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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAINMN3A
Product Nise gel
Hpoaykr Haii3®, renb 1ns napyxHoro npuMeHeHns 1%
Batch No / : V220950 Batch Quantity / : 11436.000 units /
Cepus Ne O06bem DapTum 11436.000 eanumL
Analytical Report No / : 040001693585 Date of Analysis / : 24.11.2022
AHajguTuyecKuii oTuet No JlaTa anaau3a
Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2024
JaTa npou3BoAcTBa I'open po
Analysis performed according ND / Anamms nposegen o HI: ITN012824/02-100320 (amend Ne |
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020; u3m. Ne 2 ot 13.01.2022)

Ne | Test/ [okasatens

Result / PesynbTatsl

Specification / Hopma

1 | Description / Onucanue

Homogenous transparent light
yellow gel, free from particulate
matter / OnHOPOAHBIH Npo3pauHbiit /  OOHOPOAHBI MpO3pauHbIH

rejib CBETJI0-XKENTOrO L[BETA,
CBOGOJHBII OT MOCTOPOHHUX
YacTHLL.

Homogenous light yellow to yellow
transparent gel, free from particulate matter
reip ot
CBETJNO-XKEJNTOr0 10 XKEATOTO  1iBEeTa,

‘CBOGOHHLII\;I OT NOCTOPOHHHUX YAaCTHL.

2 |Identification by HPLC /
MMonnuHHOCTE

Complies as prescribed /
CooTBeTcTBYeT TpeOOBaHUIM

' The retention time of the major peak in the/

chromatogram of the sample preparation

corresponds  to that in the standard
preparation under assay /  Bpewms
yIepiiBaHus —~ OCHOBHOTO  TMKA  Ha

fxpoa-mmrpamme HCIBITYEMOro  PacTBOpa|
JOJKHO COOTBETCTBOBATh BpPEeMEHH
YAepKHBaHUA MHKa Ha Xpomarorpamme
CTAHIAPTHOro pacteopa HIIMECyanaa
(paznen «KomnudecTeeHHOE ONpEIeneHIe)

!In according to Rus. Ph.Not less than
1000 g/ R cooTBeTCTBHM ¢ TPRAOBAHMSMH
iF(D P®. He menee 100,01

B Weight of package content 102g/102 ¢
Macca canepwxumnrn
YIaKOBKHU

4 |pH i 55

“Between 4.6 and 6.0/ 0T 4,6 10 6,0

Remarks : The Product conforms to ND/
Hpumeyanue: [TpoaykT coorBeTcTBYeT TpeboBanusam HJJ

Conclusion : APPROVED /
3armouenue: OJJOBPEHO

Prepared by /
IloaroroBneno: An}Aiqj Verma

Checked by /

]

d

HpOBepeHo:GI}\! aresh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBouTtenb
Manoj Kumar

Hara:

Reprint Date /24.11.2022

Reprint Date /24.11.2022
JlaTa:

Reprint Date /24.11.2022
Jarta:
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CEPTU®UKAT AHATTU3A
Product : Nise gel
IlpoaykTr Haiiz®, renb Ast Hapy>KHOTO npuMeHeHns 1%
Batch No / : V220950 Batch Quantity / : 11436.000 units /
Cepus No Ob6bem napruu 11436.000 eannun
Analytical Report No / : 040001693585 Date of Analysis / : 24.11.2022
AHaanTu4ecknii oryer No JlaTta aHann3a
Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2024
JaTa npousBoaCcTBa Topen 1o

Analysis performed according ND / Anann3 nposeaen no H/I: ITN012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020, u3m. Ne 2 ot 13.01.2022)

5 Related substances /PonctBeHHble IpuMecH

1) Impurity A / [Ipumecs A

2) Impurity B / IIpumecs B
3) Impurity C/ IIpumecs C

4) Impurity D / TIpumecs D

5) Impurity E / [Ipumecs E

6) Impurity F / IIpumecn F
7) Highest individual
unknown impurity /
Enunuunas
HeUJIeHTU QML POBAHHAS
IpHMeECh

8) Total impurities /

Not Detected
Huxe npenena obHapyxeHus

0.05 %
Not Detected

Hwxe npenena obHapyxeHus
Less than LOQ (LOQ = 0.06 %) /
Huxe npenena xonudecTBEHHOTO

omnpepenenus (ITKO = 0.06 %)
Less than LOQ (LOQ =0.07 %) /
Huxe npenena KonmMyecTBEHHOTO

onpeaenenus (ITKO = 0.07%)

Not detected / He obHapykeHa

0.13%

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

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

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

CymMa npumecei

0.2%

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

Remarks : The Product conforms to ND/
IIpamedanne: [IponyxT cooTBeTcTBYET TpeboBanuam HJJ

Conclusion : APPROVED /
3akmouenue: OJIOGPEHO

Prepared by /

[Toarorosnexo: Ankz.*’_vserma

Checked by /
Ilpogepeno: N&esh Kumar
U

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoautens
Manoj Kumar

=z

Reprint Date /24.11.2022
Jlara:

Reprint Date /24.11.2022
Hara:

Reprint Date /24.11.2022
Jara:

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



Dr.Reddy’s ":'.

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

from 16.09.2020, amend Ne 2 from 13.01.2022 / usm. Ne 1 ot 16.09.2020, u3m. Ne 2 ot 13.01.2022)

CEPTUDUKAT AHAITN3A
Product : Nise gel
Ipoaykr Haiiz®, rens 1151 Hapy»HOro NpUMeEHeHus 1%
Batch No / : V220950 |Batch Quantity / : 11436.000 units /
Cepus Ne |O0bem napTum 11436.000 enviHuy
Analytical Report No / : 040001693585 Date of Analysis / : 24.11.2022
AHanIuTHUYECKHI oTUeT No JlaTa aHanu3a
Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2024
Jata npousBoacTBa I'ogen no S
Analysis performed according ND / Ananu3s nposeaen no HJI: T1N012824/02-100320 (amend Ne 1

6
|

| Microbial limits /

Muxpobuonoruyeckas
YHUCTOTA

Total aerobic microbial count
/ O61Lee YnciIo adpoOHbIX
MHKPOOPTaHH3MORB

Total combined yeast and
molds count / O61iee ynciio
IPOAGKEBBIX H MJIECHEBBIX
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 6osiee 100 KOE/r

ot more than 10 CFU/g/
e 6onee 10 KOE/T

‘Should absent in 1 g/ OtcyrcTBue B 1T

Should absent in 1 g/ OrcyTcTBHE B 1T

Assay / KonnuecTreHHoe
ornpeneneHue

10.17 mg /10.17 mr

Not less than 9.0 mg and not more than
111.0 mg of C13H12N205S Nimesulide in
one gram of gel. /
loT 9,0 o 11,0 Mr C13H;pN2OsS
(Humecynuaa) B 1 r mpenapara

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT cooTBeTCTBYET TpeGoBanusM HJJ

Conclusion : APPROVED /
3axarouyenune: OJOBPEHO

Prepared by /
IToarorosneno: Ankaj~Verma

Checked by /
IIposepeno: 'aresh Kumar

S
-

Approved by: Manager/Executive / A ! ‘(
LU
Onobpeno: Menemxep / PykoBoauTesib LS palai

Manoj Kumar

Reprint Date /24.11.2022
Jarta:

Reprint
Hara:

Date /24.11.2022

Reprint Date /24.11.2022
Jarta:
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATNTIU3A
Product : Nise gel
IIpoaykr : Haiiz®, reas ans Hapysxunoro npumeneHns 1%
Batch No / 1 V220950 Batch Quantity / : 11436.000 units /
Cepus Ne O0Bbem mapTnu 11436.000 epnnny
Analytical Report No / : 040001693585 Date of Analysis / 1 24.11.2022
AHasuTHYecKHil oTyeT No Hata ananuza
Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2024
Jata nponsBojcTsa I'ogen a0
Analysis performed according ND / Ananu3 nposenen no H[: T1N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020, uzm. Ne 2 ot 13.01.2022)

8  Package / Ynaxoska 100 g in a laminated aluminum 20 g, 50 g or 100 g in a laminated
tube equipped with tamper-evident aluminum tube equipped with
membrane, 1 tube and patient tamper-evident membrane. ! tube and
information leaflet in a carton. / patient information leaflet in a carton. /
ITo 100 r B TyGy u3 [To 20 1, 50 r uau 100 r B TyOy 13
NAMITHHPOBAHHOIO aniOMHHIS, AaMHHHPOBAHHOTO ANIOMIHNI,
cHaDKeHHyI0 MeMOpaHoii jing CHabKeHHyio MeMOpaHoii A1 KOHTpOs
KOHTpost nepBoro BekpbitHa. [To 1 nepeoro sckpeitisa. 1o 1 TyGe B nauky
TyOe B MauKy KapTOHHYIO ¢ KAPTOHHYIO ¢ HHCTPYKLMeii o
MHCTPYKUHEli NO NpIMEHEHHIO NPUMEHEHHIO

9 | Labeling / Mapkuposka According to ND / B cootserctsuu ¢ H/JI

10 | Storage conditions / At temperature below 25 °C. Do not freeze. / [Ipu Temneparype He Boiwe 25 °C.

XpaneHue He 3amopaxupars.
11 |Shelflife / Cpok ronHoctd |2 years /2 roxa

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Tpumevanne: [Iponykt cooTBeTcTBYeT TpeGoBaHUaM HJ 3akaouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive / e (
[Toarotosneno: Ankaj Verma | ITpoBepeno: Naresh Kumar Onobpeno: Menemxep / Pykosonurenn @W 3
.-'l . /
A~ aj_, Manoj Kumar
Reprint Date /24.11.2022 Reprint Date /24.11.2022 Reprint Date /24.11.2022

Hara: Hara: Hara:
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