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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

CEPTHOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HOyxnuu®, TabieTkH, NOKPHITHIE MJIEHO4HOI 060104K0H, 400Mr + 325Mr

Batch No / Cepust Ne : V2200284

Batch Quantity / O6bem napruH :
727.500 Kg

040001523469

Analytical Report No / AnanuTH4eckunii order Ne :

Date of Analysis / IaTa anann3a: 19.02.2022

Date of Manufacture / [lata npousBoacTsa : Jan-2022

Date of Expiry / Cpok rognocts : Dec-2026

Analysis performed according ND / Ananu3 npoeeger mo HJI: TIN011252/01-110717 (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 / Onucanue |Capsule-like orange-coloured

film-coated one-side scored

tablets;

on cross section- white core /
Tabnetku KarcynoBugHoN
hopmbl, NOKpbITbIE
NneHo4YHo’ obornouvkoli

OpaHXeBOoro LBeTa, C pUCKOW
Ha OOHOWM CTOpOHEe; Ha
nonepeYyHoM paspese — a4po
Oenoro ugeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core- / Tabnetku KkancyrnosuaHowm
hopMbl,  MOKpbITHIE  MMEHOYHOW
00orouKkon opaHxeBoro useTa, C
pUCKOW Ha OJHON CTOpPOHe; Ha
nonepe4yHoM paspese — A4po
6enoro unu noytu 6enoro LBeTa

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

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by /
[TonrorosieHo:
Pardeep Kumar

o~

Checked by /
ITposepeHo:
Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep /
PykoBoautens "
Pavan Kumar Sharma |

",

Print Date:
Jarta: 19.02.2022

Print Date:
Jara: 19.02.2022

Print Date:
Jara: 19.02.2022

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: L85195AP1984PLC00C4507
www.drreddys.com



Dr.Reddy’s Q

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
N6ykaua®, TabaeTku, HOKPLITHIE ILIeHOYHOH 060J10uK0ii, 400Mr + 325mr

Batch No / Cepust Ne : V2200284

Batch Quantity / O6beM NapTHu :
727.500 Kg

040001523469

Analytical Report No / Ananutnuecknii oryer Ne :

Date of Analysis / Jlata ananuza: 19.02.2022

Date of Manufacture / lata npousBoacrsa : Jan-2022

Date of Expiry / Cpok rognoctH : Dec-2026

Analysis performed according ND / Anaus nposeen no HJ: IT N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, u3zm. Ne 2 ot 23.09.2019)

2 Identification /
[NopnNUHHOCTL

a) Complies as prescribed/
B cooTBeTCTBUM C
onucaHvem

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 yaepxuBaHusi OCHOBHbIX
nnKoB Ha XpomaTtorpamme
UCMNbITyeMOro  pacteopa  [AOJIXHbI
COOTBETCTBOBaTb BpeMeHaMm
yAepXXuBaHus nnKoB Ha
XpomaTorpamme pacteBopa
CTaHpapTHbIX obpasuos
nbynpocheHa wu  napaueramona
(paspen «KonuuectseHHoe
onpegeneHue»)

3 |Average weight and
mass uniformity /
CpepHasa macca 1
OAHOPOAHOCTL NO
macce

970.0 mg

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

Remarks : The Product conforms to ND/
Ipumedanue: [IpogyKT cOOTBETCTBYET TpebopaHkaM HJT

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Hara: 19.02.2022

Hara: 19.02.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTosneHo: [TposepeHo: Ono6peno: Menemkep /
Pardeep Kumar Himesh Kumar PykoBoauTens . :

Pavan Kumar Sharmi;;f:";_”"
Print Date: Print Date: Print Date:

Hara: 19.02.2022

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: L85195AP1984PLCO045G7

www.drreddys.com



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 ; 491 98166 56001-02
www.drreddys.com

CEPTHOUKAT AHAJTU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykauu®, Tab1eTKH, NOKPBITHIC NIEHOYHOH 060104K0ii, 400Mr + 325mr

Batch No / Cepusi Ne : V2200284

Batch Quantity / O6bem napTu :
727.500 Kg

040001523469

Analytical Report No / AnammuTryeckuii oTyer Ne :

Date of Analysis / Jlata anannsa: 19.02.2022

Date of Manufacture / JlaTa npon3Bojctsa : Jan-2022

Date of Expiry / Cpok roanocts : Dec-2026

Analysis performed according ND / Anasnns nposeaen mo HJ: IINO1 1252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, u3zm. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnagaemocTtb

08 minutes 02 seconds

Not more than 30 minutes /
He 6onee 30 MuH

5 |Dissolution /
PactsopeHue

99% - 102%

101% - 102%

NLT 70% (Q) CisH1sO2 (Ibuprofen)
dissolved in 30 minutes /

He wmeHee 70 % (Q) CiaHq02
(nbynpodpeH) yepes 30 MyH

NLT 70% (Q) CsHgNO2
(Paracetamol) dissolved in 30
minutes /

He meHee 70 % (Q) CsHoNO2

(napauetamon) vepes 30 MyH

6 |Related substances /
PoacTteeHHble npumecu

BDL

0.0003%

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

7 |Water/ Boga

1.3 %

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

Remarks : The Product conforms to ND/
Ipumeuanue: [Tpoaykr cooreTcTByeT Tpebosanusm HJL

Opinion : APPROVED
3akmodyenue: OJOBPEHO

Prepared by /
IToarotoBieHo:
Pardeep Kumar

Checked by /
[TposepeHo:
Himesh Kumar

Approved by: Manager/Executive /
Op06peno: Menemxep /
PykoBoautens __
Pavan Kumar Sharma - iil-- —

-

Print Date:
Hara: 19.02.2022

Print Date:
Jata: 19.02.2022

Print Date:
Hara: 19.02.2022

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: L85195AP1984PLC0045G7
www.drreddys.com




Dr.Reddy’s Q':

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

CEPTUDHKAT AHAJIM3A

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

N6ykanua®, TabaeTKH, NOKPLITHIE NIeHOYHOii 060/104K0i, 400Mr + 325Mr

Batch No / Cepust Ne : V2200284 Batch Quantity / O6bemM napTau :
727.500 Kg
Analytical Report No / AHaquTHUeCKHH 0oTYeT Ne : Date of Analysis / [Iata anaau3a: 19.02.2022
040001523469
Date of Manufacture / Jlata mponssozcrsa : Jan-2022 | Date of Expiry / Cpok roanocts : Dec-2026

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

*8 |Microbial limits /
Mukpoburonornyeckas
yucToTa

a) Total aerobic NA
microbial count /
O6Lwee yucrio
a3poBHbIX
MUWKPOOPraHM3mMoB
NA
b) Total combined
yeasts and mould
count / Obwee uncno
OPOXCKEBBIX U NA
nnecHeBbIX rpubos

c) E. coli

Not more than 1000 CFU/g /
He Gonee 1000 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Shall be absent in 1g / OTcyTcTBME B
ir

Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanne: [IpoaykT cooTBeTcTBYeT TpeGoBanmsam HJI | 3awmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: [TpoBepeHo: Ono6peno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoautens s,
Qif’ Pavan Kumar Sharma:/ g =
Print Date: Print Date: Print Date:
Hara: 19.02.2022 Hara: 19.02.2022 Hata: 19.02.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507

www.drreddyc.com



‘.. Dr. Reddy's Laboratories Ltd.

L/ ° Formulation Unit-6

Dr‘ 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
CEPTHOHUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykamn®, TabeTku, NOKPHITHIE NJIEHO4HOI 060J104KOH, 400mr + 325mr

Batch No / Cepua Ne : V2200284 Batch Quantity / O0bem mapTum :
727.500 Kg
Analytical Report No / Ananutndeckuii oryer Ne : Date of Analysis / laTa ananmusa: 19.02.2022
040001523469
Date of Manufacture / Jlata npon3socTsa : Jan-2022  |Date of Expiry / Cpok rognocts : Dec-2026

Analysis performed according ND / Ananm3s nposenes mo HJL: I1 NO011252/01-110717 (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 /
{ OgHOpOJHOCTD 0.8 MokaszaTtens npuemnemocty (AV)
0O3NpOoBaHus JormkeH 6biTb He Bonee 15,0.
Ibuprofen /
nbynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 0.9 MokaszaTtens npuemnemoctyn (AV)
napaueTamon JorkeH obiTe He 6onee 15,0.
10 |Assay/ 394.5 mg 360 to 440 mg of CizH1.02
KonuyectseHHoe (Ibuprofen) per tablet /
onpeaeneHue OT 360,0 mr go 440,0 mr Ci3H1g02
(nbynpodpeH) B Tabnetke
329.33 mg 202.5 to 357.50 mg of CgHoNO:
(Paracetamol) per tablet /
OT 292,5 mr go 357,5 mr CgHgNO2
(napaueTtamon) B Tabnetke

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Ipoaykr coorseTcTBYeT Tpebosannsam HJ[ | 3axiiodenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoBneHo: [IposepeHo: On06peno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBonuTens 5.
= — o
C}&_/’/ Pavan Kumar Sharma < Ja—>
== : l - |
_;f_:‘-""f
Print Date: Print Date: Print Date:
Hata: 19.02.2022 Jata: 19.02.2022 Jata: 19.02.2022

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
CEPTHOHUKAT AHAJIN3A

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

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykaun®, Ta61eTKH, MOKPLITHIE NUIEHO4HOi 060.104K0ii, 400mr + 325mr

Batch No / Cepus Ne : V2200284

727.500 Kg

Batch Quantity / O6bem mapTHH :

040001523469

Analytical Report No / AnanuTHYeckuii oraer Ne :

Date of Analysis / laTa ananu3a: 19.02.2022

Date of Manufacture / Jlata npon3BoacTsa : Jan-2022

Date of Expiry / Cpok rogaocts : Dec-2026

Analysis performed according ND / Anaau3 nposeaen no HJI: [T NO1 1252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

11 | Package / Ynakoska

10 tablets in PpVC/Al

10 tablets in PVC/AI blister. 1, 2 or

blister. 1 blister and a
patient information leaflet in
a carton. / Mo 10 TabneTok
B MBX/Al 6nuctep. o 1
OnucTepy B Na4ky
KapTOHHYIO BMECTe C
WHCTPYKUWei no
NMPUMEHEHMIO.

20 blisters and a patient information
leaflet in a carton. / Mo 10 TabneTok
8 MBX/Al 6nuctep. Mo 1, 2 unn 20
BGNUCTEPOB B NAYKy KapTOHHYIO
BMECTEe C UHCTPYKLMEN no
NPUMEHEHMIO.

12 | Labeling / MapkupoBka | According to ND / B cootsetcTaum ¢ HAl
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHune Mpu Temnepatype He Bbiwe 25 °C.

14 | Shelf life / Cpox 5 years /5 ner
rogHocTn

e Q,/)(»/w w\‘w\w AT A PW

ccloovo T FU 63

\ o (Ol/%)')—

Remarks : The Product conforms to ND/
Ipumeuanue: [Tpoaykt coorsercrayet Tpebosanusm H/I

Opinion : APPROVED
3akmouenue: ONNOBPEHO

Iarta: 19.02.2022

JIata: 19.02.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoBaeHoO: [IposepeHo: OpobpeHo: Menemxep /
Pardeep Kumar Himesh Kumar PyxoBoautens
d/ A Pavan Kumar Sharma L"]----——/-j_TZT"
= |
Print Date: Print Date: Print Date:

Hara: 19.02.2022

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



