Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUOHUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoykanH®, TabeTKH, IOKPbITHIE IJIeHOYHOH 000104K0MH, 400Mr + 325mr

Batch No / Cepus Ne : V2200398

Batch Quantity / O6bemM napTuu :
727.500 Kg

Analytical Report No / AHanuTudeckunii or4yer Ne :
040001537903, 890001578119

Date of Analysis / JlaTa arannza: 12.03.2022

Date of Manufacture / JlaTa npoussoacrtsa : Feb-2022

Date of Expiry / Cpox rogaocty :Jan-2027

Analysis performed according ND / Auanu3 nposeaes o H/I: [IN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, usm. Ne 2 ot 23.09.2019)

S.
No

Test

Result

Specification

1

Description / OnnucaHne

Capsule-like orange-coloured

film-coated one-side scored
tablets;

on cross section- white core /
Tabnetku KarncynoBuaHoON
dopmbl, NOKpbITLIE
NnieHoYHOon oborno4vkon
OpaH>XEeBOro LIBeTa, C PUCKON
Ha OOHOW CTOpoOHe; Ha

nonepeyYyHoMm paspese — 84po
Henoro useTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / Tabrnetkm KancynoBuOHON
opMbl,  NOKPbLITBIE  MIEHOYHOW
060MoYKON OpaHXeBoro LBeTa, C
PUCKOW Ha OAHOW CTOpOHEe; Ha
nonepe4yHom paspese —  a4po
©ernoro unu no4ytn 6enoro LUpgeTa

Remarks : The Product conforms to NT)/
Ipumeuanue: Ilpoaykr coorBercTByeT TpeboBaHuamM HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Execptive /
IToarorosnexo: IIposepeHo: ) Onobpeno: Menemxep /
Ankit Pardeep Kumar (}L_/ PykoBoaurens

ﬂ_ o Siieaia Abhishek Chauhan / Z
Print Date: Print Date: Print Date:
JHara: 12.03.2022 Jata: 12.03.2022 Jara: 12.03.2022

Poeistared Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tol: +91 40 4900 2900, Fax: +91 40 4900 2399, Email:

CIN: L85195AP1984PLC004507
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 AHAJIM3A

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

Noyxaua®, TabaeTkH, NOKPLITHIE MIEeHOYHOI 000/104Koil, 400mr + 325Mr

040001537903, 890001578119

Batch No / Cepus Ne : V2200398 Batch Quantity / O6bem maptun :
727.500 Kg
Analytical Report No / AHaauTn4ecknii oryer No : Date of Analysis / /laTa ananusa: 12.03.2022

Date of Manufacture / Jlata npousBoacrsa : Feb-2022 | Date of Expiry / Cpok roanoct :Jan-2027

Analysis performed according ND / Ananu3 npoeeger no HJ{: [1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

2 Identification / a) Complies as prescribed/
MoanvHHoCTL B cooTBeTCTBUM 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 yaepXmBaHWA OCHOBHbIX
NuKoB Ha XpomaTtorpaMmme
UCMBITYEMOro  pacTBopa [OIMKHbI
COOTBETCTBOBATb BpeMeHaMm
yaep>KusaHns n1KoB Ha
Xpomarorpamme pacTteopa
CTaHAapTHbIX obpasuos
nbynpocdeHa 1  napauetamona
(paspen «KonuuyectBeHHoe
onpeaeneHne»)

3 |Average weight and 965.2 mg
mass uniformity /
CpegaHssa macca un
OAHOPOAHOCTb MO
macce

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

Or 9409 wmr pgo 999,11 wr
(970,0 mr + 3,0 %)

18/20 lablels — NMT =+ 5% /
18/20 TabneTok — He bonee + 5 %
2/20 tablets — NMT + 10% /
2/20 TabneTok — He 6onee £ 10 %

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykt coorBercTByeT Tpebopanusam HJI

Opinion : APPROVED
3akiouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Execufive /
[JoaroTosneHo: IposepeHo: Onobpeno: Menenkep /
Ankit Pardeep Kumar i PykoBoIuTeNH
ﬁ = Abhishek Chauhan —
Print Nate: Print Date- Print Nate-
Hara: 12.03.2022 Hara: 12.03.2022 Hara: 12.03.2022
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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 AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
MNoykanH®, TabieTKH, NOKPHITHIE MJIEHO4YHOI 060104K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2200398

Batch Quantity / O6bem napTum :
727.500 Kg

040001537903, 890001578119

Analytical Report No / AHaauTH4yeckuii oTuer Ne ;

Date of Analysis / lata ananu3a: 12.03.2022

Date of Manufacture / lata npou3BoacTsa : Feb-2022

Date of Expiry / Cpok roanocry :Jan-2027

Analysis performed according ND / Ananuz nposexen mo H/I: [T 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)

4 |Disintegration /
PacnagaemocTtb

09 minutes 33 seconds

Not more than 30 minutes /
He 6onee 30 MmuH

5 |Dissolution /
PacTBopeHne

101% - 103%

97% - 104%

NLT 70% (Q) C13H1502 (Ibuprofen)
dissolved in 30 minutes /
He wmeHee 70 % (Q)
(néynpodeH) yepes 30 MnH

Ci13H1802

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

He meHee 70 % (Q) CsHoNO:

(napaueTtamon) vyepes 30 MUH

6 |Related substances/
PogcteeHHble npumecu

0.03%

0.0002%

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

7 |Water/Bopa

1.4 %

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

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeyanue: [poayxt cootBeTcTBYeT TpeboBanuam HJ[ | 3axmouenne: OTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executjve /
[loarotosneHo: ITposepeHo: OpoOpeno: Menemxep /
Ankit Pardeep Kumar Pykosoautens

<>.f// Abhishek Chauhan .
Print Date: Print Date: Print Date:
Hara: 12.03.2022 Hara: 12.03.2022 Jara: 12.03.2022

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 €

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

CEPTUOUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoyxkauH®, TabaeTky, NOKPHITHIE IJIEHOYHOH 000104K0i, 400Mr + 325Mr

Batch No / Cepust Ne : V2200398

Batch Quantity / O6bem mapTuu :
727.500 Kg

040001537903, 890001578119

Analytical Report No / Ananutu4deckuii oruer Ne :

Date of Analysis / laTa ananu3za: 12.03.2022

Date of Manufacture / JlaTta npousBoactsa : Feb-2022

Date of Expiry / Cpok rogaoctn :Jan-2027

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

*8 [Microbial limits /
Mukpobrnonoruyeckas
4YNCTOTa

a) Total aerobic
microbial count /
OO6Lee yncno
a3poObHbIX
MUKPOOpPraHn3mMoB

b) Total combined
yeasts and mould
count / Obwee ynucno
LPOXCKEBBIX 1
nnecHeBbIX rpnbos

c) E. coli

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 / OTcyTcTBYE B
1r

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT coorBeTcTBYyeT TpeboBanusm HJJ

Opinion : APPROVED
3akniodenue: OJJOBPEHO

/A

Prepared by / Checked by /
IToarorosneHo: ITpoBepeHo:
Ankit Pardeep Kumar

-

Approved by: Manager/Executive /
Opobpeno: Menemaxep / Z
Pykosomutenn ‘ |

y oy {1~
Abhishek Chauhan (-

Print Date:
Hara: 12.03.2022

Print Date:
Jata: 12.03.2022

Print Date:
Harta: 12.03.2022
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Kho!l, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHOHKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoykanH®, TabjeTKH, NOKPBITHIE IJIEHOYHO!H 060m0uKoi, 400mr + 325mMr

Batch No / Cepusa Ne : V2200398

Batch Quantity / O6bem napTus :
727.500 Kg

040001537903, 890001578119

Analytical Report No / AnauTHYecKuii oTueT No :

Date of Analysis / JlaTa ananuza: 12.03.2022

Date of Manufacture / lata npon3sojcrsa : Feb-2022

Date of Expiry / Cpok roanocts :Jan-2027

Analysis performed according ND / Anamu3s npoeeaen mo HJI: I N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, uam. Ne 2 ot 23.09.2019)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OgHopoaHOCTL 1.5 Mokasatenb npuemnemocTn (AV)
0031poBaHns [oJkeH 6bITh He bonee 15,0.
Ibuprofen /
nbynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.5 MokasaTenb npuemnemoctn (AV)
napageTamon JomKeH ObITb He Oonee 15,0.
10 [Assay/ 395.8 mg 360 to 440 mg of Ci3Hq50;
KonuyecTteBeHHoe (Ibuprofen) per tablet /
onpegerneHne OT1 360,0 mr go 440,0 mr Cy3H150:2
(néynpodbeH) B TabneTke
324.99mg 2925 to 357.50 mg of CgHyNO:
(Paracetamol) per tablet /
O1 292,5 mr go 357,5 mr CsHgNO:
(napaueTtamon) B TabneTke

Remarks : The Product conforms to ND/
Ilpumeuanne: [IponykT cooTBeTcTBYET TpeboBaHusm HJI

Opinion : APPROVED
3akiogenne: OJOBPEHO

Hara: 12.03.2022

Hara: 12.03.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroropneHo: IIpoBepeno: OnoGpeno: Menemxep /
Ankit Pardeep Kumar Ci" Pyxoroaurens (
ﬂ — Abhishek Chauhan f./ '
Print Date: Print Date: Print Date:

Hara: 12.03.2022
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CEPTHUOPUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoykauH®, TabneTkn, NOKpPbIThIE NJ1eHOYHOH 000J1049K0ii, 400mr + 325Mr

Batch No / Cepus Ne : V2200398 Batch Quantity / O0bem nmapTum :
727.500 Kg
Analytical Report No / AHanuTHYecKuii oT4eT No : Date of Analysis / JlaTa ananusa: 12.03.2022

040001537903, 890001578119

Date of Manufacture / Jata npou3Boacrsa : Feb-2022 |Date of Expiry / Cpok rognoctu :Jan-2027

Analysis performed according ND / Ananu3s npoeeaen 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, uzm. Ne 2 ot 23.09.2019)

11 | Package / YnakoBka |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 leafletin |leaflet in a carton. / 1o 10 TabneTok
a carton. / Mo 10 Tabnetok  |B NBX/Al 6nnctep. Mo 1, 2 unn 20

B MNBX/Al 6nuctep. Mo 1 BnNCTEPOB B NAYKy KAPTOHHYIO
6nucTepy B navky BMeCTe C UHCTPYKLMen no
KapTOHHYO BMecTe C NPUMEHEHUIO.

WHCTPYKUMER no

NPUMEHEHMIO.

12 | Labeling / Mapkuposka | According to ND / B cooTtseTcTBuUmM ¢ HJ]
13 | Storage conditions / At temperature not more than 25 °C./

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

rOQHOCTH
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [TpoaykT cooTBeTcTBYeT TpeboBanuam HJ[ | 3akmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
HoarorosneHo: IIposepeno: Ono6peHo: Menemxep /
Ankit . Pardeep Kumar [ PykoBoaurenn / i

/;1, == Abhishek Chauhan /1~

Print Date: Print Date: Print Date:
Hata: 12.03.2022 Hata: 12.03.2022 Jarta: 12.03.2022
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