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Dr.Reddy’s €5¢

CERTIFICATE OF ANALYSIS

CEPTUD®HUKAT AHAJIU3A
Product: / Niselat (amtolmetin guacil) film-coated tablets, 600 mg / — ]
IIpoaykr: Haiiznaat® (aMToaMeTHH ryanui) Tab/1eTKH, OKPLIThIE IIEHOUHOH 060104K0#, 600 M1
Batch No. / : B2303160 Batch Quantity / : 553.500 KG/
Cepusn Ne O0nem cepun 553,500 KI™
Analytical Report No. / : 2002FP23002261 Date of Analysis / : 29-09-2023
AHaJHTHYECKHUI 0TUeT No Jara anaauza
Date of Manufacture / : 09/2023 Date of Expiry / : 08/2026
JaTta npousBoacTBa I'onen 1o

Analysis performed according ND / Anasus uposepen no HJI: JITT-001588-161220 (amend Ne 1 from
01.09.2022 / n3m. Ne 1 ot 01.09.2022)

Page1of4/Crp.1u34

/ Test / Iloka3aTe/ib

1 | Description / Onucanne

Result / Pe3yasTaT

Complies  as
CoorseTcTByeT TpeGOBaHMAM

prescribed/ |

Specification / Hopma

White to  off-white,
biconvex, film-coated tablets  with
characteristic odour. / KancynosuaHbie
JIBOSIKOBBLIMYKJIbIE ~ TaOJETKH, [OKPbIThIE
MAeHOYHOH 060J0uKOli OT 6e0ro 10 NoYTH

6e10ro UBeTa, C XapakTEPHbIM 3aMaXoM.

capsule-shaped

2 | Identification/
IloanuHHOCTDL

Complies as prescribed/
CootBeTCcTBYET TpeOOBaAHUSM

The retention time of the main peak in the
chromatogram of test solution should
correspond to the retention time of the main
pcak in thc chromatogram of amtolmetin
guacil standard solution (section "Assay"). /
Bpemsi ynepskvBaHHS OCHOBHOrO MHKa Ha

XpoMaTorpaMMe  HCIBITYEMOro  pacTBopa
JIOJDKHO COOTBETCTBOBATh BpEMEHU
YOEPXKHUBAHHUS ~ OCHOBHOTO  MUKa  Ha

XpoMarorpaMMe CTaHJapTHOrO pacTBopa
aMTOJIMETHUH ryauuna (pa3nen
«KonuuecTBEHHOE ONpPEACICHUEY ).

3 | Average weight and uniformity of weight / Cpennsia macca

H OAHOPOAHOCTD IO Macce

a) Average weight /
CpenHss macca

b) Uniformity of weight /
OnHOpOAHOCTL NO
Macce

817.9 mg/817,9 mr

Complies as prescribed/
CootBeTcTBYET TpeOOBAHNAM

820.0 mg = 5 % (from 779.0 mg to
861.0 mg) /
820,0 Mr =5 % (ot 779,0 mr no 861,0 mr)

18/20 tabs — not more than + 5 % /
2/20 tabs - not more than = 10 % /
18/20 Taba. — He Gonee £ 5 %
2/20 Tabu. — He 6onee £ 10 %

Remarks : The Product conforms to ND /
ITpumeuanne: [IpoaykT coorsercTByeT TpeGoBaHuam HJI

Opinion : APPROVED
3axarouenne: OJJOBPEHO

Prepared by/

[IposepeHo

D. Latha — Quality Control /
Team Member

Checked by

HokyMeHT npoBepeH
A.Susmitha — Quality Control /
Team Member

Approved by: Manager/Executive
MeHemxkep no obecneueHuto kayecTna
K. Narayana Swamy — Quality
Assurance / Team Member

Print Date / Jlata: 30-09-2023

Print Date / {ata: 30-09-2023

Print Date / Jlata: 30-09-2023




| ..
Dr.Reddy’s ‘,‘o‘

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A

Product: / Niselat (amtolmetin guacil) film-coated tablets, 600 mg /

IIpoaykr: Haiiznaat® (aMTo/IMETHH ryanui) Ta0JIeTKH, OKPLITHIE MJIEHO4HO# 060/104K0ii, 600 Mr
Batch No. / : B2303160 Batch Quantity / : 553.500 KG /
Cepust Ne - - | Ob6bem cepun 553,500 KT
Analytical Report No. / : 2002FP23002261 Date of Analysis / : 29-09-2023
AHaauTH4ecKuii oTuet Ne JlaTa aHa;n3a
Date of Manufacture / : 09/2023 Date of Expiry / : 08/2026
Jata npou3sBoaACTBA I'onex 10
Analysis performed according ND / Anann3 nposeaen nmo H/I: JIIT-001588-161220 (amend Ne 1 from
01.09.2022 / u3m. Ne 1 ot 01.09.2022)

Page 2 of 4/ Crp.2 n3 4

No.
/ Test / Iloka3aTenb Result / PesyabTaT Specification / Hopma
No
4 | Dissolution / Unit-1/ Ta6a.-1 89.3% | Not less than 70 % (Q) of amtolmetin guacil
. . o
PacTBopeHue Unit2 / Tabn.2 90.9% label claim after 180 min. / He menee 70 %
(Q) OoT HOMHUHAJIBLHOIO  COAEpXKaHUs
Unit-3 / Tabn.-3 90.7% | amTonmeruH ryaunna yepes 180 mum.
Unit-4 / Tabn.-4 90.0%
Unit-5 / Tabn.-5 89.9%
Unit-6 / Tabn.-6 91.4%

5 | Related substances / PoacTBeHHbIE IpUMeECH

AMT-1
OMP
AMT-2

Any individual unidentified
impurity/ Jlrobas
eAnHUYHAs
HeueHTUUUUPOBaHHAs
MpUMECH

Total impurities / Cymma
npuMecen

Not detected / He oOHapysxeHa
Not detected / He oGHapyxeHa
Not detected / He oOHapykeHa

Not detected / He oOHapyxeHa

Not detected / He oOHapyxeHa

Not more than 0.2% / 11e 6onee 0,2 %
Not more than 1.0 % / He Gonee 1,0 %
Not more than 1.5% / He 6osiee 1,5 %
Not more than 0.2% / He 6onee 0,2 %

Not more than 3.0 % / He 6onee 3,0 %

Remarks : The Product conforms to ND /
Ipumeuanme: [Ipoaykr coorBeTcTByeT TpeboBarusam HJT

Opinion : APPROVED
3akaouenue: OJIOBPEHO

Prepared by/

ITposepeHo

D. Latha — Quality Control /
Team Member

Checked by

JlokyMeHT npoBepeH "g

A.Susmitha — Quality Control /
Team Member

Approved by: Manager/Executive
MeHemxep no o0eCneueH o KauecTsa

K. Narayana Swamy — Quali% %Y,

Print Date / Jlata: 30-09-2023

Print Date / TaTta: 30-09-2023

Assurance / Team Member
Print Date / JTata: 30-09-2023




| ..
Dr.Reddy’s €s®

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIH3A

Product: / Niselat (amtolmetin guacil) film-coated tablets, 600 mg /

Mpoaykr: Haiiznaat® (AaMTOIMETHH Iyauui) Tab/JJeTKH, NOKPbITLIE IIeHoYHO# 060./101K0H, 600 Mr
Batch No. / : B2303160 Batch Quantity / : 553.500 KG/

| Cepust Ne O0bem cepun 553,500 KT
Analytical Report No. / : 2002FP23002261 Date of Analysis / : 29-09-2023
AnajuTHYeCKH I oTdeT Ne Jara anaausa -
Date of Manufacture / : 0972023 Date of Expiry / : 08/2026

JlaTa HpoM3IBOACTBA Togen a0

Analysis performed according ND / Ananus nposesen no HJI: JITI-001588-161220 (amend Ne 1 from
01.09.2022 / uzm. Ne 1 ot 01.09.2022)

Page 3 of 4/ Cxp.3u3 4

No.
/ Test / [Toka3aTeb Result / PesyabTaT Specification / Hopma
No
6 | Microbial limits* / MuKpoGHO/I0rHYECKAsi YUCTOTA™
a) Total aerobic Not Applicable Not more than 1000 CFU/g/
microbial count / O6Liee He 6onee 1000 KOE/r
YUCNO a3pOOHBIX MUKPO-
OpraHu3mMoB
'b)  Total combined Not Applicable Not more than 100 CFU/g /
yeasts and mould count / He 6onee 100 KOE/r
O61Lee YnCIo APONIKEBBIX
¥ [JIECHEBbLIX IpUOOB
c) E. coli Not Applicable Shall be absent in 1g/
OrcytctBUe B 1 1
7 | Uniformity of dosage 42/42 The acceptance value (AV) should be less
units / OpaHopoaHOCTL than or equal to 15.0. / Ilokasarenn
JI03UPOBAHUS npuemsieMoctd (AV) nomkeH ObITh MeHee
unu paseH 15,0.
8 | Assay / KoanuecrBennoe 100.8% / 100,8% 90 % to 110 % of amtolmetin guacil label
onpeaeneHue claim./O190 % 10 110 % OT HOMMHANIBHOIO
CoAepXKaHusi aMTONIMETHH Tyalluia.

Remarks : The Product conforms to ND /
Ipumeuanne: [Tponykr coorsercTByeT TpeGoBanusim HJT

Opinion : APPROVED
Zaxuouenne: OJJOBPEHO

Prepared by/
[TposepeHo L%’A
D. Latha — Quality Control

Team Member

Checked by

HokymMmeHT npoBepeH Q/’
A.Susmitha — Quality Control /
Team Member

Approved by: Manager/Executive
Mexemiep no obecrnedeHuto KauecTBa

K. Narayana Swamy — Quality g Z

Assurance / Team Member

Print Date / laTta: 30-09-2023

Print Date / Jlata: 30-09-2023

Print Date / Tata: 30-09-2023




Dr.Reddy’s Q¢

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A
Product: / Niselat (amtolmetin guacil) film-coated tablets, 600 mg /
IIpoaykrT: Haiizunat® (aMmToamerun Iyaina) TabJaeTKH, NOKPBIThIE IVIEHOYHOH 060/104K0i, 600 Mr
Batch No. / : B2303160 Batch Quantity / » 553.500KG/
Cepus Ne O6bem cepun 553,500KI"
Analytical Report No. / : 2002FP23002261 Date of Analysis / : 29-09-2023
AHAJIUTHYECKHI oTUeT Ne Hara anaausa
Date of Manufacture / : 0972023 Date of Expiry / : 08/2026
Jara npou3BojacTBa Tonen 1o

Analysis performed according ND / Anaau3 nposeaen no H/I: JITT-001588-161220 (amend Ne 1 from
01.09.2022 / n3m. Ne 1 or 01.09.2022)

Page 4 0f4/Crp.4u3 4

/ Test / [Toka3zarean

Result / Pe3ynsTar

Specification / Hopma

9 Packaging / YnaxoBxka

10 tablets in a non-transparent
PVC/PVDC/Alu foil blister.
2 blisters and a patient
information leaflet in a carton. /
ITo 10 Tabnerok B 6aucrepe u3
Henpospaynoir  [IBX/TIBAX
TJICHKU/aNFOMHHHUEBOH
doabru. ITo 2 Gaucrepa ¢
MUHCTPYKLHUEH MO MpUMEHEHHUIO
B MMaYKy KapTOHHYIO.

10 tablets in a non-transparent |
PVC/PVDC/Alu foil blister. 2 blisters and a

patient information leaflet in a carton. / [To

10 Tabnetok B 6aucTepe U3 HEMpoO3pauHoit

[MBX/TIBJIX TUIGHKU/ANOM MHUEBOM

donbru. Ilo 2 Gmuctepa ¢ uHCTpYKUUeH Mo

MPUMEHEHHUIO B MA4YKy KAPTOHHYIO.

10 | Labeling / Mapkuposka

According to ND / B coorserctBuu ¢ HJJ

11 | Storage condition /
XpaHeHne

Below 25 °C / Ipu Temneparype He Bbiwe 25 °C

12 | Shelf life / Cpox
TOAHOCTH

3 years / 3 roga

*At the drug product release, quality control for "Microbiological purity" parameter is performed for each 20th batch, or for
one batch per year, depending on what happens earlier. /
* Ilpu BLINyCKe EKapCTBEHHOrO NpenapaTta KOHTPOIL KAYECTBA N0 NoKasaTeno «MHKPOBHONOrHYeCKas HUCTOTAY

NMPOBOANTCA ANl KaxkA0# 20-0¥i Cephu, iy AN OMHOM CEpUM B FOJ1, B 32aBHCHMOCTH OT TOTO, Y4TO HACTYIHT PaHbLue.

Remarks : The Product conforms to ND /
Hpumeuanue: [poaykr coorsercrayet TpeGosanusm HJJ

Opinion : APPROVED
3akawuenune: OJJOSGPEHO

Prepared by/

[TposepeHo

D. Latha — Quality Control /
Team Member

Checked by
JlokyMeHT npoBepeH
A.Susmitha — Quality Control /
Team Member

2—

Approved by: Manager/Executive
Menemxep no obecneyenuio KauecTsa

K. Narayana Swamy — Quality A/Qé_&

Assurance / Team Member

Print Date / JTata: 30-09-2023

Print Date / [Tata: 30-09-2023

Print Date / JTata: 30-09-2023




