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

CEPTUOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HOyknnn®, TabseTkH, MNOKPHITHIE MJIEHOYHO 00010uK0i, 400Mr + 325Mr

Batch No / Cepusa Ne : V2201755

Batch Quantity / O6bem naptuu : 776.0Kg

Analytical Report No / AHanuTuueckuii oTuer Ne :
040001638455,890001613943

Date of Analysis / JlaTa ananuza: 12.09.2022

Date of Manufacture / Jlata npousBoactea : Aug-2022

Date of Expiry / Cpok roanoctu :July-2027

Analysis performed according ND / Ananus nposeses mo HJ: ITN011252/01-110717 (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)

S. |
No

Test

Result

Specification

1 |Description / Onucanue

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

tablets;

on cross section- white core /
TabneTku KancyrnosBugHom
hopmbl, NOKpPbITLIE
nneHo4YHon obono4koir
OpPaHXeBOro LiBetTa, C PUCKOR
Ha OOHOM CTOPOHe;, Ha

nofnepeYyHoM paspese — s4po
©enoro useTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / Tabnetkn kancynoBuaHoOR
(OpMbl,  MOKpbITblE  MIIEHOYHOMN
000MoYKo OpaHXXeBOro LBeTa, C
pUCKOM Ha OfHOW CTOPOHE; Ha
nonepe4yHom  paspese aapo
Senoro unu no4ytn Genoro UBeTa

Remarks : The Product conforms to ND/
Ilpumeuanue: IIpoaykr cooreTcTBYET TpeboBanusm HIT

Opinion : APPROVED
3akmouenune: OJIOBPEHO

Jara: 12.09.2022

JHara:12.09.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneHo: ITpoBepeno: Pardeep Kumar | Omo6peno: Menemxep /
Ankit C/F’/ ’ PykoBoautens : Amit Kumar
. — -\
Print Date: Print Date: Print Date:

Hara: 12.09.2022

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:

CIN: L85195AP1984PLC0O04507
www.drreddys.com

mail@drreddys.com




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

CEPTUDOUKAT AHAJIU3A

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

HUO6yxknmnH®, Tab1eTKH, NOKPHITLIE IVIEHOYHOI 060/104K0i, 400mr + 325mr

Batch No / Cepusi Ne : V2201755 Batch Quantity / O0bem napTum : 776_.0Kg

040001638455,890001613943

Analytical Report No / Avanuruuecknii oruer Ne : Date of Analysis / laTa ananu3sa: 12.09.2022

Date of Manufacture / lata npon3BoacTsa : Aug-2022 | Date of Expiry / Cpok roguoctu :July-2027

Analysis performed according ND / Auanus nposegen mo H/: TI N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 2_3.09.2019/ u3m. Ne 1 ot 06.09.2018, n3m. No 2 or 23.09.2019)

2 Identification / a) Complies as prescribed/
MoannHHoCTb B cooTtBeTCTBUM C
onuncaHnem

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 yaepXmBaHUMA OCHOBHbLIX
N1KoB Ha Xpomarorpamme
UCMBITYEMOro  pacTeopa  AOJIKHbI
COOTBETCTBOBATL BpemMeHam
yaepmBaHus NUKOB Ha
Xpomartorpamme pacTtesopa
cTaH4apTHBIX obpasuos
nbynpoceHa u  napaudeTamona
(paspen «KonunuecteeHHoe
onpegeneHne»)

3 |Average weight and 964.1 mg
mass uniformity /
CpepnHss macca u
OQHOPOAHOCTL MO
macce

Complies /cooTBeTCTBUM C

940,9 mg to 9991 mg
(970,0 mg £ 3,0 %) /

Or 9409 wmr pgo 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 6onee + 10 %

Remarks : The Product conforms to ND/
IIpumeuanue: [Tponykr coorBercTByeT TpeboBanusam HJI

Opinion : APPROVED
3axarouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ilogrorosnexo: IIposepeHo: Pardeep Kumar | Ono6peno: Menemxep /

Ankit C A Pykosoaurens :Amit Kumar

Print Date: Print Date: Print Date:

Hara: 12.09.2022 Hata:12.09.2022 Hata: 12.09.2022

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: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIU3A

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

Product : Ibuclin, film-coated tablets 400 r_ng + 325 mg
HNoyxnanH®, TabjaeTKH, HOKPLIThIE IIEHOYHOI 060109K0i1, 400Mr + 325mr

Batch No / Cepus Ne : V2201755

[Batch Quantity / O6bem mapTuu : 776.0Kg

040001638455,890001613943

Analytical Report No / AHanuTuyeckuii oruer Ne :

Date of Analysis / JIaTta ananusa: 12.09.2022

Date of Manufacture / laTa npouseoacrea : Aug-2022

Date of Expiry / Cpok roanoctu :July-2027

Analysis performed according ND / Ananu3s npoeeaen mo HJI: [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)

4 |Disintegration /
PacnagaemocTtb

09 minutes 46 seconds

Not more than 30 minutes /
He 6onee 30 muH

S |Dissolution /
PactsopeHue

91% - 97%

96% - 98%

NLT 70% (Q) C13H1302 (Ibuprofen)
dissolved in 30 minutes /
He wmeHee 70 % (Q)
(nbynpodheHr) yepes 30 MUH
NLT
(Paracetamol)
minutes /

He wmeHee 70 % (Q)
(napaueTamorn) vyepes 30 MuH

Ci3H1502

70% (Q) CsHoNO,
dissolved in 30

CsHoNO:

6 |Related substances /
PogcTBeHHbIe npumecu

0.04%

0.0002%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumeceit
néynpodena — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHodeHon (npumecs
napauetamona) — He 6onee 0,005%

7 |Water/Boga

1.6%

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

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoaykT cooTBeTcTBYeT TpeGoBanusam HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by /

IloaroroBneHo:

Ankit )
(4

Checked by /
IIposepeno: Pardeep Kumar

g

-

Approved by: Manager/Executive /
Opob6peno: Menemxep /
PyxoBoautegs :Amit Kumar

s
™

Print Date:
Jata: 12.09.2022

Print Date:
Harta:12.09.2022

Print Date:
Jara: 12.09.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 25900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CEPTHUPHUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noykanu®, TabJeTKH, MOKPbIThIE NJIEHOYHOI o6osoykoii, 400mr + 325mr

Batch No / Cepus Ne : V2201755

Batch Quantity / O6bem naptuu : 776.0Kg

Analytical Report No / AHanuTH4ecKnii oT4yeT Ne :
040001638455,890001613943

Date of Analysis / J{ata anajuza: 12.09.2022

Date of Manufacture / Jlata npousBojactBa : Aug-2022

Date of Expiry / Cpok rognoctn :July-2027

Analysis performed according ND / Ananun3s nposegen mo H/: [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, u3zm. Ne 2 ot 23.09.2019)

*8 |Microbial limits /

yncToTa

a) Total aerobic
microbial count /
O6Lwwee yncro
a3pOoBHbIX
MUKPOOPraHU3mMoB

b) Total combined
yeasts and mould

APOXCKEBBIX U

c) E. coli

Mukpobnonoruyeckas

count / OBLee yncno

nnecHeBbIX FpM6OB

10 CFU/g/
10 KOE/r

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

Absent / OTtcyTtctByeT

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 / OtcyTcTBNe B
1r

Remarks : The Product conforms to ND/
IIpumeuanue: I1poaykT coorBeTcTBYeT TpeGoBaHusaM HJJ

Opinion : APPROVED
3akimouenune: OJJOBPEHO

Prepared by /
IMoarorosieHo:
Anklt /'/

(L

%

Checked by /
ITpoBepeHo: Pardeep Kumar

&5

Approved by: Manager/Executive /
Ono6peHo: Menemxkep /

PyxopoanTens :Amit Kumar

t

Print Date:
Hara: 12.09.2022

Print Date:
Jara:12.09.2022

Print Date:
Hara: 12.09.2022

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




Dr.Reddy’s “:‘

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

CERTIFICATE OF ANALYSIS oo o

CEPTUOHUKAT AHAJIM3A

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

Noykann®, TabieTKH, NOKPbITHIE NJIEHOYHOH 060J049K0it, 400mMr + 325Mr

Batch No / Cepus Ne : V2201755 Batch Quantity / OGbem napruu : 776.0Kg |

040001638455,890001613943

Analytical Report No / AnaauTudeckuii oruer Ne : Date of Analysis / JlaTa ananu3a: 12.09.2022

Date of Manufacture / /lata npoussoacrsa : Aug-2022 | Date of Expiry / Cpok rogxocts :July-2027

Analysis performed according ND / Ananu3 nposeaen no HJI: 1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018,

n3M. Ne 2 071 23.09.2019)

9 |Uniformity of dosage
units

/ OpHopodHOCTL 2.0
4031poBaHus
Ibuprofen /
néynpodeH

Acceptance value (AV) should be
not more than 15.0 /
MokasaTtenb npuemnemocTtu (AV)
JomkeH bbITb He bonee 15,0.

Acceptance value (AV) should be

1.9 not more than 15.0 /
Paracetamol / MokasaTtens npuemnemocTty (AV)
napaueramon [ormkeH bbITb He bonee 15,0.
10 |Assay/ 391.4 mg 360 to 440 mg of Ci3H450;
KonuuecteeHHoe (Ibuprofen) per tablet /
onpegeneHune OT1 360,0 mr oo 440,0 mr Cy3H10-
(néynpodbeH) B TabneTke
321.27 mg

2925 to 357.50 mg of CgHgNO-
(Paracetamol) per tablet /

O1 292,5 mr go 357,5 mr CsHgNO,
(napauetamor) B Tabnetke

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ilpumeuanue: [Iponykr cootBercTByeT TpeGoBanusm HJI | 3axmoyenne: ONOBPEHO

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

IMoaroTroBneHo: ITpoBepeno: Pardeep Kumar | Ono6peno: Menemkep /

Ankit Pykosomureng :Amit Kumar
@ = — P

Print Date: Print Date: Print Date:

Hara: 12.09.2022 Hara:12.09.2022 Hata: 12.09.2022

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
CIN: L85195AP1984PLCO04507
www.drreddys.com

: mail@drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJII3A

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

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HUOyxkann®, rabaerku, ITOKPBITHIE TLICHOYHOMH 000104K0ii, 400mMr + 325Mr

Batch No / Cepusi Ne : V2201755

Batch Quantity / O6bem napruu : 776.0K_g_

040001638455,890001613943

Analytical Report No / Ananutuuecknii oruer No :

Date of Analysis / JaTa anaausa: 12.09.2027 |

Date of Manufacture / lata npon3BoacTBa : Aug-2022

Date of Expiry / Cpok rogsoctn July-2027

Analysis performed according ND / Ananus NPOBeEJeH Mo
{06.09.2018, amend Ne 2 fronﬁ3&2019/@4. Ne

HJX: TIN011252/01-110717 (amend Ne 1 from
L o1 06.09.2018, n3m. Ne 2 ot 23.09.2019) B N

Package / YnakoBka

ﬁ1

10 tablets in PpVC/Al
blister. 1 blister and a
patient information leaflet in
a carton. / lNo 10 TabneTok
B MBX/Al 6nucTep. Mo 1
Bnuctepy B nauky
KapTOHHYIO BMecTe ¢
VHCTPYKUMENH Nno
NPUMEHEHWIO.

10 tablets in PVC/Al blister. 1, 2 or |
20 blisters and a patient information
leaflet in a carton. / Mo 10 TabneTok
B [BX/Al 6nucrep. Mo 1, 2 unn 20
Bnucrepos B nauky KapTOHHYI0
BMECTE C MHCTPYKLMEN no
NPUMEHEHUIO.

12 | Labeling / Mapkupoeka

According to ND / B cooTBeTcTBUM C HAO

13 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHne Mpy Temnepatype He Bbiwe 25 °C.
14 | Shelf life / Cpok 5years /5 ner
rogHocT#

Remarks : The Product conforms to ND/
Ipumeuanne: [poaykr COOTBETCTBYeT TpeboBaHusm HJ[

Opinion : APPROVED
3akmouenue: OJIOFPEHO

Prepared by /
Iloarorosneno:

Checked by /
ITpoBepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Meuenxep /

Jara: 12.09.2022

Hara:12.09.2022

Ankit ﬁ Pyxosoaurens :Amit Kumar
L= { & (s
» //
Print Date: Print Date: Print Date:

Hara: 12.09.2022

Cerod Officer 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
T 21 404900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




