Dr.Reddy’s ‘f’:"

CERTIFICATE OF ANALYSIS

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
www.drreddys.com

CEPTHOUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNOyxknun®, Tab1eTKH, NOKPBHITHIE ILIEHOYHOH 060/104K0#i, 400Mr + 325Mr

Batch No / Cepust Ne : V2200841

Batch Quantity / O0bem naptau : 776.0 Kg

040001569727, 890001590213

Analytical Report No / AHanuTudyeckuii order Ne :

Date of Analysis / laTa ananmsa: 14.05.2022

Date of Manufacture / Jlata npousBoacrsa : Apr-2022

Date of Expiry / Cpok roguoctn :Mar-2027

Analysis performed according ND / Ananu3 nposeaen no H/: 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, u3m. Ne 2 ot 23.09.2019)

S. Test
No

Result

Specification

1 |Description / OnncaHnue

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

tablets;

on cross section- white core /
TabneTtkn KancynoBuaHoOM
dopmbl, NoKpbITLIE
nreHo4YHol obornoykoi

opaHXeBoro useTa, ¢ puckom
Ha OOHOW CTOPOHe;, Ha
nonepeYyHom paspese — sapo
Genoro UBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTkm kancynosuaHol
dopMbI,  NOKPbITbIE  NNIEHOYHOMN
obonoykon opaHXeBoro uBeTa, C
puckod Ha OOHOA CTOpPOHE; Ha
nonepe4yHom paspese —  §4po
©enoro unu noyTtu 6enoro useTa

Remarks : The Product conforms to ND/
ITpumeyanue: Ilponykt coorBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3akmouenue: OJIOBPEHO

Hara: 14.05.2022

Harta: 14.05.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: Iposepeno:Naresh Kumar | Ono6peno: Menemxep /
Pawan-Kumar @ PyxoBoauresns :Pavan Kumar
¥
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é/ - /ll'/'/
Print Date: Print Date: Print Date:

Hara: 14.05.2022
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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
CEPTUOUKAT AHAJIM3A

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

HNO6yxkaun®, Ta01€TKH, NOKPHITHIE IUIEHOYHOH 060104K0ii, 400Mr + 325Mr

Batch No / Cepnsa Ne : V2200841 Batch Quantity / O6bem naptuu : 776.0 Kg

040001569727, 890001590213

Analytical Report No / AnanmuTudeckuii oruer Ne : Date of Analysis / laTa ananuza: 14.05.2022

Date of Manufacture / JaTa npousBoactea : Apr-2022  |Date of Expiry / Cpox rogHoctu :Mar-2027

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

2 Identification / a) Complies as prescribed/
MoAnMHHOCTL B cooTBeTCTBMU C
onvcaHnem

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 yaepxumBaHWs OCHOBHBIX
MNKOB Ha xpomarorpamme
WCNLITYEMOrO  pacTBopa  AOIMKHbI
COOTBETCTBOBATb BpeMeHam
yaepKuBaHUs N1KoB Ha
XpomaTorpaMmme pacTteopa
CTaHOapTHbIX obpasuos
nbynpodpeHa W  napaueTamona
(pasgen «Konu4yecTteeHHoe
onpegeneHues)

3 |Average weight and 967.6 mg
mass uniformity /
CpegHsa macca u
OAHOPOAHOCTb MO
Macce

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

Or 9409 wmr po 9991 wr
(970,0 mr £ 3,0 %)

18/20 tablets — NMT = 5% /
18/20 TabneTtok — He 6onee + 5 %
2/20 tablets — NMT + 10% /

2/20 TabneTok — He 6onee + 10 %

Remarks : The Product conforms to ND/
IIpumeuanue: IlpoaykT cooTBeTcTBYET TpeboBanusm HJI

Opinion : APPROVED
3axarouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoBiyeHo: IIpoeepeno:Naresh Kumar | Ono6peHo: Menemxkep /
Pawa?l\’uma& (\ PyxoBoautens :Pavan 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

CEPTUOUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNOykauH®, TabneTKH, NOKPHITHIE ILIEHOYHOI 000104K0ii, 400MT + 325Mr

Batch No / Cepust Ne : V2200841

Batch Quantity / O6bem mapmau : 776.0 Kg

040001569727, 890001590213

Analytical Report No / Ananurndeckuii oruer Ne :

Date of Analysis / /lata anannsa: 14.05.2022

Date of Manufacture / Jlata npoussoacrsa : Apr-2022

Date of Expiry / Cpok rogaoctn :Mar-2027

Analysis performed according ND / Anaanz nposeaen mo H/: 11 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnagaemocTb

08 minutes 48 seconds

Not more than 30 minutes /
He 6onee 30 muH

9 |Dissolution /
PactBopeHue

100% - 102%

100% - 105%

NLT 70% (Q) C13H102 (Ibuprofen)
dissolved in 30 minutes /

He wmenee 70 % (Q) Ci3H1s02
(néynpodbeH) yepes 30 MUH

NLT 70% Q) CsHgNO-
(Paracetamol) dissolved in 30
minutes /

He wmeHee 70 % (Q) CsHsNO:

(napauetamon) yepes 30 MUH

6 |Related substances/
PoacreeHHble npumec

0.03 %

0.0001 %

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
nbynpoceHa — He Bornee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHodeHos (NpUMech
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
IIpumeuannue: [poaykr cootsercryer TpeGosannam HJ[ | 3akiouenne: OOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloarororneno: ITpoBepeno:Naresh Kumar | Onobpeno: Menemxep /
Pawan Kumar @ Pyxoeoanrent,:Pavan Kumar
o* 1

Xw”/ = Sharma c_lt:///
Print Date: Print Date: Print Date:
Hata: 14.05.2022 Hara: 14.05.2022 Hara: 14.05.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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’ °® Formulation Unit-6

Dr. Reddy s '. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +61 98166 56001-02

CERTIFICATE OF ANALYSIS  www.drreddys.com
CEPTUOHUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykann®, Tad1eTKH, IOKPLITHIE IIEHOYHOH 000/104K0i, 400mMr + 325Mr

Batch No / Cepus Ne : V2200841 Batch Quantity / O6bem naptun : 776.0 Kg

Analytical Report No / AHamnTHYecKHii oTueT No : Date of Analysis / JlaTa ananau3za: 14.05.2022
040001569727, 890001590213

Date of Manufacture / JlaTa npousBoaetBa : Apr-2022 | Date of Expiry / Cpox rogaoctu :Mar-2027
Analysis performed according ND / Ananun3 npoeeaen mo 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, u3m. Ne 2 ot 23.09.2019)

*8 |Microbial limits /
Mwukpobvonoruyeckas
yucToTa Less than 10 CFU/g /
a) Total aerobic Menee 10 KOE/r Not more than 1000 CFU/g/
microbial count / He 6onee 1000 KOE/r
O6uwee uncno
a3pobHbIX
MUWKpPOOpPraHM3moB
Less than 5 CFU/g /
b) Total combined Menee 5 KOE/r Not more than 100 CFU/g /
yeasts and mould He 6onee 100 KOE/r
count / Obwee yncno
OPOXOKEBbLIX U

nnecHesbIx rpubos Absent / OTcyTtctByeT
c) E. coli Shall be absent in 1g / OtcyTcTBUE B
1r
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumevanue: [poaykr coorBercTByeT Tpebosanusm HJ[ | 3axmouenune: ONTIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loaroToBiieHo: [Iposepeno:Naresh Kumar | Ono6peno: Menemxkep /
Pawan Kumar @ Pykosoauresns, :Pavan Kumar
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDIA
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www.drreddys.com

CEPTUOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykauH®, Ta0IeTKH, MOKPLITHIE IUIeHOYHOH 060/104K0ii, 400Mr + 325Mr

Batch No / Cepus Ne : V2200841

Batch Quantity / O0bem maptun : 776.0Kg

040001569727, 890001590213

Analytical Report No / AHannTu4deckuii oryer Ne :

Date of Analysis / [laTa ananu3za: 14.05.2022

Date of Manufacture / /laTa npoussoacTsa : Apr-2022

Date of Expiry / Cpok roanoctu :Mar-2027

Analysis performed according ND / Ananu3s npoBeaen 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, u3m. Ne 2 ot 23.09.2019)

9 |Uniformity of dosage

Acceptance value (AV) should be

units not more than 15.0 /
/ OgHOpPOAHOCTb 1.6 MokasaTtenb npuemnemocty (AV)
0031poBaHusA gonxeH 6biTb He Gonee 15,0.
Ibuprofen /
nbynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.3 Mokazarens npuemnemMocTtu (AV)
napaveTamon AomkeH bbiTb He 6onee 15,0.
10 |Assay/ 395.0 mg 360 to 440 mg of Ci3H10:
KonudecTteeHHoe (Ibuprofen) per tablet /
onpegeneHne Ot 360,0 mr go 440,0 mr Cq3H180:2
(nbynpodeH) 8 Tabretke
325.74 mg 2925 to 357.50 mg of CgHsNO:

(Paracetamol) per tablet /
OT 292,5 mr go 357,5 mr CsHgNO,
(napauetamon) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanue: [IpoaykT cooteTcTBYeT TpeboBanusm HJI | 3akmoyenne: OOEPEHO

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

[loarorosneHo: [Mposepeno:Naresh Kumar | Ono6peno: Menemxkep /

Pawan Kumar PykoBoautens: Pavan Kumar
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: Formulation Unit-6
Dr' Reddy s q- Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOHUKAT AHAJIN3A

De Dr. Reddy's Laboratories Ltd.
®
@

[Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxaun®, Ta61eTKH, MOKPBITHIE MJIeHOYHOH 000104K0ii, 400Mr + 325Mmr

Batch No / Cepust Ne : V2200841 Batch Quantity / O6bem maptuu : 776.0 Kg

Analytical Report No / AsanuTudecknii oryer Ne : Date of Analysis / [lata ananu3za: 14.05.2022
040001569727, 890001590213
Date of Manufacture / Jlata npoussogcrsa : Apr-2022  [Date of Expiry / Cpox rogaoctn :Mar-2027
Analysis performed according ND / Anasnu3 nposegen mo HJI: I N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, uam. Ne 2 ot 23.09.2019)

11 | Package / YnakoBka |10 tablets in PpVC/Al 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 TabneTtok
a carton. /Mo 10 Tabnetok |8 [NBX/Al 6nnctep. Mo 1, 2 unu 20

B MNBX/Al 6nucTep. Mo 1 OnncTepoBs B Nayky KAPTOHHYIO
6nuctepy B nadky BMECTe C UHCTPYKLME no
KapTOHHYIO BMECTe C NMPUMEHEHNIO.

WHCTpYKUMEN No

NMPUMEHEHMIO.

12 | Labeling / MapknpoBka | According to ND / B cooteetcTBumn ¢ HIJ
13 | Storage conditions / At temperature not more than 25 °C. /

XpaHeHve MNpu TemnepaTtype He Bbiwe 25 °C.
14 | Shelf life / Cpok 5years /5 net

rofHOCTM
Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanne: [TpoaykT cooteTcTByeT Tpebopanuam HJI | 3axmodenne: ONIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: [Tpoeepeno:Naresh Kumar | Ompo6peHo: MeHemxkep /
Pawan Kumar @ PykoBoautens :Pavan Kumar
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