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

CEPTUDUKAT AHAJIM3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HAOyxiun®, TabieTKH, NOKPLITLIE ILIEHO4YHOM 060104K0ii, 400Mmr + 325Mr

BatchNo / Cepus Ne : V2200929

Batch Quantity / O6bem naptan : 776.0 Kg

040001573693, 890001591836

Amnalytical Report No / AnanuTnyecknii oruer Ne :

Date of Analysis / Jlata anammsa: 24.05.2022

Date of Manufacture / lata npoussoacrea : Apr-2022

Date of Expiry / Cpox rogaoctu :Mar-2027

Analysis performed according ND / Auamus nposenen mo HJI: II1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 o1 06.09.2018, n3m. Ne 2 ot 23.09.2019)

S. Test
No

Result

Specification

1 |Description / Onucanve

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

on cross section- white core /

Tabnetkn  kancynosugHown
chopmbl, MOKPbITbIE
NIeHOYHOMN oBonoykon

OpaHXeBoro LBeTa, ¢ PUCKON
Ha OOHOW CTOpPOHE;, Ha
fiornepeyvyHoM paspese — a4po
6enoro uBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTtku KancynoBUOHOW
opMbl,  FOKPbITBIE  MNIEHOYHOWN
0DONOYKON OpaHXeBoro LuUBeTa, ¢
pPUCKOM Ha OAHOW CTOPOHE; Ha
fonepeyHoMm paspese —  S4po
Oernoro nnu noyTn Genoro UBeTa

Remarks : The Product conforms to ND/
IIpumeuanne: Ipoaykr cooreTcTByeT TpeboaHusm HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Hara: 24.05.2022

Hara: 24.05.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoBneHo: [IpoBepeno:Naresh Kumar | OnoSpeno: Menemxep /
Ankit PykoBoautens :Manoj Kumar
& il
Print Date: Print Date: Print Date:

Hara: 24.05.2022

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: L85195AP1384PLC0O04507
www.drreddys.com



Dr.Reddy’s Q':°

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

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

CERTIFICATE OF ANALYSIS Tel:+91 98166 56001-02

CEPTUOUKAT AHAJIU3A www.drreddys.com

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

HNoyknnH®, TabneTkH, MOKPLITHIE NJIEHOYHOI 060104K0ii, 400Mr + 325Mr

Batch No / Cepus Ne : V2200929 Batch Quantity / O6sem naptuun : 776.0 Kg

040001573693, 890001591836

Analytical Report No / AHanuTHYecKHii oTder Ne ; Date of Analysis / laTa ananu3a: 24.05.2022

Date of Manufacture / {aTa nponssoacrea : Apr-2022  |Date of Expiry / Cpok rogaoctu :Mar-2027

Analysis performed according ND / Apanus nposegen mo HJI: [IN011252/01-110717 (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)

2 Identification / a) Complies as prescribed/
MopnunHHOCTL B cooTtBeTCcTBUU 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
chromatoegram of ibuprofen and
paracetamol reference standards
solution (section Assay)/

BpemeHa yaepxuBaHMs OCHOBHBLIX
NMKoB Ha XpomaTtorpaMmme
UCMBbITYEMOro  pacteopa  [OSKHbI
COOTBETCTBOBATb BpeMeHam
yaepKnsaHns nMKoB Ha
Xpomarorpamme pacTtsopa
CTaHAapTHbIX oBpasuos
néynpocpeHa ©n  napauetamona
(paspen «KonnuecteseHHoe
onpeaeneHue»)

3 |Average weight and 973.8 mg
mass uniformity /
CpeaHsia macca u
OLHOPOAHOCTL MO
Macce

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

Or 9409 w™Mr po 9991 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/
Hpumeuanue: IIpoaykT cootBeTcTBYeT TpeboBaHusm HJI

Opinion : APPROVED
3aknwdenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosnexo: IIpoBepeHo:Naresh Kumar | Ono6peHo: Menemxkep /
Ankit ; Pykosonurens :Manoj Kumar
(A @ )
’ . gl
Print Date: Print Date: Print Date:
Jarta: 24.05.2022 Jara: 24.05.2022 Hara: 24.05.2022

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: L85195AP1384PLC0O04507
www.drreddys.com



. Dr. Reddy's Laboratories Ltd.

.. Formulation Unit-6

L Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P,, 173 205, INDIA

CERTIFICATE OF ANALYSIS  Tel: +91 98166 56001-02
CEPTU®HUKAT AHAJIM3A www.drreddys.com

Dr.Reddy’s Q

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykaun®, TabaeTKH, NOKPLIThIE NICHO4HOI 0605104K0ii, 400mr + 325mr

Batch No / Cepust Ne : V2200929 Batch Quantity / O6bem naptan : 776.0 Kg

Analytical Report No / AHaIuTHYeCKHI oT4eT Ne : Date of Analysis / /IaTa ananusa: 24.05.2022
040001573693, 890001591836

Date of Manufacture / Jlata nponsBoactsa : Apr-2022 | Date of Expiry / Cpox roanocTH :Mar-2027

Analysis performed according ND / Anann3 nposegen no HJI: [T N011252/01-110717 (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)

4 | Disintegration / 10 minutes 31 seconds  |Not more than 30 minutes /
PacnagaemocTb He 6onee 30 muH

5 |Dissolution / 97% - 101% NLT 70% (Q) C13H1s02 (Ibuprofen)
PactBopeHue dissolved in 30 minutes /

He meHee 70 % (Q) Ci3H102
(uBynpocbeH) Hyepes 30 MUH

NLT 70% Q) CsHgNO>
100% - 103% (Paracetamol) dissolved in 30
minutes /

He meHee 70 % (Q) CsHsNO:2
(napauetamon) yepes 30 MyH

6 |Related substances / 0.07 % Total impurities of Ibuprofen NMT
PopcreeHHbIe NpumecH 1.0% / Cymma npumecen
néynpogeHa — He 6onee 1,0 %
0.0002 % 4-aminophenol (Paracetamol

impurity) NMT 0.005% /
4-amuHocpeHon (npumech
napateTtamorna) — He 6onee 0,005%

7 |Water/Boga 1.4 % Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED

Hpumeuanue: ITpoykt coorercTryet Tpebosanuam HJI | 3axumouenne: OTOBPEHO

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

[TonrotoBneHo: Iposepeno:Naresh Kumar | Ono6peno: Menemkep /

Ankit (;a/ ‘ PyxoBoauTens : Mano‘? Kumar
S @/ \M;L}L}’L-'

Print Date: Print Date: Print Date:

Hara: 24.05.2022 Hata: 24.05.2022 Hara: 24.05.2022

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: L85195AP1984PLC004507
www.drreddys.com
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Dr.Reddy’s ‘,‘.’

CERTIFICATE OF ANALYSIS

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +61 98166 56001-02

CEPTUDOHKAT AHAJIM3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoykaH®, Tab/IeTKU, NOKPLITHIE IIEHOYHOH 0001049K0i#, 400Mr + 325mMr

Batch No / Cepus Ne : V2200929

Batch Quantity / O6bem naptuu : 776.0 Kg

Analytical Report No / Ananutudecknii oruer Ne :
040001573693, 890001591836

Date of Analysis / [lata anaansa: 24.05.2022

Date of Manufacture / lata npon3soacrsa : Apr-2022

Date of Expiry / Cpok rognoctu :Mar-2027

Analysis performed according ND / Ananus nposegen mo H/I: 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)

*8 |Microbial limits /
Mwukpobuonorudeckas
yncToTa

a) Total aerobic
microbial count /
O6ujee 4ncno
a3poBHbIX
MUWKPOOpPraHW3moB

b) Total combined
yeasts and mould
count / Obwee 4ncno
OPOXOKEBBIX U
nnecHesbIX rpubos

c) E. coli

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

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

Absent / OTcyTtcTByeT

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
1r

Remarks : The Product conforms to ND/
IIpumevanue: [TpoaykT cooTBeTcTBYeT TpebosaHuam HJI

Opinion : APPROVED
3axmouenue: ONOBPEHO

Prepared by /
I[ToarotToBneHo:

Checked by /
[Iposepeno:Naresh Kumar

3
Print Date:

Approved by: Manager/Executive /
Ono6peno: Menemxep /
PykoBoauTtens :M_anoj Kumar

- 7
Print Date:

Ankit
Print Date:

Hara: 24.05.2022

Jlata: 24.05.2022

Jlata: 24.05.2022

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: L85195AP1984PLC004507
www.drreddys.com
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Dr.Reddy’s Q-l"

Dr. Reddy's Laboratories L.td.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS  Tel : +91 98166 56001-02

CEPTUD®UKAT AHAJIM3A www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6yxaun®, TabieTKH, NOKPbITHIE INIEHOYHOI 060/109K0i, 400Mr + 325mr

Batch No / Cepust Ne : V2200929

Batch Quantity / O6nem maptuu : 776.0 Kg

040001573693, 890001591836

Analytical Report No / AHanuTndecknii oTyer Ne :

Date of Analysis / TaTa ananu3za: 24.05.2022

Date of Manufacture / Jlara npoussoactsa : Apr-2022

Date of Expiry / Cpok rogaoctu :Mar-2027

Analysis performed according ND / Auanus nposeget mo HJI: ITN011252/01-110717 (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)

9 | Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OgHopogHoCTb 1.2 Moka3saTenb npvemnemocty (AV)
003UpoBaHuA nomxkeH 6biTb He 6onee 15,0.
Ibuprofen /
néynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 2.0 MokaszaTenb npuemnemocTn (AV)
napauetamon [orpKkeH ObiTb He Bonee 15,0.
10 |Assay/ 397.2 mg 360 to 440 mg of CiaHiO2
KonnyecteseHHoe (Ibuprofen) per tablet /
onpegeneHue Ot 360,0 mr go 440,0 mr Ci3H1s02
(nBynpodbeH) B TabneTke
332.54 mg 2925 to 357.50 mg of CgHsNO-
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CsHgNO>
(napaueTtamon) B TabneTke

Remarks : The Product conforms to ND/

IMpumeuanue: [IpoaykT coorBeTcTBYET Tpebosanuam HJL

Opinion : APPROVED
3akmouenne: OJJOBPEHO

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

Prepared by / Checked by /
IToaroTosnexo: [Iposepeno:Naresh Kumar
Ankit C
M
(2 -
Print Date: Print Date:
Hata: 24.05.2022 Hata: 24.05.2022

Print Date:
Hara: 24.05.2022

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: L85195AP1984PLC0O04507
www.drreddys.com




q..t Dr. Reddy's Laboratories Ltd.
? ® . . :
Formulation Unit-6
Dr. Reddy s '. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel: +91 98166 56001-02
CEPTU®UKAT AHAJIM3A www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykauu®, TabneTKH, NOKPBITHIE MJIEHOYHOI 000/10uK0ii, 400Mr + 325Mr
Batch No / Cepust Ne : V2200929 Batch Quantity / O6sem mapruu : 776.0 Kg

Analytical Report No / AHaauTH4YecKHii oT4eT No : Date of Analysis / JlaTa ananuza: 24.05.2022
040001573693, 890001591836

Date of Manufacture / /Iata npon3soacrsa : Apr-2022  |Date of Expiry / Cpok rognoct :Mar-2027

Analysis performed according ND / Anannu3 nposeaex no H/I: [1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

11 | Package / Ynakoeka |10 tablets in PpVC/AI 110 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  |B MNBX/Al 6nuctep. Mo 1, 2 unun 20

8 MBX/Al 6nuctep. Mo 1 OnncTepoB B NadKy KapTOHHYHO
BonucTepy B navky BMECTe C UHCTPYKLMER no
KapTOHHYO BMeCTe C NPUMEHEHUIO.

MHCTpyKUWen no

NPYMEHEHUIO.

12 | Labeling / MapkupoBka | According to ND / B cooTtseTcTeuu ¢ HJ
13 | Storage conditions / At temperature not more than 25 °C. /

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

rogHoCTM
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [TpoaykT cooteTcTBYeT Tpebopanusam HJI | 3axmouenne: ONIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarororneHo: [Tpoeepeno:Naresh Kumar | Ono6peno: Menemxep /
Ankit @ Pykoeoaurens :Manoj Kumar

r ).l

Print Date: Print Date: Print Date:
Hata: 24.05.2022 Hata: 24.05.2022 Hara: 24.05.2022

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: L85195AP1984PLC0O04507
www.drreddys.com



