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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 : +91 98166 56001-02
www.drreddys.com

CEPTUDPUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noykanu®, TabaeTky, NOKPHITHIE IJIEHOYHOH 060104K0ii, 400Mr + 325Mr

Batch No / Cepus Ne : V2101675

Batch Quantity / O6bem napTuu :
776.000 Kg

Analytical Report No / Ananutuyecknit oTaer Ne :
890001549917, 890001549800

Date of Analysis / JlaTa ananu3a: 13.10.2021

Date of Manufacture / lata npou3BoacTea : Sep-2021

Date of Expiry / Cpok roanoctn : Aug-2026

Analysis performed according ND / Anann3 nposegen mo H: TT1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend No 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

S. Test

Result

Specification

1 |Description / Onucanune |Capsule-like orange-coloured

film-coated one-side scored

tablets;

on cross section- white core /
TabneTtku KancynosugHowm
dopmel, NoKpbITLIE
nseHo4YHoOM obonoukoin

OPaHXXeBoro LseTa, C pPUCKOW
Ha OOHOWN CTOpPOHe;, Ha
norepeyYyHom paspese — a4po
Oenoro useTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTkn KancynoBUAHOM
thopmMbl,  MOKPbITbIE  AMEHOYHON
0DONOYKON OpaHXEBOro uBeTa, C
pyuckoli Ha OfHOA CTOPOHe; Ha
nonepeYyHoM paspese —  a4po
©enoro nnu noyTn 6enoro UBeTa

Remarks : The Product conforms to ND/
ITpumeuanue: [IpoaykT coorBeTcTBYeT TpeboBanuam HJI

Opinion : APPROVED
3akaouenue: OJJOBPEHO

Jara: 13.10.2021

HJara: 13.10.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[loarotosieHo: ITporepeHo: Onobpeno: Menemxep /
Pardeep Kumar Himesh Kumar Pykoroaurens
[ Pavan Kumar Sharma
C_;Jj_d Ql—/—‘g /."\ __/’:
Print Date: Print Date: Print Date:

Hata: 13.10.2021

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 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

CEPTUOHKAT AHAJIM3A

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

NoykanH®, TabaeTKH, NOKPLIThIE IUIEHOYHOMH 060104K0ii, 400mMr + 325Mr

890001549917, 890001549800

Batch No / Cepust No : V2101675 Batch Quantity / O6bem nmapTuu :
776.000 Kg
Analytical Report No / AnanuTudeckuii oruer No : Date of Analysis / laTa ananu3za: 13.10.2021

Date of Manufacture / lata nponssoacrsa : Sep-2021  |Date of Expiry / Cpok roanoctn : Aug-2026

Analysis performed according ND / Ananau3 npoeenen mo HJI: 1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

2 Identification / a) Complies as prescribed/
MoanuHHOCTb B cooTBeTCcTBUM 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 ypepXuBaHWUR OCHOBHbIX
NUKOB Ha XpomartorpamMmme
UCcnbITYEMOro  pacteopa  OOJTKHbI
COOTBETCTBOBATH BpeMeHam
yaepXuBaHus NUKOB Ha
Xpomarorpamme pacTeopa
cTaHaapTHbIX oBpasuos
nbynpodeHa u  napaudeTamona
(pasgen «KonnyectseHHoe
onpeaeneHne»)

3 |Average weight and 973.2 mg
mass uniformity /
CpegaHss macca u
O[HOPOAHOCTL MO
mMacce

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

Or 9409 wMmr po 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 TabneTtok — He 6onee + 10 %

Remarks : The Product conforms to ND/
ITpumeuanue: IlpoaykT coorBeTcTByeT TpeboBanusiM HJT

Opinion : APPROVED
3akmoyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: IIpoBepeHo: OnobpeHo: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoaurens
ch_\] ] D\S——”:) Pavan Kumar Sharma
- Al —
] ~ = —

Print Date: Print Date: Print Date: <~
Hara: 13.10.2021 Hara: 13.10.2021 Hara: 13.10.2021
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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 : 491 98166 56001-02
www.drreddys.com

CEPTUDUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykanu®, TabneTkH, NOKPLITHIE MIEHOYHOM 060/109K0i, 400Mr + 325Mr

Batch No / Cepust Ne : V2101675

Batch Quantity / O6bem napTum :
776.000 Kg

890001549917, 890001549800

Analytical Report No / Ananuruyecknii oTaer Ne :

Date of Analysis / laTa apanu3za: 13.10.2021

Date of Manufacture / Jlata nponsBoacrsa : Sep-2021

Date of Expiry / Cpok rogsoctu : Aug-2026

Analysis performed according ND / Ananu3 nposepen nmo H/I: IT N011252/01-110717 (amend Ne 1 from
06.09.2018, amend No 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, usm. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnagaemocTb

11 minutes 24 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacTteopeHue

97% - 101%

97% - 102%

NLT 70% (Q) C13H1sO2 (Ibuprofen)
dissolved in 30 minutes /
He meHee 70 % (Q)
(néynpodpeH) Yyepes 30 MuH

Ci13H1802

NLT 70% Q) CsHNO2
(Paracetamol) dissolved in 30
minutes /

He wmeHee 70 % (Q) CsHgNO2
(napauetamon) Yyepes 30 MUH

6 |Related substances /
PoacTteeHHbIe npnmecn

0.03%

0.0004%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecei
néynpodeHa — He bonee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amvHodeHon (NpUMech
napauetamona) — He 6onee 0,005%

7 |Water/Bopga

1.6 %

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

Remarks : The Product conforms to ND/
IIpumeyanne: IIponykT cooTBeTcTByeT TpeboBanusaM HJ

Opinion : APPROVED
3axmouenne: OJOBPEHO

Hara: 13.10.2021

Jara: 13.10.2021

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: ITpoBepeHno: Opno6peno: Menemxep /
Pardeep Kumar Himesh Kumar Pyxosoaurenn
L (\_..L”—”l‘ Pavan Kumar Sharma - .
e — . h_!_/d,_.—-”'"
&=
Print Date: Print Date: Print Date:

JHata: 13.10.2021
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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
www.drreddys.com

CEPTUPHUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykanu®, TabneTKH, HOKPLITHIE NJIeHO4YHOH 000a04K0i, 400Mr + 325Mmr

Batch No / Cepust Ne : V2101675

Batch Quantity / O6bem napTum :
776.000 Kg

890001549917, 890001549800

Analytical Report No / AnajsuTH4YecKkHii oTuer No :

Date of Analysis / JlaTta ananusa: 13.10.2021

Date of Manufacture / JlaTta npoussoacTsa : Sep-2021

Date of Expiry / Cpok roanocts : Aug-2026

Analysis performed according ND / Ananu3s nposenen mo HJI: T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. No 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

8 |Microbial limits /
Mukpobuonoruyeckas
yucroTa

a) Total aerobic
microbial count /
O6wwee uncno
a3pobHbIX
MUWKpPOOPraHM3mMoB

b) Total combined
yeasts and mould
count / ObLyee 4ncno
OPOMOKEBLIX U
nriecHeBbIX rpubos

c) E. coli

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

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

Absent in 1g / OTcyTcTBYET B
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 / OTcyTcTBYE B
1r

Remarks : The Product conforms to ND/
IIpumeuanne: ITpoaykr coorBercTBYeT TpeboBanusm H]I

Opinion : APPROVED
3axmouenne: OJIOBPEHO

Prepared by /
[ToxarotoBneuo:
Pardeep Kumar

pr=

Checked by /
[IpoBepeHno:
Himesh Kumar

X IO

Approved by: Manager/Executive /
Ono6peno: Menemxkep /
PykoBogutens

Pavan Kumar Shmmé

=

o

Print Date:
Hara: 13.10.2021

Print Date:
Harta: 13.10.2021

Print Date:
Jara: 13.10.2021
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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 : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUDUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykanH®, TabaeTKH, HOKPBIThIE ILIEHOYHOI 06010uK0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2101675

Batch Quantity / O6bem mapTuu :
776.000 Kg

890001549917, 890001549800

Analytical Report No / Anajnutuyeckuii oTuet Ne :

Date of Analysis / laTa ananusa: 13.10.2021

Date of Manufacture / lata npousBoxcrga : Sep-2021

Date of Expiry / Cpok roasoctu : Aug-2026

Analysis performed according ND / Anann3 nposeaer mo HJ: [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)

9 | Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OpgHOPOAHOCTL 1.2 MokaszaTens npuemnemocty (AV)
[03MpoBaHns JomKeH ObITb He Bonee 15,0.
Ibuprofen /
nbynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.0 MokaszaTenb npuemriemocTtu (AV)
napaueTamon JomkeH ObITb He Bonee 15,0.
10 |Assay/ 391.8 mg 360 to 440 mg of Ci3H1s0:
KonunyecTteeHHoe (Ibuprofen) per tablet /
onpenerneHune Ot 360,0 mr go 440,0 mr Cq3H450;
(nbynpodpeH) B Tabnetke
320.47 mg 2925 to 357.50 mg of CgHgNO,
(Paracetamol) per tablet /
Ot 292,5 mr po 357,5 mr CgHgNO,
(napaueTtamon) B TabreTke

Remarks : The Product conforms to ND/

IIpumeuanne: [IpogykT cooTBeTcTBYeET TpeboraHuaM HJJ

Opinion : APPROVED
Zaknwuenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneno: IIposepeHo: OnobpeHo: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoouTenp
C_\.‘:J/—:’ Pavan Kumar Sharma
l > Ue——
Print Date: Print Date: Print Date: )
Jara: 13.10.2021 Hara: 13.10.2021 JHara: 13.10.2021
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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

CEPTHOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoykanH®, TaG1eTKH, NOKPBITHIE MJIEHOYHOH 060104K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2101675

Batch Quantity / O6bem naptun :
776.000 Kg

890001549917, 890001549800

Analytical Report No / Ananutnyeckuii oryer Ne :

Date of Analysis / laTa ananu3a: 13.10.2021

Date of Manufacture / /lata npon3Boacrtsa : Sep-2021

Date of Expiry / Cpok rognocru : Aug-2026

Analysis performed according ND / Ananmu3 nposeaen mo HJ: TTN011252/01-110717 (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)

11 | Package / YnakoBka

10 tablets in PVC/AI blister.
1 blister and a patient
information leaflet in a
carton. / Mo 10 TabneTok B
MBX/Al 6nucTep. Mo 1
GnucTepy B nauvky

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
B6nncTepoB B Nayky KapTOHHYHO
BMecCTe C UHCTPYKLUER no

KapTOHHYIO BMECTE C
WHCTPYKUMEN Nno
NPUMEHEHUIO.

NPUMEHEHUIO.

12 | Labeling / Mapkuposka | According to ND / B cooTeeTcTBMM ¢ H

13 | Storage conditions / At temperature not more than 25 °C. /

XpaHeHue [Tpu TemnepaTtype He Bbiwe 25 °C.
14 | Shelf life / Cpok 5years /5 net
rogHocTK

Opinion : APPROVED
3akmouenne: OJOBPEHO

Remarks : The Product conforms to ND/
IIpumeydanne: [Ipoaykr coorBeTcTByeT TpeGopanusam HJT

Approved by: Manager/Executive /
Onobpeno: Menemxep /
PykoBogutens

Prepared by / Checked by /
[loarorosneHo: [IpoBepeHo:
Pardeep Kumar Himesh Kumar

c__/_A/' Pavan Kumar Sharlrﬁa _

Print Date:
Jara: 13.10.2021

Print Date:
Hara: 13.10.2021

Print Date:
Hara: 13.10.2021
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