Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A
Product : Nise gel
IIpoaykr Haii3®, rens aAns Hapy:xHOro npuMeneHus 1%
Batch No / : V210660 Batch Quantity / : 56,420.000 units /
Cepus No Ob6bemM napTuun 56,420.000 eanBuL
Analytical Report No / : 890001530355 Date of Analysis / : 24.06.2021
AHaauTHYecKHH oTueT Ne JlaTa ananmusa
Date of Manufacture / : Jun.2021 Date of Expiry / : May.2023
JlaTa mpou3BoacTea Iogen no

Analysis performed according ND / Anann3 nposenen mo HJI: TIN012824/02-100320 (amend Ne 1

from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

Ne | Test / [Tokazatens Result / Pesynbrars! Specification / Hopma
1 DNescription / Onucanne Hamogennus yellow transparent gel | Homogenous  light  yellow  to  yellow
free from particulate matter / transparent gel, free from particulate matter
Ounopoymait npoapauiaii renn Omiopoanaii  npoapaunnif  renk ot
AEITOI0 LBey, cuobuanLIE U CBUTILO-KCIITOIO 10 KCITOIO  UBCTY,
OCTOPOHHMX YaCTHII. cBOOO/IHBIT OT MOCTOPOHHHX YACTHII,
2 | Identification by HPLC / Complies as prescribed / ‘The retention time ot the major peak in the
MonmuaAOCTR CONTRATCTRYET chromatogram of the sample preparation
TpeboBaHNsIM corresponds to that in the standard
preparation  under assay [/ Bpewms
VACPAUBAHNN  OCHUBHUIO LMK Hd
[xpomarorpamMme MCIBITYEMOrO pPacTBoOpa
MTATTWHN CONTRATCTRARATH RI’\PDJPHM
VACPKUBAHMS  LIMKA HA XPOMATOIpAMMe
CTAHIAPTHOrO  pacTBopa  HHMeECyInpa
(pasnen «KonnyecTBEHHOE OlIpeieNieHie»)
3 | Weight of package content |21 g/21r In according to Rus. Ph..Not less than
Macca conepxumoro 20.0 g / B cooTBeTcTBUM ¢ TpeGOBaHUSMH
[YIIAKOBKH ['® PO. He menee 20,01
4 pH 5.5 Between 4.6 and 6.0/ ot 4,6 10 6,0

Remarks : The Product conforms to ND/

IIpumeuanne: [IpoaykT cooTBeTCTBYET TpeGoBanusam HJT

Conclusion : APPROVED /
3akmwoyenune: OJOBPEHO

Checked by /
IlpoBepeno:
Himesh

Prepared by /
Iloarotoeneno:

Pardeep Kumar ‘

Kumae ) ————

Appr

OnobpeHo: Menemxep / PykoBonurens
® Manoj Kumar

oved by: Manager/Executive /

118 s

Print Dale / Print Date /

Hara: 24.06.2021

JMara: 24.06.2021

Print

JlaTa

Date /
1 24.06.2021
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJTTU3A
Product : Nise gel
Hpoaykr Haii3®, resib 1)1 Hapy»)Horo npuMeneHus 1%
Batch No / : V210660 Batch Quantity / : 56,420.000 units /
Cepust Ne Ob6bem napTun 56,420.000 enuHuUL
Analytical Report No / : 890001530355 Date of Analysis / 1 24.06.2021
AnajgutHuecknii oryer No JlaTa ananu3a
Date of Manufacture / : Jun.2021 Date of Expiry / : May.2023
Jlara npousBoacTBa TI'ogen o
Analysis performed according ND / Anamu3s nposenen mo H: TIN012824/02-100320 (amend Ne 1
from 16.09.2020 / uam. Ne 1 ot 16.09.2020)

5 | Related substances /PoncTBeHHble pUMecH

1) Impurity A / [lpumecs A

2) Impurity B / Ilpumecs B

3) Impurity C/ [Ipumecs C

8) Highest individual
unknown impurity /
Eanaunynas
HeUJeHTHQUIPOBAHHAS
MpUMeECh

9) Total impurities /
CymMa mpumeceii

Less than LOQ (0.1%)

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

Less than LOQ (0.04%) 2) Not more than 0.2 % / ue 6onee 0,2 %

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

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

Not Detected

4) Impurity D / ITpumecs D 5) Not more than 0.2 % / e 6onee 0,2 %
Not Detected

6) Impurity E / Ilpumecs E 5) Not more than 0.2 % / He Gonee 0,2 %
Not Detected

7) Impurity F / ITpumecs F or etecte 6) Not more than 0.2 % / ne 6onee 0,2 %
) Not Detected

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

Remarks : The Product conforms to ND/
Ilpumeuanne: [1poaykt cooTBeTcTBYeT TpeboBanusM HJ 3akmoyenue: OJJOBPEHO

Conclusion : APPROVED /

Prepared by / Checked by /
IToxroroeneno:
Pardeep Kumar

Approved by: Manager/Executive /
Opnobpeno: Menemxkep / Pykosoautenb

, IIpoeepeHo:
af_/ Himesh KM Manoj Kumar

Print Date /
Hara: 24.06.2021

Print Date /

Print Date /

Hara: 24.06.2021 Hara: 24.06.2021
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHATTU3A
Product : Nise gel
Ipoaykr Haii3®, rens 111 HApy>XHOTO NpuMeHeHus 1%
Batch No / 1 V210660 Batch Quantity / : 56,420.000 units /
Cepus Ne O6bem napTuu 56,420.000 equuuL
Analytical Report No / : 890001530355 Date of Analysis / : 24.06.2021
Anaautuyeckuii oryer Ne Jarta ananusa
Date of Manufacture / : Jun.2021 Date of Expiry / : May.2023
JaTta npou3BojacTBa I'ogen no
Analysis performed according ND / Ananu3 npoBeaen no HJI: [IN012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

6 Microbial limits /

Mukpobuonoru4eckas

YHCTOTA

'otal aerobic microbial count
O06wee YUeno aspolnbLx

MUENMIDLUAHTMOE

Total combined ycast and

molds count / O6uiee uncio

IPOOKEBBIX U MIECHEBBIX

rpuboOB

S.aureus

P.aeruginosa

Less than 10 Cl'U/g/
Menes 10 KOI/r

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

Absent in 1 g/ OrcyTcTByer B It
|Absent in 1 g/ OtcytcTByer B 1T

Not more than 100 CFU/g /
e Aomes 100 KOF/)

Not more than 10 CFU/g/
Hc 6oncc 10 KOE/r

Should absent in 1 g/ OtcyTcTBUE B 1T

Should absent in 1 g/ OtcyrctBue B Ir

7 | Assay / KonudecTBeHHOE
ompeieneHne

10.11 mg/10.11 mr

Not less than 9.0 mg and not more than
11.0 mg of C13H2N20sS Nimesulide in
one gram of gel. /

ot 9,0 10 11,0 Mr Ci3H12N20sS
(Humecynuga) B 1 r npenapara

Remarks : The Product conforms to ND/
IIpumedanne: IIpoaykt cooTBeTCTBYET TpeboBanusam HJT

Conclusion : APPROVED /
3akmoyenne: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[TogroroeneHo: IIpoBepeHo: Onobpeno: Menemkep / PykoBoaurens
Pardeep Kumar __, ! Himesh KuLmag_}f | Manoj Kumar j" )‘,5” f? '

Print Date / Print Date / Print Date /

Jara: 24.06.2021 Hara: 24.06.2021 Hata: 24.06.2021
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAITU3A
Product : Nise gel
Mpoayxkr : Haiiz®, rens ans HapyxHOTrO NprMeneHHUs 1%
Batch No / : V210660 Batch Quantity / : 56,420.000 units /
Cepus Ne O0bem napTuu 56,420.000 exnHuL
Analytical Report No / : 890001530355 Date of Analysis / : 24.06.2021
AnajguTnyeckuii oryer Ne Jara apanuza
Date of Manufacture / : Jun.2021 Date of Expiry / : May.2023
Jata npousBojcTBa T'open no
Analysis performed according ND / Ananu3 nposeaen nmo HJI: [T N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

8  |Package/ YnakoBka 20 g in a laminated aluminum tube |20 g, 50 g or 100 g in a 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. /
[To 20 r B TYOyY M3 fTo 20 1, 50 rumm 100 r B TYOY U3
TTaMMHHUPOBAHHOTO AJTFOMUHUS, MaMHHUPOBAHHOTO AJIFOMUHHS,
cHaO>xeHHYI0 MeMOpaHo#t s cHaOxxeHHYI0 MeMOpaHOH /17151 KOHTPOS
KOHTpoJA nepsoro Bekpritug. [1o 1 [mepeoro Bekpertus. [1o 1 Ty6c B mauky
Ty0e B MANKY KapTOIIIYIO C KAPTOIIIYIO ¢ UIICTPYKLHGH Mo
UHCTPYKLHEH 110 MPUMEHEHUIO [pPUMEHEHHIO

9 |Labeling / Mapxupoeka According to ND / B coorserctuu ¢ HJT

10 | Storage conditions / At temperature below 25 °C, Do not freeze, / Tlpu Temneparype He Boime 25 °C,

XpaneHue He 3amMopaxuBats.

11 | Shelf life / Cpok roqoctn 2 years / 2 roga

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: Ilponykt cooTBeTcTByeT TpeboBanusm HIT 3akawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToxrorosneHo: ITposepeno: Onobpeno: Menenxep / PykoBoaurens
Pardeep Kumar 4 . [-Iimesh&?ﬂ:gr_éf_”‘s Manoj Kumar ’\@ ’{L

Print Date / Print Date / Print Date /

Hata: 24.06.2021 Hara: 24.06.2021 Hata: 24.06.2021
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