Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUDPHUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoykauH®, TabneTKH, NOKPHITHIE MIeHOYHOH 000J049K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2101671

Batch Quantity / O6bem napTny :
727.500 Kg

040001455542

Analytical Report No / Anajqurnyeckuii ordyer No :

Date of Analysis / laTta anaausa: 29.10.2021

Date of Manufacture / /lata npon3goacrea : Sep-2021

Date of Expiry / Cpok rogHocts : Aug-2026

Analysis performed according ND / Anann3 npoeeger mo HJI: IT N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 o1 06.09.2018, u3m. Ne 2 ot 23.09.2019)

S. Test
No

Result

Specification

1 |Description / Onucanue |Capsule-like orange-coloured

film-coated one-side scored

tablets;

on cross section- white core /
TabneTtkn KancynosuaHom
chopmel, MOKpbITbIE
NNeHoYHO R obonoykolii

OpPaHXXeBOro LUBeTa, ¢ PUCKON
Ha OOHOW CTOpOHE;, Ha
nonepeyHom paspese — a4po
Benoro ugeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core | TabneTku KancynoBugHoOW
hopmbl,  MOKPbIThIE  MAEHOYHOW
obonoyko opaHxeBoro LuBeTa, C
pUCKON Ha O[HOW CTOPOHE; Ha
NnonepeyHoM paspese —  a4po
6enoro nnun no4dt 6enoro UBeTa

Remarks : The Product conforms to ND/
Ilpumeuanne: IIponykr coorBercTBYeT TpeboBaHusM HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

JHata: 29.10.2021

Jata: 29.10.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoBneHo: IIposepeHo: Onobpeno: Menemxep /
Ankit Himesh Kumar PykoBonutens )
@ C::><SI//'Q Manoj Rumar ¢ gl >
Print Date: Print Date: Print Date:

Hara: 29.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS  www.drreddys.com

CEPTHUPUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg

HNOoyxkaun®, TabaeTKH, NOKPBITHIE MIEHOYHOH 000104K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2101671 Batch Quantity / O6bem napruu :
727.500 Kg
Analytical Report No / Apajutudeckuii oTyer Ne : Date of Analysis / laTa ananusa: 29.10.2021
040001455542
Date of Manufacture / lata npousBoacrsa : Sep-2021  |Date of Expiry / Cpok rojHoctu : Aug-2026

Analysis performed according ND / Anann3s npoeexen mo HJI: TTN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, 13m. Ne 2 ot 23.09.2019)

2 Identification / a) Complies as prescribed/
MoanMHHOCTL B cooTtBeTCTBUM C
onvcaHnem

The retention time of the main peaks
on the chromatogram of the test
solution should correspond to the
retention times of the peaks on the
chromatogram of ibuprofen and
paracetamol reference standards
solution (section Assay)/

BpemeHa yaepxuBaHUs OCHOBHBLIX
nUKoB Ha XpomaTtorpamme
UCMBITYEMOr0  pacTsopa  [OOJTKHbI
COOTBETCTBOBATH BpeMeHam
yaep>XXuBaHus nnkos Ha
XpomaTtorpamme pacTteopa
CTaHpapTHbIX obpasLios
nbynpoceHa u  napauetamona
(paspen «KonnyecteseHHoe
onpegeneHner)

3 |Average weight and 968.8 mg
mass uniformity /
CpenHsas macca u
OOHOPOAHOCTb 1O
macce

940,9 mg to 999,1 mg
(970,0 mg + 3,0 %) /

Or 9409 wr po 9991 wr
(970,0 mr £ 3,0 %)

18/20 tablets — NMT + 5% /
18/20 Tabnetok — He bonee + 5 %
2/20 tablets — NMT + 10% /
2/20 Tabnetok — He 6onee + 10 %

Remarks : The Product conforms to ND/
IIpumeuanme: [Iponykr coorBercTByeT TpeboBanusam HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loaroToBneHo: IIpoBepeHo: Ono6peno: Menemxep /
Ankit Himesh Kumar PykoBoautens
A/ —— Manoj Kumar )
Print Date: Print Date: Print Date:
Mara: 29.10.2021 Hara: 29.10.2021 Hara: 29.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hycerabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddji,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUDOUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HUoyxnnu®, TabeTKH, NOKPLITHIE IIIEHOYHOI 000J10uKoil, 400Mr + 325Mr

Batch No / Cepus Ne : V2101671

Batch Quantity / O6bem napTuu :
727.500 Kg

Analytical Report No / AHanuTH4decKuii oTueT Ne :

040001455542

Date of Analysis / JaTa anasusa: 29.10.2021

Date of Manufacture / Jlata mpousBojcTBa : Sep-2021

Date of Expiry / Cpok rogaoctu : Aug-2026

Analysis performed according ND / Ananu3 nposeaen no H/: II N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 o1 06.09.2018, u3m. Ne 2 o1 23.09.2019)

4 |Disintegration /
PacnagpaemocTb

11 minutes 24 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacTteopeHue

97% - 102%

98% - 102%

NLT 70% (Q) Ci3H102 (Ibuprofen)
dissolved in 30 minutes /
He wmeHee 70 % (Q)
(nbynpodheHr) yepes 30 MuH

C13H1502

NLT 70% Q) CsHsNO;
(Paracetamol) dissolved in 30
minutes /

He wmeHee 70 % (Q) CsHoNO-
(mapauetamon) Yepes 30 MUH

6 |Related substances /

PoacteeHHble npumecn

0.04%

0.001%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecei
unbynpodeHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amnHodpeHon (NpuMech
napauetamona) — He 6onee 0,005%

7 |Water/Boga

1.5%

Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
ITpumevanue: [Ipoaykt cooTseTcTBYET TpeboBaHusaM HJI

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: IIpoBepeHo: Onobpeno: Menemxep /
Ankit Himesh Kumar PykoBoautens
Manoj Kumar /
Print Date: Print Date: Print Date:

Jlara: 29.10.2021

Jara: 29.10.2021

Hara: 29.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emai!: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
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Dr. Reddy s '. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS  www.drreddys.com
CEPTUDPUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxknun®, TabieTkn, HOKPLITHIE NIEHOYHOI 000/104K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2101671 Batch Quantity / O6bem naptun :
727.500 Kg
Analytical Report No / AHanuTHyeckuii oT4yeT No : Date of Analysis / lata ananu3a: 29.10.2021
040001455542
Date of Manufacture / Jlata npoussoscrsa : Sep-2021  |Date of Expiry / Cpok rojuocts : Aug-2026

Analysis performed according ND / Ananu3 nposeaen no H: I1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

8 |Microbial limits /
Mukpobuonoruyeckas
yucroTa

a) Total aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
microbial count / MeHee 10 KOE/r He 6onee 1000 KOE/r
O0bLwee vyucno
a3pobHbIX
MUKPOOPraHn3moB

b) Total combined Less than 5 CFU/g / Not more than 100 CFU/g /
yeasts and mould Menee 5 KOE/r He 6onee 100 KOE/r
count / Obuwee yncno
OPONOKEBbLIX U
nrecHeBLIX rpubos
Absent in 1g / OtcytctByeT B [Shall be absent in 1g / OtcyTcTBUE B

c) E. coli 1r 1r
Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanue: [Tpoaykr cooTBeTcTBYET TpeGoBanusam H][ | 3axmodenne: ONIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loaroroBneHo: IIpoBepeHo: OnobpeHno: Menemxep /
Ankit Himesh Kumar Pyxoeonutens

/ Manoj Kumar

Print Date: Print Date: Print Date:
Jara: 29.10.2021 JlaTta: 29.10.2021 Jara: 29.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2399, Email: mail@drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyknuH®, TabaeTku, NOKPbITHIE M1eHOYHOI 000/104K0il, 400Mr + 325Mr

Batch No / Cepust Ne : V2101671

Batch Quantity / O6bem napTuu :
727.500 Kg

040001455542

Analytical Report No / AHaJHTHYecKHit oTueT Ne :

Date of Analysis / laTa anaau3a: 29.10.2021

Date of Manufacture / laTta npouszBoacTsa : Sep-2021

Date of Expiry / Cpok roanocts : Aug-2026

Analysis performed according ND / Ananus nposeaen no H/I: [1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ n3m. Ne 1 ot 06.09.2018, nzm. Ne 2 o1 23.09.2019)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OaHopoaHOCTE 1.1 MokasaTtenb npuemnemoctn (AV)
[o3npoBaHns JorkeH ObITb He Gonee 15,0.
Ibuprofen /
ubynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.1 MokasaTenb npuemnemoctn (AV)
napaueTamorn JomxeH obITb He Bonee 15,0.
10 |Assay/ 395.8 mg 360 to 440 mg of CizH102
KonunyecteeHHoe (Ibuprofen) per tablet /
onpegerneHne Ot 360,0 mr go 440,0 mr Cq3H1s02
(nbynpodcheH) B TabrieTke
323.85 mg 292.5 to 357.50 mg of CsHgNO;
(Paracetamol) per tablet /
Ot 292,5 mr po 357,5 mr CgHgNO
(napauetamon) B TabneTke

Remarks : The Product conforms to ND/
ITpumeuanne: Iponykr coorBercTByeT Tpeboanusm HJI

Opinion : APPROVED
3axmouenne: OJIOBPEHO

Prepared by /
[MoarorosneHo:
Ankit

a_

-

Checked by /
IIpoBepeHo:
Himesh Kumar

—l—=

Approved by: Manager/Executive /
Onobpeno: Menemxep /

PyxoBoautens
Manoj Kumar

(bt

Print Date:
Jara: 29.10.2021

Print Date:
Hara: 29.10.2021

Print Date:
Hara: 29.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hycerabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2399, Email: mail@drreddys.com

CIN: L85195AP1284PLC004507
www.drreddys.com
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Y ® Formulation Unit-6

Dr. Reddy s '. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUDOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyknuu®, TabieTKkn, HOKPLITHIE NIEHOYHOH 000104K0ii, 400Mr + 325Mr

Batch No / Cepus Ne : V2101671 Batch Quantity / O6bem napTus :
727.500 Kg
Analytical Report No / AHaiuTHYecKuii oTueT No @ Date of Analysis / laTa anaau3a: 29.10.2021
040001455542
Date of Manufacture / Jlata npousBoactia : Sep-2021  |Date of Expiry / Cpok roanocru : Aug-2026

Analysis performed according ND / Anann3 npoeeger mo HJ/I: IT N011252/01-110717 (amend Ne 1 from
06.09.2018, amend No 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, usm. Ne 2 ot 23.09.2019)

11 | Package / YnakoBka |10 tablets in PpVC/AI 10 tablets in PVC/AI blister. 1, 2 or
blister. 1 blister and a 20 blisters and a patient information
patient information leaflet in |leaflet in a carton. / o 10 TabneTtok
a carton. / Mo 10 Tabnetok (B MNBX/Al 6rnnctep. Mo 1, 2 unn 20

B MBX/Al 6nucTep. Mo 1 BrnncTepoB B Nayky KapTOHHYIO
6nucTepy B navky BMECTe C UHCTPYKUMeEn no
KapTOHHY0 BMecTe C NPUMEHEHUIO.

WHCTPYKUMEN No

NMPUMEHEHMIO.

12 | Labeling / Mapkupogka | According to ND / B cooTeeTcTumn ¢ HA
13 | Storage conditions / At temperature not more than 25 °C. /

XpaHeHue Mpu TemnepaTtype He Bbiwe 25 °C.
14 | Shelf life / Cpok 5years /5 net

rogHocTu
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Ipoaykr cootBercTBYeT Tpebopanuam HJI | 3akmovenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: IIpoBepeno: OnobpeHo: Menemxep /
Ankit Himesh Kumar PykoBoautens

A Manoj Kumar -~
/O el e W

Print Date: Print Date: Print Date:
Hara: 29.10.2021 Hata: 29.10.2021 JlaTa: 29.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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