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Product: /
Hpoaykr:
Batch No. /
Cepus Ne
Analytical Report No. /
AHaNUTHYCCKHIT oTHeT No

Date of Manufacture /
JlaTa nponsBoacTBa

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIN3A

Niselat Zamtolmetin guacil) film-coated tablets, 600 mg /
Haiizuaat® (AMTOJIMETHH I'yallWJ1) Ta0JeTKH, HOKPbLITbIE IJIeHOYHOH 000J104K0H, 600 Mr

: B2400882 Batch Quantity / : 553.500KG/
O6bem cepun 553,500 KI°

: 2002FP24000685 Date of Analysis / : 22-03-2024
JaTta anajansza -

: 02/2024 Date of Expiry / : 012027

| T"'opeH o

| 01.09.2022 / m3m. Ne 1 or 01.09.2022)

| Analysis performed according ND / Auanu3 nposeaed no HJI: JITI-001588-161220 (amend No 1 from

Pagelof4/Crp. 134

/ Test / [Toka3zaTesb

1 | Description / Onucanne

Result / PesyasTar

Specification / Hopma

Complies  as prescribed/
CooTBeTcTBYET TpeOOBAHKIM

2 | Identification/
IMoaanunocTh

Complies as prescribed/
CoorBercTByeT TpeGOBaHUsIM

White to  off-white,  capsule-shaped
biconvex,  film-coated tablets  with
characteristic odour. / Kancynosuansie
JNBOFKOBBINYKJble  TabJETKH, MOKPbITLIE
MJIGHOYHOM 060N04KON OT 6€0r0 10 NoYTH

6enoro LBETA, C XapaKTCPHbLIM 3anaxomM.

| The retention time of the main peak in the

chromatogram of test solution should
correspond to the retention time of the main
peak in the chromatogram of amtolmetin
guacil standard solution (section "Assay"). /
Bpemsi yaepxkvBaHHS OCHOBHOTO TMHKa Ha

XpoMaTorpaMMe HKCMbITYEMOro  pacTBOpa
JIOJDKHO COOTBETCTBOBATh BpEMEHH
YAEPXKMBAHUS ~ OCHOBHOTO  THKa  Ha

XpOMarorpaMMe CTaHAapTHOrO  pPacTBOpa
aMTOJIMETHH ryauusia (paznen
«KonuuecTBeHHOE OMpeeNieHNeY ).

3 | Average weight and uniformity of weight / Cpennsia macca

" O/THOPOJHOCTH IO Macce

a) Average weight /
CpenHsist Macca

b) Uniformity of weight /
OAHOPOAHOCTD 1O
macce

8159 mg/ 815,9 mr

Complies as prescribed/
CooTBeTcTBYET TpeOOBaHUAM

820.0 mg + 5 % (from 779.0 mg to
861.0 mg) /
820,0 mr £ 5 % (ot 779,0 mr o 861,0 mr)

18/20 tabs — not more than £ 5 % /
2/20 tabs - not more than + 10 % /
18/20 Tabn. — ne Gonee £ 5 %
2/20 tabn. — ue 6onee = 10 %

Remarks : The Product conforms to ND /
Ipumeganne: [TpogyxT coorBeTcTBYET TpeboBanusm HJJ

Opinion : APPROVED
3akmouenune: OJOBPEHO

Prepared by/
[Iposepeno

D. Latha — Quality Control
Team Member

Checked by
JokymeHT nposepeH

T. Latha — Quality Control /
Team Membey =
)

Approved by: Manager/Executive
Menemkep 1o obecrieyeHnIo kauecTsa
V. Prashanth — Quality Assurance /

Team Member :

Print Date / JaTa: 23-03-2024

i
Print Date / Hara: 23-03-2024

Print Date / Jata: 23-03-2024

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507

Tel : +91 40 4900 2900, Fax : +91 40 4900 2999 Email mail@drreddys.com www.drreddys.com
Factory : Survey No. 42, 45 & 46, Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District, Pin Code - 500 090,
Telangana, India. Tel : 9140 4464 2202 & 2203, Fax ; 9140 4464 2276, www.drreddys.com



o
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Product: / Niselat (amtolmetin guacil) film-coated tablets, 600 mg / -
IIponykr: Hajizunat" (aMTOIMETHH ryaun1) TabaeTKH, HOKpPhIThie IIEHOUHOH 060/104KO0H, 600 mr
Batch No. / : B2400882 Batch Quantity / : 553.500 KG/

| Cepuss Ne B - | O0mem cepun 553,500 KT
Analytical Report No. / - 2002FP24000685 Date of Analysis / © 22-03-2024
AHaauTHueckuii oTuer Ne - | JlaTa anasnza

‘Date of Manufacture / . 02/2024 Date of Expiry / : 01/2027 T
JlaTta nponiBoacrea - | Tonen no ]
Analysis performed according ND / Ananus nposegen o H/I: JITI-001588-161220 (amend Ne 1 from
01.09.2022 / u3m. Ne 1 ot 01.09.2022) [

Page 2 of 4/ Crp. 2 u3 4

No.

/ Test / IToka3zarean
Ne

4 | Dissolution/

PacTBopenne

Result / PesyabTar

Unit-1/Ta6n.-1 88.1%

Unit-4 / Tabn.-4 87.4%

Unit-2 / Ta6n.-2 87.3%
Unit-3 / Ta6n.-3 88.6%

Unit-5/Taba.-5 | 87.4%

Unil-6 / Tabn.-6 88.9%

Specification / Hopma

Not less than 70 % (Q) of amtolmetin m
label claim after 180 min. / He menee 70 %
(Q) or HOMHHANLHOrO  COmepXKaHMs
aMTOJIMETHH ryaiuna uepes 180 mun.

5 | Related substances / PoacrBeHHbIe npuMecH

AMT-1
OMP
AMT-2

Any individual unidentified
impurity/ JlroGast
eMHHUYHAs
HeuaeHTHQULPOBaHHAS
npumech

Total impurities / Cymma
npumeceh

Less than LOQ (LOQ = 0.009%) /
Huxe npenena konnuecTBEHHOrO
onpeaenenvs (ITKO = 0,009%)

0.01%/ 0,01%
Less than LOQ (LOQ =0.010%) /

Hmxe npenena koyimyecTBeHHOro
onpenenenus (ITKO = 0,010%)

0.02% 70,02%

Not detected / ne oGHapyxeHa

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

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

IIpumeyanue: [Iponykt cooTBeTCT

Remarks : The Product conforms to ND /

BycT TpeboBanusm HJT

Opinion : APPROVED
3axmouenne: QJJOBPEHO

Prepared by/

Ipoeepeno

D. Latha — Quality Contra] /
Team Member

Checked by

JlokymeHT npoBepeH

T. Latha — Qual'l* Control /
Team Memb?y’ L

TP '

Approved by: Manager/Executive
Menenxep no obecrneuenmnio KayecTpa
V. Prashanth — Quality Assurance /

Team Member

Print Date / [Tata: 23-03-2024

Print Date / 'I[aTa: 23-03-2024

Print Date / Jata: 23-03-2024

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507
Tel : +91 40 4900 2900, Fax : +91 40 4900 2999 Email : mail@drreddys.com www.drreddys.com

Factory : Survey No. 42, 45 & 46, Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District, Pin Code - 500 090,
Telangana, India. Tel : 9140 4464 2202 & 2203, Fax : 9140 4464 2276, www.drreddys.com
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CERTIFICATE OF ANALYSIS

Analysis performed accord_ing ND / Auanu3s nposeaen o HJI: JITI-001588-161220 (amend Ne 1 from
01.09.2022 / u3m. Ne 1 ot 01.09.2022)

CEPTH®UNKAT AHAJIU3A
\Product: / Niselat (amtolmetin guacil) film-coated tablets, 600 mg / ]
Ilpoaykr: HaiisnaaT" (aMToaMeTHH ryanu) TabJeTkH, TOKPbITbie IJIEHOUHOi 060I0YKOH, 600 mr
Batch No. / : B2400882 Batch Quantity / : 553.500 KG/
Cepust Ne | Obbem cepun 553,500 KI
Analytical Report No. / : 2002FP24000685 Date of Analysis / : 22-03-2024
AHaJHTHYeCKHIT oTueT No Jara anaqmsza -
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027 -
Jara npoussojcraa I'open go

Page3of4/Crp.3us 4

No.
/ Test / Iloka3aTenn Result / PesyabTar Specification / Hopma
Ne
6 | Microbial limits*m&)ﬁ-ﬂonomquKaﬂ JHcToTa* N
a) Total aerobic Less than 10 CFU/g / | Not more than 1000 CFU/g /
microbial count / O6wee Metnee 10 KOE/r He 6onee 1000 KOE/r
YHCIIO a3pOOHBIX MUKPO-
OpraHHu3MoB
b) Total combined Less than 10 CFU/g / Not more than 100 CFU/g /
yeasts and mould count / Menee 10 KOE/r He 6onee 100 KORE/r
O6Luee Yucno ApoIIKEBLIX
U MJIECHEBbIX MpUOOB
c) E. coli Absentin g/ Shall be absent in 1g/
Orcyrcrsyer B It OrcyrcrBue B 1 1

7 | Uniformity of dosage 14/14 The acceptance value (AV) should be less
units / OaHOpoaHOCTH than or equal to 15.0. / Tloxasarens
J03HPOBAHUSA npuemneMoctu (AV) nobkeH ObiTh MeHee

unn paeex 15,0.

8 | Assay / KoaudecTBeHHOE 100.7% / 100,7% 90 % to 110 % of amtolmetin guacil label |

onpejeieHue claim./ Ot 90 % o 110 % oT HOMHHaNBHOrO
COlepXKaHHs aMTOJIMETHH Tyaliuia.

Remarks : The Product conforms to ND /
IIpumeuanue: Iponykr coorBercTByeT TpeboBarusm HJI

Opinion : APPROVED
3armouenue: OJIOBPEHO

Prepared by/
Ilposepeno

D. Latha — Quality Control
Team Member

Checked by
JOKYMEHT npoBepeH

T. Latha — Quality Control /
Team Member o

4

Approved by: Manager/Executive
MeHnemxep no obecrneyeHnio KadecTsa
V. Prashanth — Quality Assurance /

Team Member

Print Date / Jlata: 23-03-2024

Print Date / T(ara: 23-03-2024

Print Date / Jlata: 23-03-2024

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507

Tel : +9140 4900 2900, Fax : +9140 4900 2999 Email : mail@drreddys.com www.drreddys.com
Factory : Survey No. 42, 45 & 46, Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District, Pin Code - 500 090,
Telangana, India. Tel : 9140 4464 2202 & 2203, Fax : 9140 4464 2276, www.drreddys.com



Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Paged of 4/ Crp. 434

/ Test / Iloxa3zaTenan

Result / PesyabTaT

Specification / Hopma

9 | Packaging / YnakoBka

10 tablets in a non-transparent
PVC/PVDC/Alu foil blister.
2 blisters and a patient
information leaflet in a carton. /
ITo 10 Tabaetok B Gaucrepe n3
HenpospauHod  TIBX/TIBAOX
IIEHKU/aFOMUHUEBOM
donbru, 1lo 2 OGuincrepa ¢
MUHCTPYKOMEHN MO 1PUMEHEHHIO
B N1a4Ky KapTOHHYIO.

10 tablets in a

CEPTUDOUKAT AHAJIU3A
Product: / Niselat (amtolmetin guacil) film-coated tablets, 600 mg /
IIpoayxkr: Haiisniat" (aMmToMeTH ryaum) TaGJeTKH, OKPbIThIE JIEHOYHOMH 060J104KOii, 600 Mr |
Batch No. / : B2400882 Batch Quantity / 1 553.500 KG/
Cepust Ne - O6nem cepun 553,500 KT°
Analytical Report No. / . 2002FP24000685 Date of Analysis / 1 22-03-2024
AHAaIUTHYeCKHH oTueT No Jara anannsa -
Date of Manufacture / : 02/2024 Date of Expiry / 2 0172027
Jara npousBojacTaa Togen ao -
Analysis performed according ND / Ananus nposeaen no HJI: JIIT-001588-161220 (amend Ne 1 from
01.09.2022 / u3m. Ne 1 ot 01.09.2022)

non-transparent

PVC/PVDC/Alu foil blister. 2 blisters and a
patient information leaflet in a carton. / 1o
10 Tabnetok B GiMcTEpe W3 HENPO3payHON

IBX/TIBAX

TUIEHKH/aNOMHUHHUEBOM

donbru. o 2 Gnucrepa ¢ HHCTPyKuHMEH 1o

HHPUMCHCHHUIO B MAYKY KAPTOHHYIO.

|

10 | Labeling / MapxupoBka | According to ND /B coorserctun ¢ HJJ

11 | Storage condition / Below 25 °C / Tlpu temneparype He Bbiie 25 °C
XpaHeHue

12 | Shelf life / Cpok 3 years /3 rona
TOAHOCTH

*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. /
* I1pu BLINYCKE IEKAPCTBEHHOrO Npenapara KOHTPOJIb Ka4eCTBa Mo NoKasareno « MUKpoGHoIornyeckas YHCTOTa

NIPOBOAUTCS U1 KakA0H 20-0l cepuu, MK 1A OHOM CepUU B rofl, B 3aBUCUMOCTH OT TOTO, YTO HACTYUT paHblIe,

Remarks : The Product conforms to ND /
IIpumeuanue: [1poayxt cootBeTcTBYET TpebGoBanusm HJJ

Opinion : APPROVED
3akmouenne: OJIOBPEHO

Prepared by/
IlpoBepeHo

D. Latha — Quality Contro), /
Team Member

Checked by

JoxyMeHT nposepeH

T. Latha — Quality Control /
Team Membt:ﬂ/'- s

Approved by: Manager/Executive

Team Member

)

Menenxep no obecrneveHnto kKa4ecTna
V. Prashanth — Quality Assurance /

Print Date / Jlata: 23-03-2024

Print Date /${ara: 23-03-2024

Print Date / JTata: 23-03-2024

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507
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Factory : Survey No. 42, 45 & 46, Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District, Pin Code - 500 090,
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