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CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUPUKAT AHATTU3A
Product : Nise gel
Ipoaykr : Haii3®, renps Ans HapyKHOro NpUMeHeHus 1%
Batch No / : V211376 Batch Quantity / : 56,605.000 units /
Cepusi Ne O0BeM mapTHH 56,605.000 equnmiy
Analytical Report No / : 890001563415 Date of Analysis / : 23.12.2021
AHanuaTHYecKH#i oTueT Ne JlaTa aHanu3a
Date of Manufacture / : Dec.2021 Date of Expiry / : Nov.2023
JlaTa NIpoH3BOACTBA T'onen no

Analysis performed according ND / Ananu3 nposenen no HJI: [T N012824/02-100320 (amend Ne 1

from 16.09.2020 / uam. Ne 1 ot 16.09.2020)

| Ne | Test / Tlokasatens | Re_sult / Pe3ynbTathl

' Specification / Hopma

1 Description / Onucanue Homogenous yellow transparent gel Homogenous light yellow to yellow
free from particulate matter /
ORHOPOAHBIN TPO3pAYHBIii rejib /  OnHOpOIHBI TpO3pauHblii renp oOT
HKEJITOrO 1[BeTa, CBODOJHBIH OT
MOCTOPOHHHX YaCTHLI.

transparent gel, free from particulate matter

CBETJIO-KEITOTO IO OKEJTOrO0  IBETa,
cBOOOIHBIN OT MOCTOPOHHUX YACTHLL.

2 |Identification by HPLC / Complies as prescribed /
[ToaIMHHOCTE CoOTBETCTBYET
TpeGoBaHUAM

| The retention time of the major peak in the
chromatogram of the sample preparation
icorresponds to that in the standard
preparation under assay / Bpewms
!y,uepx(HBaHm{ OCHOBHOTO  NHMKa  Ha
XPOMATOIpaMMe  MCTIBITYEMOrO  PacTBopa
IOIKHO COOTBETCTBOBATh BpEMEHH
yAep)XUBaHUs INHKa HA XpOMaTorpamMe
CTaHmapTHOro  pacTBopa  HHMECYJIHIA

(pazmen «Konu4ecTBEHHOE OIpeNENESHUEN)

[Macca conepxKumMoro
[YTIaKOBKH

3 | Weight of package content |21 g/21r

In according to Rus. Ph.Not less than
20.0 g / B cooTBeTcTBHU C TpeOOBaHUSAMHU
['® PO. He menee 20,0 T

4 |pH 54

Between 4.6 and 6.0/ ot 4,6 1o 6,0

Remarks : The Product conforms to ND/

Ilpumeuanue: [Iponykt cooTeTcTBYeT TpeboBanmam HJI

Conclusion : APPROVED /
3axmoyenue: OJIOBPEHO

Prepared by / Checked by /

Ioarorosnexo: [Iposepeno:
Pardeep Kumar oﬂ, Himesh Ku&u

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurtens

Amit Kumar e
[Xf/f

Print Date / Print Date /

Hata: 23.12.2021 Hara: 23.12.2021

Print Date /
Jata: 23.12.2021
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CEPTUD®UKAT AHAJTU3A
Product : Nise gel
Ipoaykr : Haii3®, renp s HapyxHOTO NpuMeHenus 1%
Batch No / : V211376 Batch Quantity / : 56,605.000 units /
Cepus Ne O6bem napTuu 56,605.000 enuuuL
Analytical Report No / : 890001563415 Date of Analysis / 1 23.12.2021
AHanuTH4YecKHi oTueT No JlaTa anaausa
Date of Manufacture / : Dec.2021 Date of Expiry / : Nov.2023
JlaTa npon3BoaCTBA I'onen o
Analysis performed according ND / Ananu3 nposegen no HJI: ITN012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

5

Related substances /PocTBeHHbIE TIPHMECH

1) Impurity A / Ilpumecs A

2) Impurity B / Tlpumecs B

3) Impurity C/ [Ipumecs C

4) Impurity D / ITpumecs D

6) Impurity E / [lpumecs E

7) Impurity F / IIpumecs F

8) Highest individual
unknown impurity /
Enunnunas
HeuJIeHTAhULIHPOBaHHAS
pUMECh

9) Total impurities /

CyMmMa npuMeceit

Not Detected
Less than LOQ (0.04%)

Not Detected

Not Detected

Not Detected

Not Detected

Less than LOQ (0.1%)

Less than LOQ

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

2) Not more than 0.2 % / e 6oinee 0,2 %

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

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

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

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

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

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

Remarks : The Product conforms to ND/
IIpumeuanne: IIponykt cootBercTBYeT TpeboBanusm HJL

Conclusion : APPROVED /
3akaouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: IIposepeHno: Onobpeno: Menemxkep / PykoBonutens
Pardeep Kumar Q{é—~ Himesh W Amit Kumar /L\, S"/

Print Date / Print Date / Print Date /

Jara: 23.12.2021 Hata: 23.12.2021 Hara: 23.12.2021
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAITN3A
Product : Nise gel
Ipoagykr Hait3®, renp s Hapy»XHOro npuMeHneHuns 1%
Batch No / : V211376 Batch Quantity / : 56,605.000 units /
Cepust Ne O6bem napruu 56,605.000 eaunuL
Analytical Report No / : 890001563415 Date of Analysis / ¢ 23.12.2021
AHanuTHYecKHi oTyeT Ne JlaTa a”gau3a
Date of Manufacture / : Dec.2021 Date of Expiry / : Nov.2023
JaTa npou3BoacTBa I'onen no

Analysis performed according ND / Ananu3 npogeaen mo HJI[: [1N012824/02-100320 (amend Ne 1
from 16.09.2020 / uam. Ne 1 ot 16.09.2020)

6

Microbial limits /

Mukpobuonoruueckas
YACTOTA

|

/ Obluee yUCo a3pOoOHBIX
MHKpPOOPTaHH3MOB

Total combined yeast and

IPOMXOKEBBIX W TJIECHEBBIX
rpuboB
S.aureus -

P.aeruginosa

Total aerobic microbial count

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

molds count / O6uiee yucno |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 6onee 10 KOE/r

Should absent in 1 g/ OtcyTcTBHE B 1T

Should absent in 1 g/ OtcyTcTBHE B 1T

Assay / KonuecTBeHHOE
oIpeniesieHue

10.17 mg/ 10.17 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 1o 11,0 Mr C13H12N>OsS
(Humecynuaa) B 1 r npenapara

Remarks : The Product conforms to ND/
IIpumeyanne: IIponyxT cooTBeTcTBYET TpeboBaHusM HJT

Conclusion : APPROVED /
3axmouenue: OJIOGPEHO

Jara: 23.12.2021

Hara: 23.12.2021

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: IIpoBepeHo: Opobpeno: Meunemxep / PykoBoaurens
Pardeep Kumar Qﬁ/ Himesh I%m/zuk’l/_"‘_» Amit Kumar />(,/>"

Print Date / Print Date / Print Date / )

Jara: 23.12.2021
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CERTIFICATE OF ANALYSIS

AHajmuTH4ecKHii oTaeT Ne

CEPTUDUKAT AHAJIU3A
Product : Nise gel
IMpoaykr Haii3®, renb ans HapyxHOro npumeHeHus 1%
Batch No / : V211376 Batch Quantity / : 56,605.000 units /
Cepusa Ne O6beM napTun 56,605.000 equHuL
Analytical Report No / : 890001563415 Date of Analysis / : 23.12.2021

Jarta anannza

Date of Manufacture /
JaTa npou3BoacTBa

: Dec.2021 Date of Expiry / : Nov.2023

Tonen go

Analysis performed according ND / Anayuz nposesen mo HJI: ITN012824/02-100320 (amend Ne 1
from 16.09.2020 / uzm. Ne 1 or 16.09.2020)

8 |Package / Ynakoska |20 g in a laminated aluminum tube |20 g, 50 gor 100 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. /
Tlo 20 r B TyOy U3 Mo 20 r, 50 r wnu 100 r B TYOY U3
TaMHHHPOBAHHOTO AIOMUHHAS, NTaMHHHPOBAHHOTO aJTIOMHHHA,
|cnabxennyto MmeMbpaHoii 14 cHaleHHyr0 MeMOpaHOW AT KOHTPOIA
{koHTpOJs epBoro Bekphiths. [To 1 mepeoro Bckpeitys. [1o 1 Ty6e B madky
ry0e B Iauky KapTOHHYIO € KapTOHHYIO C HHCTpYKLMEH 1o

- [MHCTPYKLHEH 10 TPUMEHEHUIO IPHMEHEHHIO
9 |Labeling / MapkupoBka According to ND / B cootBercTBuu ¢ HJ|
10 | Storage conditions / At temperature below 25 °C. Do not freeze. / Ilpu Temneparype He Bbiie 25 °C.
Xpanenue He 3amopaxiiBats.
11 | Shelflife / Cpok rogHocT |2 years / 2 roga
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: IIponykt cooteeTcTBYET TpeboBanusam HJI 3akmouenne: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[TogrorosneHo: Iporepeno: Onobpeno: Mernemxkep / PykoBoautens
Pardeep Kumar Clﬁ’_' Hlmeshél:ll_l"lgf%'/_fb' Amit Kumar P(,?
Print Date / Print Date / Print Date / |
Hara: 23.12.2021 Hara: 23.12.2021 Hara: 23.12.2021
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