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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATTU3A
Product Nise gel
I1poaykr Halii3®, resb 1Uist HApY)KHOIrO MpUMeEHeH1s 1% B
Batch No / : V220720 }Batch Quantity / : 56,332.000units /
Cepus Ne O0beM napTHH 56,332.000 enuninu
Analytical Report No / : 890001617268 Date of Analysis / : 29.09.2022
|AHaaHTHYecKHil 0TYeT Ne JaTta anannsa -
Date of Manufacture / : Sep.2022 Date of Expiry / : Aug.2024
JlaTta npou3BoJcTBa I"ogen ao
Analysis performed according ND / Ananu3 nposeaen no H/L: TIN012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / uzm. No 1 ot 16.09.2020, u3m. Ne 2 ot 13.01.2022)

No :"Test / Ilokasarenb

Result / PesynbTatel

[ToaTMHHOCTE

1 | Description / Onucanne

2 |Identification by HPLC /

) Homogenous transparent light
yellow gel free from particulate
matter / OnHopoAHbIN npo3paddblil /  ORHOPOAHBIH  MPO3pauHBIA

rejib CBETIO-KENTOrO 1{BETA,
CcBOOOJIHBIH OT NOCTOPOHHUX
YacTUL.

Specification / Hopma

Homogenous light yellow to yellow

transparent gel, free from particulate matter
renb  OT
CBETJIO-KENTOro  JI0  JKENATOTO  LIBeTa,
CBOOOIHbIHA OT TOCTOPOHHHUX YACTHLL.

Complies as prescribed /
CooTBeTCTBYET TpeOOoBaHUAM

The retention time of the major peak in the
chromatogram of the sample preparation
corresponds to that in the standard
preparation  under assay / Bpewms
YAepXKHBaHWS ~ OCHOBHOrO  INHMKa  Ha
XpOMaTorpaMMe HCHBITYEMOTO  pacTBOpa
JIOJKHO COOTBETCTBOBATb BpEMEHH
YIEepKHBaHUs IMKa Ha XpoMmarorpamme
CTaHAApTHOTO  pacTBOpa  HUMECynuia
(paznen «KonnuecTBEHHOE ONpEIETEHHEN) ;

In according to Rus. Ph.Not less than |
20.0 g / B cooTBeTcTBHM C TpeOOBaHUAMH |

3 ;Weight of package content 21g/21r
[Macca coaep>xnumoro
YIIAKOBKH

4 |pH R 5.2

I'®d PO. He menee 20,0

~ "Between 4.6 and 6.0/ ot 4,6 10 6,0

Remarks : The Product conforms to ND/
Ilpumeuanue: IIponykT coorBercTByeT TpeboBanusm HJ

Conclusion : APPROVED /
3akawuenue: OJJOBPEHO

Prepared by / [logrorosneno:

Checked by / IlIposepeno:
Himesh Kumar

Approved by: Manager/Executive / Ono6peHo:
Menemxep / PykoBonuTenb

Ramakant M kA
N i —- | Amit Kumar fj
3 / A
e
Reprint Date / Reprint Date / Reprint Date /
JaTa:29.09.2022 Jata: 29.09.2022 Hara: 29.09.2022
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CEPTU®UKAT AHAJTU3A
Product : Nise gel
Ipoaykr Haiis®, renb st HapykHOro rpuMeHeHis 1%
Batch No / : V220720 Batch Quantity / : 56,332.000units /
Cepus Ne Oo0bem napruu 56,332.000 eamHiy
Analytical Report No / : 890001617268 Date of Analysis/ : 29.09.2022
ApajgnTHYecKHii oTuer Ne Jarta ananusa -
Date of Manufacture / : Sep.2022 Date of Expiry / 1 Aug.2024
Jara npon3BoacTaa I'open g0
Analysis performed according ND / Ananus npoeegen no H/I: IT 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)

5 Related substances /PoacTBeHHBIC NpUMeECH
1) Impurity A / [pumecs A Not detected / He o6Hapyxena |1) Not more than 0.2 % / He 6onee 0,2 %
2) Impurity B / TTpumecs B Below LOQ (LOQ = 0.04%) /
Hipke npenena 2) Not more than 0.2 % / ne donee 0,2 %
' KOJIMYECTBEHHOr O ONpeaeneH s
(TIKO =0.04%) _
3)Impurity C / Ipumecs C Not detected / He oGHapyxkeHa 3) Not more than 0.2 % / He 6onee 0,2 %
) Impurity D / [lpumecs D Below LOD (LOD = 0.02 %) / 4) Not more than 0.2 % / ve donee 0,2 %
Huxe npenena obnapyxeHus
(IT0=0.02 %)
5)Impurity E / [pumecs E 0.07% 5) Not more than 0.2 % / e bonee 0,2 %
6)Impurity F / TIpumecs F Not detected / He o6Hapyxkena 6) Not more than 0.2 % / He bonee 0,2 %
7)Highest'indivi.dual Less than LOQ (0.1% 7) Not more than 0.2 % / He 6onee 0,2 %
unknown impurity /
ES— KOJIHYECTBEHHOrO ONpe/ieieH s
(IKO =0.1%)
HeuaeHTH QULHpOBaHHas
MpuMech

Remarks : The Product conforms to ND/
IIpumeuanne: [1poaykT coorBeTcTBYET TpeboBaHusM HJ

Conclusion : APPROVED /
Saxkmouenue: OJJOBPEHO

Prepared by / IToarorosnexo: Checked by / IIpoepeHo: Approved by: Manager/Executive / Ono6peHo:
Ramakant @y&y&\ Himesh Kumar Menemxep / PykosoauTenb
Y ;)K’/_/__J Amit Kumar N .
s ] : N
Reprint Date / Reprint Date / Reprint Date / i
Harta:29.09.2022 Hara: 29.09.2022 Hara: 29.09.2022
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CEPTUDUKAT AHANTN3A
Product Nise gel
Ipoaykr Haiiz®, rens as Hapy)KHOTro npHMeHeHist 1%
Batch No / 1 V220720 Batch Quantity / : 56,332.000units /
Cepus Ne Oo0bem napTHu 56,332.000 exynuL
Analytical Report No / : 890001617268 Date of Analysis / : 29.09.2022
AHajuTnyecKHii oT49er No Jara aHann3a
Date of Manufacture / : Sep.2022 Date of Expiry /. : Aug.2024 -
JlaTta mpou3BOACTBA I'onen a0

Analysis performed according ND / Ananus nposened no HJI: 11 N012824/02-100320 (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)

8)Total impurities /
CymMa npumeceit

0.1%

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

6 Microbial limits /

[Mukpobuonornyeckas
4UCTOTA

Total aerobic microbial count
Y ObLuee uicno aspodHbIX

[MUKpOOpraHu3MoB
|T0ta1 combined yeast and

;molds count / O6uee uncio
[MPOXOKEBBIX U IJIECHEBBIX

Less than 10 CFU/g/
Menee 10 KOE/r

Less than 10 CFU/g/
Menee 10 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Not more than 10 CFU/g/
h—le 6onee 10 KOE/r
|

7 Assay / KonuuecTBeHHOe
onpefencHue

rprdoB
S.aureus Absent / OTcyTCTBYET iIShould absent in 1 g/ OtcyTcTBUME B IT
P.aeruginosa Absent / OTcyTCTBYET EShould absent in 1 g/ OtcytcTBHE B 1T

10.18mg / 10.18mr

Not less than 9.0 mg and not more than
11.0 mg of CuH[zNzOsS Nimesulide in
one gram of gel. /

101 9,0 1o 11,0 mr C13H12N20sS
(Humecynuza) B 1 r npenapara

Remarks : The Product conforms to ND/
IMpumevanue: IIpoaykT cootBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3akawuenue: OJOBPEHO

Prepared by / IToarorosneHo:

Ramakant W

Checked by / IlpogepeHo:
Himesh Kumar

Approved by: Manager/Executive / OnobpeHo:
Menemxep / PyxoBonnTens

— Amit Kumar ! .
- [
Reprint Date / Reprint Date / Reprint Date /
Hara:29.09.2022 Hara: 29.09.2022 Hara: 29.09.2022
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CEPTUDUKAT AHAJTIU3A
Product : Nise gel =
Hpoaykr : Hafis®, rens ana napykHoro npumeHenns 1%
Batch No / : V220720 [Batch Quantity / : 56,332.000units /
Cepus Ne O0nem napTuu 56,332.000 envnnu
Analytical Report No / : 890001617268 Date of Analysis / : 29.09.2022
AHanuTH4yecKuii oTyer No - JaTta anannsa S
Date of Manufacture / : Sep.2022 Date of Expiry / : Aug.2024
Jata npou3BoJcTBa I'ogen go
Analysis performed according ND / Ananu3z npoeenen mo HJI: I1N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / n3m. Ne 1 ot 16.09.2020, u3m. Ne 2 ot 13.01.2022)

8 |Package/Ynakoka

20 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 20 r B TYOY 13 [To 20 1, 50 r unu 100 r B TYOY U3
NaMHHHPOBAHHOTO AlIFOMHHNA, JNIaMHHMPOBAHHOrO aJIIOMHHMUS,
cHabkeHHYI0O MeMOpaHoli ans CHaOXKEHHYI0 MeMOPaHOH U1sl KOHTPOJIs
KOHTpoJIst epeoro BekpbiTus. [1o 1 nepBoro BekpbiThs. ITo 1 Tybe B mavky
TyOe B MayKy KapTOHHYIO ¢ KapTOHHYIO C HHCTPYKLHMEH 110
MHCTPYKLMEH 10 IPUMEHEHHIO MIPUMEHEHHIO

9 |Labeling / MapkupoBka

10 | Storage conditions /
XpaHeHue

According to ND / B cootsercTBuu ¢ H/I

At temperature below 25 °C. Do not freeze. / [Ipn remnepatype He BbIlUe 25 Com

|[He 3amopaxxuBaTh.
|

|11 |Shelflife / Cpok rogsocTn

12 years / 2 rona

Remarks : The Product conforms to ND/
ITpumeuanue: [Iponykr coorBeTcTBYET TpeboBanmsaM HJI

Conclusion : APPROVED /
3aknwuenune: OJJOGPEHO

Prepared by / [loarorosineno:

Ramakant @y@

Checked by / IIposepeno:

Himesh Kumar Menemxep / PykoBonutens
P :
— Amit Kumar /X(‘.. e

Approved by: Manager/Executive / OnoGpeHo:

(T

Reprint Date /
JHata:29.09.2022

Reprint Date /
Hara: 29.09.2022

Reprint Date /
Jara: 29.09.2022
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