Dr.Reddy’s Qi’-

CERTIFICATE OF ANALYSIS

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

CEPTHOUKAT AHAJIN3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoykauH®, TabneTkH, HOKPLITHIE IUIEHOYHOI 060104K0il, 400Mr + 325Mr

Batch No / Cepus Ne : V2200988

Batch Quantity / Oobem naprun : 776.0Kg

040001574357, 890001592554

Analytical Report No / AHasuTHgecknii oTyeT Ne :

Date of Analysis / JlaTa ananu3za: 28.05.2022

Date of Manufacture / Jlata npoussojacrea : May-2022

Date of Expiry / Cpok roanoctu :Apr-2027

Analysis performed according ND / Ananau3 nposeaen mo 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, u3m. 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 /
TabneTku KancynoBuaHON
hopmbl, NOKpbIThIE
NNeHOYHON obonoykon
OpPaHXeBoro LBeTa, ¢ PUCKON
Ha OOHON CTOpOHE; Ha

nonepeyvyHom paspese — A4po
Oenoro useTta

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / Tabnetku KancynoBuaHon
hopMbl,  MOKPbLITbIE  MMEHOYHON
000S104KO OpPaHXEBOrO UBETa, C
pUCKOW Ha OAHOW CTOPOHE; Ha
noriepe4yHoM  paspese aapo
Benoro nnu no4Ttn Genoro UBeTa

Remarks : The Product conforms to ND/
IIpumeuanne: [Iponykt cooTBeTcTBYET TpeboBaHusm HJI

Opinion : APPROVED
3axmouenue: OJOBPEHO

Jara: 28.05.2022

Jata: 28.05.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroeneHo: IIposepeno:Om Prakash Ono6peno: Menemxkep /
Ankit _,\(ﬁ_ L PykoBoautens :Ravan Kl_lmar
@ 4 -%"/\\’7'7777 Sharma —
; / /.——
Print Date: Print Date: Print Date:

Hara: 28.05.2022

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: L85195AP1984PLCO04507
www.drreddys.com




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 1. 191 98166 56001-02

CEPTUDUKAT AHAJIM3A o drreddys.com

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

Hoyxkauu®, TabNeTKH, MOKPHITHIE MJIEHOYHOI 060104K0i, 400Mr + 325mMr

Batch No / Cepus Ne : V2200988 Batch Quantity / O6bem maptun : 776.0Kg

040001574357, 890001592554

Analytical Report No / AHanuTu4eckuii oTder No : Date of Analysis / JlaTa ananuza: 28.05.2022

Date of Manufacture / lata npon3BoactBa : May-2022 |Date of Expiry / Cpok rogaoctn :Apr-2027

Analysis performed according ND / Ananu3s nposegen mo HJI: TI 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/
MoonuHHocTb B cooTBeTCTBUM C
onucaHuem

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 yaepxumBaHUsi OCHOBHBIX
nuKoB Ha XpomaTtorpamme
UcnbITYyeMoro pacTtsopa  [OSIKHbI
COOTBETCTBOBATb BpeMeHam
yaep>XnsaHus nnKoB Ha
XpomaTorpamme pacTeopa
CTaHAapTHbIX obpasLos
ubynpocheHa 4 napauetamona
(paspen «KonnyecteeHHoe
onpeaeneHve)

3 |Average weight and 966.8 mg
mass uniformity /
CpegHas macca u
OLHOPOAHOCTb Mo
mMacce

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

Or 9409 wmr po 9991 wmr
(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 Gonee + 10 %

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT cooTBeTcTBYeT TpeboBaHuam HJI

Opinion : APPROVED
3aknrwouenue: OJJOBPEHO

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

IloarorosneHo: HpOBepeHO Om Prakash Ono6peno: Menemxep /

Ankit - PykoBoautens Pa\r an Kumar
@ /‘lV‘/YY L S Sharma -

Print Date: Print Date: Print Date:

Hara: 28.05.2022 Hara: 28.05.2022 Hara: 28.05.2022

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
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid.

Formulation Unit-6

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

CEPTU®UKAT AHAJIN3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoykauH®, TabaeTKH, NOKPBLITHIE IUIEeHOYHOH 060104K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2200988

Batch Quantity / O6bem mapTun : 776.0 Kg

040001574357, 890001592554

Analytical Report No / AHannTuyeckni oryer No :

Date of Analysis / lata ananu3a: 28.05.2022

Date of Manufacture / /lata npoussoacrsa : May-2022

Date of Expiry / Cpok rogaocTu :Apr-2027

Analysis performed according ND / Ananu3 nposeaen no HI: [1N011252/01-110717 (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)

4 |Disintegration /
Pacnapaemoctb

11 minutes 19 seconds

Not more than 30 minutes /
He 6onee 30 MuH

5 |Dissolution /
PacTteopeHne

98% - 102%

99% - 103%

NLT 70% (Q) Ci3H1O2 (lbuprofen)
dissolved in 30 minutes /
He wmeHee 70 % (Q)
(nbynpodcheH) Yepes 30 MuH

C13H1802

NLT 70% Q) CsHsNO;
(Paracetamol) dissolved in 30
minutes /

He wmeHee 70 % (Q) CsHoNO,

(napauetamon) Yepes 30 MuH

6 |Related substances/
PoacteeHHbIE Npumec

0.04 %

0.0002 %

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

7 |Water/Boga

1.5%

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

Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanue: [IpoaykT cootBeTcTByeT TpeboBanusm HJ | 3akmouenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroBnexo: [Tposepeno:Om Prakash Opnob6peno: Menemxep /
Ankit ) Pykoeoaurens ;:Pavan Kumar

C&/ tﬁp’ﬂp"’ L— Sharma cfe————

£ il =

Print Date: Print Date: Print Date:
Hara: 28.05.2022 Hara: 28.05.2022 Hara: 28.05.2022

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
www.drreddys.com




Dr.Reddy’s Q-:‘

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

CEPTU®UKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxanH®, TabaeTKH, MOKPbIThIE ILIEHOYHOH 0001049K0i, 400Mr + 325Mr

Batch No / Cepus Ne : V2200988

Batch Quantity / O6bem naptun : 776.0 Kg

Analytical Report No / AHanuTH4YecKHii oT4eT Ne :
040001574357, 890001592554

Date of Analysis / laTa ananu3a: 28.05.2022

Date of Manufacture / laTa nponsBoacTsa : May-2022

Date of Expiry / Cpok rognocTu :Apr-2027

Analysis performed according ND / Auanu3s npoeeaen no HJI: IT 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)

*8 |Microbial limits /
Mukpobuonornyeckas
yucToTa

a) Total aerobic
microbial count /
Obuiee uncno
a3pobHbIX
MUKPOOPraHU3MOB

b) Total combined
yeasts and mould
count / O6uee vncno
OPOMXOKEBBIX U
nnecHeBbIX rpnbos

c¢) E. coli

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

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

Absent / OtcytcTBYeT

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/
Ilpumevanue: [IpoaykT cooTBeTcTBYET Tpebopanusm HJ{

Opinion : APPROVED
3axmouyenune: OJOBPEHO

Hara: 28.05.2022

Hata: 28.05.2022

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

[ToarorosneHo: [IpoBepeno:Om Prakash Onpobpeno: Menemxep /

Ankit L~ Pyxosoaurens :Pavan Kumar
@ ﬁv 4 G Sharma i /

Print Date: Print Date: Print Date: e

Hara: 28.05.2022

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
www.drreddys.com




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 1", o1 08166 56001-02

CEPTUDUKAT AHAM3A v drreddys.com

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

HNoyxann®, TabneTkH, NOKPLITHIE ILIEHOYHOH 060104K0i, 400Mr + 325Mr

Batch No / Cepus Ne : V2200988 Batch Quantity / O6bem napTuu : 776.0 Kg

040001574357, 890001592554

Analytical Report No / AnanuTudecknii oruer Ne : Date of Analysis / laTa ananu3za: 28.05.2022

Date of Manufacture / /lata npou3BoacTBa : May-2022 |Date of Expiry / Cpok rognocru : Apr-2027

Analysis performed according ND / Ananuz nposegen mo HJI: TI N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ nu3m. 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 /
/ OgHopoaHOCTL 1.9 MokaszaTenb npuemnemocT (AV)
[031pOBaHNsA JomkeH ObITb He bonee 15,0.
Ibuprofen /
néynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.9 MokazaTtenb npuemnemocTtu (AV)
napauetamon JOoJXeH ObiTb He Bonee 15,0.
10 |Assay/ 398.6 mg 360 to 440 mg of Ci3Hi02
KonudecTteeHHoe (Ibuprofen) per tablet /
onpeaeneHue Ot 360,0 mr oo 440,0 mr C3H1502
(néynpodheH) B TabneTke
326.02 mg 2925 to 357.50 mg of CsgHyNO;
(Paracetamol) per tablet /
Ot 292,5 mr po 357,5 mr CsHgNO;
(napauetamorn) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanne: [Ipoaykt cootBeTcTBYET TpeGoBanusm HII | 3axmouenne: ONIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: [Iposepeno:Om Prakash Omno6peno: Menemxep /

Ankit PykoBogutens :Pavan Kumar

Print Date: Print Date: Print Date:

Jara; 28.05.2022 Hara: 28.05.2022 Hara: 28.05.2022

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
www.drreddys.com
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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

CEPTUOHUKAT AHAJIN3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6yxaun®, TabJeTKH, HOKPBITHIE NIEHOUHOi 060/104K0H, 400Mr + 325mr

Batch No / Cepus Ne : V2200988

Batch Quantity / O6bem maptuu : 776.0 Kg

040001574357, 890001592554

Analytical Report No / AHajauTHYecKuii oT4eT Ne :

Date of Analysis / JlaTa ananu3za: 28.05.2022

Date of Manufacture / /lata npousBojacTBa : May-2022

Date of Expiry / Cpok rogaoctn :Apr-2027

Analysis performed according ND / Auanu3 nposenen no H/I: II N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3zm. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

11 | Package / Ynakoeka

10 tablets in PpVC/Al
blister. 1 blister and a
patient information leaflet in
a carton. / o 10 TabneTok
B MNBX/Al 6nuctep. Mo 1
BnucTepy B nadky
KapTOHHYO BMecCTe C
WHCTpYKLUWENR No
NPVYMEHEHMIO.

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 unn 20
GNUCTEPOB B NaYKy KAPTOHHYHO
BMECTE C UHCTPYKLMERN No
NPYMEHEHMIO.

12 | Labeling / Mapkuposka | According to ND / B cooteeTcTRMy ¢ H
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue MNpu Temnepatype He Bbile 25 °C.

Shelf life / Cpok
rogHocTu

14

5years/5 net

Remarks : The Product conforms to ND/
Ipumeyanue: [Ipoaykt coorBeTcTBYET TpeboBaHuaM HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by /
IToarorosieHo:

Checked by /
[Ipoeepeno:Om Prakash

(-

o

!i.

Approved by: Manager/Executive /
Onobpeno: MeHemxep /
PykoBoaurens :Pavan Kumar
Sharma A,

1_{‘

Ankit @
Print Date:

JHarta: 28.05.2022

Print Date:
Jlarta: 28.05.2022

=

Print Date:
Jlara: 28.05.2022

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




