Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

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
www.drreddys.com

CEPTHOUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6y iuHE? TabieTku, NOKPLITHIE IIEHOYHOM 0601049K0H, 400Mr + 325Mr

Batch No / Cepua Ne : V2101547

Batch Quantity / O6bemM napTHm :
727.500 Kg

Analytical Report No / Ananutn4eckuii oruer Ne :
890001545565, 890001545329

Date of Analysis / laTa anammsa: 20.09.2021

Date of Manufacture / Jata npou3BoacTea : Aug-2021

Date of Expiry / Cpox rognoctu : July-2026

Analysis performed according ND / Anann3 nposenen mo H/I: T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzam. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

S. Test

Result

Specification

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

film-coated one-side scored

tablets;

on cross section- white core /
TabneTkn KancysrioBUaHON
dhopmbl, NOKpbITLIE
NIeHo4HOMN obonoykon

OpaHXeBOro LUBeTa, ¢ pUckon
Ha OOHOW CTOpPOHE; Ha
nonepevyHoM paspese — 84po
Oenoro UBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / Tabnetkm KancyrnoBWOHON
OpMbl,  MOKPbLITHIE  NFIEHOYHOM
0BOMOYKON OpaHXeBOro LUBETa, C
puckoW Ha OJHOW CTOpPOHE; Ha
nonepe4YHoM paspese —  §4po
Benoro unu noyty Benoro uBeTa

Remarks : The Product conforms to ND/
IIpumeuanne: [Ipoaykt coorBercrByeT TpebosanusaM HJJ

Opinion : APPROVED
3axnwuenue: OJIOBPEHO

Jara: 20.09.2021

Jata: 20.09.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTtoBneHo: [IpoBepeHno: Onobpeno: Menemxep /
Pardeep Kumar Himesh Kumar Pykopoaurenn -
D - -__’J—‘_\__ﬁv Amit Kumar /§<¢\>/
Print Date: Print Date: Print Date:

Hara: 20.09.2021

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
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CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOUKAT AHAJIN3A

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

HGyxanH®, Tab1eTKH, IOKPLITHIE I1eHOYHOH 0601049K0ii, 400Mr + 325mr

890001545565, 890001545329

Batch No / Cepust Ne : V2101547 Batch Quantity / O6bem napTum :
727.500 Kg
Analytical Report No / AnanuTHyeckuii oTuer Ne : Date of Analysis / Jlata ananu3za: 20.09.2021

Date of Manufacture / /lata npousBoacta : Aug-2021 | Date of Expiry / Cpox roguoct : July-2026

Analysis performed according ND / Ananu3 nposeaen mo HJI: IT N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019) ]

2 Identification / a) Complies as prescribed/
IMOANUHHOCTL B cooTBeTcTBUM C
onucaHnem

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 ypepXuBaHUS OCHOBHbIX
nuKoBs Ha XpomaTtorpaMmme
UCMNbITYEMOTrO  pacTBopa  AOJDKHbI
COOTBETCTBOBATL BpPEMEHaM
yAepXKnBaHns NNKOB Ha
XpomaTtorpamme pacTteopa
CTaHpapTHbIX obpasuos
nbynpocheHa 1M napauetamona
(paspen «KonuyecteseHHoe
onpegeneHne»)

3 |Average weight and 969.1 mg
mass uniformity /
CpepHsaa macca u
OAHOPOAHOCTb NO
macce

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

Or 9409 wMmr pgo 999,17 wmr
(970,0 mr + 3,0 %)

18/20 tablets — NMT = 5% /
18/20 TabneTtok — He Gonee + 5 %
2/20 tablets — NMT + 10% /
2/20 Tabnetok — He Bonee + 10 %

Remarks : The Product conforms to ND/
IIpumeyanmne: Ilpoaykr cootBercTByet TpeGoranusM H]T

Opinion : APPROVED
3akawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarororneHo: [IposepeHo: Onobpeno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoautens
- i o LN o
L__ﬂ_ —— ] - Amit Kumar /Lf \i\/!/
Print Date: Print Date: Print Date:
Hara: 20.09.2021 Hara: 20.09.2021 Hara: 20.09.2021
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CEPTUPUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxmuu®, TabeTkH, NOKPbITHIE ILIEHOYHOH 060104K0ii, 400Mr + 325Mr

Batch No / Cepus Ne : V2101547

Batch Quantity / O6bem napTau :
727.500 Kg

890001545565, 890001545329

Analytical Report No / AHannTHYeckuii oTuet No ;

Date of Analysis / JlaTa anaau3za: 20.09.2021 |

Date of Manufacture / lata npoussoacrsa : Aug-2021

Date of Expiry / Cpok rogsoct : July-2026

Analysis performed according ND / Ananu3 nposeaen mo H/: [1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, u3zm. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnagaemocTb

11 minutes 06 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacTtBopeHue

97% - 100%

96% - 103%

NLT 70% (Q) Ci3H1s02 (lbuprofen)
dissolved in 30 minutes /

He meHee 70 % (Q) CisHsO2
(nbynpodren) yepes 30 MuH

NLT 70% Q) CeHoNO-
(Paracetamol) dissolved in 30
minutes /

He wmenee 70 % (Q) CsHgNO,
(napaueTamon) vYepes 30 MyH

6 |Related substances /
PofacTeeHHble npumecu

0.03%

0.0003%

Total impurities of ibuprofen NMT
1.0% / Cymma npumecen
néynpodeHa — He Gonee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHocheHon (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/
IIpumeuanmne: Ilpoaykt coorBeTcTByeT TpeboBanusm HJ|

Opinion : APPROVED
3axmouyenue: OJOBPEHO

Prepared by /
[loaroroBneHo:
Pardeep Kumar

1

Checked by /
ITporepeHo:
Himesh Kumar

\ —
= g
A

Approved by: Manager/Executive /
Ono6peno: Menemxep /

PykoBoauTtens
[

Amit Kumar

Print Date:
Hara: 20.09.2021

Print Date:
Hata: 20.09.2021

Print Date:
Jara: 20.09.2021
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CEPTHO®UKAT AHAJIN3A

[Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NOyxkaMH®, Ta01eTKH, NOKPBITHIE INIEHOYHOH 0601049K0i, 400Mr + 325mr

Batch No / Cepust Ne : V2101547 Batch Quantity / O6bem napTun :
727.500 Kg
Analytical Report No / AnajquTuyeckuii oruer Ne : Date of Analysis / laTa ananauza: 20.09.2021

890001545565, 890001545329
Date of Manufacture / Jlara npon3zBoacTsa : Aug-2021 |Date of Expiry / Cpok roanoctu : July-2026
Analysis performed according ND / Ananu3 npoegen mo HJI: [T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

8 |Microbial limits /
Mukpoburonornyeckasn
yucToTa

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
O6bLwee uncno
a3pobHbIX
MUKPOOPraHU3mMoB

b) Total combined Less than 5 CFU/g / Not more than 100 CFU/g /
yeasts and mould MeHee 5 KOE/r He 6onee 100 KOE/r
count/ Obwee yncno
OPOXOKEBBIX U
nrecHesbIX rpubos
Absentin 1g / OtcytctyeT B |Shall be absent in 1g / OTcyTcTBME B

c) E. coli 1r ir
Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanue: [Iponykt cootBercTByeT TpeGopanusam HJ| | 3axmouenne: OJTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[oarorosneHo: [IpoBepeHo: Onobpeno: Menemxep /
Pardeep Kumar Himesh Kumar PyxoBogutens

- C’i/—.‘) Amit Kumar AT

Print Date: Print Date: Print Date:
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUDOUKAT AHAJIN3A

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

N6ykiuu®, Tabi1eTKH, MOKPLITHIE IIEHOYHOH 060104 K0H, 400Mr + 325Mr

890001545565, 890001545329

Batch No / Cepusi Ne : V2101547 Batch Quantity / O6bem napTuu :
727.500 Kg
Analytical Report No / AnanuTH4ueckuii oruet No ; Date of Analysis / laTta ananu3za: 20.09.2021

Date of Manufacture / /lata npoussoicrsa : Aug-2021 |Date of Expiry / Cpok rogaoctu : July-2026

Analysis performed according ND / Ananau3 nposexen mo HI: [1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend No 2 from 23.09.2019/ u3am. Ne 1 or 06.09.2018, u3m. Ne 2 ot 23.09.2019)

9 | Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OaHopoOHOCTb 1.9 Mokasatenb npuemnemocTn (AV)
O03MpOBaHusA JorkeH ObiTb He Bonee 15,0.
Ibuprofen /
nbynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.7 MokasaTens npuemnemMmocTu (AV)
napaueTtamon AorkeH 6biTb He 6onee 15,0.
10 |Assay/ 392.4 mg 360 to 440 mg of Ci3Hi02
KonuuyecteeHHoe (Ibuprofen) per tablet /
onpegereHue Ot 360,0 mr go 440,0 mr Cq3H10>
(nbynpodheH) B TabneTke
322.34 mg 2925 to 357.50 mg of CgHyNO;
(Paracetamol) per tablet /
OT 292,5 mr go 357,5 mr CgHoNO->
(napauetamon) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [IpoaykT coorsercTeyeT TpeGoBanusm H] | 3akmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: IIposepeHo: OnobpeHo: Menenxep /
Pardeep Kumar Himesh Kumar PykoBoaurens

) Amit Kumar Ao~
Print Date: Print Date: Print Date:
Hara: 20.09.2021 Hara: 20.09.2021 Hara: 20.09.2021
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Dr.Reddy’s Q,'.

CERTIFICATE OF ANALYSIS

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
www.drreddys.com

CEPTUOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoykanu®, TabiaeTKkH, NOKPBITHIE MJIeHOYHO# 060J104K0H, 400Mr + 325Mr

Batch No / Cepust Ne : V2101547

Batch Quantity / O6bem napTuu :

727.500 Kg
Date of Analysis / JlaTa anammu3a: 20.09.2021

Analytical Report No / AHamnTHYecKHif oTyeT No :
890001545565, 890001545329

Date of Manufacture / JlaTa npomssogctsa ; Aug-2021 |Date of Expiry / Cpok roanoctu : July-2026

Analysis performed according ND / Ananu3 nposeaen nmo HJI: I1N011252/01-110717 (amend Ne 1 from

06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

11 | Package / Ynakoeka |10 tablets in PVC/AI blister. |10 tablets in PVC/Al blister. 1, 2 or
1 blister and a patient 20 blisters and a patient information
information leaflet in a leaflet in a carton. / Mo 10 TabneTok
carton. /Mo 10 Tabnetok B |B NBX/Al 6nuncTep. o 1, 2 vnn 20
MBX/Al 6nuctep. Mo 1 6nncTepoB B NaYKy KAPTOHHYIO
6nucTepy B navky BMeCTe C UHCTPpyKUMei rno
KapTOHHYO BMecCTe C NPUMEHEHNIO.

WHCTpYKUKEn no
NPUMEHEHMIO.

12 | Labeling / Mapkupogka | According to ND / B cooTtsetctBumn ¢ HA
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue Mpu Temnepatype He Boite 25 °C.

14 | Shelf life / Cpok 5 years /5 net

rogHoCTU

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT coorBercTBYyeT TpeboBanusm HJL

Opinion : APPROVED
3akitouenne: OJJOBPEHO

Approved by: Manager/Executive /
OnobpeHo: Menemxep /
PykoBoauTeEnb

Amit Kumar A,\j;_

Prepared by / Checked by /
[ToarororneHo: [TpoBepeHo:
Pardeep Kumar Himesh Kumar

Print Date:
Jarta: 20.09.2021

Print Date: Print Date:
Hara: 20.09.2021 Hara: 20.09.2021
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