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CERTIFICATE OF ANALYSIS

Jara npoussojacrea

T'ogen go

CEPTU®UKAT AHAJTUIA
Product : Nise gel
Hpoayxr Haii3®, rens pnst HapyxHoro npumenenus 1%
Batch No / 1 V220108 Batch Quantity / : 22,647 units /
Cepus Ne O6beM mapTuu 22.647enuHn
Analytical Report No / : 89000157126 Date of Analysis / : 05.03.2022
AHAJHTHYECKHIT 0T49eT No Hara anannsa
Date of Manufacture / : Feb-2022 Date of Expiry / : Jan-2024

Analysis performed according ND / Auanu3s npoBegeH no HA: ITN012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

Ne | Test / [Tokazarens | Result / PesynbTate! | Specification / Hopma ]
1 |Description / Onucanue Homogenous transparent Light |Homogenous light yellow to vellow |
yellow gel free from particulate transparent gel, free from particulate matter
matter / OxHOpoaHbIH npo3payHblii /  OXHOPORHBIN MpO3pauHblii remb oOT
TeJlb XKENTOro LBETa, CBOOOMHBIH OT CBETIIO-KENTOr0 [0 JKENTOro  IIBETa,
MIOCTOPOHHUX YaCTHLI. CBOOOAHBIH OT MOCTOPOHHMX YACTHII,
2 | Identification by HPLC / Complies as prescribed / | The retention time of the major peak in the
[TopnuHHOCTE CootBeTcTByeT chromatogram of the sample preparation
TpeOOBaHHAM corresponds to that in the standard
preparation under assay / Bpems
YNepKHBAHHA  OCHOBHOTO  [NHKA  Hal
XpOMaTorpaMMme HCHEITYEMOTO — pacTBopa
TIOJIKHO COOTBETCTBOBATh BpPEMEHH
YAEpKMBaHMS THMKAa Ha XpoMarorpamme
CTAHJApTHOrO  pacTBOpa  HHMecCyJuial
| (pasaen «KonryecTBEHHOE OnpeieNieHNe»)
3 | Weight of package content 51g/51r In according to Rus. Ph.Not less than
Macca cogepxumoro 50.0 g / B coorBeTcTBHHU ¢ TpeGOBaHUAMHU
YI12KOBKH ['® PD. He menee 50,0 r
4 pH 5.2 Between 4.6 and 6.0 / ot 4,6 10 6,0

Remarks : The Product conforms to ND/
IMpumeuanne: [Tponykr cooTBeTcTBYET TpeboBaHMaM H

Conclusion : APPROVED /
3akiouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarororneno: Pﬁ IIpogepeno: @ Ono6peno: Menemxep / Pykosoaurens
Ankaj Verma [ - Naresh Kumar 2~ Pavan Kumar Sharma /| ..o
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Print Date / Print Date / Print Date /
MHara: 05.03.2022 Hara: 05.03.2022 Hata: 05.03.2022
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHATTU3A

Product : Nise gel

Hpoaykr : Haiis®, ren 114 HapykHOro npuMeHenus 1%

Batch No / : V220108 Batch Quantity / : 22,647 units /
Cepus Ne O0beM napruun 22,64 7en1HAL
Analytical Repert No / : 89000157126 Date of Analysis / : 05.03.2022
AHanuTn4ecknii oryer Ne JlaTa anauza

Date of Manufacture / : Feb-2022 Date of Expiry / : Jan-2024
JlaTa npou3BoAcTBA T'open go

Analysis performed according ND / Ananu3s nposexen mo HJI: [1N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

5 | Related substances /PoacTBeHHbIE TPUMECH

1) Impurity A / IIpumecs A

Below Limit of Detection
(LOD 0.02%)

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

?2) Impurity B / IIpumecs B

Less than LOQ (LOQ: 0.04%)

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

3) Impurity C / IIpumecs C

Not Detected

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

4) Impurity D / Ilpumecs D

5) Impurity E / [Ipumecs E

6) Impurity F / [Ipumecs F

7) Highest individual
unknown impurity /
Ennnuynas
HeuJeHTHHIHpOBaHHAS
NpHUMeECh

8) Total impurities /
CyMMa mpumeceit

Below Limit of Detection
(LOD: 0.02%)

Not Detected

0.11%

Less than LOQ (0.1%)

0.1%

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

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

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

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

8) Not more than 1.5 % / He 6osee 1,5 %

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanne: [Iponykr coorBeTcTBYeT TpeboanusiMm HJT 3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosnexo: @ ITpoBepeHo: Opnobpeno: Menemxkep / PykoBoauress
Ankaj Verma = Naresh Kumar C"’g Pavan Kumar Sharma 1 —
Print Date / Print Date / Print Date /
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTU3A
Product : Nise gel
Iponykr : Hai3®, rens ans HapyxHOro npuMeHeHus 1%
Batch No / : V220108 Batch Quantity / : 22,647 units /
Cepnsi Ne O6beM napruu 22,647equHHULL
Analytical Report No / : 89000157126 Date of Analysis / : 05.03.2022
AHanuTHYecKHii oTyeT Ne JlaTa ananu3sa
Date of Manufacture / : Feb-2022 Date of Expiry / : Jan-2024
JlaTa mpou3BoACTBa Togen g0
Analysis performed according ND / Ananuz nposeaen no HJI: [1N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3am. Ne 1 ot 16.09.2020)

6 | Microbial limits /
Mukpobuonoruyeckas
4UCTOTa
Total aerobic microbial count Less than 10 CFU/g/
/ Ob11iee urcIo aspoOHBIX Menee 10 KOE/r
MHKPOOPTaHU3MOB
Total combined yeast and Less than 10 CFU/g/
molds count / Obiee yncno Menee 10 KOE/r
|,upo>1<>1<e131>1x U TIJIECHEBBIX
rpu6oB [
S.aureus Absent / OTcyTCTBYET
P.aeruginosa Absent / OTcyTcTBYET
7 | Assay/ KonuvecTBeHHOe 10.03 mg/ 10.03 mMr
onpeneeHue

Not more than 100 CFU/g/
[He 605ee 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 IT

| Not less than 9.0 mg and not more than
11.0 mg of C13H12N205S Nimesulide in
one gram of gel. /

| OT 9,0 o 11,0 MI C13H12N2058

(nuMecynuzia) B 1 r npenapara
|

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: [lpoaykr coorBercTByeT TpeboBanusam HJL 3axurouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarororneHo: [A)/ IIpoeepeno: ‘ Ono6peno: Menenxkep / PykoBoantesns
Ankaj Verma Naresh Kumar @/ Pavan Kumar Sharma e
Print Date / Print Date / Print Date / }
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJTIU3A

Product : Nise gel

IMponyxr : Haiis®, rens ans HapykHoro npuMeHnedus 1%

Batch No / : V220108 Batch Quantity / : 22,647 units /
Cepust Ne O6beM napTun 22,647e1uHAL
Analytical Report No / : 89000157126 Date of Analysis / : 05.03.2022
AHanuTHYecKHil oryer No JlaTa ananuza

Date of Manufacture / : Feb-2022 Date of Expiry / : Jan-2024
JlaTta npon3BoacTBa I'open no

Analysis performed according ND / Ananu3 nposegen mo HJI: I1N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

8 |Package / YnakoBka

50 g in a lam inated aluminum tube| 20 g, 50 g or 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. /
Ilo 50 r B T1y6y w3ll0o20T, 50w 1001 B TYOY U3
TaMHAHIPOBAHHOTO ANFOMUHMS, TaMHHIPOBAHHOTO aIOMHHHUSI,

cHaOXeHHyl0  MeMOpaHO#l  1ust cHaBkeHHY0 MeMOpaHoit 1 KOHTPOJIs
KOHTpOJIA NepBOro BeKpbiTUs. [lo linepsoro BckpbiTus. [1o 1 TyOe B mauky
rybe B Nauky KapTOHHYIO C KapTOHHYIO C MHCTPYKIIMEH 10

I-lHCTp}/KI.ZI!Eﬁ 10 IPUMEHCHHUIO TPHMEHECHUIO

9 | Labeling / Mapkuposka According to ND / B cootBetcTBuu ¢ HJT

10 | Storage conditions /
Xpanenne

IHe 3amopaxcuBaTs.

At temperature below 25 °C. Do not freeze. / ITpu TeMmnepatype He Bblie 25 °C.

11 |Shelflife / Cpok rogHocTH i2years /2 rona

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: [IponyxT cooTBeTCTBYET TpeboBaHusM HJT 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
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