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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories i.td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 2G5, IND{A
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUPUKAT AHAJTTU3A
Product : Nisegel 1%
IpoaykT Haiis®, rens nis HapyxHoro npyiMenenus 1%
Batch No / : V230467 Batch Quantity / : 22867.000 units /
Cephs Ne O6bem napTun 22867.000 enmuu
Analytical Report No / : 040001904468 Date of Analysis / : 19.06.2023
AHaJUTHYECKHUI oTUeT No Hdara ananunza
Date of Manufacture / : May-2023 Date of Expiry / : Apr-2025
Jarta npou3BojcTBa I'open 1o
Analysis performed according ND / Anayn3z nposenen no HJI: JITT-Ne(001198)-(PT"-RU)-120922

Ne | Test / [Toxazatens Result

/ Pe3ynbTaThl

1 | Description / Onucanue

Homogenous light yellow clear gel free
from particulate matter / OnHOpOAHBI#
MPO3payHBblii I'eNib CBETIO-KENITOrO
11BeTa, CBOOOAHBIH OT MOCTOPOHHMX
YaCTHLI.

Specification / Hopma

‘Homogenous light yellow to yellow
clear gel, free from particulate matter /
ORHOpPOAHBIA MpO3payHbli  Treib  OT
CBETJIO-KENTOr0 [0 JKEeJNTOrO [{BETA,
CBOOOJHBIH OT MOCTOPOHHUX YaCTHIL.

(5%

Identification by HPLC /
TTonnmUHHOCTD

Complies as prescribed /
COOTBETCTBYET TPeHORAHUSIM

The retention time of the main peak in the
chromatogram of test solution should
correspond to the retention time of the
main peak in the chromatogram of]
inimesulide reference standard solution
(section Assay) / Bpems ynepxubaHus
OCHOBHOrO TMHKa Ha XpoMaTorpamme
HCIIBITYEMOTO pacTBopa JTOJDKHO
COOTBETCTBOBATH BPEMEHH YIepyKHBAHHS
OCHOBHOTO MHKa Ha XpoMarorpaMme

CTaHAApPTHOrO pacTBOpa HHUMECYIH/a
(paznen «KonnuectBeHHOE
OTIPEJIEIEHUE)

3 | Weight of package content |51 g/51r According to the requirements. Not less
Macca conep>xuMoro than 50 g / B COOTBETCTBHH ¢
lyIIaKOBKH TpeboBanusiMu. He menee 50 r

}4 pH 5.3 Between 4.6 and 6.0/ ot 4,6 no 6,0

Remarks : The Product conforms to ND/

Ipumeuanue: [poayxT coorBeTcTBYeT TpeboBanusM HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[TonrorosneHo: Ankaj ITposepeno:Pardeep Kumar Opnobpeno: Menemxkep / PykoBoauTeh
Verma 7 Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Jara:19.06.2023 Jara: 19.06.2023 Jara: 19.06.2023

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

CEPTUDOUKAT AHAJTTU3A
Product : Nise gel 1%
Hpoaykr  : Haiis®, reab jiis Hapy:KHOro npimexesus 1%
Batch No / 1 V230467 Batch Quantity / : 22867.000 units /
Cephis Ne O6bem napTuu 22867.000 enuuun
Analytical Report No / : 040001904468 Date of Analysis / : 19.06.2023
AHaauTnyeckuii oruet Ne JlaTa ananu3za
Date of Manufacture / : May-2023 Date of Expiry / : Apr-2025
JaTa npou3BoacTBa TI'ogen o
Analysis performed according ND / Anasn3 nposeaen no HJI: JITI-Ne(001198)-(PT-RU)-120922

5  |Related substances /PoacTBeHHbIE MprMecH

1) Impurity A / IIpumech A 1) Not more than 0.2 % / He 6osnee 0,2 %

Below LOD (LOD = 0.02%) / Huxe
npeznena obHapyxenus (ITO = 0.02
%)

i 2) Not than 0.2 % / He 6onee 0,2 %
2) Impurity B / ITpumecs B Below BDL (BDL=4331) / Hixke ) Not more than o / He Gon o
nopora perucrpauuu (ITP=4331)

3) Impurity C / [Tpumecs C Below LOQ (LOQ = 0.04 %) / 3) Not more than 0.2 % / He 6onee 0,2 %
Huxe npenena KONMUUeCTBEHHOIO
onpenenenus (IIKO = 0.04%)

i 4) Not more than 0.2 % / e 6onee 0,2 %
#) Impurity D / Ipumecs D Not detected / He oOHapy)eHa ) ’ ’

5) Impurity E / Ilpumecs E 5) Not more than 0.2 % / ze 6onee 0,2 %
Not detected / He oOHapykeHa
6) Impurity F / [Ipamecs F 6) Not more than 0.2 % / e 6onee 0,2 %
o V)
7) Highest individual 0.08% 7) Not more than 0.2 % / e 6onee 0,2 %
unknown impurity /
Enunnynas
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpumeuanume: [Ipogyxrt cooTBeTcTBYET TpeboBanusm H]I 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloaroroBneHo: Ankaj [Tposepeno:Pardeep Kumar Onobpeno: Menenxep / PykoBoauTens
Verma ~ n Manoj Kumar
Reprint Date / Reprint Date / Reprint Date /
Hara:19.06.2023 Hara: 19.06.2023 JlaTta: 19.06.2023
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Product : Nise gel 1%
Opoaykr : Haii3®, resp a1 HapyXKHOro npuMenenus 1%
Batch No / : V230467 Batch Quantity / : 22867.000 units /
Cepus No Ob6bem mapruu 22867.000 enuuuL
Analytical Report No / : 040001904468 Date of Analysis / ¢ 19.06.2023
AnaluTHdyecknii oTyer Ne JlaTa aHaJM3a
Date of Manufacture / : May-2023 Date of Expiry / : Apr-2025
JaTa npou3BoacTBa I'open po
Analysis performed according ND / Anann3s nposeaen mo H: JITT-Ne(001198)-(PI"-RU)-120922

8) HeupeHTU(PUUMPOBAHHAS Below BDL (BDL=4331) / Huxe
NIPUMECH nopora peructpauuu (11P=4331)
. .. 0.1%
g) 'Total 1op urltlss / 8) Not more than 1.5 % / He 6onee 1,5 %
yMMa npHmeceii
6 | Microbial limits /
Mukpobnonornueckas
HHCTOTA
otal viable aerobic microbial
count / ObLiee KONUYECTBO Less than 10 CFU/g/ Not more than 100 CFU/g /
PKH3HECTIOCOOHBIX a3pOOHBIX Menee 10 KOE/r He 6onee 100 KOE/r
MHKPOOPraH13MOB
Total combined yeast and Less than 10 CFU/g/ Not more than 10 CFU/g/
molds count / O6uiee uucno Menee 10 KOE/r He 6onee 10 KOE/r
TPOXOKEBBIX U MJIECHEBBIX
rpu6oB
Pseudomonas aeruginosa Absent in 1 g/ OtrcytctByer B Ir  [Should absent in 1 g/ OtcyrcTBue B 1r
Staphylococcus aureus Absentin 1 g/ OtcytctByet B Ir  [Should absent in 1 g/ OtcytcTBHE B 1T
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumevanne: [Ipoaykt cooTBeTcTBYET TpeboBanusm HJT 3akawouenue: OJJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Ankaj ITpoeepeno:Pardeep Kumar OnobpeHo: Menemxep / PykoBoauTens
Verma [}?/ [) Manoj Kumar M
Reprint Date / Reprint Date / Reprint Date /
Mara:19.06.2023 Hara: 19.06.2023 Hara: 19.06.2023
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A
Product : Nise gel 1%
IIpoAykT Haii3®, respb 1y Hapy»cHOro npumeHenus 1%
BatchNo / : V230467 Batch Quantity / : 22867.000 units /
CepHa No O0bem napTuu 22867.000 equnnn
Analytical Report No / : 040001904468 Date of Analysis / : 19.06.2023
AHaJuTHYecKHH oTyeT Ne JlaTa ananu3za
Date of Manufacture / : May-2023 Date of Expiry / : Apr-2025
JaTa npousBoacTBa I'ogen go
Analysis performed according ND / Ananns npoegen mo HJ: JITI-Ne(001198)-(PI"™-RU)-120922

7 |Assay / KonuyectenHoe

ONPEACTICHUE

10.25mg / 10.25mr

Not less than 9.0 mg and not more than
11.0 mg of C13H2N>0;sS (nimesulide)
in one gram of gel. /

ot 9,0 1o 11,0 mr C13H12N>05S
(Humecynun) B 1 r npenapara

8 | Package / YmakoBka

50 g in a laminated aluminum tube equipped with tamper-evident membrane. 1
tube and patient information leaflet (package insert) in a carton. /

[To 50 r B TyOy U3 TaMMHUPOBAHHOIO ANFOMHHMUS, CHAOKEHHYIO MEMOPaHO# A1
KOHTPOJISA epBOro BCKphiThs. ITo 1 Tybe B mauky KapTOHHYIO C HHCTPYKIKEH
[10 IPUMEHEHHIO (JIMCTKOM-~BKJIAABILIEM).

API name (INN) / A®C (MHH):

Nimesulide / Humecymun

API manufacturer batch number /
Homep cepun npouspogutens ADC:

NMS1A-223025-M1

FP Manufacturer API Batch number /
Homep cepuu cy6cTanun npoussoaurtes I'JID:

FEPA04323

API Manufactured by & country /
IIpousBogurenas ADC, cTpana:

Mangalam Drugs and Organics Ltd., India /
Manranam Jpars sug Opraunukc JIta., Haaus

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuannue: IIpoaykT cootBeTcTBYET Tpebosanuam HJT 3akiaouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Ankaj ITpoBepeno:Pardeep Kumar Onobpeno: Menemxep / PykoBogurenb
Verma . Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Hara:19.06.2023 Hara: 19.06.2023 Hara: 19.06.2023
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