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

S
’ o i d, Baddi
Vill. Khol, Nalagarh Road, Baddi,
Dr. Red dy s ‘.. Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

www.drreddys.com
CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noykamu®, TabJIeTKH, NOKPBITHIE NICHOYHOI o6os104koii, 400mr + 325mr

Batch No / Cepust Ne : V2200484 Batch Quantity / O6nem napruu : 776.0 Kg _

b Date of Analysis / Hata anannsa: 09.04.2022

040001553431, 890001584030
Date of Manufacture / Harta npoussogerpa - Mar-2022 |Date of Expir / Cpok roamocTn :Feb-2027
Analysis performed according ND / Anajuz posexen mo HJI: ITN011252/01-110717 (amend Ne 1 from
06.09.2018, amend No 2 from 23.09.2019/ u3m. Ne ] or 06.09.2018, uzm. No

tablets;
On cross section- white to off-white
On cross section- white core /|core / Tabnetku KarncynosuaHoii
Tabnetku KancynosuaHou |popmsl, NOKpbITIE  NrIeHOYHO
hopmsi, MOKPBITLIE (060T04KOI  OpaHeBoro useta, ¢
MNeHOYHON obonoukoii prvckon Ha opgHoi CTOPOHE: Ha
OpaHxeBoro useTa, ¢ puckoi nonepeYyHom paspese - 0po
Ha OdHOM cTopoHe; Ha 6enoro unu noytu 6enoro useta
nonepevHom paspese — AApo
6eroro ugeTa

Remarks : The Product conforms to ND/ Opinion : APPROVED

Hpaveyanue: MMpogykr COOTBETCTBYET TpeGoaniam HJ[ | 3akmouenue: OJJOBPEHO

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

[oarorosnewo: ITpoBepeno:Ramakant Ono6peno: Menemxep / P

Ankit 7 Pyxoromurens S
@ W Pavan Kumar Sharma ’,' //I/’,_/,_.‘_-——

Print Date: Print Date: Print Date:

Hara: 09.04. 2022 Hara: 09.04. 2022 Hara: 09.04. 2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hydera.bad —.50003t;'elang:]na, India
T I: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.co
e 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
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

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

Noyknun®, Tadaerkw, TIOKPBIThIE IEeHOYHOH 060.104K0ii, 400Mr + 325Mr

040001553431, 890001584030

'Batch No / Cepusi Ne : V2200484 Batch Quantity / O6nem naptuu : 776.0 Kg
Analytical Report No / AHasmTHYecKni oTyer No: Date of Analysis / Jlata ananu3a: 09.04.2022

Date of Manufacture / Tara OpoH3BOACTBa : Mar-2022 |Date of Expiry / Cpoxk rogsocru :Feb-2027

Analysis performed according ND / Ananns nposenen mo HJ: TIN011252/01-110717 (amend Ne 1 from
\26.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 or 06.09.2018, n3m. Ne 2 ot 23.09.2019)

[ 2 Identification / a) Complies as prescribed/
MoanuHHocTb 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 yaepxwvBaHus ocHOBHbIX
MUKoB Ha XpomMaTorpamme

NCNBITYeMOro  pacTteBopa  A0MmKHbI
COOTBETCTBOBATL BpemeHam
YAepxmBaHus nMKoB Ha
XpomaTorpamme pacTeopa
CTaHAapTHbIX 0bpasLios
nbynpodeHa v  napaueTamona
(pasgen «KonuuecteenHoe
onpeaenexHue)

3 |Average weight and 970.8 mg
mass uniformity /
CpeaHss macca u
OAHOPOAHOCTL Mo
Macce

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

Or 9409 wmr po 9991 wmr
(970,0 mr £ 3,0 %)

18/20 tablets — NMT + 5% /
18/20 Tabnetok — He Bonee + 5 %
2/20 tablets ~ NMT + 10% /

2/20 TabneTok — He Gonee + 10 % |

Remarks : The Product conforms to ND/
Hpumewanne: Ipogykr COOTBETCTBYeT TpeboBanusm HJI

Opinion : APPROVED
3akmouenne: OIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: I[MpoBepeHo:Ramakant Ono6peno: Menemxkep /
Ankit (,Q')’d’ PykoBourens A o
i Pavan Kumar Sharma <™~
(P B
Print Date: Print Date: Print Date:
Hara: 09.04. 2022 Hara: 09.04. 2022 Mara: 09.04. 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:

CIN: L85195AP1984PLCO04507
www.drreddys.com

mail@drreddys.com



Dr. Reddy's Laboratories Ltd.
" ‘.. y Formulation Unit-6 ;
, Vi a h Road, Badd,
Vill. Khol, Nalagart i
Dr. Reddy s .. Distt. Solan, H.P., 173 205, [NDIA
Tel : +91 98166 56001-02
vwwe.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHDHUKAT AHAJTH3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoyknun®, TabaeTKy, HOKPBITHIE IJICHOYHOI] 000.7104K0ii, 400mr + 325mr
Batch No / Cepusi Ne V2200484 Batch Quantity / O6nem naprun : 776.0 Kg

Analytical Report No / Anaumrnueckwii oryer No :
040001553431, 890001584030

Date of Manufacture / Jlata nponzsogcrea Mar-2022 [Date of Expiry / Cpoxk rognocrn :Feb-2027
Analysis performed according ND / Ananms posenen mo HJ: ITN011252/01-110717 (amend Ne
06.09.2018, amend No 2 from 23.09.2019/ uzm. Nelor 06.09.2018, u3m. No

Date of Analysis / aTa ananusa: 09.04.2022

4 Disintegration / 11 minutes 32 seconds Not more than 30 minutes /
Pacnagaemocts He 6onee 30 mun

S |Dissolution / 96% - 100% NLT 70% (Q) Ci3H150, (Ibuprofen)
PacTtBopenue dissolved in 30 minutes /

He wmeHee 70 9 (Q) CizH50,

(nBynpodpen) Yepes 30 muH

NLT 70% Q) CgHsNO,
99% - 101% (Paracetamol) dissolved in 30
minutes /
He weHee 70 ¢ (Q) CsHgNO,
](napaueTamon) Yepes 30 MuH

Related substances /
PoacreeHHbie npumecu

0.03% Total impurities of Ibuprofen NMT
1.0% / Cymma npumecei
ubynpocbera — He Gonee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHocbeHon (Mpumecs
napatieramona) — He 6onee 0,005%

Not more than 5.0%/

7 |Water/Boga
He 6onee 5,0 %

0.001 %

Remarks : The Product conforms to ND/ Opinion : APPROVED

Mpumeyanne: [poayir COOTBETCTBYCT TpeGoBanusm HJ| | 3akmouenne: OOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Hoarorosneno: [Tposepeno:Ramakant Onobpeno: Menemxep /
Ankit _— h\/* _ PykoBoauTens 1)

( A %\W Pavan Kumar Sharma A”/Z/A}
Print Date: Print Date: Print Date: .
Hara: 09.04. 2022 Hara: 09.04. 2022 l Hara: 09.04. 2077

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderatiad - 506024, Telanganz, india

Lomaili@direddys.com

Tel: +81 40 4900 2900, Fax: +21 10 4900 2929, i :
o CIN: L85195AP1934PLCONASCY
wyvdrreddys,com




Dr.Reddy’s ‘f-

Dr. Reddy's Laboratories [td.

Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTHD®UKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoykanu®, TabJeTKH, HOKPLITBIC MLIeHOYHO 060.10uK0ii, 400mr + 325mr

Batch No / Cepust Ne : V2200484

Batch Quantity / O6bem naprun : 776.0 Kg

Analytical Report No / AHalHTHYeCKHIT oTueT No :

040001553431, 890001584030

Date of Analysis / JaTa anannsa: 09.04.2022

Date of Manufacture / Hara npoussoacrea : Mar-2022

2_|Date of Expiry / Cpox roanoctn :Feb-2027

Analysis performed according ND / Anannus np
06.09.2018, amend Ne 2 from 23.09.2019/ n3m. No

oseneH mo HJI: IT NO11252/01-110717 (amend Ne 1 from

1 01 06.09.2018, u3m. Ne 2 ot 23.09.2019)

*8 |Microbial limits /
Mukpobuonoruueckas
4ynucToTa

a) Total aerobic
microbial count /
ObLuee yncno
a3poBHbIX

MUWKpoopraHusmos

b) Total combined
yeasts and mould
count / Obuyee yucno
APOHOKEBBIX 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 19/ OTcyTcTBUE B
ir

Remarks : The Product conforms to ND/
Ipumeuanne: Mpoayxkr COOTBETCTBYeT TpeboBaHUsIM H T

Opinion : APPROVED
3akmiouenune: OJOEPEHO

Prepared by /
IToarorosneno:

Ankit =
(£

Checked by /
[IpoBepeno:Ramakant

%B\m&

Approved by: Manager/Executive /
Onobpeno: Menemxkep /
Pykosoaurens 0

Pavan Kumar Sharma

Print Date:
Hara: 09.04, 2022

Print Date:
Hara: 09.04. 2022

Print Date:
Hara: 09.04. 2022

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderahad! - 500034, Telangana, India

CIN: L85195AP1984PLCO04507

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
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NOyxinu®, Tab/ieTkH, NOKPLITHIE MIEHOYHO o0os10ukoit, 400mr + 325mr

]

Batch No / Cepus Ne : V2200484

Batch Quantity / O6bem naprun : 776.0 Kg

Analytical Report No / AnaauTH4eckuii orgeT No :
040001553431, 890001584030

Date of Analysis / lara anaan3a: 09.04.2022

Date of Manufacture / Jlata npoussoacrsa : Mar-2022

Date of Expiry / Cpoxk roagsocru :Feb-2027

Analysis performed according ND / Anasus nposegen mo 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. nzm. Ne 2 ot 23.09.201 9)

|

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OgHopoaHOCTb 0.9 Mokasatenk npuemnemocTu (AV)
A031poBaHnNs AormkeH 6biTb He Gonee 15,0.
Ibuprofen /
nbynpocpeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 0.9 lMokasaTenk npuemnemocty (AV)
napaueTtamorn AomkeH 6bITb He Gonee 15,0.
10 |Assay/ 396.3 mg 360 to 440 mg of Ci3Hs0s
KonuuecteeHHoe (Ibuprofen) per tablet /
onpepeneHve Ot 360,0 mr go 440,0 mr Ci3H50,
(mbynpodbeH) B TabneTke
326.25 mg 292.5 to 357.50 mg of CgHyNO,
(Paracetamol) per tablet /
Ot 292,5 mr no 357,5 mr CsHgNO,
(napauertamor) B Tabnetke

Remarks : The Product conforms to ND/
Hpumeuanue: IMpoaykr cootsercrayer Tpebosanusm HJT

Opinion : APPROVED
3akmouenne: OJJOGPEHO

Prepared by /
IToaroroeneHo:
Ankit

(K

Checked by /
Ilposepero:Ramakant

Quleg

Approved by: Manager/Executive /
Ono6peno: Menenxep /
PykoBoauTens 2

Pavan Kumar Sharma

f
v
4

=

Print Date:
Hara: 09.04. 2022

Print Date:
Hara: 09.04. 2022

Print Date:
Jara: 09.04. 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:

CIN: L85195AP1984PLC0O04507
www.drreddys.com

mail@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
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HG6ykiuu®, Tabaerkn, TTOKPLITBIE MJICHOYHOH 0601049K0i, 400Mr + 325Mr

Batch No / Cepus Ne : V2200484

Batch Quantity / O6bem naprun : 776.0 Kg

040001553431, 890001584030

Analytical Report No / AHanuTH4ecKHii oTyer Ne :

Date of Analysis / Jlata anaausa: 09.04.2022

Date of Manufacture / Jara npoussoacrsa : Mar-2022

Date of Expiry / Cpok roanocru :F eb-2027

Analysis performed according ND / Ananus nposeznen no
106.09.2018, amend Ne 2 from 23.09.2019/ u3M. Ne

HI: TTNO011252/01-110717 (amend No 1 from
1 o1 06.09.2018, m3m. Ne 2 ot 23.09.2019)

( 11 | Package / Ynakoska

10 tablets in PpVC/AI
blister. 1 blister and a
patient information leaflet in
a carton. / INo 10 TabneTok
8 MBX/Al 6nucTtep. Mo 1
Brmctepy B nauky
KapTOHHYI0 BMecTe ¢
WHCTpyKUWel no
NPUMEHEHMIO.

10 tablets in PVC/AI blister. 1,20r
20 blisters and a patient information
leaflet in a carton. / Mo 10 TaBneTok
B MBX/Al 6nucrep. Mo 1, 2 nnu 20
Brmctepos B nauky KapTOHHyto
BMeCTe C MHCTPYKUUe no
NPUMEHEHMIO.

12 | Labeling / Mapkupogka According to ND / B cooTeeTcTBUN © HAO
13 | Storage conditions / At temperature not more than 25 °C. /
| XpaHeHue MMpu Temnepatype He Bbiwe 25 °C.

14 | Shelf life / Cpok 5 years/5 ner

rogHocTu

Remarks : The Product conforms to ND/
Ipumeuanne: Mponyxr COOTBETCTBYeT TpehoBaHUsIM H T

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Hara: 09.04. 2022

Hara: 09.04. 2022

Prepared by / Checked by / Approved by: Manager/Executive /
Hoarorosneno: IMposepeHo:Ramakant Onobpeno: Menemxep /
Ankit %\w PyxoBoaurens 0
y Pavan Kumar Sharma <%.———
& =
Print Date: Print Date: Print Date:

Hara: 09.04. 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: L85195AP1984PLC0O04507

www.drreddys.com




