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

CEPTUDUKAT AHAJIV3A

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

H6yknanu®, TabaeTku, NOKPLITbIE [L1eHouHOii 0600uKoOii, 400Mr + 325mMr \

Batch No / Cepus Ne : V2101380

776.000 Kg

Analytical Repo;t No / AHanuTHyecknii oryer Ne :
890001545679, 890001545716

[Batch Quantity / OGbem napTHH J
21.09.2021

Date of Analys-{s / JlaTa ananu3a:

Date of Manufacture / JlaTa npou3BOACTBA : Aug-2021

Date of i*llxpiry / CpoK rOIHOCTH : 1Iuly—2026

Analysis performed according ND / AHaju3 NpoBejeH no
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne

HJI: [1N011252/01-110717 (amend Ne 1 from
1 ot 06.09.2018,

usm. Ne 2 ot 23.09.2019)

Test Result

Specification

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

1 | Description / Onucatue

tablets;

on cross section- white core /
TabneTkn  KarcyroBUAHON
chopmbl, NoKpbITLIE
NreHo4YHON 060no4Kom
oparxeBoro useTa, ¢ puvickoi
Ha OfJHOW CTOpOHe; Ha

nonepeyHom paspese — A4po
©enoro uBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core | TabneTkn KancynoBUAHON
dopmbl,  MOKPbITLIE NeHOoYHON
060MoYKon OpaHxesoro useta, ¢
pUCKOW Ha OfJHOW CTOPOHE; Ha
nonepeyHom  paspese A0po
Genoro unv novTty Genoro useTa

Remarks : The Product conforms to ND/
Ipumeuanue: [IpOAYKT COOTBETCTBYET tpe6oanuam HJ

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by / Checked by /
[loAroToBJEHO: [TpoepeHo:
Naresh Kumar Himesh Kumar

=\ —

U

Approved by: Manager/Executive /
OpnobpeHo: MeHemxep /
PykoBoauTeNb

Pavan Kumar Sh:{pma

e
o

Print Date:
Jara: 21.09.2021

Print Date:
Jara: 21.09.2021

Print Date:

Jara: 21.09.2021
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Hyderabad - 500034, Telangana, India
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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
'I/Iﬁyxnuu®, Ta6J1eTKH, NOKPbITbIE MICHOYHOR 000

pqlcoﬁ, 400mr + 325mr

Batch No / Cepus Ne : V2101380

Batch Quantity / O6bem napﬁiu s
776.000 Kg

Analytical Report No / AHAIHTH4€eCKHH OT4eT Ne :
890001545679, 890001545716

Date of Analysis / laTa anamu3za: 21.09.2021

Date of Manufacture / Jlata npou3soacrsa : Aug-2021

Date of Expiry / Cpok roguocTH : July-2026

Analysis performed according ND / Ananu3s npoBeieH no HJI: TINO011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, usm. Ne 2 ot 23.09.2019)

mass uniformity /

CpegaHsa macca v
0IHOPOAHOCTb MO
macce

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 yAepXuBaHvsi OCHOBHbIX

nvKoB Ha xpomarorpammve
ucnbITyeMoro  pactsopa  AOMKHbI
COOTBETCTBOBATbL BpemeHam
yAepXusaHus MnmuKoB Ha
Xpomartorpamme pacTeopa
CTaHAapTHbIX o6pa3LoB
nbynpocpeHa v napaueramona
(paspen «KonuyectseHHoe

onpegeneHne») B

2 Identification / a) Complies as prescribed/
MoaniMHHOCTL B cooTBeTCcTBUK C
onvcaHvem
3 |Average weight and 9686 mg

940,9 mg to 9991 mg
(970,0 mg £ 3,0 %)/

Or 940,9 wmr po 9991 wmr
(970,0 mr £ 3,0 %)

18/20 tablets = NMT + 5% /
18/20 Tabnetok — He Gonee £ 5 %
2/20 tablets — NMT + 10% /
2/20 TabneTok — He 6onee £ 10 %

Remarks : The Product conforms to ND/
Tpumeyanue: [IpofyKT COOTBETCTBYET Tpe6oBanusam HJT

Opinion : APPROVED
Baxmoyenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: [IpoBepeHo: Opo6peno: Menemxep /
Naresh Kumar @ Himesh Kumar PykoBoauTeb

¥ - Pavan Kumar Sharma >

— = | T "
/

Print Date: Print Date: Print Date:
INara: 21.09.2021 TaTa: 21.09.2021 Jara: 21.09.2021
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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

www.drreddys.com

CEPTUPUKAT AHAJIU3A

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

HO6ykauH®, Ta0JIETKH, NOKPBIThIC eHouHoli 060a04KOi, 400mMr + 325mr

Batch No / Cepusi Ne : V2101380

Batch Quantity / O0bemM NapTHH :

776.000 Kg

890001545679, 890001545716

Analytigi;i Report No / AHaIHTHYeCKHHA 0TYeT Ne:

Date of Analysis / lata anaan3a: 21.09.2021

Date of Manufacture / JiaTa IpoH3BOACTBA : Aug-2021

Date of E';(piry / Cpok romgdgm : July-2026

Analysis performed according ND / Ananus nposegen mo HJ: [INOI 1252/01-110717 (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

04 minutes 36 seconds

Not more than 30 minutes /
He 6onee 30 MuH

5 |Dissolution /
PacTtBopeHue

96% - 101%

98% - 100%

NLT 70% (Q) C13H1802 (lbuprofen)
dissolved in 30 minutes /
He wmeHee 70 % (Q)
(nBynpodeH) yepes 30 MUH
NLT 70% Q)
(Paracetamol)  dissolved in
minutes /

He wmernee 70 % (Q) CsHoNO:2
(napauetamon) Yepe3d 30 M1H

Ci13H1802

CgHsNO2
30

6 |Related substances/
PopcreeHHble NpuMech

0.03%

0.0003%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumeceit
n6ynpodceHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHodeHon (Npymech
napaueramorna) — He bonee 0,005%

7 |Water/ Bona

1.5 %

Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
Ipumeyanue: [IpORYKT COOTBETCTBYET tpe6osanuam HJL

Opinion : APPROVED
3akmouenne: OJOBPEHO

Jata: 21.09.2021

Tara: 21.09.2021

Prepared by / Checked by / Approved by: Manager/Executive /
TToAroToBIEHO: TTpoepeHo: Opnobpeno: Menemxep /
Naresh Kumar Himesh Kumar PykoBoaUTENb
=3 —) — - Pavan Kumar Sham}g S
, o
Print Date: Print Date: Print Date: -

Jara: 21.09.2021

Registered Office: 8-2-337, Road No.
Tel: +91 40 4900 2900, Fax: +

www.drreddys.com

3, Banjara Hills, Hyderabad - 500034, Telangana, India
91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507




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

CEPTUDPUKAT AHAJIN3A

www.drreddys.com

[Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noykauu®, TabneTKH, NOKpbIThIe nJeHo4Hoii 0604

ouicoit, 400mr + 325mr

Batch No / Cepust Ne : V2101380

Batch Quantity / O06beM napTHH
776.000 Kg

890001545679, 890001545716

Analytical RepBrt No / AnanuTndeckuii oryer Ne :

Date of Analysis / JlaTa anasnusa: 21.09.2021

Date of Manufacture / lara npou3BoACTBA : Aug-2021

Date of Expiry / CpoK roaHocCTH : July-20”'2—g~

Analysis performed according ND / Ananu3 nposeie 1o HI: 11 N011252/01-110717 (amend No 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, u3sm. Ne 2 ot 23.09.2019)

8 |Microbial limits /
Mukpobuonorudeckas
yucroTta

a) Total aerobic
microbial count /
O6Luee yucno
a3pOobHbIX
MUKPOOPraHn3mMoB

b) Total combined
yeasts and mould
count / OBLee 4nucno
[OPO)OKEBBIX U
nnecHesbix rpubos

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

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

Absent in 1g / OTcyTCTBYET B
c) E. coli r

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 / OTcyTcTBNE B
1ir

Remarks : The Product conforms to ND/
Tpumeuanne: [IpoRyKT COOTBETCTBYET tpeGoBanusam HJT

Opinion : APPROVED
3axmouenne: OJOBPEHO

fy

Prepared by / Checked by /
[ToaroToBJeHO: [TpoBepeHo:
Naresh Kumar Himesh Kumar

Approved by: Manager/Executive /
Ono6peno: MeHemxkep /
PyKoBOAMTEIb

Pavan Kumar Sharma /' .

&~

Print Date:
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Print Date:
Jata: 21.09.2021

Print Date:
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Dr. Reddy's Laboratories Ltd.

[ X3
Dr. Reddy,s ‘.... Formulation Unit-6

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 : Tbuclin, film-coated tablets 400 mg + 325 mg
H6yxanH®, TabJeTKH, NOKPHLITHIE nJeHoYHOH o6oaoukoit, 400mr + 325mr

Batch No / Cepusn Ne : V2101380 Batch Quantity / OGbeM napTHi :
- 776.000 Kg B
Analytical Report No / AHanuTHYyecKnil oTuer Ne : 'Date of Analysis / IaTa ananusa: 21.09.2021

890001545679, 890001545716 N
Date of Manufacture / JlaTa npoH3BOACTBA : Aug-2021 |Date of Expiry / Cpox roqHocTH : July-2026
Analysis performed according ND / Ananu3z nposegen mo HJI: [T NO1 1252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 or 06.09.2018, 13m. Ne 2 ot 23.09.2019)

!79 Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OgHOPOAHOCTb 1.0 MokasaTenb npuemnemocTu (AV)
[03VPOBaHNsA pomkeH 6biTb He 6onee 15,0.
Ibuprofen /
nbynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.0 MokasaTenb npuemnemocth (AV)
napaueTramon [orKeH 6bITb He Gonee 15,0.
10 |Assay/ 393.6 mg 360 to 440 mg of CisH1eO2
KonuyecTtBeHHoe (Ibuprofen) per tablet /
onpegeneHue OT 360,0 mr oo 440,0 mr C13H1802
(wBynpodpeH) B TabneTke
322.97 mg 2025 to 357.50 mg of CsHoNO:
(Paracetamol) per tablet/
Ot 292,5 mr ao 357,5 mr CgHgNO:
(napaueTamon) B Tabnetke

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanmue: [IpoayKT COOTBETCTBYET tpeGosanusam HJI | 3axmiouenne: OJAOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaAroTOBNEHO: [TpoBepeHo: Opo6peno: Menemkep /
Naresh Kumar ’ Himesh Kumar PykoBoauTeb

(f i CJ_AP// e Pavan Kumar Sharma, i3 -
Print Date: Print Date: Print Date:
Tata: 21.09.2021 Hara: 21.09.2021 Jara: 21.09.2021
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Formulation Unit-6
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CEPTUPUKAT AHAJIM3A
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Product : Ibuclin, film-coated tablets 400 mg + 325 mg

N6ykann®, TabneTKH, NOKPLIThIE UieHo4HO# 06010uK0i1, 400Mr + 325Mr

Batch No / Cepus Ne : V2101380

Batch Quantity / O0bemM HapTHH :
776.000 Kg

Analytical Report No / AHaJUTHYECKWH oTyeT Ne :
890001545679, 890001545716

Date of Analysis / JlaTa ananuza: 21.09.202

Date of Manufacture / JlaTa npou3BOACTBA : Aug-2021

Date of Expiry / Cpox rogHOCTH : July-2026

Analysis performed according ND / AHajiu3 npoBe/eH 1o HJI: TIN011252/01-110717 (amend Ne 1 from
m)9.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, u3wm. Ne 2 ot 23.09.2019)

11 | Package / Ynakoeka |10 tablets in PVC/AI blister.
1 blister and a patient
information leafletin a
carton. / Mo 10 TabneTtok B
NBX/Al 6nucTep. Mo 1
BrcTepy B navky
KapTOHHYIO BMeCTe C
WHCTpYyKUMen no
NpYMEHEHUIO.

10 tablets in PVC/Al blister. 1, 2 or
20 blisters and a patient information
leaflet in a carton. / Mo 10 TabneTok
B MBX/Al 6nuctep. Mo 1, 2 unn 20
BrMCTEpOB B MayKy KAPTOHHYO
BMECTE C VHCTPYKLUMEN no
NPUMEHEHUIO.

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

XpaHeHvie Mpw Temnepatype He Boiwe 25 °C. 3
14 | Shelf life / Cpok 5 years /5 net

rofHOCTH

Remarks : The Product conforms to ND/
Ipumeuanue: [IposyKT COOTBETCTBYET tpeGosanusam HJI

Opinion : APPROVED
3axmouenne: OJOBPEHO

Prepared by / Checked by /

[ToaroToseHo: [IpoBepeHo:

Naresh Kumar C Himesh Kumar
b

> TA"’/’,,_:.\_:

Approved by: Manager/Executive /
Ono6peno: Menemiep /
PykoBoauTenb
Pavan Kumar Sharma /)

& ::!*/'-/ —
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Print Date:
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