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

CEPTHOUKAT AHATM3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykanH®, TabneTkH, NOKpbIThi¢ 1eHo4HOoi 00010uKoii, 400mr + 325mr

Batch No / Cepus Ne : V2202306

Batch Quantity / O6bem naptuu : 776.0Kg

040001686431,890001627406

Analytical Report No / AHamuTHYecKui oTyer Ne :

Date of Analysis / llata anannsa: 15.11.2022 '

Date of Manufacture / Jlata nponssoacrsa : OCT-2022

Date of Expiry / Cpok roanoctn :SEP-2027

Analysis performed according ND / Ananu3 nposeieH no HJI: TTN011252/01-110717 (amend Ne 1 from
06.09.2018. amend No 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018, u3m. Ne 2 o1 23.09.2019)

S. Test Result Specification
No
1 |Description / Onucanue |Capsule-like orange-coloured|Capsule-like orange-coloured film-

film-coated one-side scored

coated one-side scored tablets;

tablets; on cross section- white to off-white
on cross section- white core /|core / TabneTkn kancynoBuAHON
Tabnetku KarcysnoBuaHON |hopMbl,  NOKPbIThIE MAeHOYHON
chopmbl, nokpbITble|06onovko opaHxesoro LseTa, C
nreHoYHoON 06OMnoYKO|pUCKOA Ha OOHOW CTOPOHE; Ha
OpaHXeBOro UBeTa, C PUCKO|nonepeyHom  paspese  —  SApO
Ha OZHOM CTOPOHe; Ha|benoro unu nNoYTU 6enoro uBeTa
ronepeyHoM paspese — S4p0
Senoro useTa

|

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [Iponykr cootsercTpyeT TpeGosarusim HIL 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroTosieHo: Lipusepenu. Padeep kumar | OpoGpenv: Menuiep /
Ramakant PykoBoautens :Amit Kumar
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Print Date: Print Date: Print Date:
Jata: 15.11.2022 Tara: 15.11.2022 Jlara. 15.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
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Dr.Reddy’s Q’:'.

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

Vill. Kho!, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUDHKAT AHAJIM3A www.drreddys.com

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

N6ykaun®, TabaeTKH, NOKPbITHIE ILIeH04HOi 060104K0ii, 400mr + 325mr

Batch No / Cepusi Ne : V2202306 Batch Quantity / O6bem naptum : 776.0Kg

040001686431,890001627406

Analytical Report No / AHanuTHdeckuii oT4er N : Date of Analysis / [laTa ananu3za: 15.11.2022

Date of Manufacture / Jlata nponssogcrea : OCT-2022 |Date of Expiry / Cpok roasocTu :SEP-2027

Analysis performed according ND / Apasns nposeaen no HJI: IT NOI 1252/01-110717 (amend Ne 1 from
%09‘2018., amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018. uzm, Ne 2 ot 23.09.2019)

| 2 Identification / a) Complies as prescribed/
[NoannHHOCTL B cooTBETCTBUM C
onvcaHnem

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 yaepxuBaHWs OCHOBHbIX
NNKOB Ha XpomaTorpamme
NCMbITYEMOro  pacTtBopa  AOJSDKHbI
COOTBETCTBOBATH BpeMeHaMm
yoepXusaHus MUKOB Ha
Xpomatorpamme pacTeopa
CcTaHOapTHbIX 0b6pasLos
nbynpocheHa 1 napauetamona
(pasgen «KonwnvectBeHHoe
onpeaeneHne»)

3 |Average weight and 966.5 mg
mass uniformity /
CpepHasa macca u
opHopoOHOCTbL Mo
mMacce

Complies /cooTBeTCTBUM C

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

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

18/20 tablets — 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/
Ipumeyanue: [Ipoaykt coorBeTcTByeT Tpebosanusm HJT

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by /
lloarorosneHo: Mposepeno: Pardeep kumar
Ramakant

=

-

Approved by: Manager/Executive /
Ouu0peHu: Meneamep /
Pyxosoautens :Amit Kumar
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Print Date: Print Date:
Jara: 15.11.2022 Jara: 15.11.2022

Print Date:

JaTa. 15.11.2022
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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

CEPTHOUKAT AHAJIM3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6yKﬂnH®, Ta61eTKH, NOKPBIThIE NJIEHOYHO} 060104K0i, 400Mr + 325mr

]

'Batch No / Cepust Ne : V2202306

Batch Quantity / O6bem naptun : 776.0Kg

040001686431,890001627406

Analytical Report No / AHanTH4ecknii oTyer Ne :

Date of Analysis / lata ananu3za: 15.11.2022

Date of Manufacture / Jlata npoussoactsa : OCT-2022

Date of Expiry / Cpok roanocru :SEP-2027

Analysis performed according ND / Ananun3 nposenen no HJI: I1 NO1 1252/01-110717 (amend Ne 1 from
106.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

4 | Disintegration /
PacnapaemocTb

09 minutes 09 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacTtBopeHue

98% - 102%

99% - 101%

NLT 70% (Q) Ci3Hqs02 (Ibuprofen)
dissolved in 30 minutes /

He meHee 70 % (Q)
(mbynpodbeH) yepes 30 MyH
NLT 70% Q) CsHoNO2
(Paracetamol) dissolved in 30
minutes /

He wmeHee 70 % (Q) CsHoNO:
(napaueTtamon) yepes 30 MuH

C13H1802

6 |Related substances/
PoacteeHHble Npumecu

0.06%

Not Detected

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

7 |Water/Bopa

1.4%

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

Remarks : The Product conforms to ND/
Ipumeuanne: [Ipoaykt cooteTcTByeT TpeGosanuam HJL

Opinion : APPROVED
Zakmouenue: OJOBPEHO

Prepared by /
IToaroroBaeHO:

Checked by /
IMposepeHo: Pardeep kumar

4

Approved by: Manager/Executive /
Ono6peHo: Menemxep /
PyxoBoautesns :Amit Kumar

p—

Ramakant J(
7\t ;
Print Date:

Hara: 15.11.2022

Print Date:
Harta: 15.11.2022

Print Date:
Iata. 15.11.2022
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTH3A

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

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykaun®, Ta61eTKH, TOKPLIThIE MJEHOYHOH 000/1049KOH, 400mr + 325mr

'Batch No / Cepust Ne : V2202306

Batch Quantity / O6bem mapTuu : 776.0Kg

040001686431,890001627406

Analytical Report No / AnanuTudeckuii orger N :

Date of Analysis / [lata ananu3za: 15.11.2022

Date of Manufacture / Jlata npoussoacrea : OCT-2022 1

Date of Expiry / Cpok rognocts :SEP-2027

Analysis performed according ND / Ananus nposeaen mo HJI: IINOL1 252/01-110717 (amend Ne 1 from
106.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

*8 |Microbial limits /
Mukpobuonornyeckas
yuctoTa

a) Total aerobic
microbial count /
O6Lwee yncno
a3poBHbIX
MUKPOOPraHM3moB

b) Total combined
yeasts and mould
count / O6wwee 4ucno
APONOKEBBIX U1
nrecHeBbIX rpnboB

c) E. coli

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

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

Absent / OTtcyTcTBYyeT

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 / OTcyTcTBUE B
1r

Remarks : The Product conforms to ND/
Ipumeuanue: [TpoAYKT COOTBETCTBYET TPEOOBAHUAM HAO

Opinion : APPROVED
3axmouenune: OJIOGPEHO

Hara: 15.11.2022

Hara: 15.11.2022

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

[ToaroroBneHo: IposepeHo: Pardeep kumar | Opo6peno: Menemwkep /

Ramakant . T y Pykoroautesns :Amit Kumar
Gl ol e

Print Date: Print Date: Print Date:

Jara. 15.11.2022
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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

CEPTHO®HUKAT AHAJTHU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
U6yKkAuH®, TabieTKH, MOKPLITHIE MIeHOYHOH 060/109KOH, 400mr + 325mr

Batch No / Cepust Ne : V2202306

[Batch Quantity / O6bem maptum : 776.0Kg

040001686431,890001627406

Analytical Report No / Anamarudeckuii oraer Ne :

Date of Analysis / lTata ananu3a: 15.11.2022

Date of Manufacture / Jlata nponspoacrsa : OCT-2022

Date of Expiry / Cpok roauoctu :SEP-2027

Analysis performed according ND / Ananns nposenen mwo HJ: [1N011252/01-110717 (amend No 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

9 |Uniformity of dosage

Acceptance value (AV) should be

units not more than 15.0 /
{ OaHOpPOZHOCTL 1.0 MokasaTenb npvemnemoctyu (AV)
[031MpoBaHnsA JormkeH bblTb He Bonee 15,0.
Ibuprofen /
néynpodeH Acceptance value (AV) should be
1.1 not more than 15.0 /
Paracetamol / MoxasaTenb npuemnemocT (AV)
napaveTamor OOmKeH 6blTk He bonee 15,0.
10 |Assay/ 396.2 mg 360 to 440 mg of CiHs02
KonnvecTtseHHoe (Ibuprofen) per tablet /
onpegeneHve Ot 360,0 mr go 440,0 mr CiaHqs02
(ubynpodbeH) B Tabnetke
318.87 mg

2925 to 357.50 mg of CaHgNOz
(Paracetamol) per tablet /

OT 292,5 mr go 357,5 mr CgHgNO2
(napauetamon) B Tabnetke

Remarks : The Product conforms to ND/
IIpumeuanue: [Tpoaykr cootBeTcTBYET Tpebopanusm HIT

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by /
[ToAroTOBJICHO:

Checked by /
IMposepeno: Pardeep kumar

L

-

Approved by: Manager/Executive /
Ono6pcHo: MeHemxep /
PykoBoautesns :Amit Kumar

/&é\y

Ramakant W
Print Date:

Hata: 15.11.2022

Print Date:
Jara: 15.11.2022

Print Date:
Jlara. 15.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6yKkauu®, Ta61eTKH, TOKPbITbie IJIeHOYHOH 060104K0ii, 400Mr + 325mMr

'Batch No / Cepus Ne : V2202306 Batch Quantity / O6bem naptun : 776.0Kg

Analytical Report No / AHanuTH4eckuii oraer Ne : Date of Analysis / lata ananu3za: 15.11.2022
040001686431,890001627406

Date of Manufacture / Jata npoussoacrsa : OCT-2022 |Date of Expiry / Cpok roanoctu :SEP-2027
Analysis performed according ND / Ananu3 nposeeH no HJX: T1N011252/01-110717 (amend Ne 1 from
106.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

11 | Package / Ynakoska |10 tablets in PpVC/Al 10 tablets in PVC/Al biister. 1, 2 or
blister. 1 blister and a 20 blisters and a patient information
patient information leafletin  |leaflet in a carton. /Mo 10 TabneTok
a carton. / Mo 10 Tabnetok |8 MBX/Al 6ructep. Mo 1, 2 unmn 20

B MBX/Al 6nuctep. Mo 1 GnMcTepoB B NMa4ky KapTOHHYIO
onncTepy B Nayky BMECTE C MHCTPYKLUEN Mo
KapTOHHYO BMECTE C NPUMEHEHNIO.

WHCTPYKUMERN no

NPUMEHEHNIO.

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

XpaHeHve Mpu Temnepatype He Bbiwe 25 °C.
14 | Shelf life / Cpok 5 years / 5 net
rogHoCTU
Remarks : The Product conforms to ND/ Opinion : APPROVED
I pumeuanue: [Ipoaykr cootsercTByet Tpebosanusim HJL 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroeseHn: Mporepeno: Pardeep kumar | Ono6peno: Menemxep /
Ramakant PykoBoautens :Amit Kumar
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Print Date: Print Date: Print Date:
Jara: 15.11.2022 Hara: 15.11.2022 Jara. 15.11.2022
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