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 : +91 98166 56001-02

CEPTUOUKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxkauH®, TabneTku, NOKPHITHIE JIEHOYHOH 000104K0#, 400Mr + 325Mmr

Batch No / Cepusi Ne : V2202137

Batch Quantity / O6bem mapTuu : 776.0Kg

040001647228,890001622527

Analytical Report No / AHasuTH4eckuii oTdeT Ne :

Date of Analysis / laTta ananuza: 27.10.2022

Date of Manufacture / laTa npounsBoactsa : OCT-2022

Date of Expiry / Cpox rogHocts :SEP-2027

Analysis performed according ND / Ananuz nposeaen mo HJI: 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)

S. Test
No

Result

Specification

1 |Description / OnucaHue

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

tablets;

on cross section- white core /
TabneTtku KancyrnosuaHom
hopmbl, NOKpLITLIE
NnAeHOYHOMN obonoukon

OPaHXXeBOro LBeTa, C PUCKOW
Ha O4HOW CTOpOHe; Ha
nonepe4yHoM paspese — a4po
fenoro useTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTkM kancynoBuaHOwW
dopmMbl,  NOKpbITEIE  NMEHOYHOW
obonoykon opaHxeBoro LuBeTa, C
pyUcCKO Ha OOHOW CTOpOHE; Ha
nonepeyHoMm paspese —  a4po0
6enoro nnu noutu Genoro LBeTa

Remarks : The Product conforms to ND/
Ilpumeuanue: [IpoaykT cooTBeTcTBYeT TpeboBanuaM HJI

Opinion : APPROVED
3axmouenune: OJJOBPEHO

Prepared by /
IlonrorosneHo:

Checked by /
[Mposepeno: Naresh Kumar

&

-

Approved by: Manager/Executive /
Opobpeno: Menemxep /
PykoBoautens :Amit Kumar

AA__\"‘/

Pravesh rana _
Print Date:

Hara: 27.10.2022

Print Date:

Hara: 27.10.2022

Print Date:
Jata. 27.10.2022

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

T T




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

CEPTUDUKAT AHAJIN3A www.drreddys.ccm

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

HoyknuH®, Tab/eTKH, NOKPLITHIE ILJIEHOYHOM 060M04uKO0#, 400Mr + 325Mr

Batch No / Cepust Ne : V2202137 Batch Quantity / O6sem naprun : 776.0Kg

040001647228,890001622527

Analytical Report No / AHanutnueckuii oruer No : Date of Analysis / aTta ananu3za: 27.10.2022

Date of Manufacture / laTa nponsBogcta : OCT-2022 |Date of Expiry / Cpoxk rognoctu :SEP-2027

Analysis performed according ND / Anamu3 nposenen mo HJ[: ITN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018, u3m. No 2 oT 23.09.2019)

2 Identification / a) Complies as prescribed/
MognunHHoOCTb B cooTBeTCTBUN 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 ypepxvBaHMA OCHOBHbLIX
nyKoB Ha xpomarorpamme
nCnbITyemMoro  pacteopa  AOSMKHbI
COOTBETCTBOBATL ' BpeMeHam
yOepXKnBaHns NUKoB Ha
XpomaTrorpamme pacTeopa
CTaHOapTHbLIX o6pasuoB
nbynpocdbeHa w1  napauetamona
(pasgen «Konn4yecteeHHoe
onpegeneHney)

3 |Average weight and 971.3 mg
mass uniformity /
CpeaHsasa macca u
0AHOPOAHOCTb NO
mMacce

Complies /cooTBeTCTBUN C

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

Ot 9409 w™mr pgo 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 6onee + 10 %

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoaykT cooTBeTCTBYET TpeGoBanusm H]I

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by / Checked by /
[logrorosnexo: [IpoBepeno: Naresh Kumar
Pravesh rana

Approved by: Manager/Executive /
Onobpeno: Menemxkep /
PykoBoautens :Amit Kumar

Print Date: Print Date:
Hara: 27.10.2022 Hata: 27.10.2022

Print Date:
Jata. 27.10.2022

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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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

CEPTUOUKAT AHAJIA3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyxaun®, TabaeTKH, NOKPHITHIE MLIEHOYHOI 060/104K0#H, 400Mr + 325Mr

Batch No / Cepus Ne : V2202137

Batch Quantity / O6bem napTuu : 776.0Kgﬁ

040001647228,890001622527

Analytical Report No / AHasmuTHYecKuii oTyer No

Date of Analysis / laTa ananu3za: 27.10.2022

Date of Manufacture / lara npoussogcrsa : OCT-2022

Date of Expiry / Cpoxk rognocru :SEP-2027

Analysis performed according ND / Ananu3 nposenen mo HJI: 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, uzm. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnagaemocTtb

11 minutes 54 seconds

Not more than 30 minutes /
He 6onee 30 muH

S |Dissolution /
PacTtBopeHue

95% - 98%

99% - 102%

NLT 70% (Q) Ci3H1sO2 (Ibuprofen)
dissolved in 30 minutes /

He meHee 70 % (Q) Ci3H450:
(nbynpodheH) yepes 30 MuH

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

He wmeHee 70 % (Q) CsHoNO,
(napaueTamon) Yepes 30 MuH

6 |Related substances /
PoacteeHHble npumecu

0.06%

0.0001%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecei
nbynpodena — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHoheHon (Npumech
napaueTtamona) — He 6onee 0,005%

7 |Water/Boga

1.6%

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

Remarks : The Product conforms to ND/
IIpumeyanme: [Ipoaykr cootBercTByeT TpebGoBanusm HJ|

Opinion : APPROVED
3axkmouenue: OJJOBPEHO

Prepared by /
ITogrorosneHo;
Pravesh rana

A

Checked by /
IIposepeHo: Naresh Kumar

@

-

Approved by: Manager/Executive /
Opob6peno: Menemxep /
PyxoBoautens : Amit Kumar

Print Date:
Hara: 27.10.2022

Print Date:
Hata: 27.10.2022

—_—
Print Date:

JHara. 27.10.2022
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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 : 491 98166 56001-02

CEPTUOUKAT AHAJIM3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykanu®, TabaeTKH, NOKPHITHIE IJIEHOYHO# 060104K0it, 400mr + 325Mr

Batch No / Cepus Ne : V2202137

Batch Quantity / O6bem naptuu : 776.0Kg

040001647228,890001622527

Analytical Report No / AnanuTnyeckuii oruer No :

Date of Analysis / laTa ananm3a: 27.10.2022

Date of Manufacture / laTta nponsBogcrsa : OCT-2022

Date of Expiry / Cpok roguoctu :SEP-2027

Analysis performed according ND / Anaaus nposeaen 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)

*8 |Microbial limits /
Mukpobuonormnyeckas
yncToTa

a) Total aerobic
microbial count /
O6uwee uncno
a3pOBHbIX

MUKPOOPraH13mMoB

b) Total combined
yeasts and mould
count / O6wee vncno
APOXOKEBbLIX U
nrecHesbIX rpnéos

c) E. coli

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

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

Absent / OtcyTtcTBYyeT

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: ITponykT cootBeTcTBYET TpeboBanusm HJI

Opinion : APPROVED
3akawuenue: OJOBPEHO

Prepared by /
ITonrotrosneuno:

Checked by /
IIposepeno: Naresh Kumar

b

—

Approved by: Manager/Executive /
Onobpeno: Menemxep /
PykoBoautens : Amit Kumar

[&J.-n p

Pravesh rana
Print Date:

Hara: 27.10.2022

Print Date:
Hata: 27.10.2022

Print Date:
Hara. 27.10.2022
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUOHUKAT AHAJIU3A www.drreddys.com

Product : Ibuclin, film-coated tablets 400

mg + 325 mg

HNoykana®, TableTKH, NOKPLIThIE IIEHOYHOH 0601049K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2202137

Batch Quantity / O6sem naprun : 776.0Kg

040001647228,890001622527

Analytical Report No / AnajguTuueckuii oryer Ne :

Date of Analysis / JaTa ananauza: 27.10.2022

Date of Manufacture / Jlata npen3soacrsa : OCT-2022 |Date of Expiry / Cpoxk roguoctu :SEP-2027

Analysis performed according ND / Anann3 npoeeaed o HJI: I1 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 /
/ OaHOpoaHOCTL 3.1 MNokasaTtens npuemnemocTn (AV)
[,031poBaHuUA AormkeH 6b1Tb He BGonee 15,0.
Ibuprofen /
|nbynpodeH Acceptance value (AV) should be
1.2 not more than 15.0 /
Paracetamol / Mokasatenb npuemnemoctu (AV)
napaueTtamon JormkeH ObITb He 6onee 15,0.
10 [Assay/ 386.6 mg 360 to 440 mg of CisH4s02
‘KonuyecteeHHoe (Ibuprofen) per tablet /
onpegeneHue Ot 360,0 mr go 440,0 mr Cq3H450-
(nbynpocheH) B TabneTke
322.56 mg
2925 to 357.50 mg of CgHgNO;
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CgHoNO»
(napaueTamon) B TabneTke

Remarks : The Product conforms to ND/

I pumeuanue: IIpoaykr coorBeTcTBYET TpeGoBanusam HJI

Opinion : APPROVED
3axmouenue: OJOBPEHO

Pravesh rana

f_
g

Prepared by / Checked by /
[JoarorosneHo: [IpoBepeHno: Naresh Kumar

¢

Approved by: Manager/Executive /
OpnobpeHo: Meuemxep /
Pykosoautens :Amit Kumar

C—
—

Print Date: Print Date:

Hara: 27.10.2022 Jara: 27.10.2022

Print Date:
Jarta. 27.10.2022

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



‘.o 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
CEPTUPUKAT AHAJIN3A www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykana®, TabaeTKu, NOKPBIThIE IIEHOYHOH 060s10uKoii, 400mr + 325mr

Batch No / Cepna Ne : V2202137 Batch Quantity / O6bem naptuu : 776.0Kg

Analytical Report No / AnajuTu4eckuii oTdyer Ne : Date of Analysis / laTa anaau3a: 27.10.2022
040001647228,890001622527

Date of Manufacture / JaTta npon3eoacta : OCT-2022 |Date of Expiry / Cpok rogaoctn :SEP-2027

Analysis performed according ND / Ananu3 nposegen mo H/I: TT N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3am. Ne 1 ot 06.09.2018, uzm. 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 TabneTtok
a carton. / Mo 10 Tabnetok |8 MBX/Al 6nuncTep. Mo 1, 2 nnn 20

B MBX/Al 6nuctep. Mo 1 BnnMcTepoB B nayky KapTOHHYIO
6nucTepy B nayvky BMeCTE C UHCTPYKLWEn no
KapTOHHYIO BMecTe C MPUMEHEHUIO.

WHCTPYKUWER no

MPUMEHEHMNIO.

12 | Labeling / MapkupoBka | According to ND / B cooTeeTcTeuu ¢ HJ1
13 | Storage conditions / At temperature not more than 25 °C. /

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

rogHOCTM
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [Tpoaykr cootercTBYeT Tpebosanusm HJ[ | 3akmouenne: OJOSPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarororneHo: [TpoBepeno: Naresh Kumar | Opo6peHo: Menemxep /
Pravesh rana PykoBoautens : Amit Kumar
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—

Print Date: Print Date: Print Date:
Hata: 27.10.2022 Hata: 27.10.2022 Hara. 27.10.2022
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