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

CEPTHOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NO6yxauH®, Ta0JeTKH, IOKPBHITHIE IIEHOYHO 060104K0i, 400Mr + 325Mr

Batch No / Cepua Ne : V2200400

Batch Quantity / O6bem napruu : 776.0Kg

040001538197, 890001578360

Analytical Report No / AHanuTH4Yeckdii oryer No :

Date of Analysis / lata ananusa: 14.03.2022

Date of Manufacture / Jlata npoussoacrra : Feb-2022

Date of Expiry / Cpok rogHoctH :Jan-2027

Analysis performed according ND / Anaans nposenen o H/: 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, uzm. Ne 2 ot 23.09.2019)

S.
No

Test

Result

Specification

1 |Description / Onucanue

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

tablets;

on cross section- white core /
Tabnetku kancynosuaHown
dopwmbl, NOKPbIThIE
MseHoYHOMN obonoukoi
OopaHXeBoro LBeTa, C pPUCKOM
Ha OOHOW CTOPOHe; Ha

nonepe4yHom paspese — 34po
6ernoro uBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTkn KancynoBUBHON
bopMbl,  NOKPbITHIE  MNEHOYHOMN
obonouykolt OpaHXeBoro LBeTa, C
puyckoA Ha OOHOW CTOpPOHE; Ha
nornepeyHoMm  paspese A8po
©enoro unu no4ytn 6enoro LBeTa

Remarks : The Product conforms to ND/
IIpumeuanue: I1poaykT cooTBeTCTBYET TpeboBanuam H]I

Opinion : APPROVED
3axmodenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloaroroBneHo: [Iposepeno:Naresh Kumar OpnobpeHo: MeHemKep/
Ankit PykoBoauTesn = )
@/ Pavan Kumar Sharma < -t -
P
Print Date: Print Date: Print Date:
Jarta: 14.03.2022 Hata: 14.03.2022 Hata: 14.03.2022

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 Lahoratories Ltd.
Formulation Unit-6

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

CEPTUOUKAT AHAJIN3A

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

HNoyxann®, TabieTKH, NOKPHITHIE IUIEHOYHO# 060104K0it, 400Mr + 325Mr

Batch No / Cepus Ne : V2200400 Batch Quantity / O6bem mapruu : 776.0Kg

040001538197, 890001578360

Analytical Report No / Ananmutuyecknii oruer Ne : Date of Analysis / laTta anann3za: 14.03.2022

Date of Manufacture / lata mpouseogcra : Feb-2022 | Date of Expiry / Cpok rogsocry :Jan-2027

Analysis performed according ND / Ananu3 nposegen 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, n3m. Ne 2 ot 23.09.2019)

2 Identification / a) Complies as prescribed/
MoanuHHOCTL B cooTtBeTcTBUU 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 ypepxuBaHus OCHOBHbIX
nuKoB Ha Xpomarorpamme
UCMBITYEMOro  pacTeBopa  [OJTKHbI
COOTBETCTBOBATL BpeMeHam
yAaepXKusaHus NUKOB Ha
xpomarorpamme pacTBopa
cTaHgapTHbIX obpasuos
ubynpodeHa ¥  napauetamona
(paspen «KonuyectseHHoe
onpeneneHue)

3 |Average weight and 970.5 mg
mass uniformity /
CpepHssa macca u
O0AHOPOAHOCTb MO
macce

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

Or 9409 wmr pgo 9991 wr
(970,0 mr £ 3,0 %)

18/20 tablets — NMT + 5% /
18/20 Tabnetok — He 6onee + 5 %
2/20 tablets — NMT + 10% /

2/20 TabneTok — He 6onee + 10 %

Remarks : The Product conforms to ND/
IIpumeuanmue: [lpoaykt coorBercTByet TpeboBanusiM HJT

Opinion : APPROVED
3akiouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroTorneHo: IIpoBepeno:Naresh Kumar Ono6peno: MeHemkep /
Ankit PykoBoJuTenb () ==
A @ Pavan Kumar Sharma “k —
- =
Print Date: Print Date: Print Date:
Jara: 14.03.2022 Jara: 14.03.2022 Hata: 14.03.2022
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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 : +91 98166 56001-02

CEPTHUOHUKAT AHAJIN3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyxnun®, TabneTKH, NOKPLITHIE IL1EHOYHOH 000/104K0ii, 400Mr + 325Mmr

Batch No / Cepust Ne : V2200400

Batch Quantity / O6bem napruu : 776.0Kg

040001538197, 890001578360

Analytical Report No / AHajquTnyeckuii oruer No :

Date of Analysis / aTa ananausza: 14.03.2022

Date of Manufacture / lara npouzBoactsa : Feb-2022

Date of Expiry / Cpok roanoctu :Jan-2027

Analysis performed according ND / Arasu3 npoBeaen mo 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, u3m. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnapgaemocTb

12 minutes 04 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
Pacteopenne

96% - 100%

99% - 103%

NLT 70% (Q) C13H1802 (Ibuprofen)
dissolved in 30 minutes /

He meHee 70 % (Q) CiaH402
(n6yrnpocheH) yepes 30 MuH

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

He wmeHee 70 % (Q) CgHoNO;
(napauetamon) Yepes 30 MUH

6 |Related substances /
PoacteeHHbIE npumecu

0.03%

0.0002%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumeceit
néynpodeHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHocpeHon (npumech
napauetamona) — He 6onee 0,005%

7 |Water/ Bopga

1.5%

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

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT cooTBeTcTBYeT TpeboBanusaM HJJ

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by /
IToarorornexo:

Ankit ﬁ

Checked by /
IIpoeepeno:Naresh Kumar

@

Approved by: Manager/Executive /
Ono6peno: Menemxep /
PykoBoautens ' P
Pavan Kumar Sharma © "A ==

Print Date:
Hara: 14.03.2022

Print Date:
JHara: 14.03.2022

Print Date:
Jara: 14.03.2022
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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 : +91 98166 56001-02

CEPTUDUKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NOyka1uH®, TabneTKH, NOKPLITHIE NJIEHOYHOH 06010uK0i, 400Mr + 325Mr

Batch No / Cepus Ne : V2200400

Batch Quantity / O6vem napruu : 776.0Kg

Analytical Report No / AHanuTa9gecknii oryer Ne :
040001538197, 890001578360

Date of Analysis / laTa ananu3za: 14.03.2022

Date of Manufacture / lata npou3soactsa : Feb-2022

Date of Expiry / Cpox rogsocrn :Jan-2027

Analysis performed according ND / Anami3 nposegen mo HJI: TI N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, u3mM. Ne 2 ot 23.09.2019)

*8 |Microbial limits /
Mukpobuonoruyeckas
yucToTa

a) Total aerobic
microbial count /
Obulee yncno
a3poBHbIX

MWUKPOOPraHN3MoB

b) Total combined
yeasts and mould
count / Obuwiee 4yucno
OPONOKEBbBIX U
nrecHeBbIX rpndos

c) E. coli

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

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

Absent / OTtcytcTayeT

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
ir

Remarks : The Product conforms to ND/
IIpumeuanne: IIpoaykT coorBercTByeT TpeboBanusm HJ[

Opinion : APPROVED
3akmouenune: OJIOBPEHO

Prepared by /
IToarorosneHo:

Ankit ﬂ

Checked by /
IIposepeno:Naresh Kumar

Approved by: Manager/Executive /
Opno6peno: Menemxkep /

PyxoBoaUTENDb 0
Pavan Kumar Sharma ;L."ﬂ g

Print Date:

Hara: 14.03.2022

g
Print Date:

Hata: 14.03.2022

Print Date:
Jara: 14.03.2022
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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 : +91 98166 56001-02

CEPTUOHUKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxknnu®, TabeTKy, NOKPBITHIE ILIEHOYHOH 060/104K0#, 400Mr + 325Mr

Batch No / Cepus Ne : V2200400

Batch Quantity / O6bem napTuu : 776.0Kg

Analytical Report No / AnaquTuyeckuii order Ne :
040001538197, 890001578360

Date of Analysis / JlaTta ananuza: 14.03.2022

Date of Manufacture / lata npouseoacrsa : Feb-2022

Date of Expiry / Cpox rogaoctu :Jan-2027

Analysis performed according ND / Ananu3 npoeeaen o HI: 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)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OaHopoAHOCTb 1.7 MokasaTtens npvemnemocTu (AV)
003UpoBaHus JOomKeH ObITb He bornee 15,0.
Ibuprofen /
ubynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.7 Mokasatens npuemnemocTu (AV)
napaueTtamon JoJmKeH ObiTb He Bonee 15,0.
10 |Assay/ 395.8 mg 360 to 440 mg of Ci3H02
KonuyectseHHoe (Ibuprofen) per tablet /
onpepeneHue OT1 360,0 mr gpo 440,0 mr Cq3H150-
(nbynpodhbeH) B Tabnetke
325.40 mg 292.5 to 357.50 mg of CgHyNO:
(Paracetamol) per tablet /
OT1 292,5 mr po 357,5 mr CgHgNO2
(napaueTamon) B TabneTke

Remarks : The Product conforms to ND/
IIpumeuanne: IIpoaykT coorBeTcTByeT TpeboBanusm H]I

Opinion : APPROVED
3akaouenue: OJJOBPEHO

Prepared by /
IToarorosneHo:

Ankit
.

Checked by /
ITpoBepeHo:Naresh Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxep /
PyxoBoautens S
Pavan Kumar Sharma ~| "~

“—

Print Date:
Jara: 14.03.2022
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Print Date:

Hara: 14.03.2022

Print Date:
JaTa: 14.03.2022

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

CEPTUDPHUKAT AHAJIN3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxanu®, TabneTkH, NOKPLITHIE MJIEHOYHOH 00004K0i, 400MT + 325Mr

Batch No / Cepust Ne : V2200400

Batch Quantity / O6bem maptan : 776.0Kg

Analytical Report No / Ananutuuecknii oryer No :
040001538197, 890001578360

Date of Analysis / JaTa ananu3za: 14.03.2022

Date of Manufacture / lTata nponszsoactsa : Feb-2022

Date of Expiry / Cpok rognocts :Jan-2027

Analysis performed according ND / Ananu3 nposeaen no HJ(: 11 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, uzm. No 2 ot 23.09.2019)

11 | Package / Ynakoeka

10 tablets in PpVC/Al
blister. 1 blister and a
patient information leaflet in
a carton. /o 10 TabneTok
8 MBX/Al 6nuctep. Mo 1
6nuctepy B nadky
KapTOHHY0 BMECTe C
WHCTPYKUKMEnR no
NMPUMEHEHUIO.

10 tablets in PVC/Al blister. 1, 2 or
20 blisters and a patient information
leaflet in a carton. / Mo 10 TabneTtok
B MBX/Al 6nuctep. Mo 1, 2 unn 20
6nmcTepoB B Nadky KapTOHHYIO
BMECTE C UHCTPYKUMER No
NPUMEHEHMIO.

12 | Labeling / Mapkupogska

According to ND / B cooTteeTcTBuu ¢ H[

XpaHeHue

13 | Storage conditions /

At temperature not more than 25 °C. /
Mpu TemnepaType He Bbiwe 25 °C.

rogHoOCTH

14 | Shelf life / Cpok

5years /5 ner

Remarks : The Product conforms to ND/
IIpumevanne: [Ipoaykr cooTBeTcTBYET TpeboBaHusM HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by /
IloarorosneHo:

Checked by /
[Tpoeepeno:Naresh Kumar

Approved by: Manager/Executive /
OpnobpeHo: Menemxep /
Pykosoautens P
Pavan Kumar Sharma ™ __——

-
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Print Date:
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&
Print Date:
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Print Date:
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