Dr.Reddy’s Q?-'

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

CEPTUOUKAT AHAJITM3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykanu®, Ta6ieTkH, NOKPLITHIE MIeHOYHOH 060/104K0H, 400mr + 325mr

Batch No / Cepus Ne : V2200406

Batch Quantity / O6bem nmaptuu : 727.5Kg

Analytical Report No / AHanuTHYecKHii oTyer No
040001543229, 890001580666

Date of Analysis / laTa ananusa: 24.03.2022

Date of Manufacture / /lata npousBoacTea : Mar-2022

Date of Expiry / Cpok rogsocrn :Feb-2027

Analysis performed according ND / Anaiu3 nposenen no 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)

S. Test
No

Result

Specification

1 |Description / OnucaHve

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

tablets;

on cross section- white core /
TabneTku KancynoBuaHOMN
thopmbil, NOKPbIThIE
NNeHOYHON o6ono4kon
OpaHXeBoro LipeTa, C PUCKON
Ha OOHOW CTOpOHE; Ha

ronepe4yHom paspese — a4po
6enoro useta

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core /[ TabneTku KancyrnoBMAHOW
bopMbl,  MOKPbITHIE  NMEHOYHOU
0BOMOYKoN opaHxeBoro useTa, C
pUCKOW Ha OAHON CTOpPOHE; Ha
nonepe4yHom paspese —  A4po
Henoro nnn noyTn 6eroro UseTa

Remarks : The Product conforms to ND/
M pumeuanue: [Ipoaykr coorseTcTByeT TpeboBanusam HJJ

Opinion : APPROVED
3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotosineHo: 9 IMposepeno:Rajeev Gandhi Ono6peno: Menemxep /
Ramakant ) Ll"e" PykoBOAUTEND
UV X @/ Kusum Lata @Q/
Print Date: Print Date: Print Date:
JlaTa: 24.03.2022 Hata:24.03.2022 JlaTa: 24.03.2022
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTHO®UKAT AHAJIM3A www.drreddys.com

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

U6ykana®, Ta61eTKH, NOKPLITHIE MJIEHO4HOMH 060/104K0ii, 400Mr + 325Mr

Batch No / Cepus Ne : V2200406 Batch Quantity / O6bem mapTun : 727.5Kg

040001543229, 890001580666

Analytical Report No / Ananuruyecknii oryer N : Date of Analysis / [lata ananu3a: 24.03.2022

Date of Manufacture / Jlata npon3socTsa : Mar-2022 |Date of Expiry / Cpok rogsocra :Feb-2027

Analysis performed according ND / Anasus nposegen noe HJ: [1N011252/01-110717 (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)

2 Identification / a) Complies as prescribed/
MoanNUHHOCTL B cooTtBeTCcTBUM 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 yaepXxuBaHusi OCHOBHbIX
MUKOB Ha Xpomarorpammve
UCMNbITyEMOro pacteopa  AOSKHbI
COOTBETCTBOBATH BpeMeHaMm
yAepXKuBaHus NNKOB Ha
Xpomarorpamme pacteopa
CTaHpapTHbIX obpasuos
ubynpocbeHa U  napaderamona
(paspen «KonuuecteseHHoe
onpegeneHven)

3 |Average weight and 970.0 mg
mass uniformity /
CpepgHasa macca 1
O0QHOPOAHOCTb MO
macce

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

Ot 9409 wmr po 9991 wr
(970,0 mr £ 3,0 %)

18/20 tablets = NMT + 5% /
18/20 TabrneTok — He Bbonee + 5 %
2/20 tablets — NMT + 10% /
2/20 Tabnetok — He bonee = 10 %

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykr coorBeTcTByeT TpeboBanusM HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosnexo: IpoBepeno:Rajeev Gandhi Ono6peno: Menemxep /
Ramakant (]) &Lﬁ_d 1\ PykoBoaurens
[.}N' / @L Kusum Lata %9/
A ]~
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Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHOHUKAT AHAJIM3A www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
A6ykauu®, Ta6IeTKH, NOKPLITHIE TIEHOYHOH 000J104K0H, 400mr + 325mr
Batch No / Cepus Ne : V2200406 Batch Quantity / O6bem naptuu : 727.5Kg

Analytical Report No / AnanaTHYecKuii oTyer Ne : Date of Analysis / lata ananu3za: 24.03.2022
040001543229, 890001580666

Date of Manufacture / Jlata nponssoacTsa : Mar-2022 | Date of Expiry / Cpok roanocru :Feb-2027

Analysis performed according ND / Anasus nposeen mo HJI: I1N011252/01-110717 (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)

4 |Disintegration / 09 minutes 10 seconds Not more than 30 minutes /
Pacnagaemoctb He Gonee 30 MuH

5 |Dissolution / 93% - 103% NLT 70% (Q) C1sH1O2 (lbuprofen)
PacTtBopeHue dissolved in 30 minutes /

He wmenHee 70 % (Q) CazH1sO2
(nbynpodeH) yepes 30 MuH

NLT 70% Q) CsHgNO-
95% - 101% (Paracetamol) dissolved in 30
minutes /

He wmeHee 70 % (Q) CsHgNO:
(napaueTtamon) yepes 30 MyH

6 |Related substances / 0.04% Total impurities of Ibuprofen NMT
PoncteeHHbIe npuMecH 1.0% / Cymma npumecen
ubynpodeHa — He 6onee 1,0 %
0.0003% 4-aminophenol (Paracetamol

impurity) NMT 0.005% /
4-amuHocbeHon (npumechk
napaveTtamona) — He 6onee 0,005%

7 |Water/Boga 1.4 % Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Tpoaykt cootsercTByeT Tpebopanusm HJI | 3akmoyenne: ONIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroroBnexo: \ IMposepeno:Rajeev Gandhi Ono6peHo: Menemxkep /
Ramakant (7) u"ﬁll" A PykosoauTenb ,

v@w , A/ Kusum Lata @-’/
Print Date: Print Date: Print Date:
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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

CEPTHDPUKAT AHAJIN3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
UOykanH®, Ta6aeTKH, IOKPHIThIE M1eH0YHOi 060104K0H, 400Mr + 325Mr

Batch No / Cepust Ne : V2200406

Batch Quantity / O6bem napTuu : 727.5Kg

Analytical Report No / AnanuTu4ecknii order Ne :
040001543229, 890001580666

Date of Analysis / lata anammsa: 24.03.2022

Date of Manufacture / Jlata npon3poacTsa : Mar-2022

Date of Expiry / Cpok rogHocts :Feb-2027

Analysis performed according ND / Ananus npoeegen mo HJ: ITN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018, usm. Ne 2 ot 23.09.2019)

*8 |Microbial limits /

yncToTa

a) Total aerobic
microbial count /
O6Lee uncno
a3pobHbIX
MWUKPOOPraHU3mMoB

b) Total combined
yeasts and mould

APOHOKEBbIX U

c) E. coli

MukpoBuonoruyeckas

count / OfLee uncno

nrecHeBsbIX rpnbos

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

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

Absent / OTcyTtcTBYyeT

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 / OtcyTcTBMNE B
1r

Remarks : The Product conforms to ND/
Ilpumeyanue: [IpoayKT cooTBeTCTBYET TpeboBanusam HJI

Opinion : APPROVED
3axnouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[TomroToBnexo: k\ IposepeHo:Rajeev Gandhi Ono6peno: Menemxep /
Ramakant (1) p y . PykoBoauTes
VA :
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Dr. Reddy's Labcratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUOUKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoykauH®, TabIeTKH, TOKPbIThIe IIEHOYHOH 000J104K0H, 400mMr + 325mr

Batch No / Cepust Ne : V2200406

Batch Quantity / O6nbem maptun : 727.5Kg

Analytical Report No / AHannTH4Yeckuii oTueT Ne :
040001543229, 890001580666

Date of Analysis / JlaTa ananu3a: 24.03.2022

Date of Manufacture / /laTta npousBoacTsa : Mar-2022

Date of Expiry / Cpok roagnoctH :Feb-2027

Analysis performed according ND / Ananu3s nposeaen mo HJI: ITN011252/01-110717 (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)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ O[HOPOAHOCTL 1.3 MokasaTtenb npuemnemocTtn (AV)
003MpOBaHUSA JorDKeH 6bITb He Bonee 15,0.
Ibuprofen /
néynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.1 Mokaszatenb npuemnemoctu (AV)
napadeTamon [omkeH ObiTb He Bonee 15,0.
10 |Assay/ 393.7 mg 360 to 440 mg of Ci3Hs02
KonnuecTteeHHoe (Ibuprofen) per tablet /
onpepgeneHne Ot 360,0 mr go 440,0 mr Cq3H1s0;
(nBynpodbeH) B TabneTke
325.54 mg 2925 to 357.50 mg of CgHyNO:
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CsHgNO:>
(napaueTtamon) B Tabnetke

Remarks : The Product conforms to ND/
Hpumeyuanue: [Tponykt cootBercTByeT TpeboBanuam HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /
[ToprotoeneHo: %

Ramakant %&@V

Checked by /
[IporepeHo:Rajeev Gandhi

Approved by: Manager/Executive /
OpobpeHo: Menemxep /

Print Date:
Jata: 24.03.2022

Print Date:

Hata:24.03.2022

PykoBoauTenb g
}/“/
Print Date:

Kusum Lata
Jata: 24.03.2022
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CEPTUDOUKAT AHAJIN3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykauH®, TabaeTKH, IOKPLITHIE MJIeHOHO 060104K0ii, 400mr + 325mMr

Batch No / Cepus Ne : V2200406

Batch Quantity / O0bem naptuu : 727.5Kg

040001543229, 890001580666

Analytical Report No / AnanuTHyeckui oT4yer Ne :

Date of Analysis / JaTa ananmu3a: 24.03.2022

Date of Manufacture / llaTa npousBojcTsa : Mar-2022

Date of Expiry / Cpok roanoctu :Feb-2027

Analysis performed according ND / Ananu3s nposegen mo HJ[: 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)

11 | Package / YnakoBka

10 tablets in PpVC/AI
blister. 1 blister and a
patient information leaflet in
a carton. / Mo 10 TabneTok
B MBX/Al 6nucTep. Mo 1
onunctepy B navky
KapTOHHYI0 BMecTe C
VHCTpYyKUWen no
NPYMEHEHUIO.

10 tablets in PVC/Al blister. 1, 2 or
20 blisters and a patient information
leaflet in a carton. / Mo 10 TabneTok
B MBX/Al 6nnctep. Mo 1, 2 unu 20
GnMcTepoB B Nayvky KapTOHHYIO
BMECTE C MHCTPpyKUMEn rno
NPUMEHEHUIO.

12 | Labeling / Mapkuposka

According to ND / B cootBeTcTBun ¢ H

13 | Storage conditions /

At temperature not more than 25 °C./

XpaHeHue Mpw TemnepaTtype He Bbile 25 °C.
14 | Shelf life / Cpok 5 years /5 net
rogHocTn

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [Iponykr coorsercTByeT Tpeboanusm H[ | 3axmouenne: OTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
I[logroroBneHo: [TposepeHo:Rajeev Gandhi Onobpeno: Menemxep /
Ramakant t PyKkoBOAUTEN

U ~

%V @| Kusum Lata léés -
N /) ___.-f./
24
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