Dr.Reddy’s Q':‘

CERTITICATE OF ANALYSIS

CEPTUOPHKAT AHAJIN3A

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

Ilpoaykr: Haﬂ3nnaT‘E_gaMTonme[uH ryanus) Ta6JIeTKH, NOKPbIThIe IIEHOYHOH 060/104K0#, 600 Mr
Batch No. / : B2102300 Batch Quantity / : 459.990Kg /

| Cepust Ne O0bem cepun 459,990 KI
Analytical Report No. / : 2002FP21001496 Date of Analysis / : 15/07/2021

| AHAJINTHYECKUH OTHeT Ne JlaTa aHAJIH3a
Date of Manufacture / : 06/2021 Date of Expiry / 1 05/2024

| JlaTa mpou3BOACTBA Topen o

Analysis performed according ND / Ananns nposcacu no HJI: JITI-001588-161220

Page1of3/Crp. 1u33

No./
Ne

Test / Iloka3zaTeasn

Result / PesyabtaT

Specification / Hopma

1 | Description/ Onucanue

2 Identification/
ITognunuocTb

Complies as prescribed/
CooTtBeTcTBYET TpeOOBaHUAM

White to off-white, capsule-shaped biconvex,
film-coated tablets with characteristic odour. /
KarncynoBuaHele IBOSKOBBLITTYKNbIE TabneTKu,
MOKPBITBIE TUIEHOYHO 060N04Ko0ii OT Gemoro no
nouTh 6eJ10T0 1BETA, C XapaKTePHBIM 3araxoMm.

Complies as prescribed/
CooreercTByeT TpeOOBaHUAM

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™). / Bpems yaepxusaHus
OCHOBHOTO MKa Ha Xpomarorpamme
UCTIBITYEMOTO pactBopa LOOJDKHO
COOTBETCTBOBATD BpPEMEHH  ylep)KUBaHWs
OCHOBHOTO NHKa Ha XpoMarorpamme
CTAQHAAPTHOrO PacTBOpa aMTOJIMETHH Tyaluia
(paznen «KonuuecTBEHHOE OMPEACTIEHHE).

3 | Average weight and uniformity of weight / Cpeansas macea n oaH

OpOJHOCTHL MO Macce

C

a) Average weight /

peaHss Macca

b) Uniformity of weight /
OnRHOPOIHOCTE TIO Macce

819.6 mg/ 819,6 Mr

Complies as prescribed/
CootsercTByeT TpeOOBaHUM

820.0 mg £ 5 % (from 779.0 mg to 861.0 mg) /
820,0 Mmr £ 5 % (ot 779,0 mMr no 861,0 mr)

18/20 tabs — not more than + 5 %/
2/20 tabs - not more than + 10 % /
18/20 Ttabn. — He Gonee =5 %
2/20 tabin. — He Gonee + 10 %

4 | Dissolution / PacTtBopenne

Unit-1/Ta6n.-1 | 93.1%/ 93,1%

Not less than 70 % (Q) of amtolmetin guacil label
claim after 180 min. / He menee 70 % (Q) ot

Unit-2 / Tabn.-2 |93.5%/ 93,5%

HOMUHAJIBHOI'O CcoAcpxKaHnus dAMTOJIMETHH

Unit-3 / Ta6n.-3 |93.1 %/ 93,1%

ryanmna gepes 180 muH.

Unit-4 / Ta6n.-4 |92.2%/ 92,2%
Unit-5/ Ta6n.-5 |91.8%/ 91,8%

Remarks : The Product conforms to ND / Opinion : APPROVED

IMpumeuanne: [Ipoaykr coorsercTByeT TpeboBannsM HJI 3axarwuenne: OJJOGPEHO

Prepared by/ Checked by Approved by: Manager/Executive

IIpoBepeno L&%/ JokymeHT npOBepeHC/a% Menemkep mo obecneyeHno KauecTBa
K ==

Print Date: 15/07/2021 Print Date: 15/07/2021 Print Date: 15/07/2021

JaTa: Hara: Jlata:

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507
Tel : +9140 4900 2900, Fax : +9140 49002999 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 ‘g‘

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

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

popykr: Haiizunar® (amToIMEeTHH ryanmm) TaﬁneTKu, NOKpLITLIE MJIEHOYHOH 000JI0MKOI, 6_00 MI
Batch No. / : B2102300 Batch Quantity / 0 459990 Kg /

Cepusa Ne O0bem cepun 459,990KI" |
Analytical Report No. / : 2002FP21001496 Date of Analysis / 1 15/07/2021
AHanuTHYeCKHi oTdeT Nt Jara anaansza

Date of Manufacture / : 06/2021 Date of Expiry / . 05/2024

JlaTa nmpon3BoacTea Togen no

Analysis performed according ND / Anasus nposejen mo HJL: JII-001588-161220

No./

N Test / [Toka3aTean

Result / PesyabTaT

Page 2 of 3 /T“1_p_ PAGKE

Specification / Hopma

Unit-6 / Tabn.-6 | 92.3%/ 92,3%

5 | Related substances / PoacTBeHHbIe NpUMeECH

AMT-1

OMP
AMT-2

Any individual unidentified
impurity/ Jlrobas equHuuHas
HeugeHTUGHULIMPOBaHHAS
NIpUMeECh

Total impurities / Cymma
npumecei

Less than LOQ (LOQ= 0.009%)

0.01%/0,01%
0.02%/0,02%

0.09% / 0,09%

0.1%/0,1%

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

Not more than 1.5% / He Gonee 1,5 %
Not more than 0.2% / He Gonee 0,2 %

Not more than 3.0 % / He Gonee 3,0 %

6 | Microbial limits / MukpoOuoJsiorgyeckast 4ucTOTa

a) Total aerobic
microbial count / Obee
4HC0 a3pOoGHBIX MHKPO-
OpraHu3MoB

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

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

b) Total combined
yeasts and mould count /
O6l11iee YHUCI0 APONOKEBBIX U
NIECHEBBIX TPH60B

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

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

c) E. coli

Absent in 1g/
OtcyTcTBYeT B IT

Shall be absent in 1g/
OrcyrctBue B 1 T

7 | Uniformity of dosage units /
OaHOpOAHOCTD
J03HpPOBAHHKA

3.2/3.2

The acceptance value (AV) should be less than or
equal to 15.0. / Tlokazatesns npuemueMoctv (AV)
JobKeH ObITh MeHee uan pasen 15,0.

Remarks : The Product conforms to ND'/
IIpumeuanue: JIponykT cooTBeTcTBYeT Tpedosanusam HJ{

Opinion : APPROVED
Zaxmouenue: OJOBPEHO

Prepared by/

IIpoBepeHo Q 5;

Checked by

JIOKyMEHT [IpoBepeH
cAipy

Approved by: Manager/Executive
Menemkep 1o 00eCIIeUEHHIO KauyecTBa

i

Print Date: 15/07/2021
Jara:

Print Date: 15/07/2021
Hara:

Print Date: 15/07/2021
Jlara:
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Dr.Reddy’s Q_‘:'.

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A
Product: / Niselat (amtolmetin guacil) film-coated tablets, 600 mg /
Hpoaykr: Haiizunat® (aMToAMETHH Tyaun) TaGJeTKH, OKPLITHIE INIeH0YHO#H 060/104K0H, 600 Mr
Batch No. / : B2102300 Batch Quantity / : 459.990Kg /
Cepusi Ne | O6bem cepun 459,990 KI"
Analytical Report No. / : 2002FP21001496 Date of Analysis / . 15/07/2021
AnaguTHyecKHii oTHeT No | JlaTa anajusa
Date of Manufacture / : 06/2021 Date of Expiry/ : 05/2024
JlaTa npou3BoACTBa Toxen no

_Analysis performed according ND / Anasnns nposeaen mo HJI: JIII-001588-161220

Page 3 of 37“.1‘[1. Im3

NNO‘:/ Test / [TokazaTenn Result / PesyasTaTt Specification / Hopma
8 | Assay / KosnuecTBenHoe 99.5 %/ 99,5% 90 % to 110 % of amtolmetin guacil label claim.
onpegesneHHe / Or 90 % mo 110 % oT HOMMHANLHOIO

COACPIKAHUA aMTOJIMETHH ryaliiiia.

9 | Packaging / Ynakoska

10 tablets in a non-transparent
PVC/PVDC/Alu  foil  blister.
2 blisters and a patient information
leaflet in a carton. / Tlo 10
Tabnetoxk B Onucrepe M3
Hernpo3payHoH MNBX/TIBAX
TUIEHKW/aJIFOMUHUEBOI  QOJNBIH.
Tlo 2 6aucTepa ¢ MHCTPYKUMER TIO
TPUMEHEHUIO B [TAYKY KapTOHHYIO.

10 tablets in a non-transparent PVC/PVDC/Alu
foil blister. 2 blisters and a patient information
leaflet in a carton. / ITo 10 Tabnetox B 6auctepe
u3 Herpo3payHo MBX/TIBAX
niedxu/amomunneBoi doneru. Io 2 6mucrepa ¢
WHCTPYKLMEH 10 TPHUMEHEHHIO B  MNauky
KapTOHHY}O.

10 | Labeling / Mapxuposka

According to ND / B cootBerctBuu ¢ H|

11 | Storage condition /
Xpanenune

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

12 | Shelf life / Cpok roasoctu

3 years / 3 roma

Remarks : The Product conforms to ND /
ITpumeyanue: [Ipoaykr coorBeTcTBYeT TpeboBanuam HJI

Opinion : APPROVED
3akiarouenune: OJOBPEHO

Prepared by/
IIpoBepeno

ey

Checked by

JIoKyMeHT IIpoBEpeH % O%’

Approved by: Manager/Executive
Menemkep 110 06eCeUEHHIO KauecTsa

/A

Print Date: 15/07/2021

Print Date: 15/07/2021

Print Date: 15/07/2021

Jara: Hara:

Hara:
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