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
NO6ykauH®, TabreTKH, NOKPbIThIe NIeHO4HOil 060404K0i, 400Mr + 325mr

Batch No / Cepust Ne : V2201324

Batch Quantity / O6bem naptun : 776.0Kg

040001601950, 890001602115

Analytical Report No / AHaanTu4eckuii order Ne

Date of Analysis / JlaTa anannsa: 22.08.2022

Date of Manufacture / /lata npoussocrsa : Jun-2022

Date of Expiry / Cpok roanocru :May-2027

Analysis performed according ND / Ananu3 npoeeges no HA: [TN011252/01-110717 (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.
No

Test

Result

Specification

1 |Description / OnucaHne

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

tablets;

on cross section- white core /
TabneTku KancyrnoBuaHo
thopwmbl, NOKpbIThIE
fINeHOYHOM obornoukon
OpaHXeBOro UBeTa, C PUCKOW
Ha OAHOM CTOpPOHE; Ha

nonepevyHom paspese — aapo
Oenoro useTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / Tabnetkn kancynosBuaHon
dopmbl,  MOKPbITEIE  MIIEHOYHON
060ONoYKON OpaHXxeBoro LuBeTa, C
PUCKO/ Ha OAHOW CTOpPOHE; Ha
nonepe4yHoMm  paspese f4po
B6enoro unu no4ytn 6enoro UBeTa

Remarks : The Product conforms to ND/
Ipumeuanne: [TpoaykT cooTBeTcTBYeT TpeboBaHusam H/J

Opinion : APPROVED
3axmouenue: OJIOBPEHO

Prepared by /
IToaroToBaeHO:

Checked by /
[TposepeHo: Himesh Kumar

Approved by: Manager/Executive /
Onob6peno: Menemxep /
PykoBoauTens :ilfum Lata

; A
Ramakant W
Print Date:

Jarta: 22.08.2022

Print Date:
Jata:22.08.2022

Print Date:

Jara: 22.08.2022

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: L85195AP1984PLLLLV4SV/
www.drreddys.com
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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

CEPTUDUKAT AHAJIN3A

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

NoykauH®, TabaeTKH, MOKPBIThIE ILIeHOYHOI 060104K0i1, 400mr + 325mr

Batch No / Cepus Ne : V2201324 Batch Quantity / O6bem naprum : 776.0Kg

040001601950, 890001602115

Analytical Report No / AHaauTnveckuii otyer Ne : Date of Analysis / JlaTa anann3a: 22.08.2022

Date of Manufacture / JIata npousBoactsa : Jun-2022 | Date of Expiry / Cpok roanoctu :May-2027

Analysis performed according ND / Anaau3 nposeaen nmo HJI: 1 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)

2 Identification / a) Complies as prescribed/
MNoanuHHOCTL B cooTBeTCTBUMU C
onvcaHuem

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
N1KoB Ha Xxpomarorpamme
UcnbITyeMoro pactesopa  [OXHbl
COOTBETCTBOBATH BpemMeHam
yaepXxuBaHus NUKOB Ha
XpomaTorpamme pacTteopa
CTaHAAapTHbIX obpasuos
ubynpoceHa ©  napauetamona
(pasgen «KonwyecteeHHoe
onpeaeneHue»)

3 |Average weight and 968.3mg
mass uniformity /
CpegHsasa macca n
OAHOPOAHOCTb NO
macce

Complies /cooTBeTCcTBUY C

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

Or 9409 wmr pgo 999,11 wr
(970,0 mr £ 3,0 %)

18/20 tablets — NMT £ 5% /
18/20 TabneTtok — He Bonee £ 5 %
2/20 tablets — NMT + 10% /
2/20 TabneToKk — He bonee = 10 %

Remarks : The Product conforms to ND/
IIpumeuanue: [Tpoaykt coorBeTcTBYeT TpebopaHusam HJI

Opinion : APPROVED
3axmouenne: OJIOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarotoBnexo: IMposepeno: Himesh Kumar | Ono6peHo: Menemxep /
Ramakant (ﬂ‘@ - poe Pyxosomutens :Kusum Lata
_ ' ‘ = \X}‘?/’
Print Date: Print Date: Print Date:
JHara: 22.08.2022 Hara:22.08.2022 Hara: 22.08.2022

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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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

CEPTUDPHUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykauH®, TabaeTKH, NOKPLITHIE NJeHOYHOI 06010uKoil, 400mr + 325Mr

Batch No / Cepus Ne : V2201324

Batch Quantity / O6bem naprum : 776.0Kg

040001601950, 890001602115

Analytical Report No / AnasmTudeckuii oruet Ne :

Date of Analysis / Jlata ananusa: 22.08.2022

Date of Manufacture / laTa npouzBoacrsa : Jun-2022

Date of Expiry / Cpok roanoctn :May-2027

Analysis performed according ND / Auanu3 nposeaes no HJI: I1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, nam. Ne 2 o1 23.09.2019)

4 |Disintegration /
PacnapaemocTb

11 minutes 24 seconds

Not more than 30 minutes /
He 6onee 30 MmuH

9 |Dissolution /
PacTtBopeHue

93% - 98%

98% - 103%

NLT 70% (Q) Ci3H1O2 (Ibuprofen)
dissolved in 30 minutes /
He wmenHee 70 % (Q)
(ndynpodeH) yepes 30 muH
NLT 70% Q)
(Paracetamol) dissolved in
minutes /

He wmeHee 70 % (Q) CsHoNO-
(napauetamon) Yepes 30 MuH

C13H1BO2

CsHgNO2
30

6 |Related substances/
PoncTBeHHbIE NpUMec

0.04%

0.001%

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

7 |Water/ Boga

1.4%

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

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Iponykt cooteTcTBYeT TpeboBanusM HJL | 3axmoyenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: [Mposepeno: Himesh Kumar | OnobpeHo: Menemxep /

Ramakant Aj B - PykoBoauTens :Kusum Lata

Print Date: Print Date: Print Date:

Jara: 22.08.2022 JaTta:22.08.2022 Jara: 22.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

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

www.drreddys.com

CEPTUOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoyxkauH®, TabaeTKU, MOKPBIThIE JIEHOYHOI 000104K0i, 400Mmr + 325mMr

Batch No / Cepust Ne : V2201324

Batch Quantity / O6bem naptun : 776.0Kg

Analytical Report No / AHanuTn4ecknii oTuer No :
040001601950, 890001602115

Date of Analysis / JlaTa ananusza: 22.08.2022

Date of Manufacture / /lata nponssoactsa : Jun-2022

Date of Expiry / Cpok rognoctu :May-2027

Analysis performed according ND / Ananu3 nposeaen mo HJ[: TIN011252/01-110717 (amend Ne 1 from
06.09.2018, amend No 2 from 23.09.2019/ uzam. Ne 1 ot 06.09.2018, u3m. Ne 2 o1 23.09.2019)

*8 |Microbial limits /
Mukpobunonoruueckas
yucToTa

a) Total aerobic
microbial count /
Obuee vncno
a3pobHbIX
MUKPOOPraHn3moB

b) Total combined
yeasts and mould
count / O0LUee vucro
OPOXCKEBBLIX U
nnecHesbIX rpnubos

c) E. coli

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

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

Absent / OtcyTtcTByeT

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/
IIpumeuanue: [Iponykrt cooreTcTByYET TpeboBanuam HJL

Opinion : APPROVED
3axmouenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Togrorosnexo: * [Mposepeno: Himesh Kumar | Ono6peHo: MeHemxep /
Ramakant g —_| PyxoBoautens :Kusum Lata
= 1\:;? \.2 .
Print Date: Print Date: Print Date:

Hata: 22.08.2022

JHarta:22.08.2022

Hara: 22.08.2022
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‘... Dr. Reddy's Laboratories Ltd.
) ] . .
Formulation Unit-6
Dr' Reddy s -. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS 0o Cl O

CEPTHOUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoykauH®, Tab1eTKH, NIOKPLITHIE IJIeHOYHOIH 060a049K0#H, 400mr + 325mMr
Batch No / Cepus Ne : V2201324 Batch Quantity / O6vem naptun : 776.0Kg

Analytical Report No / Ananutuuecknii otuer Ne : Date of Analysis / [laTa ananmsa: 22.08.2022
040001601950, 890001602115
Date of Manufacture / JlaTa npousBoacTea : Jun-2022 | Date of Expiry / Cpok rognoctn :May-2027
Analysis performed according ND / Ananu3s nposeaen nmo HJ{: ITN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, nam. Ne 2 ot 23.09.2019)

9 | Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OnHOPOOHOCTL 2.1 MokasaTenb npuemnemocT (AV)
[031poBaHNs poJKeH ObiTb He Gonee 15,0.
Ibuprofen /
néynpodgeH Acceptance value (AV) should be
1.6 not more than 15.0 /
Paracetamol / MokasaTens npnemnemocTn (AV)
napauetamon JomkeH obITb He Oonee 15,0.
10 |Assay/ 389.0 mg 360 to 440 mg of Ci3H02
KonudecTtseHHoe (Ibuprofen) per tablet /
onpeaeneHve O7 360,0 mr go 440,0 mr C43H502
(néynpodheH) B TabneTke
328.64 mg
292.5 to 357.50 mg of CgHgNO:
(Paracetamol) per tablet /
OT1 292,5 mr oo 357,5 mr CgHgNO,
(napaueTtamon) B Tabnetke
Remarks : The Product conforms to ND/ Opinion : APPROVED
HNpumeuanue: [poaykr cootrercryet Tpebopanuam HJI | 3axmouenne: ONIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTtosJyieHo: [TpoeepeHo: Himesh Kumar | Omo6peno: Menemxep /
Ramakant p— PykoBoautens :Kusum Lata
Print Date: Print Date: Print Date:
Jara: 22.08.2022 Hara:22.08.2022 Hara: 22.08.2022
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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 AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoyknuH®, TableTKH, NOKPLIThIE IeHOYHOH 000104K0i1, 400mr + 325Mmr

Batch No / Cepus Ne : V2201324

Batch Quantity / Oobem nmaptun : 776.0Kg

040001601950, 890001602115

Analytical Report No / AHanuTuuyecknii oTuet No :

Date of Analysis / JlaTa ananuza: 22.08.2022

Date of Manufacture / Jlata npoussoacTsa : Jun-2022

Date of Expiry / Cpok roanoctu :May-2027

Analysis performed according ND / Auanu3 nposegen 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, n3m. Ne 2 ot 23.09.2019)

11 | Package / Ynakoeka |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. / [lo 10 TabneTok
a carton. /Mo 10 Tabnetok |8 [MBX/Al 6nuctep. Mo 1, 2 unn 20
B [1BX/Al 6rninctep. Mo 1 ONMCcTEepPOB B NaYvKy KApTOHHYIO
Brivctepy B nadky BMECTE C MHCTPYKLMEN no
KapTOHHYI0 BMecTe C NMPUMEHERNIO.

WHCTPYKUWEN no -
NPUMEHEHNIO.

12 | Labeling / MapkupoBka | According to ND / B cooteetcTaum ¢ HO
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHne Tpn Temnepatype He Bbiwe 25 °C.

14 | Shelf life / Cpok 5 years / 5 ner

roqHoCcTU

Remarks : The Product conforms to ND/
IMpumeuanue: IIpoaykT coorBeTcTBYET TpeboBaHUAM HJ|

Opinion : APPROVED
3aknwoyenue: OJOBPEHO

Prepared by /
[ToarorosneHo:

Ramakant W

Checked by /
[Mposepeno: Himesh Kumar

—

Approved by: Manager/Executive /
Onobpeno: Menemxep /
Pykosogutens :Kusum Lata

Print Date:
Jata: 22.08.2022

Print Date:
JaTa:22.08.2022

Print Date:

Jara: 22.08.2022

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