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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 : +91 98166 56001-02
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATIN3A
Product : Nise gel
IpoayKxT Haiiz®, renp 17151 Hapy#Horo npumenenis 1%
Batch No / : V220962 Batch Quantity / : 23529.00units /
Cepusi Ne O6beM napTHu 23529.00 enuHuLl
Analytical Report No / : 040001697144 Date of Analysis / : 29.11.2022
AHanuTHYecKHi oTueT No JlaTa ananusa
Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2024
JaTa npon3BoaCTBA Toaen g0
Analysis performed according ND / AHaan3 mpoBejieH 1o 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, uzm. Ne 2 ot 13.01.2022)

| Ne mst / Tlokazareb | Result / Pe3ynbraTsl ~ Specification / Hopma |
1 Description / Onucanune | Homogenous transparent light  Homogenous light yellow to yellow
yellow gel free from particulate transparent gel, free from particulate matter
matter / OiHOpoAHRbI mpo3padrsblii /  OQHOPOAHBIH Npo3payHblil renb OT
renb CBETNIO-XKENITOTO LUBETA,  CBETIO-KENTOro JO  KENTOro  LBETA,
cBOBOIHDIH OT MOCTOPOHHUX 10306011}11,1171 OT MOCTOPOHHUX YaCTHLL,
| YaCTHLL. |
2 Identification by HPLC/ Complies as prescribed / The retention time of the major peak in the
[[ToanuHHOCTD CoO0TBeTCTBYET TPEOOBAHUAM chromatogram of the sample preparation
corresponds  to that in the standard
preparation  under assay /  Bpewms
VAepKUBaHMS ~ OCHOBHOrO  THKAa  Ha
XpOMATOrpaMMe  MCMBITYEMOro  pacTBOpa
JLOJIKHO COOTBETCTBOBATh BpEMEH I
yAEpXKUBAHWA NMKA HA  XpOMATOTpAMME
CTAHZAPTHOrO  pacTBOpa  HUMeECYJnja
L (pasnen «KoMuecTBEHHOE ONpe/IeieHuen)
3 Weight of package content 51g/5lr In according to Rus. Ph.Not less than
Macca coaepxumMoro 50.0 g / B cootBeTcTBUM € TpeOOBaHHAMY
[yTIaKOBKH I'd PD. He menee 50,0 T
4 pH o 5.8 Between 4.6 and 6.0 / oT 4,6 710 6,0
|

Remarks : The Product conforms to ND/
TIpamcyanuc: [TpofyKT COOTBETCTBYET TPEOOBAHHAM HJT

Conclusion : APPROVED /
Baxmwuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarotosnexo: Pardeep Kumar | [Iposepeno: Himesh Kumar Onobpeno: Menemxep / Pykooautenb
e 5 Amit Kumar .
Qgt/’ C | {5‘“_ N
Reprint Date / Reprint Date / Reprint Date /
Hara: 29.11.2022 Hara; 29.11.2022 Hara: 29.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad -
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: ma
CIN: L85195AP1984PLC0O04507
www.drreddys.com

500034, Telangana, India
il@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
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www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATTU3A
Product : Nise gel
[Mpoaykr Haii3®, reinb anist HapykHOro npuvenenns 1%
Batch No / 1 V220962 Batch Quantity / : 23529.00units /
Cepiisi Ne OobeM mapTHH 23529.00 eanniy
Analytical Report No / : 040001697144 Date of Analysis / : 29.11.2022
AnanuTudeckuii oruer No Jarta aHaJu3a
Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2024
JlaTa npou3BOACTBA Tonen g0

Analysis performed according ND / AHayin3 npoBeieH 110
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)

HJT: TI N012824/02-100320 (amend Ne 1

5 Related substances /PoacTBeHHbIE IPUMECH

1) Impurity A / ITpumecs A

Not detected / He oOHapy)eHa

[T) Not more than 0.2 % / He Gonee 0,2 %

?) Impurity B / IIpumecs B

Less Than LOQ (LOQ = 0.04 %) /
Hwusxe npeena KOJIM4eCTBEHHOTO
onpeaenenns (IKO = 0.04 %)

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

3) Impurity C / ITpumecs C

Not detected / He oOHapy»eHa

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

4) Impurity D / Ilpumecs D

Not detected / He o6HapyXeHa

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

5) Impurity E / Ilpumecs E
6) Impurity F / ITpumecs F

7) Highest individual
unknown impurity /
Enunuunas
HeuAeHTHMHUIHPOBAHHA
npHMech

8) Total impurities /

CvmMa nprMecei

0.08%

Not detected / He 06HapycHa

0.13 %

0.2%

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

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

“17) Not more than 0 ? % / ne 6onee 0,2 %

"18) Not more than 1.5 % / ve 6onee 1,5 %

Remarks : The Product conforms to ND/
IIpumenanne: [IpogykT conTreTETRYPT TPAEANRAHNAM HIT

Conclusion : APPROVED /
Zaxaouenne: OJJOBPEHO

Prepared by /
[oarotosneno: Pardeep Kumar

Checked by /
[Tposepeno; Himesh Kumar

Approved by: Manager/Executive /
Ono6peno: Menemkep / PykoBonurenb

Amit Kumar o
Pe==

Reprint Date /

Jata: 29.11.2022

Reprint Date /
Jara: 29.11.2022

Reprint Date /
Iata: 29.11.2022
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATIU3A
Product : Nise gel
Hpoayxr : Halis®, resb juist Hapy#HOro npuMeHeH s 1%
Batch No / 1 V220962 Batch Quantity / : 23529.00units /
Cepus Ne O6beM mapTHH 23529.00 enuHuUL
Analytical Report No / : 040001697144 Date of Analysis / : 29.11.2022
AHAJTHTHYECKHI oT4yeT Ne JlaTa aHanu3a
Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2024
JlaTa npou3BoJCTBA T'ojen 1o
Analysis performed according ND / AHa;iu3 npoBefieH 110 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)

|(>

Microbial limits / |

[Mukpobuonorudeckas
HHCTOTA

Total aerobic microbial count
/ O61Lee YUCIIO a3POOHBIX
MIIKPOOPTaHH3MOB

Total combined yeast and
imolds count / O6uuee yucio
JIPONOKEBBIX U MIECHEBBIX
rpuoos ,
S.aureus

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

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

Absent / OTCyTCTBYET

P.aeruginosa Absent / OtcyTeTByeT

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/ OTcyTcTBHE B 1T

Should absent in 1 g/ OtcyTcTBHE B 11

Assay / KonuuecTBeHHOE 10.10 mg / 10.10 mr

onpeneneHne

Not less than 9.0 mg and not more than
11.0 mg of C1311;2N;05S Nimesulide in
one gram of gel. /

ot 9,0 1o 11,0 mMr C;3H2N20s8

(HuMecynuaa) B 1 r npenapata

Remarks : The Product conforms to ND/
Tpumeuanne: [IpojlyKT COOTBETCTBYET TPEOOBAHUAM HJI

Conclusion : APPROVED/
Zaxsouenue: OJJOBPEHO

Prepared by / Checked by /
[Toarorosneno: Pardeep Kumar | ITposepeno; Himesh Kumar

S

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PyxoBoauTtenb

Reprint Date /
Hara: 29.11.2022

Reprint Date /
Hata: 29.11.2022

Amit Kumar .
A ‘\/
Reprint Date /

Hata: 29.11.2022
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

ApanuTnyeckuii oruer No

CEPTUDUKAT AHATTU3A
Product : Nise gel
IIpoaykr Haii3®, renb ans HapyxkHoro npuMeHenns 1%
Batch No / 1 V220962 Batch Quantity / : 23529.00units /
Cepns Ne O6beM napTuu 23529.00 exnHuL
Analytical Report No / : 040001697144 Date of Analysis / : 29.11.2022

JlaTta aHAIHM3A

Date of Manufacture /
Jara npon3BoACTBA

: Nov.2022 Date of Expiry / : Oct.2024

Togen no

Analysis performed according ND / AHa/in3 npoBejieH 1o HJX: [1N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / n3m. Ne 1 ot 16.09.2020, u3m. Ne 2 or 13.01.2022)

8  |Package/ YnakoBka 50 g in a laminated aluminum tube ' 20 g, 50 g or100 gina 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 TYOY 13 Mo 20 1, 50 r unm 100 r B TyOy U3
JaMHHHAPOBAHHOTO ATKOMUHHS, J1AMUHKHPOBAHHOTO aJIIOMHHUS,
cHabsKkeHHY10 MeMOpaHo#t 1715 cHaOxeHHy0 MeMOpaHo# 17151 KOHTPONA
konTpons nepeoro BckpuiThs. [To 1 nepsoro BCKpBITHS. ITo 1 Tybe B mauxy
Ty0e B mauky KapTOHHYIO € KapTOHHYIO ¢ HACTpYKUUei no
_ |MHCTPYKUMEIl 110 NPHMEHEHHIO HPHMEHEHHIO

9 Labeling / MapkupoBka According to ND / B cootsercTeuu ¢ H/{

|

10 | Storage conditions / At temperature below 25 °C. Do not freeze. / [Tpn Temnepatype He BbILLE 25 e, |

X paHeHHe He 3amopaiiBaTh.

11 | Shelflife / Cpok rogsoct 2 years /2 roaa |
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeganne: [IpolyKT COOTBETCTBYET TpeOOBAHMAM HI 3akmoyenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[oarotosneno: Pardeep Kumar | IIposepenor Himesh Kumar Ono6peno: Menempxep / PykoBoputenb

P i DT~ - Amit Kumar .
=l — (ﬁ—’j ; A»,\:_:’—f
Reprint Date / Reprint Date / Reprint Date /
Jara: 29.11.2022 Mara: 29.11.2022 Iara: 29.11.2022
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