Dr.Reddy’s ‘_‘:'.

CERTIFICATE OF ANALY

Dr. Reddy's Laboratories [ td.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, iNDIA

SIS Tel : +91 98166 56001-02

CEPTU®UKAT AHAJIM3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noykanu®, Ta6aeTKH, NOKPLITHIE IIEHOYHOH o60J104Ko0ii, 400mr + 325mr

Batch No / Cepus Ne : V2201640

Batch Quantity / O6bem mapTuu : 776.0K g

Analytical Report No / AHanuTH4eckuii oTyer Ne :
040001621818, 890001608382

Date of Analysis / Jlata ananusa: 16.08.2022

Date of Manufacture / [lata npon3soacrsa : Jul-2022

Date of Expiry / Cpox roauocts :Jun-2027

Analysis performed according ND / Ananus nposenen no HJI: I1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018, n3m. Ne 2 or 23.09.2019)

S. Test
No

Result

Specification

1 |Description / OnucaHue

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

tablets;

on cross section- white core /
TabneTtku KancynosuaHow
thopmbl, NoOKpbITbIE
fsieHoYHON o60oro4Koi
OpaHXXeBOoro LBeTa, C pUcKon
Ha OAHOW CTOpoHe; Ha

nonepe4yHoOM paspese — AApo
Benoro useTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabnetTkn KancynosuaHow
opMbl,  MOKPbITbIE  MJIEHOYHON

0BONOYKON OpaHXeBoro uBeTa, ¢
puUCKOW Ha OfHOW CTOpOHE; Ha
ronepeyHom paspese —  A4pO

6enoro Ny novt 6eroro LBeTa

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykr cooreercTayet TpedoBanuam HJ{

Opinion : APPROVED
3axaouenune: OJJOBPEHO

Hara: 16.08.2022

JaTa:16.08.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: I[Tpoepeno: Ramakant Onobpeno: Menemxkep /

Ankit _ /}\ ‘A Pykosoutenp :Kusum Lata

Print Date: Print Date: Print Date:

Jara; 16.08.2022

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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Dr.Reddy’s ":'.

Dr. Reddy's Laboratories | td.
Formulation Unit-6 :
Vill. Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P,, 173 205, |NDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUDHUKAT AHAJIN3A www.drreddys.com

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

N6yxann®, TabieTky, NOKPHITHIE NIeHOYHOi 060109K0MH, 400Mr + 325Mr

Batch No / Cepus Ne : V2201640 Batch Quantity / O6bem napruu : 776.0K g

040001621818, 890001608382

Analytical Report No / AmaanTHdecknii order Noe : Date of Analysis / JIata anajms3a: 16.08.2022

Date of Manufacture / Jlata npoussoncrsa : Jul-2022 Date of Expiry / Cpok rogHocTh :Jun-2027

Analysis performed according ND / Aranus nposenen mo HJ[: T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

2 Identification / a) Complies as prescribed/
[NMoanuHHOCTL B cooTtBeTCTBUMK C
ONMUCaHUEM

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 yoepXuBaHusi OCHOBHbIX
MNKOB Ha XpomaTorpamMmme
UCMbITYEMOrO  pacTBopa  AOSDKHbI
COOTBETCTBOBATb BpemMmeHam
yoepXuBaHus NUKOB Ha
Xpomarorpamme pacTeopa
CcTaHdapTHbIX o6pasLos
nbynpocpeHa u  napaueramona
(paspen «KonvnuecteeHHoe
onpegeneHne»)

3 |Average weight and 967.1mg
mass uniformity /
CpeaHss macca v
OAHOPOAHOCTL NO
macce

Complies /cooTBeTCTBUM C

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

Ot 9409 wmr pgo 9991 wmr
(970,0 mr £ 3,0 %)

18/20 tablets — NMT £ 5% /
18/20 TabneTok — He boree £ 5 %
2/20 tablets — NMT = 10% /
2/20 TabneTok — He bonee £ 10 %

Remarks : The Product conforms to ND/
Ipumeuanmne: [Ipoaykr coorBeTcTBYET TpebOoBanHuaM HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

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

[ToarorosneHo: Ilposepeno: Ramakant Onobpeno: Menemxep /

Ankit Pykosoanteng YKusum Lata
(A G peN

Print Date: Print Date: Print Date:

Jara: 16.08.2022 JaTa:16.08.2022 Jata: 16.08.2022

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 20S, INDIA
Tel : 491 98166 56001-02

CEPTUDPHUKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6yxknuH®, TablieTKH, MOKPBITHIE MIEHOYHOI 060104K0it, 400mr + 325Mmr

Batch No / Cepust Ne : V2201640

Batch Quantity / O6bem naptuu : 776.0Kg

Analytical Report No / ApannTuyeckuii oryer Ne :
040001621818, 890001608382

Date of Analysis / JlaTa ananu3a: 16.08.2022

Date of Manufacture / JJata npon3oacrsa : Jul-2022

Date of Expiry / Cpok rogaocti :Jun-2027

Analysis performed according ND / Ananns nposeaes no HJI: I1N011252/01-110717 (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)

4 |Disintegration /
PacnagaemocTb

11 minutes 13 seconds

Not more than 30 minutes /
He 6onee 30 MmuH

S |Dissolution /
Pacteoperne

97% - 101%

100% - 102%

NLT 70% (Q) Ci3H1sO2 (Ibuprofen)
dissolved in 30 minutes /

He wmenee 70 % (Q) CizH450;
(nbynpodbeH) yepes 30 MuH

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

He wmerHee 70 % (Q) CsHoNO,

(napaueTamon) yepes 30 MuH

6 |Related substances /

PopcteeHHble npumecu

0.03%

0.0004%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
nbynpodeHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHocheHorn (npymech
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
IIpumeuanne: [Tpoaykr cootBercTBYeT Tpebopanuam H][ | 3axmouenne: OMNOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarotoBneHo: IIposepeno: Ramakant Ono6peHo: Menemxep /
Ankit | Pyxoeoaurens :Kusum Lata

(A Bt N\eEs
Print Date: Print Date: Print Date:
Jara: 16.08.2022 Hata:16.08.2022 Hara: 16.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L851955AP1984PLC0O04507

www.drreddys.com
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Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

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

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

CEPTHOUKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykauu®, TabaeTky, NOKpbIThIE NJIeHOYHOH 060104K0#, 400Mr + 325Mr

Batch No / Cepnst Ne : V2201640

Batch Quantity / O6sem napTum : 776.0K g

Analytical Report No / Ananutudyeckuid otyer No :
040001621818, 890001608382

Date of Analysis / Jlata ananusa: 16.08.2022 |

Date of Manufacture / {laTa npon3soacrsa : Jul-2022

Date of Expiry / Cpox rogaocTH :Jun-2027

Analysis performed according ND / Anaju3s nposeaex 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, uzm. Ne 2 ot 23.09.2019)

*8 |Microbial limits /
Mukpobuonoruyeckas
yuctoTa

a) Total aerobic
microbial count /
O6Lwee uncrio
a3pobHbIX
MUKPOOPraHW3mMoB

b) Total combined
yeasts and mould
count / Obwee uucno
OPONOKEBDLIX U
nnecHeBbIX rPNdoB

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

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

Absent / OtcyTtcTBYyeT

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

c) E. coli Shall be absent in 1g/ OTcyTCcTBUE B
1r
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeyaunne: [Ipoaykr cootBercTByeT Tpeboranusm HJ[ | 3akmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: ITpoBepeno: Ramakant Ono6peHo: Menemxep /
Ankit f A PyxoBoaurens :Kusum Lata
L= B Sl

Print Date:
Hara: 16.08.2022

Print Date:
JlaTa:16.08.2022

Print Date:
Hara: 16.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
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Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories L td.
Formulation Unit-6 )
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUDOUKAT AHAJIN3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
U6yxauH®, TabaeTKH, MOKPBIThIE NJIEHOYHOI 06010uK0i, 400Mr + 325Mr

Batch No / Cepust Ne : V2201640

Batch Quantity / O6vem naptuu : 776.0Kg

Analytical Report No / AHamuTH4ecknii oTyer Ne :
040001621818, 890001608382

Date of Analysis / Jlata ananmu3a: 16.08.2022

Date of Manufacture / /lata npousBoacTea : Jul-2022

Date of Expiry / Cpok rogaocts :Jun-2027

Analysis performed according ND / Ananuns nposenes no HI: 1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. 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 /
/ OgHopopHOCTb 1.7 MokazaTenb npuemnemoctu (AV)
[o3npoBaHns JlomKkeH ObiTb He Bonee 15,0.
Ibuprofen /
néynpodpeH Acceptance value (AV) should be
1.6 not more than 15.0 /

Paracetamol / MokasaTenb npuemnemocty (AV)
napaueTamon JAomkeH bbiTb He 6onee 15,0.

10 |Assay/ 398.5 mg 360 to 440 mg of CizH1s02
KonnyecTtBeHHoOE (Ibuprofen) per tablet /
onpeneneHue Ot 360,0 mr no 440,0 mr CizH1s02

(nbynpodpeH) B TabneTke
330.88 mg

2925 to 357.50 mg of CsHgNO,
(Paracetamol) per tablet /

Ot 292,5 mr po 357,5 mr CsHgNO;
(napaueTtamon) B Tabnetke

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoaykt coorBeTcTBYeT TpeboBanusmM HJ|

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Prepared by /
Iloarotosneno:

Checked by /

IlpoBepeHo: Ramakant

Ixe

Approved by: Manager/Executive /
Ono6peHo: Menemxep /
Pykosoautens :Kusum Lata

Print Date:

Jlarta: 16.08.2022

Print Date:
Jata:16.08.2022

Print Date:

Jlara: 16.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s Q':‘.

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIU3A

Dr. Reddy's Laboratorijes Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, |NDIA
Tel : +91 98166 56001-02
www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
MNoykanH®, TabaeTkH, NOKPHITHIE IJIEHOYHOM 060/104K0#, 400Mr + 325Mr

Batch No / Cepust Ne : V2201640

Batch Quantity / O6bem naptuu : 776 .0K g

Analytical Report No / AHanuTHY
040001621818, 890001608382

ecKuii oTyer Ne :

Date of Analysis / lata ananauza: 16.08.2022

Date of Manufacture / lata npouspoactsa : Jul-2022

Date of Expiry / Cpok roasocts :Jun-2027

Analysis performed according ND / Ananu3 nposenen mo HJ: [1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

11 | Package / YnakoBka

10 tablets in PpVC/AI
blister. 1 blister and a
patient information leaflet in
a carton. / Mo 10 Tabnetok
B MBX/Al 6nucrep. Mo 1
6nvcTepy B navuky
KapTOHHYIO BMeCTe ¢
WHCTPYKUMER No
NPUMEHEHNIO.

10 tablets in PVC/Al blister. 1, 2 or
20 blisters and a patient information
leaflet in a carton. / o 10 TabneTok
B MNBX/Al 6auctep. Mo 1, 2 unn 20
BnucTepoB B MaYKy KAPTOHHYIO
BMECTE C UHCTPYKUMEr no
NpUMEHEHMIO.

12 | Labeling / MapknpoBka | According to ND / B cootBeTcTBuM ¢ HJ,

13 | Storage conditions /

At temperature not more than 25 °C. /

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

Remarks : The Product conforms to ND/
IIpumeuanue: ITponykr cootBercTByeT TpeGoBaHusaM H]T

Opinion : APPROVED
3akawuenune: OJOBPEHO

DPrepared by /
Iloarorosnexo:

Clictked by /
IIpoBepeHo: Ramakant

iV

o,

Approved by. Manager/Executive /
Onobpeno: Menemxep /
PyxoBoautens :Kusum Lata

k;y.,r

Print Date:

Hara: 16.08.2022

Print Date:
Hata:16.08.2022

Print Date:
Hata: 16.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +51 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com




