Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

CEPTUOHKAT AHAJIM3A

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

H6yxann®, TabneTku, NOKPbITHIE IIEHOYHOH 060104K0i, 400Mr + 325Mr

Batch No / Cepust Ne : V2101545

Batch Quantity / O6bem napTum :
727.500 Kg

Analytical Report No / Ananutuueckuii oruer Ne :
890001545072, 890001544915

Date of Analysis / /laTa anamusa: 17.09.2021

Date of Manufacture / /lata npouszoacrsa : Aug-2021

Date of Expiry / Cpok rogHocrn : July-2026 .

Analysis performed according ND / Ananu3 nposexen no HJI: TI 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)

S. Test

Result

Specification

1 |Description / Onncanue

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

tablets;

on cross section- white core /
TabneTtku KarncynosuaHom
thopmbil, MoKpbITblE
NSIEHOYHOM obonouykon
OpaHXeBoro UBeTa, C PUCKON
Ha oOHOW cTopoHE, Ha

nornepevyHoM paspese — sapo
Genoro uBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTkn KancynosBuaHoOM
dOopMbl,  MOKPLITEIE  NSIEHOYHO
0BOMOYKON OpaHXeBOro LuBeTa, C
pUcKo Ha OOHOW CTOpPOHE, Ha
nonepe4yHom paspese —  f4p0
Benoro unu noytn Genoro LBeTa

Remarks : The Product conforms to ND/
ITpumeuanue: Ilpoaykr cootBeTcTBYET TpeGoBaHuAM HJL

Opinion : APPROVED
3aknoyenne: OJJIOBPEHO

Prepared by /
IToarorosnexo:

Checked by /
IIposepeno:

Approved by: Manager/Executive /
OpobpeHo: Menemxep /

Hara: 17.09.2021

Hara: 17.09.2021

Pardeep Kumar Himesh Kumar PyxoBoaurens
(_ ! . Abhishek Chauhan |
O !
Print Date: Print Date: Print Date:

Hata: 17.09.2021
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, |NDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NO6yxkanH®, TabaeTkH, TOKPBHITHIE NIEHOYHOH 000104K0ii, 400mMr + 325Mr

Batch No / Cepusi Ne : V2101545

Batch Quantity / O6bem napTum :
727.500 Kg

Analytical Report No / AnaguTHuyeckuii oTuer Ne :
890001545072, 890001544915

Date of Analysis / /lata ananu3a: 17.09.2021

Date of Manufacture / /lata npon3sBoactea : Aug-2021

Date of Expiry / Cpok rognocty : July-2026

Analysis performed according ND / Anann3 nposefen 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, uzm. Ne 2 ot 23.09.2019)

2

Identification /
MoanuHHOCTL

a) Complies as prescribed/
B cooTtBeTCTBUU C
onncaHuem

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 yaepXuBaHUA OCHOBHbIX
N1KoB Ha XpomaTorpaMme
UCMbITYeMOro pacTBopa [LOJTKHbI
COOTBETCTBOBATb BpeMeHam
yaepXusaHus NUKOB Ha
Xpomartorpamme pacTeopa
CTaHAapTHBIX obpasuoB
nbynpocdeHa v  napauetamona
(paspen «KonuuecteeHHoe
onpegeneHuey)

Average weight and
mass uniformity /
CpeaHss macca u
0HOPOAHOCTL NO
macce

967.7 mg

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

Or 9409 wvmr po 9991 wr
(970,0 mr £ 3,0 %)

18/20 tablets — NMT + 5% /
18/20 TabneTtok — He Oonee +5 %
2/20 tablets — NMT + 10% /
2/20 TabneTtok — He bonee + 10 %

Remarks : The Product conforms to ND/
IIpumeyanne: [Ipoaykt coorBeTcTBYeT TpeGoBanusam H]T

Opinion : APPROVED
3akmwuenue: OJOBPEHO

Prepared by /
IToaroroBneHo:
Pardeep Kumar

L

—

Checked by /
IIpoBepeHo:
Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep /
PyxoBonutens

Abhishek Chauhan /

Print Date:
Hara: 17.09.2021

Print Date:
Hara: 17.09.2021

Print Date:
Hara: 17.09.2021
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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
HNoyxkann®, TabneTKH, NOKPbITHIE IIEHOYHOH 000104K0i, 400Mr + 325Mr

Batch No / Cepus Ne : V2101545

Batch Quantity / O6bem naptuu :
727.500 Kg

Analytical Report No / AranuTH4eckHil oTyeT No :
890001545072, 890001544915

Date of Analysis / JaTa anasu3a: 17.09.2021

Date of Manufacture / lata npousBoacrsa : Aug-2021

Date of Expiry / Cpok roanoctn : July-2026

Analysis performed according ND / Anann3 nposenen mo HJI: TT 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

08 minutes 21 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacTtBopeHue

99% - 104%

97% - 101%

NLT 70% (Q) C13H150- (lbuprofen)
dissolved in 30 minutes /
He meHee 70 % (Q)
(néynpodpeH) uepes 30 MuH
NLT 70% Q)
(Paracetamol) dissolved in
minutes /

He wmeHee 70 % (Q) CsHoNO:
(napauetamon) yepes 30 MuH

C13H1802

CsHgNO>
30

6 |Related substances /

PoacTeeHHble npumMmecu

0.03%

0.0001%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecei
nbynpoceHa — He Gonee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHoheHon (NpUmech
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/
IIpumeuanue: IIponykt coorBeTcTBYET TpeGoBanusm HJI

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Prepared by /
IMoarorosieHo:

Checked by /
[Tposepeno:

Approved by: Manager/Executive /
Onobpeno: Menemxep /

Pardeep Kumar Himesh Kumar Pykoroautens
B Abhishek Chauhan .
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CEPTU®UKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxknnH®, TabNeTKH, NOKPLITHIE MIAeH04YHOH 060J104K0i, 400Mr + 325Mr

Batch No / Cepus Ne : V2101545 Batch Quantity / O6bem napTuu :
727.500 Kg
Analytical Report No / AHastuTHYecKHif oTyeT Ne : Date of Analysis / lata ananu3a: 17.09.2021

890001545072, 890001544915

Date of Manufacture / /laTta nponsBoactBa : Aug-2021 | Date of Expiry / Cpok roguoctu : July-2026

Analysis performed according ND / Auanus nposegen no HJ: TI 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)

8 [Microbial limits /
MwukpoOuonornyeckas
yucToTa

a) Total aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
microbial count / MeHee 10 KOE/r He 6onee 1000 KOE/r
O6Lulee uyncno
a3pobHbIX
MUKPOOPraHU3MoB

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 / ObLyee yncro
OPOXOKEBBIX U
nnecHesbIX rpubos
Absent in 1g / OtcyTtcTtayeT B |Shall be absent in 1g / OTcyTcTBME B

c) E. coli 1r 1r
Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanue: [poaykt cooTBercTByeT TpeGosanusm HJ | 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarororneHo: [IpoBepeno: Ono6peHo: Menemkep /
Pardeep Kumar Himesh Kumar Pykoroautens L
: S Abhishek Chauhan //
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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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTHOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykaun®, TabjeTKH, NOKPHITbIE MIEHOYHOMH 000104K0it, 400mr + 325Mmr

Batch No / Cepus Ne : V2101545

Batch Quantity / O6bem napTuu :
727.500 Kg

Analytical Report No / AHauTHYecKHif oTueT No :
890001545072, 890001544915

Date of Analysis / Jlata ananu3za: 17.09.2021

Date of Manufacture / lata npousBoacrea : Aug-2021

Date of Expiry / Cpok rognocts : July-2026

Analys1s performed according ND / Ananu3 nposexen mo HJI: [TN011252/01-110717 (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)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OaHopogHOCTL 1.6 MokazaTtens npuemnemoctn (AV)
003npoBaHmns JormkeH 6bITb He Gonee 15,0.
Ibuprofen /
nbynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.6 MokasaTens npnemnemocTn (AV)
napaueTamorn LomkeH 6bITe He Oonee 15,0.
10 |Assay/ 396.8 mg 360 to 440 mg of Cq3H0,2
KonunyecTtBeHHoe (Ibuprofen) per tablet /
onpegenexue Ot 360,0 mr go 440,0 mr Cq3H150,
(néynpodeH) B TabneTke
320.92 mg 2925 to 357.50 mg of CgHgNO,
(Paracetamol) per tablet /
OT 292,5 mr go 357,5 mr CgHgNO-
(napauetamon) B TabneTke

Remarks : The Product conforms to ND/
Ipumeuanue: ITpogykT cootBercTBYeT TpeGoBanusam HJT

Opinion : APPROVED
3axkmouenne: OJOBPEHO

Prepared by /
[ToarororneHo:
Pardeep Kumar

- .

Checked by /
IIpoBepeHo:
Himesh Kumar

N\

Approved by: Manager/Executive /
Onobpeno: Menemxep /

PykoBonutens
Abhishek Chauhan L //
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CERTIFICATE OF ANALYSIS

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

CEPTUOHUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HOyxnun®, TabjaeTkH, NOKPLITHIE NJIEHOYHOH 000a04K0i, 400mr + 325Mr

Batch No / Cepust Ne : V2101545

Batch Quantity / O6bem naprTum :
727.500 Kg

890001545072, 890001544915

Analytical Report No / AnannTudeckuii oryer Ne :

Date of Analysis / laTa anaau3a: 17.09.2021

Date of Manufacture / lata npousBoacTea ;: Aug-2021

Date of Expiry / Cpok rognocru : July-2026

Analysis performed according ND / Anann3s nposeaen no H/I: [1N011252/01-110717 (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)

11 | Package / YnakoBka

10 tablets in PVC/Al blister.
1 blister and a patient
information leaflet in a
carton. / [No 10 TabneTok B
MNBX/Al 6nucTep. Mo 1
6rmcTepy B nauky
KapTOHHY0 BMECTE C
WHCTPYKUWER No
NPUMEHEHNIO.

10 tablets in PVC/Al blister. 1, 2 or
20 blisters and a patient information
leaflet in a carton. / Mo 10 TabneTtok
B MNBX/Al 6rnctep. Mo 1, 2 unun 20
BnMCTepoB B NaYKy KAPTOHHYHO
BMECTe C UHCTPYKLMER no
NPUMEHEHWNIO.

12 | Labeling / Mapkupoeka

According to ND / B cootBetcTeun ¢ HA

13 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHune MNpu Temnepatype He Bbiwe 25 °C.
14 | Shelf life / Cpok 5years/5 ner
rogHocTn

Remarks : The Product conforms to ND/
ITpumeuanue: [IpoaykT coorBercTBYeT TpeboBanuam HJI

Opinion : APPROVED
3axarouenue: OJJOBPEHO

Hara: 17.09.2021

Hata: 17.09.2021

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: IIposepeno: Onobpeno: Menemxep /
Pardeep Kumar Himesh Kumar PykxoBonutens
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