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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHATIU3A

Product : Nise gel

AHanuTH4eckHi oTyeT Ne

IIpogykT Haii3s®, renp i HapyKHOrO NpHMeHeHUs 1%

Batch No/ : V211198 Batch Quantity / : 56,341.000 units /
Cepusn Ne O0BbeM mapTHi 56,341.000 enuHuIg
Analytical Report No / : 890001552637 Date of Analysis / : 31.10.2021

JaTta anasiusa

Date

of Manufacture / : Oct.2021 Date of Expiry / : Sep.2023

JaTa npoH3BoACTBA

I'ogen mo

Analysis performed according ND / Ananus nposenen no HJL: I1 N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

| Ne | Test / ITokazarenb Result / PesynbraTst | Specification / Hopma |
1 | Description / Onucanue Homogenous light yellow | Homogenous light yellow to yellow
transparent gel free from particulate transparent gel, free from particulate matter
matter / ORHOPOAHBIHA Npo3paddbii / OAHOPOAHBIA MpO3patHblil remk OT
refb JKeJITOro IBeTa, CBOOOHBIH OT CBETIO-KENATOro IO  JKENTOro  1BeTa,
MOCTOPOHHUX YacCTHIL. CcBODOJHBIA OT MOCTOPOHHUX YACTHII.
2 | Identification by HPLC / [Complies as prescribed / | The retention time of the major peak in the
[TomIMHHOCTB COOTBETCTBYET chromatogram of the sample preparation
Tpe6OBaHHIM corresponds to that in the standard
preparation under assay / Bpewms
yIAepKHBAHHSA  OCHOBHOIO  TiMKa  Ha
XPOMATOrpaMMe  MCIIBITYEMOrO  pacTBOpa
JOTKHO COOTBETCTBOBATH BpEMEHU
yAepKUBaHMS [MKa Ha Xpomarorpamme
CTaHZApPTHOrO  pacTBopa  HHMECYnHja
_ (paznen «KonnyecTBEHHOE onpeneneHney) |
3 | Weight of package content (20 g/20r In according to Rus. Ph..Not less than
Macca coepXumMoro 20.0 g / B cooTBETCTBHH C TpeOOBaHUIMH
YIIAKOBKH [® P®. He menee 20,0 r
‘4 pH 5.4 Between 4.6 and 6.0/ ot 4,6 10 6,0
| |
Remarks : The Product conforms to ND/ Conclusion ;: APPROVED /
IIpumeuanne: [Ipoaykt cooTBeTcTBYeT Tpebopanusim HT 3akmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTorneHo: ITposepeHo: Opno6peno: Menemxep / PykoBoautes
Ankit (//:\ Himesh W“ Pawan Kumar gr”"’
Print Date / Print Date / Print Date /
Hara: 31.10.2021 Hara: 31.10.2021 TMara: 31.10.2021
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATTU3A
Product : Nise gel
ITpopykr : Haii3®, resb Ajis HapyKHOTO NPHMEHEHHA 1%
Batch No / : V211198 Batch Quantity / : 56,341.000 units /
Cepus Ne O0bem napTuu 56,341.000 enuuuL
Analytical Report No / : 890001552637 Date of Analysis / : 31.10.2021
AHanuTudecknii oTyer No JlaTa aHaamM3a
Date of Manufacture / : Oct.2021 Date of Expiry / : Sep.2023
JlaTa mpou3BoJcTBA I'ogen g0
Analysis performed according ND / AHaH3 mpoBeeH N0 HJI: I1N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

5

Related substances /PoncTeeHHble IpuMecu

1) Impurity A / ITpumecs A

2) Impurity B / [Tpumecs B

3) Impurity C / [Tpumecs C

4) Impurity D / [Ipumecs D

6) Impurity E / Ilpumece E

7) Impurity F / IIpaumecs F

8) Highest individual
unknown impurity /
EnunudHas
HeuaeHTHPULUPOBaHHAS
pUMECh

9) Total impurities /
Cymma npumeceii

Not Detected

1) Not more than 0.2 % / re bosiee 0,2 %

BDL (Disregard Area 4377)

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

Not Detected

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

Not Detected

5) Not more than 0.2 % / ve Oonee 0,2 %

Less than LOQ (0.07%)

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

Not Detected

Less than LOQ (0.1%)

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

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

Less than LOQ

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

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoxykr coorsercTByeT TpebosanusM HJI

Conclusion : APPROVED /
3axntouenue: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oAroTOBIEHO: [poBepeHo: Ono6peno: Menemxep / Pykosoaurenb
Ankit p Himesh KU&Q__/‘_ | Pawan Kumar g_)(

el - 1 =
Print Date / Print Date / Print Date / '
JMara: 31.10.2021 Jara: 31.10.2021 Iara: 31.10.2021
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CERTIFICATE OF ANALYSIS

JaTa npon3BojACTBa

CEPTU®UKAT AHATTN3A
Product : Nise gel
ITpoaykr Hait3®, rens ans Hapy;xHoro npuMedenus 1%
Batch No / : V211198 Batch Quantity / : 56,341.000 units /
Cepust Ne O6bem mapTuu 56,341.000 eannuy
Analytical Report No / : 890001552637 Date of Analysis / : 31.10.2021
AxanuTnyeckui oryet Ne JlaTa aHaau3a
Date of Manufacture / : Oct.2021 Date of Expiry / : Sep.2023

Togen a0

Analysis performed according ND / Ananus nposeaen no HJL: T1N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

6 |Microbial limits /
Muxpobuosnornueckas
YHUCTOTA
Total aerobic microbial count
/ O61ee uncio aspobreix  |Less than 10 CFU/g/ Not more than 100 CFU/g /
MHKpPOOPTaHU3MOB Menee 10 KOE/r He 6omnee 100 KOE/r
[Total combined yeast and :
molds count / O6ee uncno [Less than 10 CFU/g/ Not more than 10 CFU/g /
MPONOKEBBIX M MIECHEBBIX Menee 10 KOE/r He 6onee 10 KOE/r
rpuboB
S.aureus Absent / OTcyTCTBYET Should absent in 1 g/ OtcyTcTBHE B 1T
P.aeruginosa IAbsent / OTCyTCTBY€ET Should absent in 1 g/ OTcyTcTBHE B 1T
7 | Assay / KonuuectBeHHOE 9.99 mg/9.99 mr Not less than 9.0 mg and not more than
OIpeelieHUE 11.0 mg of C;3H2N205S Nimesulide in
one gram of gel. /
OT 9,0 A0 11,0 mr C3H12N2OsS
I (numecynuza) B 1 r npenapara
1 I
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Ipoaykr cooreTcTBYeT Tpebopanusm H/L Zakmouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: IIposepeHo: Ono6peno: Menemxkep / Pykosoautens
Ankit & Himesh W Pawan Kumar l);j/
=
Print Date / Print Date / Print Date / '
Hara: 31.10.2021 Hara: 31.10.2021 Hata: 31.10.2021
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANU3A

Product : Nise gel
Ipoaykr : Haiis®, renp pus

Hapy»KHOro npuMeHenus 1%

Batch No/ : V211198 Batch Quantity / : 56,341.000 units /
Cepus Ne O6beM NapTHH 56,341.000 enyHU1L
Analytical Report No / : 890001552637 Date of Analysis / : 31.10.2021

AHanuTHyecKkHii order Ne

JlaTa aHa/Iu3a

Date of Manufacture / : Oct.2021 Date of Expiry / : Sep.2023

JaTa npon3BoacTBa

Togen go

Analysis performed according ND / AHayin3 npoBefies 1o HJI: T1N012824/02-100320 (amend Ne 1
from 16.09.2020 / uzm. Ne 1 ot 16.09.2020)

8 |Package / YnakoBka

20 g in a laminated aluminum tube 20 g, 50 gor 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. /
ITo 20 r B TyOYy H3 [To 20, 50 r unu 100 r B Ty6y U3
namitHHPOBAHHOTO AMIOMHHHS, NaMMHHPOBAHHOTO AFOMHUHHA,
cHaOKeHHYI0 MeMOpaHO# s CHaGKeHHYIO MeMOpaHo# 1JIsi KOHTPOJIS
KOHTpOUA MepBoro BekpbiTys. ITo 1 mepsoro BekpsiTys. o 1 Tybe B MauKy
TyOe B IauKy KapTOHHYIO € KapPTOHHYIO C MHCTPYKIUEH 10
HHCTPYKUHEI 10 NPUMEHEHUIO NPHMEHEHHIO

9 |Labeling / MapkupoBKa

According to ND / B cootBetcTuu ¢ HJI

10 | Storage conditions /
XpaHeHHe

/At temperature below 25 °C. Do not freeze. / IIpu TemnepaType HE BbILIE 25 °C.
He 3aMopa>xuBars.

11 | Shelf life / Cpok roqHoCTH

2 years / 2 roja

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: Ipoaykr coorsercTByeT Tpedopanuam HJl Saxmo4enne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToRNEHO: IIpoBepeHo: Opnobpeno: Menemxkep / /l?ymaoume%
Ankit Himesh KW | Pawan Kumar

é'é/ ' £ 5’1r
Print Date / Print Date / Print Date / r
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