Dr.Reddy’s Q,‘:"

CERTIFICATE OF ANALYSIS

CEPTUO®HUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykauna®, TabaeTKH, NOKPbIThIE NIeH04HOH 000104KOH, 400mr + 325mr

Batch No / Cepust Ne : V2101373

776.0

Batch Quantity / O6beM DapTHH :

00 Kg

Analytical Report No / AHauTHYecKHif oT4eT Ne :
890001541636, 890001541512

Date

of Analysis / lata ananu3za: 31.08.2021

Date of Manufacture / Jlara npoussojcrsa : July-2021

Date

of Expiry / Cpok roguocti : Jun-2026

Analysis performed according ND / Auanu3s nposeaen no HJI: [T NO1 1252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, usm. 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 /
|Tabnetkm  kancyrnosuaHoOW

dhopmMbl, NoKpbITbIE

MreHo4YHom obonoukoi

opaHXXeBOro LIBETa, C PUCKOW
Ha OfHON CTOpOHe; Ha
nonepeYyHoM paspese — A4po
fesnoro uBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / Tabnetku KancynoBuaHon
cbopMbl,  NOKpbITbIE  NAEHOYHOM
oBono4vKkol opaHxeBoro LuseTa, C
puUcKkoii Ha OfHOW CTOpPOHE; Ha
rnonepeyHom paspese — S4po
Genoro unu noytun 6ernoro useTa

Remarks : The Product conforms to ND/ Opinion : APPROVED
TIpaveuanue: [Ipoaykt cooTBetcTByeT TpeGosanuaym HI[ | 3akmodense: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToAroToBNEHO: [IporepeHo: Ono6peHo: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoaurens

N2 Pawan Kumar
Print Date: Print Date: Print Date:
JaTa: 31.08.2021 Hata: 31.08.2021 Jara: 31.08.2021

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
www.drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

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

No6ykaun®, TabaeTku, IOKPLITHIE MIEHOYHOI 00004K0i#, 400Mr + 325Mr

890001541636, 890001541512

Batch No / Cepus Ne : V2101373 Batch Quantity / O0bem napTuu :
776.000 Kg
Analytical Report No / AHanuTHYeckuii oTder Ne : Date of Analysis / lata ananu3a: 31.08.2021

Date of Manufacture / Jlata npousBoacrsa : July-2021 [Date of Expiry / Cpox rogaoctu : Jun-2026

Analysis performed according ND / Anaaus nposeaen mo HJI: TTN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

2 Identification / a) Complies as prescribed/
MoannHHOCTL B cootBeTCcTBUK 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)/

BpemeHa yaepXmBaHWA OCHOBHbIX
NUKoB Ha XpomaTtorpamme
McnbITyemMoro  pactsopa AOJKHbI
COOTBETCTBOBATb BpeMeHam
yaepxmnBaHus MUKOB Ha
XpomaTtorpamme pacTtsopa
cTaHpapTHbIX obpasuos
ubynpodpeHa n  napaueramona
(pasgen «KonuyecteeHHoe
onpegeneHne)

3 |Average weight and 975.5 mg
mass uniformity /
CpepHsa macca n
0AHOPOAHOCTL MO
macce

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

Or 9409 wmr po 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 6onee + 10 %

Remarks : The Product conforms to ND/
TIpumeyanue: [Ipoaykt coorseTcTByeT TpeboBanusiM HJL

Opinion : APPROVED
3akmouenue: OOBPEHO

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

[ToaroToBIEHO: [IposepeHo: OnobpeHo: Menemxep /

Pardeep Kumar Himesh Kumar PykoBoautenn
c—_—;;k/—:’ Pawan Kumar /'\2‘_

Print Date: Print Date: Print Date:

JHata: 31.08.2021 Jlata: 31.08.2021 Jata: 31.08.2021

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 Q,‘:'.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoykanu®, TabaeTku, NOKPLIThIE NIeHO4HOH 000/104KOH, 400Mmr + 325mMr

Batch No / Cepust Ne : V2101373

Batch Quantity / O0bemM napTHH :
776.000 Kg

890001541636, 890001541512

Analytical Report No / AganuTnyeckuii oruer Ne :

Date of Analysis / laTa anaiam3a: 31.08.2021

Date of Manufacture / Jlata nponssoacrea : July-2021

Date of Expiry / Cpok rognocru : Jun-2026

Analysis performed according ND / Ananus nposegen o HJI: TIN011252/01-110717 (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 /
PacnagaemocTts

12 minutes 36 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacTtsopeHune

93% - 104%

97% - 105%

NLT 70% (Q) C13H1802 (Ibuprofen)
dissolved in 30 minutes /
He menee 70 % (Q)
(vbynpodpeH) yepes 30 MUH

C13H1s02

NLT 70% Q) CsHaNO:2
(Paracetamol) dissolved in 30
minutes /

He meHee 70 % (Q) CsHsNO:
(napauetamon) 4yepes 30 MUH

6 |Related substances /
PofcreeHHbIE NnpumMech

0.03%

0.0006%

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

7 |Water/Bopga

1.6 %

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

Remarks : The Product conforms to ND/
TIpumeuanue: [IpoayKT cooTBeTCTBYET TpeGoBanusIm HJL

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Jara: 31.08.2021

Hata: 31.08.2021

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotoByieHo: IIposepeHo: Opo6peHo: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoautens
[ s = Pawan Kumar g
P . P
Print Date: Print Date: Print Date:

Hara: 31.08.2021
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Dr.Reddy’s ‘,‘.

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykaua®, TabaeTKH, IOKPHITHIE INIEHO4HOH 000104K0M, 400Mmr + 325mr

Batch No / Cepust Ne : V2101373

Batch Quantity / O6bem mapTum :
776.000 Kg

890001541636, 890001541512

Analytical Report No / Ananurudyecknii order Ne :

Date of Analysis / [{aTa anann3a: 31.08.2021

Date of Manufacture / Jlara mpon3Boacrtsa : July-2021

Date of Expiry / Cpok roasoctu : Jun-2026

Analysis performed according ND / Anaaus nposenen no HJI: TTN011252/01-110717 (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 /
Mukpobuonorudeckas
yucToTa

a) Total aerobic
microbial count /
O6bLuee vncno
a3pobHbIX
MUWKPOOPraHn3MoB

b) Total combined
yeasts and mould
count / ObLee unucno
OPOXOKEBbLIX U
nnecHeBbIX rpubos

c) E. coli

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

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

Absent in 1g/ OTcyTCTBYET B
r

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 / OtcyTcTBrE B
ir

Remarks : The Product conforms to ND/
Tpumeuanue: [TponykT cooTBeTcTBYET TpeboBanusm HJT

Opinion : APPROVED
3akmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToByeHO: [IpoBepeHo: Ono6peno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoguTens
f : . Pawan Kumar /g—/
Print Date: Print Date: Print Date:

Jata: 31.08.2021

Jara: 31.08.2021

Jara: 31.08.2021
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Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykauu®, TabieTky, NOKPLIThIe MeH04Hoi 000104Koit, 400mMr + 325mMr

Batch No / Cepusa Ne : V2101373

Batch Quantity / O6beM napTus :
776.000 Kg

Analytical Report No / AHanuTH4ecKuii oTueT Ne :
890001541636, 890001541512

Date of Analysis / JlaTa anann3za: 31.08.2021

Date of Manufacture / Jata npoun3Bogcrsa : July-2021

Date of Expiry / Cpok rogsocts : Jun-2026

Analysis performed according ND / Auasnu3 nposeges o HJI: TTN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, m3m. Ne 2 ot 23.09.2019)

9 | Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OgHopopHoCTb 1.4 MokazaTenb npuemnemocTtu (AV)
4031poBaHus [ormkeH 6biTh He 6onee 15,0.
Ibuprofen /
néynpodgeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 3.2 MokasaTenb npuemnemocTn (AV)
napaueTtamorn JormkeH obiTb He Bonee 15,0.
10 |Assay/ 395.6 mg 360 to 440 mg of Ci3H1sO:2
KonuuecteseHHoe (Ibuprofen) per tablet /
onpegernexve Ot 360,0 mr go 440,0 mr Cq3H1s02
(nbynpodcheH) B TabneTke
315.06 mg 2925 to 357.50 mg of CgHgNO.
(Paracetamol) per tablet / _
Ot 292,5 mr go 357,5 mr CgHoNO;
(napaueTtamon) B TabneTke

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoaykT coorBeTcTBYET Tpebosanusam H/J

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by /
[ToarorosneHo:
Pardeep Kumar

-, .

Checked by /
[TpoeepeHo:
Himesh Kumar

—

Approved by: Manager/Executive /
Ono6peHo: Menemxep /
PykoBonurens

Pawan Kumar

Print Date:
Hata: 31.08.2021

Print Date:
Jata: 31.08.2021

Print Date:
Hata: 31.08.2021

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
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykaau®, TabaeTKH, NOKPHITHIE IJIeHO4HOH 000/104KO0H, 400mr + 325mr

Batch No / Cepus Ne : V2101373 Batch Quantity / O6bemM napTuu :
- 776.000 Kg
Analytical Report No / AnanuTudeckuii oryer Ne : Date of Analysis / lata anama3za: 31.08.2021

890001541636, 890001541512

Date of Manufacture / Jlata npoussoacrea : July-2021 [Date of Expiry / Cpok roaHocTs : Jun-2026

Analysis performed according ND / Ananns nposeten no HJI: IINOL 1252/01-110717 (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 PVC/Al blister. 10 tablets in PVC/Al 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 TabneTtok
carton. / Mo 10 Tabnetok 8 |B MBX/AIl 6Gnuctep. Mo 1, 2 nnn 20
MBX/Al 6nuctep. Mo 1 GrCTEPOB B NaYKy KAPTOHHYIO
onucTepy B nadky BMeECTe C UHCTPYKLUeEn rno
KapTOHHYI BMeCTe C NPUMEHEHUIO.

WHCTpYyKUMen no
NPUMEHEHMIO.

12 | Labeling / Mapkupogka | According to ND / B cootsetcteuv ¢ HO
13 | Storage conditions / At temperature not more than 25 °C. /

XpaHeHue Mpw TemnepaType He Bbilue 25 °C.
14 | Shelf life / Cpok 5years /5 net
rofHOCTH
Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpuveuanne: [IpoaykT cootseTcTByeT TpeGoBanusm HI[ | 3axmodente: OAOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosieHo: [IposepeHo: Ono6peno: Menemxep /
Pardeep Kumar Himesh Kumar PyxoBonutens
f bl/—’_“ Pawan Kumar 2‘-
Print Date: Print Date: Print Date:
Jara: 31.08.2021 Hara: 31.08.2021 Jara: 31.08.2021
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