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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CEPTUOUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HoyknnH®, TabjeTKH, MNOKPLITHIE MJIEHOYHOI 06004KOil, 400mMr + 325Mr

Batch No / Cepust No : V2201752

Batch Quantity / O6bem napTum : 776.0Kg

040001632533, 890001612136

Analytical Report No / AnasmuTH4eckHii oruet No :

Date of Analysis / lata anasmsa: 06.09.2022

Date of Manufacture / lata npouszsoacrsa : Aug-2022

|Date of Expiry / Cpox rognoctu :July-2027

Analysis performed according ND / Ananus nposenen no 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)

S. Test
No

Result

Specification

1 |Description / Onucanne

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

tablets;

on cross section- white core /
TabneTtku KancynosuaHom
thopmbil, NoKpbITbIE
MI1EHOYHOM obonoykon

OpaHXeBoro LBeTa, C PUCKON
Ha OOHOW CTOpPOHE; Ha
nornepeyHom paspese — s4po
Oenoro uBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core [ TabneTkum KancynoBuAHoOMW
hopMbl,  NOKPbITEIE  MITEHOYHOWN
00ONOYKON OpaHXeBoro LuBeTa, C
PUCKOM Ha OOHOW CTOPOHE; Ha
nonepevyHoM paspese -—  a4po
6enoro nnu no4tn 6enoro LBeTa

Remarks : The Product conforms to ND/
IIpumeuanue: [Tponykr coorBeTcTBYeT TpeGosanusam HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /
IlonroroBneHo:
Naresh Kumar

Checked by /
[IpoBepeno: Santosh Kumar
Maurya

Approved by: Manager/Executive /
OpnobpeHo: Menemxep /
PykoBoaurens :Manoj Kumar

e /L0 LL

@f
Print Date:
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CERTIFICATE OF ANALYSIS |\ o o

CEPTUOHUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoykanu®, TabaeTku, NOKPLITHIE MJIEHOYHOH 000104KO0i, 400MT + 325Mr
Batch No / Cepus Ne : V2201752 Batch Quantity / O6bem napruu : 776.0Kg

Analytical Report No / AHanuTu4eckuii oTyer Ne : Date of Analysis / lata ananuza: 06.09.2022
040001632533, 890001612136

Date of Manufacture / Jlata npon3soactBa : Aug-2022 |Date of Expiry / Cpok rogaocts :July-2027

Analysis performed according ND / Ananu3 nposegen o HJI: [1 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 / a) Complies as prescribed/  |The retention time of the main peaks
MoanuHRoCTL B cooTtBeTcTBUN C on the chromatogram of the test
onncaHnem solution should correspond to the

retention times of the peaks on the
chromatogram of ibuprofen and
paracetamol reference standards
solution (section Assay)/

BpemeHa ypepvBaHUA OCHOBHbIX

fIMKOB Ha Xpomartorpamme
UCMbITYEMOro  pacteopa  AOJTKHbI
COOTBETCTBOBaTb BpEMeHam
YAEPXKNBaHUA nMKOB Ha
XpomaTorpammve pacTeBopa
CTaHAapTHbIX obpasuos
néynpoceHa 1 napauetamona
(paspen «KonunyecteseHHoe
|onpeaenexHne»)
3 |Average weight and 974.1 mg 940,9 mg to 999,1 mg
mass uniformity / (970,0mg + 3,0 %) /
CpeaHsist macca u Or 9409 wMmr pgo 9991 wr
O[HOPOLHOCTL MO (970,0 mr £ 3,0 %)
macce
18/20 tablets — NMT + 5% /
Complies /cooTBeTcTBUM C 18/20 TabneTok — He Bonee + 5 %
2/20 tablets — NMT + 10% /
2/20 Tabnetok — He 6onee + 10 % |
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanne: Ilpoaykr coorBercrayer Tpebopanusam HJI | 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: INpoeepeHo: Santosh Kumar | Onobpero: Menemxep /
Naresh Kumar Maurya Pykosoaurens :Manoj Kumar
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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

CEPTHOUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HOyxaun®, TabaeTKH, MOKPBITHIE I1EHOYHOH 060104K0ii, 400Mr + 325mMr

Batch No / Cepust Ne : V2201752

Batch Quantity / O6sem maprun : 776.0Kg

040001632533, 890001612136

Analytical Report No / Araantnyeckuii oryer Ne :

Date of Analysis / laTta ananusa: 06.09.2022

Date of Manufacture / /lata npon3soacrsa : Aug-2022

Date of Expiry / Cpox rogrocrn :July-2027

Analysis performed according ND / Ananu3s nposeaen no HJI: T1 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

07 minutes 38 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacTteopenne

100% - 103%

99% - 103%

NLT 70% (Q) Ci3H1O2 (Ibuprofen)
dissolved in 30 minutes /

He menee 70 % (Q) CizH40:2
(nbynpoden) yepes 30 muH

NLT 70% Q) CsHoNO>
(Paracetamol) dissolved in 30
minutes /

He meHee 70 % (Q) CsHgNO,
(mapauetamon) yepes 30 MUH

6 |Related substances /
PoacteeHHble npumecu

0.04%

0.001%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
nbynpodpeHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHodeHon (npumech
napauetamorsia) — He 6onee 0,005%

7 |Water/Bopa

1.5%

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

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoaykr cootBercTByeT Tpebosanusm HJJ

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /
IToxgrorosneno:
Naresh Kumar

Checked by /
IIposepeno: Santosh Kumar

Maurya .
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Approved by: Manager/Executive /
Onobpeno: Menemxep /
Pyxoeoautens :Manoj Kumar
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

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

CEPTUOHUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400_mg + 325 mg
N6yknu®, TabeTKH, NOKPBITHIE 1EHOYHO 000104KOi, 400Mr + 325Mr

Batch No / Cepusi Ne : V2201752

Batch Quantity / Oobem maptun : 776.0Kg

Analytical Report No / Ananaurudecknii oryer Ne :
040001632533, 890001612136

Date of Analysis / lata ananu3sa: 06.09.2022

Date of Manufacture / lata npousBoactea : Aug-2022

Date of Expiry / Cpoxk rognoct :July-2027

Analysis performed according ND / Ananu3s nposeaen mo H: ITN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzam. Ne 1 ot 06.09.2018, uam. Ne 2 oT 23.09.2019)

*8 |Microbial limits /
Mukpobuonornyeckas
yncToTa

a) Total aerobic
microbial count /
Obuee vucno
a3poBHbIX
MUWKPOOPraHU3MoB

b) Total combined
yeasts and mould
count / Obwee uncno
OPOXCKEBBIX U
nrecHeBbIX rPUboB

c) E. coli

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

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

Absent / OTtcyTctByeT

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
ir

Remarks : The Product conforms to ND/
Ilpumevanue: IIpoaykT cooTBeTcTBYET TpeboBaHusamM H]T

Opinion : APPROVED
3axmouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTtosneHo: [Tposepeno: Santosh Kumar | Ono6peno: Menemxep /
Naresh Kumar Maurya Pyxosoautens :Manoj Kumar
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CEPTUDPUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HoykauH®, TabieTkn, NOKPbIThIe NJIEHOYHOI 00004K0ii, 400Mr + 325mr

Batch No / Cepusi Ne : V2201752

Batch Quantity / O6bem naptum : 776.0Kg

Analytical Report No / Ananutudeckuii oruer Ne :
040001632533, 890001612136

Date of Analysis / JaTta ananu3za: 06.09.2022

Date of Manufacture / lata npousBoacTBa : Aug-2022

Date of Expiry / Cpok roanocrn :July-2027

Analysis performed according ND / Ananu3s nposegen mo HJI: T1 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)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
[ OgHOPOAHOCTD 1.4 MokazaTenb NpuemnemocTu (AV)
J031poBaHusa JorxeH ObiTb He Bonee 15,0.
Ibuprofen /
nbynpodeH Acceptance value (AV) should be
1.3 not more than 15.0 /
Paracetamol / MokasaTternb npnemnemocTtn (AV)
napaveTamon JomkeH ObiTb He Bonee 15,0.
10 |Assay/ 405.8 mg 360 to 440 mg of Cy3H0:2
KonuuyecteeHHoe (Ibuprofen) per tablet /
onpegeneHue Ot 360,0 mr po 440,0 mr C43H1502
(nbynpodeH) B TabrieTke
327.52 mg
2925 to 357.50 mg of CgHgNO:
(Paracetamol) per tablet /
Ot 292,56 mr go 357,5 mr CgHgNO,
(napauetamon) B Tabnetke

Remarks : The Product conforms to ND/
IIpumeyanue: [IpoaykT cooTBercTBYeT TpeboBaHusM HJT

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by /
IMoarorosneHo:
Naresh Kumar

&

Checked by /
ITpoeepeno: Santosh Kumar

Maurya
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Approved by: Manager/Executive /
Onobpeno: Menemxep /
PykoBonutens :Manoj Kumar
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CEPTUOPUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HO6yxauu®, TabiieTkH, NOKPHITbIE NJIEHOYHOI 060104K0ii, 400Mr + 325Mr

Batch No / Cepus Ne : V2201752

Batch Quantity / O6bem naptun : 776.0Kg

Analytical Report No / Anajqurnueckuii otuer Ne :
040001632533, 890001612136

Date of Analysis / lata anammu3a: 06.09.2022

Date of Manufacture / lata nponzBoacrsa : Aug-2022

Date of Expiry / Cpok roguocru :July-2027

Analysis performed according ND / Ananus npoeenen mo HI: 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, uzm. Ne 2 ot 23.09.2019)

11 | Package / YnakoBka

10 tablets in PpVC/Al
blister. 1 blister and a
patient information leaflet in
a carton. /Mo 10 TabneTtok
B MBX/Al 6nuctep. Mo 1
B6nucTepy B navky
KapTOHHY0 BMECTe C
WHCTPYKUYEN No
NPUMEHEHMNIO.

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 6rinctep. Mo 1, 2 nnn 20
BrmcTepos B Nayvky KapTOHHYIO
BMECTE C UHCTPYKLMEN Mo
NPUMEHEHUIO.

12 | Labeling / Mapkuposka

According to ND / B cootBeTcTBuu ¢ HJ1

13 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHue MNpu Temnepatype He Boilue 25 °C.
14 | Shelf life / Cpok 5years /5 net
roAHOCTH

Remarks : The Product conforms to ND/
IIpumeyanue: ITpoaykrt coorsercTByet TpeboBanusam HJJ

Opinion : APPROVED
3akmouenue: OJJIOBPEHO

Prepared by /
IlogrotosneHo:

Checked by /
ITpoBepeno: Santosh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep /

Hara: 06.09.2022

Hata:06.09.2022

Naresh Kumar Maurya PykoBoautens :Manoj Kumar
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