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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Naiagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANTUSA
Product : Nise gel
Ilpoaykr : Haii3s®, renp s HapyHOTO NpUMeEHEHUst 1%
Batch No / : V220063 Batch Quantity / : 22,667 units /
Cepua Ne O6beM mapTHH 22,667 enuHUL]
Analytical Report No / : 890001570629 Date of Analysis / : 02.02.2022
AHajqurH4yecKkuii oTueT Ne Jata aHann3a
Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JlaTa npoH3BOACTBA I'ogen g0
Analysis performed according ND / Anaau3 nposenex no HJI: TIN012824/02-100320 (amend Ne 1
from 16.09.2020 / mam. Ne 1 ot 16.09.2020)

‘Ne |Test / Tlokasarens

' Result / Pe3ynbTathl

| Specification / Hopma

1 | Description/ Onucanue

|Homogenous transparent yellow gel Homogenous light yellow to yellow

free from particulate matter /  transparent gel, free from particulate matter
| OnHoponHbli npo3paunkli renb  /  ORHOPOAHBIH npo3pavHblii renp or
| KenToro UBeTa, CBOOOLHBIA OT ~ CBETJO-KENTOTO [0  JKENTOro  ILBETa,

cBOOOHBIIT OT TOCTOPOHHMX YACTHILI,

The retention time of the major peak in the
chromatogram of the sample preparation
corresponds to that in the standard
preparation under assay / Bpems
VAEp/KHBAHMA  OCHOBHOIO  MNHKAa  Ha
XpoMaTorpaMMeé HCIBITYEMOTO  pacTBOpa
MONKHO COOTBETCTBOBATH BpeMeHH
YyAEpKHUBAaHHA MHMKA HA XpOMarorpamme
CTaHAapTHOrO  pacTsopa  HHMECYIHIA
(pazmen «Konn4ecTBEHHOE OIPEACIICHUE)

MOCTOPOHHHUX YaCTHLL.
2 | Identification by HPLC/ Complies a;prescribed i
[TopnuHaHOCTE COOTBETCTBYET
TpeboRaHUAM
3 | Weight of package content 51g/S5ir
Macca coaepx uMoro
yIaKOBKU
4 |pH N 5.5

|In according to Rus. Ph..Not less than |
50.0 g / B coOTBETCTBHH ¢ TPEOOBAHHSIMH |

I'® P®. He menee 50,0 T

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

Remarks : The Product conforms to ND/
IIpumeuanue: IIponykT cooTBeTcTBYeT Tpebopanusam HJI

Conclusion : APPROVED /
3axiaouenne: OJOBPEHO

Prepared by /
[ToarotoBneHo: P

Pardeep Kumar \‘—-\-' =

Checked by /

[TpoBepeHo: —
Himesh KuM

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

Manoj Kumar M

Print Date /
JHata: 02.02.2022

Print Date /
Jara: 02.02.2022

Print Date /

JHara: 02.02.2022
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Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAITUSA
Product : Nise gel
Hpoaykr : Haii3®, renb 1i1s HapyKHOr0 NPUMEHEHHS 1%
Batch No / 1 V220063 Batch Quantity / : 22,667 units /
Cepust Ne O6beM MapTHA 22,667 eqtHuL
Analytical Report No / : 890001570629 Date of Analysis / : 02.02.2022
AHajguTHyecKknii oTuer Ne JlaTa aHaju3a
Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023

JlaTa npoH3BOCTBA

T"ogen mo

Analysis performed according ND / Anaan3 mposenen no HJ: [T N012824/02-100320 (amend Ne 1

from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

5 | Related substances /PoncTBeHHBIE NpUMECH

1) Impurity A / TIpumecs A Not Detected 1) Not more than 0.2 % / ve Gofee 0,2 %
D) Impurity B / Ipumecs B Less than LOQ (0.04%) 2) Not more than 0.2 % / ne 6onee 0,2 %
3) Impurity C / Ilpumecs C Not Detected 3) Not more than 0.2 % / ue Gonee 0,2 %

4) Impurity D / ITpumecs D

5) Impurity E / Ilpumecs E

6) Impurity F / IIpumecs F

7) Highest individual
unknown impurity /
Enunuynas
HeHIZeHTUPUIIMPORAHHAS
MPUMECD

8) Total impurities /
Cymma npuMecei

BDL (Disregard Area 4188)

BDL (Disregard Area 4188)

0.09%

BDL (Disregard Area 4188)

0.1%

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

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

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

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

8) Not more than 1.5 % / He 6onee 1,5 %

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

IIpumeuanne: [Iponykt coorBeTcTBYeT Tpebopanusm HJT

Zakmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oarorosneHo: [Iposepeno: Onobpeno: Menemxkep / Pykospantens
Pardeep Kumar Ci/ Himesh KmW Manoj Kumar - j

Print Date / Print Date / Print Date /

Jara: 02.02.2022 Hata: 02.02.2022 Jara: 02.02.2022
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHATTUSA
Product : Nise gel
Ipoaykr Haits®, renp ni1s Hapy»xHOro npuMeHenns 1%
Batch No / : V220063 Batch Quantity / : 22,667 units /
Cepus Ne Ob6bem mapTun 22,667 enuHuLL
Analytical Report No / : 890001570629 Date of Analysis / : 02.02.2022
Anajgurudecknii oTyet Ne HaTa anaansa
Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JlaTa npou3BoOACTBa I'onen no
Analysis performed according ND / Anaau3 nposegen mo HJI: [1N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

z

Microbial limits /

Mukpobuonoruueckas
4HCTOTa

/ Ob1Liee uciIo a3pobHBIX
MHKpPOOPTaHHU3MOB
Total combined yeast and

IIPOJOKEBBIX H TIECHEBBIX
rpu6oB
|S.aureus

| :
{P.aeruginosa

Total aerobic microbial count Less than 10 CFU/g/

Menee 10 KOE/r

Less than 10 CFU/g/

molds count / Ob1iee yucIo Memnee 10 KOE/r

Absent / OTcyTCTBYET

Absent / OTcyTCTBYET

Not more than 100 CFU/g /

iHe 6onee 100 KOE/r

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

Should absent in 1 g/ OtcyTcTBHE B IT

Should absent in 1 g/ OtcyTcTBre B 1T

Assay / KonuuecTeHHOE

forpenencHue
|

10.22mg/ 10.22 mr

Not less than 9.0 mg and not more than
11.0 mg of C13H2N»0sS Nimesulide in
one gram of gel. /

oT 9,0 1o 11,0 mr C;3H12N20sS
(Humecynuza) B 1 r mpenapara

Remarks : The Product conforms to ND/
ITpumeuanue: IIpoaykT cooTBeTCTBYET Tpebosanuam HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

JHata: 02.02.2022

Jara: 02.02.2022

Prepared by / Checked by / Approved by: Manager/Executive /
ITonroroBneHo: - IIpoBepeno: Onobpeno: Menemxkep / Pykosoirens
Pardeep Kumar rxl— ,—— | Himesh KuW) Manoj Kumar Q)_»Za ’{L’Lﬂ

Print Date / Print Date / Print Date /

Jara: 02.02.2022
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTTU3A
Product : Nise gel
IIpooykT Haii3®, renp Ui HapyKHOro npuMeHeHus 1%
Batch No / 1 V220063 Batch Quantity / : 22,667 units /
Cepus Ne O0BbeM mapTHu 22,667 equHUIL]
Analytical Report No / : 890001570629 Date of Analysis / : 02.02.2022
AHaJMTHYeCKHi oT4eT Ne Jara anajusza
Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JaTa npou3BoacTBA T"onen 1o

Analysis performed according ND / Ananu3 nposenen no HJI: IT1N012824/02-100320 (amend Ne 1
from 16.09.2020 / uzm. Ne 1 ot 16.09.2020)

8 |Package / YnakoBka

equipped  with

membrane.

[lo 50 r B
NTaMUHIPOBAHHOIO
cHaOKEeHHY1O

Ty0e B Mauky

information leaflet in a carton. /
Ty6y

ANFOMHUHUS, TAMHHHPOBAHHOIO ANFOMUHH,
MemOpaHoH
KOHTpoJisi IepBoro Bekpoitust. 110 1 nepeoro Bekphitust. Io 1 ty6e B mauky
KapTOHHYIO
MHCTPYKIUIeii 10 IPUMEHEHUIO

50 g in a lam inated aluminum tube 20 g, 50 gor 100 gin a laminated
tamper-evident aluminum tube equipped with
1 tube and patient tamper-evident membrane. 1 tube and

patient information leaflet in a carton. /
u3 [To 20 1, 50 r wu 100 r B TYOY U3

Iuts cHabakeHHY10 MeMOpaHOH U1 KOHTPOJIA

C KapTOHHYIO C HHCTPYKLHEH 1o
TIPHMEHEHII0

9 |Labeling / Mapkuposka

According to ND / B cootsercTBuu ¢ H/J

10 |Storage conditions / At temperature below 25 °C. Do not freeze. / ITpu Temneparype He Bbime 25 °C. |
XpaHeHue He 3amopa>xuBath.
11 |Shelflife / Cpok ronHocTtd |2 years / 2 roga

Remarks : The Product conforms to ND/
IIpumeuanne: I1poxykT coorBeTcTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by /
IToarorosneHo:
Pardeep Kumar

Checked by /
IlpoBepeHo

Himesh I\’.m&arl_’_, e

Approved by: Manager/Executive /
Onobpeno: Mernemxep / PykoBoauTeb

Manoj Kumar y
(hmgllet=

Print Date /
Jara: 02.02.2022

Print Date /
Jarta: 02.02.2022

Print Date /
Jara: 02.02.2022
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