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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A
Product : Nise gel
Hpoayxr : Haiis®, renb 1uisi HapyXHOTO IpuMeHeHus 1%
Batch No / 1 V220234 Batch Quantity / : 22702 units /
Cepus No O6bem napTHH 22702 epuHnly B
Analytical Report No / : 890001584313 Date of Analysis / : 11.04.2022
Ananutudeckuii oruer Ne JlaTa anajiu3za
Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2024
JlaTa npou3BOACTBA TI'onen 1o

Analysis performed according ND / Ananu3s nposenes mo HJI: TTN012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020, n3m. Ne 2 ot 13.01.2022)

Ne | Test / Iloka3arenn

Result / Pe3ynbpratsl

2 Specification / Hopma

1 Description / Onucanue

Homogenous light yellow

transparent gel free from particulate
matter / OZHOPOAHBIH NPO3payuHbIi

reJib CBETJIO-XKENTOro LBeTa,
CBOGO/IHBI OT IOCTOPOHHUX
YaCTHIL

Homogenous light yellow to yellow
transparent gel, free from particulate matter
/  OpnmHOponHBI NpO3pauHbii renb OT
CBETJIO-KENTOr0 10 JKEJITOro  LIBETa,
|cso6om-lbu“4 OT NMOCTOPOHHUX YaCTHLI.

2 Identification by HPLC /
[TopnuHHOCTB

Complies as prescribed /
CooTBeTcTBYET TpeOOBaHHAM

The retention time of the major peak in the
chromatogram of the sample preparation
corresponds to that in the standard

preparation under assay / Bpems
yOepXKUBAHWS ~ OCHOBHOTO  THKa  Ha
XpOMAaTorpaMMe HCIIBITYEMOTO  pacTBOpa
JIOTDKHO COOTBETCTBOBATh BpPEMEHH

YIEpKUBaHUS NHMKa Ha XpOMaTorpamme
CTaHJAPTHOrO  pacTBOpa  HHUMECY/UaA
(pasnen «KonuiecTBEHHOE ONpeAeNeHHE))

3 Weight of package content 51g/Slr In according to Rus. Ph..Not less than
Macca copepxumoro 50.0 ‘g / B cooTBETCTBHM ¢ TpeGOBAHUIMYU
ly[IaKOBKH ['® P®. He menee 50,0 r

‘ Between 4.6 and 6.0 / ot 4,6 no 6,0

Remarks : The Product conforms to ND/
Ipumeuanne: [IponykT coorBeTcTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

Prepared by /
MoarotoBneHo: Pardeep

Kumar _ff,)

Checked by /
[Tposepeno: Himesh Kumar

@_l_’/‘,
.

Approved by: Manager/Executive /
Opobpeno: Menemxkep / PykoBoaHTEIb
Manoj Kumar

(wguttt—

Reprint Date /
Hara: 11.04.2022

Reprint Date /
Harta: 11.04.2022

Reprint Date /
Jara: 11.04.2022
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Vill. Khol, Nalagarh Road, Raddi,
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATTU3A
Product : Nise gel
Ipoaykr : Haii3®, rens juist HapyxHoro npuMeHenus 1%
Batch No / : V220234 Batch Quantity / : 22702 units /
Cepus Ne O6beM MapTHH 22702 equHULL
Analytical Report No / : 890001584313 Date of Analysis / : 11.04.2022
Ananntudeckuii oruer Ne JlaTa aHa/M3a
Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2024
JlaTa mpou3BOACTBA I'open g0

Analysis performed according ND / Auanu3 nposeaen mo HJI: TTN012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020, u3zm. Ne 2 ot 13.01.2022)

5 Related substances /PoacTBEHHBIE NPUMECH

1) Impurity A / Ilpumecs A

Below LOD (LOD = 0.02 %) /
Huxe npenena obuapyxenus (I1O
=0.02 %)

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

?2) Impurity B / IIpumecs B

Below LOQ (LOQ = 0.04 %) /
Huxe mpenena KoJTHYECTBEHHOTO
onpenenenus (ITKO = 0.04 %)

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

3) Impurity C/ Ilpumecs C

Not detected / He obHapyxeHa

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

4) Impurity D / I[Tpumecs D

Not detected / He obHapyxeHa

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

5) Impurity E / IIpumecs E
6) Impurity F / [Ipumecs F

7) Highest individual
unknown impurity /
Ennnnyzas
HeMJIeHTH GULIPOBaHHAS
HpHMEChH

8) Total impurities /

CymMa npuMecei

Not detected / He 0OHapyxkeHa

Not detected / He o6HapyxeHa

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

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

Below LOQ (LOQ = 0.1 %) / Huxe
npezena KOMM4eCTBEHHOIO
onpeaenenus (IIKO = 0.1 %)

Below LOQ / Huxe npenena
KOJINYECTBEHHOT O ONpeeNIeHUs

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

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

Remarks : The Product conforms to ND/
Hpumeuanue: [Tpoaykr coorBercTByeT Tpeboanusm HJT

Conclusion : APPROVED /
3axauenue: OJOBPEHO

Prepared by /
MoagrotosneHo: Pardeep

Kumar
=l =

-

Checked by /
[Tposepeno: Himesh Kumar

e

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosoaurens

Manoj Kumar .
(‘\rgm/m&»

Reprint Date /
HaTta: 11.04.2022

Reprint Date /
ata: 11.04.2022

Jara

Reprint Date /

: 11.04.2022
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJTU3A

Product : Nise gel

IIpoayxkr : Haii3®, rens 1 HapyxHOro npuMeHeHus 1%

Batch No / 1 V220234 Batch Quantity / : 22702 units /
Cepus No O0bem napTuu 22702 enuHUL
Analytical Report No / : 890001584313 Date of Analysis / : 11.04.2022
AHanuTHYECKHi oTyeT No JlaTa aHanu3a

Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2024
JaTa npousBoacTea I'onen go

Analysis performed according ND / Ananu3 npoBegen mo H/I: 1 N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020, u3m. Ne 2 ot 13.01.2022)

6

~|

Microbial limits /

Muxkpobuosnorndyeckast
YHCTOTA
Total aerobic microbial count

OINPENCTICHUE

/ Obuiee uMCcno a3pobHBIX Less than 10 CFU/g/ iNot more than 100 CFU/g/
MHKPOOPraHU3MOB Menee 10 KOE/r He 6onee 100 KOE/r

Total combined yeast and !

molds count / O61iee qucno Less than 10 CFU/g/ Not more than 10 CFU/g/

ITPOMOKEBBIX U NIJIECHEBBIX Menee 10 KOE/r :He 6onee 10 KOE/r

rpuboB |

S.aureus Absent in 1 g/ OrcyrcrByet B It Should absent in 1 g/ OtcyTcTBUE B 1T
|P.aeruginosa Absent in 1 g/ OtcyrcrByet B It Should absent in 1 g/ OtcyrcTBHE B 1

Assay / KonnyecTBeHHOE 10.14 mg / 10.14 Mr Not less than 9.0 mg and not more than

11.0 mg of C13H12N205S Nimesulide in
lone gram of gel. /

oT 9,0 pi(e] 1 1,0 MI C13H|2N2058
(aumecynuza) B 1 r npenapara

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Ipumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusM HJI 3akawouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
MoproToBneHo: Pardeep IIposepeno: Himesh Kumar Opnobpeno: Menemxep / PykoBoauTens
Kumar

_ Manoj Kumar \M/
SN ) M

Reprint Date / Reprint Date / Reprint Date /
HaTa: 11.04.2022 Hara: 11.04.2022 Jara: 11.04.2022
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJTU3A

Product : Nise gel

Ipoaykr : Haiiz®, resns ans HapyxHOTO npuMeHeHus 1%

Batch No / 1 V220234 Batch Quantity / : 22702 units /
Cepusi Ne O6beM mapTHu 22702 equHUL
Analytical Report No / : 890001584313 Date of Analysis / : 11.04.2022
AHaxuTH4YeCKHii oTueT No JlaTa aHayu3a

Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2024
JlaTa npou3BoacTBa T'open o

Analysis performed according ND / Ananu3 nposeaen mo HJI: IIN012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / uzm. Ne 1 ot 16.09.2020, uzm. Ne 2 ot 13.01.2022)

8 Package / YnakoBka 50 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. /
ITo 50 r B TGy u3 Mo 20 1, 50 r um 100 r B TY6Y U3
NaMUHIPOBAHHOIO aIIOMHHHUS, JIAMHHHPOB2AHHOTO AJIFOMUHHS,
cHabxerHyr0 MeMOpaHoH A lcHa0KeHHYHO MeMOpaHO# A1t KOHTPONs
KOHTpoJA nepBoro BCkpuitus. ITo 1 nepsoro Bekpeitus. o 1 Ty6e B mauky
Ty0e B na4yky KapTOHHYIO C ;l(apTOHHyIO C MHCTPYKLHeH Mo
HHCTPYKIHEH MO NPUMEHEHUIO MPHMEHEHHIO

9 Labeling / MapkupoBka According to ND / B cootBerctBuu ¢ H/J

10 | Storage conditions / /At temperature below 25 °C. Do not freeze. / [Tpu Temnepatype He Bbile 25 °C.

XpaHeHue He 3aMopaxuBaTh.
11 Shelf life / Cpok ronHocTH 2 years / 2 rona -

Remarks : The Product conforms to ND/
Ilpumeuanne: I[Iponykt coorBeTcTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

Prepared by /
[MoproTtoBneHo: Pardeep

Kumar
. .

P

Checked by /
ITposepeno: Himesh Kumar

Approved by: Manager/Executive /
Opnobpeno: Menemxkep / PykoBoaurens
Manoj Kumar

r’%a;’tﬂ/‘,‘g/

Reprint Date /
Hata: 11.04.2022

Reprint Date /
Hata: 11.04.2022

Reprint Date /
Hata: 11.04.2022
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