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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6 '
Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDJA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Ho6ykanu®, TabieTKH, MOKPbITHIE M1eHOYHOH 060104K0ii, 400Mr + 325Mr

Batch No / Cepus Ne : V2101676

Batch Quantity / O6bem napTuu :
776.000 Kg

Analytical Report No / AHaimuTH4deckuii oTder Ne :
890001549415, 890001549382

Date of Analysis / JlaTa anaau3za: 11.10.2021

Date of Manufacture / JlaTta npousBojacTBa : Sep-2021

Date of Expiry / Cpok rognoct : Aug-2026

Analysis performed according ND / Anann3 npoenen mo HJ: ITTN011252/01-110717 (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)

S. Test

Result

Specification

1 |Description / Onucanue

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

on cross section- white core /
TabneTku KancynoBugHon
dopmbl, NnoKpbITbIE
NNEHOYHOM obonoukoi
OpaHXeBoro LBeTa, C pUCKOn
Ha OOHOM CTOpPOHE;, Ha
rnonepe4vyHoM paspese — A4p0
Benoro useTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTku KancynosugHow
dopmbl,  MOKpbITHIE  NNEHOYHON
000MnoYKoN OpaHXeBoOro LBeTa, C
pPUCKON Ha OAHOW CTOpPOHE; Ha
norepedHomM paspese —  S4po
Genoro unu no4ytn 6enoro useTa

Remarks : The Product conforms to ND/
Ipumeyanue: [Tponykr cooTBeTcTBYeT TpeboBanuam HJI

Opinion : APPROVED
3akmoyenue: OJOBPEHO

Hara: 11.10.2021

Harta: 11.10.2021

Prepared by / Checked by / Approved by: Manager/Executive /
IloaroroBnexo: IIpoBepeHo: Omobpeno: Menenxep /
Pardeep Kumar Himesh Kumar PykoBoautens
’ - Pavan Kumar Sharma
J _1]____._._ c::-lf" 5 : (',_ :’rf
Print Date: Print Date: Print Date: )

Jarta: 11.10.2021

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, Badd;,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOHKAT AHAJIN3A

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

NoyxauH®, TaGneTKH, NOKPbITHIE IIEHO4HOI 0601049K0#, 400mr + 325mr

890001549415, 890001549382

Batch No / Cepus Ne : V2101676 Batch Quantity / O0bem naptum :
776.000 Kg
Analytical Report No / ABajnuTndeckuii or4er N : Date of Analysis / JlaTa ananusa: 11.10.2021

Date of Manufacture / lata npoussoacrsa : Sep-2021 | Date of Expiry / Cpox roanocru : Aug-2026

Analysis performed according ND / Ananu3 npoeeges nmo 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 or 23.09.2019)

2 Identification / a) Complies as prescribed/
MognuHHOCTL B cooTBeTCcTBUNM 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 ygepxuBaHusi OCHOBHbIX
N1KoB Ha Xpomarorpamme
NCMbITYEMOrO  pacTBopa  AOSTKHbI
COOTBETCTBOBATH BpemMeHam
yaepXnsaHns NUKoB Ha
Xpomarorpamme pacTtsopa
cTaH4apTHBIX obpasuos
nbynpoceHa n  napauetamona
(pazgen «KonuuecteeHHoe
onpeaeneHmey)

3 |Average weight and 970.1 mg
mass uniformity /
CpenHasa macca 1
0QHOPOAHOCTL MO
mMacce

940,9 mg to 999,1 mg
(970,0 mg + 3,0 %)/

Or 9409 wMmr po 9991 wr
(970,0 mr + 3,0 %)

18/20 tablets — NMT + 5% /
18/20 TabneTtok — He Gonee £ 5 %
2/20 tablets — NMT + 10% /
2/20 TabneTok — He bonee £ 10 %

Remarks : The Product conforms to ND/
Ilpumeuanne: [TpoaykT cooTBeTcTBYeT TpeboBanusaM HJI

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Tonrorosnexo: IIposepeHo: Ono6peno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBonutens
9& e Pavan Kumar Shérma _,
Qﬁ—f ‘_/L‘f
Print Date: Print Date: Print Date:
Hara: 11.10.2021 Hara: 11.10.2021 Hata: 11.10.2021
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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

CEPTUDOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HO6ykaun®, TabieTKH, NOKPBIThIE NIeHOYHOH 060/104K0#, 400Mr + 325Mr

Batch No / Cepusa Ne : V2101676

Batch Quantity / O6bem napruu :
776.000 Kg

890001549415, 890001549382

Analytical Report No / AnanuTH4yecknii oT4er Ne :

Date of Analysis / {aTa ananm3a: 11.10.2021

Date of Manufacture / lata npou3soficTba : Sep-2021

Date of Expiry / Cpok roanocts : Aug-2026

Analysis performed according ND / Anamu3s nposeaen no 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, uzm. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnapaemocTtb

09 minutes 42 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacrsopeHue

93% - 100%

97% - 100%

NLT 70% (Q) C13H1O2 (Ibuprofen)
dissolved in 30 minutes /

He wmenee 70 % (Q) CizHO:2
(nbynpoden) yepes 30 MuH

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

He meHee 70 % (Q) CsHoNO:

(napauetamorn) yepes 30 MUH

6 |Related substances /
PopcTteeHHbIE NnpumecK

0.03%

0.0004%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
néynpodeHa — He Bonee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amunHocpeHon (NpuMmech
napaueTtamora) — He 6onee 0,005%

7 |Water/ Boga

1.6 %

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

Remarks : The Product conforms to ND/
IIpumeuanue: [TpoaykT cooTBeTcTBYET TpeboBanusam HJJ

Opinion : APPROVED
3akiouenue: OJJOBPEHO

Prepared by /
[ToaroToBiyieHo:
Pardeep Kumar

a

Checked by /
IIposepeHo:
Himesh Kumar

CA, =

Approved by: Manager/Executive /
Ono6peno: Menemxep /
PyxoBonutens

Pavan Kumar Sharma

¢ ’ﬁ/_

Print Date:
Jata: 11.10.2021

Print Date:
Hara: 11.10.2021

Print Date:
Hara: 11.10.2021
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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

CEPTUDOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HO6ykauH®, TabreTKH, OKPbIThIe NIeHOYHOH 060.104K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2101676

Batch Quantity / O6bem napTuu :
776.000 Kg

Analytical Report No / AnanuTudeckuii oruer Ne :
890001549415, 890001549382

Date of Analysis / JlaTa ananusa: 11.10.2021

Date of Manufacture / /lata npoussoacTsa : Sep-2021

Date of Expiry / Cpok roanocts : Aug-2026

Analysis performed according ND / Auanu3 nposenen no HJI: [1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3am. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

8 |Microbial limits /

yucroTta

a) Total aerobic
microbial count /
ObLee uncno
a3pobHBbIX
MUKPOOPraHU3mMoB

b) Total combined
yeasts and mould

APOHOKEBbLIX U
nnecHesBbIX I'pI/IGOB

c) E. coli

MukpoBuonornyeckas

count / Obuyee yncno

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

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

Absent in 1g/ OTCcyTCTBYET 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 / OTcyTcTBME B
ir

Remarks : The Product conforms to ND/
Ilpumeuanne: [IpoaykT cooTBeTcTByeT TpeboBanusam HJT

Opinion : APPROVED
3akimouenue: OJJOBPEHO

Jara: 11.10.2021

Jara: 11.10.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroeneHo: [IpoBepeHo: OnmobpeHo: Menemxkep /
Pardeep Kumar Himesh Kumar PykoBoauTens

B Q&ﬁ -~ | Pavan Kumar Sharma

- .{Jf_ — ; A n ez
| =
/—!

Print Date: Print Date: Print Date:
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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
N6yxaun®, rab/eTKH, NOKPbIThIE MIEHOYHOl 060104K0#, 400Mr + 325mr

Batch No / Cepusi Ne : V2101676

Batch Quantity / O0bem naptun :
776.000 Kg

890001549415, 890001549382

Analytical Report No / AnanuTu4yeckuii or4er Ne :

Date of Analysis / laTa anasu3za: 11.10.2021

Date of Manufacture / JlTaTa npou3BoacTBa : Sep-2021

Date of Expiry / Cpok roanocts : Aug-2026

Analysis performed according ND / Auanu3 nposegen mo HJI: TIN011252/01-110717 (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)

9 | Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
{ OgHopoaHOCTL 2.9 MokasaTtenb npuemnemoctn (AV)
BO3VpoBaHUA JormKkeH obiTb He Bonee 15,0.
Ibuprofen /
néynpodpeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 2.0 MokazaTenb npremmnemocty (AV)
napauetamon pomkeH bbITe He Bonee 15,0.
10 |Assay/ 388.3 mg 360 to 440 mg of Ci3H10:
KonuyectBeHHoe (Ibuprofen) per tablet /
onpegeneHne Ot 360,0 mr go 440,0 mr Ci3H102
(BynpodbeH) B TabneTke
320.39 mg 2925 to 357.50 mg of CgHeNO:
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CsHgNO-
(napaueTamon) B TabneTke

Remarks : The Product conforms to ND/

IIpumeyanue: Ipoaykr coorseTcTByeT TpeboBanusam HJJ

Opinion : APPROVED
3akouenne: OJJOBPEHO

—

Prepared by / Checked by /
IToarotoByieHo: [TporepeHo:
Pardeep Kumar Himesh Kumar
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Approved by: Manager/Executive /
Ono6peHo: MeHemxep /
PyxoBonurens

Pavan Kumar Sharma
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS
CEPTUP®UKAT AHAJIHM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
U6ykaun®, TaGieTky, MOKPbIThIe NAeHOo4YHOH 060104K0i, 400mr + 325mr

Batch No / Cepus Ne : V2101676 Batch Quantity / O6bem napTum :
776.000 Kg

Analytical Report No / AHanuTH4eckui or4er Ne : Date of Analysis / [lata ananmu3a: 11.10.2021

890001549415, 890001549382

Date of Manufacture / lata npousBoacTsa : Sep-2021  |Date of Expiry / Cpok rogsocru : Aug-2026

Analysis performed according ND / Auanns nposenes mo HJI: 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)

11 | Package / Ynakoeka |10 tablets in PVC/Al blister. |10 tablets in PVC/Al blister. 1, 2 or
1 blister and a patient 20 blisters and a patient information
information leaflet in a leaflet in a carton. / Mo 10 TabneTok
carton. / Mo 10 TabneTok B B MBX/Al 6nuctep. o 1, 2 unun 20
MBX/Al 6nuctep. Mo 1 OnncTepoB B Nayky KapTOHHYIO
G6nucTepy B navky BMECTE C UHCTPyKUMen no
KapTOHHY BMECTE C NPUMEHEHWIO.

WHCTPYKUMER Mo
NPUMEHEHWIO.

12 | Labeling / Mapkupoeka | According to ND / B cootBeTctBUM ¢ HJ
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHve Mpun Temnepatype He Bbiwe 25 °C.

14 | Shelf life / Cpok 5years /5 net

TOLHOCTH

Opinion : APPROVED
3akmwouenue: OJJOBPEHO

Remarks : The Product conforms to ND/
IIpumeuanue: [TpoaykT cooTBeTCTBYET TpeboBanusam HJI

Approved by: Manager/Executive /
Ono6peno: Menemxep /
PykoBoauTtens

Pavan Kumar Sharma

Prepared by / Checked by /
[ToaroToBneHo: [TporepeHo:
Pardeep Kumar Himesh Kumar
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Print Date:
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Print Date:
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