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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHATTU3A
Product Nise gel
IpoaykT Haii3®, resb ans HapyxkHoro npumenenns 1%
Batch No / : V220106 Batch Quantity / : 22,620 units /
Cepns Ne O6bem napruu 22,620 eannniy
Analytical Report No / : 890001576988 Date of Analysis / : 05.03.2022
AnaJsinTudeckuii oryer Ne Jdara ananuza
Date of Manufacture / : Feb-2022 Date of Expiry / : Jan-2024
Hata npon3ssojicrea Togen no
Analysis performed according ND / Ananus nposenen mo HJI: ITN012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

Ne | Test / ITokasatens Result / PesynbraTh! ' Specification / Hopma
1 Description / Onucanne Homogenous transparent yellow gel Homogenous light yellow to yellow
free from particulate matter /  transparent gel, free from particulate matter
OnHoponusli npo3paunbiii rens / OAHOPOAHBIA TPO3pauHblii renas OT |
XKEJITOro UBeTa, CBOOOAHRIA OT  CBETNO-XKENTOrO [0 KENTOro  IiBEeTa,
OCTOPOHHHUX YaCTHI. CBOGOIHBIH OT IOCTOPOHHKX YACTHL,

2 | Identification by HPLC / Complies as prescribed / The retention time of the major peak in the

[lonnunuocTs CootBercTByeT chromatogram of the sample preparation

TpeboBaHUAM corresponds to that in the standard
preparation under assay / Bpems
YAEPHIIBAHUSE ~ OCHOBHOTO  IHMKA  Ha
XpOMATorpaMMe MCIBITYEMOTrO  pacTBopa
JOJKHO COOTBETCTBOBATh BPEMEHH
YOEPXKMBaHUSA IIMKA Ha XpoMarorpamme
CTAHAAPTHOTO  pacTBopa HHMCC}'J'IH,H:J[
(paspen «Kor4ecTBEHHOE OnpeeeHNHe)

3 | Weight of package content 51g/Slr 'In according to Rus. Ph.Not less than
Macca conepxumoro 50.0 g/ B cooTBeTCTBUM ¢ TpeGOBAHUAMU
yI1aKOBKH [® P®. He menee 50,0 r

4 pH 53 Between 4.6 and 6.0 / ot 4,6 50 6,0

Remarks : The Product conforms to ND/
ITpumeyanne: IpoaykT cooTBeTcTBYET TpeGosanusm HJI

Conclusion : APPROVED /
3axaouenue: OJJOBPEHO

Prepared by /
IloaroroBneno:
Ankit

/5

Checked by /
IIposepeno: ‘
Pardeep Kumar :l _

—

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosopuren
Abhishek Chauhan (

Print Date /
Jara: 12.03.2022

Print Date /
Hara: 12.03.2022

Print Date /
Jara: 12.03.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hy [ 2rabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +S1 40 4900 2993, Email: mzil@drreddys.com
CIN: L85195AP1984PLCO04507
www.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
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A
Product : Nise gel
HpoaykT Haiiz®, renb qi1s HapyKHOTO nnpuMeHeHus 1%
Batch No/ : V220106 IBatch Quantity / : 22,620 units /
Cepus Ne O6bem mapTun 22,620 equHuL
Analytical Report No / : 890001576988 Date of Analysis / : 05.03.2022
AnaanTnyeckuii ordyert No JaTta anannza
Date of Manufacture / : Feb-2022 Date of Expiry / : Jan-2024
JlaTa npousBojcTBa I'onen g0

Analysis performed according ND / Ananu3s nposeaen no HJI: [1N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

5

Related substances /PoacTBeHHble npumecu

1) Impurity A / Ilpumecs A

Below Limit of Detection
(LOD 0.02%)

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

2) Impurity B / [Ipumecs B

Less than LOQ (LOQ: 0.04%)

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

3) Impurity C / ITpumecs C

Not Detected

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

4) Impurity D / IIpumecs D

5) Impurity E / Tlpumecs E

6) Impurity F / Tlpumecs F

7) Highest individual
unknown impurity /
Ennnuynas
HEUAEHTHHULUPOBAHHAS
pUMech

8) Total impurities /
Cymma npumeceit

Below Limit of Detection
(LOD: 0.02%)

Not Detected

0.09%

Less than LOQ (0.1%)

0.1%

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

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

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

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

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

Remarks : The Product conforms to ND/
IIpumeyanue: [Tpogyxr cooTBeTcTBYeT TpeGoBanuam HJT

Conclusion : APPROVED /
3axkmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toxroronexo: IIpogepeno: (i/ Onobpeno: Menemxep /[PyxoBoauren
Ankit A Pardeep Kumar — Abhishek Chauhan  / ) r
Print Date / Print Date / Print Date /

Hara: 12.03.2022 Jara: 12.03.2022 Hara: 12.03.2022

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
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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

CEPTU®UKAT AHAITU3A
Product : Nise gel
Ilpoayxr : Hal3®, reap ans HapyxHOro npumMeHenuns 1%
Batch No / : V220106 Batch Quantity / : 22,620 units /
Cepusi Ne O0vem naprun 22,620 enunny,
Analytical Report No / : 890001576988 Date of Analysis / : 05.03.2022
ARajguTHYECKHI oTueT Ne JlaTa ananusa
Date of Manufacture / : Feb-2022 Date of Expiry / : Jan-2024
JlaTa npousBoacTBa I'ogen o

Analysis performed according ND / Ananu3s nposeaen mo HJI: ITN012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

6 [Microbial limits /

P.aeruginosa

Mukpobuonoruyeckas

qHCTOTA

Total aerobic microbial count Less than 10 CFU/g /
/ Ob1uee 4nc0 a3pOOHBIX Menee 10 KOE/r
MHUKPOOPraHHU3MOB

Total combined yeast and Less than 10 CFU/g/
molds count/ O6uee uncio Menee 10 KOE/r
IPOXOKEBBIX U TIECHEBBIX

rpu6oB

S.aureus Absent / OTcyTcTBYET

Absent / OrcyrerByer

iNot more than 100 CFU/g/
IHe 6onee 100 KOE/r

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

Should absent in 1 g/ OtcyrcTBHE B 1T

Should absent in 1 g/ OrcyrcTue B It

onpeacjieHue

7 | Assay / KonnuectserHoe 9.98 mg/ 9.98 mMr

Not less than 9.0 mg and not more than
11.0 mg of C;3H12N205S Nimesulide in
one gram of gel. /

oT 9,0 1o 11,0 mr C;3H2N>O58
(Humecynuza) B 1 r npenapara

Remarks : The Product conforms to ND/
IIpumeuannue: ITponykT cootrBeTcTBYeT TpeGoBanUaM HJT

Conclusion : APPROVED /
Saxmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroeneno: IlporepeHo: Onobpeno: Menemkep /,PykoBoauTes
Ankit ﬁ Pardeep Kumar Qif Abhishek Chauhan L {

— |
Print Date / Print Date / Print Date /
Hara: 12.03.2022 Hara: 12.03.2022 Hara: 12.03.2022
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDI{A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTTU3A
Product Nise gel
ITpoaykr Haii3®, renp 1ns HapyxHoro npumeHenns 1%
Batch No / 1 V220106 Batch Quantity / : 22,620 units /
Cepusi No O6bem nmaprun 22,620 equnuiy
Analytical Report No / : 890001576988 Date of Analysis / : 05.03.2022
AHanuTH4YeckHii oTdeT Ne Jara ananuza
Date of Manufacture / : Feb-2022 Date of Expiry / : Jan-2024
JlaTa npousBoacTBa I'ogen a0

Analysis performed according ND / Ananus nposenen mo HJI: T1N012824/02-100320 (amend Ne 1
from 16.09.2020 / uam. Ne 1 ot 16.09.2020)

8 |Package / Ynakoska

50 g in a lam inated aluminum tube| 20 g, 50 g or 100 g in a laminated
equipped  with  tamper-evidentaluminum tube equipped with
imembrane. 1 tube and patient tamper-evident membrane. 1 tube and
information leaflet in a carton. / patient information leaflet in a carton. /
o 50 r B 71ydy w3lo20r,50r uam 100 r B TYGYy 13
JaMITHIPOBAHHOTO ANFOMHHHSA, JTaMHHHHPOBAHHOTO ajilOMHHMSI,
cHabkeHHylo  memOpanoii s cHabkeHHYO MeMOpaHoil 418 KOHTpOs
KOHTpons nepeoro BCKpeiTHs. ITo 1 nepsoro sekpbiTist. ITo 1 Tyde B nauky
Ty0e B Ma4Ky KapTOHHYIO € KApTOHHYIO ¢ HHCTpYKUMEii no
HHCTPYKLKETi 10 MPHMEHEHHID MPHMEHEHHIO

©l

| Labeling / Mapkuposka

According to ND / B coOTBeTCTBHH C HI

10 | Storage conditions /
XpaHenie

At temperature below 25 °C. Do not freeze. / [Ipu Temnepatype He Bbiie 25 °C.
He 3amopaxHBAaTh.

11 | Shelf life / Cpok ronsocTu

|2 years / 2 roga

Remarks : The Product conforms to ND/
IIpumeyanne: IIpogykr coorBeTcTBYET TpeGoBanmsam HJT

Conclusion : APPROVED /
3akaouenue: OJOBPEHO

Jara: 12.03.2022

Prepared by / Checked by / Approved by: Manager/Executive /
Ilonrorornexo: ‘ IIposepeno: P Onobpeno: Menemxkep / Pykosonuren
Ankit ﬁ Pardeep Kumar (—_\{’/ Abhishek Chauhan L/{
Print Date / Print Date / Print Date /

Hara: 12.03.2022 Hara: 12.03.2022
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