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

CEPTU®UKAT AHATTU3A
Product Nise gel
Hpoaykr Haiiz®, renb gyis HapyxcHoro npumenenus 1%
Batch No / 1 V210987 Batch Quantity / : 56,371.000 units /
Cepusi Ne O6bem napTuu 56,371.000 equuuL
Analytical Report No / : 890001546776 Date of Analysis / : 27.09.2021
AHanuTHyecKuii oTyeT No JaTa aHanu3a
Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2023
JaTta npousBoacrsa T'ogen no

Analysis perfformed according ND / Auanm;prbisenen o HJ: TTN012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

| Ne | Tegt / Tokasatens

Result / PesynbraThl Specification / Hopva

1] I?escription / Onucauue

Homogenous light yellow Homogenous light yellow to yellow
transparent gel free from particulate transparent gel, free from particulate matter
matter / OQHOPOAHBIH Npo3paunblil /  ORHOPOAMKIT  TPO3pAuHLIi  refb  oT
reJib XKENTOro UBETa, CBOOOAHBIN OT CBETNO-KENTOMO OO  KEATOrO  LIBETA,
MOCTOPOHHHUX YacCTHLL. €BOOOAHBIIT OT NOCTOPOHHIIX YACTHLL

|

2 |ldentification by HPLC /
[TonIMHHOCTD

3 | Weight of package content
Macca conep>xumoro
yIIaKOBKH

4 pH

Complies as prescribed /
COOTBETCTBYET
TpeboBaHUSIM

The retention time of the major peak in the
chromatogram of the sample preparation
corresponds to that in the standard
preparation under assay / Bpewms
yIOEp)KMBAaHMSE ~ OCHOBHOrO  MHKa  Ha

120g/20r

5.6

XpoMaTorpaMme HCIHBITYEMOro pacTBOpa
LOJDKHO COOTBETCTBOBATb BpEMeHH
yOEpXKUBAHHUS TMHMKa Ha XpoMarorpamme
CTAaHZapTHOro  pacTBopa  HUMECYJHAa
(paznen «KoJH4YECTBEHHOE OTpeaeNeHHe») |
In according to Rus. Ph..Not less than
20.0 g / B cooTBeTcTBUM C TpeOOBaHUAMU
[® P®. He menee 20,0 r

Between 4.6 and 6.0 / ot 4,6 10 6,0

Remarks : The Product conforms to ND/
IIpumeuanne: [TpoxykT cootBeTcTBYeT TpeboBaHusm HJT

Conclusion : APPROVED /
3akawyenne: QJJOBPEHO

Prepared by /
[ToarorosneHo: \
Pardeep Kumar C:L~

-

Checked by / o '
ITpoBepeHo: I g e
Ravinder Kumar

Approved by: Manager/Executive /
OpnobpeHo: Menemxkep / PykosoanTens
Manoj Kumar |

/\Yggiiilluz’

Print Date /
Hara: 27.09.2021

Print Date /
JlaTa: 27.09.2021

Print Date /
Hara: 27.09.2021

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: L85195AP1984PLCOO
www.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
Tel : +91 98166 56001-02
www.drreddys.com

CEPTU®UKAT AHATTU3A
Product : Nise gel o
MpoaykT Haii3®, renb asist Hapy»HOro npumeHeHns 1% v
Batch No / : V210987 Batch Quantity / : 56,371.000 units /
Cepus Ne O0bem napTun 56,371.000 enunuL
Analytical Report No / : 890001546776 Date of Analysis / : 27.09.2021
AHanuTH4YecKHii oTyeT Ne Harta ananusa
Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2023
HaTta npouszBojcTBa T'open go

Analysis performed according ND / Ananu3s nposenen no HJI: I1N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3am. Ne 1 ot 16.09.2020)

5

Related substances /PoacTBeHHbIE TPUMeECH

1) Impurity A / [Ipumecs A

2) Impurity B / [Ipumecs B

3) Impurity C / Ilpumecs C

4) Impurity D / I[Ipumecs D

7) Impurity F / ITpumecs F

)

6) Impurity E / [lpumecs E
)
)

8) Highest individual
unknown impurity /
Enunnynas
HenJeHTHPULIMPOBaHHAs
TpUMECH

9) Total impurities /
CymMa mpumecei

Not Detected
BDL (Disregard Area 4425)

Not Detected

Not Detected

0.10%

Not Detected

Less than LOQ (0.1%)

0.1%

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

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

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

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

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

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

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

Remarks : The Product conforms to ND/
Ilpumeuanne: IIpoaykr coorBercTByeT TpeboBanusM HJT

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by / Checkedby/ —— — - Approved by: Manager/Executive /

IToprorosnexo: IIpoBepeno: L&) Opnobpeno: Menenxep / PykoBoaurens
: : A

Pardeep Kumar C)[_l Ravinder Kumar Manoj Kumar ,,}\ ﬁ_‘f :’L’(’ B

Print Date / Print Date / Print Date /

Hara: 27.09.2021 Hata: 27.09.2021 JHara: 27.09.2021

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATTU3A
Product Nise gel R B
IlpoaykT Haii3®, renp 1uist Hapy»HOro npuMeHenus 1%
Batch No / : V210987 'Batch Quantity / : 56,371.000 units /
Cepus Ne |O6bem napTuu 56,371.000 eauHnw
Analytical Report No / : 890001546776 Date of Analysis / : 27.09.2021
AHanuTHYecKHii oTyer Ne Jata ananuza
Date of Manufacture / : Sep.2021 |Date of Expiry / : Aug.2023
JlaTa npousBoAcTBa w]»l"oueﬂ a0
Analysis performed according ND / Ananu3 nposeaen nmo HJ/: IT1N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

6 Microbial limits /

Mukpobuonoruyeckas
yucTOTA
1 Total aerobic microbial count
|/ Obee yncno a3pobHbIX
MHKPOOPTaHH3MOB
Total combined yeast and
fmolds count / Obmee yncno Less than 10 CFU/g/
npoxokeBbIX M recHesbix  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

Should absent in 1 g/ OtrcyrcTBue B 1T

Should absent in 1 g/ OrcyrcTBue B Ir

rpuboB 1

|S.aureus |Absent in 1 g/ OtcyTcTBYET B 11
| P.aeruginosa - |Absent in 1 g/ OtcyrcTByer B Ir
7 | Assay / KonnuecTBeHHOE 10.34 mg/ 10.34 mr

omnpenesneHue

Not less than 9.0 mg and not more than
11.0 mg of C13H2N,0sS Nimesulide in
one gram of gel. /

ot 9,0 o 11,0 mr C3H2N20sS
(rumecynuna) B 1 r npenapara

Remarks : The Product conforms to ND/
Ipumeyanne: ITpoxykT cooTBeTcTBYeT TpeboBanusam HII

Conclusion : APPROVED /
Baxaouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITonrorosJeHo: ) [IpoepeHo: Opobpeno: Menemxep / PykoBoauTens
Pardeep Kumar (—A[{, Ravinder Kumar Manoj Kumar ) |

i ‘ : el
Print Date / Print Date / Print Date /
Hata: 27.09.2021 Hara: 27.09.2021 Hara: 27.09.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATTU3A
Product Nise gel
Hpoayxr Haii3®, renb ni1s Hapy»HOro npumenenns 1% _
Batch No / : V210987 'Batch Quantity / : 56,371.000 units /
Cepus Ne /OGbemM napTHH 56,371.000 equHnL
Analytical Report No / : 890001546776 |Date of Analysis / : 27.09.2021
AHanuTHyeckuii oTuer Ne Nata ananusa
Date of Manufacture / : Sep.2021 |Date of Expiry / 1 Aug.2023
Jara npousBoacTBa i \Topen a0 i o
Analysis performed according ND / Auanus nposegen no HJI: T1N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

8 | Package / YnakoBka 20 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. | 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 [To 20 r. 50 r wan 100 r B 1y0y 13
UIAMHHUPOBAHHOTO AMIOMITHIIS, JaMIHIPOBAHHOrO aTIOMEHIS,
CHaOkKCHHYI0 MemOpaHoii ans CHaOKEHHYIO MEMOPAHOIT NS KOHTPOns
KOHTPOA NepBora BCKpbiTha. [To 1 nepporo sekpbiTia. [To 1 tyGe B nauky
TyOe B Na4YKy KAPTOHHYIO ¢ KaPTOHHYKO ¢ HHCTpYKLUICTT o

B B jggg[g_ym_l_ucii 110 IIPHMEHEHHIO MPHMEHCHHIO

9 |Labeling / MapkupoBka According to ND / B cootserctBuu ¢ HJJ

10 | Storage conditions / At temperature below 25 °C. Do not freeze. / IIpu Temneparype He Bbiie 25 °C.

. |XpaHenue He 3amMopaxuBarh.

11 [ Shelflife / Cpoxk roaxoct# 2 years / 2 rona

Remarks : The Product conforms to ND/
ITpumeuanne: ITpoaykT cooTBeTcTBYeT TpeboBarusam HJJ

Conclusion : APPROVED /
3axmouenune: OOBPEHO

[ToaroToBeHo:
Pardeep Kumar

Prepared by /

Checked by /
ITpoBepeHo:
Ravinder Kumar

&
[
7

Approved by: Manager/Executive /
Opnobpetno: Menemsep / PykoBonutens
Manoj Kumar h ‘“ -

UL =

Print Date /
Hara: 27.09.2021

Print Date /
JHara: 27.09.2021

Print Date /
Hara: 27.09.2021
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