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

CEPTUOPHUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykanu®, TabieTku, MOKPbIThIe NUIeHO4HOoH 060/104K0il, 400mr + 325Mr

Batch No / Cepua Ne : V2200149

Batch Quantity / O6bem napTum :
727.500 Kg

Analytical Report No / Anainutudecknii oT4eT Ne :
890001573033, 890001573054

Date of Analysis / JlaTa ananusza: 15.02.2022

Date of Manufacture / llata uponssoacrsa : Jan-2022

Date of Expiry / Cpok roauoctd : Dec-2026

Analysis performed according ND / Auanu3 npoenen no HJI: ITN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, u3mM. Ne 2 o1 23.09.2019)

S. Test
No

Result

Specification

1 |Description / Onucanue

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

on cross section- white core /
Tabnetku KancynosuaHoun
dopmel, NoKpbIThbIe
NieHOYHON obonoykot
OpaHXXeBoro LeTa, ¢ pUcKomn
Ha OOHOW CTOpOHE, Ha
nonepeyHom paspese — A4po
Oernoro ugeta

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / Tabnetkn KancynoBugHON
opmbl,  NOKPbITbIE  NAEHOYHOW
o0onoykoi opaHxeBoro LUBeTa, C
pUCKO Ha OOHOW CTOPOHe; Ha
flonepedyHoM paspese — AApO
6enoro uny nouTn 6enoro UBeTa

Remarks : The Product conforms to ND/
Ipumeuanne: [Ipogykt cooTBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3akmouenue: OJJOGPEHO

Prepared by /
[ToaroToBlICHO:
Naresh Kumar

b

Checked by /
[IpoBepeno:
Himesh Kumar

| ~

Approved by: Manager/Executive /
Onobpeno: Menenxep /

PykoBoaurenb
Manoj Kumar

hn {{LLL(J

Print Date:
Jara: 15.02.2022

Print Date:
Jara: 15.02.2022

Print Date:

Hara: 15.02.2022

Registered Office: 8 2 337, Road No. 2, Banjara Hills, Hyderabad 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q':'.
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUOHUKAT AHAJIU3A

www.drreddys.com

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

H6ykanH®, TabieTKu, NOKPBITHIE NJIEHOYHOH 000004K0i#, 400mr + 325Mr

890001573033, 890001573054

Batch No / Cepusi Ne : V2200149 Batch Quantity / O6bem napTuu :
727.500 Kg
Analytical Report No / AHanuTHYeckuii oryer No : Date of Analysis / [laTa ananmsa: 15.02.2022

Date of Manufacture / Jlata npoussoacrsa : Jan-2022 | Date of Expiry / Cpok roanocry : Dec-2026

Analysis performed according ND / Ananns nposegen mo H/I: TIN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

2 Identification / a) Complies as prescribed/
MoonuHHOCTL B cooTBETCTBUM C
ONMCAHNEM

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 ypepXvBaHUsS OCHOBHbIX
N1KoB Ha Xpomartorpamme
NCNbITYEMOro  pacTsopa  LOSDKHbI
COOTBETCTBOBATL BpeMeHam
yaepXusaHus nnKoBs Ha
Xpomarorpamme pacTeopa
cTaHpapTHbIX obpasuos
mbynpodpeHa wn  napaueramona
(pasgen «KonnuyecteeHHoe
onpeaesneHne»)

3 |Average weight and 969.2 mg
mass uniformity /
CpepHasa macca u
0OHOPOAHOCTb NO
mMacce

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

Or 9409 wmr pgo 9991 wr
(970,0 mr £ 3,0 %)

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

Remarks : The Product conforms to ND/
ITpumeyanne: [Tpoaykr cooTBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3axknrouenue: QJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosiieHo: IIpoepeHo: Ono6peHo: Menemxep /
Naresh Kumara/ Himesh Kumar PykoBouTens
2 ]
v ‘ —_ | Manoj Kumar /Uw
Print Date: Print Date: Print Date:
Hara: 15.02.2022 Jata: 15.02.2022 Hara: 15.02.2022
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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 : 491 98166 56001-02

www.drreddys.com

CEPTUDPUKAT AHAJIU3A
Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyxkanu®, TabaeTKky, NOKPBIThIE MUIEHOYHOH 000/104K0i, 400Mr + 325Mr
Batch No / Cepust Ne : V2200149 Batch Quantity / O6bem napTuu :
727.500 Kg
Analytical Report No / Ananurudeckuii oTuer No : Date of Analysis / JaTa anannza: 15.02.2022
890001573033, 890001573054
Date of Manufacture / lata npoussoacrsa : Jan-2022  [Date of Expiry / Cpok rognoct : Dec-2026
Analysis performed according ND / Ananu3 npoeexen no HJI: ITN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, n3am. Ne 2 ot 23.09.2019) |
4 |Disintegration / 12 minutes 51 seconds Not more than 30 minutes /
PacnagaemocTb He 6onee 30 MUH
5 |Dissolution / 98% - 102% NLT 70% (Q) C13H1sO2 (Ibuprofen)
PacTtBopeHune dissolved in 30 minutes /
He wmeHee 70 % (Q) CizHO:2
(nbynpodheH) vepes 30 MUH
NLT 70% Q) CsHoNO:
98% - 102% (Paracetamol) dissolved in 30
minutes /
He wmeHee 70 % (Q) CsHgNO:
(napauetamon) vyepes 30 MuH
6 |Related substances / 0.05% Total impurities of Ibuprofen NMT
PogcTeeHHble npumecn 1.0% / Cymma npumecen
néynpocdeHa — He Gonee 1,0 %
0.0001% 4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amnHodpeHon (Npumeck
napauetamorna) — He 6onee 0,005%
7 |Water /Bopa 1.4 % Not more than 5.0% /
He 6ornee 5,0 %

Remarks : The Product conforms to ND/
Ilpumeuanne: Ilponykr coorBercTByeT TpeboBanusm HJI

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by /
IToarorosiieHo:
Naresh Kumar

0

Checked by /
IIpoBepeHo:
Himesh Kumar

==

Approved by: Manager/Executive /
Ono6peno: Menemxkep /

PyxoBoauTens

Manoj Kumar

Print Date:
Jara: 15.02.2022

Print Date:
Hara: 15.02.2022

Print Date:
Hara: 15.02.2022
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Dr.Reddy’s Q':

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

CEPTHOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykanH®, Tab1eTKH, NOKPBITHIE ILIeHOYHOH 000104K0i, 400mr + 325mMr

Batch No / Cepus Ne : V2200149

Batch Quantity / O6bem naprus :
727.500 Kg

Analytical Report No / AHannTHYecKuii oT4yeT N :
890001573033, 890001573054

Date of Analysis / Jlata anannsa: 15.02.2022

Date of Manufacture / /laTta npousBoacrsa : Jan-2022

Date of Expiry / Cpok rogHoctH : Dec-2026

Analysis performed according ND / Auaau3 nposeaes mo HJI: II 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)

8

Microbial limits /
Mwukpobuonornyeckas
yucrota

a) Total aerobic
microbial count /
O6uwee unucno
aspoBHbIX
MWUKPOOPTraHN3MOoB

b) Total combined
yeasts and mould
count / ObLee yncno
OPOHOKEBBIX U

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

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

c) E. coli

nnecHesbIX r(pnbos

Absent / OTcyTcTBYyeT

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 / OTcyTcTBYE B
1ir

Remarks : The Product conforms to ND/
IIpumeyanne: ITponykT cooTBETCTBYET TpeboBanuam HJL

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Hata: 15.02.2022

Jara: 15.02.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: IIposepeHo: Ono6peno: Menemxep /
Naresh Kumar Himesh Kumar PykoBoutens

K \ | Manoj Kumar ( = /’LZLEH
Print Date: Print Date: Print Date:

Hata: 15.02.2022

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

Tel: +91 40 4900 2900, Fax: +91 40 49500 2999, Email
CIN: L85195AP1984PLC004507
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Dr.Reddy’s ":‘

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel Bkl SE oo Eo0n:2

CEPTUD®UKAT AHAJIU3A www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6yxaun®, TabaeTkH, HOKPHITHIE ILNIeHOYHOH 0001040, 400Mmr + 325Mr

Batch No / Cepust Ne : V2200149

Batch Quantity / O0bem napTus :
727.500 Kg

890001573033, 890001573054

Analytical Report No / Ananurndeckuii otyeT Ne : Date of Analysis / JlaTa anannsza: 15.02.2022

Date of Manufacture / Jlara npousBoacrsa : Jan-2022 | Date of Expiry / Cpok roanocru : Dec-2026

Analysis performed according ND / Ananu3 nposeaes no HJI: TIN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, uzm. Ne 2 o1 23.09.2019)

9 | Uniformity of dosage
units

/ OZHOpPOAHOCTb
0031poBaHus
Ibuprofen /
nbynpodoeH

Paracetamol /

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

1.4 Mokasartenb npuemnemoctyn (AV)
JormkeH 6bITb He Bonee 15,0.

Acceptance value (AV) should be
not more than 15.0 /
1.3 Mokasatenb npuemnemoctyn (AV)

-

napauetamon JormkeH ObITk He Bonee 15,0.
10 [Assay/ 392.8 mg 360 to 440 mg of CiH102
KornnuecTBeHHoe (Ibuprofen) per tablet /
onpepeneHue Ot 360,0 mr go 440,0 mr CqaH402
(nbynpodheH) B TabneTke
325.04 mg 2925 to 357.50 mg of CgHoNO:
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CgHgNO»
(napaueTtamon) B TabneTke
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [TpoaykT cooTBeTcTByeT Tpebopanysm HJ[ | 3akmodenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosieHo: IIpoBepeHo: Ono6peno: Menemxep /
Naresh Kumar Himesh Kumar PykoBoauTens

Csé-—,/:’ Manoj Kumar @’ﬂrffﬁ&

Print Date: Print Date: Print Date:
JHata: 15.02.2022 Jara: 15.02.2022 Jara: 15.02.2022

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 Laboratories Ltd.

? e 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 e

CEPTUOUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykaun®, TabieTkH, NOKPLITHIE MIIeHOYHOi 000104K0il, 400mr + 325Mmr

Batch No / Cepust Ne : V2200149 Batch Quantity / O6bem napruu :
727.500 Kg
Analytical Report No / Anasurnyeckuii oTuer Ne : Date of Analysis / [laTa ananu3sa: 15.02.2022

890001573033, 890001573054
Date of Manufacture / Jlata npoussoacTsa : Jan-2022  |Date of Expiry / Cpok roanocts : Dec-2026

Analysis performed according ND / Auanu3 nposeaed mo HJ{: TIN011252/01-110717 (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)

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. / o 10 TabneTok
a carton. /Mo 10 Tabnetok  |B MNBX/Al 6nucTtep. Mo 1, 2 unn 20

B MBX/Al 6nncTep. Mo 1 BnncTepoB B Nayvky KapTOHHYIO
6nucTepy B nauky BMECTE C MHCTPpyKUUen no
KapTOHHYO BMeCTe C NPUMEHEHMUIO.

WHCTPYKLMEN no

NPUMEHEHMUIO.

12 | Labeling / MapkupoBka | According to ND / B cootBeTctaum ¢ H

13 | Storage conditions / At temperature not more than 25 °C. /

XpaHeHue MNpu Temnepatype He Bbiwe 25 °C.
14 | Shelf life / Cpok 5 years / 5 neT

rogHOCTM
Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeuanue: [Tpoxykr cootserctByeT TpeGoBanusaM HJ| | 3axmodenne: OOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosieHo: IIposepeHno: Ono6peHo: Menenxep /
Naresh Kumar Himesh Kumar PykoBonurenn

Manoj Kumar
(0% Yo J (el

Print Date: Print Date: Print Date:
Hara: 15.02.2022 Hara: 15.02.2022 Hara: 15.02.2022

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