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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTUSA
Product : Nise gel
IIpoaykT Haiiz®, res aas HapyHOro npuMeHeHus 1%
Batch No / : V220107 Batch Quantity / : 22,624 units /
Cepus Ne O0beM NapTHH 22,624eqHALL
Analytical Report No / : 890001576989 Date of Analysis / : 05.03.2022
AHaJuTHYEeCKHH oTUeT No JlaTa anajn3a
Date of Manufacture / : Feb-2022 Date of Expiry / : Jan-2024
JlaTa npoH3BOACTBA T'open oo

Analysis performed according ND / Ananus nposenen no HJI: [1N012824/02-100320 (amend Ne 1
from 16.09.2020 / m3m. Ne 1 ot 16.09.2020)

| Ne | Test / Ilokasatenb

Result / PesynsraTsl

Specification / Hopma

1 II Description / Onucanue

2 | Identification by HPLC /
[ToaIMHHOCTH

Homogenous transparent Light
yellow gel free from particulate
matter / OXHOPOAHBIN Npo3pauHblil / OXHOPOAHBIA MPO3payHBIH
relib KeJTOro BeTa, CBOOOAHBIH OT CBETIIO-XKENITOrO
TOCTOPOHHUX YACTHLI.

Homogenous light yellow to yellow
transparent gel, free from particulate matter
rens oT
IO KENITOro  IBETa,
cBOGOHBI OT TIOCTOPOHHUX YACTHILL.

CooTBeTCTBYET
TpeboBaHMsIM

Complies as prescribed /

The retention time of the major peak in the
chromatogram of the sample preparation
corresponds to that in the standard
preparation under assay / BpeMs
yOep)KWBAHUS ~ OCHOBHOTO  IHUKA  HA
XpOMaTorpaMMe HCIBITYEMOTO pacTBOpa
JOJDKHO COOTBETCTBOBATh BpEMEHH
yIOEep)KMBaHUs THKAa Ha XPOMAaTOrPamMMe
CTaHIApPTHOrO  pacTBopa  HHMECYJMJa
(paznen «KonnyecTBeHHOE onpeencHUE»)

3 | Weight of package content
Macca coaepxumoro
yI1aKOBKH

51g/5lr

In according to Rus. Ph.Not less than
50.0 g / B cooTBeTCTBHU C TpeOOBAaHUAMHU
[® P®. He menee 50,0r

4 pH

5.0

Between 4.6 and 6.0 / o1 4,6 10 6,0

Remarks : The Product conforms to ND/
Mpumeuanne: [TponykT coorseTcTByeT TpeboBanuam HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloaroTosneHo: A IIpoBepeno: Onobpeno: Menemkep / PykoBoautens
Ankaj Verma = Naresh Kumar Pavan Kumar Sharma ..
Print Date / Print Date / Print Date / n

Jara: 05.03.2022 Jlara: 05.03.2022 Jara: 05.03.2022
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATTA3A
Product : Nise gel
IMpoayxr Haiiz®, renb juist HapyxxHOro npuMeHeHus 1%
Batch No / : V220107 Batch Quantity / : 22,624 units /
Cepus No O0bem napTun 22,624enyHNILY
Analytical Report No / : 890001576989 Date of Analysis / : 05.03.2022
AHaanTH4ecKkHnii oTueT Ne JaTa anasn3za
Date of Manufacture / : Feb-2022 Date of Expiry / : Jan-2024
JlaTa npon3BoACTBA I'open mo
Analysis performed according ND / Anaaus nposenen no HJI: ITN012824/02-100320 (amend Ne 1
from 16.09.2020 / uzm. Ne 1 ot 16.09.2020)

5 |Related substances /PoacTBeHHBIE TPUMECH

1) Impurity A / Ilpumecs A

Below Limit of Detection

(LOD 0.02%)

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

2) Impurity B / [Ipumecs B

Less than LOQ (LOQ: 0.04%)

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

3) Impurity C/ [Ipumecs C

Not Detected

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

4) Impurity D / IIpumecs D

5) Impurity E / Ilpumecs E

6) Impurity F / [Ipumecs F

7) Highest individual
unknown impurity /
Enunuunas
HeHJIeHTU(HLINPOBaHHAS
pHUMECh

8) Total impurities /
CyMMa npuMecel

Below Limit of Detection

(LOD: 0.02%)
Not Detected

0.09%

Less than LOQ (0.1%)

0.1%

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

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

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

7) Not more than 0.2 % / ae 6oxnee 0,2 %

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

Remarks : The Product conforms to ND/
ITpumeuanue: [TponykTt cooTBeTcTBYeT TpebosanuaM HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IoarorosneHo: ZP IIposepeHo: Onobpeno: Menemxep / PykopoanuTens
Ankaj Verma = Naresh Kumar @/ Pavan Kumar Sharma L[ b
Print Date / Print Date / Print Date / =
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHATTU3A
Product : Nise gel
Mpoayxr : Haii3®, rens gns HapyxHOro npumeHenus 1%
Batch No / : V220107 Batch Quantity / : 22,624 units /
Cepus Ne O0beM MapTHH 22,624enuanig
Analytical Report No / : 890001576989 Date of Analysis / : 05.03.2022
Anagutudeckuit oraer Ne JaTa anamu3za
Date of Manufacture / : Feb-2022 Date of Expiry / : Jan-2024
JlaTa npou3BoAcTBa Tomen no
Analysis performed according ND / Anann3 nposener no HJI: ITN012824/02-100320 (amend Ne 1
from 16.09.2020 / u3am. Ne 1 ot 16.09.2020)

6 |Microbial limits /
Muxkpobuonornyeckas
YHCTOTA
Total aerobic microbial count Less than 10 CFU/g/
/ Ob1uee Yynco a3poOHBIX Menee 10 KOE/r
MHKPOOPraHH3MOB
[Total combined yeast and Less than 10 CFU/g/
molds count / O6uiee yucio Menee 10 KOE/r
IIPOCKEBEIX U TIIECHEBBIX
rpuboB
S.aureus Absent / OtcyTcTBYET
|P.aeruginosa Absent / OtcyrcTByeT
7 | Assay/ KonuuecTBenHoe 10.01 mg/ 10.01 mr
oInpeeIcHUue

Not more than 100 CFU/g/
lHe 6onee 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 1r

| Not less than 9.0 mg and not more than
11.0 mg of Ci3H12N>05S Nimesulide in
one gram of gel. /

ot 9,0 10 11,0 mr C;3H;2N20sS
(numMecynuza) B 1 r npenapata

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: IIponykT coorBeTcTBYeT Tpeboranmsm H]I 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ilonrorosnexo: IlpoBepeHno: Onobpeno: Menemkep / PykaBonuTesib
Ankaj Verma Naresh Kumar @/ Pavan Kumar Sh .

j avan Kumar Sharma {i'f;/"’/
Print Date / Print Date / Print Date / =
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAITU3A
Product : Nise gel
Mpoaykr : Haiis®, renb s HapYXKHOTO NpUMEHEHNS 1%
Batch No / 1 V220107 Batch Quantity / : 22,624 units /
Cepusi Ne O0bem napTHH 22,624enHALL
Analytical Report No / : 890001576989 Date of Analysis / : 05.03.2022
AHaauTHYeCKHii oTueT Ne JlaTa aHaaH3a
Date of Manufacture / : Feb-2022 Date of Expiry / : Jan-2024
JlaTa npou3BOACTBA T'ogen no
Analysis performed according ND / Anasus nposenen mo HJI: [TN012824/02-100320 (amend Ne 1
from 16.09.2020 / usm. 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 patient tamper-evident membrane. I tube and
information leaflet in a carton. / patient information leaflet in a carton. /
Ilo 50 r B T1y6y w3llo20r, 50 rwm 100 r B TyOYy U3
aMUHUPOBAHHOTO ANIOMYHMS, TaMHHHPOBAHHOTO AJIFOMUHUS,
cHaOXeHHYI0  MeMmOpaHoii  1Jist cHaOkKeHHYI0 MEMODPaHO# Ui KOHTPOJIS
KOHTpOJIs NepBoro BekphiTHs. [To 1 nepeoro BckphiTus. Ilo 1 Ty6e B mauky
Ty6e B MauyKy KapTOHHYIO C KapTOHHYIO C HHCTPYKLHEH 110
HHCTPYKLMEH 10 NPHMEHEHHIO TIPHMEHEHHIO

Labeling / MapkupoBka

According to ND / B cootsercTBiu ¢ HJ{

Storage conditions /
’ X paHeHue

At temperature below 25 °C. Do not freeze. / Ilpu TeMmreparype He Bbiiie 25 °C. i
He 3amopaxxuBars.

Shelf life / Cpok rogHocTH

2 years / 2 roza

Remarks : The Product conforms to ND/
ITpumeyanue: IIponykT cooTBeTCTBYET TpeboBanuam HJT

Conclusion : APPROVED /
3akmouenue: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarotoBieHo: & [IposepeHo: C Ono6peno: Menemxep / Pykosoautens
Ankaj Verma Naresh Kumar Nj/ Pavan Kumar Sharma C/; ——
Print Date / Print Date / Print Date / :
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