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, INDJA
Tel : 491 98166 56001-02
www.drreddys.com

CEPTUOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyknuH®, TabneTKH, MOKPBITHIE MIEHOYHOI 060104KoH, 400Mr + 325mr

Batch No / Cepust Ne : V2200708

Batch Quantity / O6bem maptuu : 776.0 Kg

040001564809, 890001588673

Analytical Report No / AHaauTH4YecKuit oT4eT No :

Date of Analysis / JlaTta ananuza: 04.05.2022

Date of Manufacture / Jlata npousBoacTsa : Apr-2022

Date of Expiry / Cpok rogunoctu :Mar-2027

Analysis performed according ND / Ananu3 nposeaen no 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, u3m. Ne 2 ot 23.09.2019)

S.
No

Test

Result

Specification

1 |Description / Onncanue

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

tablets;

on cross section- white core /
Tabnetku KancynosuaHoin
hopmbl, NOKPbITbIE
MeHOYHOWM obonoykon
OpaHXeBOro LBeTa, C PUCKON
Ha OOHOW CTOpPOHe; Ha

nonepe4yHoM paspese — 94po
Oeroro uBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTkun KancynoBUAHONW
dopmbl,  NOKpbITblE  NNEHOYHON
0o00noukoil opaHxKeBoro ugeTa, C
pUCKO Ha OOHOW CTOpPOHEe; Ha
fonepe4yHoM  paspese A0p0
G6enoro unu noyty 6enoro useTa

Remarks : The Product conforms to ND/
ITpumeuanue: [IpoaykT coorBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by /
[ToarotosieHo:

Checked by /
INposepeHo:Ramakant

I

Approved by: Manager/Executive /
Onobpeno: Menenxep /
Pykoroautens :Pawan Kumar

Ankit
[k
Print Date:

Jarta: 04.05.2022

Print Date:
Jarta: 04.05.2022

Print Date:
Jata: 04.05.2022

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

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

CERTIFICATE OF ANALYSIS  yww.drreddys.com

CEPTUOUKAT AHAJIU3A

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

HoykauH®, TabieTKH, NIOKPBHIThIE IJeHOUHOH 000/104K0#H, 400Mr + 325Mr

Batch No / Cepusn Ne : V2200708 Batch Quantity / O6bem naptun : 776.0 Kg

040001564809, 890001588673

Analytical Report No / AHanuTH4Yeckuii oryer No : Date of Analysis / JlaTa anann3za: 04.05.2022

Date of Manufacture / JaTta npoussoacrsa : Apr-2022  |Date of Expiry / Cpok rogaocty :Mar-2027

Analysis performed according ND / Anaaus nposeged mo H/I: [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)

2 Identification / a) Complies as prescribed/
MoAnvHHOCTb B cooTtBeTCTBUNM C
ornucaHuem

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 yaep»KuMBaHUA OCHOBHbIX
NUKoB Ha XpomaTtorpamme
UCMbITYyEMOro  pactsopa  AONXHbI
COOTBETCTBOBATL BpeMeHam
yaepXvusaHus NnKoB Ha
XpomaTtorpamme pacTeopa
CTaHZAapTHbIX oGpasuos
ubynpoceHa 1 napauetamosnia
(pasgen «KonuuecteeHHoe
onpeaeneHue»)

3 |Average weight and 969.5 mg
mass uniformity /
CpegHsas macca 1
OOHOPOAHOCTL MO
macce

940,9 mg to 999,1 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/
Hpumeuanne: [Tpoaykt coorBeTcTBYET TpeboBaHusM HJL

Opinion : APPROVED
3akawuenue: OJOBPEHO

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

[ToaroTtoBneHo: [Tposepeno:Ramakant Onobpeno: Menemxep /

Ankit \'p} Pykosoautens :Pawan Kumar
& e ¥

Print Date: Print Date: Print Date:

Hara: 04.05.2022 Hara: 04.05.2022 Hara: 04.05.2022
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CERTIFICATE OF ANALYSIS

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

Vill. Kho!, 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
N6ykauH®, TabeTkn, MOKPLITHIE MIEHOYHOi 060104K0k, 400Mr + 325Mr

Batch No / Cepus Ne : V2200708

Batch Quantity / O6nem napruu : 776.0 Kg

040001564809, 890001588673

Analytical Report No / AHaauTH4Yeckuii or4yer Ne :

Date of Analysis / JlaTta anamm3a: 04.05.2022

Date of Manufacture / /lata npousBogactBa : Apr-2022

Date of Expiry / Cpok rogaoctn :Mar-2027

Analysis performed according ND / Auanu3s nposenen mo HJI: ITTN011252/01-110717 (amend Ne 1 from
06.09.2018, amend No 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnapaemocTtb

09 minutes 24seconds

Not more than 30 minutes /
He 6onee 30 muH

9 |Dissolution /
PacTtBopeHue

97% - 101%

98% - 102%

NLT 70% (Q) Ci3H1sO2 (Ibuprofen)
dissolved in 30 minutes /
He wmeHee 70 % (Q)
(néynpocpeH) yepes 30 MuH

C13H1802

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

He menee 70 % (Q) CgHoNO:

(napaueTtamon) yepes 30 MyH

6 |Related substances /
PopcTteeHHbIe npymecu

0.03 %

0.001 %

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecein
nbynpodceHa — He 6onee 1,0 %
4-aminophenol {Paracetamol
impurity) NMT 0.005% /
4-amnHodeHon (npumech
napauetamona) — He 6onee 0,005%

7 |Water/Bopaa

1.3%

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

Remarks : The Product conforms to ND/
IIpumeuanue: ITpoaykt cooTBeTCTBYET Tpebosanusim HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /
IoarorosneHo:

Anki
t @/

Checked by /
[TpoepeHo:Ramakant

W

Approved by: Manager/Executive /
Onobpeno: Menemxep /
PykoBoautens :Pawan Kumar

)

P -

Print Date:
Hata: 04.05.2022

Print Date:
Jarta: 04.05.2022

Print Date:
Hata: 04.05.2022
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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

CEPTHOUKAT AHAJIM3A

Product : Ibuclin, film-coated

tablets 400 mg + 325 mg

V6yxaun®, Tab1eTKH, NOKPLITHIE IEHOYHOH 060101K0#, 400Mr + 325mr

Batch No / Cepus Ne : V2200708

Batch Quantity / O6bem maprun : 776.0 Kg

040001564809, 890001588673

Analytical Report No / AnanuTnueckuii oTyer Ne :

Date of Analysis / Jlata ananu3a: 04.05.2022

Date of Manufacture / [ata nponsBoactsa : Apr-2022

Date of Expiry / Cpok rogaoctu :Mar-2027

Analysis performed according ND / Ananus nposeaen mo HJI: TTNO1 1252/01-110717 (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)

*8 |Microbial limits /
Mwukpobuonornyeckas
yuctoTa

a) Total aerobic
microbial count /
O6bwwee uncrno
aspobHbIX

MUWKpOOpPraHn3mMoB

b) Total combined
yeasts and mould
count / OBLyee yncno
OPOXOKEBBIX U
nsiecHeBbIX rpubos

c) E. coli

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

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

Absent / OtcyTtcTBYyeT

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
ir

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr coorsercrayeT TpeboBaHuam HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by /
IToaroToBNEHO:

Checked by /
[TposepeHo:Ramakant

by

Approved by: Manager/Executive /
Ono6peno: Menemxep /
PyxoBoaurens :Pawan Kumar

Ankit @
Print Date:

Jara: 04.05.2022

Print Date:
Hara: 04.05.2022

b
Print Date:

Hara: 04.05.2022
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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

CEPTUDOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoyxauu®, TabieTKH, NOKPBITHIE MIEHOYHOI 000a104K0H, 400Mr + 325Mr

Batch No / Cepust Ne : V2200708

Batch Quantity / O6bem naptun : 776.0 Kg

Analytical Report No / AHaauTH4deckuii order Ne :
040001564809, 890001588673

Date of Analysis / laTa anaansa: 04.05.2022

Date of Manufacture / /lata npou3soacrsa : Apr-2022

Date of Expiry / Cpok rognoctu :Mar-2027

Analysis performed according ND / Anasu3 nposegen mo HJI: ITN011252/01-110717 (amend Ne 1 from
106.09.2018, amend Ne 2 from 23.09.2019/ n3m. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

9 |Uniformity of dosage

Acceptance value (AV) should be

units not more than 15.0 /
/ OpHopoaHOCTL 1.0 MokasaTtenb npuemnemoctu (AV)
003upoBaHns [OMmKeH bbITk He Bonee 15,0.
Ibuprofen /
nbynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.0 MokaszaTenb npuemnemoctu (AV)
napaueTamori JormkeH ObiTe He bonee 15,0.
10 |Assay/ 394.9 mg 360 to 440 mg of Ci3HisO2
KonunyecTtseHHoe (Ibuprofen) per tablet /
onpepeneHue Ot 360,0 mr go 440,0 mr Cy3H50:
(nbynpodeH) B TabneTke
323.24 mg 2925 to 357.50 mg of CgHgNO:

(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CgHgNO»
(napauetamon) B TabneTke

Remarks : The Product conforms to ND/
Ilpumeuanue: ITpoaykT cootBeTcTByeT TpeboBanusm HIT

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by /
ITonrorosneHo:

Checked by /
ITpoBepeno:Ramakant

b

Approved by: Manager/Executive /
Omo6peHo: Menemxep /
PykoBonautens :Pawan Kumar

A

Ankit &
Print Date:

Jara: 04.05.2022

Print Date:
Hara: 04.05.2022

Print Date:
Hara: 04.05.2022
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Formulation Unit-6
Dr. Reddy s '. Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
CEPTUDPUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6yxann®, TabieTKH, NOKPLITHIE MUIEHOYHOi 060104K0k, 400Mr + 325Mr

Batch No / Cepust Ne : V2200708 Batch Quantity / O6bem naptun : 776.0 Kg

Analytical Report No / AHanuTH4Yeckuii oTdyer Ne : Date of Analysis / laTta ananauza: 04.05.2022
040001564809, 890001588673

Date of Manufacture / Jlata npousBoacrsa : Apr-2022 | Date of Expiry / Cpok roguocru :Mar-2027
Analysis performed according ND / Auanus nposenex no HI: ITN011252/01-110717 (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)

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 leaflet in |leaflet in a carton. / Mo 10 TabneTtok
a carton. / Mo 10 Tabnetok |8 MBX/Al 6nuctep. Mo 1, 2 nnu 20

B MBX/Al 6nncTep. Mo 1 BnncTepoB B Nayky KapTOHHYIO
Snnctepy B nauky BMeCTe C UHCTPYKUMen no
KapTOHHY0 BMecCTe C NPUMEHEHMIO.

WHCTPYKUMER No

NPUMEHEHMIO.

12 | Labeling / MapkupoBska| According to ND / B cooteeTcTBUM € HI]
13 | Storage conditions / At temperature not more than 25 °C. /

XpaHeHue MNpwn Temnepatype He sbie 25 °C.
14 | Shelf life / Cpok 5vyears /5 net

rOQHOCTM
RemarKks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanue: [TpoaykT cooTBeTcTByeT Tpebosanusam HJI | 3axmodenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loaroroBieHo: [TpoepeHo:Ramakant Ono6peno: Menemxep /
Ankit \’ﬁ PykoBoautens :Pawan Kumar
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Print Date: Print Date: Print Date:
Hara: 04.05.2022 Hara: 04.05.2022 Hara: 04.05.2022
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