Dr.Reddy’s €3¢

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

CEPTHOHUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykann®, TabieTkH, NOKPBITHIE J1eHO4HOH 060104KOH, 400mr + 325mMr

Batch No / Cepust Ne : V2200278

Batch Quantity / O6bem napTuu :
776.00 Kg

Analytical Report No / AHannTuyecknii ordger No :
040001521968, 890001573687

Date

of Analysis / laTa anann3a: 16.02.2022

Date of Manufacture / Jlata npon3soacrsa : Jan-2022

Date

of Expiry / Cpox rognocts : Dec-2026

Analysis performed according ND / Ananus nposenen mo HJI: ITNO1 1252/01-110717 (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)

S. Test
No

Result

Specification

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

film-coated one-side scored
tablets;
on cross section- white core /

Tabnetkun KarcynosugHom
dopmbl, MOKPbITLIE
MIeHOYHON 000ono4Kkom

OpaHXeBOro UBeTa, C pUCKOi
Ha OJHOM CTopoHe;, Ha
nornepeyHom paspese — A4po
Oenoro upeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTks KancyrnoBWOHON
bopMbl,  MOKPbITbIE  MIIEHOYHOW
060M0YKON OpaHXKeBOro LUBeTa, €
pUCKOW Ha OAHOW CTOpOHE; Ha
rnonepedHom paspese —  AApO
©enoro unn no4tn 6enoro LBeTa

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoayKT COOTBETCTBYET tpebosanmsam HJI

Opinion : APPROVED
3akmiouenne: OJOBPEHO

Prepared by /
[ToaroTtoByeHo:
Pardeep Kumar

o]

— R

-

Checked by /
[IposepeHo:
Himesh Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxkep /

PyxoBoaurtens W’
U

Manoj Kumar

Print Date:
Jarta: 16.02.2022

Print Date:
Hara: 16.02.2022

Print Date:

Jata: 16.02.2022

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

CIN: L85195AP1984PLC004507
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

CEPTHO®UKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noykanu®, TabeTKH, NOKPbIThIE IJIeHO4YHO# 060104K0i, 400Mr + 325Mr

Batch No / Cepust Ne : V2200278

Batch Quantity / O6bem napTus :
776.00 Kg

040001521968, 890001573687

Analytical Report No / AHAITUTHYECKHii 0T4eT No :

Date of Analysis / [laTa anamuza: 16.02.2022

IDate of Manufacture / JlaTa npou3soacTsa : Jan-2022

Date of Expiry / Cpoxk roanoctu : Dec-2026

Analysis performed according ND / AHa;1u3 NpoBe/eH 10 HJI: TINO011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, nsm. Ne 2 ot 23.09.2019)

2 Identification /
MNoannHHOCTD

a) Complies as prescribed/
B cooTBETCTBUU C
onucaHnem

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 yAgepXuBaHus OCHOBHBIX
nnKoB Ha XpomaTorpamme
ncnbiTyemoro  pacTteopa  AOSDKHbI
COOTBETCTBOBATb BpemMeHam
yAaepKusBaHuA MUKOB Ha
XpomaTorpammve pacTtsopa
cTaHAapTHbIX obpasuos
ubynpoceHa 1  napaueTamona
(pazgen «KonnuecteeHHoe
onpeaenexHue»)

3 |Average weight and
mass uniformity /
CpegHss macca U
OQHOPOJHOCTb MO
macce

L

973.0 mg

940,9 mg to
(970,0 mg = 3,0 %) /
Ot 9409 wmr po
(970,0 mr £ 3,0 %)

999,1 mg

9991 wr

18/20 tablets — NMT + 5% /
18/20 Tabnetok — He Gonee + 5 %
2/20 tablets — NMT + 10% /
2/20 TabneTtok — He 6onee + 10 %

Remarks : The Product conforms to ND/
Mpumeuanne: [IpojyKT COOTBETCTBYET TPEOOBAHMAM HI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by /
[ToaroroseHo:
Pardeep Kumar

P =

N

Checked by /
ITpoBepeHo:
Himesh Kumar

Approved by: Manager/Executive /
Ono6peno: Menemiep /
PyKOBOAHTEND )
Manoj Kumar Y

Print Date:
Hara: 16.02.2022

Print Date:
IMara: 16.02.2022

Print Date:
Iara: 16.02.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTHOHUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykana®, TaGneTKH, NOKPHITHIE IIEHO4HOH 060/104KOH, 400Mmr + 325mr

Batch No / Cepusi Ne : V2200278

Batch Quantity / O6beM NapTHH :
776.00 Kg

040001521968, 890001573687

Analytical Report No / AHamuTHYecKHi oTueT Ne :

Date of Analysis / lata ananmsa: 16.02.2022

Date of Manufacture / Jata nponssojacrsa : Jan-2022

Date of Expiry / Cpox roanoct : Dec-2026

Analysis performed according ND / Ananus nposeaen o HJI: IINO1 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. No 2 ot 23.09.2019)

4 |Disintegration /
PacnapgaemocTtb

10 minutes 15 seconds

Not more than 30 minutes /
He 6onee 30 MuH

5 |Dissolution /
PacTteopeHue

102% - 103%

98% - 101%

NLT 70% (Q) Ci3H:eO2 (Ibuprofen)
dissolved in 30 minutes /

He meHee 70 % (Q) Ci3H102
(nbynpodpeH) yepes 30 MUH

NLT 70% Q) CegHgNO2
(Paracetamol) dissolved in 30
minutes /

He wmeHee 70 % (Q) CsHgNO:

(napaueTtamon) Yepe3s 30 MUH

6 |Related substances/
PoacTteeHHble NpumMmecH

0.03%

0.0001%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecei
néynpocpeHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amvHodeHon (npumech
napaueTtamona) — He 6onee 0,005%

7 |Water/ Boga

1.2%

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

Remarks : The Product conforms to ND/
M pumeuanne: [IpoaykT coorseTcTBYET Tpebosanusam HJT

Opinion : APPROVED
3akaouenue: OJJOBPEHO

Prepared by /
[ToarorosneHo:

Pardeep Kumar
£

~—

Checked by /
[IposepeHo:
Himesh Kumar

Approved by: Manager/Executive /
Opo6peHo: Menemxep /

Pykosongurens \—M

Manoj Kumar

Print Date:
Hara: 16.02.2022

Print Date:
Jata: 16.02.2022

Print Date:
Jlara: 16.02.2022

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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e °® Formulaticn Unit-6

Dr. Reddy s '. Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUO®HUEKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykaun®, TabaeTKH, HOKPBLIThIE nJ1eHo4YHoil 06004K0it, 400Mr + 325mr

Batch No / Cepusi Ne : V2200278 Batch Quantity / O0bem napTuu :
776.00 Kg
Analytical Report No / AHaIHTHYECKHi 0TYET Ne: Date of Analysis / laTa ananu3sa: 16.02.2022

040001521968, 890001573687

Date of Manufacture / Jata npon3soictsa : Jan-2022 | Date of Expiry / Cpok roaHocTh : Dec-2026

Analysis performed according ND / Ana/iu3 nNpoBeJeH no HJI: 11 NO011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ n3m. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

8 |Microbial limits /
Mukpobuonoruyeckas
yucToTa

a) Total aerobic Less than 10 CFU/g/ Not more than 1000 CFU/g /
microbial count / MeHee 10 KOE/r He 6onee 1000 KOE/r
O6Lyee uncno
aspobHbIX
MUKPOOPraHn3MoB

b) Total combined Less than 5 CFU/g / Not more than 100 CFU/g /
yeasts and mould MeHee 5 KOE/r He 6onee 100 KOE/r
count / Obwee uucro
OPOMNOKEBbIX U
nnecHeBbix rpnbos

Absent / OTcyTcTBYET Shall be absent in 1g / OTcyTCcTBME B
c) E. coli 1r
Remarks : The Product conforms to ND/ Opinion : APPROVED
TIpumeuanne: [lpoaykT coorsercTayet TpeGopanmsim HI[ | 3aKmoyenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToAroToBIEHO: [TpoBepeno: Ono6peno: MeHenxep /
Pardeep Kumar Himesh Kumar PykoBoautens _
—— DS//'D Manoj Kumar bM/
Print Date: Print Date: Print Date:
Iara: 16.02.2022 Jara: 16.02.2022 Jarta: 16.02.2022
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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 : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6yKkann®, TabaeTKH, TOKPLIThIe IIEH04HOi 060/104KOi, 400mr + 325mr

Batch No / Cepus Ne : V2200278

Batch Quantity / O0bem mapTHH :
776.00 Kg

Analytical Report No / AHanaTu4decKkuii oTyer Ne :
040001521968, 890001573687

Date of Analysis / laTa ananu3za: 16.02.2022

Date of Manufacture / JaTa nponssoacrea : Jan-2022

Date of Expiry / Cpok rognocts : Dec-2026

Analysis performed according ND / Anamus nposenen no HJI: ITNOI 1252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ n3m. 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 /
/ OgHopoAHOCTb 1.1 MokasaTenb npvemnemoctyn (AV)
[,03UpoBaHusA AOrmKeH ObITb He Gonee 15,0.
Ibuprofen /
nbynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.1 MNoka3zaTenb npvemmnemocTun (AV)
napaueTtamon JormxeH bbiTk He 6onee 15,0.
10 |Assay/ 406.6 mg 360 to 440 mg of CiH02
KonuuecteeHHoe (Ibuprofen) per tablet /
onpepenexve OT 360,0 mr go 440,0 mr Ci3H1g02
(ubynpocbeH) B Tabnetke
324.89 mg 2925 to 357.50 mg of CgHoNO:
(Paracetamol) per tablet /
Ot 292,5 mr no 357,5 mr CgHgNO2
(napaueTtamon) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [TpoaykT cootseTcTByeT TpeGosanusam HJI | 3akmouenue: OTOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: [pogepeHo: Ono6peno: Menemxkep /
Pardeep Kumar ,L_/ Himesh Kumar Pyxoronutens

=t (__)l_’/_/—:—_) Manoj Kumar @wﬂ/@
Print Date: Print Date: Print Date:
Hata: 16.02.2022 Jata: 16.02.2022 Hata: 16.02.2022
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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 : +91 98166 56001-02

CERTIFICATE OF ANALYSIS  www.drreddys.com

CEPTHOHKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykauu®, TabieTKH, NOKPLITHIE IeHOYHOH 060104K0i, 400Mr + 325Mr

Batch No / Cepus Ne : V2200278 Batch Quantity / O6bem naprTun :
776.00 Kg

Analytical Report No / AHanuTHYecKkuii oTyeT Ne : Date of Analysis / laTa ananm3za: 16.02.2022

040001521968, 890001573687

Date of Manufacture / Jlata nponssoacrtia : Jan-2022  |Date of Expiry / Cpok rogsoctd : Dec-2026

Analysis performed according ND / Ananus nposeaen o HJI: I1 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)

11 | Package / YnakoBka

10 tablets in PpVC/Al
blister. 1 blister and a
patient information leaflet in
a carton. / o 10 TabneTok
B MBX/Al 6nuctep. Mo 1
onmcTepy B navky
KapTOHHYIO BMECTE C

10 tablets in PVC/AI blister. 1, 2 or
20 blisters and a patient information
leaflet in a carton. / Mo 10 TabneTok
B MBX/Al 6nuctep. Mo 1, 2 unu 20
6nmcTepoB B Nayky KapTOHHYLO
BMECTE C UHCTPYKLUMEN Mo
NMPUMEHEHMUIO.

WHCTpYKLUMEN no
NPUMEHEHUIO.
According to ND / B cootseTcteum ¢ Hll

At temperature not more than 25 °C. /

12 | Labeling / MapkupoBka
13 | Storage conditions /

XpaHeHve Mpu Temnepatype He Bbile 25 °C.
14 | Shelf life / Cpok 5 years /5 net
rogHoCcTu

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeaanue: [Ipoaykt cooTseTcTByeT TpeGosanusm HJI | 3akmouenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTorneHo: [IpoBepeHo: Ono6peno: Menemxep /
Pardeep Kumar Himesh Kumar PyxoBoautenn ' )

/ = : . 2‘“"’ )

7 1{’—‘ M Manoj Kumar a}p_J)
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