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 AHAJIU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoyknun®, TabneTkn, NOKPLITHIE IIEHOYHOH 060104K0il, 400Mr + 325Mr

Batch No / Cepus Ne : V2200926

Batch Quantity / O6sem naptuu : 776.0 Kg

040001573346, 890001591567

Analytical Report No / Anaaurnueckuii oruer Ne :

Date of Analysis / /Iata ananusa: 24.05.2022

Date of Manufacture / lata npoussoactsa : Apr-2022

Date of Expiry / Cpoxk rogsocta :Mar-2027

Analysis performed according ND / Ananus nposenen mo 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)

S.
No

Test

Result

Specification

1 |Description / Onucanune

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

tablets;

on cross section- white core /
Tabnetku  kancynoBuUgHOIA
dopmbl, NOKpPbITLIE
NAEHOYHOWM obonouykoi
OpPaHXeBoro LiBeTa, C pUCKOA
Ha OAHOW CTOpOHE, Ha

nonepeyHom paspese — 94po
Oenoro LBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / Tabnetkn KancynoBWaHOW
opMbl,  MOKPbITEIE  MNEHOYHOM

060MoYkoN opaHXKeBOoro useTa, C
puUckom Ha OfHOM CTOpoHEe, Ha
rnonepeyHom paspese — 44po

Benoro vunu noytn 6enoro upeTta

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykr cootBercTBYeT Tpebopanuam HJ

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by /
IToarorosneHo:

Checked by /
IlpoeepeHo:Naresh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep /
Pyxosoaurens :Manoj Kumar

Jh L

Ankit
(A
Print Date:

Hata: 24.05.2022

&
Print Date:

Jlata: 24.05.2022

Print Date:
Hata; 24.05.2022

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

CIN: L85195AP1984PLC004507
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

CERTIFICATE OF ANALYSIS Tel:+91 98166 56001-02

CEPTUOUKAT AHAJIU3A www.drreddys.com

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

NO6yxnun®, Tab1eTKkH, NOKPHITHIE ILIEHOYHOI 060104K0i, 400Mr + 325Mr

Batch No / Cepus Ne : V2200926 Batch Quantity / O6nem naptun : 776.0 Kg

040001573346, 890001591567

Analytical Report No / Ananurnaecknii otyer No : Date of Analysis / laTa ananun3a: 24.05.2022

Date of Manufacture / Jlata npoussoscTea : Apr-2022  [Date of Expiry / Cpok roguoctu :Mar-2027

Analysis performed according ND / Ananns nposenen o HJI: 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, u3m. Ne 2 ot 23.09.2019)

2 Identification / a) Complies as prescribed/
MopgnnHHOCTL B cooTtBeTcTBUM C
onucaHnem

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 yaepkuBaHMsi OCHOBHbIX
NUKOB Ha XpomaTorpamme
NCNbITYEMOrO  pacTeBopa  [OMXKHbI
COOTBETCTBOBATb BpemMeHam
yaepXuBaHus MUKOB Ha
XpomaTorpamme pacTteopa
CTaH4apPTHbIX obpasLoB
nbynpocpeHa 1  napaueramona
(paspen «KonuuectseHHoe
onpegeneHuer)

3 |Average weight and 969.3 mg
mass uniformity /
CpenHsis macca n
OOHOPOLHOCTL MO
Macce

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

Or 940,9 wmr pgo 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 Bonee £ 10 %

Remarks : The Product conforms to ND/
IIpumeuanne: [Ipoaykt coorBeTcTBYeET TpeGoBaHUaM H]I

Opinion : APPROVED
3akaruenue: OJJOBPEHO

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

[NoarorosneHo: Ilposepeno:Naresh Kumar | Ono6peno: Menemxkep /

Ankit @ PyxoBoautens :Manoj Kumar
(A M bgued

Print Date: Print Date: Print Date:

Jara: 24.05.2022 Hata: 24.05.2022 Jlata: 24.05.2022

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

CIN: L85195AP1984PLC0O04507
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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 AHAJIN3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HO6yxkanH®, TabaeTKH, NOKPBLITHIE IJIEHOYHOI 000/1049K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2200926

Batch Quantity / O6bem naptuu : 776.0 Kg

040001573346, 890001591567

Analytical Report No / Ananurnyeckuii oTyer Ne :

Date of Analysis / laTa ananusa: 24.05.2022

Date of Manufacture / laTa npoussoacrsa : Apr-2022

Date of Expiry / Cpox rognocrn :Mar-2027

Analysis performed according ND / Ananuns nposeaen mo HJI: TI 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 /
PacnapaemocTtb

8 minutes 28 seconds

Not more than 30 minutes /
He donee 30 muH

5 |Dissolution /
Pacteoperue

97% - 101%

98% - 102%

NLT 70% (Q) C13H1802 (Ibuprofen)
dissolved in 30 minutes /

He wmeHee 70 % (Q) CizH4O2
(BynpocheH) yepes 30 MUH

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

He meHee 70 % (Q) CsHgNO:
(napauetamon) uepes 30 MyH

6 |Related substances/
PoAcTBeHHbIE NpuMecH

0.07 %

0.0003 %

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecei
nbynpodena — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amunHodeHon (nprmeck
napauetamona) — He 6onee 0,005%

7 |Water/Bopa

1.3 %

Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
IIpumeyanne: IIponykT cooTBeTcTBYET Tpebopanusam HJJ

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /
IlonrotoBneHo:

Checked by /
[Iposepeno:Naresh Kumar

a3

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

.}}‘ {LL 3

Ankit @
Print Date:

Hara: 24.05.2022

Print Date:
Hata: 24.05.2022

Print Date:
Hara: 24.05.2022

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

CIN: L85195AP1984PLC004507
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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:+9198166 56001-02

CEPTHOUKAT AHAJIU3A www.drreddys.com

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

HNoykanH®, TabeTKH, NOKPLITHIE NJIEHOYHOH 060J049K0i, 400Mr + 325Mr

Batch No / Cepust Ne : V2200926 Batch Quantity / O6bem naptuu : 776.0 Kg

040001573346, 890001591567

Analytical Report No / AHajuTHYecKuii oTyeT No : Date of Analysis / [laTa amanu3za: 24.05.2022

Date of Manufacture / Jlara nponsoactsa : Apr-2022 | Date of Expiry / Cpok rogsocrn :Mar-2027

Analysis performed according ND / Anann3 nposeaen mo H/: [1 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)

*8 |Microbial limits /

Mukpobuonoruyeckas
uucToTa Less than 10 CFU/g /
a) Total aerobic MeHee 10 KOE/r

microbial count /
Obuee uncrno
a3pobHbIX
MWKPOOPraHN3MoB
Less than 5 CFU/g /
b) Total combined Menee 5 KOE/r
yeasts and mould
count / ObLlee uncno
OPOXOKEBbLIX U
nnecHesbIX rpubos Absent / OTcyTcTBYEeT

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

Shall be absent in 1g / OTcyTcTBUE B
1r

Remarks : The Product conforms to ND/ Opinion : APPROVED
TIpumeyanue: [Ipoaykr coorBercTBYeT TpeGopanusaM HJJ | 3axmouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loaroroBneHo: IIposepeno:Naresh Kumar | Ono6peno: Menemkep /

Ankit Pykosoaurens :Manoj Kumar
Print Date: Print Date: Print Date:

JHara: 24.05.2022 Hara: 24.05.2022 Jara: 24.05.2022

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 ":‘

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

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

CERTIFICATE OF ANALYSIS Tel:+51 98166 56001-02

CEPTUO®UKAT AHAJIMN3A www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoyxana®, TabaeTKH, MOKPBLITHIE MJIEHOYHOI 000/104K0ii, 400Mr + 325Mr

Batch No / Cepus Ne : V2200926

Batch Quantity / O6sem napruun : 776.0 Kg

040001573346, 890001591567

Analytical Report No / AHasuTH4ecknii oTyer Ne :

Date of Analysis / /laTta anannza: 24.05.2022

Date of Manufacture / lata nponsBoacta : Apr-2022

Date of Expiry / Cpok rognoctu :Mar-2027

Analysis performed according ND / Anann3 nposexed mo HJ[: TTN011252/01-110717 (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 /
! OaHopogHoCTh 2.3 MokasaTenke npunemnemocTu (AV)
0031poBaHuA JormkeH 6biTb He Bonee 15,0.
Ibuprofen /
nbynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 2.2 Mokasatenb npuemnemocTtu (AV)
napauyetamon DOoMmKeH ObITb He bonee 15,0.
10 [Assay/ 393.1 mg 360 to 440 mg of Ci3H1502
KonuuyectseHHoe (Ibuprofen) per tablet /
onpegeneHue OT 360,0 mr ao 440,0 mr Cq3H1g02
(nbynpodbeH) B TabneTke
320.41 mg 2925 to 357.50 mg of CsHgNO,
(Paracetamol) per tablet /
OT 292,5 mr go 357,5 mr CgHoNO2
(napaugeTtamon) B Tabnetke

Remarks : The Product conforms to ND/

Ilpumeuanue: [Ipoaykr coorBeTcTBYeT TpeboBanusam HJL

Opinion : APPROVED
3axnwuenune: OJIOBPEHO

s

Prepared by / Checked by /
[loarororieHo: [IpoBepeHo:Naresh Kumar
Ankit

¢

—

Approved by: Manager/Executive /
Opnobpeno: Menemxep /
Pyxorogurens :Ma_l_l_oj Kumar

Print Date: Print Date:

Hara: 24.05.2022 Jara: 24.05.2022

Print Date:
Jara: 24.05.2022

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
CIN: L85195AP1984PLC004507
www.drreddys.com




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

CEPTUOUKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykauH®, TabneTkH, NOKPHITHIE INIEHOYHOH 000/104K0i, 400Mr + 325Mr

Batch No / Cepns Ne : V2200926

Batch Quantity / O6bem maptun : 776.0 Kg

040001573346, 890001591567

Analytical Report No / AHaiiuTHYeckuii oTyer No :

Date of Analysis / laTta ananu3za: 24.05.2022

Date of Manufacture / /lata npousBoacTsa : Apr-2022

Date of Expiry / Cpok rognoctu :Mar-2027

Analysis performed according ND / Ananu3z nposeaen no HJ/I; [1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend No 2 from 23.09.2019/ u3am. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

11 | Package / YnakoBka

10 tablets in PpVC/Al
blister. 1 blister and a
patient information leaflet in
a carton. / o 10 TabneTok
B MNBX/Al 6nnctep. Mo 1
6nucTepy B nayky
KapTOHHYI0 BMECTE C
MHCTpYKUKeR no
NPUMEHEHMIO.

10 tablets in PVC/Al blister. 1, 2 or
20 blisters and a patient information
leaflet in a carton. / Mo 10 TabneTok
B MBX/Al 6nuctep. Mo 1, 2 nnu 20
6nncTepoB B Navky KapTOHHYO
BMECTE C UHCTPYKUMER No
NPUMEHEHMIO.

12 | Labeling / MapkupoBka

According to ND / B cooteeTcTBuM ¢ HO

13 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHue Mpu TemnepaType He Bbiwe 25 °C.
14 | Shelf life / Cpok 5years /5 ner
rogHoOCTU

Remarks : The Product conforms to ND/
IIpumeyanue: [IpoaykT cooTBeTcTBYeT TpeboBaHuaM HJ|

Opinion : APPROVED
3aknwuenne: OJJOBPEHO

Prepared by /
IloarorosiaeHo:

Checked by /
ITpoBepeno:Naresh Kumar

£

Approved by: Manager/Executive /
Opno6peno: Menemxkep /

PykoBoautens :Manoj Kumar
..:b_)_ Lt

Ankit @
Print Date:

Hara: 24.05.2022

Print Date:
Jata: 24.05.2022

Print Date:
Hata: 24.05.2022

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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