Dr.Reddy’s ‘%

CERTIFICATE OFF ANALY

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

SIS www.drreddys.com

CEPTHO®UKAT AHAJIM3A

'Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoyxkauH®, TabneTKy, NOKPLITHIE NJIeHOYHOIT 0060,104K0Ii, 400mMr + 325Mr

Batch No / Cepus Ne : V2202113

Batch Quantity / O6bem napTu; : 776.0Kg

040001657994,890001620976

Analytical Report No / AHasmTH4yeckuii oTuer Ne :

Date of Analysis/ Jlata ananuza: 16.10.2022

Date of Manufacture / /lata npoussoacrTsa : SEP-2022

| Date of Expiry / Cpok rogHocTa :AUG-2027

Analysis performed according ND / Auanu3 npoeeaen mo HJI: [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)

S. Test
No

Result

Specification

1 |Description / Onucanue

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

on cross section- white core /

TabneTtkn KarcynoBUaHON
dopmel, NOKpLITbIE
NAeHOYHOMN obonouykon

OpaHXeBOro LBeTa, C PUCKON
Ha OAHOW CTOpPOHe; Ha
nonepeyHom paspese — A4p0
6enoro yseTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTkn KancynoBUOHON
chopmbl,  NOKPbITbIE  NNEHOYHOW
000NoYKol OpaHXeBoro LuUBeTa, C
pucko Ha OOHOW CTOpOHEe; Ha
nonepeyHom paspese —  A4po
6enoro unu no4vtn 6ernoro useTta

Remarks : The Product conforms to ND/
ITpumeuanue: [Iponyxr coorsercryeT Tpebosanmuam HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by /
[IoaroToBACHO;
Sunny Sharma

Checked by /
[TpoBepeHo: Ramakant

Bl

Approved by: Manager/Executive /
Onobpeno: Menenxep /
Pyxosoauteny : Abhishek Chauhan

\

Print Date:
Hara: 16.10.2022

Print Date:
Jata: 16.10.2022

Print Date:
Hara. 16.10.2022

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: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s ":'

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

N6yknun®, Tabaerku, HOKPLIThIE IIEHOYHOI 000104K0#H, 400mr + 325Mr

Batch No / Cepus Ne : V2202113 Batch Quantity / Oobem naprun : 776.0Kg

040001657994,890001620976

'Analytical Repo_rz No / Ananutuveckuii oTyeT Ne : Date of Analysis / JlaTa ananusa: 16.10.2022

Date of Manufacture / laTa npoussoactsa : SEP-2022  |Date of Expiry / Cpok rogaoctu : AUG-2027

Analysis performed according ND / Auanus nposesen mo HJI: [T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ n3m. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

2 Identification / a) Complies as prescribed/
[NoanuHHoCTL B cooTtBeTCcTBUM C
onncanuem

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 ypepxuBaHUsS OCHOBHbIX
NNKOB Ha XpoMartorpamme
UCMbITyEMOro  pactesopa  [AOJIKHbI
COOTBETCTBOBATH BpeMeHam
yaepXKMBaHUS NUKOB Ha
XpomaTorpamme pacTteopa
CTaHOapTHbIX obpasuos
néynpocpeHa ©n  napaueramona
(paspen «Konu4yectBeHHoE
onpegeneHne»)

3 |Average weight and 977.3 mg
mass uniformity / ]

CpepHsasa macca n
O[HOPOAHOCTb MO
macce

Complies /cooTBeTCcTBUN C

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

Or 9409 wmr go 999,11 wr
(970,0 mr £ 3,0 %)

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

Remarks : The Product conforms to ND/
Ilpumeuanue: Ilpoaykt cooTBeTcTBYeT TpebopaHuam HJI

Opinion : APPROVED
3aknwuenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToByieHo: [TposepeHo: Ramakant Ono6peno: Menemxep /

Sunny Sharma | )&y ¥ Pyxosoautgie :Abhishek Chauhan
Print Date: e Print Date: Print Date:

Hara: 16.10.2022 Hata: 16.10.2022 Hata. 16.10.2022

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: L85195AP1984PLC004507

www.drreddys.com




‘..o Dr. Reddy's Laboratories Ltd.
’ o~ Formulation Unit-6
DI’. 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
CEPTH®HUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoykauu®, TabaeTkn, NOKPbLITHIE MNEHOYHOIi 000404K0i, 400Mr + 325Mr
Batch No / Cepust Ne : V2202113 Batch Quantity / O6bem naptun : 776.0Kg

Analytical Report No / AHaauTH4YecKni oTyer Ne : |Date of Analysis / Jlata ananusa: 16.10.2022
040001657994,890001620976
Date of Manufacture / lata nponsBoactsa : SEP-2022 | Date of Expiry / Cpok roanocru :AUG-2027 |
Analysis performed according ND / Auauu3s nposenen no H: TIN011252/01-110717 (amend Ne 1 from

06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, nam. Ne 2 ot 23.09.2019)

4 |Disintegration / 09 minutes 05 seconds Not more than 30 minutes /
PacnapaemocTb He 6onee 30 MuH

5 |Dissolution / 95% - 100% NLT 70% (Q) CisH1sO2 (Ibuprofen)
PactsopeHue dissolved in 30 minutes /

He meHee 70 % (Q) CizH1i0:2
(nbynpodpeH) vyepes 30 MyH

NLT 70% Q) CsH9NO:
97% - 100% (Paracetamol) dissolved in 30
minutes /

He wmenee 70 % (Q) CsHsNO;
(napauetamon) Yepes 30 MUH

6 |Related substances / 0.04% Total impurities of Ibuprofen NMT
PoAacTBEHHbIE NMpUMecH 1.0% / Cymma npumecen
néynpodgpeHa — He 6onee 1,0 %
0.0003% 4-aminophenol (Paracetamol

impurity) NMT 0.005% /
4-amuHodeHon (npyumecs

; napauetamona) — He 6onee 0,005%
7 |Water/Boga 1.3% Not more than 5.0% /
He tonee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanne: [Tpoxykt cootsercTyeT Tpebosanuam HJI | 3akmouenue: OHOBPEHO

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

[ToaroroBsieHo; [Iposepeno: Ramakant Onobpeno: Menemxep /

Sunny Sharma @‘M PyxoBoautens :Abhishek Chauhan
E3 N

Print Date: Print Date: Print Date:

Jara: 16.10.2022 Hara: 16.10.2022 Jata. 16.10.2022

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
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Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

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

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

CEPTU®DIIKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
UoykmH®, TabiaeTku, MOKPbITHIE JIeHOYHOH 060J04K0i, 400mMr + 325mr

Batch No / Cepust Ne : V2202113

Batch Quantity / Oobem naptun : 776 0Kg

'Ana]ytical Report No / AnaauTndeckuii otyet Ne :
040001657994,890001620976

Date of Analysis / laTa ananusa: 16.10.2022

Date of Manufacture / lata npoussogctsa : SEP-2022

Date of Expiry / Cpok rogaoctn :AUG-2027

Analysis performed according ND / Ananu3s nposemen o HJ: [1 N011252/01-110717 (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)

*8 Microbial limits /

lyncToTa

a) Total aerobic
microbial count /
Obuwee 4ncno
a3pobHbIX
MUKPOOPraHN3MoB

b) Total combined
yeasts and mould

APOoXOKEBbIX L
nnecHeebIX I'pVI6OB

¢) E. coli

IM|/|Kpo6|/|or|ormquKaﬂ

count / O6wee uncno

Less than 10 CFU/g/
Menee 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 Conee 100 KOE/r

Shall be absent in 1g / OTcyTcTBUE B
1r

Remarks : The Product conforms to ND/
IIpumeuanue: [poaykT cootBercTByeT TpeboBanusam HJI

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by /
[ToarorosneHo:
Sunny Sharma

Checked by /
[TpoeepeHo: Ramakant

fuld

Approved by: Manager/Executive /
Onobpeno: Menenxep /

PykoBo i [T@JKAihishek Chauhan

Print Date:
Jata: 16.10.2022

Print Date:
JlaTta: 16.10.2022

Print Date:
Jara. 16.10.2022

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
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Dr.Reddy’s “!‘

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

Hoykanu®, TabneTky, NOKpbIThie MJIeHO4HOI 000J04K0i, 400mr + 325mr

Batch No / Cepnst Ne : V2202113 Batch Quantity / O6bem naptun : 776.0Kg

040001657994,890001620976

Analytical Report No / AHanuTu4eckuii oruer Ne : Date of Analysis / JlaTa ananusza: 16.10.2022

Date of Manufacture / Jlata npoussoacrsa : SEP-2022 | Date of Expiry / Cpok rogdocru :AUG-2027

Analysis performed according ND / Ananu3s nposenen nmo HJI: T1 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 or 23.09.2019)

9 |Uniformity of dosage

Acceptance value (AV) should be

units not more than 15.0 /
/ OgHopoaHOCTL 2.0 MokasaTenb npuemnemocTtn (AV)
0031poBaHus JorkeH ObITe He Bonee 15,0.
Ibuprofen /
néynpodeH Acceptance value (AV) should be
2.2 not more than 15.0 /

Paracetamol / MokasaTtenb npuemnemoctn (AV)
napaueramorn JormkeH ObITe He Bonee 15,0.

10 |Assay/ 403.7 mg 360 to 440 mg of Ci3HiO2
KonnuectseHHoe (Ibuprofen) per tablet /
onpegeneHne Ot 360,0 mr go 440,0 mr Cq3H450:

(vbynpodeH) B TabneTke
320.91 mg

292.5 to 357.50 mg of CgHgNO:
(Paracetamol) per tablet /

OT1 292,5 Mmr po 357,5 mr CsHgNO:
(napaueTtamon) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeyanne: [Ipoaykt cootercTByeT Tpebosanusam HIL | 3akiodenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoBneHo: [TpoBepeHo: Ramakant Onobpeno: Menemxep /

Sunny Sharma PykoBoautens :Abhishek Chauhan
Print Date: Print Date: Print Date: \

JHara: 16.10.2022 Hara: 16.10.2022 Hara. 16.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel. 191 40 4900 2900, Mox. 191 40 4900 2999, Lmail: moil@drreddys.com

CIN: L85195AP1984PLC004507
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

CEPTU®HKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NO6ykauH®, TabneTKH, NOKPbIThIe NMJeHOYHOI 0601049K0il, 400mr + 325mMr

Batch No / Cepust Ne : V2202113

iBatch Quantity / O6bem napruu : 776.0Kg

040001657994,890001620976

Analytical Report No / AHanuTHYecKHi oT4eT Ne :

Date of Analysis / Jlata ananuza: 16.10.2022

Date of Manufacture / Jlara npoussoacTea : SEP-2022

|Date of Expiry / Cpok rogaoctn :AUG-2027

Analysis performed according ND / Ananu3 nposenen no HJ{: 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, uzm. 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. / No 10 TabneTok
B MBX/Al 6nuctep. Mo 1
Bnncrepy B nayky
KapTOHHYIO BMeCTe C
WHCTpYKUMEN rno
NPUMEHERUIO.

10 tablets in PVC/Al blister. 1, 2 or
20 blisters and a patient information
leaflet in a carton. / Mo 10 TabneTtok
B MNBX/Al 6nnctep. Mo 1, 2 unu 20
GnncTepoB B Na4ky KapTOHHYIO
BMECTE C UHCTPYKLUUEN Mo
NPUMEHEHMIO.

12 | Labeling / MapknpoBka

According to ND / B cooteetcteuu ¢ HJ

13 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHne MNpw TemnepaTtype He Bbilwe 25 °C.
14 | Shelf life / Cpok 5years /5 net
rofHOCTU

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanue: [Tpoxykr cooteTcTBYeT Tpebosanusam HJI | 3axmouenne: ONIOBPEHO

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

IloarorosneHo: [TpoBepeHo: Ramakant OnobpeHo: Menemxep /

Sunny Sharma C%}) W l}P Pykosoautens :Abhishek Chauhan
e

Print Date: Print Date: Print Date:

Hata: 16.10.2022 Hata: 16.10.2022 Jara. 16.10.2022

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




