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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

CEPTUPHKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoykaun®, TabaeTku, NOKPhITHIE AEHOYHOI 060J104K0i1, 400mMr + 325Mmr

Batch No / Cepus Ne : V2201131

Batch Quantity / O6bem naptun : 776.0Kg

040001595106, 890001599238

Analytical Report No / Ananurudecknii otuer Ne :

Date of Analysis / lata ananu3a: 02.07.2022

Date of Manufacture / lata npoussoacrsa : Jun-2022

Date of Expiry / Cpok rogaoctn :May-2027

Analysis performed according ND / Ananu3s nposeaen mo HJI: 1T 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)

S Test

No

Result

Specification

1 |Description / Onncaxne

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

tablets;

on cross section- white core /
Tabnetkn KancynoBuaHow
dopmbl, NOKpbITbIE
NeHoYHOon obonou4koit
OpaHXeBoro LBeTa, C pUckoi
Ha OAHOW CTOpOHE; Ha

riornepeyqyHom paspese — a4p0
Genoro LBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTkn KancynoBuHOW
dopMbl,  NOKPbITbIE  MMNEHOYHOMN
00OSI04YKON OpaHXeBOro LBeTa, C
pucko Ha OOHOW CTOPOHE; Ha
nornepe4yHoM  paspese A0p0
Bernoro unu novtn Genoro LseTa

Remarks : The Product conforms to ND/
IIpumeyanne: IIpoaykT cootBercTByeT Tpeboranuam HJ|

Opinion : APPROVED
3akmwuenue: OJJOBPEHO

Jara: 02.07.2022

Hara:02.07.2022

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

[ToaroTosneHo: IIpoBepeHo: Ramakant Onobpeno: Menemxep /

Manish sharma ‘ PyxoBoautens :Kusum Lata
= \éé\‘) .
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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

CEPTUPUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6yxkanH®, TabaeTkH, MOKPHITHIE NIEHOYHOH 060104K0il, 400Mr + 325Mr

Batch No / Cepust Ne : V2201131

Batch Quantity / O6wem napruu : 776.0Kg

Analytical Report No / AnasuTHuecknii otdyet No :
040001595106, 890001599238

Date of Analysis / laTa ananu3za: 02.07.2022

Date of Manufacture / lTata npoussoacrsa : Jun-2022

Date of Expiry / Cpox rogsocru :May-2027

Analysis performed according ND / Ananus nposenen no HJI: IT N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

2

Identification /
[MoannHHOCTL

a) Complies as prescribed/
B cooTBeTCTBUM 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 yaepxuBaHMA OCHOBHbIX
NMUKoB Ha XpomaTorpamme
NCNbITYEMOro  pacteopa  OOKHbI
COOTBETCTBOBATb BpemMeHam
yaepKuBaHUs nUKoB Ha
XpomaTtorpamme pacTteopa
CTaHaapTHbIX obpasuoB
noynpodeHa 4  napauetamona
(pasgen «KonnyectseHHoe
onpegernexHmues)

Average weight and
mass uniformity /
CpepHsia macca v
0AHOPOAHOCTL MO
macce

965.1 mg

Complies /cooTeeTcTBUM C

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 TabneTtok — He 6Bonee £5 %
220 tablotc NMT £ 109 /
2/20 TabneTok — He Bornee + 10 %

Remarks : The Product conforms to ND/
IIpumeyanne: [Tpoaykr cooTBeTcTBYET TpeGosaHusM HJJ

Opinion : APPROVED
3akarwuenue: OJIOBPEHO

Prepared by /
ITonrorosneno:;
Manish sharma

==

—

Checked by /
ITporepeHo: Ramakant

e

Approved by: Manager/Executive /
Onobpeno: Menemxep /
PykoBoautens :Kusum Lata

Print Date:
Jara: 02.07.2022

Print Date:
Hata:02.07.2022

Print Date:

Hara: 02.07.2022
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CEPTUDOHUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NOyxkann®, TabaeTku, NOKPHITHIE JIEH0YHOI 060/104K0i, 400Mr + 325Mr

Batch No / Cepus Ne : V2201131

Batch Quantity / O6bem mapTin : 776.0Kg

040001595106, 890001599238

Analytical Report No / Ananuruueckuii otyer Ne :

Date of Analysis / laTa ananaun3za: 02.07.2022

Date of Manufacture / lata npoussoacrsa : Jun-2022

Date of Expiry / Cpok roagnocrn :May-2027

Analysis performed according ND / Ananus nposegen no HJ: I1 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)

4 |Disintegration /
Pacnapaemocts

09 minutes 15 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacTteopeHune

95% - 97%

96% - 98%

NLT 70% (Q) Ci3H1sO2 (Ibuprofen)
dissolved in 30 minutes /
He meHee 70 % (Q)
(nbynpocheH) yepes 30 muH
NLT 70% Q)
(Paracetamol) dissolved in
minutes /

He meHee 70 % (Q) CsHgNO:
(napauetamon) yepes 30 MuH

Ci13H1602

CsHoNO,
30

6 |Related substances /
PoacTteeHHbIe nprmeck

0.04%

0.001 %

Total impurities of Ibuprofen NMT
1.0% / Cymma npumeceii
nbynpodpeHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHobeHon (Npumeck
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/
ITpumevanue: Ipoaykr coorercTByeT Tpe6oBanuam HJI

Opinion : APPROVED
3akmoyenne: OJOBPEHO

Prepared by /
IToarorosnexo:
Manish sharma

Checked by /
ITpoBepeHo: Ramakant

Approved by: Manager/Executive /
Onobpeno: Menemxep /
PyxoBoaurens :Kusum Lata

Print Date:
Jlata; 02.07.2022

Print Date:
Hata:02.07.2022

e~
Print Date:

Hara: 02.07.2022
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Distt. Solan, H.P,, 173 205, INDIA
Tel ; +91 98166 56001-02

CERTIFICATE OF ANALYSIS  www.drreddys.com
CEPTUPUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HOykauH®, TableTKH, NOKPbIThIE NJIEHOUYHOI 000049K0i, 400Mr + 325Mr
Batch No / Cepus Ne : V2201131 Batch Quantity / O0bem maptun : 776.0Kg

Analytical Report No / Ananutuuecknii oTuet Ne : Date of Analysis / JlaTa ananuza: 02.07.2022
040001595106, 890001599238
Date of Manufacture / /lata npousBogcrsa : Jun-2022  |Date of Expiry / Cpok rognoctu :May-2027
Analysis performed according ND / Ananu3s nposegen mo HJI: II 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 /
Mukpobuonoruyeckas
yucToTa Less than 10 CFU/g /
a) Total aerobic Meree 10 KOE/r Not more than 1000 CFU/g /
microbial count / He 6onee 1000 KOE/r
O6buee uncno
a3poOHbIX
MUKPOOpPraHM3mMoB
Less than 5 CFU/g /
b) Total combined MeHee 5 KOE/r Not more than 100 CFU/g /
yeasts and mould He 6onee 100 KOE/r
count / ObLuyee uncno
OPONCKEBLIX U

nrecHesbIX rpnboB Absent / OTtcyTcTBYeET
c) E. coli Shall be absent in 1g / OTcyTcTBNE B
ir
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [Iponykr cootBercTByet TpeboBanuam HJI | 3akatovenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: IIposepeHo: Ramakant Opobpeno: Menemxep /
Manish shar:{r_lg_ " MA d PykoBoauTens :Kusum Lata
P Y S\éég :
= - -

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

CERTIFICATE OF ANALYSIS  www.drreddys.com

CEPTUDPHUKAT AHAJIN3A

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

HOyxkaun®, TabaeTku, NOKPHITHIE MIEHOYHOI 0001049K0i1, 400MT + 325Mr

Batch No / Cepust Ne : V2201131 Batch Quantity / O6bem mapruu : 776.0Kg

040001595106, 890001599238

Analytical Report No / AnanuTH4decknii oTuer No : Date of Analysis / /lara anamuza: 02.07.2022

Date of Manufacture / laTa nponspoacTsa : Jun-2022 | Date of Expiry / Cpok roguoctu :May-2027

Analysis performed according ND / Ananu3 nposexen no HJI: I1 N011252/01-110717 (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)

9 [Uniformity of dosage
units

/ OgHopoLHOCTE 1.5
A031pOBaHUA
Ibuprofen /
nbynpodeH

Acceptance value (AV) should be
not more than 15.0 /
Mokaszatenb npuemnemocTn (AV)
LomkeH ObiTb He Bonee 15,0.

Acceptance value (AV) should be

1.5 not more than 15.0 /
Paracetamol / Mokasatenb npuemnemoctn (AV)
napaueTamon BorkeH 6bITb He 6onee 15,0.
10 |Assay/ 390.0 mg 360 to 440 mg of Ci3H40;
KonuuyecteeHHoe (Ibuprofen) per tablet /
onpegeneHne Ot 360,0 mr go 440,0 mr Ci3H40>
(vBbynpodbeH) B TabneTke
318.00 mg

2925 to 357.50 mg of CsHyNO;
(Paracetamol) per tablet /

OT1 292,5 mMr go 357,5 mr CsHgNO»
(napaueTtamon) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [Iponykr coorBercTByeT TpeboBanuam HJl | 3axmouenne: OIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[lonrororieHo: IIpoBepeHo: Ramakant Onobpeno: Menemxep /
Manish sharma _ [_| PykoBoautens :Kusum Lata
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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 : +91 98166 56001-02
CERTIFICATE OF ANALYSIS  www.drreddys.com

CEPTUOHUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HOykanH®, TabieTkH, MOKPLITHIE IL1EHO4HOI 060104K0iT, 400MT + 325Mr

Batch No / Cepus Ne : V2201131

Batch Quantity / O6bem maprun : 776.0Kg

Analytical Report No / AHamuru4eckuii oruer Ne : Date of Analysis / /lata anamuaza: 02.07.2022

040001595106, 890001599238

Date of Manufacture / lata npoussoacrsa : Jun-2022  |Date of Expiry / Cpoxk roanoctn :May-2027

Analysis performed according ND / Anasaus nposeaen no H: TT1 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)

11 | Package / Ynakoska [10 tablets in PpVC/AI 10 tablets in PVC/Al blister. 1, 2 or
blister. 1 blister and a 20 blisters and a patient information
patient information leaflet in |leaflet in a carton. / Mo 10 TabneTok
a carton. / 1o 10 tabnetok  |B MBX/Al 6nucTep. Mo 1, 2 unu 20

B MBX/Al 6nucTep. Mo 1 BnucTepos B Nayky KapTOHHYHO
GrmcTepy B navky BMECTe C UHCTPYKUMEN NO
KapTOHHYt0 BMecCTe ¢ NPUMEHeHMIO.

NHCTpYKUKWe no

MPUMEHEHWUIO.

12 | Labeling / MapkupoBka | According to ND / B cooTeeTcTBumM ¢ HI

13 | Storage conditions / At temperature not more than 25 °C. /

XpaHeHue MNpu TemnepaTtype He Bbiwe 25 °C.
14 | Shelf life / Cpok Syears /5 net
rOAHOCTU
Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeyanue: Iponykr coorsercTryer Tpebopanusam HJI | 3akmouenne: OLOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarororneHo: ITpoeepeno: Ramakant Onobpeno: Menemxep /
Manish sharma _ Pyxosoautens :Kusum Lata
Print Date: Print Date: _ Print Date:
Hata: 02.07.2022 Hata:02.07.2022 Hara: 02.07.2022
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