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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNOoykauH®, TabaeTKkH, NOKPHITHIE MIEHOYHOH 060/104K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2101202 Batch Quantity / O6bem napThu :
727.500 Kg
Analytical Report No / AHanuTHdeckuii oTuer No : Date of Analysis / laTta anaqausa: 19.07.2021

890001534519, 890001534296

Date of Manufacture / Jlata npousBoacta : Jun-2021  |Date of Expiry / Cpok roasoctu : May-2026

Analysis performed according ND / Ananu3s nposenen 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, u3m. Ne 2 ot 23.09.2019)

S. Test Result Specification

1 |Description / Onucanue |Capsule-like orange-coloured|Capsule-like orange-coloured film-
film-coated one-side scored|coated one-side scored tablets;
tablets; on cross section- white to off-white
on cross section- white core /|{core / TabneTkum kancynoBuOHoOW
TabneTtku KancyrnoBUAHOR (pOopMbl,  MOKPbITbIE  ANIEHOYHON

chopmbl, MOKpbIThIe|0O0NOYKOA OpaHXeBOro LBeTa, C
NreHovHon 0BONOYKOW |pUCKOA HAa OOHOW CTOpPOHE; Ha
OpaHXeBOro LIBETA, C PUCKOW|NONEpPEYHOM paspese —  agpo

Ha OOHOW CTOpoOHe; Ha|benoro unu nodtu 6enoro LBeTa
nonepeyHoOM paspese — 34p0o
Genoro uBeTa

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [TponykT coorBeTcTByeT Tpebosanusam HJ[ | 3axmovenue: OLOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTornexo: ITpoBepeHno: OnobpeHo: Menemxep /
Santosh Kumar’, Rajeev Gandhi PykoBoautens
’@1@5 Abhishek Chauh
' (LA
Print Date: Print Date: Print Date:
Hara: 19.07.2021 Hara: 19.07.2021 Hara; 19.07.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s ‘f.

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HN6ykauH®, TabaeTKH, NOKPBITHIE MJIEHOYHOH 000/104K0ii, 400Mr + 325mr

Batch No / Cepust Ne : V2101202 Batch Quantity / O6bem naptuu :
727.500 Kg
Analytical Report No / AHanuTH4YecKHii oTdeT Ne : Date of Analysis / /laTa ananu3za: 19.07.2021

890001534519, 890001534296

Date of Manufacture / lata nponsBoactea : Jun-2021  |Date of Expiry / Cpok rognoctu : May-2026

Analysis performed according ND / Ananu3 nposenen o H/: TTN011252/01-110717 (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)

2 Identification / a) Complies as prescribed/ |The retention time of the main
MoanvHHoCTb B cooTtBeTCTBUM C peaks on the chromatogram of the
onucaHnem test solution should correspond to

the retention times of the peaks on
the chromatogram of ibuprofen and
paracetamol reference standards
solution (section Assay)/

BpemeHa yaepuBaHUS OCHOBHbIX

NVKOB Ha XpomaTtorpamme
NCMbITYEMOro pacTtBopa  AOSMKHbI
COOTBETCTBOBATh BpemeHam
YOAEPXKUBAHNS nVKoB Ha
Xpomartorpamme pacTtBopa
CTaHA4apTHbIX obpasuos
nbynpocbeHa n napauetamona
(paspen «KonuuecteeHHoe
onpegeneHue»)
3 |Average weight and 971.3 mg 940,9 mg to 999,1 mg
mass uniformity / (970,0 mg £ 3,0 %) /
CpegHsas macca u Or 9409 w™Mr pgo 9991 wr
OAHOPOAHOCTb MO (970,0 mr = 3,0 %)
macce
18/20 tablets — NMT + 5% /
18/20 Tabnetok — He Gonee + 5 %
2/20 tablets — NMT + 10% /
2/20 TabneTtok — He 6onee + 10 %
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Ipoaykt cootsercTByeT Tpebosanusam HJI | 3axmovenne: OLOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: ITpoBepeHo: Onobpeno: Menemxep /
Santosh Kumar Rajeev Gandhi PykoBoauTen
Abhishek Chatthan
(g )
Print Date: Print Date: Print Date:
Hara: 19.07.2021 Hara: 19.07.2021 Hara: 19.07.2021
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Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



©e
Dr.Reddy’s ‘f.‘

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HoykauH®, TabaeTKH, MOKPBLITHIE IJIEHOYHOMH 06010uK0ii, 400Mmr + 325mr

Batch No / Cepus Ne : V2101202 Batch Quantity / O6bem naprTuu :
727.500 Kg
Analytical Report No / Aranurudecknii oruer No : Date of Analysis / JlaTa ananuza: 19.07.2021

890001534519, 890001534296

Date of Manufacture / JIaTta nponsBoactsa : Jun-2021 | Date of Expiry / Cpox rognoctu : May-2026

Analysis performed according ND / Ananun3 nposeaen mo HJI: [TN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

4 |Disintegration / 09 minutes 25 seconds  |Not more than 30 minutes /
Pacnapaemocts He Gonee 30 muH

5 |Dissolution / 97% - 100% NLT 70% (Q) C13H1s02 (Ibuprofen)
PacTBopeHue dissolved in 30 minutes /

He meHee 70 % (Q) Ci3HiO2
(nbynpodeH) yepes 30 MuH

NLT 70% Q) CsHsNO2
95% - 99% (Paracetamol) dissolved in 30
minutes /

He meHee 70 % (Q) CsHoNO:
(napauetamon) yepes 30 MuH

6 |Related substances / 0.03% Total impurities of Ibuprofen NMT
PopacTteeHHble npumecn 1.0% / Cymma npumeceit
udynpodeHa — He 6onee 1,0 %
0.0003% 4-aminophenol (Paracetamol

impurity) NMT 0.005% /
4-amnHocbeHon (Npumechb
napaueTtamona) — He bonee
0,005%

7 |Water/Bopa 16 % Not more than 5.0% /

He 6ornee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanmne: ITpoaykT cootsercTsyeT Tpebosanuam HJ[ | 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroBneHo: IIporepeno: Opnobpeno: Menemxkep /
Santosh Kumar Rajeev Gandhi PyxoBoaurens

@‘ Abhishek Chauhan /
Print Date: Print Date: Print Date:
Hara: 19.07.2021 Hara: 19.07.2021 Jara: 19.07.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyxkaua®, TabneTkn, MOKpLITHIE MJIEHOYHOI 0601049K0i, 400Mr + 325Mr

Batch No / Cepus Ne : V2101202 Batch Quantity / O6bem nmapTum :
727.500 Kg
Analytical Report No / Ananutnyeckuii oTuer Ne : Date of Analysis / lata anaausa: 19.07.2021

890001534519, 890001534296

Date of Manufacture / JIaTa npon3Boactea : Jun-2021  |Date of Expiry / Cpok rogaoctu : May-2026

Analysis performed according ND / Ananu3z nposexen no H: ITN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ n3M. Ne 1 ot 06.09.2018, usm. Ne 2 ot 23.09.2019)

8 [Microbial limits /
Mukpobunonormnyeckas
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
O6bLuee vncno
a3pO6HbIX
MWKPOOPraH1M3mMoB

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 / ObLwee uncno
OPOXOKEBbLIX 1
nriecHeBbIX rpnboBs
Absent in 1g/ OtcytcteyeT B |[Shall be absent in 1g / OTtcyTcTBUE

c¢) E. coli 1r B1r
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Ipoaykr coorseTcTBYeT TpeGosanusam H][ | 3akmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[TogrorosneHo: ITpoBepeHo: Opnobpeno: Menemxep /
Santosh Kumar Rajeev Gandhi PykoBoautens

1S Abhishek Chauha

Print Date: Print Date: Print Date:
Hara: 19.07.2021 Hara: 19.07.2021 Hara: 19.07.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Ho6yknuH®, Tab/1eTKH, TOKPLITHIEe NIEHOYHOI 060J104K0i1, 400Mr + 325mMr

Batch No / Cepust Ne : V2101202 Batch Quantity / O6bem napTuu :
727.500 Kg
Analytical Report No / AHauTH4ecknii oTueT No : Date of Analysis / lata ananu3a: 19.07.2021

890001534519, 890001534296

Date of Manufacture / Jata nponssoacrsa : Jun-2021  |Date of Expiry / Cpok roguoctn : May-2026

Analysis performed according ND / Ananu3 nposeaen no HJI: [1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend No 2 from 23.09.2019/ u3m. Ne 1 ot 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 /

/ OgHopoaHOCTb 1.2 Mokasatenb npuemnemoctu (AV)

0031poBaHns homKkeH ObITb He Bonee 15,0.

Ibuprofen /

néynpodceH Acceptance value (AV) should be
not more than 15.0 /

Paracetamol / 1.3 Mokasatenb npuemnemocTtun (AV)

napaueTtamon JormkeH 6biTb He Bonee 15,0.

10 |Assay/ 394.9 mg 360 to 440 mg of Ci3H450;
KonuuectseHHoe (Ibuprofen) per tablet /
onpegeneHve Ot 360,0 mr go 440,0 mr Cq3H1502

(nbynpodeH) B Tabnetke
323.15mg 2925 to 357.50 mg of CgHgNO,

(Paracetamol) per tablet /

OT1 292,5 mr po 357,5 mr CgHoNO>

(napauetamon) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanmue: [Iponykr coorsercrByeT Tpebosanusm HJI | 3akmoyenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloaroroBneHo: IIpoBepeHo: Opno6peno: Menemxep /
Santosh Kumar Rajeev Gandhi Pyxoroautens
% Abhishek Chauhan /(
/
=

Print Date: Print Date: Print Date:
Hara: 19.07.2021 ara: 19.07.2021 Hara: 19.07.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxkanu®, TabieTKU, NOKPLIThIE MJIEHOYHOI 000104K0i, 400Mr + 325Mmr

Batch No / Cepust Ne : V2101202 Batch Quantity / O6bem napTuu :
727.500 Kg
Analytical Report No / AHajquTHYecKkHdit oTyeT No : Date of Analysis / laTta apaau3a: 19.07.2021

890001534519, 890001534296

Date of Manufacture / lata npoussoactea : Jun-2021 | Date of Expiry / Cpok roanoctu : May-2026

Analysis performed according ND / Anamus npoeenen o HJI: TT N011252/01-110717 (amend Ne 1 from
106.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 o1 06.09.2018, usm. Ne 2 o1 23.09.2019)

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

B NBX/Al 6riuctep. Mo 1 OnucTepoB B Nadky KapTOHHYHO
GnucTepy B navuky BMeCTe C UHCTPYKUMER no
KapTOHHY BMECTe ¢ NPUMEHEHMIO.

WHCTPYKLMWEn rno

MPUMEHEHNIO.

12 | Labeling / MapkupoBka | According to ND / B cooteeTcTBuM ¢ H,
13 | Storage conditions / At temperature not more than 25 °C. /

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

rogHocTH
Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanue: I[Ipoaykr cootBercTByeT TpeGopanuam HJ[ | 3aximouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosnexo: IIposepeHo: OpobpeHo: Menemxep /
Santosh Kumar Rajeev Gandhi PykoBoauTenb

m Abhishek Chauhan
i Sl

Print Date: Print Date: Print Date:
Jarta; 19.07.2021 Hata: 19.07.2021 Hara: 19.07.2021
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