Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid.
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
M6ykaun®, Tab1eTKH, MOKPBITHIE MIeHOUHOI 000,104K0#, 400mr + 325mr

Batch No / Cepusi Ne : V2201643

Batch Quantity / O0bem naprun : 776.0Kg

040001622678, 890001609010

Analytical Report No / AHaanTHyecknii oT4yer No :

Date of Analysis / laTa ananu3a: 18.08.2022

Date of Manufacture / [lata npoussojcrsa : Jul-2022

Date of Expiry / Cpox roanocts :Jun-2027

Analysis performed according ND / Ananu3 nposeaen o HJI: [IN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, nu3m. Ne 2 ot 23.09.2019)

S. | Test
No |

Result

Specification

1 |Description / OnucaHue

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

tablets;

on cross section- white core /
TabneTku KancynosuaHowm
hopmbl, NoKpbiThbIE
NIeHOYHOM obonoykon

OpaHXeBOro LBeTa, C PUCKON
Ha OfHOW CTOpPOHe; Ha
nonepe4YHomM paspese — Agpo
6enoro useTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / Tabnetkn KancyrnoBUOHON
dopMbl,  MOKpbITbIE  NNEHOYHON
00GOMNOYKON OpaHXKeBoro LBeTa, C
PUCKOW Ha O[HOW CTOpPOHE; Ha
rornepeyHom paspese —  44po0
Senoro nnu noyTn 6enoro useTa

Remarks : The Product conforms to ND/
Ilpumeuanne: [Iponykt coorBercTByeT Tpebosanusm H/L

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /
[ToarotoBieHo:

Checked by /
[TposepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Omo6peno: Menemixep /
Pykosoaurejib :Amit 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
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTHOUKAT AHAJH3A

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

N6ykaun®, Tab1eTKH, MOKPHIThIE MIeHOYHOH 060109KOH, 400mr + 325mr

Batch No / Cepus Ne : V2201643 Batch Quantity / O6bem naptuu : 776.0Kg

040001622678, 890001609010

Analytical Report No / AHanuTH4ecknii or4er Ne : Date of Analysis / Jlata anaan3a: 18.08.2022

Date of Manufacture / Jlara npousBoacrsa : Jul-2022 Date of Expiry / Cpox rogaoctH :Jun-2027

Analysis performed according ND / Ananus nposesen no HJI: TINOI 1252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 o1 06.09.2018, nam. Ne 2 o1 23.09.2019)

2 Identification / a) Complies as prescribed/
MoAnnHHOCTb B cooTBeTCTBUN C
onncaHnem

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 ygepXuBaHuUs OCHOBHbIX
nnKkos Ha Xpomartorpamme
UCMbITYyEMOro pactsopa  AOMKHbI
COOTBETCTBOBATL BpemMeHam
yaepXKnsaHus NUKOB Ha
XxpomaTtorpammve pacTeopa
CTaHAapTHbIX obpasuos
noynpoceHa u  napaueTramona
(pasgen «KonuuecteeHHoe
onpeaeneHue)

3 |Average weight and 972.5mg
mass uniformity /
CpegnHasa macca un
O[HOPOAHOCTL MO
macce

Complies /cooTBETCTBUK C

940,9 mg to 9991 mg
(970,0 mg = 3,0 %) /

Or 9409 wmr go 9991 wr
(970,0 mr + 3,0 %)

18/20 tablets — NMT + 5% /
18/20 TabneTok — He Gonee + 5 %
2/20 tablets — NMT + 10% /
2/20 TabneTok — He Gonee = 10 %

Remarks : The Product conforms to ND/
Ipumeuanue: [poaykr coorBercrayer Tpeboanram HJY

Opinion : APPROVED
3axawouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: posepeno: Pardeep Kumar | Ono6peno: Menemxep /
Ankit an \ Pyxosoautesb :Amit Kumar
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
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CEPTHOHKAT AHAJIN3A

‘Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykauH®, Ta6/1eTKH, NOKPBITHIE MJ1IEHOUHOI o6os104K0if, 400mr + 325mMr

Batch No / Cepus Ne : V2201643

Batch Quantity / O6bem naptuu : 776.0Kg

040001622678, 890001609010

Analytical Report No / AHanuTnyeckuit oTuer Ne : Date of Analysis / laTa ananu3a: 18.08.2022

Date of Manufacture / laTta npoussojactsa : Jul-2022 Date of Expiry / Cpox roasoctn :Jun-2027

Analysis performed according ND / Ananu3 nposejeH no HJI: T1 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 o1 23.09.2019)

4 |Disintegration /
|PacnapaemocTb

11 minutes 05 seconds Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacTtBopeHune

99% - 103% NLT 70% (Q) C43H1gO2 (lbuprofen)
dissolved in 30 minutes /

He meHee 70 % (Q) CisH102
(nbynpodber) yepes 30 MyH

NLT 70% Q) CsHoNO2
95% - 103% (Paracetamol) dissolved in 30
minutes /

He meHee 70 % (Q) CsHsNO:
(napauetamon) vepes 30 MuH

6 |Related substances /
PoacTBeHHble npumecu

0.04% Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
ubynpodpeHa — He 6onee 1,0 %
0.0002% 4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amunHoceHon (npnuvech
napaueTtamona) — He 6onee 0,005%

7 |Water/Boga

1.5% Not more than 5.0% /
He 6onee 5,0 %

Ankit @

Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanue: [Ipoaykr cooTBercTByeT Tpebosanusm HJL | 3axiodenne: OOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: IIpoeepeno: Pardeep Kumar | Ono6peno: Meuemkep /

PyxosoauTens :Amit Kumar
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CEPTUO®HUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykauH®, Ta0eTKH, NOKPbIThIe MJIeHOYHO 060104uK0i, 400Mr + 325mr

Batch No / Cepus Ne : V2201643

Batch Quantity / O6bem naptun : 776.0Kg

Analytical Report No / AHaanTHYecKHii oTueT Ne :
040001622678, 890001609010

Date of Analysis / [laTa anamm3a: 18.08.2022

Date of Manufacture / Jlata npon3Bojactsa : Jul-2022

Date of Expiry / Cpok rognoctH :Jun-2027

Analysis performed according ND / Ananu3 nposenen mo HJ/I: [T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

*8 [Microbial limits /
ynucToTa

a) Total aerobic

microbial count /

O6Lyee uncno
aspobHbIX

yeasts and mould

APOXCKEBDBIX U

c) E. coli

MukpoBuronornyeckas

MUKPOOPraHn3MoB
b) Total combined
count / Obuwee yncno

nrnecHesbIX rpnbos

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

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

Absent / OTcyTcTByeT

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

Not more than 100 CFU/g /
He Gonee 100 KOE/r

Shall be absent in 1g / OTcyTcTBUE B
1r

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [IponykT cootrercTByeT Tpebosanusam HJI | 3akmouenne: ONIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[logroroBneHo: _ ITposepeno: Pardeep Kumar | Omo6peno: Menemxep /
Ankit @) PykoBoaurens :Amit Kumar
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Formulation Unit-6
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CEPTHOHUKAT AHAJIH3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
U6yknun®, TadaeTKH, NOKPBITHIE LIEHO4HOMH 060104KOH, 400mr + 325mr

Batch No / Cepust Ne : V2201643

Batch Quantity / O6nem naptun : 776.0Kg

040001622678, 890001609010

Analytical Report No / AHanuTu4eckuii order No :

Date of Analysis / JlaTa ananusa: 18.08.2022

Date of Manufacture / Jlata npouszBoacTsa : Jul-2022

Date of Expiry / Cpok roanocts :Jun-2027

Analysis performed according ND / Ananus nposeaen no HJI: IINOI 1252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, usm. No 2 or 23.09.2019)

9 |Uniformity of dosage

Acceptance value (AV) should be

units not more than 15.0 /
[ OgHOpOAHOCTL 1.3 MokasaTenb npuemnemoctu (AV)
[03KMpoBaHns JorxeH 6biTe He 6onee 15,0.
Ibuprofen /
nbynpodeH Acceptance value (AV) should be
1.3 not more than 15.0 /

Paracetamol / MokasaTtens npuemnemoctun (AV)
napaueTamon pormkeH bbiTe He BGonee 15,0.

10 |Assay/ 404.2 mg 360 to 440 mg of CizHigO2
KonnyecTteseHHoe (Ibuprofen) per tablet /
onpeneneHne Ot 360,0 mr ao 440,0 mr CizH1s02

(ubynpodpeH) B Tabnetke
329.53 mg

2925 to 357.50 mg of CgHoNO:
(Paracetamol) per tablet /

OT 292,5 mr go 357,5 mr CgHgNO:
(napaueTtamon) B Tabretke

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeyanue: [Ipoaykt cootsercTayer TpeGosanusam HJ[ | 3axmouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTosneHo: IIposepeno: Pardeep Kumar | Ono6peno: Menemxep /
Ankit /& QE_. Pykosoautens :Amit Kumar
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CEPTUPHUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykauH®, TabiieTky, NOKPbITHIE NJeHOYHOi 060104K0H, 400mMr + 325mr

Batch No / Cepnsi Ne : V2201643 Batch Quantity / O6bem maptun : 776.0Kg

Analytical Report No / Ananurndecknii ordeT Ne : Date of Analysis / J/laTa ananusa: 18.08.2022
040001622678, 890001609010

Date of Manufacture / Jlata npousBoacrsa : Jul-2022 Date of Expiry / Cpok rognoctn :Jun-2027

Analysis performed according ND / Auanus nposeaen mo 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, uzm. No 2 o1 23.09.2019)

11 | Package / Ynakoska |10 tablets in PpVC/AI 10 tablets in PVC/AI 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. / Mo 10 Tabnetok |B MNBX/Al 6nuctep. No 1, 2 nnn 20

8 MNMBX/Al 6nuctep. Mo 1 OnNCcTEpOB B Nadky KAPTOHHYIO
B6nucTepy B navky BMECTE C UHCTPYKLME Mo
KapTOHHY BMecCTe C NPYMEHEHMIO.

WHCTPYKUWEn no

NPUMEHEHMIO.

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

XpaHenve Mpu Temnepatype He Bbiwe 25 °C.
14 | Shelf life / Cpok 5years /5 net

rogHOCTH
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [IponykT cooTBercTByeT TpeGosanusm HJI | 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loaroroBiieHo: [Tposepeno: Pardeep Kumar | Ono6peHo: Menemxep /
Ankit /?1] _] Pykosoautens :Amit Kumar
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