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Formulation Unit-6

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

CEPTUPUKAT AHAJIU3A
Product : Nise gel
MpoaykT Haiiz®, resp Juis HapyKHOTO npuMenenns 1%
Batch No / : V220064 Batch Quantity / : 22,745 units /
Cepus Ne O0beM napTHH 22,745 eauuny
Analytical Report No / : 890001570890 Date of Analysis / : 02.02.2022
AHaJuTH4ecKHii oTueT Ne JlaTa aHaau3a
Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
|/laTa npon3BoACTB2 T'oaeH o
Analysis performed according ND / Anasu3 nposeaen no HJ[: [1N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

Ne |Test / [Tokazatesnb

Result / PeaynbTaThbl

| Specification / Hopma

1 |Description / Onucanue

Homogenous transparent yellow gel Homogenous light yellow to yellow
free from particulate matter /  transparent gel, free from particulate matter
OnHOpPOAHbIN Npo3pauHslii renb / ORHOPOAHBIA MpPO3pa4HBli  reib OT |
EJTOro 1{BETa, CBOOOMHBIH OT  CBETJO-KENTOro A0  SKENTOro  LBETa, |
MOCTOPOHHHX YaCTHLL.

CcBOGOIHBIN OT MOCTOPOHHUX YACTHLL.

2 | Identification by HPLC/

Complies as prescribed /

The retention time of the major peak in the
chromatogram of the sample preparation
corresponds to that in the standard
preparation under assay / Bpems
YHep)KHBAaHHS  OCHOBHOrO  MHKA  Ha
XpoMaTorpaMMe HCIBITYEMOTO  pacTBOpa
[IOJDKHO COOTBETCTBOBATH BpPEMEHH
yIepKHBaHUS NHMKA HA XpOMarorpamme
CTaHJAPTHOTO  pacTBOpa  HHUMECYJIHAA
(paznmen «KonH4eCTBEHHOE ONpEAETIEHHEN)

In according to Rus. Ph.Not less than
50.0 g / B coOTBETCTBUU C TPeOOBAHHSIMH
['® PO. He menee 50,0

[loATMHHOCTE COOTBETCTBYET
| TpeboBaHUAM
3 | Weight of package content 51g/5lr
Macca cofepKHMOro
[yIaKOBKH
4 |pH 5.5

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

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: ITpoayKT cOOTBETCTBYET TpedoBanusam HJT 3akmaouenne: OJJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBneHo: [IposepeHo: —+-0n06peno: Meremxep / PykoBoantens
Pardeep Kumar Qf_j Himesh K: — . | Manoj Kumar L;Z ’z'tﬂ.

- :;___' *u’
Print Date / Print Date / Print Date /
Jara: 02.02.2022 Hara: 02.02.2022 Hata: 02.02.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L35195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product : Nise gel
Ipoaykr Haiiz®, rens AN Hapy>kHOro ipuMeHeHus 1%
Batch No / : V220064 Batch Quantity / : 22,745 units /
Cepus Ne O6beM mapTHH 22,745 equHUIL
Analytical Report No / : 890001570890 Date of Analysis / : 02.02.2022
AnajgurriecKkuii oTyer No JaTa ananuza
Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JlaTa npon3soacTraa Iopen o

Analysis performed according ND / Anann3 npoexen no HJI: TIN012824/02-100320 (amend Ne 1

from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

5 |Related substances /PoacTBeHHBIE IPUMECH
1) Impurity A / Ilpumecs A Not Detected 1) Not more than 0.2 % / e 6onee 0,2 %
2) Impurity B / Ilpumecs B Less than LOQ (0.04%) 2) Not more than 0.2 % / ne 6onee 0,2 %

3) Impurity C / IIpumecs C Not Detected

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

4) Impurity D / [Ipumecs D Not Detected

5) Impurity E / Ilpumecs E

6) Impurity F / Ilpumecs F 0.09%

7) Highest individual
unknown impurity /
Epunuunas
HenJeHTHGHULIMPOBaHHAS
pUMech

8) Total impurities / 0.1%

CyMMa npuMecei

BDL (Disregard Area 4188)

Less than LOQ (0.1%)

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

5) 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 % / ne 6onee 0,2 %

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

Remarks : The Product conforms to ND/
ITpumeuanne: [IpoyKT cooTBeTCTBYET Tpebosanisam HJT

Conclusion : APPROVED /
Zaxmoyenne: OJJOBPEHO

Pardeep Kumar

IIposepeno:
Himesh W e

Approved by: Manager/Executive /

Onobpeno: Menemxep / Pykoponutens
Manoj Kumar (I’_"Zﬁ}_‘i

A Y

Prepared by / Checked by /
Iloarorosnexo: 6

Print Date / Print Date /
Hara: 02.02.2022 Jata: 02.02.2022

Print Date /
Jara: 02.02.2022
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Product : Nise gel
Hpoayxr : Haiiz®, renb Mg HapyKHOro pUMeEHEHHS 1%
Batch No / : V220064 Batch Quantity / : 22,745 units /
Cepus Ne O0BbeM MapTHH 22,745 eguHHLY
Analytical Report No / : 890001570890 Date of Analysis / : 02.02.2022
AHaguTHYecKHii oTueT No JlaTa aHasu3a
Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JlaTa npou3BoACTBa T'open no

from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

Analysis performed according ND / Anayu3 nposenen no HJI: [1N012824/02-100320 (amend Ne 1

6 ‘ Microbial limits /

[Mukpobuonoruueckas

| |umcToTa

[Total aerobic microbial count
/ OO11ee unucyo a’3podHBIX
MHKPOOPraHU3MOB

Total combined yeast and
molds count / Obiuee uucno
IPOMOKEBBIX M TJIECHEBBIX

' rpuboB

S.aureus

P.aeruginosa

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

Less than 10 CFU/g/
Mewnee 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/ OrcyTcTBHE B 1T

Should absent in 1 g/ OtcyTcTBHE B 1T

[7 | Assay / Konn4ecTBeHHOE
onpeeIeHue

10.24mg/ 10.24 mr

Not less than 9.0 mg and not more than
11.0 mg of Ci3H12N205S Nimesulide in
one gram of gel. /

OoT 9,0 a0 11,0 Mr C13H12N20sS
(aumecynuaa) B 1 r npenapara

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeyanue: [TpoaykT cooTBeTcTBYET TpeboBanusmM HJI 3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oarorosneHo: ) IpoBepeno: — Omobpeno: Menemkep / Pykogoanresns
Pardeep Kumar x—_‘-::.\ = | Himesh I&%S//’{ Manoj Kumar (e f?

Print Date / Print Date / Print Date /

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
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www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A
Product : Nise gel
Mpoayxr : Haii3®, resb 11s Hapy)KHOrO NpUMEHEHUS 1%
Batch No / : V220064 Batch Quantity / : 22,745 units /
Cepus Ne O0beM NapTHH 22,745 enuHnLL
Analytical Report No / : 890001570890 Date of Analysis / : 02.02.2022
AHaJIMTHYECKHIT oTyeT Ne JlaTa aHanmM3a
Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JaTta npou3BOACTBA I'onen no

Analysis performed according ND / Anaiu3s nposeen mo HJI: T1 N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3mM. Ne 1 ot 16.09.2020)

8 |Package / YmakoBka

50 g in a lam inated aluminum tube‘ 20 g, 50 gor 100 g in a laminated
equipped  with  tamper-evident aluminum tube equipped with
membrane. 1 tube and patienttamper-evident membrane. 1 tube and
information leaflet in a carton. / patient information leaflet in a carton. /
[lo 50 r B 1y6y u3llo20r,50rwm 100 B TYOY U3
[IAMHUHUPOBAHHOTO ANMOMHHYS, TAMHHAPOBAHHOIO ATIOMUHHUS,
cHabXeHHYIO ~ MeMOpaHoit sl CHabXeHHYIO MeMOpaHO [J1s KOHTPOJIS
KOHTpOs nepBoro Bekpbitis. ITo 1 mepsoro Bekpeitus. ITo 1 TyOe B mavuky
Ty6e B Mayky KapTOHHYIO C KapTOHHYIO C HHCTPYKLHEH 1o
MHCTpPYKIHe 10 MPUMEHEHHUIO NpHMEHEHHIO

9 |Labeling / MapkupoBka

According to ND / B cootsetctuu ¢ HJ|

10 |Storage conditions /
| {(XpaHnenue

At temperature below 25 °C. Do not freeze. / IIpu Temnepatype He Bble 25 °C.
He 3aMOpaxuBaTh.

11 [Shelf life / Cpok roguocTH

2 years / 2 rona

Remarks : The Product conforms to ND/
IIpumeuanne: [Tponykt coorBeTcTBYeT Tpedopanuam HJT

Conclusion : APPROVED /
Zakmouenue: OJOBPEHO

Hara: 02.02.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneHo: IIposepeno: Onobperno: Menemkep / PykoBoauTellb
Pardeep Kumar (_ll_______ Himesh KU%L/—’: —Manoj Kumar @_ﬂ.’&,@,
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