Dr.Reddy’s Q’:'.

CERTIFICATE OF ANALY

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
SIS  Tel:+9198166 56001-02

CEPTHDHUKAT AHAJIN3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
M6yKkaun®, TabaeTKH, NOKPLIThIE IeH0YHOH 060.104K0i, 400Mr + 325mr

Batch No / Cepusi Ne : V2201011

Batch Quantity / O6bem napTun : 712.5Kg

040001583372, 890001595151

Analytical Report No / AnanuTryecknii or4yer Ne :

Date of Analysis / Jlata ananm3a: 10.06.2022

Date of Manufacture / laTa mpousBojacTBa : May-2022

Date of Expiry / Cpok rogaoctH :Apr-2027

Analysis performed according ND / Ananu3 npoeeae 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, u3zm. Ne 2 ot 23.09.2019)

S. Test
No

Result

Specification

1 |Description / Onucanue

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

on cross section- white core /

Tabnetkn  KancynoBUaHOM
thopmbl, NOKpbITbIE
NNeHoYHon obonoukon

OpaHXeBOro LiBeTa, C PUCKOi
Ha OAHOR CTOpoHe; Ha
nonepe4yHom paspese — aapo
Genoro useTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTkn KancynoBWOHON
opMbl,  NOKPbITEIE  TMNIEHOYHOM
060sI04KO OpaHXeBoro LuBeTa, C
pUCKOW Ha OJHOW CTOpPOHE; Ha
nonepeyHoMm paspese — AP0
6enoro unu no4ytn Benoro UBeTa

Remarks : The Product conforms to ND/
ITpumeuanue: [TpoAyKT cOOTBETCTBYET TpedoBanusm HJI

Opinion : APPROVED
3akaroyenue: OJOBPEHO

Prepared by /
[ToaroroBieHo:
Naresh Kumar @/

Checked by /
[TpoeepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peHo: Menemxkep /

PyKOBOﬂ,}ITeJKihiSth Chauhan
\

Print Date:
Hara: 10.06.2022

Print Date:

Hara: 10.06.2022

Print Date:

Jara: 10.06.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 191 10 1000 3000, Fara +01 10 4800 2990, Email: mail@drreddys rom

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q‘:’

CERTIFICATE OF ANALYSIS

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

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

CEPTUDUKAT AHAJIM3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6yxaun®, TabaeTku, MOKPBITHIE IIeHOYHO 000104K0i, 400Mr + 325mMr

Batch No / Cepus Ne : V2201011

Batch Quantity / O6bem maptum : 712.5Kg

Analytical Report No / AnasuTnyecknii orger Ne :
040001583372, 890001595151

Date of Analysis / /laTta anaansa: 10.06.2022

Date of Manufacture / /lata npou3zsogcTsa : May-2022

Date of Expiry / Cpox rogaoctu :Apr-2027

Analysis performed according ND / Ananu3s nposenen mo HJI: 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)

2 |dentification /
MoanuHHOCTL

a) Complies as prescribed/
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 yaepXuBaHUA OCHOBHbIX
MUKOB Ha XpomaTtorpaMmme
UcnbITyemMoro pactesopa  AOJKHbI
COOTBETCTBOBATL BpemeHam
yaepXnBaHns NUKoB Ha
XpomaTorpamme pacTteopa
cTaHpapTHbIX obpasLoB
uwbynpodeHa 1  napauetamona
(pasgen «KonuyecteeHHoe
onpeaeneHne»)

macce

3 |Average weight and
mass uniformity /
CpegHaa macca 1
(oQHOpPOAHOCTL MO

968.1 mg

940,9 mg to
(970,0 mg + 3,0 %)/
Or 9409 w™mr po
(970,0 mr + 3,0 %)

999,1 mg

999,11 wmr

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/
Mpumeyanue: [Ipoaykt cooTBeTcTBYET Tpebosanusam HJI

Opinion : APPROVED
3akmwouenue: OJJOBPEHO

Prepared by /
IloarorosieHo;

Naresh Kumar @

Checked by /
[posepeno: Pardeep Kumar

= ~f—

Approved by: Manager/Executive /
OnobpeHo: Menemxep /

Pyxnaom-ntffhishek Chauhan

Print Date:
Jara: 10.06.2022

Print Date:
Jara: 10.06.2022

Print Date: '

Jara: 10.06.2022

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:.

CERTIFICATE OF ANALYSIS

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

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

CEPTHOUKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoykanH®, Tad1eTKH, DOKPLITHIE INIEHOYHOI 0060104K0ii, 400Mr + 325Mmr

Batch No / Cepust Ne : V2201011

Batch Quantity / O6bem naptuu : 712.5Kg

040001583372, 890001595151

Analytical Report No / AnaauTudeckuit oTuer No :

Date of Analysis / /laTa anamusa: 10.06.2022

Date of Manufacture / JlaTa npoussojactsa : May-2022

Date of Expiry / Cpok roanocru :Apr-2027

Analysis performed according ND / Anamu3 npoeegen no H/: I 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)

4 |Disintegration /
PacnagaemocTb

08 minutes 35 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacTtBopeHue

97% - 101%

97% - 100%

NLT 70% (Q) C43H1O2 (Ibuprofen)
dissolved in 30 minutes /
He wmenee 70 % (Q)
(néynpodeH) uepes 30 MyH

C13H102

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

He wmerHee 70 % (Q) CsHoNO:
(napauetamon) yYepes 30 MUH

6 |Related substances /
PogcreeHHbIE npumecn

0.04 %

0.0001 %

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
ubynpodeHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amunHotheHon (npumech
napauetamona) — He 6onee 0,005%

7 |Water/ Boaa

1.4 %

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

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ilpumevanue: [TponyxT coorseTcTBYeT TpeboBanuam H][ | 3axmovenue: ONIOBPEHO

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

[ToarorosneHo: [Tposepeno: Pardeep Kumar | Onobpeno: Menemxep /

Naresh Kumar @/ _ PyxoBoautdnb :Abhishek Chauhan
‘_J“— L’,,/\

Print Date: Print Date: Print Date:

Jlata: 10.06.2022 Hara: 10.06.2022 Hara: 10.06.2022

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




@e Dr. Reddy's Laboratories Ltd.

/ e Formulation Unit-6
Dr' Reddy S q-. Vill. Khot, Nalagarh Road, Baddi,
Distt. Soian, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUPHUKAT AHAJIN3A www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyxkans®, TabaeTKkH, NOKPHIThIE MIeHOYHOI 060104K0#, 400Mr + 325Mr

Batch No / Cepus Ne : V2201011 Batch Quantity / O6bem maptnn : 712.5Kg

Analytical Report No / AHanuTH4uecku#i oT4yer Ne : Date of Analysis / [laTa anamu3za: 10.06.2022
040001583372, 890001595151

Date of Manufacture / lata nponspoactsa : May-2022 |Date of Expiry / Cpok roanoctn :Apr-2027

Analysis performed according ND / Anamu3 nposeaen nmo HJI: [1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

*8 |Microbial limits /
MukpoBbuonormyeckasn
yncrtoTa Less than 10 CFU/g /
a) Total aerobic MeHee 10 KOE/r Not more than 1000 CFU/g /
microbial count / He 6onee 1000 KOE/T
OO0uee yncno
a’3pobHbIx
MUKPOOPraHi3mMoB
Less than 5 CFU/g /
b) Total combined MeHee 5 KOE/r Not more than 100 CFU/g /
yeasts and mould He 6onee 100 KOE/r
count / Obuwee uncno
OPOXOKEBbLIX U

nnecHesbIX rpnbos Absent / OTcyTcTBYET
c) E. coli Shall be absent in 1g / OTcyTcTBUE B
1r
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [IpoaykT cooteTcTBYET TpeGoBanusaM HJ[ | 3axmovenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarotoBneHo: IIpoBepeHo: Pardeep Kumar | OnobpeHo: Menemxep /

Naresh Kumar @ PykoBoautesn :Abhishek Chauhan
%

£ -

Print Date: Print Date: Print Date:
Jara: 10.06.2022 Hata: 10.06.2022 Hara: 10.06.2022

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
www.drreddys.com



Dr.Reddy’s Q?-

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Kiol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, IND!A

CERTIFICATE OF ANALYSIS Tel : +91 98166 55001-02

CEPTUOHKAT AHAJIU3A www.drreddys.com

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

HNoykann®, TabaeTKH, NOKPbITHIE ILIEHOYHOH 00010uKo#, 400Mmr + 325mr

Batch No / Cepus Ne : V2201011 Batch Quantity / O6bem maptun : 712.5 Kg

040001583372, 890001595151

Analytical Report No / AnanuTH4ueckuii oTueT No : Date of Analysis / JlaTta anann3za: 10.06.2022

Date of Manufacture / JIlata npoussoacrsa : May-2022 |Date of Expiry / Cpok rogHoctu :Apr-2027

Analysis performed according ND / Ananus nposegen mo HJI: TT 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)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OpHOpOAHOCTB 1.3 Mokasatenb npuemnemocTtu (AV)
[031poBaHNg JormkeH ObITb He Bonee 15,0.
Ibuprofen /
néynpodpeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.5 MokasaTenb npuemnemoctu (AV)
napatertamon pomkeH obITb He bonee 15,0.
10 |Assay/ 394.8 mg 360 to 440 mg of Ci3HO2
KonuuectseHHoe (Ibuprofen) per tablet /
onpeaeneHve OT1 360,0 mr go 440,0 mr Cy3H4s02
(nbynpodeH) B TabneTke
319.35 mg 2925 to 357.50 mg of CgHsNO:
(Paracetamol) per tablet /
OT1 292,5 mr gpo 357,5 mr CgHgNO;
(napauetamor) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanne: [poaykr coorBercTByeT TpeGosanusm H][ | 3akmouenne: ONIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: [TpoeepeHo: Pardeep Kumar | Ono6peHo: Menemxep /

Naresh Kumar @ OL_\ Pykosoauren ? :Abhishia\k Chauhan
Print Date: Print Date: Print Date:

Hata: 10.06.2022 Hara: 10.06.2022 Hata: 10.06.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2995, Email: mail@drreddys.com

CIN: LB5195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s “6.'.

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Knol, Nalagarh Road, Baddi,
Disit. Soiar, H.P.,, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHO®UKAT AHAJIN3A www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyknmuu®, TabneTKH, NOKPBITHIE IUICHOYHOI 060104uK0i, 400mr + 325mMr

Batch No / Cepust Ne : V2201011 Batch Quantity / O6bem maptuu : 712.5Kg

040001583372, 890001595151

Analytical Report No / AHajquTH4Yeckuit oT4eT No : Date of Analysis / JlaTa ananmu3za: 10.06.2022

Date of Manufacture / /lata npouszsoacrsa : May-2022 |Date of Expiry / Cpok rognoctu :Apr-2027

Analysis performed according ND / Ananu3s nposeaen mo HJI: [T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend No 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

11 | Package / YnakoBka

10 tablets in PpVC/Al 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 Tabnetok (B NBX/Al 6rinctep. Mo 1, 2 unun 20

B MNBX/Al 6rnuctep. Mo 1 BrnncTepoB B NaYKy KapTOHHYHO
6nucTepy B nayky BMECTE C UHCTPYKUMEN Nno
KapTOHHYO BMeCTe C NMPUMEHEHUIO.

WHCTPYKLMEN no

NPVUMEHEHNIO.

12 | Labeling / MapkupoBka

According to ND / B cootBetcTun ¢ HO

13 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHue [Mpn TemnepaType He Bbiwe 25 °C.
14 | Shelf life / Cpok 5years /5 net

rogHOCTY
Remarks : The Product conforms to ND/ Opinion : APPROVED
Tpumeuanue: [Tpoaykt cootBeTcTBYET TpeGoBanusam HJ[ | 3axmodenue: OTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: [Tpoepeno: Pardeep Kumar | Onobpeno: Menenxep /
Naresh Kumar @ _ PyKOBOL[I/ITeH[ :Abhishek Chauhan
Print Date: Print Date: Print Date: =
Hara: 10.06.2022 Hara: 10.06.2022 Jara: 10.06.2022

Registered Office: 3-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




