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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

CEPTUPUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
I{I%pnn@, Ta0/1eTKH, MOKPHIThIE IJIEHOYHOH 000104K0H, 400Mr + 325Mr

Baichi’No / Cepns Ne : V2101667

Batch Quantity / O6bem napTuu :
776.000 Kg

Analytical Report No / AHasuTHuecknii oTyer Ne :
890001548905, 890001548894

Date of Analysis / JlaTa anaau3za: 06.10.2021

Date of Manufacture / Jlata npou3BoacTsa : Sep-2021

Date of Expiry / Cpok rognocts : Aug-2026

Analysis performed according ND / Ananu3 nposenen mo HJI: [1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzam. Ne 1 or 06.09.2018, usm. Ne 2 ot 23.09.2019)

S. Test

Result

Specification

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

film-coated one-side scored
tablets;
on cross section- white core /

TabneTku KancynoeunaHoum
dhopmbl, NoKpbITbIE
MEHOYHON obonouykon

OpaHXeBOro LBEeTa, C PUCKON
Ha OJHOM CTOpOHe; Ha
nonepevyHoM paspese — 84po
Genoro uBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / Tabnetkn KancyroBUAHOW
hopMbl,  MOKPbITbIE  MIEHOYHON
000ONOYKOK OpaHXeBOro LeeTa, C
PUCKOW Ha OOHOW CTOPOHE; Ha
MonepevyHoM paspese —  84po
©enoro unu noydtn 6enoro LBeTa

Remarks : The Product conforms to ND/
IIpumeuanne: [Ipoaykt coorBeTcTByeT TpeboBanusimM HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by /
IToaroTtoBneHo:
Pardecp Kumar

i -

Checked by /
ITpoBepeHo:
Himcsh Kumar

\J

Approved by: Manager/Executive /
Onobpeno: Menemxep /

PyxoBoauTcne
ﬁﬂ'\\t_/
Print Date:

Print Date:
Hara: 06.10.2021

Print Date:

Jara: 06.10.2021

Amit Kumar
JHata: 06.10.2021

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
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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 : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTHPHUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
No6yxnun®, TabaeTku, NOKPLITHIE MIEHOYHOM 000104K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2101667

Batch Quantity / O6bem napTum :
776.000 Kg

Analytical Report No / Anaautnyeckuii oryer Ne :
890001548905, 890001548894

Date of Analysis / laTa anannsa: 06.10.2021

Date of Manufacture / Jlata mpousBoacTea : Sep-2021

Date of Expiry / Cpok rognocts : Aug-2026

Analysis performed according ND / Avanus nposeaen mo H: [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)

2

Identification /
MoanuHHOCTL

a) Complies as prescribed/
B cooTtBeTCTBUU C
onucarnem

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 ypepxuBaHuUA OCHOBHbIX
NUKOB Ha xpomarorpamme
NUCNBITYEMOro  pacTBopa  OOJDKHbI
COOTBETCTBOBATL BpEMEHaMm
yaepXxmBanus NUKOB Ha
xpomMarorpamme pacTteopa
cTaHpapTHbIX obpasuos
nbynpocpeHa n  napaueTtamona
(pasgen «KonnyectseHHoe
onpegeneHue»)

Average weight and
mass uniformity /
CpepHsia macca u
OOHOPOAHOCTL NO
macce

970.1 mg

940,9 mg to 9991 mg
(970,0 mg + 3,0 %)/

Or 9409 wvmr 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 TabneTtoK — He Oonee £ 10 %

Remarks : The Product conforms to ND/
IIpumeyanue: IpoayKT coorBeTcTBYET TpeboBanusam HJT

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by /
IToaroroBaeHo:
Pardeep Kumar

o

Checked by /
IIpoBepeno:
Himesh Kumar

o S

N\

Approved by: Manager/Executive /
Onobpeno: Menemxep /
PyxoBoautenn

Amit Kumar A~

Print Date:
Hata: 06.10.2021

Print Date:
Hata: 06.10.2021

Print Date:

Hara: 06.10.2021
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CEPTUPUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyknun®, Tab1eTkH, MOKPBITbIE NJIEHOYHOH 0601049K0i1, 400Mr + 325Mr

-

Batch No / Cepus Ne : V2101667

Batch Quantity / O6bem nmapTuu :
776.000 Kg

890001548905, 890001548894

Analytical Report No / AHanuTH4ecknii oryer Ne :

Date of Analysis / lata ananu3a: 06.10.2021

Date of Manufacture / /lata npon3Boactsa : Sep-2021

Date of Expiry / Cpok rognocrn : Aug-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/ uzam. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnagaemocTtb

10 minutes 26 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacTtBopeHue

97% - 100%

98% - 104%

NLT 70% (Q) C13H1802 (Ibuprofen)
dissolved in 30 minutes /

He wmeHee 70 % (Q) C13H1802
(nbynpodreH) uepes 30 MuH

NLT 70% Q) CsHgNO>
(Paracetamol) dissolved in 30
minutes /

He wmeHee 70 % (Q) CsHoNO:

(napauetamon) Yepes 30 MuH

6 |Related substances /
PoacteeHHble NpuMeck

0.04%

0.0003%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecein
nbynpodeHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHoteHon (npumech
napavetamona) — He 6onee 0,005%

7 |Water/ Bopa

1.6 %

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

Remarks : The Product conforms to ND/
ITpumeyanue: [poaykrt cooTBeTcTByeT TpeGoBanuaM HJT

Opinion : APPROVED
3axkmouenue: OJJOBPEHO

Prepared by /
[ToarorosneHo:
Pardeep Kumar

S

Checked by /
IlpoBepeHno:
Himesh Kumar

\

Approved by: Manager/Executive /
Onobpeno: Menemxep /
PykoBogutens

Amit Kumar

Print Date:
Jata: 06.10.2021

Print Date:
Hara: 06.10.2021

N
Pv/
Print Date:

Hata: 06.10.2021
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CEPTUDPHUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNOoykaun®, TabneTku, NOKPLIThIE IJIEHOYHOMH 000/109K0ii, 400Mr + 325Mmr

Batch No / Cepus Ne : V2101667 Batch Quantity / O6bem naptuu :
776.000 Kg
Analytical Report No / AHanuTHYeckuii oTyer No : Date of Analysis / laTa ananuza: 06.10.2021

890001548905, 890001548894

Date of Manufacture / [laTta nponsBoacTsa : Sep-2021 | Date of Expiry / Cpok roanoctu : Aug-2026
Analysis performed according ND / Anasn3 nposegen o H/I: [1N011252/01-110717 (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 /
Mukpobuonoruyeckas
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
Obwee uncno
a3pobHbIX
MWKPOOPraHW3mMoB

b) Total combined Less than 5 CFU/g / Not more than 100 CFU/g /
yeasts and mould MeHee 5 KOE/T He 6onee 100 KOE/r
count / O6Lyee uncno
OPONOKEBBIX 1
nnecHesbIX rpnbos
Absent in 1g / OtcyTctByeT B [Shall be absent in 1g / OTcyTcTBME B

c) E. coli 1r 1r
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanne: [Tponykr coorsercrByeT TpeGoBanusam HJ| | 3akmoyenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: [TpoBepeno: Onmobpeno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBogutens
. Amit Kumar A
Print Date: Print Date: Print Date:
Hara: 06.10.2021 Hara: 06.10.2021 Hara: 06.10.2021
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Distt. Solan, H.P.,, 173 205, INDIA
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CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NOyxanun®, TabaeTKH, NOKPBITHIE IJIEHOYHOH 060104K0ii, 400Mr + 325Mr

Batch No / Cepusa No : V2101667 Batch Quantity / O6bem mapTun :
776.000 Kg
Analytical Report No / AHanuTH4eckuii oTueT Ne : Date of Analysis / JlaTta ananu3a: 06.10.2021

890001548905, 890001548894
Date of Manufacture / /lata npousBoactsa : Sep-2021 | Date of Expiry / Cpok rogaocTH : Aug-2026 |
Analysis performed according ND / Anaau3s nposeaen mo HJI: [T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OgHopoaHOCTb 1.4 MokasaTtens npuemnemoctu (AV)
4031poBaHNg [omkeH ObITh He bonee 15,0.
Ibuprofen /
néynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.0 NokasaTenb npuemnemoctyn (AV)
napauetamon normkeH 6bITh He Oonee 15,0.
10 |Assay/ 391.4 mg 360 to 440 mg of Ci3H150;
KonnyectBeHHoe (Ibuprofen) per tablet /
onpeneneHve Ot 360,0 mr go 440,0 mr Cq3H1s0:
(néynpodpeH) B TabneTke
326.15 mg 2925 to 357.50 mg of CgHgNO,
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CgHoNO;,
(napauetamon) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeyanne: [Ipoaykr coorBeTcTByeT TpeboBauuam HJl | 3akmovenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IHoarororneHo: IIpoBepeHo: Onobpeno: Menemxep /
Pardeep Kumar Himesh Kumar PyxoBoaurenn

- [ C__Ll/;‘ Amit Kumar o

e - - —
Print Date: Print Date: Print Date:
Hara: 06.10.2021 Jara: 06.10.2021 Hata: 06.10.2021

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: L85195AP1984PLC004507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
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Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HGyxnun®, TabieTKH, NOKPLITHIE IIEHOUHOI 060104K0i, 400Mr + 325Mr

Batch No / Cepust Ne : V2101667 Batch Quantity / O6bem napTuu :
776.000 Kg
Date of Analysis / JlaTa ananuza: 06.10.2021

Analytical Report No / AHajurudeckuii oruer No :
890001548905, 890001548894

Date of Manufacture / /lata npoussogcTsa : Sep-2021 | Date of Expiry / Cpok rogsocts : Aug-2026
Analysis performed according ND / Ananu3s nposenen no HJI: TI 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)

11 | Package / YnakoBka

10 tablets in PVC/AI blister.
1 blister and a patient
information leaflet in a
carton. / o 10 TabneTok B
MBX/Al 6nuctep. lNo 1
BGrvcTepy B nauky
KapTOHHYI0 BMecTe C

10 tablets in PVC/AI blister. 1, 2 or
20 blisters and a patient information
leaflet in a carton. / Mo 10 TabneTok
B MBX/Al 6nncTep. Mo 1, 2 nnu 20
BrMCTepoB B Nayky KApTOHHYHO
BMeCTe C UHCTPYKUWEN No
NPUMEHERUIO.

VHCTpYKUKWER no
NPUMEHEHWIO.

12 | Labeling / MapkupoBka | According to ND / B cootetctanm ¢ HJ

13 | Storage conditions / At temperature not more than 25 °C. /

XpaHeHue MNpu TemnepaTtype He Bbiwe 25 °C.
14 | Shelf life / Cpok 5years /5 ner
rogHoCT”

Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanue: [Ipoaykr coorBercTByeT TpeGoBanusm H] | 3akiouenune: OOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarororneHo: IIpoBepeHo: Onobpeno: Menemxep /
Pardeep Kumar Himesh Kumar PyxoBoautens

p Q_’L# _— | Amit Kumar L i
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