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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
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HOoyxauu®, TabeTkH, NOKPLIThIE IJIEHOYHOH 060/104K0ii, 400mr + 325Mr

Batch No / Cepusi Ne : V2101734

Batch Quantity / O6bem maprtum :
776.000 Kg

040001462244

Analytical Report No / Ananutuyeckuii oruer No

Date of Analysis / JlaTa ananmuza: 12.11.2021

Date of Manufacture / JlaTta npoussoacrsa : Sep-2021

Date of Expiry / Cpok roanoctu : Aug-2026

Analysis performed according ND / Ananus nposeaen no HJI: 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. Test
No

Result

Specification

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

film-coated one-side scored

tablets;

on cross section- white core /
TabneTku KancynosugHou
dopmbl, NOKpbITbIe
MNEeHOYHOWN obonouykom

OpaHXeBOro LBeTa, C pUCKoi
Ha OOHOM CTOpOoHE, Ha
rnonepeyHom paspese — A4po
Benoro uBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTkn KancynoBUOHO
hOpMbI,  MOKPbITbIE  MNEHOYHOMN
060ONOYKON OpaHXeBoro ueeTa, ¢
puckoii Ha oOfHOW CTOPOHE; Ha
nornepeyHom paspese —  §54p0
©enoro vnu noytn 6enoro useTa

Remarks : The Product conforms to ND/
ITpumeuanue: [IponykT cootBeTcTBYeT TpeboBanusam HJI

Opinion : APPROVED
3akaouenue: OJJOBPEHO

Jara: 12.11.2021

Hara: 12.11.2021

Prepared by / Checked by / Approved by: Manager/Executive /
IoxrorosneHo: ITpoBepeno: Onobpeno: Menemxkep /
Pardeep Kumar Himesh Kumar PykoroauTenn )
(:\ 355 Pawan Kumar /%‘(
=— oo
Print Date: Print Date: Print Date:

Hara: 12.11.2021

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
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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

CEPTUDHUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HN6yxaun®, Tab1eTkn, HOKPBITHIE MIeHOYHOi 060104K0H, 400Mr + 325Mr

Batch No / Cepust Ne : V2101734

Batch Quantity / O6bem mapTuu :
776.000 Kg

040001462244

Analytical Report No / Anannta4yeckuii otger Ne :

Date of Analysis / laTa ananau3a: 12.11.2021

Date of Manufacture / lata npousBoacTBa : Sep-2021

Date of Expiry / Cpok roanoctn : Aug-2026

Analysis performed according ND / Ananu3s nposeaen mo HJI: IT1 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)

2 Identification /
MoAnuHHOCTL

a) Complies as prescribed/
B cooTBeTCcTBUK C

The retention time of the main peaks
on the chromatogram of the test

mass uniformity /
CpepHsasa macca u
OAHOPOAHOCTbL MO
mMacce

onncaHnem solution should correspond to the
retention times of the peaks on the
chromatogram of ibuprofen and
paracetamol reference standards
solution (section Assay)/
BpemeHa yaepvMBaHuUA OCHOBHbIX
MMKoB Ha Xpomartorpamme
ncnbITyemMoro pacteopa  [OMKHbI
COOTBETCTBOBATH BpemeHam
yAaepXKUBaHUS NUKOB Ha
XpomaTorpamme pactsopa
CTaHAapTHbIX obpasuoB
nbynpocpeHa ©n  napauetamona
(paspen «KonuyectseHHoe
onpeneneHner)
3 |Average weight and 969.3 mg 940,9 mg to 9991 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 Gonee + 5 %
2/20 tablets — NMT + 10% /
2/20 TabneTok — He 6onee + 10 %

Remarks : The Product conforms to ND/
ITpumeyanme: IIpoaykT cooTBeTcTBYET TpeGoBanuam HJI

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by /
IloaroroeneHo:
Pardeep Kumar

[

—=r—

Checked by /
IIpoBepeHo:
Himesh Kumar

Cole""

Approved by: Manager/Executive /
Onobpeno: Meunemxep /
PyxoBoauTenp

Pawan Kumar )

f\,,

Print Date:
Hara: 12.11.2021

Print Date:
Hata: 12.11.2021

Print Date:

Jara: 12.11.2021
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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 : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOPHKAT AHAJIU3A

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

NOykaun®, TabaeTKH, NOKPbITHIE MJIEHOYHOIT 060/104K0i1, 400Mr + 325Mmr
Batch No / Cepust Ne : V2101734 Batch Quantity / O6bem naprum :
776.000 Kg
Analytical Report No / Anaaurugeckuii orger Ne : Date of Analysis / JaTa anamm3a: 12.11.2021
040001462244
Date of Manufacture / /lata nponsBoacTsa : Sep-2021  |Date of Expiry / Cpok roguocTts : Aug-2026
Analysis performed according ND / Anann3 nposeaen mo HJI: I1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018, n3m. No 2 ot 23.09.2019)
4 Disintegration / 10 minutes 10 seconds Not more than 30 minutes /
PacnagaemocTtb He 6onee 30 MUH
5 |Dissolution / 99% - 101% NLT 70% (Q) CisH102 (lIbuprofen)
PacTtopeHue dissolved in 30 minutes /
He wmeHee 70 % (Q) Ci3H4s02
(nBynpodeH) yepes 30 MUH
NLT 70% Q) CsHgNO;
101% - 104% (Paracetamol) dissolved in 30
minutes /
He wmeHee 70 % (Q) CsHgNO;
(napauetamon) yepes 30 MUH
6 |Related substances / 0.04% Total impurities of Ibuprofen NMT
PoacteeHHble npumecu 1.0% / Cymma npumecen
néynpoceHa — He bonee 1,0 %
0.0002% 4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amviHobeHon (npyumechk
napaveTtamona) — 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 cootBercTByeT Tpebosanusm HJL

Opinion : APPROVED
3axmwuenune: OJJOBPEHO

Jara: 12.11.2021

Hara: 12.11.2021

Prepared by / Checked by / Approved by: Manager/Executive /
IMoxgrorosneno: ITposepeHo; Onobpenn: Menemkep /
Pardeep Kumar Himesh Kumar PykoBoauTens
> | Pawan Kumar Vi
SN S B ){
Print Date: Print Date: Print Date:

Hara: 12.11.2021
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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 : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxanH®, TabaeTKku, NOKPbIThIE JIEHOYHOH 060/104K0il, 400Mr + 325Mr

Batch No / Cepust Ne : V2101734

Batch Quantity / O6bem naprun :
776.000 Kg

Analytical Report No / Anajquruyeckuii oTuer No ;

040001462244

Date of Analysis / Jlata ananusa: 12.11.2021

Date of Manufacture / lata npou3sBoacrsa : Sep-2021

Date of Expiry / Cpok rognoctu : Aug-2026

Analysis performed according ND / Ananus nposeaen no HJI: T1 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)

8 |Microbial limits /
Mukpobuonornyeckas
uncToTa

a) Total aerobic
microbial count /
O0buwee yucrio
a3pOoBHbIX
MUKPOOPraHN3MoB

b) Total combined
yeasts and mould
count / OBLuee yncno
OPOM}CKEBLIX U
nrecHeBbIX 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
1r

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/
IIpumeuanue: Ilpoaykr coorBeTcTBYeT TpeboBaHusm HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[NoarotosneHo: [IpoBepeHo: Onobpeno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoautenn
ﬁ \ Q= Pawan Kumar /gr/
Print Date: Print Date: Print Date:

Jara: 12.11.2021

Hara: 12.11.2021

Hara: 12.11.2021
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CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIM3A

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

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoykana®, TabneTky, NOKPLIThIE NJIEHOYHOI 000J04K0i, 400Mr + 325Mr

Batch No / Cepusa Ne : V2101734

776.000 Kg

Batch Quantity / O6bem napTum :

040001462244

Analytical Report No / Anajurndeckuii oTyer Ne :

Date of Analysis / laTa ananuza: 12.11.2021

Date of Manufacture / Jlata npousBoacrsa : Sep-2021

Date of Expiry / Cpok rogHoctu : Aug-2026

Analysis performed according ND / Ananu3 npoeeaen mo HZ: [1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ n3m. Ne 1 ot 06.09.2018, u3m. Ne 2 o1 23.09.2019)

9 | Uniformity of dosage

Acceptance value (AV) should be

units not more than 15.0 /
/ OaHopoaHOCTE 1.1 MokasaTens npuemnemoctu (AV)
003upoBaHns JoJKeH ObiTb He Oonee 15,0.
Ibuprofen /
néynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.1 MokasaTenb npuemnemoct (AV)
napaueTamon AomkeH BbITb He Oonee 15,0.
10 |Assay/ 398.8 mg 360 to 440 mg of C3H102
KonuyecTteeHHoe (Ibuprofen) per tablet /
onpegernenne OT1 360,0 mr go 440,0 mr Cq3H50-
(néynpodheH) B Tabnetke
325.99 mg 2925 to 357.50 mg of CgHgNO,

(Paracetamol) per tablet /
Ot 292,5 mr no 357,5 mr CgHgNO,
(napaueTamon) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeyanne: Ipoaykr coorBercTByet TpeGosanusm H][ | 3akmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: IIpoBepeHo: Onobpeno: Menemxep /
Pardeep Kumar Himesh Kumar PyxoBonutens

s = Pawan Kumar L

= '

Print Date: Print Date: Print Date:
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L/ o@ Formulation Unit-6
Dr. ReddY S Ne Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

www.drreddys.com
CERTIFICATE OF ANALYSIS

CEPTHOPUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
MNoykauMH®, TabaeTKH, NOKPHITHIE MJIEHOYHOM 060104K0it, 400Mr + 325Mr

Batch No / Cepusi Ne : V2101734 Batch Quantity / O6bem napThm :
776.000 Kg
Analytical Report No / AHasuTu4eckuii oTuer Ne : Date of Analysis / lara ananu3za: 12.11.2021
040001462244
Date of Manufacture / Jlara npousBoactBa : Sep-2021  |[Date of Expiry / Cpok roguocTH : Aug-2026

Analysis performed according ND / Ananus npoeegen no HJI: TTN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, usm. Ne 2 ot 23.09.2019)

11 | Package / YnakoBka |10 tablets in PpVC/AI 10 tablets in PVC/AI blister. 1, 2 or
blister. 1 blister and a 20 blisters and a patient information
patient information leaflet in |leaflet in a carton. / Mo 10 TabneTtok
a carton. /Tlo 10 Tabnetok (B NBX/Al 6nuctep. Mo 1, 2 nnn 20

B MBX/Al 6nucTep. Mo 1 BnncTepoB B NaYKy KAPTOHHYHO
BnvcTepy B nayky BMeECTe C UHCTPYKUMEN no
KapTOHHYO BMecTe ¢ NPUMeHeHUIo.

WHCTPYKUMEN No

NPUMEHEHMIO.

12 | Labeling / MapkmpoBka | According to ND / B cootBeTcTBUM ¢ H
13 | Storage conditions / At temperature not more than 25 °C. /

XpaHeHue Mpu Temnepatype He Bbiwe 25 °C.
14 | Shelf life / Cpok 5years /5 ner

rogHocTy
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanne: [IpoaykT coorBercTByeT TpeGoBanusam HJ[ | 3axmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loaroroBneHo: [IpoBepeHo: Onobpeno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoautens ,

? M Pawan Kumar /ﬁi

Print Date: Print Date: Print Date:
Jlara: 12.11.2021 Hata: 12.11.2021 Hata: 12.11.2021
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