Dr.Reddy’s ‘,‘.

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product : Ibuclin, film-coated

tablets 400 mg + 325 mg

H6ykanu®, TabieTku, HOKPLITHIE 1eHOYHOH 060104K0#, 400mMr + 325mr

Batch No / Cepus Ne : V2101214

Batch Quantity / O6bem napTuu :
776.000 Kg

890001540810, 890001540730

Analytical Report No / Anagnruyecknii oryer N :

Date of Analysis / /laTa ananau3a: 23.08.2021

Date of Manufacture / Jlata npoussojcrsa : July-2021

Date of Expiry / Cpok ronaocts : Jun-2026

Analysis performed according ND / Ananu3 nposegen 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, u3m. Ne 2 ot 23.09.2019)

film-coated one-side scored

tablets;

on cross section- white core /
TabneTtku KarncynosnaHom
chopmbl, MoKpbITbIE
NMeHoYHOoM obonouykon
OpaHXeBoro LBeTa, C PUCKON
Ha OfHOW CTOPOHEe, Ha

fionepeyYyHom paspese — 94po
Genoro useTa

S. Test Result Specification
No
1 | Description / Onucanue |Capsule-like orange-coloured|Capsule-like orange-coloured film-

coated one-side scored tablets;
on cross section- white to off-white
core / TabneTkn KancynoBUAHON
chopmbl,  NOKpbITbIE  NIMEHOYHON
06004YKO opaHXeBoro LBeTa, C
puckoi Ha OAHOW CTOpOHE; Ha
rnonepeyHomMm  paspese a4po
B6enoro unu novtu denoro useTa

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoaykT cooTBeTCTBYET Tpebosanuam HJI

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Prepared by /
IToaroToBneHo:
Pardeep Kumar

Checked by /
IIposepeHo:
Himesh Kumar

\ o

Approved by: Manager/Executive /
Ono6peHo: Menemxep /
PykoBoautens
Amit Kumar N
=

Print Date:

Jara: 23.08.2021

Print Date:
Iara: 23.08.2021

Print Date:
Jarta: 23.08.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: 1 40 490C 29C3, Fax. 51 40 4960 2959, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.coni




Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykaun®, TabaeTKH, NOKPLITHIE MIeHO4HOH 06051049KO0MH, 400mr + 325mr

Batch No / Cepus Ne : V2101214

Batch Quantity / O6bem napTuu :
776.000 Kg

Analytical Report No / Ananurnyecknii oryer Ne :
890001540810, 890001540730

Date of Analysis / JlaTa anaaunsa: 23.08.2021

Date of Manufacture / Jlata npousBoacrsa : July-2021

Date of Expiry / Cpok rogaoctd : Jun-2026

Analysis performed according ND / Ananu3s nposeaen no H/I: II NO1 1252/01-110717 (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 /
MNoanuHHOCTL

a) Complies as prescribed/
B cooTtBeTCTBMM C
onucaHuem

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 ypepxuBaHuWs OCHOBHbIX
NnMKoB Ha XpomaTorpamme
UCMBITYEMOrO  pacTBopa [AOJTKHbI
COOTBETCTBOBATL BpemMeHam
yaepXXuBaHns nUKoB Ha
XpomaTtorpammve pacTteopa
CTaHZapTHBLIX 0bpasuos
ubynpocpeHa ®M  napauertamona
(pazgen «KonunyecTteeHHoe
onpeneneHne»)

3 |Average weight and
mass uniformity /
CpepHasa macca n
0QHOPOAHOCTL NO
macce

968.4 mg

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

Or 940,9 wmr po 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/
Ilpumeuanue: IIpoayKr coorsercTByeT TpedosanusM HJL

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Jara: 23.08.2021

Jarta: 23.08.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[ToAroToBIEHO: [IposepeHo: Ono6peHo: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoautens
q"[’/ Cb)——’”_g Amit Kumar N
- ' : .—/
Print Date: Print Date: Print Date:

Iara: 23.08.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: 91 40 4900 2500, Fax. 91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507

www.drreddys.coni




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyknuu®, TabIeTKH, NOKPbIThIC IJIEHOYHOMH 060.104K0i1, 400MT + 325Mr

Batch No / Cepusi Ne : V2101214

Batch Quantity / O0bem mapTum :
776.000 Kg

890001540810, 890001540730

Analytical Report No / AHanmuTH4eckuii oryer Ne :

Date of Analysis / Jata ananu3sa: 23.08.2021

Date of Manufacture / Jlata npoussoacrsa : July-2021

Date of Expiry / Cpok rognocrty : Jun-2026

Analysis performed according ND / Anasns nposeaen mo HJL: 11 N011252/01-110717 (amend Ne 1 from
\0_6.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacrnagaemocTtb

09 minutes 57 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PactBopeHne

98% - 101%

97% - 101%

NLT 70% (Q) Ci3H1s02 (lbuprofen)
dissolved in 30 minutes /

He menee 70 % (Q) Ci3H1O2
(vbynpodreH) yepes 30 MyH

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

He meHee 70 % (Q) CgHsNO:2
(napaueTamon) yepes 30 MVH

6 |Related substances /
PopcTBeHHbIE NpUMech

0.03%

0.0003%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumeceit
néynpodeHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHoteHon (npumech
napaueTamorna) — He Gonee 0,005%

7 |Water/ Bopa

1.4 %

Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
Hpumeuanue: [Ipoaykr cooteTcTByeT Tpebosanusm HJT

Opinion : APPROVED
3axiaouenne: OJJOBPEHO

Prepared by /
[ToarotoBieHoO:
Pardeep Kumar

Checked by /
IIpoBepeHo:
Himesh Kumar

Q‘&/ :
! -
:

Approved by: Manager/Executive /
Ono6peno: Meremxep /
PykxoBonureins

Amit Kumar N

Print Date:

Jara: 23.08.2021

Print Date:
Jara: 23.08.2021

/&,///
Print Date:

Iara: 23.08.2021

Registered Office: 8-2-337, Road Ne. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: 91 40 4900 26C0, Fax. 91 40 4900 2995, Einail: mail@drreddys.com

CIN: L85195AP1984PLC004507
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Dr.Reddy’s ‘;

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykanu®, Tabaerky, MOKPLIThIE IIEHOYHOH 000.104KOii, 400mr + 325mr

Batch No / Cepus Ne : V2101214 Batch Quantity / O0bem napTuu :
776.000 Kg
Analytical Report No / AHaquTHYecKHi oT4eT N : Date of Analysis / /lata anaan3a: 23.08.2021

890001540810, 890001540730

Date of Manufacture / JlaTa npon3soacrsa : July-2021 [Date of Expiry / Cpok roanocrts : Jun-2026

Analysis performed according ND / Ananu3 nposenen mo HJ[: [1 N011252/01-110717 (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)

8 |Microbial limits /
MukpoGuonorudeckas
yuctoTa

a) Total aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
microbial count / Menee 10 KOE/r He 6onee 1000 KOE/r
O0buee yncno
a3pobHbIX
MMWKPOOpPraHu3moB

b) Total combined Less than 5 CFU/g / Not more than 100 CFU/g /
yeasts and mould MeHee 5 KOE/r He 6onee 100 KOE/r
count / O6uee vncno
OPONOKEBBIX U
nnecHeBbIX rpnbos
Absent in 1g / OTcyTtcTtayeT B |Shall be absent in 1g / OTcyTcTBUYE B

c) E. coli ir 1r

Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanue: [Tpoaykr coorserctayet TpeGosanmam HI[ | 3axmotdenye: OJAOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToByeHo: [IpoBepeHo: Ono6peno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoaurens

C\f/ d—/; Amit Kumar i

= — : P-//

Print Date: Print Date: Print Date:
Jara: 23.08.2021 Jata: 23.08.2021 Hata: 23.08.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: §1 40 4900 29G0, Fax. 91 40 4900 2995, Einail: mail@drreddys.com
CIN: L85195AP1984PLC0G4507
www.drreddys.coni



Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

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

N6ykiaua®, Ta6aeTKH, MOKPbIThIE ILIEHOYHO 060J104K0i, 400Mr + 325mMr

890001540810, 890001540730

Batch No / Cepus Ne : V2101214 Batch Quantity / O6bem napTnu :
776.000 Kg
Analytical Report No / AHanuTHYecKui oTyer N Date of Analysis / [lata aHanu3a: 23.08.2021

Date of Manufacture / /laTa npoussoactsa : July-2021 | Date of Expiry / Cpok roaHocTu : Jun-2026

Analysis performed according ND / Ananns nposenen no HJ: ITNO11 252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ n3m. 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 /
/ OgHopoaHOCTb 1.9 MokasaTenb npvemnemoctu (AV)
[031poBaHus AormkeH 6bITb He Gonee 15,0.
Ibuprofen /
nbynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.9 Mokasatenb npuemnemoctu (AV)
napaueramon JormkeH 6bITb He 6onee 15,0.
10 |Assay/ 393.0 mg 360 to 440 mg of Ci3H102
KonuyecTteeHHoe (Ibuprofen) per tablet /
onpeaerneHne OT 360,0 mr go 440,0 mr Ci3H1s02
(ubynpodbeH) B TabneTke
321.65 mg 2925 to 357.50 mg of CgHsNO:
(Paracetamol) per tablet /
Ot 292,5 mr po 357,5 mr CgHgNO:
(napaueTtamorn) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [TpoaykT cootBeTcTBYeT TpeGoanusM HJ | 3axmouenue: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroroBneHo: [TpoBepeHo: Ono6peHo: Menemxep /
Pardeep Kumar Himesh Kumar PykoBogutens

J C:_\L—/; Amit Kumar A
Print Date: Print Date: Print Date:
Hara: 23.08.2021 Tara: 23.08.2021 JlaTta: 23.08.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: 91 40 4900 2660, Fax. §1 40 4500 2999, Ewail: miail@drreddys.com

CIN: L85195AP1984PLC0G4507

www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoyknnu®, Tab1eTku, NOKPbIThi¢ MJIeHOYHOH 00004K0ii, 400mr + 325mMr

Batch No / Cepust Ne : V2101214 Batch Quantity / O6bem mapTuu :
776.000 Kg
Analytical Report No / AnaauTHdeckuii oryer Ne : Date of Analysis / lata ananu3a: 23.08.2021

890001540810, 890001540730

Date of Manufacture / Jlata mponssoactsa : July-2021 |Date of Expiry / Cpox roanocti : Jun-2026

Analysis performed according ND / Ananns nposenen no HJI: [1N011252/01-1 10717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, usm. Ne 2 ot 23.09.2019)

11 | Package / YnakoBka |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 TabneTok
carton. / Mo 10 Tabnetok 8 |8 NBX/Al 6nnctep. Mo 1, 2 unn 20
MBX/Al 6nucTep. Mo 1 GrMcTepoB B NayKy KapTOHHYLO
onncTepy B nadky BMECTe C MHCTPYKLMeWn no
KapTOHHY BMECTe ¢ MPUMEHEHNIO.

WNHCTPYKUKMENR no
NPUMEHEHWIO.

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

XpaHeHue Mpu TemnepaType He Bbiwe 25 °C.
14 | Shelf life / Cpok 5years /5 net
rogHoCTH
Remarks : The Product conforms to ND/ : Opinion : APPROVED
Tpumeuanne: [ponykr cootsercTryer TpeGosanmam HJI | 3awmodenue: OTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBNEHO: [IpoBepeHo: Ono6peHo: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoaurens
C}Sr/’;" Amit Kumar N
R \ p
Print Date: Print Date: Print Date:
Jara: 23.08.2021 Hara: 23.08.2021 ITaTa: 23.08.2021

Registered Officc: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: 91 40 4900 29606, Fax. 91 40 4966 2999, Einail: mail@drreddys.com
CIN: L85195AP1984PLC004567
www.drreddys.com



