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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATTU3A
Product : Nise gel
Ipoaysr Haiis®, resib 4ns HapyixHOro rnpruMeHerns 1%
Batch No / 1 V220645 Batch Quantity / : 22651.00 units /
Cepust Ne O6bem naprun 22651.00 ennHuny
Analytical Report No / : 040001624911 Date of Analysis / : 25.08.2022
AHanuTHudeckuii oruer Ne JlaTa aHanmusa
Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2024
Jdara npou3BOJACTBA [Tomen go
Analysis performed according ND / AHa/IH3 NpOBEJ€EH 0 HJL: [1N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / uzm. Ne 1 o1 16.09.2020, n3m. Ne 2 ot 13.01.2022)

Ne [Test/ Ilokazatens
l Description / Onucanue

Result / Pe3ynbTaTl

Specification / Hopma

refb CBETJIO-XKENTOro

YacTHL.

Homogenous transparent light
| yellow gel free from particulate
matter / OnHOPOAHBIH TIpo3pauHbiii /  OXHOPOAHBIH npo3padHblit reib  OT

1BeTa,

cBOGOHbBI OT NOCTOPOHHUX

Homogenous light yellow to yellow
transparent gel, free from particulate matter

CBETJIO-KENTOrO O  OKEJNTOro  UBETa,
'cBOOOAHBIHM OT MOCTOPOHHKX HACTULL

I\J‘

Identification by HPLC/
[ToanuHHOCTE

Complies as prescribed /
CoOTBETCTBYET TpeOOBAHHUSIM

The retention time of the major peak in the
chromatogram of the sample preparation|
corresponds to that in the standard
preparation under assay /  DBpema
yIepKMBaHHS ~ OCHOBHOrO  THKa  Ha
XpOMarorpaMMe HCMBITYeMOro  pacTeopa
JOTKHO COOTBETCTBOBATH BpPEMEHU
yIepuBaHus MUKa Ha XpoMarorpamme
CTaHJAapTHOTO  pacTBOpa  HUMECYIHAA
(pasnen «KonuuecTBeHHOE ONpesiesieHten) |

3 | Weight of package content 51g/5lr In according to Rus. Ph.Not less than
Macca cogepumMoro 50.0 g / B cooTBeTCTBUY C TpeOOBAHUAMU
YTIAKOBKN I'd P®. He menee 50,0 r

4 pH R Bcetween 4.6 and 6.0 / ot 4,6 10 6,0

I

Remarks : The Product conforms to ND/
Ipumeuanue: [TpolyKT COOTBETCTBYET TPEOOBAHHAM HII

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

Prepared by /
MoarotoeneHo:Ramakant

Checked by /
IMposepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Meneiep 4 PYKoBoJUTEb

— _ Kusum Lata im_ 2~
Reprint Date / Reprint Date / Reprint Date /
Hara: 25.08.2022 Iata: 25.08.2022 Jlata: 25.08.2022
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CEPTU®UKAT AHATTU3A

Product Nise gel

HpoayrT Haif3®, rens 19 HapyKHOro npimenenus 1%

Batch No / : V220645 Batch Quantity / : 22651.00 units /
Cepus Ne O0bem napTHi 22651.00 ennHiL
Analytical Report No/ : 040001624911 Date of Analysis / : 25.08.2022
AHanuTHYECKNii oTyeT Ne Jata aHajau3a

Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2024

JlaTa npoH3BOICTBA I"ogen jo

Analysis performed according ND / Anajin3 nposejeH no HJ: 11N012824/02-100320 (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)

5 Related substances /PoACTBEHHBIC NPUMECH

1) Impurity A / ITpumecs A

Not detected / He obHapyxeHa

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

2) Impurity B / IIpimecs B

Less Than LOQ (LOQ = 0.04 %) /
Huxe npefena KoJTMYECTBEHHOro
onpenenenus (ITKO = 0.04 %)

7) Not more than 0.2 % / ne donee 0.2 %

3) Impurity C / ITpumecs C

Not detected / He oGHapyxeHa

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

4) Impurity D / [Ipumecs D

Not detected / He obHapyKeHa

4) Not more than 0.2 % / e Oonee 0.2 %

5) Impurity E / [1pumecs E
8) Impurity F / [Tpumece F

7) Highest individual
unknown impurity /
EnnnuyHas
HenneHTUhuLMpOoBaHHas
NPUMECh

8) Total impurities /

Cymma npumeceit

Not detected / He obHapyxeHa

Not detected / ne obHapyxeHa

Less Than LOQ (LOQ =0.1%) / |
HPDKC npej_lena KOJIMYECTBEHHOTO
onpeaenerus (JIKO = 0.1 %)

- Less Than LOQ / Huxe npezena

5) Not more than 0.2 % / re donee 0,2 %

~16) Not more than 0.2 % / He 6onee 0,2 %

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

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

KONMUYECTBEHHOIO ONPEAEIICHUSA

|

Remarks : The Product conforms to ND/

Mpumeuanue: [Ipoaykr cooTsercTByeT Tpedosanmsm HJT

Conclusion : APPROVED /
3axaodenne: OJJOBPEHO

Prepared by /
MogrotoeneHo:Ramakant
)]

it

Checked by /
Iposepero: Pardeep Kumar

=—

Approved by: Manager/Executive /
OnobpeHo: Meneaxep / PykoBoauTelib

Kusum Lata X’gé 2

Reprint Date /
Jata: 25.08.2022

Reprint Date /
Iata: 25.08.2022

Reprint Date /
Jata: 25.08.2022
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A
Product : Nise gel
HNpoaykr  : Haiis®, reab as Hapy)KHOro npHimencHisa 1%
Batch No / 1 V220645 Batch Quantity / : 22651.00 units /
Cepusi Ne O0bem napTun 22651.00 eanHny
Analytical Report No / : 040001624911 Date of Analysis / : 25.08.2022
AHanuTHyecKHuii oTyeT Ne Jarta aHaau3a
Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2024
Jara npou3BoJCcTBA T'onen a0
Analysis performed according ND / Axaju3 npogejieH no HJI: T1N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020, uzm. Ne 2 ot 13.01.2022

16 Microbial limits / |
Muxkpobuonornyeckas
YHCTOTA
Tolal aerobic microbial count
/ Ob11ee unci0 adpobHbIX Less than 10 CFU/g/ Not more than 100 CFU/g/
MHUKPOOPraHM3MOB Menee 10 KOE/r He 6onee 100 KOE/r
Total combined yeast and
molds count / OB61ee yncno Less than 10 CFU/g/ Not more than 10 CFU/g/
[IPOKAKEBBIX U MJIECHEBBIX Menee 10 KOE/T He 6onee 10 KOE/r
rpnboB
S.aureus Absent / OTCyTCTBYET Should absent in 1 g/ OtcyTcTBue B 11
| P.aeruginosa Absent / OTCYTCTBYET Should absent in 1 g/ OtcyTeTaue B 1r
7 Assay / KonudecTseHnoe 10.08 mg / 10.08 mMr Not less than 9.0 mg and not more than
onpeneneHne 11.0 mg of C13H2N>0sS Nimesulide in
one gram of gel. /
o1 9,0 1o 11,0 mr C13H;2N20sS
(HuMecynupa) B 1 r npenapara
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: [TpoyKT COOTBETCTBYCT tpedosannam HJL 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
MoaroToeneHo:Ramakant | [Tposepeno: Pardeep Kumar Onobpeno: Menemkep,/ Pykosoauress
Kusum Lata X‘F"@ 7
Reprint Date / Reprint Date / Reprint Date /
JaTta: 25.08.2022 Jlarta: 25.08.2022 Ilara: 25.08.2022
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATIU3A

Product : Nise gel

Mpoayxr : Haiis®, resib s HAPYRHOro MPHMCHCHNA 1%

Batch No / : V220645 ~ [Batch Quantity / : 22651.00 units /

Cepus Ne O6bemM napTuu 22651.00 enuHuLL

Analytical Report No / : 040001624911 Date of Analysis/ : 25.08.2022

AHATHTHYECKHIl oTHeT Ne JlaTa anajansa

Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2024

JlaTa Mpon3BOJACTEA TopeH a0

Analysis performed according ND / AHa/iu3 nposefieH no HJI: TI1N012824/02-100320 (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) J

8 Package / ¥ nakoska 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. /
[To 50 r B TYOY U3 o 20 r, 50 r unu 100 r B TYOY U3
NaMHHHPOBAHHOTO aIOMHENS, NlaMMHHUPOBAHHOIO ANIOMHHNA,
cHabXxeHHYI0 MeMOpaHoi Jyist CHabXXEHHYI0 MeMOpaHoi )11 KOHTPOJIA
KOHTPO/S NepBOrO BCKPhITHs. [1o 1 nepBoro BCKpbITHSL. ITo 1 TyOe B nayky
Ty0e B Mauky KapTOHHYIO C KapTOHHYIO C MHCTPYKUHEH M0
HHCTPYKLHEH Mo NPHMEHEHHIO MPHMEHEH IO

0 Labeling / MapkupoBka According to ND / B cootsetctsun ¢ HJ

10 | Storage conditions / At temperature below 25 °C. Do not freeze. / I1pu Temnepatype He BbILLIC 25 °C.

XpaHeHue He 3aMOpaxuBaTh.

11 |Shelflife / Cpok ronHoctd 2 years /2 rosa

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: [TPOIYKT COOTBETCTBYET tpebosannsm HJI Bakmouenne: ONNOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
I'IO,QFOTOBnqu:Ramakant IMposepeno: Pardeep Kumar Ono6peno: Menenkep / PyxoBoAUTEb
: f Kusum Lata % 2/

i abe, e
Reprint Date / Reprint Date / Reprint Date /
Jarta: 25.08.2022 Jara: 25.08.2022 JlaTa: 25.08.2022
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