Dr.Reddy’s Q::"

CERTIFICATE OF ANALYSIS

Dr. Reddy's Lahoratories Ltd.
Formuiation Unit-6

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

CEPTHO®UKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noykanu®, TablieTKH, IOKPBIThIE NIEHOYHOH 000/104K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2200285

Batch Quantity / O6bem mapTuu :
776.000 Kg

040001523468

Analytical Report No / AHamaTH4yecknii oruer Ne :

Date of Analysis / laTta ananmn3za: 19.02.2022

Date of Manufacture / lata npoussojcrea : Jan-2022

Date of Expiry / Cpok rogaoctu : Dec-2026

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

S.
No

Test

Result

Specification

1 |Description / OnucaHue

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

on cross section- white core /
TabneTtku KancyrnoBugHom
hopmbl, NOKpbITbIE
NNeHoYHoN obonoukon
OpPaHXXeBoro LBeTa, C PUCKON
Ha OOHON CTOpPOHE, Ha
nonepevyHoM paspese — 94po
6enoro useTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTkn KancynoBuAHon
hopMbl,  MOKPbITEIE  FJIEHOYHOM
oDono4YKkon opaHXeBoro uBeTa, C
pUCKOA Ha OOHON CTOpPOHEe; Ha
nonepevyHoM paspese A0po
©enoro nnu noyTy Beroro UseTa

Remarks : The Product conforms to ND/
IIpumedanne: IIponykr cootBercTBYET TpeboBaHusm HJT

Opinion : APPROVED
3akmouenne: OJIOBPEHO

Jara: 19.02.2022

Hara: 19.02.2022

Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosieHo: [IpoBepeno: OnobpeHo: Menemxkep /
Pardeep Kumar Himesh Kumar PykoBonurens :

c:f-:/ Pavan Kumar Sharma C’:“f:i::,._.
Print Date: Print Date: Print Date:

Jara: 19.02.2022

Registered Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, Telangana, !ndia
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

CEPTUOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyxknnu®, TabsieTKH, NOKPLITHIE INIEHOYHOH 00010uK0i, 400Mr + 325Mr

Batch No / Cepus Ne : V2200285

Batch Quantity / O6bem napTuu :
776.000 Kg

040001523468

Analytical Report No / Apanutuyeckuii oryer No :

Date of Analysis / laTta anamusa: 19.02.2022

Date of Manufacture / /lata npousBoacTBa : Jan-2022

Date of Expiry / Cpok roasoctu : Dec-2026

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

2 Identification /
MNoanunHHoCcTb

a) Complies as prescribed/
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 ygepxuBaHus OCHOBHbIX
nnkos Ha XpomaTtorpamme
ncnbiTyemoro pacrteopa  AOJSDKHbI
COOTBETCTBOBATb BpemMeHam
yAEPXKNBAHUA nyKoB Ha
XpoMartorpamme pacteopa
cTaHoapTHbIX obpasLos
nbynpodeHa n  napauetamona
(pasgen «KonnuecteeHHoe
onpeneneHne»)

3 |Average weight and
mass uniformity /
CpegHas macca n
OOHOPOAHOCTb MO
macce

969.3 mg

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

Ot 9409 wmr po 9991 wmr
(970,0 mr £ 3,0 %)

18/20 tablets — NMT + 5% /
18/20 TabneTtok — He bonee + 5 %
2/20 tabiets — NMT = 10% /
2/20 TabneTok — He Bonee + 10 %

Remarks : The Product conforms to ND/
ITpumeaanue: ITpoaykTt coorsercTByeT Tpebosanuam HJI

Opinion : APPROVED
Zakawuenue: OJJOBPEHO

Prepared by /
[TonrarosneHo:
Pardeep Kumar

Checked by /
[IposepeHno:
Himesh Kumar

c;c)’f‘f;‘

Approved by: Manager/Executive /
Ono6peno: Menemxkep /
PykoBoautens e,
Pavan Kumar Sharma «/a~——

Print Date:

Hara: 19.02.2022

Print Date:
Hata: 19.02.2022

Print Date:
Jata: 19.02.2022

Registered Office: 8-2-337, Road Mo. 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
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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

CEPTUOHUKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxknuu®, TabieTku, NOKPLITHIE IIJIeHOYHOH 060104K0#, 400Mr + 325Mr

Batch No / Cepus Ne : V2200285

Batch Quantity / O6bem napTun :
776.000 Kg

040001523468

Analytical Report No / AHanmuTH4eckuii oTdeT No :

Date of Analysis / [laTa ananmusa: 19.02.2022

Date of Manufacture / /lata npoussoacrsa : Jan-2022

Date of Expiry / Cpok roanoctu : Dec-2026

Analysis performed according ND / Ananus nposenen no 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, u3m. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnapaemocTtb

10 minutes 27 seconds

Not more than 30 minutes /
He 6onee 30 MuH

5 |Dissolution /
PacteopeHue

94% - 104%

99% - 105%

NLT 70% (Q) C13H1O, (Ibuprofen)
dissolved in 30 minutes /
He wmenee 70 % (Q)
(wBynpodeH) yepes 30 M1H

C13H 1502

NLT 70% Q) CsHoNO2
(Paracetamol) dissolved in 30
minutes /

He wmenee 70 % (Q) CsHoNO>
(napaueTtamon) yepes 30 MUuH

6 |Related substances/
PopncrBeHHble npumec

0.03%

0.0002%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecein
nbynpodeHa — He Gonee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amunHodeHon (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/
IIpumeuanne: IIpoaykr coorsercTByeT TpeboBanusam HJI

Opinion : APPROVED
3aknouenue: OJJOBPEHO

Hata: 19.02.2022

Hara: 19.02.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: IIposepeHo: Ono6peno: Menemxep /
Pardeep Kumar Himesh Kumar Pykosoaurens 3
' c:i{ Q_Sf/—g Pavan Kumar Sharma —{,
Print Date: Print Date: Print Date: =

Hara: 19.02.2022

Registered Office: 8-2-337, Road MNo. 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
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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

CEPTHOHUKAT AHAJIM3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyknun®, TabsieTKH, NOKPBITHIE MJIeHOYHOH 000/104K0ii, 400Mr + 325mMr

Batch No / Cepust Ne : V2200285

Batch Quantity / O6beM napTuu :
776.000 Kg

Analytical Report No / AnanuTndecknii oruer No :
040001523468

Date of Analysis / lata ananu3za: 19.02.2022

Date of Manufacture / /lata npounssoactsa : Jan-2022

Date of Expiry / Cpok roanoctu : Dec-2026

Analysis performed according ND / Ananns nposenen mo H/I: ITN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Neo 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, u3m. Ne 2 o1 23.09.2019)

*8 |Microbial limits /
Mukpobuonoruueckas
yucroTa

a) Total aerobic NA
microbial count /
ObLwee yncno
a3pobHbIX
MUKPOOPraHM3MOB
NA
b) Total combined
yeasts and mould
count / OBLee vncno
OPOXCKEBBIX U NA
MnecHeBbIX rpnbos

c) E. coli

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

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

1T

Shall be absent in 1g / OTcyTcTBUE B

Remarks : The Product conforms to ND/ Opinion : APPROVED
TIpumedanne: [IpoaykT coorBercTByeT Tpebosanusam HJI | 3akmodenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBneHo: [IpoBepeHo: OnobpeHo: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoautenn e,
Pavan Kumar Sharma Cf{; —
Q;L.F |
Print Date: Print Date: Print Date:
Jara: 19.02.2022 Hata: 19.02.2022 Jara: 19.02.2022

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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Distt. Solan, H.P., 173 205, INDIA
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Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxkann®, TabaeTkH, NOKPHITHIE IIEHOYHOH 000104K0ii, 400Mr + 325Mr

Batch No / Cepns Ne : V2200285 Batch Quantity / O6bem naprTuu :
776.000 Kg
Analytical Report No / Anasuradeckuit oryer No : Date of Analysis / laTa ananu3za: 19.02.2022
040001523468
Date of Manufacture / /lata npousBogcTia : Jan-2022 | Date of Expiry / Cpok roguoctn : Dec-2026

Analysis performed according ND / Ananus npoeeaen mo H/I: IT1 N011252/01-110717 (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)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OBHOpPOOHOCTD 1.1 MNokasaTtens npuemnemocTu (AV)
0031poBaHnsa AormkeH 6bITb He Bonee 15,0.
Ibuprofen /
nbynpodpeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.2 NokasaTenb npuemnemoctu (AV)
napauetamon [ormkeH ObiTb He 6onee 15,0.
10 |Assay/ 399.6 mg 360 to 440 mg of CizH,0:2
KonuuectseHHoe (Ibuprofen) per tablet /
onpegeneHne Ot 360,0 mr go 440,0 mr Cy3H1502
(nbynpodeH) B Tabnetke
328.26 mg 2925 to 357.50 mg of CgHsNO;
(Paracetamol) per tablet /
OT1 292,5 mr no 357,5 mr CgHoNO,
(napaueTtamorn) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanue: [poaykr coorserctByeT Tpebopanusam HJI | 3akmoyenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loaroroBneHo: IIpoBepeno: Opobpeno: Menemxep /

Pardeep Kumar Himesh Kumar PykoBoaurens

(_—::.éf/’_:z. Pavan Kumar Sharma fj'"_—

<

Print Date: Print Date: Print Date:
Hata: 19.02.2022 Hara: 19.02.2022 Hara: 19.02.2022

Registered Office: 8-2-337, Road Mo. 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



Dr.Reddy’s Q::‘

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

CEPTUOHKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HOoyxanu®, TabneTkH, NOKPbIThIE IeHOYHOI 000049K0MH, 400Mr + 325Mr

Batch No / Cepust Ne : V2200285

Batch Quantity / O6bem napTuu :
776.000 Kg

Analytical Report No / AHanuTH4yecknii or4eT No :
040001523468

Date of Analysis / JlaTa ananu3za: 19.02.2022

Date of Manufacture / JaTa npou3BojcTea : Jan-2022

Date of Expiry / Cpok rognoctu : Dec-2026

Analysis performed according ND / Ananu3 nposeaen mo H/I: T1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

11 | Package / YnakoBka |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 NBX/Al 6nuctep. Mo 1, 2 unu 20
B MBX/Al 6nucTep. Mo 1 OrnnucTepos B NayKy KAPTOHHYIO
BnucTepy B nayvky BMeECTE C MHCTpyKUMen no
KapTOHHYIO BMecTe C NPUMEHEHNIO.

WHCTPYKUMER no
NPUMEHEHMIO.

12 | Labeling / MapkupoBka | According to ND / B cootsetcTeuu ¢ Hj
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue [Mpu TemnepaTtype He Bbiwe 25 °C.

14 | Shelf life / Cpok 5years /5 net

rogHocTu

4 fdeaee wRhetd  Waiow G

e (Cleocop d FeR R

VA— L 2oy

Remarks : The Product conforms to ND/
IIpumeuanne: IIpoaykt cootBercTByeT TpeboBaHusm HJT

Opinion : APPROVED
3akmoyenue: OJOBPEHO

Prepared by /
IlonrorosneHo:
Pardeep Kumar

Checked by /
[TpoBepeno:
Himesh Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxep /
PykoBoauTtens /)

th——>

Pavan Kumar Sharma *"'l'

Print Date:
Hara: 19.02.2022

Print Date:
Hara: 19.02.2022

Print Date:
Hara: 19.02.2022

Registered Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507

www.drreddys.com



