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

CEPTHO®UKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykanu®, TabaeTky, HOKPLIThIE IJIEHOUHOM o6on0ukoii, 400mr + 325mr

Batch No / Cepusi Ne : V2201396

Batch Quantity / O6bem napruu : 776.0Kg

Analytical Report No / Ananuradeckuii orer Ne :
040001607630, 890001604137

Date of Analysis / JaTa anaausa: 30.07.2022

Date of Manufacture / Jlata nponssojctsa : Jul-2022

Date of Expiry / Cpok roanocry :Jun-2027

Analysis performed according ND / Ananus nposeJeH no HJI: TIN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.(_)9.2019/ w3m. No 1 ot 06.09.2018, u3m. Ne 2 or 23.09.2019)

S. Test
No

Result

Specification

1 |Description / Onucanune

tablets;
TabneTtkn
dopwmbl,
NIeHOoYHOWN

Ha OZHOWN

Oenoro ueeTa

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

scored iablets;
on cross section- white to off-white

on cross section- white core /|core /| TabneTkn KancynoBWAHOW
KancynoBuaHon|popmbl,
NoKpbIThle|060M0YKON OpaHxeBoro LUBeTa, C
0BOSOUKOM |pUCKON Ha OfHOW CTOpOoHEe; Ha
OpaHXeBOoro LBETa, C PUCKON|nonepe4Hom

MOKPbITbIE  MIIEHOUHOW

paspese — AApo

cTopoHe; Ha|6Benoro unu nouty Genoro Ligeta
nonepe4yHom paspese — A4po

Remarks : The Product conforms to ND/
Hpumeuanue: [IpoayKT COOTBETCTBYET TpeOOBAHMAM H]T

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTosJeHo: IIpoeepeno: Himesh Kumar | Ono6peso: MeHekep /
Pardeep Kumar Ci_, C/L/,;‘ PykoBoautens :Manoj Kumar
ps ; ' .!L_)I_u?(r/ u /
Print Date: Print Date: Print Date:
Jarta: 30.07.2022 Hara:30.07.2022 Tara: 30.07.2022

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

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

CERTIFICATE OF ANALYSIS R s ey

CEPTHOHKAT AHAJIM3A

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

NOykanH®, TabaeTKku, HOKPbIThIE nJeHo4Hoii 060a09K0il, 400Mr + 325mr

Batch No / Cepus Ne : V2201396 Batch Quantity / O6bem naprun : 776.0Kg

040001607630, 890001604137

Analytical Report No / AHanuTH4eckuii or4er Ne : Date of Analysis / [laTa anaamsa: 30.07.2022

Date of Manufacture / Jlata npoussojcrsa : Jul-2022 Date of Expiry / Cpok rogaocru :Jun-2027

Analysis performed according ND / Ananu3s nposejeH no HJ: [1N011252/01-110717 (amend Ne 1 from
26.09.2013. amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

2 Identification / a) Complies as prescribed/
MoannHHOCTE B cooTBetcTBUN C
onucaHmem

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 yOepXuBaHUsA OCHOBHbIX
NnKoB Ha XpomaTorpamme
ucnblITyemoro  pacTteopa  JONXKHbI
COOTBETCTBOBATH BpeMeHaMm
yAepXusaHna M1KOB Ha
Xpomarorpamme pacTsopa
CTaHOapTHbLIX ob6pasuos
nbynpocpeHa v  napaueTamona
(paspen «KonunuecteeHHoe
onpepeneHue»)

3 |Average weight and 975.8mg
mass uniformity /
CpepnHssa macca K
OJHOPOAHOCTL MO
macce

Complies /cooTBeTCTBUM C

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

Or 9409 wmr pmo 9991 wr
(970,0 mr + 3,0 %)

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

Remarks : The Product conforms to ND/
I pumeuanue: [Ipoaykr coorsercTryeT Tpedosanmam H/L

Opinion : APPROVED
3akmaouyenne: OJJOBPEHO

Approved by: Manager/Executive /
Ono6peto: Menemxkep /
Pykogoautens :Manoj Kumar

Prepared by / Checked by /
[ToaroToBneHo: [Mposepeno: Himesh Kumar
Pardeep Kumar j_/

(-
Print Date: Print Date:
ata: 30.07.2022 Hara:30.07.2022

h :gfi"-ic’ ; /‘— t
Print Date:

Jlata: 30.07.2022
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Qe Dr. Reddy's Laboratories Ltd.
.. Formulation Unit-6
s Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
S —— Tel - +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUD®UKAT AHAJIN3A

Dr.Reddy’s ‘

Product : Ibuclin, film-coated tablets 400 mg + 325 mg - T
N6yxnna®, Tabaerky, NOKPLIThIC UieHouHO# 060104K0il, 400Mr + 325mr
Batch No / Cepust Ne : V2201396 Batch Quantity / O0beM napTHH : 776.0K g

Analytical Report No / AnamuTuuecknii oraer No : Date of Analysis / [lata anajan3a: 30.07.2022
040001607630, 890001604137 |

Date of Manufacture / JlaTa npou3sBoAcTBa Jul-2022 Date of Expiry / Cpok roaHocT :Jun-2027
Analysis performed according ND / Ananu3 npoBeA¢H 00 HJI: T1NO011252/01-1 10717 (amend Ne 1 from
0_6.0&20_1F8,_mr@d_1\1'92_fr0m 23.09.2019/ u3m. No 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

4 |Disintegration / 12 minutes 00 seconds Not more than 30 minutes /
PacnapaemocTs He Gonee 30 MuH

5 |Dissolution / 98% - 101% NLT 70% (Q) CiaH1sO: (Ibuprofen)
PaCTBOpeHVle dissolved in 30 minutes /

He meHee 70 % (Q) CisH1sO2
(uGynpodpeH) Hepes 30 MuH

NLT 70% Q) CsHoNO2
97% - 100% (Paracetamol) dissolved in 30
minutes /

He menee 70 % (Q) CeHoNO:2
(napaLeTamor) Hepes 30 MuH

6 |Related substances / 0.05% Total impurities of |buprofen NMT
PopacTeeHHbie npumecn 1.0% / Cymma npumecei
nbynpodpera — He Gonee 1,0 %
0.0001% 4-aminophenol (Paracetamol

impurity) NMT 0.005% /
4-amuHodpeHon (npnmech
napateramona) — He 6onee 0,005%
7 |Water/Bopa 1.4% Not more than 5.0% /

, He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED

Mpumeyanne: [IpOYKT COOTBETCTBYCT Tpebopanism HJ | 3aKmotenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/E xecutive /

[ToAroTOBJICHO: [Iposepeno: Himesh Kumar OnobpeHo: Meemxep /

Pardeep Kumar C»L P | Pyxopoaurens :Manoj Kumar
e ' fmgutat

Print Date: Print Date: Print Date:

Jlara: 30.07.2022 Jlata:30.07.2022 Ilata: 30.07.2022

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: 185195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS

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

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

CEPTH®HKAT AHAJIH3A

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

HoykanH®, TabaeTKH, MOKPhIThIC nJ1eHo4Hoii 060104K0il, 400Mmr + 325Mr

]

Batch No / Cepus Ne : V2201396

Batch Quantity / O0hem napTHu : 776.0Kg

Analytical Report No / AnanuTuyecknii oruer Ne:

040001607630, 890001604137

Date

of Analysis / lata ananusa: 30.07.2022

Date of Manufacture / /lata npousBoacTsa : Jul-2022

Date

of Expiry / Cpok roaunoctu :Jun-2027

Analysis performed according ND / AHa/in3 npoBeieH o HJI: 11 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 01 23.09.2019)

Microbial limits /
MukpoGuonorudeckas
yuctoTa

a) Total aerobic
microbial count /
O6Lee yicno
a3pobHbIX
MUKpPOOpPraHn3moB

*8

b) Total combined
yeasts and mould
count / Obuiee uncno
APOXCKEBbIX U
nnecHeBbIX rprbos

c) E. coli

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

Less than 5 CFU/g /
MeHee 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 1g / OTcyTcTBUE B
1r

Remarks : The Product conforms to ND/
Ipumeuanue: [IpojlyKT COOTBETCTBYET Tpebosanuam HJ{

Opinion : APPROVED
Zaxmouenue: OJJIOBPEHO

Prepared by /
[ToarorosnieHo:
Pardeep Kumar

"

Checked by /
[Tposepeno: Himesh Kumar

]

Approved by: Manager/Executive /
Ono6peHo: Menemxep /
Pykopoautens :Manoj Kumar

.

Print Date:

Tara: 30.07.2022

Print Date:
Iara:30.07.2022

Print Date:
Jara: 30.07.2022
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D dd , ".o Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
@
r. Re y s . Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : 491 98166 56001-02
CERTIFICATE OF ANALYSIS e ——

CEPTHO®HUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
MOykauH®, TabaeTKN, MOKPHLIThIC MIEHOUHOH o6Gosnoukoii, 400mr + 325mr
Batch No / Cepus Ne : V2201396 Batch Quantity / O6sem napTuun : 776.0Kg

Analytical Report No / AHanuTHYeCKHii oT4yeT Ne : Date of Analysis / laTa anaau3a: 30.07.2022
040001607630, 890001604137
Date of Manufacture / Jlata nponussojcrsa : Jul-2022 Date of Expiry / Cpox rogsocts :Jun-2027
Analysis performed according ND / Auanus nposenen no HJ: [INO1 1252/01-110717 (amend Ne 1 from
|06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, u3zm. Ne 2 ot 23.09.2019)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OgHOpPOOHOCThL 1.4 MokasaTenb npvemnemoct (AV)
[o31poBaHus porpkeH 6biTe He Bonee 15,0.
Ibuprofen /
néynpodoeH Acceptance value (AV) should be
1.6 not more than 15.0 /
Paracetamol / MokasaTenb npuemnemocTt (AV)
napaugeTramon JomkeH bbiTe He Hornee 15,0.
10 |Assay/ 399.8 mg 360 to 440 mg of CisH102
KonnuecteeHHoe (Ibuprofen) per tablet /
onpeaeneHue OT 360,0 mr go 440,0 mr CiaH+O2
(nbynpocpeH) B Tabnetke
322.56 mg
2925 to 357.50 mg of CsHsNO:
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CgHoNO2
(napaueTtamon) B TabneTke
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [IpoayKT cooTBeTcTBYET Tpeboanusm HJ | 3aKmouenne: OJAOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosieHo: ITposepeno: Himesh Kumar | OnoGpeno: Menemxep /
Pardeep Kumar ( PykoBoauress :Manoj Kuu*;ar
Print Date: Print Date: Print Date:
Hara: 30.07.2022 Hata:30.07.2022 Jara: 30.07.2022
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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

CEPTUMPHKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
UoykiH®, TabaeTkH, NOKPLIThIE nJaeHo4Hoi 060109KOM

, 400mr + 325mr

Batch No / Cepust Ne : V2201396

Batch

Quantity / O0bemM mapTuu : 776.()Kg_

040001607630, 890001604137

Analytical Report No / AuanuTnyeckuii order Ne :

Date of Analysis / Jlata ananuza: 30.07.2022

Date of Manufacture / Jlata npousBogersa : Jul-2022

Date of Expiry / Cpok rogsocra :Jun-2027

Analysis performed according ND / Anaiu3 npoBeieH 1o
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, 13M. Ne 2 @?&.2019)__

HJI: 11 N011252/01-110717 (amend Ne 1 from

11 | Package / YnakoBka

10 tablets in PpVC/AI
blister. 1 blister and a
patient information leaflet in
a carton. / Mo 10 TabneTok
8 MBX/Al 6nucTep. Mo 1
BnucTepy B Naqky
KapTOHHYIO BMECTe C
VHCTPYKUMENn no

npUMeHeHUto.

10 tablets in PVC/Al blister. 1, 2 or
20 blisters and a patient information
leaflet in a carton. / Mo 10 TabneTtok
g MBX/Al 6nmnctep. Mo 1, 2 nnn 20
6rMcTepoB B Na4Ky KAPTOHHYIO
BMECTE C UHCTPYKLMen no
MPUMEHEHNIO.

12 | Labeling / MapkvupoBska

According to ND / B cooTBeTcTBUW C HO

13 | Storage conditions /

At temperature not more than

25°C./

XpaHeHue Mpu Temnepatype He Boiue 25 °C.
14 | Shelf life / Cpok 5years /5 net
rogHocTy

Remarks : The Product conforms to ND/ Opinion : APPROVED

Tpumeuanue: [IpoayKT COOTBETCTBYET TPEOOBAHHAM HJT | 3axmoyenne: OJJOBPEHO

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

[ToZiroToBiEHO: TIposepeno: Himesh Kumar Opo6peno: Menemkep /

Pardeep Kumar — \ - PykosoauTens :Manoj Kumar
T ) i -'}iw-z{:f.u_-/__ :

(hofleclh .,
Print Date: Print Date: Print Date:
Hara: 30.07.2022 Hata:30.07.2022 Jara: 30.07.2022
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