Dr.Reddy’s €9

CERTIFICATE OF ANALYSIS

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

CEPTUOHUKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxnun®, TabreTku, HOKpLITHIE MJIeHOUHOH 000/104K0i1, 400Mr + 325Mr

Batch No / Cepust Ne : V2200707

Batch Quantity / O6bem naprum : 776.0 Kg

040001563466, 890001587936

Analytical Report No / AHajiuTHYecKHIi oT4eT Ne :

Date of Analysis / lata ananusa: 30.04.2022

Date of Manufacture / /lara npousBoacTsa : Apr-2022

Date of Expiry / Cpok roanoctn :Mar-2027

Analysis performed according ND / Auanu3 nposenen no H/I: ITTN011252/01-110717 (amend Ne 1 from
06.09.2018, amend No 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

1 |Description / OnucaHune

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

tablets;

on cross section- white core /
Tabnetkm KancyrnosuaHow
opmbl, NOKpbITbIE
MreHoYHOMN obono4ko
OpaHXeBoOro LBeTa, C pUCKon
Ha OOHOW CTOpPOHE; Ha

nonepeyYyHom paspese — s4po
Genoro uBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core [/ Tabnetku KancynoBUAHOM
hopMbl,  MOKPbLITEIE  MNEHOYHOWN
obonoukon opaHxeBoro LugeTa, C
pPUCKON Ha OAHOW CTOPOHE; Ha
norepeYyHom  paspese ALPO
©enoro nnu nodtn 6enoro LeeTa

= =
i =

Remarks : The Product conf¢rms to ND/ Opinion : APPROVED
Ipumeyanue: [Ipoaykr coorBeTcTByeT TpebGosanusm HJl | 3akmouenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosneno: IIpoBepeno:Himesh Kumar | Opgobpeno: Menemxep /

Ankit

o
7
A

PykoBoauTtens :A7ishc ¢/Chauhan

Print Date:

Hara: 30.04. 2022

Print Date:
Hara: 30.04. 2022

Print Date:
Hata: 30.04. 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
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02

CEPTU®UKAT AHAJIN3A www.drreddys.com

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

Noyknuu®, TableTKH, NOKPLIThIE NJEeHOYHOI 060104K0ii, 400Mr + 325mMr

Batch No / Cepus Ne : V2200707 Batch Quantity / O6bem naptiu : 776.0 Kg

040001563466, 890001587936

Analytical Report No / AHaInTH4YecKuH oT4yeT Nt : Date of Analysis / Jlata ananusa: 30.04.2022

Date of Manufacture / laTta mpounssoacrsa : Apr-2022  |Date of Expiry / Cpok rognoctn :Mar-2027

Analysis performed according ND / Ananus nposeaen o H/I: 1 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/
[NopnMHHOCTL B cooTBeTCcTBUU 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 ygepXvBaHUS OCHOBHbIX
N1KOB Ha XpomarorpaMmme
NCMBITYEMOrO  pacTeopa  [AOSKHbI
COOTBETCTBOBATH BpemMmeHam
yaepXuBaHns NAKOB Ha
Xpomarorpamme pacTteopa
CTaHOapTHbIX obpasLos
nbynpocbeHa 1 napaueTamona
(paspen «KonunuecteeHHoe
onpegeneHmne»)

3 |Average weight and 974.5 mg
mass uniformity /
CpepHsas macca u
04HOPOAHOCTL NO
macce

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

Ot 9409 w™Mr po 9991 wr
(970,0 mr + 3,0 %)

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

Remarks : The Product conforms to ND/
IIpumeuanne: IIponykr coorBercTByeT TpeboBaHusAM HJL

Opinion : APPROVED
3akiouenne: OJOBPEHO

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

[ToaroroBneHo: [TpoepeHo:Himesh Kumar | Ono6peHo: Menemxep /

Ankit \ PykoBozutens :7i81]7 Chauhan
& S— — /

Print Date: Print Date: Print Date:

Hata: 30.04. 2022 Hara: 30.04. 2022 Hara: 30.04. 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
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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

CEPTUOUKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykauH®, TabNeTKH, NOKPBbIThIE MJIeHOYHO# 060n04Koi, 400Mr + 325mMr

Batch No / Cepusi Ne : V2200707

Batch Quantity / O6bem naptuu : 776 0Kg |

040001563466, 890001587936

Analytical Report No / AnanuTtuueckuii oruer Ne :

Date of Analysis / laTa ananusa: 30.04.2022

Date of Manufacture / Jlata npousBoacTsa : Apr-2022

Date of Expiry / Cpok rogHoctn :Mar-2027

Analysis performed according ND / Ananu3 nposeaed mo HJI[: [1N011252/01-110717 (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 /
PacnapaemocTtb

08 minutes 28seconds

Not more than 30 minutes /
He 6onee 30 muH

S |Dissolution /
PacTtBopeHue

95% - 98%

99% - 101%

NLT 70% (Q) C13H150: (Ibuprofen)
dissolved in 30 minutes /
He wmeHee 70 % (Q)
(néynpodeH) yepes 30 muH
NLT 70% (Q)
(Paracetamol) dissolved in
minutes /

He wmernee 70 % (Q) CsHoNO-
(napaueTamon) Yepes 30 MUH

C13H1502

CeHgNOz
30

6 |Related substances/
PoacTteeHHblE NpuMecH

0.03 %

0.0002%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
nbynpodpeHa — He Gonee 1,0 %
4-aminophenol {(Paracetamol
impurity) NMT 0.005% /
4-amnHodheHon (Npumech
napauetamona) — He 6onee 0,005%

7 |Water/Bopa

1.2%

Not more than 5.0% /
He 6onee 5.0 %

Remarks : The Product conforms to ND/
Ilpumeuanue: [Ipoaykt coorBeTcTByeT TpeboBanusam HJI

Opinion : APPROVED
3akiaouenne: OJJOBPEHO

Prepared by /
IToarotrosneHo:
Ankit

—

Checked by /
ITposepeHo:Himesh Kumar

=—

Approved by: Manager/Executive /
Onobpeno: Menemxep /
PykoBonurens : Ahhishek Chauhan

— —

L —=

Print Date:

Jara: 30.04. 2022

Print Date:
Jlata: 30.04. 2022

Print Date:
JlaTta: 30.04. 2022
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CERTIFICATE OF ANALYSIS

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

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

CEPTUPUKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxknuH®, TabneTKn, NOKPLIThIE NJIEHOYHOIT 000104 KO0i, 400Mr + 325Mr

Batch No / Cepus Ne : V2200707

Batch Quantity / O6bem naptun : 776.0 Kg

Analytical Report No / Ananurudeckuii oryer Ne :
040001563466, 890001587936

Date of Analysis / JlaTta anaansa: 30.04.2022

Date of Manufacture / [lata npousBoactsa : Apr-2022

Date of Expiry / Cpok rognocrtn :Mar-2027

Analysis performed according ND / Ananus nposeaen no HJI: TTN011252/01-110717 (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 /

yucToTa

a) Total aerobic
microbial count /
O6uee unucno
a3pobHbIX

APOHOKEBbLIX N

c) E. coli

Mukpobuonoruyeckas

MUKPOOPraHn3moB
b) Total combined
yeasts and mould
count / O6Luee yncno

NnrecHeBbIX rpubos

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

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

Absent / OtcytcTBYyeT

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/
Hpumeuanue: [IpoaykT coorBercTBYeT TpeboBanusm HJJ

Opinion : APPROVED
3axmouenune: OJJOBPEHO

Prepared by /
IToarorosneHo:

Ankit

Checked by /
[Mposepeno:Himesh Kumar

R

Approved by: Manager/Executive /
Ono6peno: Menemxep /

PyxoBoautens :Alzﬁsh ek Lf‘hauhan

Print Date:
Hara: 30.04. 2022

Print Date:
Hata: 30.04. 2022

Print Date:
Hara: 30.04. 2022
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddji,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CEPTUDPHUKAT AHAJIN3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6yKkaun®, Tabaerku, NOKPBITHIE NIEHOYHOH 060104K0i, 400Mr + 325mMr

Batch No / Cepusi Ne : V2200707

Batch Quantity / O6bem mapTun : 776.0 Kg

040001563466, 890001587936

Analytical Report No / AHauTH4Yeckuii oT4er Ne :

Date of Analysis / JTaTa ananu3za: 30.04.2022

Date of Manufacture / JlaTa npouszBoactsa : Apr-2022

Date of Expiry / Cpok roanoctn :Mar-2027

Analysis performed according ND / Ananu3s nposener no HJI: TTN011252/01-110717 (amend Ne 1 from
106.09.2018, amend Ne 2 from 23.09.2019/ u3m. 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 /
/ OpHOPOOHOCTh 1.9 MokasaTenb npuemnemocTn (AV)
0031POBaHUSA JormkeH obiTb He Bonee 15,0.
Ibuprofen /
noynpodpeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.9 MokasaTenb npuemnemocty (AV)
napaveTtamon JorpkeH 6biTb He 6onee 15,0.
10 |Assay/ 395.4 mg 360 to 440 mg of Ci3H102
KornvyecTteeHHoe (Ibuprofen) per tablet /
onpegenexve Ot 360,0 mr go 440,0 mr Ci3H150-
(nBbynpodtheH) B TabneTke
326.45mg 292.5 to 357.50 mg of CgHoNO:

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

Remarks : The Product conforms to ND/
Ipumeyanue: [Tpoaykt cooTBeTcTBYET Tpedopauusim HJ

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by /
IHoarotoBieHo:

Checked by /
[Mposepeno:Himesh Kumar

Approved by: Manager/Executive /
Onmobpeno: Menemkep /
PykoBoautens :Abﬁshek f.hauhan

L W—

Ankit @
Print Date:

Iara: 30.04. 2022

Print Date:
Hara: 30.04. 2022

Print Date:
Jata: 30.04.2022
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Dr. Reddy S N Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUOHUKAT AHAJIM3A www.drreddys.com

[Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykanu®, TabeTku, NOKPLITHIE MJIEHOYHOI 060/104K0il, 400Mr + 325Mr

Batch No / Cepus Ne : V2200707 Batch Quantity / O6bem maptun : 776.0 Kg

Analytical Report No / AHanuTH4Yeckuit oTyer Ne : Date of Analysis / JlaTa ananu3za: 30.04.2022
040001563466, 890001587936

Date of Manufacture / Jlata npoussoacrtsa : Apr-2022 | Date of Expiry / Cpok rogHocTy :Mar-2027

Analysis performed according ND / Ananus nposenen mo HJ[: TIN011252/01-110717 (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)

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 TabneTok
a carton. / Mo 10 TaGnetok |8 NBX/Al 6nnctep. Mo 1, 2 nnn 20

B MBX/Al 6nuctep. Mo 1 OnNCTEPOB B NAYKy KAPTOHHYIO
6nucTepy B nadky BMECTE C MHCTPYKLMER no
KapTOHHYIO BMeCTe C NPUMEHEHWIO.

WHCTPYKUMER NO

NPUMEHEHWIO.

12 | Labeling / MapkupoBka | According to ND / B cooTBeTcTBUM ¢ HI

13 | Storage conditions / At temperature not more than 25 °C. /

XpaHeHve Mpu TemnepaType He Bbiwe 25 °C.
14 | Sheilf life / Cpok 5years /5 net

rogHoOCTH
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Iponykr cootercTByeT TpeGopanusam HJ[ | 3axmoyenne: ONIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosnexo: [Tposepeno:Himesh Kumar | Ono6peno: Menemxep /
Ankit Pykoronutens : Ablyishek Chauhan

Print Date: Print Date: Print Date:
Jarta: 30.04. 2022 Jlata: 30.04. 2022 Jara: 30.04. 2022
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CIN: L85195AP1384PLC004507
www.drreddys.com



