Dr.Reddy’s ‘f’:‘.

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
Noyknun®, Tab1eTKH, NOKPLITHIE MJIEHOYHOH 060104K0ii, 400Mr + 325Mr

Batch No / Cepus Ne : V2201274

Batch Quantity / Oobem maptun : 776.0Kg

040001597748, 890001600144

Analytical Report No / Anaauruyeckuii oruyer Ne :

Date of Analysis / laTta anaausa: 07.07.2022

Date of Manufacture / Jlata npouseoncrea : Jun-2022

Date of Expiry / Cpok rognocrn :May-2027

Analysis performed according ND / Ananu3 nposegen mo 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, uzm. Ne 2 ot 23.09.2019)

Test
No

Result

Specification

1 |Description / OnucaHune

Capsule-like orange-coloured
film-coated one-side scored

tablets;

on cross section- white core /
Tabnetku KancynoBugHoON
dopmbl, MOKPbITbIE
MIeHOMHOMN obonoukon
OpaHXeBoro LBeTa, C pUCKOW
Ha OOHOW CTOPOHe; Ha

nonepevyHoM paspese — s4po
fenoro yseTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / Tabnetknm KancyrnoBUOHOW
dopMbl,  MOKPLITbIE  MAIEHOYHOW
0DOMNOYKON OpaHXeBOTo LBeTa, C
pUCKOW Ha OOHOW CTOPOHE; Ha
rnornepeYyHomM paspese S4p0
©enoro unu noytu Genoro UBeTa

Remarks : The Product conforms to ND/
Ilpumeyanne: [IpoaykT cooTBeTcTBYET TpeboBanusam HJT

Opinion : APPROVED
3akiouenune: OJOBPEHO

Prepared by /

[ToaroroBneHo:

Pardeep Kumar L
o I—P—_ =

Checked by /
IIposepeno: Himesh Kumar

Approved by: Manager/Executive /
Opnobpeno: Menemxep /
PykoBoaurens :Amit Kumar

-

Print Date:
Hara: 07.07.2022

Print Date:

Jara:07.07.2022

Print Date:
Hara: 07.07.2022

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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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

CEPTHOUKAT AHAJIM3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyxaun®, TadeTku, NOKpbITHIE IUIEHOYHOI 000/04Koii, 400mr + 325Mmr

Batch No / Cepust Ne : V2201274

Batch Quantity / O6bem naptuu : 776.0Kg

Analytical Report No / AHanutudeckuii oryer Ne :
040001597748, 890001600144

Date of Analysis / [laTa ananu3sa: 07.07.2022

Date of Manufacture / JIlata npouzsoacTea : Jun-2022

Date of Expiry / Cpok roaaoctn :May-2027

Analysis performed according ND / Anuanu3 npoeeaen mo HJI: I1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ n3m. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

2 Identification /
MNoannHHoOCTL

a) Complies as prescribed/
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 yaoepXmBaHua OCHOBHBLIX
nuKoB Ha XpomaTorpamme
VCMBITYEMOro  pacTeBopa [OITKHbI
COOTBETCTBOBATb BpeMeHam
yaepXnsaHus MUKOB Ha
XpomarorpaMmme pacTteopa
CTaH4apTHBIX o6pasuos
ubynpodpeHa 1 napauetamona
(pasgen «KonuuecteseHHoe
onpeneneHme»)

3 |Average weight and
mass uniformity /
CpepnHss macca n
|oaHopoAHOCTbL NO
mMacce

973.1 mg

Complies /cooTBeTCTBUN C

940,9 mg to
(970,0 mg = 3,0 %) /
Or 9409 wmr po
(970,0 mr = 3,0 %)

999,1 mg

9991 wmr

18/20 tablets — NMT + 5% /
18/20 Tabrnetok — He Bonee £ 5 %
2/20 tablets ~ NMT + 10% /
2/20 Tabnetok — He 6ornee + 10 %

Remarks : The Product conforms to ND/
1Ipumeuanne: [Ipoaykr coorsercTByeT TpeboBanusam HJI

Opinion : APPROVED
3akiawuenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: [Tpoeepeno: Himesh Kumar | Ono6peno: Menemxep /
Pardeep Kumar <>ﬁ/— __l Pykosoautens :Amit Kumar
- el — = = p
Print Date: Print Date: Print Date:
Hara: 07.07.2022 Jara:07.07.2022 Hara: 07.07.2022
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CEPTUOUKAT AHAJINU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoykanH®, TabneTku, NOKPbITHIE IIJ1eHOYHOH 000/109K0i1, 400Mr + 325Mmr

Batch No / Cepust Ne : V2201274

Batch Quantity / Oobem naptun : 776.0Kg

Analytical Report No / Anajgutnyeckuii oTuer Ne :
040001597748, 890001600144

Date of Analysis / /lata ananu3a: 07.07.2022

Date of Manufacture / Jlata npousBoacrsa : Jun-2022

Date of Expiry / Cpok rogaoctn :May-2027

Analysis performed according ND / Ananns nposeaen o H/I: I1N011252/01-110717 (amend Ne 1 from
106.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnapaemocTtb

09 minutes 00 seconds

Not more than 30 minutes /
He 6onee 30 myH

5 |Dissolution /
PacTteopeHune

96% - 99%

98% - 100%

NLT 70% (Q) C13H1302 (Ibuprofen)
dissolved in 30 minutes /

He wmenee 70 % (Q)
(nbynpodpeH) yepes 30 muH
NLT 70% Q) CsHoNO:
(Paracetamol) dissolved in 30
minutes /

He wmeHee 70 % (Q) CsHgNO:
(napaueTtamon) yepes 30 MmuH

C13H1502

6 |Related substances/
PogcteeHHble npumecn

0.04%

0.0001 %

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
néynpodeHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHodeHoN (Npumech
napaueTtamona) — He bonee 0,005%

7 |Water/Bopa

1.6%

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

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanue: [Tpoaykt cootercTByeT Tpebosanusm HJl | 3akmouenne: ONOBPEHO

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

[ToarotoBneHo: IMposepeno: Himesh Kumar | Ono6peno: Menenxep /

Pardeep Kumar N o PykoBoauteis : Amit Kumar
@ﬁ——— < —_—-3\‘]’_,~___. & )

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
Tel : 491 98166 56001-02

www.drreddys.com

CEPTUDPUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
U6ykauu®, Tab1eTKH, NOKPLITHIE MIIeHO4HOH 060104K0ii, 400mr + 325Mr

Batch No / Cepus Ne : V2201274

Batch Quantity / O6bem naptun : 776.0Kg

Analytical Report No / Ananntudeckuii oT4eT Ne :
040001597748, 890001600144

Date of Analysis / laTa ananu3za: 07.07.2022

Date of Manufacture / Jlata npoussogcTsa : Jun-2022

Date of Expiry / Cpok roanocru :May-2027

Analysis performed according ND / Anasn3 nposeaen 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, n3m. Ne 2 ot 23.09.2019)

*8 |Microbial limits /

yucToTa

a) Total aerobic
microbial count /
Ob6ulee vucro
a3pOoBHbIX
MUKPOOPraHN3MoB

b) Total combined
yeasts and mould

APOXCKEBBLIX U

¢) E. coli

MukpoGuonornyeckas

count / Obuee yncno

nnecHesBbIX l'pVIGOB

Less than 10 CFU/g /
MeHee 10 KOE/r

Less than 5 CFU/g /
Menee 5 KOE/r

Absent / OTcyTcTBYET

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Shall be absent in 1g / OtcyTtcTBYE B
1r

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [TpoaykT cootseTcTByeT Tpeboanuam HJ[ | 3akmouenne: ONIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBieHo: [Mposepeno: Himesh Kumar | Ono6peno: Menemxep /
Pardeep Kumar ,J/ PykoBoautens :Amit Kumar
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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
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CEPTUOUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykanH®, TabaeTKH, NOKPLITHIE MJIeHOYHOI 0600uK0l, 400Mr + 325mr

Batch No / Cepus Ne : V2201274

Batch Quantity / O6bem naprum : 776.0Kg

Analytical Report No / Ananurudeckuit oruet Ne :
040001597748, 890001600144

Date of Analysis / JIlaTta ananu3a: 07.07.2022

Date of Manufacture / Jlata npoussoacrsa : Jun-2022

Date of Expiry / Cpok rognoctn :May-2027

Analysis performed according ND / Ananus nposeaen mo HJ/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, n3m. Ne 2 ot 23.09.2019)

units

Ibuprofen /

9 |Uniformity of dosage

néynpodeH

/ OpHOPOAHOCTL 1.8
O03MpPOBaHuUA

Acceptance value (AV) should be
not more than 15.0 /
[Nokazatenb npuemnemocTu (AV)
JomkeH BbITb He Bonee 15,0.

Acceptance value (AV) should be

1.3 not more than 15.0 /
Paracetamol / lNokazaTenb npuemnemocTtu (AV)
napauetamorn [omKeH ObITb He Bonee 15,0.

10 |Assay/ 393.2 mg 360 to 440 mg of Cy3H0:2
KonuuecteeHHoe (Ibuprofen) per tablet /
onpeneneHne OT1 360,0 mr go 440,0 mr C3H1502

(nbynpodeH) B TabneTke
324.42 mg

(napaueTtamon) B Tabnetke

292.5 to 357.50 mg of CgHygNO,
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CgHgNO,

Remarks : The Product conforms to ND/
IIpumeuanue: [Iponykt coorBercTByeT TpeboBanusam HJI

Opinion : APPROVED
3akmouenue: OJJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: [Tposepeno: Himesh Kumar | Opo6peno: Menemxep /
Pardeep Kumar . \ N PyxoBoaurens :Amit Kumar
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CEPTUDOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
U6ykanH®, TabeTKy, NOKPLITHIE MIIeHOUHOM 000104K0ii, 400mr + 325mr

Batch No / Cepust Ne : V2201274 Batch Quantity / O6bem naptun : 776.0Kg

Analytical Report No / AHaanTH4eckuii oTuer No : Date of Analysis / {aTa anaau3za: 07.07.2022
040001597748, 890001600144

Date of Manufacture / lata npoussoacrsa : Jun-2022  |Date of Expiry / Cpok roguocru :May-2027

Analysis performed according ND / Auasnns nposegen mo HJI: TIN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

11 | Package / Ynakoska |10 tablets in PpVC/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. / No 10 TabneTok
a carton. / Mo 10 Tabnetok  |B MNBX/Al 6nnctep. Mo 1, 2 nnn 20

B MBX/Al 6nuctep. Mo 1 BrnMCTEPOB B NaYKy KAPTOHHYIO
Onuctepy B nayvky BMECTE C UHCTPYKLMEn no
KapTOHHYK BMEcCTe C NpYMEHEHUIO.

WMHCTpYKUMEn No

NPUMEHEHWUIO.

12 | Labeling / MapkupoBka | According to ND / B cooTsetctuu ¢ H

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

XpaHeHve Mpw Temnepatype He Bblwwe 25 °C.
14 | Shelf life / Cpok 5 years/ 5 net

rOAHOCTU
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Tpoaykr cootseTcTByeT TpeGoanusam HJI | 3akmouenue: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: [Tposepeno: Himesh Kumar | Onobpeno: Menemxkep /
Pardeep Kumar Pykoroaurens :Amit Kumar
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