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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHATIU3A
Product : Nise gel
IIpoaykr Haiiz®, renp A5 Hapy»KHOro npuMeHeHus 1%
Batch No / : V220061 Batch Quantity / : 22,718 units /
Cepust No O6beM mapTun 22,718 enunHuiy
Analytical Report No / : 890001570627 Date of Analysis / : 31.01.2022
AHasuTH4YecKHit oTyeT No JlaTa aHanu3a
Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JaTa npousBojcTBa TopeH o

Analysis performed according ND / Anaan3 npoeaen mo HJ{: [1N012824/02-100320 (amend Ne 1
from 16.09.2020 / nam. Ne 1 ot 16.09.2020)

Ne |Test / Ilokasarens

Result / Pesynbratsl

 Specification / Hopma

1 'Description / Onucanue

Homogenous transparent yellow gel Homogenous light yellow to yellow

free from particulate matter /
OnHOpOAHBIH MpOo3payuHblil reNb
JKEJITOro [BeTa, CBOOOAHBIH OT
HOCTOPOHHHUX YacTHLL.

transparent gel, free from particulate matter
/  OOHOpPOAHBIA MpO3pauyHbIA rems OT
CBETJIO-KENTOr0 JO KEJNTOrO  LIBETA,
cBOOOIHBIH OT MOCTOPOHHHUX YACTHULI

2 |Identification by HPLC/
[TopnuHHOCTD

Macca copep>xumoro
YHAKOBKH

Complies as prescribed /

CoOoTBETCTBYET
TpebOBaHUIM

The retention time of the major peak in the|
chromatogram of the sample preparation|
corresponds to that in the standard
preparation under assay / Bpems
YAEpPXKHBAaHUS  OCHOBHOIO  IMKA  Ha
XpoMarorpamMMe HCHBITYeMOrO pacTBOpa
TOJKHO COOTBETCTBOBATH BpEMEHH
yIoepXHBaHHs TIMKa Ha XpoMarorpamme
CTAHJApPTHOIO  pacTBOpa  HUMECYJIHAA
(paznen «KonuyecTBEHHOE ONPENEIEHHEN)

3 | Weight of packgge_coﬁte;lt

51g/Sir

4 pH

5.4

" Between 4.6 and 6.0/ oT 4,6 10 6,0

In according to Rus. Ph..Not less than
50.0 g / B cootBeTcTBHU ¢ TpeOOBaHUIMH
[® P®. He menee 50,0 r

Remarks : The Product conforms to ND/

IIpumeuanne: [Iponykr coorsercTByeT TpeboBanusM H]I

Conclusion : APPROVED /
3akaouenue: OJJOBPEHO

Prepared by / | Checked by / Approved by: Manager/Executive /
[ToaroroeneHo: }J&L \Ll-r IIpoBepeHo: — Onobpeno: Menemxep / PykoBoantens
Ramakant A / Himesh Kumar . Manoj Kumar @%&/
Print Date / Print Date / Print Date /

Hara: 31.01.2022 Hara: 31.01.2022 Hara: 31.01.2022
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Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAITU3A
Product : Nise gel
Ipoaykr : Haii3®, resb 111 HAapYKHOTO MpUMeHeHNs 1%
Batch No / : V220061 Batch Quantity / : 22,718 units /
Cepust Ne O6bem mapTHH 22,718 enuuuiy
Analytical Report No / : 890001570627 Date of Analysis / : 31.01.2022
AnHajguTyeckmii oryeT Ne JlaTa ananuza
Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JlaTa mpon3BOJACTBA Toaen g0
Analysis performed according ND / Ananu3s nposenen mo HJI: TIN012824/02-100320 (amend Ne 1
from 16.09.2020 / u3am. Ne 1 ot 16.09.2020)

5 | Related substances /PoncTBeHHEIE IPUMECH

1) Impurity A / IIpumecs A

Not Detected

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

2) Impurity B / Ilpumecs B

Less than LOQ (0.04%)

2) Not more than 0.2 % / He bonee 0,2 %

3) Impurity C / Ilpumecs C

Not Detected

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

4) Impurity D / ITpumece D

5) Impurity E / Ilpumecs E

6) Impurity F / Ilpumecs F

7) Highest individual
unknown impurity /
Enunnynas
HeHuAeHTUQULIMPOBAHHAS
pHAMEChH

8) Total impurities /
Cymma npumecei

Not Detected

Less than LOQ (0.07%)

0.06%

Less than LOQ (0.1%)

0.1%

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

5) Not more than 0.2 % / He 6on1ee 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 % / ne 6onee 1,5 %

Remarks : The Product conforms to ND/
Ilpumeuanue: [IpoxykT cootBeTcTBYET Tpebopanusam HJL

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Jara: 31.01.2022

Hara: 31.01.2022

Prepared by / ) Checked by / Approved by: Manager/Executive /
Moxrorosneno: § \ \ﬂ’ [IpoeepeHo: Onob6peno: Menemxkep / Pykosoziurelib
Ramakant :\/ Himesh W Manoj Kumar @i
Print Date / Print Date / Print Date /

Hata: 31.01.2022
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Vill. Khol, Naiagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product : Nise gel
Ipoxykr : Haii3®, rens Ans HapyKHOro npumeHenus 1%
Batch No / : V220061 Batch Quantity / : 22,718 units /
Cepnst Ne O6bem napTu 22,718 emnHily
Analytical Report No / : 890001570627 Date of Analysis / : 31.01.2022
AnannTHYecknii oTueT Ne JaTa ananusa
Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JlaTa mpou3BOACTBA T'open po
Analysis performed according ND / Ananu3s nposeaen no HJI: ITTN012824/02-100320 (amend Nel
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

6 Microbial limits /

Mukpobuosorudeckas
4HCTOTA

Ob611ee yKCNo a3poOHBIX
MUKPOOPTraHW3MOB
Total combined yeast and

ITPOMCOKEBBIX M IJIECHEBBIX
rpubos
S.aureus

P.aeruginosa

Total aerobic microbial count

molds count / O611iee 4ncnIo

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

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

Should absent in 1 g/ OtcyTcTBHE B 1T

Should absent in 1 g/ OTcyTcTBue B Ir

[7 | Assay / KonnuecTBeHHOE
onpeeicHue

10.23mg/ 10.23 Mr

Not less than 9.0 mg and not more than
11.0 mg of C13H12N205S Nimesulide in
one gram of gel. /

oT 9,0 a0 11,0 MTI C13H12N2058
(uumecynupa) B 1 r mpenapara

Remarks : The Product conforms to ND/
Ilpumeuanue: [IponykT cooTseTCTBYET TpeGoBanusam HJ

Conclusion : APPROVED /
3axkmouenue: OJOBPEHO

Hara: 31.01.2022

Jara: 31.01.2022

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

Iloarorosiexo: { G}\ [IposepeHo: Onobpeno: Meremxep / Pykosqantesb

Ramakant LLL' - Himesh KUM Manoj Kumar @ /2/
= . ( 3o

Print Date / Print Date / Print Date /

Jara: 31.01.2022
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Vill. Khol, Naiagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Product : Nise gel
Hpoaykt : Haiis®, renb 1 HapyXKHOro NpuMeHeHus 1%
Batch No / 1 V220061 Batch Quantity / : 22,718 units /
Cepna No O0Bem napTun 22,718 eauHuL
Analytical Report No / : 890001570627 Date of Analysis / : 31.01.2022
AHanuTHYecKHH oTyeT No JaTa aHannsa
Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JaTa npon3BoJcTBA T'onen no

Analysis performed according ND / Anasm3s npoenen no HJI: TTN012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

8 |Package / YnakoBka

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
imembrane. 1 tube and patient tamper-evident membrane. 1 tube and
linformation leaflet in a carton. / patient information leaflet in a carton. /
iHo 50 r B T1yoy 13llo20r, 50rumm 100 r B TyOYy M3
{TaMUHIPOBAHHOIO AIIOMHHHS, TAMHHIPOBAHHOTO ATIOMHHHS,
[cHaGxkeHnylo  MemOpaHOW 1St CHaOMKEHHYH MEMOpPaHOM [UIsl KOHTPOJIS
KOHTPOJIs NIEpBOro BekpbiThs. [1o 1 mepsoro BekphiTus. Ilo 1 Ty6e B nmauky
I“ryGe B IauyKy KapTOHHYIO C KapTOHHYHO C HHCTPYKLMEH 10
HHCTPYKLUHEH 110 IPUMEHEHHIO NPHMEHEHIIO

9 |Labeling / MapxupoBska

According to ND / B coorsercteun ¢ HJI

10 |Storage conditions /
X paHeHue

At temperature below 25 °C. Do not freeze. / Ilpu Temneparype He Bbite 25 °C.
He 3aMopaxuBars.

11 | Shelf life / Cpok rogsoctn 2 years / 2 rona

Remarks : The Product conforms to ND/
Ilpumeuanne: ITpoayKT cooTBeTCTBYET TpeboBanusam HJI

Conclusion : APPROVED /
Zaxmwouenune: OJJOBPEHO

Prepared by / 7!

A
IToaroToBieHo:| B\\ﬁ'
Ramakant \'h

Checked by /
IIposepeHo:
Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pyrosoaurels
Manoj Kumar 7 i

Print Date /
Jara: 31.01.2022

Print Date /
Hara: 31.01.2022

Print Date /
Jata: 31.01.2022
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