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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANTN3A

Product  : Nise gel

Ipoaykr : Haiis®, resib g HapyRHOTO npuMeHenns 1%

Batch No / 1 V220789 Batch Quantity / : 11438.000 units /

Cepust Ne [O0bem napTum 11438.000 eninuy |
Analytical Report No / : 040001648267 |Date of Analysis / : 03.10.2022
|AHAIHTHYECKHii 0T4eT N |lata ananusza

Date of Manufacture / : Sep.2022 |Date of Expiry / : Aug.2024

JlaTa npousBoacTBa T'open xo

Analysis performed according ND / Ananus nposeaen mo HJI: T1N012824/02-100320 (amend Ne 1

from 16.09.2020, amend Ne 2 from 13.01.2022 / n3m. Ne 1 o1 16.09.2020, 13m. Ne 2 ot 13.01.2022)

:NQ Test / [lokazarens _ Result / Pe3ynbTathl Specification / Hopma
1 Description / Onncanue Homogenous transparent light  Homogenous light yellow to yellow

| yellow gel, free from particulate transparent gel, free from particulate matter |
matter / OnHopoHbIH Npo3pauHblii / OAHOPOAHBIA INPO3padyHbLIH  reib  OT

reJlb CBETJIO-KENTOrO LIBETA,  CBCTJIO-XKENTOrO [0  KENTOrO  LBETA, |
CBOOOMHBIN OT MOCTOPOHHUX ~ CBOOOAHBINA OT MOCTOPOHHHUX HaCTHL. |

_ _ - | YacTHL,. - ,

2 |Identification by HPLC / Complies as prescribed / The retention time of the mujor peak in the
{ToanuHHOCTB CootsetcTByeT Tpebosanusim  chromatogram of the sample preparation

corresponds to that in the standard|
preparation under assay / Bpems

‘ yIepXUBaHUS ~ OCHOBHOTO  TNHKa  Ha

XpOMaTOrpaMMe  HCILITYEMOTO  pacTBOpa
JOJDKHO COOTBETCTBOBATh BpEMEHH
yIepXKHUBaHHUs [MHKa Ha XpoMaTrorpamme
| CTaHJAPTHOTO  pacTBOpa  HUMECylula
(paznen «Kosan4yecTBEHHOE ONpeAeNeHUE)

3 | Weight of package content 101 g/101r In according to Rus. Ph..Not less than
Macca conep:xumoro 100.0 g/ B cooTteTcTBMM ¢ TpeOOBaHUAMH
YIIaKOBKHU ['® P®. He menee 100,0 r

4 |pH o 5.7 Between 4.6 and 6.0/ 014,6 10 6,0

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

IMpumeyanue: [Tpoaykt cooTBeTcTBYET TpebobanusM H]I 3axmouenne: OJJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[Toxrorosnexo: Nares]gfl(umar I[Tposepeno: Pardeep Kumar | Onobpeno: Menemxep / Pvmaomweﬂb
& —l — Pavan Kumar Sharma = ;‘_:--’ = N

Reprint Date /03.10.2022 Reprint Date /03.10.2022 Reprint Date /03.10.20227

Hara: Hara: Hata:
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CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s Q':’.

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND1A
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJTTU3A
Product N_isc_gg =
ITpoaykT Haiiz®, renb nns HapyxHoro npumeneuns 1%
Batch No / : V220789 Batch Quantity / : 11438.000 units /
Cepnsi Ne O0bem napTuu 11438.000 eanHIiL
Analytical Report No / : 040001648267 Date of Analysis / : 03.10.2022
Ananurnueckuii oraer Neo JlaTa aHaau3a
Date of Manufacture / : Sep.2022 Date of Expiry / : Aug.2024
JaTa nponzBoicTBa I'open oo

Analysis performed according ND / Ananu3 nposeaed no HJI: T1N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. No 1 ot 16.09.2020, u3m. Ne 2 ot 13.01.2022)

5 |Related substances /PoacTBEHHbIE TPUMECH

1) Impurity A / IIpumecs A

?) Impurity B / [Ipumecs B

3) Impurity C / ITpumecs C
4) Impurity D / Ilpumecs D
5) Impurity E / Ilpumecs E

6) Impurity F / ITpumecs F

7) Highest individual
unknown impurity /
EnvHnyHas
HeuaeHTHULHPOBAHHAS
npyMech

8) Total impurities /
CymMa npumecei

Not Detected
Huxe npeaena oOHapyx eHHs

Less than LOQ (LOQ = 0.04 %) /
Huske npeaena KONU4eCTBEHHOTO
onpeneneuus (ITKO = 0.04 %)
Not detected / He oOnapyxeHa
Not detected / He oBHapy»xeHa
0.09%

Not detected / ne obHapyxkeHa
Less than LOQ (LOQ =0.1 %) /

Husxe npenena KOMM4eCTBEHHOTO
onpenenenus (ITKO = 0.1 %)

0.1%

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

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

3) Not more than 0.2 % / ne 6onee 0,2 %
4) Not more than 0.2 % / ue 6onee 0,2 %
5) Not more than 0.2 % / "e 6onee 0,2 %

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

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

Remarks : The Product conforms to ND/

Npumeuanue: [IpogykT cooTBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3akaouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

Ioarorosnero: Naresh Kumar | [Iposepeto: Pardeep Kumar | Onobpeno: Menemxkep / PykopoanTeiib
"f,- e Pavan Kumar Sharma = =il

Reprint Date /03.10.2022 Reprint Date /03.10.2022 Reprint Date /03.10.2022 —

Jara: Hara: Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com

==



Dr. Reddy's Laboratories Ltd.

S
L/ ‘. Formulation Unit-6
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAITN3A
Product : Nise gel R '
Mpoaykr : Haiis®, renb ans HapyxHoro npiiMeHeHus 1%
Batch No / : V220789 Batch Quantity / : 11438.000 units /
Cepus Ne O0bem napTun 11438.000 eannnu
Analytical Report No / : 040001648267 Date of Analysis / : 03.10.2022
AnanuTHuyeckKui oTuer Ne JlaTa aHaau3a
Date of Manufacture / : Sep.2022 Date of Expiry / 1 Aug.2024
JlaTa npousBoacTBa I'onen go
Analysis performed according ND / Anasnus nposeges mo H/I: [1 N012824/02-100320 (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 /

Mukpobuonorudeckas |
4UCTOTA
Total aerobic microbial count
/ Ob1ee yncao aspoOHbIX Less than 10 CFU/g / Not more than 100 CFU/g/
MHUKpPOOPraHU3MOB Menee 10 KOE/r ‘He 6onee 100 KOE/r
[Total combined yeast and ‘
imolds count / Odwee yncno Less than 10 CFU/g/ Not more than 10 CFU/g/
POMNOKEBBIX U TINECHEBBIX Menee 10 KOE/r He 6onee 10 KOE/r
rpuboB
S.aureus Absent / OTcyTcTBYET Should absent in 1 g/ OtcytcTsue B It
P.aeruginosa | Absent / OTcyTcTBYET Should absent in 1 g/ OtcyTcTBME B 1T
7 | Assay/ KonuuectenHoe | 10.14mg /10.14mr "Not less than 9.0 mg and not more than
ornpeleseH’e 111.0 mg of C13H12N>05S Nimesulide in
one gram of gel. /
oT 9,0 pi(e] 11,0 MI C|3H12N205S
(numecynuaa) B 1 r npernapata
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeyanne: IlpoaykT coorBeTcTBYeT Tpeborauusm HJI 3axmouyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ITonroroenexo: N:y:esh Kumar | IIposepeno: Paerccp Kumar | Opobpeno: Menemwkep / Pykpboaurenb
\l‘é/ —— Pavan Kumar Sharma =
Reprint Date /03.10.2022 Reprint Date /03.10.2022 Reprint Date /03.10.2022
Jara: Jara: Jara:
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Dr.Reddy’s Q':.

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 AHATTN3A
Product Nise gel '
IlpoaykT Haii3®, renb ans Hapy»KHOro npumenerns 1%
Batch No / 1 V220789 Batch Quantity / : 11438.000 units /
Cepus Ne O0bem napTuu 11438.000 eanuuiy
Analytical Report No / : 040001648267 Date of Analysis / : 03.10.2022
AHanuTHYecKHuii oTyeT Ne Hara anannsa
Date of Manufacture / : Sep.2022 Date of Expiry / : Aug.2024
JlaTta npon3sBoAcTBA T'oneH po
Analysis performed according ND / Anaau3s nposeaen no HJI: [1N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. No 1 ot 16.09.2020, n3m. Ne 2 ot 13.01.2022)

8 |Package / YnakoBka
|

1100 g in a laminated aluminum
tube equipped with tamper-evident
membrane. 1 tube and patient
information leaflet in a carton. /
[To 100 r B TYOY U3
NaMUHUPOBAHHOTO ANIOMMHHS,
lcHabxeHHyro MeMOpaHoii ais
IKOHTpPOJISl TEPBOTo BCKpbITHS. T10 1
[TyOe B nauky KapTOHHYIO C
|[MHCTPYKUMEH MO NPHUMEHEHHUIO

20 g, 50 g or 100 g in a laminated
aluminum tube equipped with
tamper-evident membrane. 1 tube and
patient information leaflet in a carton. /
[To 20 r, 50 r uau 100 r B TYOY U3
JaMHHUPOBAHHOTO aNOMHHMUS,
cHabX)eHHYO MeMOpaHOoil 1111 KOHTPOJIs
nepsoro BckperTus. [1o 1 Tybe B mauky
KapTOHHYIO C HHCTPYKLHEH Mo
TIPUMEHEHUIO

9 | Labeling / MapkupoBka

\According to ND / B cootserctuu ¢ HJT

[10 | Storage conditions /
XpaHeHue

11

Shelf life / Cpok rogsoctH

At temperature below 25 °C. Do not
He 3amopaxuBaTs.

freeze. / [lpu Temneparype He Bbiue 25 °C. |

2 years / 2 rona

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

ITpumeuanne: [Tponykt coorsercTyeT TpebosanusaM HJI 3akmoyenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

IMoarorosneno: Naresh Kumar | I[IpoBepeHo: Pardeep Kumar | Onobpeno: Menemxep / Pykosoantens.
z:, - == : Pavan Kumar Sharma e

Reprint Date /03.10.2022 Reprint Date /03.10.2022 Reprint Date /03.10.2022

Jlarta: Jlata: Jarta:
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