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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
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykauH®, Ta01eTKH, MOKPLITHIE TVIEHOYHOH 060/104K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2200277

Batch Quantity / O6bem napTuu :
776.00 Kg

Analytical Report No / Ananutudecknii oTuet Ne :
040001520919, 890001573494

Date of Analysis / laTa ananu3za: 15.02.2022

Date of Manufacture / laTa npousBoacTsa : Jan-2022

Date of Expiry / Cpok rognoctu : Dec-2026

Analysis performed according ND / Auanu3s npoeeaen mo H: TT N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, n3m. 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 /
Tabnetkn KarncynosuaHom
hopmbl, NOKpPbITbIE
MieHOYHON obonoykoli

OpaHXeBOro UBETa, C PUCKON
Ha OOdHOA CTOpPOHE; Ha
flonepeYHoM paspese — S4po
Oenoro LBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core |/ TabneTtkun KancynoBUOHOW
bOpMbI,  NOKPbLITBIE  NSIEHOYHOWN
000NOYKON OpaHXeBOro LBeTa, ¢
PUCKON Ha OOHOW CTOpPOHE; Ha
nonepedHoMm paspese —  a4po
Hernoro nnu no4Tn 6enoro UBeTa

Remarks : The Product conforms to ND/
Hpumeuyanne: [Tpoaykt coorBercTByeT TpeboBanuam HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by /
IlogrorosneHo:
Naresh Kumar

Checked by /
IIposepeHo:
Himesh Kumar

o Yo

Approved by: Manager/Executive /
Ono6peno: Menemxep /

PykoBoautens =
-h*g“‘“g
n—-"'----"

Manoj Kumar

b
Print Date:

Jata: 15.02.2022

Print Date:
Hara: 15.02.2022

Print Date:
Jata: 15.02.2022

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: L85135AP1984PLLEUBALY/
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 : +91 98166 56001-02

CERTIFICATE OF ANALYSIS Www.drreddys.com

CEPTUOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyknnH®, Tab/leTKH, NOKPLITHIE ILIEHOYHOH 000/1049K0i, 400mr + 325mr

Batch No / Cepua Ne : V2200277

Batch Quantity / O6beM napTHu :
776.00 Kg

Analytical Report No / Ananurudeckuii oruer Ne :
040001520919, 890001573494

Date of Analysis / JlaTa ananu3za: 15.02.2022

Date of Manufacture / laTa npou3BoacTBa : Jan-2022

Date of Expiry / Cpox rognoctu : Dec-2026

Analysis performed according ND / Anasu3 nposeaex mo HJI: [IN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usam. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

2 Identification /
MNMoanuHHOCTb

a) Complies as prescribed/
B cooTeeTcTBUN C
onncaHnem

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 yaoepuBaHuUs OCHOBHbIX
nnkos Ha Xpomarorpamme
UCMbITyEMOro  pactesopa  AOSXKHbI
COOTBETCTBOBATH BpeMeHam
yAepKUBaHNs nukoB Ha
XpomaTorpamme pacTeopa
cTaHdapTHbIX obpasLos
umbynpoceHa w  napaueTamona
(paspen «KonnyectseHHoe
onpenenexHnes)

3 |Average weight and
mass uniformity /
CpepHsia macca u
0OHOPOAHOCTL NO
macce

972.0 mg

9409 mg to 999,
(970,0mmg + 3,0 %) /
Or 9409 wmr po

(970,0 mr £ 3,0 %)

mg

9991 wr

18/20 tablets — NMT +5% /
18/20 TabneTok — He Bbonee + 5 %
2/20 tablets — NMT = 10% /
2/20 Tabnetok — He Oonee £ 10 %

Remarks : The Product conforms to ND/
Ilpumeuanne: IlpoaykT coorBeTcTBYeT TpeboBanusam HJJ

Opinion : APPROVED
3akmwouenue: OJOBPEHO

Hara: 15.02.2022

Jata: 15.02.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: [IpoBepeHo: Onobpeno: Menemxep /
Naresh Kumar Himesh Kumar Pykosonurens
A Qll’_f-_-, Manoj Kumar \;ﬂ / uﬂ
Q/ B { ‘}'hr//,J
Print Date: Print Date: Print Date:

Jata: 15.02.2022

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 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 AHAJIA3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykanu®, TabjaeTKH, MOKPHITHIE IUVIEHOYHO 000J104K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2200277

Batch Quantity / O6bem napTun :
776.00 Kg

040001520919, 890001573494

Analytical Report No / Anasurundeckuii oTyeT No :

Date of Analysis / lara ananu3a: 15.02.2022

Date of Manufacture / lata npousBoacTsa : Jan-2(022

Date of Expiry / Cpok rogaoctH : Dec-2026

Analysis performed according ND / Anaau3s nposenex no H: ITN011252/01-110717 (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)

4 Disintegration /
PacnagaemocTtb

10 minutes 06 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacTteopeHne

101% - 104%

98% - 102%

NLT 70% (Q) Ci3H1O2 (Ibuprofen)
dissolved in 30 minutes /
He wmeHee 70 % (Q)
(nbynpodpeH) yepes 30 MyH
NLT 70% (Q)
(Paracetamol) dissolved in
minutes /

He wmeHee 70 % (Q) CsHgNO;
(napauetamon) yepes 30 MyH

C13H102

CsHgNO;
30

6 |Related substances /
PogcTteeHHble npumech

0.03%

0.0001%

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

7 |Water / Boga

1.2%

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

Remarks : The Product conforms to ND/
Ipumeuanne: IIpoaykt coorBercTByeT TpeboBanusm HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /
IToarorosneHo:

Checked by /
ITpoBepeHo:

Approved by: Manager/Executive /
Onobpeno: Menemxep /

Jlara: 15.02.2022

Jara: 15.02.2022

Naresh Kumar : Himesh Kumar PykoBoauresns
@ cﬁ/”f; Manoj Kumar \’;Y'_’j)ﬂ mﬂ
S /_/
Print Date: Print Date: Print Date:

Jata: 15.02.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 191 40 1900 2900, fmu 101 10 1000 2099, Email: mail@drraddys rom

CIN: L85195AP1984PLC0O04507

www.drreddys.com




‘.. Dr. Reddy's Laboratories Ltd.

e °@® Formulation Unit-6

DI". Reddy S o Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHUOPUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxanu®, TabiieTKH, NOKPbIThIE I1eHOYHOH 000/104K0#, 400Mr + 325mr

Batch No / Cepusi Ne : V2200277 Batch Quantity / O6bem mapTuu :
776.00 Kg
Analytical Report No / AHanuTH4ecknii oruer Ne : Date of Analysis / JlaTta anannza: 15.02.2022

040001520919, 890001573494
Date of Manufacture / [lata nponsBoacria : Jan-2022  |Date of Expiry / Cpok roanoctu : Dec-2026

Analysis performed according ND / Anann3 nposeaen mo HJI: [1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, u3zm. Ne 2 ot 23.09.2019)

8 |Microbial limits /
Mukpobunonorunyeckas
4yucToTa

a) Total aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
microbial count / Menee 10 KOE/r He 6onee 1000 KOE/r
O6Luee uncno
as3poBHbIX
MWKPOOpPraHn3mMoB

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 / O6uee uncno
OpOXOKEBBIX U
nnecHesbIX rpndos

Absent / OTtcyTctByeT Shall be absent in 1g / OtcyTcTBUE B
¢) E. coli 1r

Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanue: [Ipoaykr cootercTByeT Tpebopanusam HJJ | 3akmouenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IoarorosneHo: ITpoBepeHo: Ono6peno: Menemxep /
Naresh Kumar Himesh Kumar PyxoBonutens

@ M Manoj Kumar

e ' Nl
Print Date: Print Date: Print Date:
Jata: 15.02.2022 Hata: 15.02.2022 Jata: 15.02.2022

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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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

CEPTUO®UKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxaun®, TabneTkH, HOKPHITHIE IIEHOYHOH 000104uK0i, 400Mr + 325Mr

Batch No / Cepus No : V2200277

Batch Quantity / O6bem naprum :
776.00 Kg

Analytical Report No / AHajuTHYecKHii oTueT Ne :
040001520919, 890001573494

Date of Analysis / laTa ananu3za: 15.02.2022

Date of Manufacture / JaTta npon3poacrsa : Jan-2022

Date of Expiry / Cpok rognoctu : Dec-2026

Analysis performed according ND / Ananu3 nposegen mo HJI: [T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3mM. 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 /
/ OpHopogHOCTL 1.0 lMokasaTens npuemnemocT (AV)
003UpoBaHns JOoMmKeH 6bITb He Bbonee 15,0.
Ibuprofen /
nbynpodcheH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 0.7 MokasaTtens npuemnemocT (AV)
napauetamon horkeH ObITb He bonee 15,0.
10 |Assay/ 405.8 mg 360 to 440 mg of CizH450;
KonnyecteseHHoe (Ibuprofen) per tablet /
onpepeneHne Ot 360,0 mr go 440,0 mr Cq3H+102
(nBynpodceH) B TabneTke
325.44 mg 2925 to 357.50 mg of CgHgNO:
(Paracetamol) per tablet /
OT1 292,5 mr go 357,5 mr CgHgNO,
(napauetamon) B TabneTtke

Remarks : The Product conforms to ND/
IIpumeuanne: [IponykT cootBeTcTBYeT TpeboBanusm HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Jara: 15.02.2022

Jara: 15.02.2022

Prepared by / Checked by / Approved by: Manager/Executive /

IToaroroBneHo: IIpoBepeHo: Opobpeno: Menemxep /

Naresh Kumar Himesh Kumar PykoBoautens
Q»-;\)"/_; Manoj Kumar Wé'

Print Date: Print Date: Print Date:

Jarta: 15.02.2022

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 1 85195AP1QRAPI FNNARNT
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 : +91 98166 56001-02

CERTIFICATE OF ANALYSIS Www.drreddys.com

CEPTHOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxknana®, TabieTkH, IOKPbIThHIE NIEHOYHOH 000104uKkoi, 400Mr + 325Mr

Batch No / Cepusa No : V2200277

Batch Quantity / O6bem mapruu :
776.00 Kg

Analytical Report No / AnanuTH4yeckuii oruyer No :
040001520919, 890001573494

Date of Analysis / Jlata anannza: 15.02.2022

Date of Manufacture / lata npoussoactsa : Jan-2022

Date of Expiry / Cpok roanocts : Dec-2026

Analysis performed according ND / Auanu3s nposegen o HJI: [1N011252/01-110717 (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)

11 | Package / Ynakoska |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. / Mo 10 TabneTok
a carton. /Mo 10 Tabnetok  |B MBX/Al 6nuctep. Mo 1, 2 unun 20
B MNBX/Al 6niuctep. Mo 1 6nncTepoB B NaYKy KapTOHHYIO
6nucTepy B navuky BMeCTe C UHCTPYyKLMei no
KapTOHHYIO BMECTE C MPUMEHEHNIO.

WHCTPYKUKWER No
NPUMEHEHMNIO.

12 | Labeling / MapkupoBka | According to ND / B cooteeTcTeuu ¢ H
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHuve Mpu TemnepaTtype He Bbiwe 25 °C.

14 | Shelf life / Cpok 5years /5 ner

rogHocTv

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [Ipoaykr coorserctayet Tpebopanuam H] | 3axmouenne: OHJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarotomneHo: IIposepeHo: Onobpeno: Menemxep /
Naresh Kumar , Himesh Kumar PykoBoauTens _

@/ Q—B—’/D Manoj Kumar Apriitll 2
Print Date: Print Date: Print Date:
JHara: 15.02.2022 Harta: 15.02.2022 Hara: 15.02.2022

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; L85195AR12BAPLANNASNT
www.drreddys.com




