Dr.Reddy’s €€

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykanu®, TabeTKH, MOKPHIThIE NIEHOYHOH 06004K0i, 400Mr + 325mMr

Batch No / Cepus Ne : V2101210

Batch Quantity / O6bem mapTuu :
776.000 Kg

Analytical Report No / AHanuTHYecKuii oT4eT Ne :
890001541188, 890001540906

Date of Analysis / lata ananuza: 23.08.2021

Date of Manufacture / lata npou3Bogctsa : Jun-2021

Date of Expiry / Cpok rognoctn : May-2026

Analysis performed according ND / Ananu3 nposenes o HI: IIN011252/01-110717 (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)

S. Test

Result

Specification

1 |Description / Onucanue |Capsule-like orange-coloured

film-coated one-side scored

tablets;

on cross section- white core /
Tabnetkn KaricynosumgHon
dhopmet, NOKpPbITHIE
MAeHOYHON obonoukom

OpaHXeBoro LiBeTa, C pUCKOM
Ha OAHOW CTOpOHE, Ha
NnonepeYHom paspese — a4p0
6enoro uBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTku KancynoBUAHOW
dopMbl,  MOKpPbITHIE  MMEHOYHON
0BONIOYKON OpaHXeBoro LuBeTa, C
PUCKOW Ha OAHOA CTOpPOHe; Ha
nonepeYyHoM paspese -—  £4po
©enoro nnun nodTn Beroro LgeTa

Remarks : The Product conforms to ND/
ITIpumeuanmne: [IpoaykT coorBeTcTBYeT TpeboaHusam HJI

Opinion : APPROVED
3axmouyenne: OJJOBPEHO

Hara: 23.08.2021

Jara: 23.08.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[JoaroToBneHo: IIpoBepeHo: Onobpeno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoautens N
r::{;/ Qj—//—__b Amit Kumar {W
Print Date: Print Date: Print Date:

Jarta: 23.08.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: 91 46 4900 29G0, Fax. 91 40 4906 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0G4507
www.drreddys.com




Dr.Reddy’s Q‘!‘

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

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

H6ykaua®, TabeTkH, NOKPLITHIE IIEHOYHOH 000104Ko0ii, 400mr + 325Mr

890001541188, 890001540906

Batch No / Cepus Ne : V2101210 Batch Quantity / O0bem napTus :
776.000 Kg
Analytical Report No / Ananutndecknii or4yer Ne : Date of Analysis / [laTa ananamn3sa: 23.08.2021

Date of Manufacture / JlaTta npoussoacTsa : Jun-2021  |Date of Expiry / Cpok roasocrn : May-2026

Analysis performed according ND / Auanu3 nposezen mo HJI: [T 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/
MoanuHHoCTL B cooTtBeTCTBUN C
onucaHneMm

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 yaepXnBaHuWs OCHOBHbIX
MUKOB Ha XpomaTtorpamme
UCMbITyeMoro pactesopa  [OSXKHbI
COOTBETCTBOBATH BpeMeHam
yaepXnsaHus NMUKOB Ha
XpomaTorpamme pacTteopa
CTaHpapTHbLIX obpasuos
ubynpodpeHa w  napalertamona
(paspen «KonuyecteeHHoe
onpeaeneHve»)

3 |Average weight and 969.5 mg
mass uniformity /
CpenHaa macca u
O4HOPOAHOCTL NO
macce

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

Or 9409 wmr po 999,11 wr
(970,0 mr £ 3,0 %)

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

Remarks : The Product conforms to ND/
Ilpumeuanne: [TponykT cooTBeTcTBYET TpedopanusM HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBieHo: [TpoBepeno: Onobpeno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoautens
, —_ Amit Kumar i
=l —— P//
Print Date: Print Date: Print Date:
Jara: 23.08.2021 Hata: 23.08.2021 Jara: 23.08.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: 91 40 4900 29C0, Fax. 91 40 4966 2999, Email: niail@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s Q':

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykann®, TabaeTku, NOKPHITHIE [LIeHOYHOIT 060,104K0H, 400Mr + 325mr

Batch No / Cepus Ne : V2101210

Batch Quantity / O6bem naprum :
776.000 Kg

890001541188, 890001540906

Analytical Report No / Anannrudyeckuii oraer Ne :

Date of Analysis / JlaTa anauau3za: 23.08.2021

Date of Manufacture / Jlata npousBoacTsa : Jun-2021

Date of Expiry / Cpok rognocts : May-2026

Analysis performed according ND / Anann3 nposeaen mo HJI: T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, m3m. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnagaemocTb

10 minutes 19 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacTtsopeHve

96% - 99%

96% - 101%

NLT 70% (Q) Ci3H1O2 (Ibuprofen)
dissolved in 30 minutes /
He wmeHee 70 % (Q)
(Bynpoden) Yepes 30 MWH

C13H1802

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

He meHee 70 % (Q) CsHiNO:
(napauetamon) 4yepes 30 MyH

6 |Related substances /
PopacTteeHHble npumecu

0.03%

0.0003%

Total impurities of Ibuprofen NMT
1.0% / Cymma npvimecen
nbynpodeHa — He Gonee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHocbeHon (npumech
napaueTtamona) — He Gonee 0,005%

7 |Water/Boga

1.6 %

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

Remarks : The Product conforms to ND/
IIpumeuanne: [TpoaykT cootseTcTByeT TpeGoBanusm HJL

Opinion : APPROVED
3akirouenue: OJIOBPEHO

Jata: 23.08.2021

Jara: 23.08.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBJieHO: [IpoBepeHo: Ono6peno: Menemxep /
Pardeep Kumar Himesh Kumar PyxoBogutesns Y
Qﬁ/ \ | Amit Kumar /W
Print Date: Print Date: Print Date:

Hata: 23.08.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: 91 40 4900 29G0, Fax. 91 40 4500 2999, Email: niail@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ‘}

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noykaua®, TabieTky, NOKPLITHIE NIEHOYHOI 0001049K0#, 400Mr + 325Mr

Batch No / Cepust Ne : V2101210

Batch Quantity / O6bem naprTus :
776.000 Kg

Analytical Report No / AnaguTudeckmii oT4eT No
890001541188, 890001540906

Date of Analysis / JaTa ananusa: 23.08.2021

Date of Manufacture / JaTa npoussoacTsa : Jun-2021

Date of Expiry / Cpok roagnoctu : May-2026

Analysis performed according ND / Ananus nposenen mo 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 /
Mukpobunonorunyeckas
4yMcToTa

a) Total aerobic
microbial count /
O6Lwee 4ncro
a3pobHbIX
MVKPOOPraHn3MoB

b) Total combined
yeasts and mould
count / Obuee uncno
LPONOKEBBIX U
nrecHesbIX rpnbos

c) E. coli

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

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

Absent in 1g / OTcyTCcTBYET B
1r

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 / OTcyTCTBME B
1r

Remarks : The Product conforms to ND/
Ipumeuanue: [Tpoaykr coorBeTcTBYeT TpeboBanuam HJI

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by /
[ToarorosneHo:
Pardeep Kumar

=l -

Checked by /
IIpoBepeHo:
Himesh Kumar

~

Approved by: Manager/Executive /
Ono6peHo: Menemxep /
PykoBoautens

Amit Kumar ™

Print Date:
Hata: 23.08.2021

Print Date:
JHara: 23.08.2021

/3// |
Print Date:

JHara: 23.08.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: 91 40 4900 2600, Fax. 91 40 4960 2999, Email: miail@drreddys.com

CIN: L85195AP1984PLCG04507
www.drreddys.com




Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS
CEPTUD®HUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykaua®, 1abaeTkH, NOKPHITHIE MIeHOYHOi 060.104K0H, 400Mmr + 325Mr

Batch No / Cepust Ne : V2101210 Batch Quantity / O6Lem napruu :
776.000 Kg
Analytical Report No / AHasuTH4ecknit oTder Ne : Date of Analysis / /lata ananu3a: 23.08.2021

890001541188, 890001540906

Date of Manufacture / Jlata npoussoacTsa : Jun-2021  |Date of Expiry / Cpok rognocry : May-2026

Analysis performed according ND / Anann3 nposexes 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)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OgHopogHoCTb 2.7 Mokasartens npuemnemocty (AV)
003MpoBaHmnsa [ormkeH bbiTb He 6onee 15,0.
Ibuprofen /
nbynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 2.2 MokasaTtens npuemnemoctm (AV)
napaueTtamon [omXeH bbITb He Bonee 15,0.
10 |Assay/ 390.6 mg 360 to 440 mg of Ci3H1s02
KonuyecTtseHHoe (Ibuprofen) per tablet /
onpegeneHne Ot 360,0 mr go 440,0 mr Ci3H150:2
(nBynpodpeH) B TabneTke
324.76 mg 2925 to 357.50 mg of CgHsNO:
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CsHoNO;
(napaueTtamon) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED
TIpumeuanue: [Ipoaykt cootseTcTBYeT Tpebopanusam HJI | 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToAroToBNEeHO: [IpoBepeno: Ono6peHo: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoauTens
O_‘[-/— . Amit Kumar X

— =} —= />//
Print Date: Print Date: Print Date:
Hara: 23.08.2021 Hata: 23.08.2021 Jara: 23.08.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: 91 40 4900 25C0, Fax. 91 40 4900 2999, Email: niail@drreddys.com
CIN: L85195AP1984PLC0G4507
www.drreddys.com



Dr.Reddy’s ‘;

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
U6ykaua®, Tabaerky, NOKPHIThIE MIIeHOYHOH 060104K0H, 400mr + 325Mr

Batch No / Cepust Ne : V2101210

Batch Quantity / O6bem napTuu :
776.000 Kg

Analytical Report No / AHaanTHUecKHii oTyeT No :
890001541188, 890001540906

Date of Analysis / laTta anaan3a: 23.08.2021

Date of Manufacture / Jlata npon3BogcTsa : Jun-2021

Date of Expiry / Cpox rognocty : May-2026

Analysis performed according ND / Ananu3 nposener 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)

11 | Package / YnakoBka |10 tablets in PVC/Al blister. |10 tablets in PVC/AI blister. 1, 2 or
1 blister and a patient 20 blisters and a patient information
information leaflet in a leaflet in a carton. / Mo 10 TabneTok
carton. /Mo 10 Tabnetok e |8 MBX/Al 6nuctep. Mo 1, 2 unn 20
MBX/Al 6nuctep. Mo 1 ONNCTEpPOB B NadKy KapTOHHYIO
onucTepy B navky BMECTe C UHCTPYKLMER no
KapTOHHYIO BMecCTe C MPUMEHEHUIO.

WHCTPYKUMEn no
MPVMEHEHMIO.

12 | Labeling / MapkupoBka | According to ND / B cooteTcTeum ¢ HJl
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue Mpu Temnepatype He Bbiwwe 25 °C.

14 | Shelf life / Cpok 5years /5 net

roAHOCTH

Remarks : The Product conforms to ND/
IIpumeyanne: IIpoaykT cooTBeTcTBYET TpeboBanusaM HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by /
[ToaroroBneHo:
Pardeep Kumar

=

Checked by /
IIposepeHo:
Himesh Kumar

==

Approved by: Manager/Executive /
Onobpeno: Menemxep /
PykoBoautens

Amit Kumar

A,

Print Date:
Jara: 23.08.2021

Print Date:
Jara: 23.08.2021

Print Date:

Jara: 23.08.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: 91 40 4900 25G0, Fax. 91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0G4507
www.drreddys.coni




