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CBUAETEJILCTBO O COOTBETCTB 1505
TPEBOBAHUSIM 'OCYIAPCTBEHHOM PETUCTPALIMH

Hactosimm 000 «JIp. Penau’c JJabopaTopuc» yAOCTOBEPSACT, 4yTO
nekapcTBEHHBIN TpenapaT AA MEAUUWHCKOrO MPHMEHEHHA:

Haumernoearnue JII: Hais®

MHH: Humecynun

Jlexapcmeennas ¢popma,

hopma esnycka. tabnetku, 100 Mr (6nuctep) 10 x 3 (mauka
KapTOHHaA)

PV Ne, oama: 1 N012824/03 ot 26.05.2009 (naTa 3aMeHBI PY
14.01.2019)

HIO, usmenernue Ne: TIN012824/03-140119

IMTpouzgodumens, cmpana: II-p Pennu’c Jlaboparopuc JITx., Hunus

Adpec npoussodcmea: Formulation Unit-6, Vill. Khol, Nalagarh Road,
Baddi, Distt. Solan (HP) 173205, India

Cepusa Ne: V900924

Konuuecmeo: 79920 ymakoBOK

Hama uzzomosnenua: 10.2019

Cpox 200HoCcmu: 09.2022

Koo OKII[2: 21.20.10:221

Koo TH B3/: 3004900002

Konmpaxm Ne: DRL 01/2017 ot 07.02.2017

Hreoiic Ne: 185027555 ot 29.11.2019

cooTBeTcTBYeT TpeGOBaHUAM, YCTAHOB/IEHHBIM MPH €ro rocyaapcTBEHHOM
perucTpaLHH.
EF

Y TI0THOMOUEHHBIH Mo KayecTsys</ ., Hdatwuit A.B.

BBO3MMO# MPOIYKLUH




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHATNTU3A

A Rl LA e

Product Nise tablets 100 mg
MpoAaykT Haua® , TabneTtkn 100 Mr
Batch No / : V900924 Batch Quantity / - 775.000 KG units /
Cepun Ne O6bem napTun equHUuY
Analytical Report No / : 890001414061 Date of Analysis / : 20.11.2019
AHaNUTUYECKUIH OTHET [AaTta aHanu3aa
Ne
Date of Manufacture / : OCT-2019 Date of Expiry / : SEP- 2022
[lara npouasoacTBa foneH Ao

Analysis performed according ND / Ananu3 nposeAeH no HAO: N N012824/03-140119

‘N¢  iTest/Mokasatens

Result / Pe3yneTaTe

Specification / Hopma . N

1 “Description / Onucanve

i
i

" identification /
NoANWHHOCTL

fellowish white round biconvex
tablets with smooth surface.

c FNaaKo NoBEPXHOCTbIO. _

Complies /
CooTteercrayer

Benie ¢ XenToaaThiM OTTEHKOM
kpyrnbie ABOAKOBLINYKNbIE TabneTkv

Yellowish white round biconvex tablets
with smooth surface.

Benble C XenToBaTeiM OTTEHKOM
Kpyrnoie ABOAKOBLINYKNbIE tabneTtku ¢
rnaakow nogepxHocTe. .,
The retention time of principal peak in the
chromatogram of test solution should ‘
correspond to retention time principal peak
in Nimesulide standard solution
chromatogram under Assay/ Bpemsa i
YAEPXUBAHWUA OCHOBHOrD NUKa Ha !
XpOMaTOrpaMMme UCNuTYEMoro pacTeapa
AIONMHO COOTBETCTBOBATL BpEMEHU i
YAEPHUBAHUA OCHOBHOMO NUKa Ha i
XpoMaTorpamme CTaHABPTHOro pacracpa i
HuMecynuaa (papen «KonwdecTaeHHoe
onpegenexues) s

3

| wnifarmity / CpeaHas

‘ |Macca v 0AHOPOAHOCTL
lmacee

D

4

t

" Average weight and mass

issolution / PacTeopenve|

311.1 mg

| 92%-94%

i

310mgt5%/310Mr£5% T

18/20 tablets ~ NMT £ 5.0% / 18/20
Tabnerok — He Gonee 15.0% :

2/20 tablets = NMT £ 10%/

2/20 ta6netok — e Gonee +10%

Not less than 75%(Q) of labeled amount
of C13H12N205S nimesulide is
dissolved in 45 minutes / He mewnee 75 %
(Q) OT HOMUHANBLHOMC COAEPXAHWA

_ C13H12N2058 (numecynua) uepea 45 |

Remarks : The Product conforms to ND/
Mpumeyanue: poaykT cooTeeTcTayeT TpeboBaHUAM

Conclusion : APPROVED /
3axkniouenve: OROBPEHO

HAa

Prepared by / Checked by / NpoaepeHo: Approved by: Manager/Executive /
MoaroToBNEHO: Himesh Kumar OpobpeHo: Mexepxep / Pykosoautens
Vasundhra Thakur (") M Ajay Kumar

Reprint Date /
fara:15.01.2020

Reprint Date /
[lara: 15.01,2020

Reprint Date /
Data: 15.01.2020

Reprs et E0tfiee ¥ LAV Raad Nov b Baapara Ehil
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Dr.Reddy’s Q':‘.

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHANU3A

Product Nise tablets 100 mg
Mpoayxr Haa® | rabnetku 100 mr
Batch No / : V900924 Batch Quantity / 1 775.000 KG units /
Cepun Ne O6wem naptuu eauHuy
Analytical Report No / 1 890001414061 Date of Analysis / : 20.11.2019
AHanuTuveckuit oTver Oarva aHanuaa
Ne
Date of Manufacture / : OCT-2019 Date of Expiry / : SEP-2022
fara npouasoncrea logex oo

Analysis performed according ND / Ananua npoeeaen no H: N NO12824/03-140119

'
i

MUH,

"Not more than 6.0% wiw 7 He Bonee 6.0

57" Water/ Boaa 2.8% wiw
: ! %
- e e . e
8 i Related substances / ’
i iPoacraennsie I
iNpumMecu !
NMT 0.20% / He Gonee 0,20%

' Impurity A /Mpumecs A

limpurity B / Npumecs B

ilmpurity C / Npumecs C

0.01%

Not Detected

i |
i f!mpurity D/ Npumecs D
i i

Less than LOQ(0.0057%)

BOL(Disregard area 806)

NMT 0.20% / He 6onee 0,20%
NMT 0.20% / He Gonee 0,20%

NMT 0.20% / He 6onee 0,20%

Remarks : The Product conforms to ND/
Npumevanue: NpoaykT cootseTcTayeT TpeGoBaHUAM

HA

Conclusion : APPROVED /
3aknoyenue: OO0OBPEHO

Prepared by / Checked by / MNposepeHo:; Approved by: Manager/Executive /
MoarotosneHo: Himesh Kumar Opnobpeno: Mexeaxep / Pykosogutens
Vasundhra ThaliLD - \5 B e Ajay Kumar

- C-t// -
Reprint Date / Reprint Date / Reprint Date /
HaTa:15.01.2020 Hara: 15.01.2020 ‘Oara: 15.01.2020

Rovrsiered €Oiffiee: 8.2 317 Rowld N

Soanara Fhlls ivederabiad SEO A Taedi,

Tds D3 000 2000, s A A0 3 p s il il deredd < orom
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Dr.Reddy’s Q%%

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHANA3A
== VRAl ARAJIU3A

Product : Nise tablets 100 mg
Mpoaykr Hata® , rabnerku 100 mr

Batch No / : V900924 Bat
Cepun Ne

ch Quantity / . 775.000 KG units /

O6nem napruu eAuHuL

Analytical Report No/ : 890001414061 Dat
AHanuTU4eckuin otyer

e of Analysis / 1 20.11.2019

farta ananuaa

N
Da
[ﬂira npouvasoacrea

te of Manufacture / : OCT-2018 ' Date of Expiry / : SEP- 2022
Flogewn no

[_Analysis performed according ND / AHanua npoeegen no HA: N N012824/03-140719

Impurity € / Npumeces E Not Detected

Any unknown individual

impurity/ EquHuunas

l
_ilmpurily F / Npumecs F ! Not Detected
? i

! Less Than LOQ (0.0143%)

NMT 0.20% / He 6onee 0.20%

NMT 0.20% / He Gonee 0,20%

NMT 0.20% / He 6onee 0.20%

HeugenTuduympyeman |
Inpumecs
i i 5
Total impurities / Cymma ,‘ 0.01% NMT 1.5% / He Gonee 1.5%
Inpumecein
g 'TUh’ifEEnTt’féﬁEs‘éb’éT;ﬁ?is ‘ ST -Acceptance value (AV) should be not
! OaHopoAHOCTS 2.3 mare than 15.0, /
i A03upoBaHUs ,’ Noxazatens npuemnemoctu (AV) aonwen
I P .——BbTenebonee1so
8 | Microbiological limits 7 |
i MukpoBuonoruueckas ' .
WUCTOTa
; ! o A FU/
I ia) Total Aerobic Microbial f lﬁglﬁfgﬁ:;t?:gﬂ?%%ﬁ digi
{Count / ' Less Than 10 CFU/G ’
‘O6uwee yucno aspobHsix i

IMWKPOOPraHUAMOB |
b) Total Combined Yeast |
iand mould count / O6uee l
{HUCNO ApoXKEBkIX U i
‘nnecHeasix rpuGos Absent
Ic) Escherichia Coli 1

Less Than 10 CFu/g

Not more than 100 CFurg /
He 6onee 100 KOE/r

Shall be absent in 1g / Orcytcreue 8 1r

Remarks : The Product conforms to ND/
Npumevanue: Mpoayxkr cooTeeTtcTeyer Tpe6GoBaHUAM
H

Conclusion : APPROVED /
3axnwoyenue: ONOBPEHO

Prepared by / Checked by / Mpoeepeno:
MNogroToenexo: O Himesh Kumar

Approved by: Manager/Executive /
OpnobpeHo: Menenxep / PykosoguTens

Vasundhra Thak i
a ra : akur, J P Ajay Kumar .
Reprint Date / Reprint Date / Reprint Date /
fara:15.01.2020 dara: 15.01.2020 fara: 15.01.2020
Revirered Offiee- N2 A5T Reaed N S Bangaia [hil-, Flveleraliad A (e

el O daggon 200 Ay O i ey 2009 F gy
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Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHANTUIA
Product Nise tablets 100mg i
MNpoayxr Haaa® , rabnetku 100 mr
Batch No / : V800924 Batch Quantity / : 775.000 KG units /
Cepun Ne O6bem naprTum eguHuy
Analytical Report No/  : 830001414061 Date of Analysis / : 20.11.2019
AHANUTUYECKUIR OTHET Aara ananuaa
Ne
Date of Manufacture / : OCT-2019 Date of Expiry / : SEP- 2022

[ata npouasogcrea

Mopex no

Analysis performed according ND / AHanu3a nposegen no Hl: N N012824/03-140119

9 ‘Assay/
KonuuecraenHoe
lonpeaenenve

1

i

98.8 mg

Not less than 90.0 mg and not more than ]
110.0 mg C13H12N205S Nimesulide in

tablet / or 90,0 mr g0 110,0 mr ;
C13H12N2058 (HuMecynua) 8 Tabnetrke |

110 | Package / Ynakoexa
; i
!

i1 1 Labeling / Mapkuposka

3 blister and patient information

leaflet in a carton. / Mo 10 Tabnetok
NexX/anomunuesom Gnuctepe. Mo anoMuHuesoM Gnuctepe. Mo 1, 2, 3 unu
3

Gnuctepy BMecTe ¢ MHCTPYKUMeEWH

No NPUMEHEHUIO B Nauky
KAPTOHHYH.

10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 1, 2, 3 .

or 10 blisters and patient information leaflet!
in a carton. / Mo 10 Tabnetok & NBX / |
10 6NUCTEpOR BMECTE C UHCTPYKLUUeld no |
NIPUMEHEHUIO B NAYKY KAPTOHHYIO i

According to ND / B cooteetctauu ¢ Hfl

[}
f‘ycnoaun XpaHeHus

freMnepartype He Bbilwe 25°C

tore protected from light below 25°C / B 3al{UUIEHHOM OT CBETA MecTe npu

f1_3_ :S?eﬁ_ld_‘e / Cpok rogHocTy

3 years /3 rona_

Remarks : The Product conforms to ND/ Conclusion ;: APPROVED /
Npumeyanue: MpoaykT cooTeeTcTByeT TpeboBaHUAM 3aknwvenue: OQOBPEHO
HA
Prepared by / Checked by / MNposepeHro: Approved by: Manager/Executive /
MoparoTosnewxo: Himesh Kumar OpobpeHo; MeHenxep / Pykosoautens
Vasundhra Thak(r . | Ajay Kumar

C o =l —
Reprint Date / Reprint Date / Reprint Date /
fata:15.01.2020 fara: 15.01.2020 fara: 15.01.2020
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