Dr.Reddy’s ‘f:’

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 AHAJIN3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoykanH®, TabneTkH, NOKPHITHIE IVIEHOYHOH 000/104K0ii, 400Mr + 325Mr

Batch No / Cepus Ne : V2200286

Batch Quantity / O6bem mapTumu :
776.000 Kg

040001523095

Analytical Report No / Ananurndeckuii oTuet Ne :

Date of Analysis / JlaTa anannsza: 19.02.2022

Date of Manufacture / laTa nponsBoacTea : Jan-2022

Date of Expiry / Cpok roiHocTH : Dec-2026 |

Analysis performed according ND / Ananu3s npoBefen mo HJI: ITIN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzam. Ne 1 ot 06.09.2018, uzm. 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 KancynosugHow
opmbl, MOKpbITbIE
NAeHOYHON obonouykom

OpaHXeBoro LBeTa, C PUCKON
Ha OOHOMN CTOPOHe;, Ha
NonNeEpeYHOM paspese — S4po
Bernoro useTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTkn KkancynoBuaHoM
dopmbl,  NOKPbITHIE  MNAEHOYHON
obonoykon opaHxeBoro useTa, C
puckoi# Ha OAHOW CTOPOHEe; Ha
norepeyHoMm paspese — a4po
6enoro unu noytn Genoro LuseTa

Remarks : The Product conforms to ND/
IIpumeyanne: Hponykr coorBercTByeT TpeboBanusmM HJI

Opinion : APPROVED
3akawyenne: OJOBPEHO

Prepared by /
ITogrororneHo:

e

Pardeep Kuma;ﬁll

Checked by /
IIposepeHo:
Himesh Kumar

Approved by: Manager/Executive /

Onobpeno: Menemxep /

PykoBoaurens

Amit Kumar JL
i

Print Date:
Hara: 19.02.2022

Print Date:

Hara: 19.02.2022

Print Date:
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 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Product : Ibuclin, film-coated tablets 400 mg + 325 mg ,
HNoykauH®, TabneTkH, NOKPbITHIE IIEHOYHOI 000a04Kol, 400Mmr + 325mr

Batch No / Cepus Ne : V2200286

Batch Quantity / O0bem napTus :
776.000 Kg

Analytical Report No / AHanuTu4eckuii oTuet Ne :
040001523095

Date of Analysis / JlaTa ananu3a: 19.02.2022

Date of Manufacture / lata npousBoacrsa : Jan-2022

Date of Expiry / Cpok rognocrn : Dec-2026

Analysis performed according ND / Ananu3 nposeaen no HA: I1N011252/01-110717 (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)

2

Identification /
MoanuHHOCTL

a) Complies as prescribed/
B cooTeeTCTBUM C
onucaHuem

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 yaepxuBaHMs OCHOBHbIX
n1KoB Ha Xpomarorpammve
UCNLITYEMOro  pacTeopa  AOSMKHbI
COOTBETCTBOBATL BpemMeHam
yoepxnsaHus nUKoB Ha
XpomaTtorpamme pacTeopa
CTaHAapTHbIX obpasuos
uéynpodeHa W  napaueTtamona
(pazgen «KonnyecTBeHHoOe
onpegeneHne»)

Average weight and
mass uniformity /
CpegHsas macca 1
0QHOPOAHOCTL MO
mMacce

972.7 mg

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

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

18/20 tablets — NMT = 5% /
18/20 TabneTtok —He Bbonee + 5 %
2/20 tablets — NMT = 10% /
2/20 TabneTok — He bonee + 10 %

Remarks : The Product conforms to ND/
Hpumeyanue: IIpoaykr cooTBeTcTBYET TpeboBaHuAM H]I

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Hara: 19.02.2022

Hara: 19.02.2022

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

IToaroToBiieHo: IIpoBepeHno: Ono6peno: Menemxep /

Pardeep Kumar Himesh Kumar PykoBoautens A
Q\’/_Q Amit Kumar /S(ﬁ_‘/

Print Date: Print Date: Print Date:

Jlata: 19.02.2022
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Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyknun®, Tab/1eTKH, NOKPBIThIE IJIeHOYHOH 000104K0i, 400Mr + 325Mr

Batch No / Cepusa Ne : V2200286

Batch Quantity / O6bem napTun :
776.000 Kg

Analytical Report No / AHajquTH4eckuii oryet No :
040001523095

Date of Analysis / laTa ananuza: 19.02.2022

Date of Manufacture / JaTa npousBoacrsa : Jan-2022

Date of Expiry / Cpok roguocru : Dec-2026

Analysis performed according ND / Ananau3 npoeegen nmo HJI: II N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

99% - 103%

4 |Disintegration / 11 minutes 47 seconds Not more than 30 minutes /
PacnapaemocTs He 6onee 30 MuH

5 |Dissolution / 96% - 101% NLT 70% (Q) C13H1s02 (Ibuprofen)
PacTBOpeHue dissolved in 30 minutes /

(néynpodheH) yepes 30 MuH

(Paracetamol) dissolved in
minutes /

(napauetamon) yepes 30 MuH

6 |Related substances/ 0.03%
PoacTBeHHbIE NpUMECH

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
nbynpodeHa — He 6onee 1,0 %

0.0002% 4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHodeHon (Npumecsh
napavetamona) — He 6onee 0,005%

7 |Water/ Bopa 1.2% Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [Tpoaykt cootBeTcTByeT TpeboBanuam HJ | 3aximodenue: ONJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloxarorosineHo: ITposepeno: Onobpeno: Menemxep /
Pardeep Kumar Himesh Kumar PyxoBoautens
= Amit K I e

= mit Kumar [ S
Print Date: Print Date: Print Date:
Hara: 19.02.2022 Hata: 19.02.2022 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: L85195AP1984PLC004507
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He meHee 70 % (Q) Ci3H102

NLT 70% (Q) CsHgNO;

He wmeHee 70 % (Q) CsHoNO-
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Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykaun®, TabneTKH, NOKPBITHIE IUIEHOYHOH 000104K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2200286

Batch Quantity / O0bem napTuu :
776.000 Kg

040001523095

Analytical Report No / Anaaurnyeckmii oT4eT No :

Date of Analysis / laTa ananu3za: 19.02.2022

Date of Manufacture / lata npouseozcrsa : Jan-2022

Date of Expiry / Cpox roguoctu ;: Dec-2026

Analysis performed according ND / Anann3 nposegen mo 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, u3m. Ne 2 ot 23.09.2019)

YUCTOTAa

a3pobHbIX

c) E. coli

*8 |Microbial limits /
Mukpobuonornyeckas

MUWKPOOPraHM3moB

a) Total aerobic NA
microbial count /
O0bwee yncno

b) Total combined NA
yeasts and mould
count / OBLee yncno
OpOodoKeBbIX U
nnecHesbIx rpubos

NA

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/
IIpumeuanne: [Ipoaykr coorBercTByeT TpeboBaHusM HJI

Opinion : APPROVED
3akarouenne: OJIOBPEHO

Jarta: 19.02.2022

Hata: 19.02.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosieHo: [IpoBepeHo: Onobpeno: Menemxep /
Pardeep Kumar | Himesh Kumar Pykosoaurens
QJ—:_, Amit Kumar |\ \ﬁ/
Print Date: Print Date: Print Date:

Jata: 19.02.2022
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Product : Ibuclin, film-coated tablets 400 mg + 325 mg-
Noyknnu®, TabsieTKH, NOKPLIThIE IIeHOYHOI 000104K0H, 400Mr + 325Mr

Batch No / Cepus Ne : V2200286

Batch Quantity / O6nem mapTuu :
776.000 Kg

040001523095

Analytical Report No / AHanuTn4eckuii oryer Ne :

Date of Analysis / laTta anann3za: 19.02.2022

Date of Manufacture / lata npomseojacrsa : Jan-2022

Date of Expiry / Cpok rogaoctu : Dec-2026

Analysis performed according ND / Ananm3 nposeaen mo HA: [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, uzm. Ne 2 ot 23.09.2019)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OpHopoAaHOCTL 1.5 MokasaTens npuemnemocTtu (AV)
4o31MpoBaHus JoJpkeH 6biTb He Gonee 15,0.
Ibuprofen /
nbynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.5 Mokasatens npuemnemocty (AV)
napauetamorsn poJrkeH ObiTb He Gonee 15,0.
10 |Assay/ 396.7 mg 360 to 440 mg of CizH502
KonudecTteeHHoe (Ibuprofen) per tablet /
onpegeneHne Ot 360,0 mr go 440,0 mr Ci3H102
(nbynpodbeH) B TabrneTke
329.14 mg 2925 to 357.50 mg of CgHygNO,
(Paracetamol) per tablet /
OT 292,5 mr go 357,5 mr CgHgNO-
(napauetamon) B TabneTke

Remarks : The Product conforms to ND/

Ipumeyanue: [Ipoaykt coorBercTByeT TpeboBanuam HJI

Opinion : APPROVED
3akmouyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: [IpoBepeno: Onobpeno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBogutens
Qi/ C’_b—,,_———_‘ Amit Kumar [\ N\~
Print Date: Print Date: Print Date:
Hara: 19.02.2022 Hara: 19.02.2022 Hara: 19.02.2022
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CEPTHOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoykanu®, TabneTku, NOKPLITHIE IVIEHOYHOH 060104K0MH, 400Mr + 325Mr

Batch No / Cepus Ne : V2200286

Batch Quantity / O6bem naptun :
776.000 Kg

040001523095

Analytical Report No / Ananutuuecknii oruer Ne

Date of Analysis / JlaTa ananu3za: 19.02.2022

Date of Manufacture / JlaTta nponssojicTsa : Jan-2022

Date of Expiry / Cpok roanoctu : Dec-2026

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

11 | Package / Ynakoeka |10 tablets in PpVCI/AI 10 tablets in PVC/AI blister. 1, 2 or
blister. 1 blister and a 20 blisters and a patient information
patient information leafletin |leaflet in a carton. / Mo 10 TabneTok
a carton. /Mo 10 Tabnetok (B MBX/Al 6nuctep. Mo 1, 2 unn 20
B [BX/Al 6nuctep. Mo 1 B6nncTepoB B NayKy KAPTOHHYIO
6nuctepy B nadky BMeCTe C UHCTPYKLME no
KapTOHHYIO BMECTe ¢ NPUMEHERMIO.

WHCTPYKUUER RO
NPUMEHEHUIO.
12 | Labeling / MapkupoBka | According to ND / B cootetcTaum ¢ H
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue Mpyn TeMnepatype He Bbiwwe 25 °C.
14 | Shelf life / Cpok 5 years /5 ner
roAHoOCTU
+ Roemsed rorheed micv ao por CclobceTIuEE

@L’qﬂL

i

Remarks : The Product conforms to ND/
Ilpumeuanue: IpoaykT cootBercTByeT TpeboBanmsam HJJ

Opinion : APPROVED
3akaouenne: OJJOBPEHO

Jara: 19.02.2022

JHara: 19.02.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: IIpoBepeHo: Onobpeno: Menemxep /
Pardeep Kumar Himesh Kumar PyxoBoautens
— = Amit Kumar A_ N
— S
Print Date: Print Date: Print Date:

Hara: 19.02.2022
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