Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

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

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Ho6ykaun®, TabaeTKH, NOKPLITHIE 1eHO4HOH 060/104K0ii, 400mr + 325mr

Batch No / Cepusa Ne : V2200389

Batch Quantity / O6bem nmapTum :
727.500 Kg

Analytical Report No / AHanmuTH4yecknii oruer Ne :
040001534539 890001577510

Date of Analysis / laTa ananusa: 10.03.2022

Date of Manufacture / Jlata nponssosacrea : Feb-2022

Date of Expiry / Cpok rognocts :Jan-2027

Analysis performed according ND / Anaau3 nposeaen mo HJ[: [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)

S. Test
No

Result

Specification

1 |Description / OnucaHue

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

tablets;

on cross section- white core /
TabneTkm  kancynosuaHowu
thopmbl, NoKpbITbIE
nneHoYHON obonoukoti
OpaHXeBoro LiBeTa, C PUCKON
Ha OAHOW CTOpOHe; Ha

nonepevyHom paspese — a4p0
Genoro ugeTa

coated

core /
dhopmMbl,

puUcKo

nonepevHom
Henoro unu noyTn Genoro useTa

Capsule-like orange-coloured film-

one-side scored tablets;

on cross section- white to off-white

TabneTtkn KancynosugHown
NoKpbITEIE  NMEHOYHON

0BOMO4KON OpaHXeBoro LUseTa, C

Ha OfHOW CTOpPOHE;
paspese —

Ha
AApPO

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoayxt cooTBeTcTBYET TpeboBanusm H|

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by /
IloarotoBneHo:

Naresh Kumar @

Print Date:
Hara: 10.03.2022

Checked by /
IIposepeHo:
Pardeep Kumar

g

o

Pyxogo

Abhishek Chauhan /

Approved by: Manager/Executive /
Ono6peHo: Menemxep /

JUTCIIb f

y

Print Date:
Hata: 10,03.2022

Print Date:
Hara: 10.03.2022

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':'

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

CEPTHO®UKAT AHAJIM3A

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

M6y iun®, Ta6IeTKH, HOKPLITHIE IIEHO4HOI 060J104K0i, 400Mr + 325Mr

040001534539 890001577510

Batch No / Cepus Ne : V2200389 Batch Quantity / O0bLemM NapTHH :
727.500 Kg
Analytical Report No / AHaauTH4ecKuii oT4yeT Ne : Date of Analysis / laTa anaausa: 10.03.2022

Date of Manufacture / lata nponssoactsa : Feb-2022 | Date of Expiry / Cpok rogsoctn :Jan-2027

Analysis performed according ND / Auannu3 nposegen no BJI: [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, usm. Ne 2 ot 23.09.2019)

2 Identification / a) Complies as prescribed/
MoanwuHHOCTL B cooTBeTCcTBUN C
onucaHvem

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 yaepXvBaHWUS OCHOBHbIX
nnKoB Ha Xpomarorpamme
MCMbITYEMOro  pacTteopa  AOJDKHbI
COOTBETCTBOBATL BpemMeHaMm
yaepXuBaHus MUKOB Ha
XpomaTorpammve pacTBopa
cTaHZapTHbIX o0pasuoB
nbynpodeHa 1  napauetamona
(pasgen «KonnyecteeHHoe
onpeneneHne»)

3 |Average weight and 967.6 mg
mass uniformity /
CpepHast macca 1
OfHOPOJHOCTbL MO
mMacce

940,9 mg to 9991 mg
(970,0 mg + 3,0 %) /

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

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

Remarks : The Product conforms to ND/
Tpumeuanue: [IpoayKT cooTBeTCTBYET TpebopaHuam HJ

Opinion : APPROVED
Zaxmnouenue: OJOBPEHO

Prepared by / Checked by /
[ToarotoBieHo: [poBepeHo:

Naresh Kumar @ Pardeep Kumar 0{2
=

Approved by: Manager/Executive /
Opobpeno: Menemxep /
PyxoBoautens Cf\

Ahhishek Chauhan |

Print Date: Print Date:
Jara: 10.03.2022 Hara: 10.03.2022

Print Date:
JHara: 10.03.2022

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




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

CEPTHOHUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6yxaau®, TaG1eTKH, MOKPhIThie IIEHOYHOH 0060.J10uK0it, 400Mr + 325Mr

Batch No/ Cepusi Ne :

V2200389

Batch Quantity / O0bem mapTun :
727.500 Kg

Analytical Report No / AHanmuTHYecKnii or4yeT Ne :
040001534539 890001577510

Date of Analysis / lata ananusza: 10.03.2022

Date of Manufacture /

Jata npoussoactea : Feb-2022

Date of Expiry / Cpox roguocty :Jan-2027

Analysis performed according ND / Anaiu3 npoBeJieH 1o H: I1N011252/01-110717 (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)

4 |Disintegration /

PacnagaemocTtb

07 minutes 42 seconds

Not more than 30 minutes /
He 6onee 30 MuH

5 |Dissolution /
PactesopeHue

95% - 98%

98% - 102%

NLT 70% (Q) C13H1s02 (Ibuprofen)
dissolved in 30 minutes /

He meHee 70 % (Q) CiHi02
(m6ynpodpeH) yepes 30 MuH

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

He meHee 70 % (Q) CgHoNO:

(napaueTamon) yepes 30 MUH

6 |Related substances /
PopacreeHHbIEe Npumech

BDL

0.0001%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
néynpocpera — He bonee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amnHobeHon (npumeck
napaueramona) — He 6onee 0,005%

7 |Water/Bopa

1.4 %

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

Remarks : The Product conforms to ND/
Ipumeyanue: [IpoyKT COOTBETCTBYET tpebopanusam HJI

Opinion : APPROVED
3axmouenne: OJJOBPEHO

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

[ToaroTosneHo: [IpoBepeHo: Onobpeno: MeHemkep

Naresh Kumar Q/ Pardeep Kumar OL Pykosoaurens X
e Abhishek Chauhan

Print Date: Print Date: Print Date:

Hara: 10.03.2022 Hara: 10.03.2022 Jlara: 10.03.2022
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Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS

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

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

www.drreddys.com

CEPTUGUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NG6ykanH®, TabeTKH, NOKPBIThbIE IJIeHo4Hoil 000104K0M, 400Mr + 325Mr

Batch No / Cepust Ne : V2200389

Batch Quantity / O6beM HapTHH :
727.500 Kg

040001534539 890001577510

Analytical Report No / AHa/MTHYeCKHH 0T4eT Ne :

Date of Analysis / Jlata ananusa: 10.03.2022

Date of Manufacture / Jlata npon3sosicTsa : Feb-2022

Date of Expiry / Cpok roguoctn :Jan-2027 .

Analysis performed according ND / Ananns n
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 oT 06.09.2018, u3m. Ne 2 ot 23.09.2019)

posenen mo HJI: [T N011252/01-110717 (amend Ne 1 from

*8 |Microbial limits /
Mukpobuonornyeckas
ynctoTa

a) Total aerobic
microbial count /
O6Lwee 4ncno
aspobHbIX

MWKPOOPraHnsMoB

b) Total combined
yeasts and mould
count / O6uwee yncno
OPOMNOKEBbLIX U
nrecHesbIX rpubos

c) E. coli

Less than 10 CFU/g/
Menee 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/ Opinion : APPROVED
Ipumeuanue: [ponykr coorsercTayet Tpebosanusm HIL 3axmouenne: OHOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToAroTOBNIEHO: [TpoBepeHo: Ono6peno: Menexep /
Naresh Kumar @/ Pardeep Kumar ;I PyxoBoaurens /

— Abhishek Chauhan / (
Print Date: Print Date: Print Date:
Iara: 10.03.2022 Jata: 10.03.2022 Jara: 10.03.2022

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
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Dr. Reddy's Laboratories Ltd.
Formuiation 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

CEPTHOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HU6yxkaHH®, TabaeTKH, IOKPBIThIE nieHo4Hoi 060a04Koi, 400mMr + 325mr

Batch No / Cepust Ne : V2200389

Batch Quantity / O6beM napTuu :
727.500 Kg

Analytical Report No / AHaIMTHYeCKHii 0TYeT No :
040001534539 890001577510

Date of Analysis / Jlata ananm3sa: 10.03.2022

'Date of Manufacture / JlaTa nponseojicTea : Feb-2022

Date of Expiry / Cpok roasocti :Jan-2027

Analysis performed according ND / AHajin3 npoBe/ieH 1o 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, n3m. Ne 2 o1 23.09.2019)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /

/ OpHopoaHoOCTh 21 Moka3zaTernb npuemnemocTtt (AV)

[031poBaHusA pomkeH 6biTb He 6onee 15,0.

Ibuprofen /

nbynpodeH Acceptance value (AV) should be
not more than 15.0 /

Paracetamol / 1.5 MokazaTens npuemnemoctu (AV)

napaueramon JOMmKeH bblTb He Bonee 15,0.

10 |Assay/ 391.9 mg 360 to 440 mg of Ci3H102
KonudecTteeHHoe (Ibuprofen) per tablet / ‘
onpeaeneHne Ot 360,0 mr ao 440,0 mr Ci3H1O2

(nbynpocbeH) B Tabnetke

324.63 mg 2025 to 357.50 mg of CgHsNO-
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CgHoNO:
(napaueTtamorn) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [poaykt coorsercTayeT Tpedosatisim HJL 3axmouenne: OHOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToAroToBJIEHO: [TpoBepeHo: Opobpeno: MeHemxkep
Naresh Kumar (p( Pardeep Kumar ( PyxoBoauTenb )

P Abhishek Chauhan
Print Date: Print Date: Print Date:
Jlara: 10.03.2022 Iata: 10.03.2022 Jlata: 10.03.2022

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
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Dr.Reddy’s Q':’.

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykaun®, Ta6aeTKH, MOKPLITHIE IUIEHOMHOH obonouxoit, 400mr + 325mMr

Batch No / Cepust Ne : V2200389

Batch Quantity / O6bem napru :
727.500 Kg

040001534539 890001577510

Analytical Report No / AHannTu4eckuii orger Ne :

Date of Analysis / [laTa anaauza: 10.03.2022

Date of Manufacture / Jlata nponsBoacrsa : Feb-2022

Date of Expiry / Cpok roanocts :Jan-2027

Analysis performed according ND / Ananu3s nposejieH mno HJI: T1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, wizm. Ne 2 ot 23.09.2019)

11 | Package / Ynakoska |10 tablets in PpVC/AI 10 tablets in PVC/AI blister. 1, 2 or
blister. 1 blister and a 20 blisters and a patient information
patient information leafletin |leaflet in a carton. / Mo 10 TabneTok
a carton. / Mo 10 Tabnetok  |B MBX/Al 6niucTep. Mo 1, 2 unu 20
B MBX/Al 6nuctep. Mo 1 BrMcTepOB B MaYvKy KapTOHHYHO
6nucTepy B navky BMECTE C UHCTpyKUnen no
KapTOHHYIO BMECTe C NPUMEHEHWIO.

WHCTPYKUWEN 1o
NPUMEHEHWIO.

12 | Labeling / MapkupoBka | According to ND / B cootsetcTanu ¢ HI
13 | Storage conditions / At temperature not more than 25 °C./
XpaHeHue Mpw TemnepaType He Bbiwe 25 °C.

14 | Shelf life / Cpok 5vyears / 5 net

rogHoCTH

Remarks : The Product conforms to ND/ Opinion : APPROVED

Tpumeuanne: [IponykT cooTBeTCTBYeT Tpedosanusm HI[ | 3aKmouenue: OJOBPEHO

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

[ToarotoBneHo: [IposepeHo: On06peno: MeHemKep /

Naresh Kumar @ Pardeep Kumar f PykoBoautens LL
]~ | Abhishek Chauhan | (

Print Date: Print Date: Print Date:

Tlara: 10.03.2022 Iara: 10.03.2022 Jata: 10.03.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
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