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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

CEPTUOUKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykaun®, TabneTkH, DOKPbITHIE IEHOYHOH 00051049K0i, 400mMr + 325mr

Batch No / Cepust Ne : V2200930

Batch Quantity / O6bem maprun : 776.0 Kg

040001574004, 890001592255

Analytical Report No / AHanuTH4Yeckuii oTyer Ne :

Date of Analysis / laTa anaau3a: 26.05.2022

Date of Manufacture / lata npousBoacTBa : Apr-2022

Date of Expiry / Cpok rognoctu :Mar-2027

Analysis performed according ND / Ananus nposegen mo H[: ITN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

S.
No

Test

Result

Specification

1 |Description / Onucanue

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

tablets;

on cross section- white core /
TabneTtku KancynosuaHown
dopmel, NOKpbITbIE
NANeHOYHOM obonouykon
OpaHXeBoro LseTa, C puckon
Ha OfOHOW CTOpoHe; Ha

nonepeYHom paspese — a4po
6enoro useTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTkm KancynoBuaHOW
dopmbl,  MOKPbITbIE  MAIEHOYHOW
000MOYKON OpaHXeBoro LBeTa, C
pUCKOW Ha OOHON CTOPOHE; Ha
nonepevyHom paspese A0po
B6enoro unu no4ytn Genoro LBeTa

Remarks : The Product conforms to ND/
Ilpumeuanue: [TponykT cooTBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3akawuenue: OJOBPEHO

Prepared by /
IToxarotrosieHo:

Checked by /
[Tpoeepeno:Naresh Kumar

/

Approved by: Manager/Executive /
Onob6peno: Menemxep /
PyxoBoaurens ;Pavan Kumar
Sharma ' ’
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—

Ankit @
Print Date:

JlaTa: 26.05.2022

Print Date:
Jara: 26.05.2022

Print Date:
JHara: 26.05.2022

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
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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

CEPTHOHKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykaun®, Ta6aeTKH, IOKPLITHIE MIeH04HOl 060104K0#, 400mr + 325mr

Batch No / Cepus Ne : V2200930

Batch Quantity / O6bem napTum : 776.0 Kg

Analytical Report No / AnanuTadecknii oryer Ne :
040001574004, 890001592255

Date of Analysis / {aTa anaiansa: 26.05.2022

Date of Manufacture / Jlata nponssojcTsa : Apr-2022

Date of Expiry / Cpok rogaoctu :Mar-2027

Analysis performed according ND / Ananu3s nposeaen 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, u3m. Ne 2 ot 23.09.2019)

2 Identification /
MopgnunHHOCTL

a) Complies as prescribed/
B cooTBeTCTBUM 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 ygaepXxuBaHUs OCHOBHbIX
nnkos Ha XpomaTorpamme
UCMbITyeMOro pacteopa  AOSKHbI
COOTBETCTBOBATH BpemMeHam
yoepXusaHus NUKOB Ha
XpomaTtorpamme pacTteopa
CTaHOapTHbIX obpasuos
nbynpodpeHa wn  napaueTamona
(paspen «KonuuectBeHHoe
onpeaeneHne»)

3 |Average weight and
mass uniformity /
CpeaHsast macca n
0QHOPOAHOCTL MO
mMacce

970.1 mg

940,9 mg to 999,1 mg
(970,0 mg = 3,0 %) /
Or 9409 wmr po

(970,0 mr £ 3,0 %)

999,11 wr

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

Remarks : The Product conforms to ND/
IIpumeuanue: ITpoayKT cooTBETCTBYET TpeboBaHusaM H/J

Opinion : APPROVED
3akaouenne: OJIOBPEHO

Prepared by /
[ToarorosnieHo:

Checked by /
IMTposepeHo:Naresh Kumar

&

e

Approved by: Manager/Executive /
Ono6peno: Menemxep /
PykoBoautens :Pavan Kumar
Sharma o

Ankit @
Print Date:

JHara: 26.05.2022

Print Date:

Jara: 26.05.2022

Print Date:
Jara: 26.05.2022

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
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS 0 >

Tel : +91 98166 56001-02

CEPTHOUKAT AHAJIM3A |\ drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykauH®, TabJ1eTKH, NOKPLITHIE IIEHOYHOI 060104K0ii, 400Mr + 325Mr

Batch No / Cepusi Ne : V2200930

Batch Quantity / O6bem naptuun : 776.0 Kg

040001574004, 890001592255

Analytical Report No / AnannTHuecknii oryer Ne : Date of Analysis / Jlata aHanu3a: 26.05.2022

Date of Manufacture / Jlata mponssozactsa : Apr-2022 | Date of Expiry / Cpok roanocrn :Mar-2027

Analysis performed according ND / Anasms mposenen no HJ: [T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnagaemocTtb

10 minutes 17 seconds Not more than 30 minutes /
He bconee 30 MuH

S |Dissolution /
PacteopeHune

98% - 99% NLT 70% (Q) Ci3H1s02 (Ibuprofen)
dissolved in 30 minutes /

He menee 70 % (Q) Ci3H1sO2
(mbynpodeH) yepes 30 MuH

NLT 70% Q) CsHoNO2
100% - 103% (Paracetamol) dissolved in 30
minutes /

He meHee 70 % (Q) CegHsNO:
(napaueTtamon) yepes 30 MUH

6 |Related substances /
PoacTteeHHble npumMmecu

0.04 % Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
ubynpoceHa — He 6onee 1,0 %
0.0002 % 4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHogeHoN (Mpumeck
napaueTtamona) — He Gonee 0,005%

7 |Water/Bopaa

1.3 % Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED

TIpumeuanue: [IpoaykT cooTseTcTByeT TpeGoBanusam HJI | 3awmouenne: OJJIOBPEHO

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

[loarorosneHo: ITposepeno:Naresh Kumar | Ono6peso: Menemxep /

Ankit = Pykoeoautens :Bavan Kumar
@. @/ Sharma Ao—""

Print Date: Print Date: Print Date:

Hara: 26.05.2022 Jara: 26.05.2022 Hara: 26.05.2022

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




‘.I Dr. Reddy's Laboratories Ltd.

y °® Formulation Unit-6

Dl'. Reddy S e vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykauH®, Ta6aeTKH, TOKPLIThIE IIEHO4YHOH 060404k, 400Mr + 325mr
Batch No / Cepust Ne : V2200930 Batch Quantity / O6bem mapran : 776.0 Kg

Analytical Report No / AnannTudeckuii otder Ne : Date of Analysis / laTa ananusa: 26.05.2022
040001574004, 890001592255
Date of Manufacture / Iata npoussojicrsa : Apr-2022 | Date of Expiry / Cpox roanoctu :Mar-2027 |
Analysis performed according ND / Ananus nposete no HJI: IIN011252/01-110717 (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)

*8 |Microbial limits /
Muikpobuonoruyeckas
yncToTa Less than 10 CFU/g /
a) Total aerobic MeHee 10 KOE/r Not more than 1000 CFU/g /
microbial count / He 6onee 1000 KOE/r
O6wee 4ncno
a3pOoBHbIX
MWKPOOPraHM3mMoB
Less than 5 CFU/g /
b) Total combined MeHee 5 KOE/r Not more than 100 CFU/g /
yeasts and mould He 6onee 100 KOE/r
count / Obwee 4ncno
APOXOKEBBLIX W

nnecHeBbIX rpubos Absent / OTcytcTByeT
c) E. coli Shall be absent in 1g / OTcyTcTBUE B
1r
Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanue: [pogykt coorBerctryeT Tpebosanusym HJ[ | 3akmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: ITpoeepeno:Naresh Kumar | Ono6peno: Meunemxep /
Ankit \ \ Pykosoautens :Pavan Kumar
& & Sharma P

Print Date: Print Date: Print Date:
JaTta: 26.05.2022 Jata: 26.05.2022 Hata: 26.05.2022

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
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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

CEPTU®UKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg .
N6ykauu®, Ta0aeTKH, MOKPHIThIE M1EHOYHOH 000J104KOH, 400mr + 325mr

Batch No / Cepust Ne : V2200930

Batch Quantity / Oobem maptuu : 776.0 Kg

040001574004, 890001592255

Analytical Report No / AnanuTuyecknii oruer Ne :

Date of Analysis / JaTa anamm3za: 26.05.2022

Date of Manufacture / Jlata npoussoacrsa : Apr-2022

Date of Expiry / Cpok rognoctu :Mar-2027

Analysis performed according ND / Ananu3s nposeaen mo HJ: [1N011252/01-110717 (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)

9 | Uniformity of dosage

Acceptance value (AV) should be

units not more than 15.0 /
/ OnHopOoJHOCTL 2.1 MokasaTenb npuemnemoctu (AV)
0031MpoBaHMA JormkeH bbiTe He 6onee 15,0.
Ibuprofen /
nbynpodceH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 2.0 MokasaTenb npuemnemocT (AV)
napaueTamon JOImKeH bblTk He Bonee 15,0.
10 |Assay/ 400.1 mg 360 to 440 mg of Ci3HeO2
KonudecteseHHoe (Ibuprofen) per tablet /
onpeaeneHue Ot 360,0 mr go 440,0 mr Cy3H1s02
(vbynpocheH) B TabneTtke
327.87 mg 2925 to 357.50 mg of CgHaNO:

(Paracetamol) per tablet /
OT 292,5 mr go 357,5 mr CgHgNO:
(napauetamorn) B Tabnetke

Remarks : The Product conforms to ND/
Ipumeuanue: [poayxr cooreercrByer TpeboBanusm HJL

Opinion : APPROVED
Zakmouenue: OJOBPEHO

Prepared by /
IToarotoBneHo:

Checked by /
[Tposepeno:Naresh Kumar

i

Approved by: Manager/Executive /
OnobpeHo: Menemxep /
Pykosoautens :Pavan Kumar
Sharma : —

Ankit @
Print Date:

Iara: 26.05.2022

Print Date:

JHara: 26.05.2022

Print Date:
Hara: 26.05.2022

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




‘.0 Dr. Reddy's Laboratories Ltd.

Y 9 Formulation Unit-6

Dr. Red dy s '. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykiuH®, Ta6J1eTKH, TOKPLIThIE MJIeHOYHOH 060104K0ii, 400Mr + 325Mr

Batch No / Cepus Ne : V2200930 Batch Quantity / O6bem maptun : 776.0 Kg

Analytical Report No / AHaiuTH4Yeckui oTder Ne : Date of Analysis / laTa ananuza: 26.05.2022
040001574004, 890001592255

Date of Manufacture / Jlata npoussogcrtsa : Apr-2022 | Date of Expiry / Cpox rognocru :Mar-2027

Analysis performed according ND / Ananus 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 / YnakoBka |10 tablets in PpVC/Al 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. / MNo 10 TabneTok
a carton. / Mo 10 Tabnetok  |B MBX/Al 6nnctep. Mo 1, 2 unn 20

B MBX/Al 6nucTep. Mo 1 O6NCTEPOB B NaYKy KapTOHHYIO
Snuctepy B nayky BMECTe C UHCTPYKUWen no
KapTOHHYIO BMeCTe C NMPUMEHEHMIO.

WHCTPYKLUWEn no

MPUMEHEHMIO.

12 | Labeling / MapkunpoBka | According to ND / B cootBeTcTeumn ¢ HI

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

XpaHeHuve Mpu TemnepaType He Boiwe 25 °C.
14 | Shelf life / Cpok 5years / 5 net

rogHOCTU
Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeuanne: [Tpoaykr cootBeTcTByeT Tpebosanuam HI{ | 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBneHo: Iposepeno:Naresh Kumar | Ono6pero: Menemkep /
Ankit ) C Pykopoautens :Pavan Kumar

@ , & Sharma Jo———"

Print Date: Print Date: Print Date:
Hara: 26.05.2022 Hata: 26.05.2022 Hara: 26.05.2022

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



