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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHANTN3A
Product Nise gel
poaykr Haiiz®, renb anst HapyskHOro npimenenns 1%
Batch No / 1 V220649 Batch Quantity / : 56,410.000units /
Cepus Ne O0beM napTHU 56,410.000 enuunL
Analytical Report No / : 890001610846 Date of Analysis / : 29.08.2022
| AHaJiHTHYeCKMil oTueT Ne Jara ananusa
Date of Manufacture / : Aug.2022 Date of Expiry / : July.2024
JaTa npou3BOACTBA TI'oxen no

Analysis performed according ND / Ananus nposegen sto HJI: T1N012824/02-100320 (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)

[Ne [Test/ITokazaTenb

~ Result / Pe3ynbTars!

1| Description / Onncanne
|

2 | Identification by HPLC /
IHozmm-mOCTb

Specification / Hopma
Homogenous light yellow to yellow
transparent gel, free from particulate matter
matter / OaHOpoAHbIH Npo3paunblii /  OAHOPOAHBIA TNpo3padHblil  rens oOT
refib CBETJIO-KENTOrO LBET,  CBETJIO-KENTOrO [0  XKENTOro  LBeTa,
cBOOOHBIN OT MOCTOPOHHUX §CBo6o,qum OT MOCTOPOHHHX YACTHLL. |
yacTuu,. ! |

Homogenous transparent light
yellow gel free from particulate

The retention time of the major peak in the
chromatogram of the sample preparation
corresponds to that in the standard
preparation under assay / Bpewms
YAepXKHBaHHS  OCHOBHOTO ~ MHKa  Ha
XpoMarorpamMe HCObITYEMOro  pacTBOpA
JOJDKHO COOTBETCTBOBATb BpEMEHH
YAepXKHBaHUs NHKA Ha XpoMaTorpaMme
CTAHJAPTHOrO  pPacTBopa  HUMECYNNAA
(paznen «KonnuyecTBEHHOE ONPEAEIEHHE») |

Complies as prescribed /
CooTBeTcTBYET TpeOOBaHUAM

3 | Weight of package content 21g/2lr In according to Rus. Ph.Not less than
Macca cogep:KumMoro 20.0 g/ B cootBeTcTBHHU ¢ TpeOOBaHUAMM
[YIIaKOBKH I'® P®. He menee 20,0

4 [pH | 5.6 Between 4.6 and 6.0 / ot 4,6 110 6,0

Remarks : The Product conforms to ND/
IMpumeuanue: [TpoaykTt coorBeTcTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
3axmouenue: OJIOGPEHO

Prepared by / [loarotosieHo:
Pardeep Kumar

==

-

Checked by / ITposepero: Approved by: Manager/Executive / OnobpeHo:
Himesh Kumar Menemxep / Pykosopiteb
& "“‘ Amit Kumar \e;\ -

praer

Reprint Date /
Hara:29.08.2022

Reprint Date / Reprint Date /

Hara: 29.08.2022 Hara: 29.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, 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 Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
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CEPTU®UKAT AHATTN3A
Product : Nise gel
IlpoaykTt Haiiz®, renb 10si HApY>KHOrO nprMeHeHus 1%
Batch No / : V220649 Batch Quantity / : 56,410.000units /
Cepus Ne Oo0bem napTum 56,410.000 egunni
Analytical Report No / : 890001610846 Date of Analysis / : 29.08.2022
AHanuTnyecknii oTyer Ne - Jara anaausa
Date of Manufacture / : Aug.2022 Date of Expiry / : July.2024
JdaTta npousBojacTBa I'ogen no
Analysis performed according ND / Ananu3s nposeaes mo HJI: T1N012824/02-100320 (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 /PoacTBeHHbIe MpUMeCH

1) Impurity A / Ilpumecs A

2) Impurity B / ITpumecs B

3)Impurity C / I[Ipumecs C
4)Impurity D / Ilpumecs D
5)Impurity E / ITpumecs E
6)Impurity F / Ilpumecs F
7)Highest individual
unknown impurity /
EnuHuyHas
HenIeHTHQULIHpOBaHHAsS
npyMech

8)Total impurities /
Cymma npumMeceit

Not Detected

Below LOQ (LOQ = 0.04%) /
Huxe npenena

KOJIMUYECTBECHHOI'O ONpeACIIEHNA

(ITKO = 0.04%)

Not detected / He obHapyxeHa
Not detected / He obGHapyxeHa
Not detected / He obHapyxeHa
Not detected / He obHapyxeHa

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

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

3) Not more than 0.2 % / He 6onee 0,2 %
4) Not more than 0.2 % / e Honee 0,2 %
5) Not more than 0.2 % / He 6onee 0,2 %
16) Not more than 0.2 % / He 6onee 0,2 %

Less than LOQ (0.1%

KOJIMYECTBEHHOT'O OTIPEACTICHUA

(TIKO = 0.1%)

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

Less than LOQKONMHECTBEHHOTO ) Nt 1more than 1.5 % / He Gonee 1,5 %

onpenenenus [TKO

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT coorBeTcTBYeT TpedoBaHusmM HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / IloarorosneHo;
Pardeep Kumar 5

= —

Checked by / I1posepeHo:
Himesh Kumar

3

Approved by: Manager/Executive / Ono6peHo:
Menemxep / PykoBoauTens

Amit Kumar s~
S

Reprint Date /
JaTa:29.08.2022

Reprint Date /
Jara: 29.08.2022

Reprint Date /
JlaTta: 29.08.2022

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tai: +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATTU3A
Product Nise gel
IIpoaykTr Haiis®, rens ansi HapyskHOro npuMenenns 1%
Batch No / 1 V220649 Batch Quantity / : 56,410.000units /
Cepusi Ne Oobem napTuu 56,410.000 emniany
Analytical Report No / : 890001610846 Date of Analysis / : 29.08.2022
AHajauTHUecKHii oTdeT No JaTta ananunsa
Date of Manufacture / : Aug.2022 Date of Expiry / : July.2024
JlaTa npou3BOACTRA T"oxeH 10
Analysis performed according ND / Anasmns nposenen mo HJI: TIN012824/02-100320 (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)

6

Microbial limits /

Mukpoduonoruyeckas
YHCTOTA

Total aerobic microbial count
/ O61uee YHCIIo a3poOHbIX
MHMKPOOPraHu3MOB

Total combined yeast and
molds count / Obuiee yncio
IIPOYMOKEBBIX U MIECHEBBIX
rpuboB

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

Less than 10 CFU/g /
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

S.aureus

P.aeruginosa

Absent / OTcyTcTBYET

Absent / OTCyTCTBYET

Should absent in 1 g/ OtcyrcTBue B I

Should absent in 1 g/ OtcyTcTBHE B 1T

Assay / KonuuecTseHHOe
onpeneneHte

10.22mg / 10.22mr

' Not less than 9.0 mg and not more than

111.0 mg of C3H2N>OsS Nimesulide in
'one gram of gel. /

| 0T 9,0 a0 11,0 M C13H]2N205S
'i(HnMecymma) B 1 r npemnapara

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoaykT cooTBeTcTBYET TpedoBaHusaM HJL

Conclusion : APPROVED /
3akouenue: OJTOBPEHO

Jara:29.08.2022

Hata: 29.08.2022

Prepared by / IloarotoeneHo: Checked by / TIposepeHo: Approved by: Manager/Executive / Onobpeno:
Pardeep Kumar . Himesh Kumar Menemkep / PykoBoauTens
QL, e——ssc = Amit Kumar A
. ; o
Reprint Date / Reprint Date / Reprint Date /

Jata: 29.08.2022

Brgisierad Office: 3-7-237, Road Moe. 2, Banjara Hilts, Hyderabad - 500034, Telangane, India
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Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHATTUSA
Product : Nise gel
Mpoayxr : Haiiz®, rens ans HapyKHOTO npuMenenns 1%
Batch No / 1 V220649 Batch Quantity / : 56,410.000units /
|Cepus Ne O6beM mapTHH 56,410.000 egunuL
Analytical Report No / : 890001610846 Date of Analysis / : 29.08.2022
AHaauTH4yecKHii oTueT Ne JlaTa aHaiau3za
Date of Manufacture / : Aug.2022 Date of Expiry / : July.2024
JlaTa npou3BoacTBa Ionen go
Analysis performed according ND / Anasns nposenen no H/: T1N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / uaM. Ne 1 ot 16.09.2020, u3m. Ne 2 ot 13.01.2022)

8  |Package/ Vnakoska 120 g in a laminated 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. /

[To 20 r B TYOY 13 Mo 20 r, 50 r uan 100 r 8 TyOy U3
JIAMHHIPOBAHHOIO aTIOMHHIS, NAMHHHPOBAHHOTO AMOMHHHA,
cHabwennyto memOpanoil nia cHabskeHHy1o MemOpanoil Utst KOHTpoA
koHTpons nepeoro Bekpoitia. [To 1 nepporo sekpeitus. o 1 tybe B nauky
TyOe B mayky KapTOHHYIO € KAPTOHHYIO ¢ HHCTPYKLIKEH Mo

I-IHC-TD_‘,"KIJ.I'IC“ Mo APHMEHEHHTO TIPHMEHEHHIO

9 |Labeling / Mapxuposka ‘According to ND / B cooteTcTBHN ¢ H]T

10 | Storage conditions / R t temperature below 25 °C. Do not freeze. / [Ipu temnepatype He Bele 25 °C,
XpaHenue He 3amopaxuBarh.

1 |Shelflife / Cpok rogHocts  [2 years /2 rona

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeuanue: IIpoayKT cooTBETCTBYET TpeboBanam HJI 3akiawuenne: OJOBPEHO
Prepared by / IloarorosneHo: Checked by / [Tposepeno: Approved by: Manager/Executive / Onobpeno:
Pardeep Kumar : Himesh Kumar Meunenxep / PykoBoantens

Q———-‘; _ \\, == Amit Kumar ;&w;‘“

— -
Reprint Date / Reprint Date / Reprint Date / '
JaTa:29.08.2022 Hara: 29.08.2022 JlaTta: 29.08.2022
Negistered Office: 2-2-327, Foad o, 2, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 50 4900 2999, Email: mail@drreddys com
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