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

CEPTH®HUKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoyxnanu®, TabnaeTki, NOKPLITHIE ILIEHOYHOT 060104 K0, 400Mr + 325Mr

Batch No / Cepus Ne : V2202136

[Batch Quantity / O6bem mapTuu : 776.0Kg

040001659671,890001621194

Analytical Report No / Anasutu4ecknii otyet Ne :

Date of Analysis / laTa ananuza: 17.10.2022

Date of Manufacture / Jata npoussoacrsa : SEP-2022

Date of Expiry / Cpok rogaoctu :AUG-2027

Analysis performed according ND / Anam3 nposenes mo H: I1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.20 19)

S. Test
No

Result

Specification

1 |Description / Onucanue

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

tablets;

on cross section- white core /
Tabnetku KancynosuaHomn
dhopmbl, NOKpbITbIE
NAeHo4YHon obonoukoi

OpaHXeBoro LUBeTa, ¢ PUCKOWA
Ha OfdHOW CTOpPOHE, Ha
rornepe4yHom paspese — A4po
Genoro ueeTa

Capsule-like orange-coloured film-
coated one-side scored tablets:;
on cross section- white to off-white
core / TabneTkn KkancynoBUaHoN
OpPMbl,  MOKPLITHIE  MIEHOYHON
060MoYKON OpaHXeBOro LUBETa, C
pyUcKOW Ha OfHOM CTOpPOHE;, Ha
nornepeyHom paspese —  84po
Benoro unu noytn 6enoro LUeeTa

Remarks : The Product conforms to ND/
IIpumeuanne: [TpoaykT coorBercTByeT TpeboBaHKMaM HJT

Opinion : APPROVED
3aknouenue: OJOBPEHO

Prepared by /
[Toarorosnexo:
Pravesh Rana

|'I

Checked by /
[TpoepeHo: Naresh Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxep /
Pykosoautens :Manoj Kumar
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73
Print Date:

Hara: 17.10.2022

Print Date:

Jara: 17.10.2022

Print Date:
Hata. 17.10.2022

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

CIN: L85195AP1984P1L.CO04507
www.drreddys.com
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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, INDIA
Tel : +91 98166 56001-02

www.drreddys.com

CEPTUOPUKAT AHAJIM3A

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

HNoykauH®, TabneTKy, MOKPHITHIE IJIEHOYHO 000104KO0i, 400Mr + 325mr

Batch No / Cepus Ne : V2202136 Batch Quantity / O6bem maptum : 776.0Kg

040001659671,890001621194

Analytical Report No / AnajguTndeckuii oTuyer Ne : Date of Analysis / laTa ananusa: 17.10.2022

Date of Manufacture / lata nponssoacrsa : SEP-2022 |Date of Expiry / Cpok rognocrn :AUG-2027

Analysis performed according ND / Ananus nposeaen 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, n3m. Ne 2 ot 23.09.2019)

2 Identification / a) Complies as prescribed/
MoanuHHOCTL B cooTBeTcTBUN C
onncaHnem

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 yaepxmuBaHMst OCHOBHbIX
NnKoB Ha XpomaTtorpamme
UCMbITYEMOrO  pacTeopa  AOJMKHbI
COOTBETCTBOBATb BpEMEHaM
yASpXKNBaAHUSA NUKOB Ha
Xpomatorpamme pacTeopa
CTaHAapPTHBIX obpasuos
nbynpocpeHa wu  napaueTtamona
(pazgen «KonunuectBeHHoe
onpegerneHue»)

3 |Average weight and 968.6 mg
mass uniformity /
CpegHasa macca u
OLHOPOAHOCTB MO
Macce

Complies /cooTBeTCTBUN C

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

Or 9409 wmr po 999,1 wr
(970,0 mr £ 3,0 %)

18/20 tablets = NMT £ 5% /
18/20 Tabnetok — He bonee + 5 %
2/20 tablets — NMT = 10% /
2/20 TabneTtok — He Gonee + 10 %

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoaykr cootBeTcTBYET TpeboBanusm HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoBneHo: IIpoBepeno: Naresh Kumar | Ono6peno: Menemxep /

Pravesh Rana | @ Pyxosoautens :Manoj Kumar

Print Date: Print Date: Print Date:

Jara: 17.10.2022 Hara: 17.10.2022 Harta. 17.10.2022

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 “:'.

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

CEPTUOPUKAT AHAJIN3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noykanu®, tabaeTkH, NOKpbIThIE MIEHOYHOI 000104K0il, 400Mr + 325mr

Batch No / Cepus Ne : V2202136

Batch Quantity / Oobem maptuu : 776.0Kg

040001659671,890001621194

Analytical Report No / AHanuTH4yecknii oTyet No :

Date of Analysis / lata ananusza: 17.10.2022

Date of Manufacture / lata npousBoactsa : SEP-2022

Date of Expiry / Cpok rogaocru :AUG-2027

Analysis performed according ND / Ananun3 nposegen 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, n3m. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnagaemocTtb

09 minutes 50 seconds

Not more than 30 minutes /
He 6onee 30 MmuH

5 |Dissolution /
PacTteopeHune

96% - 99%

96% - 98%

NLT 70% (Q) C13H1sO2 (Ibuprofen)
dissolved in 30 minutes /

He wmenee 70 % (Q) CizH40:2
(néynpodcheH) yepes 30 muH

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

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

6 |Related substances /
PoOcTBeHHbIE NpUMeECH

0.03%

0.0003%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
unbynpocpeHa — He Bonee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amnHodeHon (NpumMeck
napauetamona) — He 6onee 0,005%

7 |Water/Bopa

1.4%

Not more than 5.0% /
He 6onee 5.0 %

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusam HJJ

Opinion : APPROVED
3axaruenue: OJJOBPEHO

Prepared by /
IloaroroeneHo:
Pravesh Rana J-"

b

Checked by /
IIpoBepeno: Naresh Kumar

¢

P

Approved by: Manager/Executive /
Opobpeno: Menenxep /
Pykogoautens :Manoj Kumar

Print Date:
Jara: 17.10.2022

Print Date:
Hara: 17.10.2022

Print Date:

Hara. 17.10.2022

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: L85195AP1984P1LCOD4507
www.drreddys.com



Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02

CEPTUOUKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 r_ng + 325 mg_
Ho6yknnn®, TabneTku, NOKPbITHIE MJIEHOYHOI 060/104K0ii, 400MI + 325Mr

Batch No / Cepns Ne : V2202136

Batch Quantity / Oobem naptuu : 776.0Kg

Analytical Report No / AHanuTudecknii oryer No :
040001659671,890001621194

Date of Analysis / [lata anammza: 17.10.2022

Date of Manufacture / lata nponseoacrsa : SEP-2022

Date of Expiry / Cpok roanocru :AUG-2027

Analysis performed according ND / Anasu3 nposeaen no HJ[: [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, usm. Ne 2 ot 23.09.2019)

*8

Microbial limits /
Mukpobuonornyeckas
yucToTa

a) Total aerobic
microbial count /

| OBLee yncno
a3pobHbIX
MUWKPOOPTraHN3MOoB

b) Total combined
yeasts and mould
count / O6uee uncno
OPOACKEBLIX U
nnecHeBbIX rpnéos

c) E. coli

Less than 10 CFU/g/
MeHee 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 more than 100 CFU/g /
He 6onee 100 KOE/r

Shall be absent in 1g / OTcyTcTBUE B
1r

Remarks : The Product conforms to ND/
IIpumeuanue: [Iponykr cootBercTByeT TpeGoBanusam HJI

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by /
IToarorosneHo:
Pravesh Rana

Checked by /

IIposepeno: Naresh Kumar

@

P

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

Print Date:
Hara: 17.10.2022

Print Date:
Jara: 17.10.2022

Print Date:
Hara. 17.10.2022

Registared Office: 8-2-337, Road Nc. 3, Banjara Rills, Hyderahad - 500024, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email. mail@drreddys com

CIN: L85195AP1984PLCU34507

www.drreddys.com




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

CEPTUDHUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NOyxiu®, Tab1eTKH, MNOKPLITHIE MUIEHOYHOMH 060104 K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2202136

Batch Quantity / O6bem naptun : 776.0Kg

Analytical Report No / AHannTHYecknii oTyer No :
040001659671,890001621194

Date of Analysis / lata ananusa: 17.10.2022

Date of Manufacture / laTa npousBoactsa : SEP-2022

Date of Expiry / Cpok rogaoctu :AUG-2027

Analysis performed according ND / Ananu3 nposexen mo HJ: I1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ n3aM. Ne 1 o1 06.09.2018, u3m. Ne 201 23.09.2019)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OpHopoaHoCTL 1.3 MokasaTenb npuemnemoctyn (AV)
Do3npoBaHns pomkeH ObiTb He bonee 15,0.
Ibuprofen /
néynpodeH Acceptance value (AV) should be
1.4 not more than 15.0 /
Paracetamol / NokazaTenb npuemnemoctu (AV)
napaueTamon JomKkeH ObITb He Bonee 15,0.
10 |Assay/ 398.7 mg 360 to 440 mg of Ci3H:0:
KonuuecTtBeHHoe (Ibuprofen) per tablet /
onpegeneHne Ot 360,0 mr go 440,0 mr Cy3H1s02
(nbynpodbeH) B TabneTke
322.30 mg
2925 to 357.50 mg of CgHgNO:
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CsHgNO,
(napaueTtamon) B TabneTke

Remarks : The Product conforms to ND/
Ipumeuanue: [poaykT cooTBeTcTBYeET TpeboBaHuaM HJJ

Opinion : APPROVED
3axiarouenue: OJJOBPEHO

Prepared by /
[ToaroroeneHo:
Pravesh Rana /

3

Checked by /
[TpoBepeHo: Naresh Kumar

&

g

Approved by: Manager/Executive /
Onobpeno: Meunemxep /
PyxoBoaurens :Manoj Kumar

L,
Print Date:
Hata: 17.10.2022

Print Date:
Hara: 17.10.2022

Print Date:
Jara. 17.10.2022

Registered Office: 8-2-337, Road Ne. 3, Banjara Hills, Huder o -
nalidireddys com

Tel: +81 40 4900 2900, Fax; +91 40 4900 2999, Ernay!
CIN: L85195AP1984PLCCHA507
www.drreddys.com

S0024, Telangang, India




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 : 491 98166 56001-02

www.drreddys.com

CEPTUDPHUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HOoyxknuu®, Tabaerku, MOKPBITHIE ILIEHOYHOR 000/104K0k, 400Mr + 325Mr

Batch No / Cepus Ne : V2202136

Batch Quantity / O6sem napTun : 776.0Kg

040001659671,890001621194

Analytical Report No / AHanuTu4eckmii oruet Ne :

Date of Analysis / laTta ananm3a: 17.10.2022

Date of Manufacture / lata npoussoacrsa : SEP-2022

Date of Expiry / Cpok rogHoctn :AUG-2027

Analysis performed according ND / Anann3 nposenen no H: TI 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 10 tablets in PVC/AI blister. 1, 2 or
blister. 1 blister and a 20 blisters and a patient information
patient information leafletin |leaflet in a carton. / Mo 10 TabneTok
a carton. /Mo 10 Tabnetok  |B MBX/Al 6nncTep. Mo 1, 2 unn 20
B [BX/Al 6nuctep. Mo 1 B6nucTepoB B Nayky KapTOHHYIO
GnucTepy B nauky BMeCTe C UHCTPYKLMENR no
KapTOHHYO BMecTe ¢ NpUMeEHeHuIo.

WHCTpYKUMEn no
NPUMEHEHNIO.

12 | Labeling / MapknpoBka | According to ND / B cooTBeTcTMu ¢ HJ
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue Mpn TemnepaType He Bbile 25 °C.

14 | Shelf life / Cpok 5years /5 net

rogHocTH

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykr cootercTByeT TpeGoBanusam HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by /
[TonrotosneHo:
Pravesh Rana

Checked by /
ITposepeHo: Naresh Kumar

i

—

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

‘“\B&a}ﬁ( .

Print Date:
Hara: 17.10.2022

Print Date:
Hara: 17.10.2022

Print Date:
Hara. 17.10.2022

Registercd Office. 3-2-337, Road No. 3, Banjara Hills, Hyderahad - 500034, Telangana, India
Tel: +31 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys com

CIN: L85195AP1984P1.CO04507
www.drreddys.com




