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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

CEPTUDPUKAT AHAJIU3A

E‘;u;nci : Ibuclin, film-coated tablets 400 mg + 325 mg
HNovkana®, TabneTku, NOKPLITHIE IEHOYHOMH 060104K0i1, 400Mr + 325Mr

Batch No / Cepus Ne : V2101666

Batch Quantity / O6beM napTum :
776.000 Kg

890001548904, 890001548624

Analytical Report No / AHanuTndeckuii otyer No :

Date of Analysis / JIaTa ananau3za: 06.10.2021

Date of Manufacture / lata npousBoacrea : Sep-2021

Date of Expiry / Cpox roanocts : Aug-2026

Analysis performed according ND / Ananu3 nposeaen mo HJI: ITN011252/01-110717 (amend Ne 1 from
06.09.2018, amend No 2 from 23.09.2019/ u3m. Ne 1 o1 06.09.2018, u3zm. Ne 2 ot 23.09.2019)

Test

Result

Specification

1 |Description / OnucaHue

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

tablets;

on cross section- white core /
TabneTku KancyrnoBUaHON
hopmbl, NOKpbITbIE
NNeHoYHOoM obonoykon
OpaHXXeBoro LBeTa, C PUCKON
Ha OOHOW CTOpPOHE; Ha

nonepeyHom paspese — agpo
Heroro useTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTku KancynoBWUAHOWM
topMbl,  MOKPbITbIE  MNNTEHOYHOM
0ob0onoYykol opaHXeBOoro LUBeTa, C
pucKOli Ha OOHOW CTOpPOHEe;, Ha
nonepevyHoMm  paspese anpo
©enoro nnu noyTn 6enoro useTa

Remarks : The Product conforms to ND/
Ilpumeuanue: IIponykT coorBercTByeT TpeGoBanusam HJJ

Opinion : APPROVED
3akmwouenue: OJJOBPEHO

Prepared by /
IToarorosneno:
Pardeep Kumar

o—

Checked by /
IlpoBepeno:
Himesh Kumar

Approved by: Manager/Executive /
Ono6peHo: Menemxep /
PyxoBogurenn

Amit Kumar

Print Date:
Hara: 06.10.2021

Print Date:
Jara: 06.10.2021

Print Date;
Hata: 06.10.2021
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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 : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUDUKAT AHAJIU3A

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

NoyxkauH®, TableTKU, NOKPBITHIE MJIEHOYHOI 060104K0i1, 400Mr + 325Mmr

890001548904, 890001548624

Batch No / Cepus Ne : V2101666 Batch Quantity / O6bem napTum :
776.000 Kg
Analytical Report No / AHanuTndyeckuii oTyeT No : Date of Analysis / laTta ananuza: 06.10.2021

Date of Manufacture / lata nponssoactsa : Sep-2021  |Date of Expiry / Cpok rogHoctu : Aug-2026

Analysis performed according ND / Ananu3z npoeegen mo HJ/I: [T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, usm. Ne 2 ot 23.09.2019)

2 Identification / a) Complies as prescribed/
lMognnHHOCTL B cooTtBeTCTBUM 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 yaepxuBaHUA OCHOBHBLIX
NUKoB Ha XpomaTorpamme
UCNbITYEMOro  pacTBopa  AOSTKHbLI
COOTBETCTBOBATb BpeMeHam
yOEepKNBaHNS NUKoB Ha
Xpomartorpamme pacTteopa
CTaH4apPTHBIX obpasuos
nbynpocdeHa U1  napauetamona
(paspen «KonnyecteeHHoe
onpeaeneHne»)

3 |Average weight and 969.7 mg
mass uniformity /
CpegnHsas macca u
OfHOPOOHOCTL NO
Macce

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

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

18/20 tablets — NMT + 5%/
18/20 TabneTtok — He Bonee + 5 %
2/20 tablets — NMT £ 10% /
2/20 TabneTok — He 6onee + 10 %

Remarks : The Product conforms to ND/
IIpumeyanne: [Tpoaykr coorBeTcTBYeT TpeboBaHusm H]T

Opinion : APPROVED
3akniouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTorneHo: IIpoBepeHo: OnobpeHo: Menemxep /
Pardeep Kumar Himesh Kumar PyxoBogutens
> Amit Kumar
1 = s A
Print Date: Print Date: Print Date:
Hata: 06.10.2021 Hara: 06.10.2021 Hara: 06.10.2021
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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
HNoykauH®, TabNeTKHU, NOKPbLITHIE MJIEHOYHOH 060104K0ii, 400mr + 325Mr

Batch No / Cepust Ne : V2101666

Batch Quantity / O6bem napTuu :
776.000 Kg

890001548904, 890001548624

Analytical Report No / AHaguTu4deckuii oruer No :

Date of Analysis / JlaTta ananu3a: 06.10.2021

Date of Manufacture / llata npoussoacrsa : Sep-2021

Date of Expiry / Cpok rognoctu : Aug-2026

Analysis performed according ND / Anann3 nposeaen no H/I: I1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, usm. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnagaemocTtb

10 minutes 51 seconds

Not more than 30.minutes /
He 6onee 30 MuH

S |Dissolution /
PacTtsopeHne

94% - 99%

97% - 102%

NLT 70% (Q) C13H1802 (Ibuprofen)
dissolved in 30 minutes /
He wmeHee 70 % (Q)
(néynpodeH) yepes 30 MuH

C‘I3H1802

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

He meHee 70 % (Q) CeHoNO,
(napauetamon) Yepes 30 MUH

6 |Related substances /
PogacTteeHHbIE Nnpumeci

0.04%

0.003%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumeceir
nbynpocpeHa — He Gonee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amnHodeHon (npumech
napauetamorsia) — He 6onee 0,005%

7 |Water/Bopga

1.5%

Not more than 5.0% /
He Gonee 5,0 %

Remarks : The Product conforms to ND/
IIpumeuanne: [IponykT cooTBeTcTBYyeT TpeboBanuam HJ

Opinion : APPROVED
3axawuenne: OJOBPEHO

Hara: 06.10.2021

Jarta: 06.10.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBnexo: Ilposepeno: Onobpeno: Menemxep /
Pardeep Kumar Himesh Kumar Pykosogurens
, Amit Kumar N
Print Date: Print Date: Print Date:

Jata: 06.10.2021
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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 AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HoykauH®, TabieTKH, NOKPbITHIE NUIEHOYHOH 000/104K0i, 400Mr + 325mr

Batch No / Cepus Ne : V2101666

Batch Quantity / O6bem naptuu :
776.000 Kg

Analytical Report No / Apanurudeckuii oruyer Ne :
890001548904, 890001548624

Date of Analysis / [lata anaau3a: 06.10.2021

Date of Manufacture / JlaTa npousBojcTsa : Sep-2021

Date of Expiry / Cpok rogsocts : Aug-2026

Analysis performed according ND / Ananu3 nposeger mo HJI: [IN011252/01-110717 (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 /
Mukpobronoruyeckas
ynucToTa

a) Total aerobic
microbial count /
O6wee yncno
a3pobHbIX
MMWKPOOPraHu3mMoB

b) Total combined
yeasts and mould
count / OBLee uncno
OPOXOKEBbIX U
nnecHeBbIX rpubos

c) E. coli

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

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

1r

Absent in 1g/ OtcyTcTBYET B

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 / OtcyTcTBKE B
1r

Remarks : The Product conforms to ND/
Ipumeganue: [Ipoaykr coorBercTByeT Tpeboanusm HJI

Opinion : APPROVED
3axnouenune: OJOBPEHO

Prepared by /
IloarorosneHo:
Pardeep Kumar

1

Checked by /
[IpogepeHo:
Himesh Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxep /
PyxoBoautens
Amit Kumar

N

Print Date:
Hara: 06.10.2021

Print Date:
Hara: 06.10.2021

P
Print Date:

Hara: 06.10.2021
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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

CEPTUPHUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykauH®, TabneTKku, HOKPLIThIE NIEHOYHOI 000/104K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2101666

Batch Quantity / O0bem naptun :
776.000 Kg

890001548904, 890001548624

Analytical Report No / AHaauTH4YecKHii oTueT No :

Date of Analysis / aTa ananun3sa: 06.10.2021

Date of Manufacture / lata npou3BoacTsa : Sep-2021

Date of Expiry / Cpok roanoctu : Aug-2026

Analysis performed according ND / Ananu3s nposenen mo HJI: II 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 o1 23.09.2019)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OpHopPOAHOCTL 2.5 Mokasatens npnemnemocTtu (AV)
Jo31poBaHus JormKkeH 6bITb He Gonee 15,0.
Ibuprofen /
nbynpodceH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.2 MokasaTenb npuemnemocTu (AV)
napaueramon [OImKeH ObITb He Oonee 15,0.
10 |Assay/ 388.7 mg 360 to 440 mg of CizH02
KonnyecTteeHHoe (Ibuprofen) per tablet /
onpepeneHne Ot 360,0 mr go 440,0 mr Cq3H450;
(nbynpodheH) B TabneTke
326.59 mg 292.5 to 357.50 mg of CsHyNO-
(Paracetamol) per tablet /
OT 292,5 mr pgo 357,5 mr CgHgNO;
(napaueTtamon) B TabneTke

Remarks : The Product conforms to ND/

IIpumeuanne: [IpoaykT coorBeTcTBYET TpeboBaHusM H]I

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by /
[ToaroToBneHo: [IpoeepeHo:
Pardeep Kumar Himesh Kumar

=L =l—=

Approved by: Manager/Executive /
Ono6peno: Menemxep /
PykoBoautens

Amit Kumar N
P\_v /

Print Date: Print Date:

Hata: 06.10.2021 Jara: 06.10.2021

Print Date:
Hata: 06.10.2021
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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, IND|A
Tel : 491 98166 56001-02
www.drreddys.com

CEPTUOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxkanH®, TabaeTKH, NOKPBITHIE ILIEHOYHO!H 000a04koi, 400mr + 325Mr

Batch No / Cepus Ne : V2101666

Batch Quantity / O6bem napTum :
776.000 Kg

890001548904, 890001548624

Analytical Report No / Ananutuyeckuii otuer Ne :

Date of Analysis / /laTta ananu3a: 06.10.2021

Date of Manufacture / laTa npon3Boncrsa : Sep-2021

Date of Expiry / Cpok roguocrs : Aug-2026

Analysis performed according ND / Anann3 nposeger 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, n3m. Ne 2 ot 23.09.2019)

11 | Package / YnakoBka |10 tablets in PVC/AI blister. |10 tablets in PVC/AI blister. 1, 2 or
1 blister and a patient 20 blisters and a patient information
information leaflet in a leafiet in a carton. / Mo 10 TabneTok
carton. / Mo 10 TabneTok B B MBX/Al 6nuctep. Mo 1, 2 unn 20
MBX/Al 6nuctep. o 1 BnucTepo. B Nayky KapTOHHYIO
GnucTepy B nauvky BMeCTe C UHCTPYyKLMen no
KapTOHHYI0 BMecTe ¢ MPUMEHEHMIO.

WHCTPYKUMER no
MPUMEHEHNIO.

12 | Labeling / Mapkuposka | According to ND / B cooTeeTcTenm ¢ HJl
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue Mpu TemnepaType He Bbiwe 25 °C.

14 | Shelf life / Cpok 5 years / 5 net

rogHoCTU

Remarks : The Product conforms to ND/
Ilpumeuanmne: IIpoaykt coorBercTByeT TpeboBaHusM HJ|

Opinion : APPROVED
3axkmouenue: OJOBPEHO

Hara: 06.10.2021

Jara: 06.10.2021

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: IIpoBepeHo: Onobpeno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoautens
C—_J—/; Amit Kumar
: N
Print Date: Print Date: Print Date:

Jara: 06.10.2021
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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