u3m. Ne 1 o1 16.09.2020)

Neo | Test / IlokasaTtennb

Result / Pesynbrathl

| Specification / Hopma

1 | Description / Onucanue

Homogenous transparent yellow_ gel| Homogenous light yellow to yellow

free from particulate matter /
OnHoponHbId Npo3pauHbIi renb
JKENTOro 1BeTa, CBOOOHBLHA OT

transparent gel, free from particulate matter
/ OmHOpOIHBI IIpO3payHbId reib OT
CBETJIO-XKENTOTO 10  JKEJNTOrO  LBETA,

IMMOCTOPOHHUX YaCTHILL.

CBOOOAHBIN OT NOCTOPOHHMX YACTHIL.

2 |Identification by HPLC /
[ToanuHHOCTE

Complies as prescribed /
CooTBeTCTBYET
TpeboBaHHAM

The retention time of the major peak in the
chromatogram of the sample preparation
standard

Bpems

corresponds to that in the
preparation under assay /
YIOCP)KUBaHUS ~ OCHOBHOTO  IIHMKA

XpOMAaTOrpaMMe HCHBITYEMOrO  pacTBOpa
BpPEMEHH
\yAep)KWBaHHsS THMKA HA XpoMarorpamme
HUMeCYJIHaa
(pasnen «Konn4yecTBEHHOE ONpeJieeHUeE)

MOJDKHO COOTBCTCTBOBATH

CTaHAApPTHOI'O pacTBOpa

Ha

Macca copepxuMoro
YTIaKOBKH

3 | Weight of package content

51g/Slr

|In according to Rus. Ph..Not less than
50.0 g / B cooTBeTcTBUM C TpeOOBaHUSMH

['® P®. He menee 50,0

4 pH

5.5

Between 4.6 and 6.0/ oT 4,6 1o 6,0

5 | Related substances /PoncTBeHHBIE NpUMeECH

1) Impurity A / [Ipumecs A

Not Detected

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

?) Impurity B / ITpumecs B

Not Detected

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

3) Impurity C / IIpumecs C

: Remarks : The Product conforms to ND/
IIpumedanne: IlponyxT coorBeTcTBYeT TpeboBaHusaM HJI

Not Detected

3) Not more than 0.2 % / ve bonee 0,2 %

Conclusion : APPROVED /
3akmiouenne: OJJOBPEHO

Jata: 07.12.2021

Hata: 07.12.2021

Prepared by / Checked by / L Approved by: Manager/Executive /
[Togrorosnexo: Uﬂt‘ ITpoepeHo: W Onobpeno: Menemxep / Pykosogurens
Ramakant Om Prakash Pawan Kumar Q =

Mo —
Print Date / Print Date / Print Date / |

Hata: 07.12.2021

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: L85195AP1984PLCO04507

www.drreddys.com
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www.drredays.com

Product : Nise gel

Ilpoanykr : Haiis®, rens Ans Hapy)xHoro npuMeHeHus 1%

Batch No/ : V211275 Batch Quantity / : 22,667 units /
Cepus Ne Ob6pem mapTun 22,667 enuHHUIY
Analytical Report No / : 890001559388 Date of Analysis / : 07.12.2021
AHaJuTHYeCKHil oT4eT Ne Jara ananusa

Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2023
JlaTta npousBoacTBa T'onen no

Analysis performed according ND / Anann3 nposenen nmo HJI: ITN012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

8) Total impurities /
CyMMa npuMeceit

P) Impurity D / TIpumecs D Not Detected ) Not more than 0.2 % / ve bonee 0,2 %
5) Impurity E / TIpumecs E Not Detected 5) Not more than 0.2 % / ue 6onee 0,2 %
6) Impurity F / ITpumecs F Not Detected 6) Not more than 0.2 % / ne 6osiee 0,2 %
7) Highest individual Less than LOQ (0.1%) 7) Not more than 0.2 % / e 6osiee 0,2 %

unknown impurity /

Ennauunas

HEUJCHTHQULMPOBAHHAS

npUMech

Less than LOQ

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

6 Microbial limits /

[Muxpobuonorndeckas

4HCTOTA
Total aerobic microbial count Less than 10 CFU/g/ h\Iot more than 100 CFU/g/

O61ee uucio a3poOHBIX Memnee 10 KOE/r He 6onee 100 KOE/r
MHKPOOPraHn3MoB
Total combined yeast and Less than 10 CFU/g/ Not more than 10 CFU/g /
molds count / O61uee uncno Menee 10 KOE/r He 6onee 10 KOE/r
UIPOJIKEBBIX U NIIECHEBBIX
rpubos
S.aureus Absent / OtcyTcTBYET Should absent in 1 g/ OtcyTcTBHE B 1T
P.aeruginosa Absent / OtcyTcTBYET Should absent in 1 g/ OtcyTcTBuE B 1T

Remarks : The Product conforms to ND/
Ilpumeqanne: [Iponykr cootBeTcTBYET Tpebopanusam HJJ

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by / Checked by / »
Iloarorosneno: \}lf [TpoeepeHo: W
Ramakant Om Prakash

Approved by: Manager/Executive /

Onobpeno: Menemkep / PykoBoautens
Pawan Kumar Ziﬂ

Print Date / Print Date /

Hara: 07.12.2021 Hata: 07.12.2021

Print Date /
Hara: 07.12.2021

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
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P.,, 173 205, INDIA

CEPTUDUKAT AHATIU3A Tel : +91 98166 56001-02
Product : Nise gel www.drreddys.com
[Mpoaykr Haiiz®, rens Ans HapyxHoro npuMeHeHus 1%
Batch No/ : V211275 Batch Quantity / : 22,667 units /
Cepusa Ne O0peM napTun 22,667 eqvHULL
Analytical Report No / : 890001559388 Date of Analysis / : 07.12.2021
AHaJuTHYECKHI 0TYeT No Jata ananuza
Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2023
JlaTa npou3sBoacTBA I'onen no
Analysis performed according ND / Ananu3 npoBexen mo HJI: I1 N012824/02-100320 (amend Ne 1
from 16.09.2020 / uzm. Ne 1 ot 16.09.2020)

7

Assay / KonnuectseHHOe
onpeseneHue

10.17mg/ 10.1

7 Mr | Not less than 9.0 mg and not more than
11.0 mg of C;3H2N>OsS Nimesulide in
one gram of gel. /

ot 9,0 no 11,0 mr Ci3H2N>OsS
I(HI»xMechmL[a) B 1 r npenapara

Package / YnakoBka

equipped  with

membrane. 1

Ilo 50 r
JIAMUHUPOBAHHOTO
cHaOXEeHHYIO

B

ybe B mauky

50 g in a lam inated aluminum tube 20 g, 50 g or 100 g in a laminated
tamper-evident aluminum tube equipped with

tube and patient tamper-evident membrane. 1 tube and
information leaflet in a carton. /

MeMbpaHoit
KOHTpOJst nepBoro BCkpeiThs. 1o 1 nepsoro Bekpeitus. [1o 1 Ty6e B mauky
F‘ KapTOHHYIO

MHCTPYKLUEH 10 MPUMEHEHHIO

patient information leaflet in a carton. /
TyO0y  u3[1o 20T, 50 r unu 100 r B TY6Y M3
AJIFOMHHHS, [IAMMHAPOBAHHOTO aTIOMHHUS,

JUIs1 CHaOXKEeHHYIO MeMOpPAHOU ISl KOHTPOJIS

C KapTOHHYH) C HHCTPYKLKEH 1o
MPHMEHEHHI)

Labeling / MapkupoBka

According to ND / B cootBercTBuu ¢ HJJ

Storage conditions /
X paHeHue

At temperature below 25
He 3amopaxxuBars.

°C. Do not freeze. / [Ipu Temnepatype He Bbiie 25 °C,

Shelf life / Cpok rogaoctu

[2 years / 2 roga

Remarks : The Product conforms to ND/
ITpumeuanne: Ilpoaykt cooTBeTcTBYeT TpeGOBaHMsam HJT

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / L Approved by: Manager/Executive /
Iloarorosneno: Uit [TposepeHo: N Onobpeno: Menemxep / PykoBoauresb
Ramakant Om Prakash Pawan Kumar

Print Date / Print Date / Print Date /

Hara: 07.12.2021 Hara: 07.12.2021 Hara: 07.12.2021
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