@
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

CEPTHOHKAT AHAJIHU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykanH®, Tab1eTKH, TOKPBITHIE NNIEH04YHOH 060J104K0il, 400MT + 325mr

Batch No / Cepusi Ne : V2202244

Batch

Quantity / O6bem napruu : 776_.0Kg

040001676863,890001624464

Analytical Report No / Ananurnyecknii order No :

Date of Analysis / laTa ananuza: 02.11.2022 |

Date of Manufacture / lata nponssoactpa : OCT-2022

Date of Expiry / Cpok rogaocru :SEP-2027

Analysis performed according ND / Ananus nposeaen mo HJI: TI NO11252/01-110717 (amend Ne 1 from

06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, uam. Ne 2 o1 23.09.2019)

FS. ' Test
No

Result

Specification

1 |Description / Onucaxve

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

tablets; on cross section- white to off-white
on cross section- white core /[core / TabneTkn KancynoBuaHol
Tabnetku KancynoBuaHoON | hopmbl,  MOKPbITbIE  MAEHOYHO
hopmbl, MOKpbITble | 06ONOYKON OpaHXeBOro UBeTa, ¢
nreHo4yHom oBonoyKkon|puckoin Ha OAHOW CTOPOHE, Ha

OpaHXeBoro LiBeTa, C PUCKOW |MonepeyHom
CTOpoHe;  Ha|Benoro nnun no4ty 6enoro useTa

Ha  oJHol
nonepeyHoMm paspese — s4po
©enoro LBeTa

tablets;

paspese -  sApo

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

Opinion : APPROVED
3aknouenue: OJJOGPEHO

Hata: 02.11.2022

Hara: 02.11.2022

Prepared by / Checked by / Approved by: Manager/Executive /
INoarororneno: [IposepeHo: Himesh kumar | Ono6peno: Menemxep /

Ramakant \& PykoBoautens :Manoj Kumar
Print Date: Print Date: Print Date:

Jlata. 02.11.2022

Registered Office: 3-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, 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 ‘,’.‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories L td
Formulation Unit-6

Vill. Khot, Nalagarh Road, Baddj,
Distt. Soian, H.P,, 173 205, IND|A
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHDHKAT AHAJTI3A

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

Hoykann®, Tabaerku, NOKPLITHIE NIEHOYHOI 000.104K0ii, 400mr + 325mr

Batch No / Cepust Ne : V2202244

Batch Quantity / O6bem napTun : 7_7_6.0Kg

040001676863,890001624464

Analytical Report No / Anamutuuecknii oruer Ne

Date of Analysis / lata anaauza: 02.11.2022

Date of Manufacture / JlaTa npomseoacrea : OCT-2022 [Date of Expiry / Cpoxk rogaoctn :SEP-2027

Analysis performed according ND / Ananus
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018. uzm. Ne 2 ot 23.09.2019)

poseaed mo H: ITNO011252/01-110717 (amend Ne 1 from

2 | Identification /

MoannHHoCcTL

a) Complies as prescribed/
B cootBeTcTBUM C
onucaHnem

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)/

Bpemena yaepxuBaHns OCHOBHbIX
N1KoB Ha XpomaTtorpamme
UCrbiITyeMOro pacteopa  [OMXKHbI
COOTBETCTBOBATL BpemeHam
YOEPXKMBaAHUSA nukoB Ha
Xpomarorpamme pacTBopa
CTaHAapTHbIX obpasLos
ubynpocdbeHa ©  napaueTamona
(pasgen «KonuyecteseHHoe
onpegeneHues)

3 |Average weight and
mass uniformity /
CpeaHasa macca u
0HOPOAHOCTb Mo
mMacce

968.3 mg

Complies /cooTBeTcTBUM C

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

999,1 mg

9991 wr

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

2/20 TabneTtok — He Gonee + 10 %

Remarks : The Product conforms to ND/
[Ipumedanne: [IpoaykT cootsercTayeT TpeboBaHusM H]I

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by /
[Toarororneuno:

Checked by /
[Tpoeepeno: Himesh kumar

N

Approved by: Manager/Executive /
OmobpeHo: Menemxkep /
PykoBoautens :Manoj Kumar

Ramakant %
A
Print Date:

Hara: 02.11.2022

Print Date:
Jlara: 02.11.2022

Print Date:

JHarta. 02.11.2022

Registered Office: 3-2-337, 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 ":'

CERTIFICATE OF ANALYSIS

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

Vill. Khot, Nalagarh Road, Baddi,
Distt. Soian, H.P., 173 205, INDIA
Tel : +91 98166 55001-02
www.drreddys.com

CEPTUPHUKAT AHAJIM3A

Eoduc?lbuclin, film-coated tablets 400 mgtl— 325 mg
HOyxkaun®, tabnerku, NOKpbITHIE MAEHOYHOH 000104K0i, 400Mr + 325Mr

-

Batch No / Cepus Ne : V2202244

Batch Quantity / O6bem napruu : 776.0Kg

040001676863,890001624464

Analytical Report No / Ananurudeckuii oryer Ne :

Date of Analysis / laTa ananusa: 02.11.2022

Date of Manufacture / laTta npoussoacrsa : OCT-2022

Date of Expiry / Cpok rognoctn :SEP-2027

Analysis performed according ND / Anann3 nposeaen no HI: I1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Neo 2 from 23.09.2019/ usm. Ne 1 o1 06.09.2018, n3m. Ne 2 ot 23.09.2019)

4 ‘Disintegration /
PacnagaemocTtb

10 minutes 04 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacTteopeHne

99% - 101%

100% - 103%

NLT 70% (Q) C13H1502 (Ibuprofen)
dissolved in 30 minutes /
He wmeHee 70 % (Q)
(vBynpodeH) yepes 30 MUH

Ci3H150:2

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

He wmeHee 70 % (Q) CsHgNO,

(napauetamon) yepes 30 MuH

6 |Related substances /
PogcTteeHHbIE nprumeci

0.09%

0.0001%

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

7 |Water /Bopa

1.6%

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

Remarks : The Product conforms to ND/
Ilpumeyanne: [IpoaykT cooTBeTcTBYET TpeboBaHusM HJ[

Opinion : APPROVED
3akmwouenue: OJOBPEHO

Jara: 02.11.2022

Tata: 02.11.2022

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

[ToarorosneHo: IIpoeepeno: Himesh kumar | Ono6peno: Menemkep /

Ramakant \B l Pykoeoautens :Manoj Kumar
= ; ]

Print Date: Print Date: Print Date:

Jarta. 02.11.2022

Registered Office: 3-2-337, 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 Laboratories Ltd,

DI'. Reddy’s Q'. Formulation Unit-6

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

CERTIFICATE OF ANALYSIS  Tel: +9198166 56001-02
CEPTUDOUKAT AHAJIM3A  Www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykanH®, TabaeTKH, MOKPbIThIE MIeHO4YHOii 06010uKoii, 400Mr + 325mr

Batch No / Cepust Ne : V2202244 Batch Quantity / O6bem naptuu : 776.0Kg

Analytical Report No / AnanuTu4deckuii oruer Ne : Date of Analysis / JlaTta ananuza: 02.11.2022
040001676863,890001624464

Date of Manufacture / /lata npoussoacrsa : OCT-2022 |Date of Expiry / Cpok roasoctu :SEP-2027

Analysis performed according ND / Anasim3 nposeaed no 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)

*8 |Microbial limits /
Mukpobnonorudeckas
YnCTOoTa 10 CFU/g /
a) Total aerobic 10 KOE/r Not more than 1000 CFU/g /
microbial count / He 6onee 1000 KOE/r
Obuee ynucrno
a3p0obHbIX
MUKpPOOPraHM3moB

b) Total combined Less than 5 CFU/g / Not more than 100 CFU/g /
yeasts and mould MeHee 5 KOE/T He 6onee 100 KOE/r
count / Obuyee uucno
APONOKEBBIX W
MNEecHEBbIX rPMdos
Absent / OTtcyTcTByeT

c) E. coli Shall be absent in 1g / OTcyTcTBUE B
1r
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [IpoaykT cootercTBYeT Tpebosanuam HJI | 3akmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBineHo: [Tpoeepeno: Himesh kumar | Ono6peno: Menemxep /
Ramakant PykoBoauTens :Manoj Kumar
Print Date: Print Date: Print Date:
Hara: 02.11.2022 Hara; 02.11.2022 Hara. 02.11.2022

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 Q3¢

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Soian, H.P., 173 205, INDJA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHDHKAT A

HAJII3A

r———
Product : Ibuclin, film-coated tablets 400 m
Hoykmmu®, TabNeTKH, NOKPLIThIE MICHOYHOI 060

g+325mg

JH09K0il, 400mMr + 325mr

Batch No / Cepus Ne : V2202244

Batch Quantity / O6bem napTun : 776.0K g

Analytical Report No / Ananntudeckuii orver Ne :
040001676863,890001624464

[Date of Analysis / Tata ananunsa: 02.11 2022

Date of Manufacture / JlaTa npousBoacTaa : OCT-2022

Date of Expiry / Cpok roanocru :SEP-2027

Analysis performed accordin
06.09.2018, amend Ne 2.

g ND / Ananus npogenen no
from 23.09.2019/ n3m. Ne 1 ot 06.

HJ: TINO11252/01-110717 (amend Ne | from
09.2018, uswm. No 2 o7 23.09.2019)

9 |Uniformity of dosage

Acceptance value (AV) should be

units not more than 15.0 /
/ OpHopoHoCTL 1.8 MNokasaTtenb npmemnemocty (AV)
[031poBaHng AomKeH bbITb He Gonee 15,0.
|lbuprofen/
nbynpodeH Acceptance value (AV) should be
| 1.8 not more than 15.0 /
\Paracetamol/ MokasaTtens npuemnemocTy (AV)
}napaueTamon AOIKEH ObITh He Boree 15,0.
10 |Assay/ 393.4 mg 360 to 440 mg of C13H150,
KonuyecTtseHHoe (Ibuprofen) per tablet /
oripeneneHne Ot 360,0 Mr go 440,0 mr C13H150,
(wBynpodeH) B TabneTke
321.32 mg
2925 to 357.50 mg of CsHgNO,
' (Paracetamol) per tablet /
‘ Ot 292,5 mr po 357,5 Mr CgHgNO,

(napaueTamon) B TabneTtke

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanmue: [poaykt cootsercrayer Tpedosannam HJT | 3akmouenne: OJJOBPEHO

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

[Hoarorosneno: I[Tposepeno: Himesh kumar Ono6peno: Menemxep /

Ramakant PyxoBoautens :Manoj Kumar
o\ —~ /

Print Date: Print Date: Print Date:

Hara: 02.11.2022 Hara: 02.11.2022 Hara. 02.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangans, india
Tel: +91 40 4900 2900, Fay: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCCO4507
www.drreddys.com



Dr. Reddy's Laboratories Lid.

@
g e@® Formulation Unit-6
Dr. ReddY S ‘,‘ Vill. Khol, Nalagarh Road, Baddj,

Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUDPUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoykianu®, rabaerkn, HOKPBIThIE MIEHOYHOIT 060104K0i1, 400Mr + 325Mr

Batch No / Cepus Ne : V2202244 Batch Quantity / O6bem naprun : 776.0Kg
Analytical Report No / Anasutnueckuii oruer No : Date of Analysis / lata ananusa: 02.11.2022
040001676863,890001624464

Date of Manufacture / lata npousgosacrea : OCT-2022 Date of Expiry / Cpok rogsoctu :SEP-2027
Analysis performed according ND / Anasus nposenen mo HJI: I1NO011252/01-110717 (amend Ne 1 from

06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 01 06.09.2018, u3m. Ne 2 or 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 leafletin |leaflet in a carton. / Mo 10 TabneTok
acarton. /Mo 10 TabneTtok  |B MBX/Al Brnvictep. Mo 1, 2 unu 20

B MNBX/Al 6nuctep. Mo 1 BrmcTepos B Nauky kKapToHHyto
brnmcTtepy B nauky BMECTE C MHCTPYKLUMEN no
KapTOHHY0 BMecTe ¢ NPUMEHEHWIO.

WHCTpYKUKMeN no

NpUMEHEHMIO.

12 | Labeling / Mapkuposka According to ND / B cootsetcTBim ¢ H
13 | Storage conditions / At temperature not more than 25 °C. /

XpaHeHue [pu Temnepatype He BbiLe 25 °C.
14 | Shelf life / Cpok S5vyears /5 net
rofiHOCTH
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanmue: ITpoayKT cooTseTcTBYeT TpeGoBaHHMsM H]JI | 3akmo4enue: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroropneno: ITpoBepeno: Himesh kumar Onobpeno: Meunemxep /
Ramakant PyxoBonurens :Manoj Kumar
\J H ;
el ) ( .Fn u_tw,(
Print Date; Print Date: Print Date:
Hara: 02.11.2022 Hata: 02.11.2022 Jara. 02.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2995, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



