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 56001-6G2
www.drreddys.com

CEPTUDPUKAT AHAJIU3A

[Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykaua®, TabaeTKH, MOKPLITbIE INIEHOYHOIH 000104Ko0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2200148

Batch Quantity / O0bem napTuu :
727.500 Kg

Analytical Report No / AHauTH4yecknii order Ne :
890001570437, 890001570362

Date of Analysis / lata ananuza: 31.01.2022

Date of Manufacture / JlaTta npousBojacTsa : Jan-2022

Date of Expiry / Cpok rognocts : Dec-2026

Analysis performed according ND / Ananus nposexen no HJI: ITN011252/01-110717 (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)

S. Test
No

Result

Specification

1 |Description / OnucaHue

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

on cross section- white core /
Tabnetkn KarncynoBugHon
chopmet, NOKpbITbie
NAeHOYHON obonovkon
opaHXeBoro uBeTa, ¢ PUCKON
Ha OOHOM CTOpOHe; Ha
nonepe4YyHom paspese — AApo
Oenoro ugeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / Tabnetkm KancynosuaHom
opmbl,  NOKPbITbIE  MIIEHOYHON
000MOYKOl OpaHXeBOro LBeTa, C
pUCKO Ha OAHON CTOpPOHEe; Ha
nonepeyHom paspese — sA4poO
feroro unu noyTn benoro LueeTa

Remarks : The Product conforms to ND/
TIpumeuanue: ITponykT cooTseTcTBYeT TpeboBaHUAM H/J

Opinion : APPROVED
3akmouenue: ONOBPEHO

Hara: 31.01.2022

Hata: 31.01.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[TogrotoBieHo: IIporepeno: Ono6peHo: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoautens
c;‘ﬁ} M Pawan Kumar /%_/
Print Date: Print Date: Print Date:

JHata: 31.01.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUDHKAT AHAJIM3A

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

N6ykaun®, TabaeTkH, NOKPLITHIE MeH04Hoi 060/104K0MH, 400mr + 325mr

890001570437, 890001570362

Batch No / Cepusi Ne : V2200148 Batch Quantity / O0bem napTum :
727.500 Kg
Analytical Report No / AnanuTH4eckuit oT4er Ne : Date of Analysis / /lata ananu3a: 31.01.2022

Date of Manufacture / Jlara npoussozctsa : Jan-2022 | Date of Expiry / Cpox roanocrs : Dec-2026

Analysis performed according ND / Anann3 nposegen no HJI: ITIN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

2 Identification / a) Complies as prescribed/
NMoannHHOCTL B cooTBeTCTBUM C
onncaHuem

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 yaepxvMBaHUS OCHOBHbIX
NUKoB Ha Xpomartorpamme
UCNbITYeMOro  pacteopa  AOSKHbI
COOTBETCTBOBATH BpeEMeHam
yoepXKnBaHus MNKOB Ha
Xpomarorpamme pacTteopa
CTaHZapTHbIX obpasuos
nbynpodeHa ©  napauetramona
(pasgen «KonunuyectseHHoe
onpeaeneHne»)

3 |Average weight and 969.7 mg
mass uniformity /
CpepHsisi macca u
0OHOPOAHOCTL MO
macce

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 bonee £ 5 %
2/20 tablets — NMT + 10% /
2/20 TabneTok — He Gonee + 10 %

Remarks : The Product conforms to ND/
Ipumeyanne: [IpoaykT cooTBeTcTBYeT TpeboBaHusam HJL

Opinion : APPROVED
Zaxmouenue: OJIOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloaroroBieHo: [IpoBepeHo: Onob6peno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoauTens
Pawan Kumar
d | =T —
Print Date: Print Date: Print Date:
Jara: 31.01.2022 Jara: 31.01.2022 Hara: 31.01.2022

Registered Office: 8-2-237, 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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Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNo6yknna®, TabaeTKH, MNOKPBIThIE MJIEHOYHOI 000/104K0ii, 400Mmr, + 325Mmr

Batch No / Cepust Ne : V2200148

Batch Quantity / O0bem napTuu :
727.500 Kg

Analytical Report No / AHanuTu4eckuii oTuyeT No :
890001570437, 890001570362

Date of Analysis / /laTa ananu3za: 31.01.2022

Date of Manufacture / [laTa npousBoacTsa : Jan-2022

Date of Expiry / Cpok rogunocti : Dec-2026

Analysis performed according ND / Anasaus npoBegen no HJI: [TN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3M. Ne 1 ot 06.09.2018, u3am. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnapaemocTb

11 minutes 24 seconds

Not more than 30 minutes /
He 6onee 30 muH

S |Dissolution /
PacreopeHune

101% - 105%

100% - 106%

NLT 70% (Q) C13H1802 (Ibuprofen)
dissolved in 30 minutes /
He wmeHee 70 % (Q)
(néynpodcper) Yepes 30 muH

C13H1802

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

He meHee 70 % (Q) CgHoNO,

(napauetamon) vyepes 30 MuH

6 |Related substances /
PoacTeeHHbIe npumecu

BDL

0.0003%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
udynpocpeHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amnHoceHon (NpUMech
napaueTtamona) — He 6onee 0,005%

7 |Water/Bopa

1.3%

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

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipoaykr coorBeTcTByeT TpeboBaHusaM H]|

Opinion : APPROVED
3akarouenue: OJIOBPEHO

Jata: 31.01.2022

Jarta: 31.01.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroeneHo: [IpoBepeno: Onobpeno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoautenn
\ e Pawan Kumar
Qf-f = ~ /EY/
Print Date: Print Date: Print Date: '

Harta: 31.01.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
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Product : Ibuclin, film-coated tablets 400 mg + 325 mg
U6ykauH®, TabaeTKH, MOKPBITHIE MIeHO4HOk 060104KOi, 400mr + 325mr

Batch No / Cepus Ne : V2200148

Batch Quantity / O6bem napTus :
727.500 Kg

Analytical Report No / AnaauTH4eckuii oryer No :
890001570437, 890001570362

Date of Analysis / laTta ananusa: 31.01.2022

Date of Manufacture / Jlata npon3poacrsa : Jan-2022

Date of Expiry / Cpok roagnoctu : Dec-2026

Analysis performed according ND / Auanus nposegen no HJI: TIN011252/01-110717 (amend Ne 1 frem
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 /
Mukpobuonorudeckas
yncroTa

a) Total aerobic
microbial count /
O06wwee uncno
a3pobHbIX
MUKPOOPraHM3mMoB

b) Total combined
yeasts and mould
count / Obwwee yncno
OPOXOKEBbLIX U
nnecHesbIX 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/

IIpumeyvanue: [Tpoaykt cooTBeTcTBYET TpeboBanusm HJI

Opinion : APPROVED
3akirouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: ITpoBepeHo: Ono6peno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoautens
_p C:j/’p Pawan Kumar /g/
Print Date: Print Date: Print Date:

Jlata: 31.01.2022

Hata: 31.01.2022

Jara: 31.01.2022

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
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Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykanu®, TabaeTku, NOKpbIThHIE MJIeHOYHOH 060a04K0il, 400Mr + 325mr

Batch No / Cepus Ne : V2200148

Batch Quantity / O6bem napTuu :
727.500 Kg

Analytical Report No / AHanuTndeckuii otder Ne :
890001570437, 890001570362

Date of Analysis / /laTa ananansza: 31.01.2022

Date of Manufacture / /lata npousBoacrsa : Jan-2022

Date of Expiry / Cpok roanoctn : Dec-2026

Analysis performed according ND / Ananu3s nposeges mo HI: TIN011252/01-110717 (amend Ne 1 from
06.09.2018, amend No 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OgHOpOoAHOCTb 1.2 MokasaTenb npuemnemoctu (AV)
0031MpoBaHMUSA JorKeH 6biTb He Bonee 15,0.
Ibuprofen /
néynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.2 [MokasaTtenb npuemnemoctn (AV)
napavetamon JorkeH O6bITb He Gonee 15,0.
10 |Assay/ 403.8 mg 360 to 440 mg of Ci3Hi02
KonuyectBeHHoe (Ibuprofen) per tablet /
onpegeneHve Ot 360,0 mr po 440,0 mr Cq3H150:2
(nbynpodpeH) B TabneTke
322.54 mg 2925 to 357.50 mg of CgHsNO:
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CgHgNO:
(napauetamon) B TabneTke

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBanusam HJI

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Hara: 31.01.2022

Hata: 31.01.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosJeHo: ITposepeno: Onobpeno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoautens
" (3—}‘*"’: Pawan Kumar
L.ﬂ:i—,‘-—’ - : = {—/—-"“_
Print Date: Print Date: Print Date:

Hara: 31.01.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CEPTH®HKAT AHAJIN3A

www.drreddys.com

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

N6ykauu®, TabaeTKH, MOKPLITHIE NJIEHOYHOH o0os104Koii, 400mr + 325mr

Batch No / Cepusi Ne : V2200148

Batch Quantity / O6bem napTuu @
727.500 Kg

Analytical Report No / ApanuTudeckui order Ne :
890001570437, 890001570362

Date of Analysis / [lata anamu3a: 31.01.2022

Date of Manufacture / Jlata npou3ssoacrsa : Jan-2022

Date of Expiry / Cpok roanocth : Dec-2026

Analysis performed according ND / AHa/1u3 npoBe/IeH 1o HJT: TI N011252/01-110717 (amend Ne 1 from
\%09.2018, amend No 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, usm. 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. / Mo 10 TabneTok
8 MBX/Al 6nuctep. Mo 1
GnucTepy B nadky
KapTOHHYIO BMECTE C
WHCTPYKLMeWn no
NPUMEHEHNIO.

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 6nucTtep. Mo 1, 2 nnn 20
6AMCTEPOB B Navky KapTOHHYHO
BMECTE C UHCTPYKUUen no
NPUMEHEHWIO.

12 | Labeling / MapkupoBka

According to ND / B cooTtBeTtcTeuu ¢ H

13 | Storage conditions /

At temperature not more than 25 °C./

XpareHue Mpu Temnepatype He Boiwwe 25 °C.
14 | Shelf life / Cpok 5 years / 5 net
| rogHocTh

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoayKkT cooTBETCTBYET TPeOOBAHUAM HJL

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /
[ToaroroBneHo:
Pardeep Kumar

Checked by /
[IposepeHo:
Himesh Kumar

—)—=

Approved by: Manager/Executive /
Opo6peno: Menemxep /

PykoBonurenn
Pawan Kumar
%’}'f—

Print Date:

Hara: 31.01.2022

Print Date:
JHarta: 31.01.2022

Print Date:
Tata: 31.01.2022

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
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