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
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUGUKAT AHAITU3A
Product Nise gel
IIpoaykT Haiiz®, renp ans HapyxHoro npumenenust 1%
Batch No / : V220153 Batch Quantity / : 56,283,000 units /
Cepusg Ne O6beM NapTHH 56,283.000 enunuIL
Analytical Report No / : 890001581253 Date of Analysis / : 29.03.2022
AnanuTHYeCKHH oTYeT Ne JaTta aHaan3za
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024
JlaTa npou3BOACTBA T'ogen o

Analysis performed according ND / Anain3 nposegen no HJ: ITN012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

| No | Test / [TokazaTens Result / Pe3yabrartsl Specification / Hopma
|1 Description / Onucanue Homogenous yellow transparent gel Homogenous light yellow to yellow
| free from particulate matter / transparent gel, free from particulate matter
OnHOPOAHBIN MPO3payuHblil reiib /  OOHOpOAHBIA MpO3pauHbli Trenp  OT
MKEJTOro [BeTa, CBOOOJHBIH OT CBETJIO-XENTOro [0 JKEJITOro  LBETa,
MOCTOPOHHMX YaCTUL. cBOOOIHBII OT MOCTOPOHHUX YACTHULL.
2 |Identification by HPLC / Complies as prescribed / The retention time of the major peak in the
[loanuHHOCTH COOTBETCTBYET chromatogram of the sample preparation
TpeOOBaHUAM corresponds to that in the standard
preparation under assay / Bpewms
YAEPKHBaHHS ~ OCHOBHOrO — NHKA  Ha
XpoMarorpaMMe HCIBITYEMOrO  pacTBOpa
MOTKHO COOTBETCTBOBATD BpEMEeHH
YIepXKUBaHWsS MHKa Ha XpoMaTorpamMMe
%CTaHI[apTHOFO pacTBopa  HHUMECYJIWIA
(paszen «KonuuecTBeHHOE ONpeeneHne)
3 | Weight of package content |21 g/21r In according to Rus. Ph.Not less than
Macca conepXKUMOro 20.0 g/ B cooTBeTcTBUK C TPeOOBAHHUAMHU
YNaKOBKH ['® PO. He menee 20,0
4 |pH I| 53 Between 4.6 and 6.0 / ot 4,6 10 6,0

Remarks : The Product conforms to ND/
Ilpumeuanue: [IponyKT cooTBeTCTBYET TpeboBanusM HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
IToaroToBeHO:
Naresh Kumar

Checked by /

&

[IpoBepeHo: =
Himesh Kumar | _—

Approved by: Manager/Executive /

Onobpeno: Menemxep / PykoBgautenb
Manoj Kumar @i

Print Date /
Hara: 29.03.2022

Print Date /
Jlara: 29.03.2022

Print
Hara

Date /
:29.03.2022

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
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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AHajuTHYecKHil oTyeT Ne

CEPTUDUKAT AHATIU3A
Product : Nise gel
IIpoaykr Haiis®, renp a7s HapyxkHoro npuMenenns 1%
Batch No / : V220153 Batch Quantity / : 56,283.000 units /
Cepus No O0BbeM napTHH 56,283.000 enunHLl
Analytical Report No / : 890001581253 Date of Analysis / : 29.03.2022

JlaTta aHaJIK3a

Date of Manufacture / : Mar.2022

JlaTa npoH3BO/ICTBA

Date of Expiry/
T'open g0

+ Feb.2024

from 16.09.2020 / n3m. Ne 1 ot 16.09.2020)

Analysis performed according ND / Ananu

3 nposenen no HJI: TIN012824/02-100320 (amend Ne 1

5

Related substances /PoAcTBEHHBIE NPUMECH

1) Impurity A / I[Tpumecs A
2) Impurity B / Ilpumecs B

3) Impurity C / IIpumecs C

4) Impurity D / ITpumecs D

6) Impurity E / ITpumecs E

7) Impurity F / TIpumecs F

8) Highest individual
unknown impurity /
Ennunanas
HeUAeHTUGNLIPOBaHHAS
IpUMeCh

9) Total impurities /
CymMa npumMecei

Not Detected
Less than LOQ (0.04%)

Not Detected

Not Detected
Not Detected
Not Detected

Less than LOQ (0.1%)

Less than LOQ

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

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

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

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

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

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

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

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

Remarks : The Product conforms to ND/
TIpaveuanue: [IpoayKT COOTBETCTBYET TPEOOBAHIAM HIT

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBIEHO: [IpoBepeHoO: = Onobpeno: Meuemkep / PyKQROAHTEND
Naresh Kumar @_ Himesh Kumar ' . Manoj Kumar E j/hub

Print Date / Print Date / Print Date /

Jlata: 29.03.2022 Jara: 29.03.2022 JlaTa: 29.03.2022
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CEPTUOUKAT AHATTU3A
Product : Nise gel
Ipoayxr : Haiis®, renb 11 Hapy)KHOTO NPUMEHEHHUS 1%
Batch No / : V220153 Batch Quantity / + 56,283.000 units /
Cepus Ne O0BeM napTHH 56,283.000 enunull
Analytical Report No / : 890001581253 Date of Analysis / : 29.03.2022
AnajuTnyeckuii oryer No JaTa aHaausa
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024
JlaTa npoH3BOACTBA Togen no

Analysis performed according ND / Ananu3s nposened no HJI: T1N012824/02-100320 (amend Ne 1
from 16.09.2020 / uzm. Ne 1 ot 16.09.2020)

6 Microbial limits /

Mukpobuonorudyeckas
YHCTOTA

MHKpPOOPraHu3MoB

Total aerobic microbial count
[/ O61ee uncno aspobHBIX Less than 10 CFU/g/

Total combined yeast and
molds count / O6uiee uncno [Less than 10 CFU/g/
poYOKeBBIX H IecHeBbix  (MeHee 10 KOE/r

Menee 10 KOE/r

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

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

rpuboB

S.aureus Absent / OTCyTCTBYET Should absent in 1 g/ OtcytcTsue B I

P.aeruginosa |Absent / OTCyTCTBYET Should absent in 1 g/ OtcyTcTBUE B 1T
17 Assay / KonuyectBeHHOE 10.09 mg / 10.09 mMr Not less than 9.0 mg and not more than

orpeeneHue 11.0 mg of Ci3H2N20sS Nimesulide in

one gram of gel. /
ot 9,0 no 11,0 mr Ci3H12N20sS
(uumecynuza) B 1 r mpenapara

Remarks : The Product conforms to ND/
Tpumeuanue: [Ipoaykt cooteTcTByeT Tpedosanuam HJI

Conclusion : APPROVED /
3akmouenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToByEHO: IIpoepeHo: Ounobpeno: Menemiep / Pykosoantens
Naresh Kumar (& Himesh %HE}BE)L,/—/\” Manoj Kumar 0w

Print Date / Print Date / Print Date /

Jlara: 29.03.2022 JlaTa: 29.03.2022 Jara: 29.03.2022
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CEPTU®UKAT AHAJTIU3A
Product Nise gel
Ipoaykr  : Haiis®, rens ais napyxsoro npumenenns 1%
Batch No / : V220153 Batch Quantity / ¢ 56,283.000 units /
Cepus Ne O6bem napTuu 56,283.000 eaunun
Analytical Report No / : 890001581253 Date of Analysis / : 29.03.2022
AHanuTHYecKuii oTder No Jara ananmsa
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024
JlaTa npou3BoacTBAa I'open no

Analysis performed according ND / Auanus nposexen no HI: I1 N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

8  |Package / YmakoBka

20 g in a laminated aluminum tube |20 g, 50 g or 100 g in a laminated

equipped with tamper-evident
membrane. 1 tube and patient

ITo 20 r B TYy6Y U3
JIAMITHHPOBAHHOIO AIOMHHUS,
cHabeHHY10 MeMOpaHoi s

TyOe B auKy KapTOHHYIO C
HHCTPYKIUHEHT 110 IPHMEHEHHIO

information leaflet in a carton. /

KOHTPOJIA IEPBOro BekpbiTHs. 1o 1

aluminum tube equipped with
tamper-evident membrane. 1 tube and
patient information leaflet in a carton. /
Mo 20T, 50 r ww 100 T B Ty6y M3
NAMHHHPOBAHHOTO ATFOMHUHHS,
CHaOKeHHYr0 MEMOPaHOIi 1Jisi KOHTPOJIs
NMepBOro BCKphITHL. 110 1 Tyb€e B mauky
KapTOHHYIO C HHCTPYKUUEH 1o
NpHMEHEeHNIO

{9 |Labeling / MapkupoBka

According to ND / B cooterctBum ¢ HJI

10 | Storage conditions /
XpaseHue

He 3amopaxxuBaTh.

At temperature below 25 °C. Do not freeze. / TIpu TeMneparype He Bbiie 25 °C.

11| ShelfTife / Cpok rogsocTn

2 years /2 rona

Remarks : The Product conforms to ND/
Ipumeuanne: [IpoaykT coorsercTByeT TpeGoBanusm HJT

Conclusion : APPROVED /
3axmouenne: OJJOEPEHO

Hara: 29.03.2022

Hara: 29.03.2022

Prepared by / Checked by / Approved by: Manager/Executive /
Iloaroroeneno: IIpoBepeHo: Onobpeno: Menemwxkep / Pykopoantens
Naresh Kumar @ Himesh KTEI’L//; Manoj Kumar &,"E

= [E—— . et
Print Date / Print Date / Print Date /

Hara: 29.03.2022
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