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

CEPTUDPUKAT AHAJIM3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykaun®, TabeTKU, NOKPbITHIE IIEHOYHOH 000104K0ii, 400Mr + 325Mr

Batch No / Cepus Ne : V2200672

Batch Quantity / O6bem maptun : 776.0 Kg

Analytical Report No / AHannTH4ecknii oTgeT Ne :

040001554085, 890001584632

Date of Analysis / Jlata anamu3za: 12.04.2022

Date of Manufacture / JaTa nponsBoactsa : Mar-2022

Date of Expiry / Cpok roguoctn :Feb-2027

Analysis performed according ND / Anasus nposeet no 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 ot 23.09.2019)

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

film-coated one-side scored

tablets;

on cross section- white core /
TabneTku KarncynosuoHom
dopmbl, NOKpbITble
NIIEHOUYHOM obonoukon
OpaHXeBoro LBeTa, C PUCKon
Ha OAHOW CTOpOHE, Ha

nonepevyHom paspese — AApo
Oenoro useTa

coated one-side scored tablets;
on cross section- white to off-white
core / TabrneTkn KancynosuaHowm
dopMbl,  NOKpbITbIE  NSIEHOYHON
060JIOYKON OpaHXeBoro useTa, C
pUCKOM Ha OAfHOW CTOPOHE; Ha
nonepeYyHoM  paspese ARpo
Benoro unu noytu Genoro useTa

Remarks : The Product conforms to ND/
Ipumeyanne: [IpoayKT cooTBeTCTBYET Tpebopanuam H/I

Opinion : APPROVED
3axouenue: OJJOBPEHO

Prepared by /
[ToarotosneHoO:
Naresh Kumar

\ R

Checked by /
[NpoBep¢ho:Rahul Kumar

N
e
=

Approved by: Manager/Executive /
Ono6peno: Menemxep /
PykoBoauTten bPrawan Kumar Sharma

B

Print Date:
Hata: 12.04. 2022

Print Date:

Print Date:

Hara: 12.04. 2022

Hara: 12.04. 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

CEPTUDHUEAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykaun®, Tab1eTKH, IOKPHITHIE MIeHO4HOi 0601049K0M, 400Mr + 325Mr

Batch No / Cepusi Ne : V2200672

Batch Quantity / O6bem mapTnu : 776.0 Kg

040001554085, 890001584632

Analytical Report No / AHanuTH4YecKnii oT4yeT No :

Date of Analysis / IaTta ananu3a: 12.04.2022

Date of Manufacture / JlaTta npousgoacrsa : Mar-2022

Date of Expiry / Cpok roanoctu :Feb-2027

Analysis performed according ND / Ananus nposesen no 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 or 23.09.2019)

2 Identification /
MNoanuHHOCTL

a) Complies as prescribed/
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 yaepxusaHusi OCHOBHbIX
nuKoB Ha XpomaTorpamme
UCMbITYyeMoro  pacteopa  AOJDKHbI
COOTBETCTBOBATH BpemMeHam
yAEepKUBaHNA nnKoB Ha
XpomaTtorpamme pacTeopa
CcTaHpapTHbIX obpasuos
nbynpocpeHa wn  napadertamona
(pasgen «KonnyecteeHHoe
onpegeneHne»)

3 |Average weight and
mass uniformity /
CpepgHsasa macca U
O0LHOPOAHOCTb MO
Macce

968.5 mg

940,9 mg to
(970,0 mg + 3,0 %) /
Or 9409 wmr pfo
(970,0 mr + 3,0 %)

999, 1 mg

9991 wr

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/
TIpumeuanue: [TpoaykT cooTBeTcTBYET TpebGosanmsam HI

Opinion : APPROVED
3akmouenue: OJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: IMposepeno:Rahul Kumar Ono6peHo: Menemxep /
Naresh Kumar @/ {W‘\ PykosoautensPavan Kumar Sharma
/\/ _l'._‘_ ___ﬂ__/".f-r.-—
- a’ ;"__. z ’//
Print Date: Print Date: Print Date:
Jata: 12.04. 2022 Jara: 12.04. 2022 Jara: 12.04. 2022
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Dr.Reddy’s Q'!'

CERTIFICATE OF ANALYSIS

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

www.drreddys.com

CEPTUOHUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 3235 mg
N6ykAuH®, Ta61eTKH, IOKPHITHIE MJ1eH04HOi 060104K0MH, 400Mr + 325mr

Batch No / Cepus Ne : V2200672

Batch Quantity / O6nem napruu : 776.0 Kg

040001554085, 890001584632

Analytical Report No / AHagnTHYecKHii oT4yer Ne :

Date of Analysis / laTa anannsa: 12.04.2022

Date of Manufacture / Jlata mpon3BoacTsa : Mar-2022

Date of Expiry / Cpok rogHoctu :Feb-2027

Analysis performed according ND / Anann3 nposeaen mo HJI: TTN011252/01-110717 (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 /
PacnapgaemocTb

09 minutes 15 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacrteopeHne

97% - 99%

97% - 102%

NLT 70% (Q) Ci3H102 (Ibuprofen)
dissolved in 30 minutes /

He meHee 70 % (Q) Ci3HO2
(n6ynpodbeH) yepes 30 MuH

NLT 70% (Q) CsHaNO2
(Paracetamol) dissolved in 30
minutes /

He wmeHee 70 % (Q) CsHsNO:

(napaueTtamon) yepes 30 MUH

6 |Related substances /
PopcTteeHHbIE Npumecu

0.03 %

0.001 %

Total impurities of Ibuprofen NMT
1.0% / Cymma npumeceit
nbynpodeHna — He bonee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHodpeHon (npumech
napaueramMorna) — He 6onee 0,005%

7 |Water/Boga

1.4 %

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

Remarks : The Product conforms to ND/
IIpumeuanue: [TponykT cootBeTcTBYeT TpeboBanusam HJL

Opinion : APPROVED
3akaouenue: OJIOBPEHO

Prepared by /
IMToarorosneHo:
Naresh Kumar

Checked by /
HpOBeQiHo:Rahul Kumar

N

=

Approved by: Manager/Executive /
Ono6peno: Menemxep /
PyxopoautensPavan Kumar Sharma

Print Date:
Jara: 12.04. 2022

Print Date:
Jara: 12.04. 2022

Print Date:

Hata: 12.04. 2022
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CERTIFICATE OF ANALYSIS

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

www.drreddys.com

CEPTUOHUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykauu®, Tab/1eTKH, NOKPbITHIE IVIEHOYHO# 060104KO0ii, 400Mr + 325mMr

Batch No / Cepusa Ne : V2200672

Batch Quantity / O6bem maptuu : 776.0Kg

Analytical Report No / Ananutuyeckuii oryer Ne :
040001554085, 890001584632

Date of Analysis / [laTta anaau3a: 12.04.2022

Date of Manufacture / Jlata npousBoacTsa : Mar-2022

Date of Expiry / Cpok rogHoctH :Feb-2027

Analysis performed according ND / Ananun3 nposenes mo 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, n3m. Ne 2 ot 23.09.2019)

*8 |Microbial limits /

yucroTta

a) Total aerobic
microbial count /
OO6Luiee yncno
a3pobHbIX
MUKPOOpPraHM3mMoB

b) Total combined
yeasts and mould

APOXCKeBbIX U

¢) E. coli

Mukpobnonornyeckas

count / ObLee yuncno

nnecHeBbiX I'pI/I6OB

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

Less than 5 CFU/g /
Menee 5 KOE/r

Absent / OtcyTcTBYET

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

Not more than 100 CFU/g /
He Gonee 100 KOE/r

Shall be absent in 1g / OTcyTcTBME B
1r

Remarks : The Product conforms to ND/
ITpumeuanue: [1poayKT cooTBeTCTBYET TpeboBaHuam HJ

Opinion : APPROVED
Zakmouenue: OMOBPEHO

Jara: 12.04. 2022

Jarta: 12.04. 2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoBieHo: [Nposgpeno:Rahul Kumar Ono6peno: Menemxkep /
Naresh Kumar Q)\ PykosoaurensPayan Kumar Sharma
@/ = & ;if /“";/,/’
==
Print Date: Print Date: Print Date:

Hara: 12.04. 2022
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Dr.Reddy’s Q':'

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

CEPTUDPUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
MO6ykanu®, TabaeTkH, NOKPHITHIE IEHOYHOl 060109K0H, 400Mr + 325Mr

Batch No / Cepns Ne : V2200672

Batch Quantity / O6bem naptuu : 776.0 Kg

040001554085, 890001584632

Analytical Report No / AHanuTu4ecknii oruer Ne :

Date of Analysis / laTa ananuza: 12.04.2022

Date of Manufacture / lata npousBoacTea : Mar-2022

Date of Expiry / Cpok rognocru :Feb-2027

Analysis performed according ND / Ananuns nposeaen no HJI: [1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, m3m. Ne 2 ot 23.09.2019)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OgHopogHoCTh 3.8 MokasaTenb npuemnemocTyn (AV)
0031poBaHus AoMmKeH obiTe He bonee 15,0.
Ibuprofen /
néynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.5 MokasaTenb npvemnemoctu (AV)
napaueTtamon JOIKeH 6bITh He Bonee 15,0.
10 |Assay/ 384.4 mg 360 to 440 mg of CiHO2
KonuuectseHHOE (Ibuprofen) per tablet /
onpegeneHne Ot 360,0 mr pgo 440,0 mr Ci3H1s0-
(v6ynpodcheH) B TabneTke
320.22 mg 2925 to 357.50 mg of CgHsNO:
(Paracetamol) per tablet /
OT1 292,5 mr po 357,5 mr CgHoNO-
(napauetamon) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [TpoaykT cootBeTcTByeT TpeGosannsm HJT | 3akmouenue: ONIOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: [TposepeHo:Rahul Kumar Ono6peno: Menemxep /
Naresh Kumar L, PykosoautensPavan Kumar Sharma
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Print Date: Print Date: Print Date:
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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

CEPTUOUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HOyxkauu®, TabeTKH, IOKPLITHIE IIeHOYHOH 000104K0ii, 400Mr + 325mMr

Batch No / Cepus Ne : V2200672

Batch Quantity / O6nem maptuu : 776.0 Kg

040001554085, 890001584632

Analytical Report No / AHanuTHYecKHif oTdeT Ne :

Date of Analysis / laTa ananuza: 12.04.2022

Date of Manufacture / lata nponspoacrsa : Mar-2022

Date of Expiry / Cpok roguoctu :Feb-2027

Analysis performed according ND / Ananus nposener mo HJI: TIN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

11 | Package / Ynakoska |10 tablets in PpVC/AI 10 tablets in PVC/Al blister. 1, 2 or
blister. 1 blister and a 20 blisters and a patient information
patient information leaflet in  [leaflet in a carton. / Mo 10 TabneTok
a carton. / Mo 10 Tabnetok |8 MBX/Al 6nuctep. Mo 1, 2 unn 20
B MNBX/Al 6nncTep. Mo 1 OnMCcTEpOoB B NaYKy KapTOHHYIO
6nmcTepy B navky BMECTE C MHCTPYKUMEN no
KapTOHHYO BMecCTe C NPUMEHEHMIO.

WHCTpYKUWen no
MPUMEHEHMIO.

12 | Labeling / Mapkuposka | According to ND / B cootseTctBim ¢ HJ]
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue Mpun Temnepatype He Bbille 25 °C.

14 | Shelf life / Cpok 5years / 5 net

rogHocTn

Remarks : The Product conforms to ND/
Ipumeuanue: [Tpoaykr coorBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3akmouyenune: OJOBPEHO

Prepared by /
[NToarorosnexo:
Naresh Kumar
¥
b

Checked by /
Hposf]ij:uo:Rahul Kumar

>

="

Approved by: Manager/Executive /
Ono6peno: Menemxep /
PykoBoautensPayan Kumar Sharma

Print Date:
Harta: 12.04. 2022

Print Date:
Jara: 12.04. 2022

Print Date:

Harta: 12.04. 2022
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