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CERTIFICATE OF ANALYSIS

No./

Analysis performed according ND / Ananus nposeen no HJI: JITI-001588-161220

CEPTUOHNKAT AHAJIU3A

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

IMpoayxkr: Haiizuaat" (aMToIMeTHH 1yaini) Tabiie Tku, HOKpbIThie MJIeH04HOoi 000/101K0il, 600 mr

‘Batch No. / : B2203026 Batch Quantity / : 521.280 Kg /

Cepus Ne O6bem cepin 521,280 KI™
Analytical Report No. / : 2002FP22001996 Date of Analysis / 1 21/10/2022
AnajanTnyeckmii oTueT Ne Jdara asanusa B - ]
Date of Manufacture / : 09/2022 Date of Expiry / : 08/2025
JaTa npomssojacrsa Topen no -

Page 1 0f3/C ip.- 1 n33

Result / PesyabTaT

Specification / Hopma

Complies as
CooTmercTnyeT Tpehonaluam

prescribed/

White to off-white, capsule-shaped biconvex,
film-coated tablets with characteristic odour. /
KancynoBuaHble ABOSIKOBLINYKIbIE TabAeTKM,
NOKPbLIThIE MIIEHOUHOH 0600UKO#H OT Henoro 1o
noyTH 6enoro LBETa, C XapaKTePHbIM 3aMaxoMm.

Complies as prescribed/
CootpeTtcTByeT TpeboBaHUAM

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 ynepxupatiis

OCHOBHOTO MAaKa Ha XpomMartorpamme
UCMBITYEMOI'O pﬁcmopa DONKHO
COOTBETCTBOBATL BpeMEHH yYaACpKUBAHIA
OCHOBHOTI'O nukKa Ha xpomarorpamme

CTAHAAPTHOTO PacTBOpa amMTOJIMETHH ryalmia
(pasnen «KonuuecTBeHHOE OMpeneneHUe»).

No Test / IlokaszaTennb
1| Description / Onucanune
2 Identification/

[MoaauuuocTs

3

Average weight and uniformity of weight / Cpeuuﬂ; MAacca U OJ(HOPOAHOCTD M0 Macce

a) Average weight /
CpenHss macca

b) Uniformity of weight /
OaHopoaHoCThb MO Macce

817.8 mg/817,8 mr

Complies as prescribed/
CoorsercrByeT TpeGoOBaHHUAM

820.0 mg + 5 % (from 779.0 mg to 861.0 mg) /
820,0 mr £5 % (or 779,0 mr a0 861.0 mr)

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

Remarks : The Product conforms to ND /
Tpumeuanne: [Ipogykr cootBeTcrByeT TpeboBanuam HJI

Opinion : APPROVED
3akmouenne: OJIOBPEHO

Prepared by/
[TpoBepeHo

-

Checked by
JloxymeHT nposepen %

Approved by: Manager/Executive
Memnemxep no o6ecneucHUIO KauecTsa

Nz

Print Date: 21/10/2022
Hara:

Print Date: 21/10/2022
Jara:

Print Date: 21/10/2022
Hara:
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Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

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

IMpoaykr:  Haiisuiat" (aMmToaMeTHH ryaun) TabJeTKH, IOKPbIThbIe IIEHOYHOH 000/104K0H, 600 mr
Batch No. / : B2203026 Batch Quantity / 1 521.280 Kg /

| Cepusi N O0nem cepun 521,280 KI™
Analytical Report No. / : 2002FP22001996 Date of Analysis / 0 21/10/2022
AHaanTHueckuii oTyeT Ne JaTta ananusa

Date of Manufacture / : 09/2022 Date of Expiry / : 08/2025

JaTa npousBoacTsa I'ogen g0 -
Analysis performed according ND / Anaau3s nposesen no HJI: JITI-001588-161220

Page2 of 3/ Crp.2 3 3

No./
Ne

4 | Dissolution / PacTBopenne

Test / [lokazaTenn Result / PesynbTaT Specification / Hopma

Not less than 70 % (Q) of amtolmetin guacil label
claim after 180 min. / He wmenee 70 % (Q) ot
HOMHWHANBHOIO  COAEPKAHUA  AMTONIMETHH
ryauuna yepes 180 mun,

| Unit-1/Ta6n.-1 [87.9%/ 87,9%
87.8%/ 87.8%
87.8%/ 87,8% |
87.9%/ 87,9%
87.5%/ 87,5%

86.2%/ 86,2%

Unit-2 / Tabn.-2
Unit-3 / Tabn.-3
Unit-4 / Tabn.-4

| Unit-5/ Ta6n.-5

et / Tabn 6 |

5 | Related substances / PoacTsennbie npuMecH

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

npumecei

Microbial limits / Mukpo0uoaoruieckas 4ucrora

a) Total aerobic

microbial count / Obiee
4KUCTO a3pOOHBIX MUKPO-
OpraH1U3MoB

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

"AMT-1 Less than LOQ (LOQ= 0.009%)
OMP 0.01%/0,01% Not more than 1.0 % / He 6osiee 1,0 %
AMT-2 0.03%/0,03% Not more than 1.5% / He 6onee 1,5 %
Any individual unidentified Not more than 0.2% / He 6onee 0,2 %
impurity/ JtoGast emnuuunas | geor /) 06%
HENACHTHDHULIMPOBAHHAS ' ’
NpUMECH
Total impurities / Cymma 0.1%/0,1% Not more than 3.0 % / He 6onee 3,0 %

| Not more than 1000 CFU/g /

He 6onee 1000 KOE/r

Remarks : The Product conforms to ND /
Ipumeuanue: [Tpoaykt cooTBeTcTBYET TpeboBanuam HJL

Opinion : APPROVED
3akawuenne: OJJOBPEHO

Prepared by/
[TpoBepeno

Checked by
JoxymeHT nposepeH A

Approved by: Manager/Executive
Menemkep no obecneyeH o KayecTsa

Ny

Print Date: 21/10/2022
Jlara:

Print Date: 21/10/2022
Hara:

Print Date: 21/10/2022
Jara:

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507
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Dr.Reddy’s Qe
CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

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

[Mpoaykr:  Haiizsunar' (aMTo/IMETHH ryauu.) Ta61eTKY, NOKPLITHIE TL1EHOYHOHA 000104K0H, 600 M1
Batch No. / : B2203026 Batch Quantity / : 521.280Kg/
Cepusi Ne Obbem cepin 521,280 KI™
Analytical Report No. / : 2002FP22001996 Date of Analysis / . 21/10/2022
Ananuruueckunii oruer Ne B Jara ananusa - B
Date of Manufacture / : 09/2022 Date of Expiry / . 08/2025

Jlara npoussojacrsa ~ |Togewjpto
Analysis performed according ND / Anasnn3 nposeaen no HJL: JITI-001588-161220

Page3 of 3/Crp. 3 13 3

N}?("/ Test / IMokazaTensb Result / PesyabTat Specification / Hopma
b Total combined Less than 10 CFU/g / “Not more than 100 CFU/g / B
yeasts and mould count / Menee 10 KOE/r He Gonee 100 KOE/r

Obutee Yo APONIKEBLIX H
niaecHeBbIX rpuboB

c) E. coli Absent in lg/ Shall be absent in Ig/
OrcyTcTBYET B IT OtcytctBHe B 1 1
| 7 | Uniformity of dosage units / 0.8/0.8 The acceptance value (AV) should be less than or
OaHOpPOAHOCTD equal to 15.0./ Tlokasarens npuemsiemoctu (AV)
A03MPOBAHNA AomkeH ObITh MeHee M paser 15,0,
8 | Assay / * Koaunuectsennoe 100.4%/ 100;4% 90 % to 110 % of Amtolmetin gu_acil label claim.
onpeaeneHne / Or 90 % no 110 % OT HOMHUHAALHOIO

coAepKaHug aMTONIMETHH ryalu/ia.

9 | Packaging / Ynakosia 10 tablets in a non-transparent | 10 tablets in a non-transparent PVC/PVDC/Alu
PVC/PVDC/Alu  foil  blister. | foil blister. 2 blisters and a patient information
2 blisters and a patient information | leaflet in a carton. / ITo 10 TabneTok B 6amcTEpe

leaflet in a carton. / Tlo 10| u3 HEMpo3pavHoil [MIBX/TIBAX
TabneTok B Gauctepe  u3 | mueHkw/anioMuuuesoit doneru. Ilo 2 6nucrepa ¢
Hempo3pauHon MBX/MIBAX | uHcTpykuuell 1o  TMPUMEHEHU0 B TAYKY

TUIEHKW/anioMUHKEBOH  IONbTH. | KAPTOHHYIO.
Mo 2 6imcrepa ¢ MHCTPYKUMER MO
TIPUMEHEHHUIO B MAYKY KAPTOHHYIO.

10 | Labeling / MapknpoBka According to ND / B cootserctsuu ¢ HJ1
11 | Storage condition / Below 25 °C / Ipu Temneparype He Buiwe 25 °C -
Xpaunenue

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

Remarks : The Product conforms to ND / Opinion : APPROVED
Ipumeuanue: [IpogyKT cooTBeTCTBYET Tpebosanusim HJL Baxsmouenne: OJOBPEHO
Prepared by/ Checked by Approved by: Manager/Executive
[TpoBepeno L&f““"— JIoKyMeHT MpoBepeH % Menemxep no odbecneueHnIo Ka4ecTna
Print Date: 21/10/2022 Print Date: 21/10/2022 Print Date: 21/10/2022

Jara: Jara: Jara:

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



