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

CEPTUO®HUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykann®, TabaeTku, NOKPLIThIE 1eH0YHOl 060104K0M, 400Mr + 325mr

Batch No / Cepusi Ne : V2201129

Batch Quantity / O6bem naprun : 776.0Kg

Analytical Report No / AHaanTHYecKHid oT4yeT No :
040001594751, 890001599197

Date of Analysis / JIata ananusa: 30.06.2022

Date of Manufacture / laTa npouspoacTsa : Jun-2022

Date of Expiry / Cpok rognocrn :May-2027

Analysis performed according ND / Ananu3 nposegen mo HJI: [IN011252/01-110717 (amend Ne 1 from
26.09.2018, amend Ne 2 from 23.09_.2_019/ u3M. Ne 1 o1 06.09.2018, u3m. Ne 2 ot 23.09.2019)

S. Test
No

Result

Specification

1 |Description / OnucaHve

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

on cross section- white core /

TabneTtku KancynoBnaHoOWM
chopmbl, NOKPbITHIE
MneHoYHon obono4Kown

OpaHXeBoro UBeTa, C puckon
Ha OAHOM CTOpOHe; Ha
nonepeyYyHom paspese — f4po
Oenoro ugeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTtkn KancynoByvOHOW
opmMbl,  NOKPbIThIE  MNEHOYHON
obono4yko opaHXeBoro LBeTa, C
pUCKOA Ha OJHOW CTOPOHE; Ha
nonepeyHoMm paspese — QAP0
Bernoro unu noytn 6enoro LBeTa

Remarks : The Product conforms to ND/
TIpumeuanne: [IpoayKT cooTBETCTBYET TpeboBaHusam HJT

Opinion : APPROVED
3akiouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToAroToBNIEHO: Iposepeno: Pardeep Kumar | Ono6peno: Menemxep /

Ankit (/i/ \f PykoBoauTens :Amit Kumar

Print Date: Print Date: Print Date:

JHata: 30.06.2022 Hata:30.06.2022 Harta: 30.06.2022

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: L85195AP1984PLC0O04507
www.drreddys.corn
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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, IND1A
Tel : 491 98166 56001-02

CEPTUDPHUKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykanu®, TabaeTku, NOKPHITHIE IIeHOYHOl 060104K0#, 400Mr + 325mr

Batch No / Cepus Ne : V2201129

Batch Quantity / O6bem naptun : 776.0Kg

Analytical Report No / AHannTHYecKMii oT4yeT No :
040001594751, 890001599197

Date of Analysis / lata anaau3a: 30.06.2022

Date of Manufacture / /lata npoussoacrsa : Jun-2022

Date of Expiry / Cpox roanoctu :May-2027

Analysis performed according ND / Ananus nposeaen 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. usm. Ne 2 ot 23.09.2019)

2 | ldentification /

MoanunHHOCTL

a) Complies as prescribed/
B cooTBeTCTBUM C

The retention time of the main peaks
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 yaepxusaHus OCHOBHbIX
N1KoB Ha XpomartorpaMmme
UCMbITYEMOro pacTsopa AOSDKHbI
COOTBETCTBOBATb BpEMeHam
yAepXUBaHNA NUKoB Ha
Xpomarorpamve pacTsopa
CTaHQapTHBIX obpasLos
nbynpocheHa 1 napauetamona
(paspen «KonuuyectseHHoe
onpegerneHue»)

3 |Average weight and 972.3 mg 940,9 mg to 999,1 mg

mass uniformity /
CpegHas macca 1
04HOPOLHOCTb MO
macce

Complies /cooTBeTCTBUM C

(970,0 mg £ 3,0 %)/
Or 9409 wMmr po
(970,0 mr £ 3,0 %)

9991 wMr

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

Remarks : The Product conforms to ND/
IIpumeuanue: [Tpoaykt cooTBercTBYeT Tpedboanusm HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by /
IToaroTroBieHoO:

Checked by /
Ipoeepeno: Pardeep Kumar

oL

Approved by: Manager/Executive /
OnobpeHo: Menemxep /
PykoBoaurens :Amit Kumar

Ankit @
Print Date:

Jata: 30.06.2022

Print Date:
Jata:30.06.2022

/
Print Date:

Hara: 30.06.2022

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: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s Q':

CERTIFICATE OF ANALYSIS

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

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

CEPTUO®UKAT AHAJIN3A

Product : Ibuclin, film-coated

tablets 400 mg + 325 mg

N6ykAuH®, TabaeTKu, NOKPLITHIE M1eHOUHOii 060J04KO0MH, 400Mr + 325mr

Batch No / Cepusa Ne : V2201129

Batch Quantity / O6bem nmaptuu : 776.0Kg

040001594751, 890001599197

Analytical Report No / AHanuTuyecknit oruer Ne :

Date of Analysis / laTa ananuza: 30.06.2022

Date of Manufacture / Jata npomssojcrsa : Jun-2022

Date of Expiry / Cpok rogaoctu :May-2027

Analysis performed according ND / Ananu3 nposenen no HJI: [1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018. usm. Ne 2 o1 23.09.2019)

4 |Disintegration /
PacnapaemocTb

13 minutes 02 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacTtBOpeHue

97% - 100%

99% - 103%

NLT 70% (Q) C13H1502 (Ibuprofen)
dissolved in 30 minutes /

He meHee 70 % (Q) Ci3H10:2
(moynpocheH) Yepes 30 MUH

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

He meHee 70 % (Q) CsHeNO:2

(napaueTtamon) yepes 30 MuH

6 |Related substances /
PoacteeHHbie Npumecu

0.04%

0.001 %

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
néynpogeHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amnHodeHon (npyumech
napaueTtamorna) — He 6onee 0,005%

7 |Water/ Boga

1.4%

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

Remarks : The Product conforms to ND/
IMpumeuanue: [TpoaykT coorBeTcTBYeT TpeboBaHusam HJI

Opinion : APPROVED
3akmouenue: OTOBPEHO

Prepared by /
[ToaroToBneHo:

Ankit

~—

Checked by /
I[TposepeHo: Pardeep Kumar

o

—

Approved by: Manager/Executive /
Ono6peHo: Menemxep /
PyxoBoaurens :Amit Kumar

P
(A
Print Date:

Hara: 30.06.2022

Print Date:
Jata:30.06.2022

Print Date:
Jata: 30.06.2022

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: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s Q‘:.
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Dr. Reddy's Laboratories Ltd.
formulation Unit-6

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

CERTIFICATE OF ANALYSIS ¢l 9198166 56001:02

CEPTUDMKAT AHAJIN3A i S eySTCam

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
U6oykanH®, TabNeTKH, HOKPLITbIE NJIEHO4HOIi 060104K0M, 400Mr + 325mr

Batch No / Cepust Ne : V2201129

Batch Quantity / O6bem napTuu : 776.0Kg

040001594751, 890001599197

Analytical Report No / Ananurudeckuii oryer No : Date of Analysis / /IaTa ananu3sa: 30.06.2022 '

Date of Manufacture / Jlata npousBogctsa : Jun-2022 | Date of Expiry / Cpok rogsoctu :May-2027

Analysis performed according ND / Ananu3 nposenen mo HJI: T1N011252/01-110717 (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)

*8 |Microbial limits /

microbial count /
O0bwee uncno

yeasts and mould
count / Obwee ynucno
OPOXOKEBBIX U

Mukpobuonornyeckas
yucToTa Less than 10 CFU/g /
a) Total aerobic Menee 10 KOE/r Not more than 1000 CFU/g/

a3pobHbIX
MUKPOOPraHW3moB
Less than 5 CFU/g /
b) Total combined Menee 5 KOE/r Not more than 100 CFU/g /

He 6onee 1000 KOE/r

He 6onee 100 KOE/r

Ankit &J

nriecHeBbIX rpnboB Absent / OTcyTcTByeT
c) E. coli Shall be absent in 1g / OTcyTcTBUE B
1r
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [TpojykT cooTeTcTByeT TpeGosanusam HJT | 3aKmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaAroTOBIEHO: ITposepeno: Pardeep Kumar | Ono6peno: Menemxep /

PykoBoauTens :Amit Kumar

Print Date: Print Date: Print Date:
JHata: 30.06.2022 Hata:30.06.2022 Hata: 30.06.2022

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.comn




Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Ferrulation Unit-o

Vill. Khel, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUO®UKAT AHAJIM3A

www.drreddys.com

'Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6yKkauH®, Tab1eTKH, NOKPHIThIE MIeH0YHOH 000/104KOii, 400mr + 325mr

Batch No / Cepusi Ne : V2201129

Batch Quantity / O6bem mapruu : 776.0Kg

040001594751, 890001599197

Analytical Report No / AnaauTHueckuii oTyer No :

Date of Analysis / lata anasnu3a: 30.06.2022

Date of Manufacture / laTa nponssoacrsa : Jun-2022

Date of Expiry / Cpox roguoctu :May-2027 '

Analysis performed according ND / Ananns nposenen no HJI: [T NOI 1252/01-110717 (amend Ne 1 from
06.09.2018. amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, u3m. Ne 2 o1 23.09.2019)

9 | Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OpHopoaHOCTb 3.2 MokasaTenb npuemnemoctn (AV)
0031poBaHUA JorkeH bbiTe He 6onee 15,0.
Ibuprofen /
nbynpodeH Acceptance value (AV) should be
2.0 not more than 15.0 /
Paracetamol / MokasaTenk npuemnemoctu (AV)
napaueTamort JomkeH 6biTk He Gonee 15,0.
10 |Assay/ 388.5 mg 360 to 440 mg of Ci3H02
KonunyecTteeHHoe (Ibuprofen) per tablet /
onpeaeneHue OT 360,0 mr go 440,0 mr Ci3H1O2
(nBynpodcbeH) B TabrneTke
323.22 mg 2925 to 357.50 mg of CgHgNO:
(Paracetamol) per tablet /
Ot 292,5 mr o 357,5 mr CsHgNO2
(napaueTtamor) B TabneTke

Remarks : The Product conforms to ND/
Ipumeuanne: ITpoaykT cooTBercTByeT TpeGoBannam HJ

Opinion : APPROVED
3akmouenue: OJOBPEHO

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

[ToaroroneHo: ITposepeno: Pardeep Kumar | Ono6peno: Menemxep /

Ankit = Pyxosoautens :Amit Kumar
CA/J C_:l(—/ I'/ S

Print Date: Print Date: Print Date:

Hara: 30.06.2022 Hata:30.06.2022 Hata: 30.06.2022

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: L85195AP1984PLC0O04507

www.drreddys.com




Q..o Dr. Reddy's Laboratories Ltd.
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] Formulation Unit-6

Dr' Reddy s -. Vill. Khol. Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS
www.drreddys.com

CEPTHO®HUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6yknuH®, TabaeTKH, HOKPbIThbIe NJIEHO4HOIi 060.104K0i, 400Mmr + 325Mr
Batch No / Cepusa Ne : V2201129 Batch Quantity / O6bem maptuu : 776.0Kg

Analytical Report No / AHanuTHuecKkuii oT4eT Ne : Date of Analysis / lata ananusa: 30.06.2022
040001594751, 890001599197

Date of Manufacture / Jlata npou3sogcrsa : Jun-2022 | Date of Expiry / Cpox roanoctu :May-2027

Analysis performed according ND / Ananus nposenen no HJI: TTN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, usm. Ne 2 ot 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 |8 NMBX/Al 6nictep. Mo 1, 2 nnmn 20

B MNBX/Al 6rinctep. Mo 1 GrUCcTEpOoB B NaYKy KapTOHHYHO
BrmcTepy B navky BMeCTe C UHCTPYKLMEN Mo
KapTOHHY BMecTe ¢ NPUMEHEHWIO.

VHCTPYKUMEN no

NPUMEHEHNIO.

12 | Labeling / MapkupoBka | According to ND / B cooteeTcteuu ¢ HJ

13 | Storage conditions / At temperature not more than 25 °C. /

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

rOLHOCTH
Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeuanue: ITpoaykt coorsercTyet Tpeboanusm HJI | 3akmouenne: ONOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToBneHo: [Iposepeno: Pardeep Kumar | Ono6peno: Menemxep /
Ankit 2N\ PykoBoautens :Amit Kumar

A == NS
. = [Nt

Print Date: Print Date: Print Date:
Jara: 30.06.2022 Jarta:30.06.2022 Hata: 30.06.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Telt 191 40 4000 2900, Toia 101 10 1000 3000, kmail: mail@drreddys com
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www.drreddys.com



