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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

CEPTU®UKAT AHAJIM3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykanu®; TabaeTkH, NOKPHIThIE MNIEHOYHOH 000104K0i, 400Mr + 325mr

Batch No / Cepusi Ne : V2200989

Batch Quantity / Oobem maptun : 776.0 Kg

040001574441, 890001592555

Analytical Report No / AHanuTH4ecknii oTyeT Ne :

Date of Analysis / [laTa ananuza: 28.05.2022

Date of Manufacture / Jlata npon3soactea : Apr-2022

Date of Expiry / Cpok ronHoctn :Mar-2027

Analysis performed according ND / Ananu3s nposeges no HJI: TTN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

S.
No

Test

Result

Specification

1 |Description / OnucaHue

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

on cross section- white core /
Tabnetku KancynosuaHoi
thopmbl, NOKpbITbIE
NIEHOYHON obonoykon
OopaHXeBoOro UBeTa, C pPUCKOW
Ha OJHOW CTOpPOHE; Ha
NnonepeYyHoM paspese — A4p0
Genoro uyeeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / Tabnetkn KancynoBuaHOW
opmbl,  MOKPbITHIE  NNEHOYHOW
obonoyYkon opaHxeBoro LseTa, C
pUCKOA Ha OAHOW CTOpOHe; Ha
nonepevyHoMm paspese A4po
6enoro vnu no4ytn benoro UBeTa

Remarks : The Product conforms to ND/
ITpumeyanue: [TpoaykT coorBercTByeT TpeboBanusaM HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Hara: 28.05.2022

Hara: 28.05.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: [Tpoepero:Om Prakash Onob6peno: Menemxep /
Ankit < L/ PykoBoauteny;Pavan Kumar
@ /.:r:d;’frﬂ Sharma A2
r )T v \
Print Date: Print Date: Print Date:

Hara: 28.05.2022
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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 "' o1 08166 56001-02

CEPTUOUKAT AHAJIM3A 0 drreddys.com

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

HNoykanu®, TabJieTKH, IOKPBITHIE MIeHOYHOH 000104K0iH, 400Mr + 325Mmr :

Batch No / Cepusi Ne : V2200989 Batch Quantity / Oobem maptun : 776.0 K

040001574441, 890001592555

Analytical Report No / AHanuTHYecKHi oTueT No : Date of Analysis / JlaTa anamm3sa: 28.05.2022

Date of Manufacture / Iata npoussogctea : Apr-2022 | Date of Expiry / Cpok rognoctu :Mar-2027

Analysis performed according ND / Ananus nposeaes mo HI: [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)

2 Identification / a) Complies as prescribed/
lMNoanuHHOCTL B cooTtBeTcTBUM C
onnucaHnem

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 ypepxvBaHUS OCHOBHbIX
NUKoB Ha XpomaTorpamme
UCMbITYEMOro  pactesopa  [OKHb!
COOTBETCTBOBATL BpemMeHam
yaepKUBaHNa NUKoB Ha
Xpomarorpamme pacTteopa
CTaHOapTHBIX obpasuos
nbynpocbeHa v napauetamona
(pasgen «KonunyecteeHHoe
onpeneneHme»)

3 |Average weight and 967.5 mg
mass uniformity /
CpepHsas macca u
0HOPOAHOCTb NO
macce

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

Ot 9409 wmr pgo 9991 wr
(970,0 mr + 3,0 %)

18/20 tablets — NMT £ 5% /
18/20 Tabnetok — He Honee + 5 %
2/20 tablets — NMT + 10% /
2/20 TabneTok — He 6onee + 10 %

Remarks : The Product conforms to ND/
IIpumeuanne: [Tpoayxt coorBercTByeT TpeboBanuam HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

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

[ToaroroeneHo: [posepeno:Om Prakash Onobpeno: Menemxep /

Ankit @ ) L~ Pyxosoaurens :Pavan Kumar
@’vvm Sharma i

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

CEPTH®UKAT AHAJINU3A
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Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxknnu®, TabaeTKkH, NOKPBITHIE JIEHOYHOH 060104K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2200989

Batch Quantity / O6bem mapTun : 776.0 Kg

040001574441, 890001592555

Analytical Report No / AHanuTH4ecKuii oT4eT No :

Date of Analysis / Jlata ananusa: 28.05.2022

Date of Manufacture / Jlata npoussoacrsa : Apr-2022

Date of Expiry / Cpok rognoctn :Mar-2027

Analysis performed according ND / Ananu3 nposened no HJI: IT 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)

4 |Disintegration /
PacnapaemocTtb

10 minutes 52 seconds

Not more than 30 minutes /
He 6onee 30 muH

9 |Dissolution /
PacTteopeHnue

99% - 102%

99% - 105%

NLT 70% (Q) Ci3H1O2 (Ibuprofen)
dissolved in 30 minutes /
He meHee 70 % (Q)
(nbynpodpeH) yepes 30 MuH

C13H1802

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

He meHee 70 % (Q) CsHsNO:

(napauetamon) yepes 30 MuH

6 |Related substances/
PogcTeBeHHbIe npumeci

0.06 %

0.0002 %

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

7 |Water /Boga

1.5 %

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

Remarks : The Product conforms to ND/ Opinion : APPROVED
I pumeuanne: [poaykt cootBercTByeT TpeGopanuam H][ | 3akmodenune: ONIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosieHo: [Tposepeno:Om Prakash Onobpeno: Menemxep /
Ankit Y PykoBoauTtens :Ravan Kumar
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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

CEPTHDHKAT AHAJIN3A

www.drreddys.com

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

Hoykauu®, TabneTKu, NOKPLITHIE JIEHOYHOI 060104K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2200989 Batch Quantity / O6vem napruun : 776.0 Kg

040001574441, 890001592555

Analytical Report No / AHasuTnyecknii oTuer Ne : Date of Analysis / [laTa ananmn3za: 28.05.2022

Date of Manufacture / /lara npon3Boactra : Apr-2022  |Date of Expiry / Cpok roanocru :Mar-2027

Analysis performed according ND / Ananu3 nposenen no HJ{: ITN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, nam. Ne 2 ot 23.09.2019)

*8 |Microbial limits /
Mukpobuonoruyeckas
yucroTta Less than 10 CFU/g /
a) Total aerobic Menee 10 KOE/r

microbial count /
Obuiee vncno
a3pobHbIX
MUWKPOOPraHM3mos
Less than 5 CFU/g /
b) Total combined MeHee 5 KOE/r
yeasts and mould
count / Obuwee yncno
OPOXOKEBLIX U
nnecHeBbIX rprubos Absent / OTtcyTtctByeT

¢) E. coli

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 / OTcyTcTBUE B
1ir

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [TpoaykT cooteTcTByeT Tpebosanusam HJ[ | 3akiaoyenne: OHOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: IIpoBepeno:Om Prakash Ono6peHo: Menemxep /
Ankit C: Sl L Pykosoautens :Ravan Kumar
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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 " o o0, c/c o o)

CEPTU®HMKAT AHAJIA3A ooyl o

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

HNoyxkanH®, TabneTkH, NOKPHITHIE JIEHOYHOH 000104K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2200989 Batch Quantity / O6vem naptun : 776.0 Kg

040001574441, 890001592555

Analytical Report No / AHanuTnyecknii oTyer Ne : Date of Analysis / lata anaamn3za: 28.05.2022

Date of Manufacture / lata npousBoacrsa : Apr-2022  |Date of Expiry / Cpok roguoctn :Mar-2027

Analysis performed according ND / Anann3s nposener mo HJI: I1 N011252/01-110717 (amend Ne 1 from

06.09.2018, amend Ne 2 from 23.09.2019/ uzm. 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 /
/ OpgHopoaHoCTL 1.9 Mokasarens npuemnemocTtu (AV)
4031poBaHus JorkeH OblTb He Gonee 15,0.
Ibuprofen /
nbynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.8 Mokasatenb npuemnemocTn (AV)
napaueTtamon nomkeH ObITe He Bonee 15,0.
10 |Assay/ 402.5 mg 360 to 440 mg of Ci3H102
KonuuyecteeHHoe (Ibuprofen) per tablet /
onpepeneHne OT1 360,0 mr go 440,0 mr C3H10-
(nbynpodpeH) 8 Tabnetke
323.29 mg 292.5 to 357.50 mg of CgHgNO,
(Paracetamol) per tablet /
OT1 292,5 Mr go 357,5 mr CgHgNO,
(napauetamon) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanue: [Tpoaykr cootercryet TpeGosanusam HJI | 3akmouenne: ONOBPEHO

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

[loarorosneHo: ITpoBepeno:Om Prakash Onobpeno: Menemxep /

Ankit - < L. PyxoBoaurens :Pavan Kumar
Q,’ tt_; ’P} Sharma dor—

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

CERTIFICATE OF ANALYSIS 1" o1 98166 56001-02

CEPTUOUKAT AHAJIN3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykaun®, TabeTKH, NOKPbITHIE IUIEHOYHOH 000J104K0ii, 400Mr + 325Mr

Batch No / Cepun Ne : V2200989

Batch Quantity / O6bem naptun : 776.0 Kg

040001574441, 890001592555

Analytical Report No / AHannTH4eckuii oTyeT N :

Date of Analysis / JlaTa ananu3za: 28.05.2022

Date of Manufacture / Jlata nponsBoacTsa : Apr-2022

Date of Expiry / Cpox rogaoctu :Mar-2027

Analysis performed according ND / Ananau3 nposeaer no HJ[: [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, u3zm. 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 NBX/Al 6nucTep. Mo 1
6nucTepy B navky
KapTOHHYIO BMECTE C
WHCTpPYKUMER NO
MPUMEHEHMIO.

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 6nuctep. Mo 1, 2 unn 20
OnMCTEpOB B NaYKy KAPTOHHYHO
BMECTE C UHCTPYKLMEN Nno
MPUMEHEHMIO.

12 | Labeling / MapkupoBka

According to ND / B cooteeTcTBUM ¢ HI

13 | Storage conditions /

At temperature not more than 25 °C./

‘ XpaHeHune Mpu TemnepaType He Bbiwe 25 °C.
14 | Shelf life / Cpok Syears/5 net
rogHoOCTU

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanne: [Ipoaykr coorercTByeT TpeboBanusam HJT | 3axmoyenne: ONIOBPEHO

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

IToarotoBneHo: [IpoBepeno:Om Prakash Onobpeno: Menemxep /

Ankit 2D A %fﬁ L Pyxoeoauntens -Pavan Kumar
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