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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

CEPTUDUKAT AHAJIM3A

[Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykauu®, TabiaeTkH, NOKPbITHIE MJIeHOYHOI 060n04K0ii, 400Mr + 325mMr

Batch No / Cepust Ne : V2201883

Batch Quantity / Oobem napruu : 776.0K g

040001641055,890001615435

Analytical Report No / AHanuTnyeckuii oTyer Ne :

Date of Analysis / laTa ananusa: 22.09.2022

Date of Manufacture / /laTta npoussojcTsa : Aug-2022

Date of Expiry / Cpok roanoctu :July-2027

Analysis performed according ND / Ananu3 npoeeaen no HJ[: 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. Ne 2 ot 23.09.2019)

S. Test
No

Resuit

Specification

1 |Description / OnucaHue

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

tablets;

on cross section- white core /
TabneTkn KancynosuaHowm
chopmbl, NOKpbITbIE
NAEHOYHON obonoykoi

OpaHXeBOro LBeTa, C pUckomn
Ha OOHOM CTOPOHE;, Ha
nonepeYyHoM paspese — A4po
Oenoro uBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core [/ Tabnetkun KkancynoBuAHoOMW
dopmbl,  NOKpbITbIE  NIIEHOYHON
oDonoYkon opaHXeBoro LuseTa, C
pUCKO Ha OfHOW CTOpOHe; Ha
nonepeyHoM paspese -—  a4po
Genoro unu nouTy Geroro LseTa

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [IpoaykT cootercTByeT Tpebopanuam HJ | 3akmouenune: ONOFPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: ITposepeno: Naresh Kumar | OnpobpeHo: MeHemxep /
Ankaj Verma é’ C( PykoBoaurens :Manoj Kumar

u

< forgend.
Print Date: Print Date: Print Date:
Hara: 22.09.2022 Hara: 22.09.2022 Jlata. 22.09.2022
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDjA

Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS .y drreddys.com

CEPTUDUKAT AHAJIU3A

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

Hoykann®, TabjieTKH, NOKPLIThIE NAEHOYHOH 0060109K0ii, 400Mr + 325Mmr

Batch No / Cepus Ne : V2201883 Batch Quantity / Oobem nmapTun : 776.0K g

040001641055,890001615435

Analytical Report No / Ananurunuecknii otuer Ne : Date of Analysis / laTa ananu3za: 22.09.2022

Date of Manufacture / JlaTta npoussoactsa : Aug-2022  |Date of Expiry / Cpox roanocru :July-2027

Analysis performed according ND / Anaan3 nposeaen no HJI: [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, uzm. Ne 2 oT 23.09.2019)

2 Identification / a) Complies as prescribed/
[MognnHHoOCTL B cooTeBeTCcTBUM 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 yaepxmBaHUs OCHOBHBIX
nnKoB Ha XpomaTorpamme
NCNbITYEMOro  pacTeopa  AOSTKHbI
COOTBETCTBOBATb BpemMeHam
yoepXKuBaHus nnkos Ha
Xpomarorpamme pacTeopa
CTaHAapTHbIX obpasuos
nbynpocpeHa u  napaueTtamona
(pazgen «KonuyecteeHHoe
onpeaeneHven)

3 |Average weight and 972.8 mg
mass uniformity /
CpegHsasa macca u
O4HOPOAHOCTL MO
Macce

Complies /cooTBeTcTBUM C

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

Or 9409 wmr go 999,11 wr
(970,0 mr + 3,0 %)

18/20 tablets — NMT + 5% /
18/20 TabneTtok — He bonee + 5 %
2/20 tablets — NMT £+ 10% /
2/20 TabneTok — He bonee + 10 %

Remarks : The Product conforms to ND/
IIpumeqanne: [Ipoaykr coorBercTByeT TpeGoBanuam HJJ

Opinion : APPROVED
3axmouyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloprotosneHo: IIposepeno: Naresh Kumar | Ono6peno: Menemxep /
Ankaj Verma /A// @ Pyxosoaurens :Manoj Kumar
/ '\}'::152_@}_},}_,_;—'
Print Date: Print Date: Print Date:
Hata: 22.09.2022 Hara: 22.09.2022 Hara. 22.09.2022
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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 : +91 98166 56001-02
www.drreddys.com

CEPTHOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxauu®, tabiaeTky, NOKPBITHIE ILJIEHOYHOIH 00010uK0il, 400Mr + 325mr

Batch No / Cepus Ne : V2201883

Batch Quantity / O6bem nmaprun : 776.0Kg

040001641055,890001615435

Analytical Report No / AHainTH4YecKUil oTyeT No :

Date of Analysis / laTa ananu3a: 22.09.2022

Date of Manufacture / Jlata nponseojacrsa : Aug-2022

Date of Expiry / Cpok rogaoctn :July-2027

Analysis performed according ND / Anaau3 npoeeaen mo H/{: TIN011252/01-110717 (amend Ne | 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 /
PacnapaemocTb

07 minutes 29 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacTteopeHne

97% - 101%

100% - 102%

NLT 70% (Q) C13H102 (Ibuprofen)
dissolved in 30 minutes /
He meHee 70 % (Q)
(nbynpodceH) yepes 30 MuH

C13H1802

NLT 70% Q) CsHsNO;
(Paracetamol) dissolved in 30
minutes /

He wmeHee 70 % (Q) CsHoNO:
(napauetamon) yepes 30 MUH

6 |Related substances /
PoacteeHHble nprumech

0.03%

0.0001%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumeceit
nbynpodeHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHodeHon (Nnpumecs
napauetamona) — He 6onee 0,005%

7 |Water/Bopa

1.5%

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

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [ponykr coorBercTryeT Tpebopanuam HJ | 3axmouenue: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: [Tposepeno: Naresh Kumar | Onobpeno: Menemxep /
Ankaj Verma - @4 Pykoroautens :Manoj Kumar
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CERTIFICATE OF ANALYSIS

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
www.drreddys.com

CEPTUPHUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 r;1g + 325 mg
HNoyxknaua®, TabaeTky, NOKPbITHIE IUIEHOYHOH 000J10uK0il, 400Mr + 325mr

Batch No / Cepust Ne : V2201883

Batch Quantity / Oobem mapruu : 776.0Kg

Analytical Report No / Ananutudyeckuii otuer Ne :
040001641055,890001615435

Date of Analysis / laTa ananusa: 22.09.2022

Date of Manufacture / Jlata npoussojactsa : Aug-2022

Date of Expiry / Cpok roanoctu :July-2027

Analysis performed according ND / Auann3s nposexed mo HJI: 1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ n3m. Ne 1 o1 06.09.2018, n3m. Ne 2 ot 23.09.2019)

*8

Microbial limits /
Mukpoburonornyeckas
yucToTa

a) Total aerobic
microbial count /
O6wwee yncno
a3pOo6HBIX
MMKPOOPrasn3MoB

b) Total combined
yeasts and mould
count / Obwee vncno
OPOHOKEBbBIX U
nnecHeBsbIX rpnbos

c) E. coli

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

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

Absent / OTtcyTcTByeT

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

Not mare than 100 CFU/g /
He 6onee 100 KOE/r

Shall be absent in 1g / OTcyTcTBUE B
1r

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoaykT cootsetcTBYET TpeboBanusm HJ

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by /
IloarorosneHo:

Ankaj Verma %7 -

Checked by /
[IpoBepeno: Naresh Kumar

~

>/

Approved by: Manager/Executive /
Onobpeno: Menemxep /
PyxosoauTens :Manoj Kumar

Print Date:
Jarta: 22.09.2022

Print Date:
Jata: 22.09.2022

Print Date:
Hara. 22.09.2022
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS . drreddys.com

CEPTUDPUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoykanH®, TabeTKH, NOKPbITbIE JIeHOUYHOIH 000104K0ii, 400Mr + 325Mmr

Batch No / Cepusi Ne :

V2201883

Batch Quantity / O0bem maptum : 776.0Kg

Analytical Report No / Ananuruyeckuii oTuer Noe :
040001641055,890001615435

Date of Analysis / laTa ananusa: 22.09.2022

Date of Manufacture / lata npoussoacrsa : Aug-2022

Date of Expiry / Cpok rogHoctH :July-2027

Analysis performed according ND / Ananu3 npoeexen mo 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. uzm. Ne 2 ot 23.09.2019)

9 | Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OaHOpOAHOCTb 1.6 [MokasaTtenb npuemnemoctn (AV)
L,031poBaHNSA DormKeH ObiTh He Gonee 15,0.
Ibuprofen /
néynpodeH Acceptance value (AV) should be
1.6 not more than 15.0 /
Paracetamol / MokasaTenb npuemnemocTu (AV)
napaveTamon pomkeH bbiTb He bonee 15,0.
10 |Assay/ 400.8 mg 360 to 440 mg of Cy3H02
|KonuyecTeseHHoe (Ibuprofen) per tablet /
onpeneneHne OT1 360,0 mr go 440,0 mr C3H130-
(nbynpodheH) B TabneTke
323.67 mg
2925 to 357.50 mg of CgHoNO,
(Paracetamol) per tablet /
O1 292,5 mr go 357,5 mr CgHgNO-
(napaueTamon) B TabneTke

Remarks : The Product conforms to ND/
IIpumeuanue: [Iponykr coorBercTByeT TpeboBanusm HJ{

Opinion : APPROVED
3axmouenne: OJJIOBPEHO

Prepared by /
IloaroroBieHo:
Ankaj Verma {@

Checked by /

[TpoBepeHo: Naresh Kumar

3

Approved by: Manager/Executive /
Onobpeno: Menemxep /
Pyxosoautens :Manoj Kumar

(

Print Date:
Hata: 22.09.2022

Print Date:

Hara: 22.09.2022

Print Date:
Hara. 22.09.2022
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CERTIFICATE OF ANALYSIS .y drreddys.com

CEPTHOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyknuH®, TabJeTKH, NOKPbITHIE MJIEHOYHOI 000J104K0ii, 400Mr + 325Mr
Batch No / Cepus Ne : V2201883 Batch Quantity / O0bem maprum : 776.0Kg

Analytical Report No / AnanuTudeckuii oTyet Ne : Date of Analysis / laTa ananusa: 22.09.2022
040001641055,890001615435
Date of Manufacture / Jlata nponssoacria : Aug-2022 |Date of Expiry / Cpok rogxocrn :July-2027

Analysis performed according ND / Ananu3s nposeged mo HJI: [1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ n3m. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

11 | Package / YnakoBka |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. / o 10 TabneTtok
a carton. /Mo 10 Tabnetok  |B [BX/Al 6nuctep. Mo 1, 2 unn 20

B MBX/Al 6nuctep. Mo 1 GnucTepoB B Nayvky KapTOHHYIO
6nvcTepy B nadky BMeECTe C UHCTPYKLMEN no
KapTOHHYIO BMecCTe C MPUMEHEHMIO.

WHCTPYKUUERN No

NPUMEHEHMUIO.

12 | Labeling / Mapkupoeska | According to ND / B cooTseTcTaum ¢ H
13 | Storage conditions / At temperature not more than 25 °C. /

XpaHeHune pn TemnepaType He Bbile 25 °C.
14 | Shelf life / Cpok 5years /5 ner
roAHOCTM
H:
Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeuanne: ITpoayxT cootBeTcTBYeT Tpebosanusam H]I | 3akmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
HoaroroeneHo: [TpoepeHo: Naresh Kumar | Opo6peno: Menemxep /
Ankaj Verma ﬁ - - Pykosoautens :Manoj Kumar
i 3 9" |
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