Dr.Reddy’s ‘,’.

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
Noyxaun®, TabeTKkH, MOKPLITHIE IVIEHOYHOI 000/1049K0it, 400Mr + 325Mr

Batch No / Cepust Ne : V2200397

Batch Quantity / O6bem mapruu : 727.5Kg

040001538195, 890001578400

Analytical Report No / AnanuTudecknii oryer Ne :

Date of Analysis / laTa anaanza: 14.03.2022

Date of Manufacture / /lara npousBogcrea : Feb-2022

Date of Expiry / Cpok roanoctn :Jan-2027

Analysis performed according ND / Anaymms npoeegen mo HJ: 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)

|

S.
No

Test

Result

Specification

1 |Description / OnucaHne

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

tablets;

on cross section- white core /
TabneTku KancynoBugHown
thopmel, NoKpbITEle
NNeHoYHoI obonoukoi
OopaHXXeBoro LBeTa, C PUCKON
Ha OOHOM CTOPOHe; Ha

nonepeyHoM paspese — sapo
Genoro uUBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core [ TabnetkM KancynoBUOHON
dOopMbl,  MOKPbITbIE  MNEHOYHOWN
0BONOYKON OpaHXEBOro LBETa, C
pUCKOX Ha OAHOW CTOPOHE;, Ha
nornepe4yHomMm paspese A4po
©enoro nnu no4ytn Genoro UBeTa

Remarks : The Product conforms to ND/
IIpumeyanue: ITponykt coorBeTcTBYET TpeboBanmsm H]I

Opinion : APPROVED
3akmouenne: OJIOBPEHO

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

IloarororneHo: [Iposepeno:Naresh Kumar OnobpeHo: Menemxkep /

Ankit @' Pyxoroaurens j-'_? :
@ £~ Pavan Kumar Sharma :“‘”

Print Date: Print Date: Print Date:

Hara: 14.03.2022 Jara: 14.03.2022 JaTta: 14.03.2022
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CEPTHOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykanH®, Tad1eTKH, NOKPHITHIE NNeHOYHOH 0060104K0H, 400Mr + 325Mmr
Batch No / Cepust Ne : V2200397 Batch Quantity / O6bem naprun : 727.5Kg

Analytical Report No / Ananurnyeckuii oryer No : Date of Analysis / JlaTa anann3sa: 14.03.2022
040001538195, 890001578400 -
Date of Manufacture / lata npousBoactsa : Feb-2022 | Date of Expiry / Cpok rognoctu :Jan-2027
Analysis performed according ND / Ananu3 nposeaed no HJ[: [1N011252/01-110717 (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)

2 Identification / a) Complies as prescribed/ |The retention time of the main peaks
MoanuHHoCTL B cooTBeTCTBUK C on the chromatogram of the test
OonucaHnem solution should correspond to the

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

BpemeHa yaepuUBaHUA OCHOBHbIX
nMKoB Ha XpomaTtorpamme
UCNbITYEMOro  pactsopa  AOMKHbI
COOTBETCTBOBATH BpemMeHam
yaepvBaHna nnKoB Ha
Xpomarorpamme pacTesopa
CTaH4apTHbIX obpasuos
noynpocheHa w  napauetamona
(pazgen «KonunyecteseHHoe
onpeaeneHne)

3 |Average weight and 961.5 mg 940,9 mg to 999,1 mg
mass uniformity / (970,0 mg = 3,0 %)/

CpegHss macca n Or 9409 wmr pgo 9991 wr
OQ4HOPOAHOCTL MO (970,0 mr + 3,0 %)

macce

18/20 tablets — NMT + 5% /
18/20 TabneTtok — He bonee + 5 %
2/20 tablets — NMT + 10% /
2/20 Tabnetok — He Gornee + 10 %

Remarks ; The Product conforms to ND/ Opinion : APTROVED
IIpumeuanue: [Ipoaykr cootBercTByeT TpebopanusaM HJI | 3axmoyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: [IpoepeHo:Naresh Kumar Ono6peHo: Menemxep /
Ankit = C PykoBoauresns %
/ N

[ ! < Pavan Kumar Sharma fr

“
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Dr. Reddy's Laboratories Ltd.
Fformulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

Tel : +91 98166 56001-02

www.drreddys.com

CEPTUPUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykanu®, TabaeTkH, NOKPLITHIE IIEHOYHOH 000109K0M, 400Mr + 325Mr

Batch No / Cepusa Ne : V2200397

Batch Quantity / O6bem naptuu : 727.5Kg

040001538195, 890001578400

Analytical Report No / AHanuTH4YecKkuif oTuer Ne :

Date of Analysis / Jlata ananu3za: 14.03.2022

Date of Manufacture / /lata npoussoacrea : Feb-2022

Date of Expiry / Cpok rogaoctn :Jan-2027

Analysis performed according ND / Ananu3 nposeaen no HJI: IT N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzam. Ne 1 ot 06.09.2018, usm. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnagaemocTtb

8 minutes 16 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacTtBopeHue

96% - 103%

99% - 101%

NLT 70% (Q) Ci3H1sO2 (Ibuprofen)
dissolved in 30 minutes /

He wmeHee 70 % (Q) C13H1302
(nbynpodceH) yepes 30 mnH

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

He wmenee 70 % (Q) CsHgNO,
(napauetamon) 4Yepes 30 MuH

6 |Related substances /
PoacTeBeHHble npumecu

0.03%

0.0003%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecei
nbynpodeHa — He Bonee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amunHocheHon (Npumeck
napauertamona) — He 6onee 0,005%

7 |Water/Bopa

1.4 %

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

Remarks : The Product conforms to ND/
Ilpumedanune: [Ipoaykt cooTBercTByeT Tpeboanusm HJ[

Opinion : APTROVED
3akawuenue: OJJIOBPEHO

Approved by: Manager/Executive /
Onobpeno: Menemxep /
PykoBoaurens N

Pavan Kumar Sharma </~

Prepared by / Checked by /
IToarorosneHo: ITpoBepeno:Naresh Kumar
Ankit

—
Print Date: Print Date:
Hata: 14.03.2022 Hara: 14.03.2022

Print Date:
Hara: 14.03.2022
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CEPTUDHUKAT AHAJTU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HOoyknnH®, TabeTKH, MOKPBITHIE ILIEHOYHOH 060/1049K0ii, 400Mr + 325Mr
Batch No / Cepns Ne : V2200397 Batch Quantity / O6bem napruu : 727.5Kg

Analytical Report No / AranuTHuyeckuii oTyer Ne : Date of Analysis / JlaTta anaansa: 14.03.2022
040001538195, 890001578400
Date of Manufacture / lata nponsBoacrsa : Feb-2022 | Date of Expiry / Cpok roanoct :Jan-2027
Analysis performed according ND / Auanu3s nposenen no HJI: IT N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3zm. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

*8 |Microbial limits /
MukpoGuornoruyeckas
yucToTa Less than 10 CFU/g /
a) Total aerobic MeHee 10 KOE/r Not more than 1000 CFU/g /
microbial count / He 6onee 1000 KOE/r
O6Lwwee 4yncno
a3poBHbIX
MUKPOOPraHn3MoB
Less than 5 CFU/g /
b) Total combined Menee 5 KOE/T Not more than 100 CFU/g /
yeasts and mould He 6onee 100 KOE/r
count / ObLee yucno
OPOXCKEBLIX U

nnecHeBbIX rprbos Absent / OtcyTcTByeT
c) E. coli Shall be absent in 1g / OTcyTcTBUE B
1r
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Tpoaykr coorercTByeT Tpebopanusam HJ[ | 3akmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: IIpoBepeno:Naresh Kumar OnobpeHo: Menemkep /
Ankit C‘ PykoBonutens % a5
ﬂ /\é/ Pavan Kumar Sharma <] ”_/ ;
— ==

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
www.drreddys.com

CEPTUOUKAT AHAJNW3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykanu®, TabjeTku, NOKPbIThIE MUIeHOYHOi 000/104Kk0#, 400Mr + 325Mr

Batch No / Cepus Ne : V2200397

Batch Quantity / O6sem naptun : 727.5Kg

040001538195, 890001578400

Analytical Report No / AnannTuyeckuii order No :

Date of Anaiysis / JaTa ananu3a: 14.03.2022

Date of Manufacture / /lata npousBoactsa : Feb-2022

Date of Expiry / Cpok rognoctu :Jan-2027

Analysis performed according ND / Anamus nposenen mo H: [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, n3m. Ne 2 ot 23.09.2019)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OaHOPOAHOCTb 0.7 Mokasatenb npuemnemoctu (AV)
[03upoBaHus poJikeH obiTb He Bonee 15,0.
Ibuprofen /
nbynpodpeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 0.8 MokasaTenb npuemnemoctu (AV)
napauertamon normkeH 6bITb He Bonee 15,0.
10 |Assay/ 397.4 mg 360 to 440 mg of Ci3Hi02
KonuuecteeHHoe (Ibuprofen) per tablet /
onpeneneHne OT1 360,0 mr oo 440,0 mr Ci3Hz02
(nbynpodhbeH) B Tabnetke
324.65 mg 2925 to 357.50 mg of CgHgNO:
(Paracetamol) per tablet /
OT 292,5 mr pgo 357,5 mr CgHsNO2
(napauetamon) B TabneTke

Remarks : The Product conforms to ND/

IIpumevanue: IIponykr coorBercTByeT TpeboBaHusM HJJ

Opinion : APPROVED
3akmouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: [Iposepeno:Naresh Kumar OnoGpeno: Menemxep /
Ankit @ PykoBoauTens D) _Z
Pavan Kumar Sharma <\ _—
iz 2 =
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 : 491 98166 56001-02

CERTIFICATE OF ANALYSIS v - caqve com

CEPTUOPUKAT AHAJIU3A

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

HoyxkanH®, TabJeTKH, IOKPLIThIE IIEHOYHOH 000/10uKoii, 400mr + 325Mr

Batch No / Cepus Ne : V2200397 Batch Quantity / O6sem naptuu : 727.5Kg

040001538195, 890001578400

Analytical Report No / AnanuTnyeckuii oruer No : Date of Analysis / Jlata ananau3za: 14.03.2022

Date of Manufacture / laTta npouseoactsa : Feb-2022 |Date of Expiry / Cpox rognoctu :Jan-2027

Analysis performed according ND / Ananu3 nposegen mo H/: [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, u3m. 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 MBX/Al 6nuctep. Mo 1
6nucTepy B navky
KapTOHHYI0 BMeCTe C
WHCTpPYKUMENR no
NPUMEHEHMIO.

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 6nuctep. Mo 1, 2 unu 20
OnncTepoB B Nayky KapToHHYIO
BMECTE C MHCTPYKUMENR No
NPUMEHEHMNIO.

12

Labeling / Mapkuposka

According to ND / B cooteetctBuu ¢ H

13

Storage conditions /

At temperature not more than 25 °C. /

XpaHeHve MNpu Temnepatype He Bbilwe 25 °C.
14 | Shelf life / Cpok 5 years / 5 net
rogHoCcTU

Remarks : The Product conforms to ND/
IIpumeqanue: IIponykt coorBeTcTBYeT TpeboBanusm HJI

Opinion : APTROVED
3akmouenne: OJOBPEHO

/r//‘

Prepared by / Checked by /
[JoaroTosneHo: ITpoBepeno:Naresh Kumar
Ankit

Approved by: Manager/Executive /
Onobpeno: Menemxep /
PykoBoguTens 9]

Pavan Kumar Sharma Ll =

ettt

Print Date:
Jata: 14.03.2022

7
Print Date:
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Print Date:
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