Dr.Reddy’s ‘:

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykaua®, Tab1eTKH, HOKPLITHIE ILIIeHO4YHO#H 060404KOi, 400mr + 325Mr

Batch No / Cepua Ne : V2101371

Batch Quantity / O6bem maprumn :
776.000 Kg

Analytical Report No / AHanuTnyeckuii oTyet Ne :
890001541290, 890001541121

Date of Analysis / /laTta ananuza: 25.08.2021

Date of Manufacture / laTa npon3soacrsa : July-2021

Date of Expiry / Cpok rogHocTu : Jun-2026

Analysis performed according ND / Anasu3s nposenen mo HJI: [1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018, m3m. Ne 2 ot 23.09.2019)

S. Test

Result

Specification

1 |Description / Onucanue |Capsule-like orange-coloured

film-coated one-side scored
tablets;

on cross section- white core /
Tabnetku KancynosugHoi
dhopmbl, MOKpbITbIE
NreHo4HOMN obonouxon

OpaHXXeBoro LiBeTa, C pUCKoii
Ha OAHOW CTOpPOHe; Ha
nonepeYyHoOM paspese — S4p0
Genoro useTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / Tabnetku KancyrnoBUAHON
dopmbl,  MOKpbITbIE  MNNEHOYHON
0GOOYKON OpaHXEBOro LBeTa, C
PUCKOA Ha OfHOW CTOpOHE; Ha
nornepeYHoMm paspese -—  S4po
Benoro unu noyTn 6enoro upeTa

Remarks : The Product conforms to ND/
Ilpumeuanue: [1poayKT cooTBeTcTBYET Tpebosanusam HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /
IloarotoBnexo:
Pardeep Kumar

<

—

Checked by /
[IpoBepeHo:
Himesh Kumar

o B

Approved by: Manager/Executive /
Ono6peHo: MeHnemxep /
Pykoeoaurens

Amit Kumar N

Print Date:
Hata: 25.08.2021

Print Date:
Hara: 25.08.2021

Print Date:

Jara: 25.08.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@direddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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

Noyknua®, TaG1eTKH, MOKPBITHIE NIEHOYHOi 060104K0ii, 400Mmr + 325Mr

890001541290, 890001541121

Batch No / Cepua Ne : V2101371 Batch Quantity / O6bem napTuu :
776.000 Kg
Analytical Report No / AHanuTuueckuii oTyer Ne : Date of Analysis / JlaTta ananusa: 25.08.2021

Date of Manufacture / /lara npousoacrea : July-2021 |Date of Expiry / Cpok roanoctn : Jun-2026

Analysis performed according ND / Anann3 nposegen mo H/I: I1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. No 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

2 Identification / a) Complies as prescribed/
MoannHHOCTL B cooTtBeTCTBUMK C
onvcaHnem

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 yaepxuBaHus OCHOBHbIX
MUKOB Ha XpomaTtorpaMmme
WCNbITYEMOro  pacTeopa  [OITKHbI
COOTBETCTBOBATL BpeMeHamMm
yAEpPXKNBaHUS NUKoB Ha
XpomaTtorpamme pacTeopa
CTaH[apTHbIX obpasuos
nbynpocbeHa U napaueTamona
(pasgen «KonwnyectBeHHOE
onpeaenexues)

3 |Average weight and 969.6 mg
mass uniformity /
CpegHas macca u
OOHOPOAHOCTb MO
mMacce

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

Or 9409 wmr po 9991 wmr
(970,0 mr = 3,0 %)

18/20 tablets — NMT + 5% /
18/20 TabneTtok — He bonee + 5 %
2/20 tablets — NMT + 10% /
2/20 Tabnetok — He 6onee + 10 %

Remarks : The Product conforms to ND/
IIpumeuanue: IlpoaykT coorBercTByeT TpeboBanusM HJI

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: [IpoBepeno: Ono6peHo: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoautens
f‘ M Amit Kumar /M\/
Print Date: Print Date: Print Date:
Hata: 25.08.2021 Hara: 25.08.2021 Hata: 25.08.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
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Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6yxauH®, TabieTKH, NOKPbITHIE ILIeHO4HOH 060104K0ii, 400mr + 325mr

Batch No / Cepus Ne : V2101371

Batch Quantity / O6bem napTuu :
776.000 Kg

890001541290, 890001541121

Analytical Report No / AnanuTn4eckuii order Ne :

Date of Analysis / laTa ananuza: 25.08.2021

Date of Manufacture / JJata nponspoactsa : July-2021

Date of Expiry / Cpok roggocts : Jun-2026

Analysis performed according ND / Ananu3s nposeges mo HI: TIN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ n3m. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnapaemocTb

12 minutes 38 seconds

Not more than 30 minutes /
He 6onee 30 muH

S |Dissolution /
PacTtsopeHue

95% - 102%

99% - 104%

NLT 70% (Q) Ci3H1eO2 (Ibuprofen)
dissolved in 30 minutes /

He wmenee 70 % (Q) CiaH150:2
(nBynpodeH) yepes 30 MUH

NLT 70% Q) CsHgNO>
(Paracetamol) dissolved in 30
minutes /

He meHee 70 % (Q) CsHoNO:

(napauetamon) yepes 30 MUH

6 |Related substances /
PopcTtBeHHbIE NpruMecH

0.05%

0.0002%

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

7 |Water/Boaa

1.4 %

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

Remarks : The Product conforms to ND/
ITpumeuanne: [Iponykr coorBeTcTBYeT TpebopanuaM HJI

Opinion : APPROVED
3axmouenue: OJJOGPEHO

Hara: 25.08.2021

Hara: 25.08.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: [Iporepeno: Onobpeno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoaurens
{j M Amit Kumar &)
- /'/
Print Date: Print Date: Print Date:

Jlarta: 25.08.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
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Dr.Reddy’s €@

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
U6yxamn®, Tab1eTKH, NOKPbITHIE MJIeHOYHOH 0601049K0kH, 400Mr + 325Mr

Batch No / Cepusa Ne : V2101371

Batch Quantity / O6bem napTuu :
776.000 Kg

Analytical Report No / AvanmuTnyeckuif oryet Ne :
890001541290, 890001541121

Date of Analysis / JlaTa anamu3a: 25.08.2021

Date of Manufacture / JlaTa npoussoactsa : July-2021

Date of Expiry / Cpok rognocts : Jun-2026

Analysis performed according ND / Ananu3s nposenen mo HJI: ITIN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. No 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

8

Microbial limits /
Mukpobunonoruyeckas
yuctoTa

a) Total aerobic
microbial count /
O6Lee uncno
a3pobHbIX
MUKPOOPraHU3MoB

b) Total combined
yeasts and mould
count / ObLuee yncno
OPOMNOKEBBIX W
nnecHesbIX rpnbdoB

¢) E. coli

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

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

1r

Absent in 1g/ OTcyTcTBYET B

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 / OTcyTcTBUNE B
1r

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoaykT coorseTcTByeT TpeboBanuam HJI

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Jara: 25.08.2021

Jlara: 25.08.2021

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroTosneHo: IIpoBepeHo: Onobpeno: Menemxep /
Pardeep Kumar Himesh Kumar PyxoBogutens \
(:.[ QJ—//Q Amit Kumar />/ _
Print Date: Print Date: Print Date:

Hara: 25.08.2021

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

Tel: 91 40 4900 29

00, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
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Dr.Reddy’s ‘7:.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
No6ykaua®, Tab1eTkH, NOKPBITHIE IIEHOYHOi 00601049K0H, 400Mr + 325mr

Batch No / Cepusi Ne : V2101371

Batch Quantity / O0bemM napTuu :
776.000 Kg

890001541290, 890001541121

Analytical Report No / AHanuTH4YecKH# oTueT Ne :

Date of Analysis / laTa ananu3za: 25.08.2021

Date of Manufacture / [laTa npousBoacrsa : July-2021

Date of Expiry / Cpok rogdocTs : Jun-2026

Analysis performed according ND / Ananns nposener o 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 o1 23.09.2019)

9 | Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OgHopoaHOCTb 2.0 MokasaTenb npuemnemocTu (AV)
[031MpoBaHns SormkeH 6biTb He 6onee 15,0.
Ibuprofen /
ubynpodoeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.3 MokasaTenb npuemnemocTtu (AV)
napauertamon JOKeH ObITb He Gonee 15,0.
10 |Assay/ 389.5 mg 360 to 440 mg of Ci3H«.O2
KonuuectseHHoe (Ibuprofen) per tablet /
onpegeneHve Ot 360,0 mr go 440,0 mr Cq3H1502
(nGynpodeH) B TabrieTke
326.89 mg 2925 to 357.50 mg of CsHgNO:
(Paracetamol) per tablet /
Ot 292,5 mr po 357,5 mr CsHgNO:
(napauetamon) B TabneTke

Remarks : The Product conforms to ND/
ITpumeuanue: [poaykT coorBeTcTByeT TpeboBaHusam HJI

Opinion : APPROVED
3akauenne: OJJOBPEHO

Prepared by /
ITonrororneno:
Pardeep Kumar

Checked by /
[IporepeHo:

Himesh Kumar

QJ———/‘A

Approved by: Manager/Executive /
Ono6peHo: Menemxep /
PykoBonutenn S

Amit Kumar g

Print Date:
JHara: 25.08.2021

Print Date:

Hara: 25.08.2021

Print Date:
Jata: 25.08.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hydcrabad - 500034, A P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
wwiw.direddys.com




Dr.Reddy’s Q;

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NO6ykanu®, TabieTKH, NOKPBITHIE IIEHOYHOI 0601049K0H, 400Mr + 325Mr

Batch No / Cepusa Ne : V2101371

Batch Quantity / O6bemM DapTHH :
776.000 Kg

890001541290, 890001541121

Analytical Report No / AHaauTHueckuii oTyer Ne :

Date of Analysis / [laTa ananusa: 25.08.2021

Date of Manufacture / /lata npou3pogcrsa : July-2021

Date of Expiry / Cpok roanoctu :'Jun-2026

Analysis performed according ND / Anann3 nposegen no HJ: TIN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. No 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

11 | Package / Ynakoska |10 tablets in PVC/Al blister. |10 tablets in PVC/AI blister. 1, 2 or
1 blister and a patient 20 blisters and a patient information
information leaflet in a leaflet in a carton. / Mo 10 TabneTok
carton. / Mo 10 Tabnetok B  |B MNBX/Al 6rniuctep. Mo 1, 2 unun 20
MBX/Al 6rniuctep. Mo 1 BnucTepoB B Nayky KapTOHHYIO
bnvcTepy B nauvky BMECTE C UHCTPYKLMEN no
KapTOHHYIO BMECTE C NPUMEHEHUIO.

WMHCTpYKLUUER no
NPVUMEHEHUIO.

12 | Labeling / MapkupoBska | According to ND / B cooTteeTctBumn ¢ Hfj
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHve Mpu Temnepatype He Bbiwwe 25 °C.

14 | Shelf life / Cpok 5years / 5 net

rogHOCTH

Remarks : The Product conforms to ND/
ITIpumeuanne: [Tpoaykr coorBeTcTBYeT TpeboBanusam HJJ

Opinion : APPROVED
3akmouyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToAroToBieHO: IIpoBepeno: Ono6peno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBogurens

Amit Kumar N

/X//'
Print Date:

Jara: 25.08.2021

Print Date:
Jara: 25.08.2021

Print Date:
Jarta: 25.08.2021
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