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Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANUSA
Product : Nise gel
Ipoaykr Haii3®, resnsb 1ist Hapy)xHOro npuMeHeHus 1%
Batch No / : V220109 Batch Quantity / : 22,627 units /
Cepusi Ne O0bem napTuu 22,627eMHNLL
Analytical Report No / : 890001577406 Date of Analysis / : 09.03.2022
AnanutHuyeckuii oTyer Ne JaTta anainza
Date of Manufacture / : Feb-2022 Date of Expiry / : Jan-2024
Jarta npoussoacTBa Topen no
Analysis performed according ND / Auasus nposenen mo HJI: TTN012824/02-100320 (amend Ne 1
from 16.09.2020 / u3am. Ne 1 ot 16.09.2020)

Ne

Test / I[lokazarenn

Result / Pesynbratsl

Specification / Hopma

[

1 | Description / Onucanue

Homogenous transparent Light
yellow gel free from particulate
matter / OnHopoaHbIii po3pauHbiil /  OAHOPOIHbI
reJb XeNnToro 1BeTa, CBOOOMHBIH OT CBETIO-KENTOTO
TIOCTOPOHHUX YaCTHULL.

Homogenous light yellow to yellow
transparent gel, free from particulate matter
npospaunblii reae ot
A0 OKeNToro  1BeTa,

cBODOIHBIIT OT TTOCTOPOHHHX YACTHILL
|

o]

| Identification by HPLC /
[ToJIMHHOCTD

{ CooTBeTCTBYET
TpeOOoBaHUIM

3 | Weight of package content
Macca coiepXXUMOoro
[yTIaKOBKH

51g/Slr

Complies as prescribed /

The retention time of the major peak in the|
chromatogram of the sample preparation
corresponds to that in the standard
preparation under assay / Bpewms
YACpXMBaHHS ~ OCHOBHOTO  NHMKa  Ha
XpOMaTOTpaMM€ HCIIBITYEMOIO  pacTBopa
JTOJDKHO COOTBETCTBOBATh BpPEMEHH
yIepKUBaHUsS THKAa Ha XpoMaTorpamme
CTaHJAPTHOTO  PAcTBOpa  HHUMeECYIHAA
(pazznen «Konu4ecTBEHHOE OTIpeIeNIEHHE)
In according to Rus. Ph.Not less than
50.0 g / B cooTBeTcTBNH C TpeOOBaHUAMH
I'd Pd. He menee 50,0T

4 pH

5.4

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

Remarks : The Product conforms to ND/
IIpumeuanne: IIpoaykt cooTBeTcTBYET TpeboBaHuaM HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

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

[ourorospeno: Ramakant [Iposepero: Himesh Kumar Onobpero: Medekep / Pykosoanress Pawan
@;{ C;_Lﬂb C___\L’_’/_’“g Kumar /27”

Print Date / Print Date / Print Date / '

Hara: 09.03.2022 Jara: 09.03.2022 Jara: 09.03.2022
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Formulation Unit-6
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Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS

CEPTU®PUKAT AHANTU3A
Product : Nise gel
Hpoaykr : Haii3®, resp 1y HapyKHOTO IpUMEHEHNS 1%
Batch No / : V220109 Batch Quantity / : 22,627 units /
Cepus Ne O0beM napruu 22,627epunnl
Analytical Report No / : 890001577406 Date of Analysis / : 09.03.2022
AHanuTH4yecknii oTyeT Ne Jata anaym3a
Date of Manufacture / : Feb-2022 Date of Expiry / : Jan-2024
JlaTa npousBojcTBA I'oaeH 1o
Analysis performed according ND / Ananu3s nposegen mo HJI: TI N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

5

Related substances /PoficTBeHHBIE TPUMECH

1) Impurity A / [Ipumecs A

Below Limit of Detection
(LOD 0.02%)

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

2) Impurity B / Hpumecs B

Less than LOQ (LOQ: 0.04%) [2) Not more than 0.2 % / He bonee 0,2 %

5 Impurity C / IIpumecs C

Not Detected 3) Not more than 0.2 % / He 6o1ee 0,2 %

4) Impurity D / Hpumecs D

5) Impurity E / Tlpumecs E

6) Impurity F / [Ipumecs F

7) Highest individual

Below Limit of Detection
(LOD: 0.02%)

Not Detected

0.06%

Less than LOQ (0.1%)

4) Not more than 0.2 % / e bonee 0,2 %

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

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

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

unknown impurity /
Enunuunas
HeuZeHTHQUIPOBaHHAS
IpUMECH
8) Total impurities / 0.1% 8) Not more than 1.5 % / e 6onee 1,5 %
CymMa npumecei
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: IIpoaykT cooTBeTcTBYET TpeboBanusm HJT 3akmouenue: OJJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
TozroTosgeno: Ra akant ITposepeno: Himesh Kumar Onob6peno: Menemxep / Pyxkopoautens Pawan
@QMV&V (_—;‘L/—’b Kumar ’)2;#__
Print Date / Print Date / Print Date / |
Harta: 09.03.2022 Hata: 09.03.2022 Hara: 09.03.2022
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHATIU3A
Product : Nise gel
IIpoaykr Haii3®, resp nyist Hapy»kHOTO NpuMeHeHus 1%
Batch No / 1 V220109 Batch Quantity / : 22,627 units /
Cepusa Ne O6bem napTuu 22,627en1HuL
Analytical Report No / : 890001577406 Date of Analysis / : 09.03.2022
AHajautnyecknii oryer Ne HJarta ananusa
Date of Manufacture / : Feb-2022 Date of Expiry / : Jan-2024
Jata npousBoacTea T'ogen no

Analysis performed according ND / Anasnu3 nposegen mo HJI: IT1N012824/02-100320 (amend Ne 1
from 16.09.2020 / usm. Ne 1 ot 16.09.2020)

6 | Microbial limits /
Mukpobnonoruueckas
YHCTOTA
Total aerobic microbial count Less than 10 CFU/g/ Not more than 100 CFU/g /
Ob1wee yncno a’pobHbIX Menee 10 KOE/r He 6onee 100 KOE/r
MUKPOOPraHH3MOB
Total combined yeast and Less than 10 CFU/g/ Not more than 10 CFU/g /
molds count / Obuiee yuco Menee 10 KOE/r He 6onee 10 KOE/r
NIPOMOKEBBIX U MIECHEBBIX '
rpuboB
S.aureus Absent / OtcyTcTBYET Should absent in 1 g/ OtcyTcTBUE B 1r
P.aeruginosa Absent / OtcyTcryer Should absent in 1 g/ OtcyrcTsue B Ir
7 | Assay / KonnyecTBeHHOE 10.21 mg/ 10.21 mr Not less than 9.0 mg and not more than
olpesieNeHne 11.0 mg of C13H2N;05S Nimesulide in
one gram of gel. /
ot 9,0 10 11,0 mr C3H12N>O5S
(aumMecysnpa) B 1 r mpenapara

Remarks : The Product conforms to ND/
ITpumeuanne: IIpoaykr cootBeTcTBYeT TpeGoBanusam HJJ

Conclusion : APPROVED /
3axnwuyenue: OJOBPEHO

Prepared by /
l'[ommoam o: \I}\rmakaut IIposepeno: Himesh Kumar

i~

Checked by /

—

=== £

Approved by: Manager/Executive /
Opobpeno: Mernemxkep / Pykosoautens Pawan
Kumar )

/="\ 22—

Print Date /
Hara: 09.03.2022

Print Date /
Hara: 09.03.2022

Print Date /
Jara: 09.03.2022

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
CIN: L85195AP1984PLC004507

www.drreddys.com




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

AHanuTndecknii oryer Ne

CEPTUD®UKAT AHAITU3A
Product : Nise gel
Hpoaykr : Haiiz®, rens ans HapyxHoro npuMeHenns 1%
Batch No / : V220109 Batch Quantity / : 22,627 units /
Cepusa Ne O6beM mapTHH 22,627enuHnL
Analytical Report No / : 890001577406 Date of Analysis / : 09.03.2022

JaTa anaanza

JaTa npoussoacTBa

Date of Manufacture / : Feb-2022 Date of Expiry / : Jan-2024

T'open no

Analysis performed according ND / Anann3 nposegen o HJI: [TN012824/02-100320 (amend Ne 1
from 16.09.2020 / n3m. Ne 1 ot 16.09.2020)

8 |Package / Ynakopka

50 g in a lam inated 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. /
Ilo 50 r B T1y6y 13T1020r, 50r umm 100 r B TYOY M3
NMaMUHHPOBAHHOTO ANFOMUHLS, TAMMHHPOBAHHOTO ATIOMUHMUS,

cHaO)KeHHYI0 ~ MeMOpaHOil  JuistcHaOXKeHHYI0 MeMOpaHOU 11 KOHTpONs
KOHTPOJIA 1EePBOro BCKpbITUs. 1o 1 mepeoro Bekphrtus. 1o 1 Ty6e B mauky
my0e B TauKy KapTOHHYIO C KapPTOHHYIO C HHCTPYKLHEH 1o
MHCTPYKUHEN [0 NPUMEHEHHIO [PUMEHEHHIO

9 | Labeling / Mapkuposka

According to ND / B coorBercTByu ¢ HJI

10 |Storage conditions /
XpaHeHne

At temperature below 25 °C. Do not freeze. / ITpu Temneparype e Bbime 25 °C.
He 3amMopaxnuBaThb.

11 | Shelf life / Cpok rogHocTH

2 years / 2 roza

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

IIpumeuannue: ITpoaykT cootBeTcTBYET TpeboBanuam HJJ 3axmouenne: OJIOBPEHO

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

[ToaroTornexno: Ramakant Ilpoeepeno: Himesh Kumar Onobpeno: Meuenyep / PykoBoaurens Pawan
@\W C':__l——; Kumar /%L

Print Date / ' Print Date / Print Date /
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