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Formulation Unit-6

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

CEPTUDPUKAT AHATIN3A
Product Nise gel
[Mpoavkr Haiis®, reas ans HapyxHoro npumedenns 1%
Batch No / : V220951 Batch Quantity / : 11436.000 units /
Cepus Ne O6bem mapTuu 11436.000 egyriHuI
Analytical Report No / : 040001693586 Date of Analysis / 1 24.11.2022
AHanuTHYecKuii oTueT No HJaTta aHaan3za
Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2024
JaTa npouszBoacTBa |T"'open mo
Analysis performed according ND / Ananu3s nposeaen o HJI: ITN012824/02-100320 (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)

| Ne | Test /IloxasaTens Result / Pesynbratel | Specification / Hopma :
1 |Description / Onucanue Homogenous transparent light | Homogenous light yellow to yellow
yellow gel, free from particulate transparent gel, free from particulate matter
| matter / OQHOPOJHBIH MPO3pauHbIi / OXHOpOAHBIA MpPO3pauHbIi Tenb OT
reflb CBETNO-KENTOrO UBETa,  [CBETJIO-JKE/NTOr0 A0 JKENTOrO  LBETa,
CBOGOIHBIN OT MOCTOPOHHHX §c3060mmﬁ OT MTOCTOPOHHHX YacCTHIL.
- YACTHILL,
2 |Identification by HPLC / Complies as prescribed / The retention time of the major peak in the
[loanuHHOCTD CoorserctByeT TpeOboBanusM  chromatogram of the sample preparation
corresponds to that in the standard
preparation under assay / Bpems
YAEPXKMBAHHS ~ OCHOBHOTO  MNHWKAa  Ha
XpoMaTorpamMMe HCIBITYEMOTO  pacTBOpa
JIOJIXKHO COOTBETCTBOBATH BpPEMEHH|
YAEPXKMBaHUS TMKa Ha XpoMmarorpamme|
CTAaHJApTHOIO  pacTBOpa  HUMeCYNHIal
| (pasyien «KonruyecTBeHHOE ONpPEAETIEHHE)) |
3 | Weight of package content 101 g/101r In according to Rus. Ph..Not less than
Macca cogepXUMOTO 100.0 g / B cooTBeTcTEHH C TpeOOBAHUAMHU
|ymaxoBkH ‘l"d) Pd. He menee 100,00
4 |pH 5.3 Between 4.6 and 6.0 / ot 4,6 10 6,0

Remarks : The Product conforms to ND/
Ipumeuanne: Ilponykr coorBeTcTByeT TpebGosauusam HJJ

Conclusion : APPROVED /
3axmouenune: OJIOBPEHO

Prepared by /

TloaroroBneHo: An@ema

Checked by /
Ilposepeno: Naresh Kumar
pOBEp @ 0

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoguTens
Manoj Kumar

Reprint Date /24.11.2022
JaTa:

Reprint Date /24.11.2022
Hara:

Reprint Date /24.11.2022
Hara:
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Dr. Reddy's Laboratories Ltd.
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Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANMU3A
Product : Nise gel
poayxr Haiiz®, rens ans vapyxHoro npumereHus 1%
Batch No / : V220951 'Batch Quantity / : 11436.000 units /
Cepusa Ne O6bem napTun 11436.000 egnuun
Analytical Report No / : 040001693586 Date of Analysis / 1 24.11.2022
AHajuTHYeCcKHii oTUeT Ne JlaTa aHaau3a
Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2024
JlaTta npou3BoacTBa Tomen oo N

Analysis performed according ND / Anannz nposexen mo HJ: ITN012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020, usm. Ne 2 ot 13.01.2022)

5 | Related substances /PoactseHHble npumecH

1) Impurity A / Ilpumecs A

2) Impurity B / [Ipumecs B
3) Impurity C / I[Ipumecs C

4) Impurity D / [Hpumecs D

5) Impurity E / [Ipumecs E

6) Impurity F / [Tpumecs F
7) Highest individual
unknown impurity /
Ennmimuas

HenJIeH TUhHLIHPOBAHHAS
NIpUMeECh

8) Total impurities /
CymMma puMeceit

Not Detected
Hwxe npenena obHapyxeHus

0.05%

Not Detected
Hinke npenena oGHapyxeHus
Less than LOQ (LOQ = 0.06 %) / [4) Not more than 0.2 % / ne 6onee 0,2 %
Huke npenena KOIMYECTBEHHOIO |
onpeaenenus (IIKO = 0.06 %)
Less than LOQ (LOQ = 0.07 %) / [) Not more than 0.2 % / e 6onee 0,2 %
Hwxe npenena koau4ecTBEHHOrO
onpenenenus (IIKO = 0.07%)
Not detected / ne oOHapyxeHa

0.13%

0.2%

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 % / He 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/

IIpumeyanne: IIponykt cooTBeTcTBYeT TpeboBanusM HJT

Conclusion : APPROVED /
3axawuyenune: OJIOBPEHO

Prepared by / Checked by /

ITonroromneno: Anl%\lerma

IIposepeno: Nchh Kumar
/
A

Approved by: Manager/Executive / [
Onobpeno: Menemxep / PykoBoaurens w

Manoj Kumar

Reprint Date /24.11.2022

Hara: Hara:

Reprint Date /24711.2022

Reprint Date /24.11.2022
Hara:
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAITN3A
Product : Nise gel
IlpoayxT Haiiz®, renb ans HapyxHoro npumereHus 1%
Batch No / 1 V220951 Batch Quantity / : 11436.000 units /
Cepusa Ne O0bem napTun 11436.000 eanunyg
Analytical Report No / : 040001693586 Date of Analysis / 1 24.11.2022
AHanutnyeckuid oTyer Ne Jara ananu3a
Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2024
JaTa npousBoacTBa _ |T'open mo
Analysis performed according ND / Ananu3 nposegen mo 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, u3zm. Ne 2 ot 13.01.2022)

6

[Total combined yeast and

Microbial limits /

Mukpobuonoruieckas

YUCTOTA

Total aerobic microbial count
Ob1uee uncio a3podHBIX

MHKPOOPTraHN3MOB

molds count / O611iee yncio
IPOMXOKEBBIX U TJIECHEBBIX |
rpubos

S.aureus

P.aeruginosa

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

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

Absent / OTcyTCTBYET

Absent / OTCyTCTBYET

Not more than 100 CFU/g/
He 6onee 100 KOE/r

Not more than 10 CFU/g /
He 6onee 10 KOE/r

1
iShould absent in 1 g/ OtcytcTBUE B 1T

Should absent in 1 g/ OTcyTcTBHE B 1T

Assay / KonuectseHHOE
onpefeneHue

10.11 mg /10.11 mr

Not less than 9.0 mg and not more than
11.0 mg of C13H2N,O5S Nimesulide in
one gram of gel. /

oT 9,0 pie] 11,0 Mmr Ci3Hi12N2OsS
(aumecynuaa) B 1 r mpenapara

Remarks : The Product conforms to ND/
Ipumevanue: [Tpoaykr cootBeTcTBYeT TpeboBanusm H]J

Conclusion : APPROVED /
3axkmouenne: OJOBPEHO

Prepared by /
[Toaroroeneno: Ankaj-Verma

Checked by /
IIposepeHo: N&esh Kumar
L

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBogurenn @
Manoj Kumar

Reprint Date /24.11.2022
Jlara:

Reprint Date /24.11.2022
Hara:

Reprint Date /24.11.2022
Jara:
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Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATTU3A
Product : Nise gel
Hpogykr Haii3®, renb Ans HapyxHoro npumeHenus 1%
Batch No / 1 V220951 Batch Quantity / : 11436.000 units /
Cepus Ne O0bem napTun 11436.000 egnnuy,
Analytical Report No / : 040001693586 Date of Analysis / : 24.11.2022
AHauTHYeCKHI 0TYeT No Jlata aHanu3a
Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2024
JlaTa npou3sBoacTBa I'onen 10

Analysis performed according ND / Auanns nposenen mo HJI: 1 N012824/02-100320 (amend No 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 o1 16.09.2020. m3m. Ne 2 ot 13.01.2022)

8 ‘Package / Ynakorka 1100 g in a laminated aluminum 20 g, 50 g or 100 g in a laminated
tube 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 100 r B TY6Y M3 ITo 20 T, 50 r unu 100 r B TY6Y M3
NaMUHIIPOBAHHOTO aFOMHHMS, !ﬂ&MHHHpOBaHHOFO aJIOMHUHHS,
cHabucenHyr0 MeMbpaHoii s ‘CHaﬁmeHHle MeMOpaHOH 1Jisi KOHTPONS
KOHTPOJ1s nepBoro BCKpeITHs. [To 1 nepporo Bekpeitus. ITo 1 TyGe B mauky
Ty0€ B [IauKy KapTOHHYIO C KAPTOHHYK) ¢ HHCTPYKUHEH 1O
|| HHCTPYKIIEHT IO MPIMEHEHUTO MPHMEHEHITO
9 | Labeling / Mapkuposka According to ND / B coorserctsun ¢ HJJ ]
10 | Storage conditions / At temperature below 25 °C. Do not freeze. / [Ipu Temnepatype He Bbiiue 25 °C.
Xpatenie He 3amopaxuBars.
(11 | Shelflife / Cpok ronHoctnn 2 years / 2 roga —[

Remarks : The Product conforms to ND/
Ipumeuanne: [poaykr cootBeTcTBYET TpeGoBanusam HJT

Conclusion : APPROVED /
3akawuenune: OJJIOBPEHO

Prepared by /
Ilogrorosneno: AnkaiVerma

Checked by /
IlpoBepeno: Nﬁsh Kumar

Approved by: Manager/Executive / /
Onobpeno: Menemxep / Pykosoautens @(

Manoj Kumar

Reprint Date /24.11.2022
Jara:

Reprint Date /24.11.2022
Hara:

Reprint Date /24.11.2022
Hara:
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