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CERTIFICATE OF ANALY

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

‘SIS www.drreddys.com

CEPTHOUKAT AHAJIU3A

Product : Ibuclin, film-coated

tablets 400 mg + 325 mg

H6ykaun®, TabaeTKu, NOKPLIThIE NIEHOUHOl 060104K0M, 400mr + 325mr

Batch No / Cepusi Ne : V2101542

Batch Quantity / O6bem napTumu :
727.500 Kg

890001544778, 890001544727

Analytical Report No / AHajanTuuecknii oryer Ne :

Date

of Analysis / laTa ananm3a: 16.09.2021

Date of Manufacture / Jlata npouspojcrsa : Aug-2021

Date

of Expiry / Cpok roanocry : July-2026

Analysis performed according ND / Anamu3 nposegen mo HJI: [T N011252/01-1 10717 (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)

film-coated one-side scored

tablets;

on cross section- white core /
Tabnetkn  KancynoBWaHOMN
hopmbl, NOKpbITbiE
NieHoYHOM obonoykon
OpaHXeBOro LpeTa, C pUCKon
Ha OOHOW CTOpOHE; Ha

nonepeyHom paspese — s4po
fenoro ugeTa

S. Test Result Specification
No
1 |Description / Onucanue [Capsule-like orange-coloured|Capsule-like orange-coloured film-

coated one-side scored tablets;
on cross section- white to off-white
core / TabneTkn KancynoBUOHOW
hopMbI,  MOKpbITbIE  MIIEHOYHON
0BOMOYKON OpaHXeBoro LeeTa, C
pUCKOW Ha OAHOW CTOPOHE; Ha
rnonepedyHom  paspese a4po
©enoro nnu No4Tk Benoro UseTa

Remarks : The Product confo
Ilpumeuanue: IIpoayKT COOT

rms to ND/
BeTcTByeT TpeboBanuam HJT

Opinion : APPROVED
3akawoyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoseHo: [IposepeHo: Ono6peno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoauTens
Ql‘_f’:) Kusum Lata
- ~ | NN
Print Date: Print Date: Print Date:
Hara: 16.09.2021 Hara: 16.09.2021 Ilara: 16.09.2021
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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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOUKAT AHAJIHU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykana®, TabaeTky, NOKpbITHIE NEH04HOi 000J04K0i, 400mr + 325mr

Batch No / Cepust Ne : V2101542

Batch Quantity / O6bem NapTHH :
727.500 Kg

Analytical Report No / AnanuTuueckuii oTyer Ne :
890001544778, 890001544727

Date of Analysis / JlaTa ananuza: 16.09.2021

Date of Manufacture / Jlata npon3poacrsa : Aug-2021

Date of Expiry / Cpox roguocty : July-2026

Analysis performed according ND / Anamus mposeaen mo HJI: [TN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ nam. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

2 Identification /
[NoanMHHOCTL

a) Complies as prescribed/
B cooTBeTCTBUU C

The retention time of the main peaks
on the chromatogram of the test

mass uniformity /
CpepHsist macca U
OAHOPOAHOCTbL MO
Macce

onncaHmem solution should correspond to the
retention times of the peaks on the
chromatogram of ibuprofen and
paracetamol reference standards
solution (section Assay)/
BpemeHa yaepxusaHus OCHOBHbIX
MNKoB Ha XpomMaTtorpamme
UCMbITYEMOro  pacTBopa  AOMKHbI
COOTBETCTBOBATL BpeMeHam
yAEepKNBaHNA NMNKOB Ha
XpomaTtorpamme pacTteopa
CcTaHpapTHbIX obpasLos
ubynpocheHa M napauetamona
(paspen «KonunyecteeHHoe
onpegeneHue)
3 |Average weight and 968.9 mg 940,9 mg to 999,1 mg

(970,0 mg + 3,0 %)/
Or 9409 wmr po 9991 wr
(970,0 mr + 3,0 %)

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

Remarks : The Product conforms to ND/
IIpumeuanue: [Tpoaykr cooTBeTcTBYeT Tpebosanusim HJI

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by /
IToaroToBneHo:
Pardeep Kumar

T

—

Checked by /
ITpoBepeHo:
Himesh Kumar

—

Approved by: Manager/Executive /
Omo6peno: Menenxep /
PykoBoauTenp

Kusum Lata

Print Date:
Hara: 16.09.2021

Print Date:
Jara: 16.09.2021

Print Date:

Hata: 16.09.2021
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Dr.Reddy’s Q‘:'

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

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

CEPTUG®HUKAT AHAJIHM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6yknun®, Ta61eTKH, NOKPHITHIE IIeH04HOi 060.104K0ii, 400mr + 325mr

Batch No / Cepus Ne : V2101542

Batch Quantity / O6bem napTun :
727.500 Kg

890001544778, 890001544727

Analytical Report No / AranuTH4uecknii oryer Ne :

Date of Analysis / /lata ananusa: 16.09.2021

Date of Manufacture / JlaTa nponsBoacrsa : Aug-2021

Date of Expiry / Cpok roanoctu : July-2026

Analysis performed according ND / Anamus nposeaen mo HJI: IT NOI 1252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, u3m. Ne 2 o1 23.09.2019)

4 |Disintegration /

PacnapaemocTb

12 minutes 37 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacTtBOpeHue

94% - 98%

93% - 99%

NLT 70% (Q) CisH1g02 (Ibuprofen)
dissolved in 30 minutes /
He meHee 70 % (Q)
(mbynpodeH) yepes 30 MUH

C13H1802

NLT 70% Q) CsHgNO2
(Paracetamol) dissolved in 30
minutes /

He meHee 70 % (Q) CsHoNO:2

(napaueTtamon) Yepes 30 MUH

6 |Related substances /
PoacTteeHHble npumecu

BDL (Disregard Area 6967)

Total impurities of Ibuprofen NMT
1.0% / Cymma npvmecen
néynpoceHa — He Gonee 1,0 %

0.0001% 4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHobeHon (npumech
napaueTtamona) — He 6onee 0,005%

7 |Water/Boga 15% Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
Ilpumeuanne: [Tpoaykr cootBeTcTBYeT TpebopanuaM HJI

Opinion : APPROVED
Zaxmouenue: OJJOBPEHO

Prepared by /
IToaroroBiieHo:
Pardeep Kumar

==

-

Checked by /
IIpoBepeHo:
Himesh Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep /
PykoBoautenn

Kusum Lata

Print Date:
Jara: 16.09.2021

Print Date:
Hara: 16.09.2021

Print Date:

Jara: 16.09.2021

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
www.drreddys.com

CEPTH®UKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6yknuu®, Ta61eTKH, NOKPBITHIE 1eHOYHOM 060101KO0M, 400mMr + 325Mr

Batch No / Cepust Ne : V2101542

Batch Quantity / O0beM mapTiy :
727.500 Kg

Analytical Report No / AnannTudecknii orger Ne :
890001544778, 890001544727

Date of Analysis / laTa ananuza: 16.09.2021

Date of Manufacture / JJata npon3Boactsa : Aug-2021

Date of Expiry / Cpox rogsocts : July-2026

Analysis performed according ND / Ananu3 nposeaen no HJ: [T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

8

Microbial limits /
Mukpobuonoruyeckas
yuctoTa

a) Total aerobic
microbial count /
OobLwee yncno
a3pobHbIX
MUWKPOOPraHU3mMoB

b) Total combined
yeasts and mould
count / ObLee 4ncno
OPONCKEBBIX U
nnecHeBbIX rpubos

c) E. coli

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

Less than 5 CFU/g /
MeHee 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 / OTcyTcTBMNE B
ir

Remarks : The Product conforms to ND/
Ipumeuanue: [Tpoaykr coorercTByeT Tpebosanuam HJI

Opinion : APPROVED
Zakmouenue: OJOBPEHO

JaTta: 16.09.2021

Jata: 16.09.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[JoarotosieHo: IIposepeHo: Onobpeno: Menemxkep /
Pardeep Kumar Himesh Kumar PyxoBoauTens
E ] == Kusum Lata W
Print Date: Print Date: Print Date:

Hara: 16.09.2021
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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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6yxann®, TabneTKu, NOKPLITHIE NJIeHoYHOoH 0005104KO0ii, 400mr + 325mr

Batch No / Cepusi Ne : V2101542

Batch Quantity / O0bem mapTus :
727.500 Kg

890001544778, 890001544727

Analytical Report No / AnanaTrHueckuii otuer Ne :

Date of Analysis / Jlata ananusa: 16.09.2021

Date of Manufacture / lata npomsojacrea : Aug-2021

Date of Expiry / Cpok roanocts : July-2026

Analysis performed according ND / Anaau3s nposeaen no HJI: [T NO11 252/01-110717 (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 /
/ OpgHopoAHOCTb 2.2 MokasaTenb npremnemocTy (AV)
003upoBaHns OomkeH obITb He bonee 15,0.
Ibuprofen /
noynpodoeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.8 MokazaTenb npvemnemoctu (AV)
napaueTamon JormxeH ObiTb He Gonee 15,0.
10 |Assay/ 392.7 mg 360 to 440 mg of Ci3H102
KonnyecTteeHHoe (Ibuprofen) per tablet /
onpepeneHne OT 360,0 mr oo 440,0 mr Ci3H1502
(nbynpodbeH) B TabneTke
321.80 mg 2925 to 357.50 mg of CgHoNO:
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CsHgNO:>
(napaueTtamon) B TabneTke

Remarks : The Product conforms to ND/

Ipumeuanue: [IpoaykT cooTsercTByeT TpedoBanuam HJT

Opinion : APPROVED
3akmouenue: OJJOBPEHO

<

—_—

Prepared by / Checked by /
[ToarorosieHo: [poBepeHo:
Pardeep Kumar Himesh Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep /
PykoBoautens

Kusum Lata

Print Date: Print Date:

Hata: 16.09.2021 Hara: 16.09.2021

Print Date:

Hara: 16.09.2021
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Dr.Reddy’s ":’

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
www.drreddys.com

CEPTHOUKAT AHATH3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6yKkaun®, TabaeTky, NOKPBITHIE M1eHo4HOol 060104K0i, 400mr + 325mr

Batch No / Cepus Ne : V2101542

Batch Quantity / O0bem mapTuu :
727.500 Kg

890001544778, 890001544727

Analytical Report No / AnannTayecknii oryer Ne :

Date of Analysis / {aTa ananu3a: 16.09.2021

Date of Manufacture / Jlata npon3BojcTsa : Aug-2021

Date of Expiry / Cpok rognoct : July-2026

Analysis performed according ND / Anaaus nposeaen no HA: [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, n3m. Ne 2 ot 23.09.2019)

11 | Package / YnakoBka |10 tablets in PVC/AI blister. |10 tablets in PVC/Al 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 8 |B MBX/Al 6nuctep. Mo 1, 2 unm 20
MBX/Al 6nuctep. Mo 1 ONNCTEPOB B NaYKy KAPTOHHYHO
GrnmcTepy B navky BMeECTe C MHCTPYKLMen nNo
KapTOHHYIO BMECTE C MPUMEHEHMIO.

WHCTPYKUMEN Mo
NMPUMEHEHMIO.

12 | Labeling / MapknpoBka | According to ND / B cootseTcTeuu ¢ HJ
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue Mpu Temnepatype He Boie 25 °C.

14 | Shelf life / Cpok 5 years /5 net

rogHoCTH

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoaykT cootBeTcTBYET TpeboBanusm HJL

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Jata: 16.09.2021

Jata: 16.09.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[TogroroBneHo: [IposepeHo: Onobpeno: Menenxep /
Pardeep Kumar Himesh Kumar PykoBoauTens
d-”:: Kusum Lata
- - "y
Print Date: Print Date: Print Date:

Jara: 16.09.2021
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