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CERTIFICATE OF ANALY

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
SIS .

www.drreddys.com

CEPTUDPUKAT AHAJIN3A

Product : Ibuclin, film-coated

tablets 400 mg + 325 mg

N6ykauu®, TabaeTKn, NOKPhIThIE MJ1eH0YHOMH 000104KOid, 400mr + 325mr

Batch No / Cepusi Ne : V2201297

Batch Quantity / O6bem naptun : 776.0Kg

040001600117, 890001601303

Analytical Report No / AHanuTHdeckuii oTueT No :

Date of Analysis / laTta ananu3sa: 14.07.2022

Date of Manufacture / Jata npounseoactea : Jun-2022

Date of Expiry / Cpok rognocru :May-2027

Analysis performed according ND / Anaan3 nposenen mo HJI: IT 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)

film-coated one-side scored

tablets;

on cross section- white core /
TabneTku KancyrnosuaHoM
hopmbl, NoKpbIThie
NSeHOYHOMN obonoykon
opaHXeBoro useTa, ¢ puckomn
Ha8 OAHOW CTOpPOHe; Ha

rionepe4yHom paspese — a4po
Benoro upeTa

S. Test Result Specification
No
1 |Description / Onucanve |Capsule-like orange-coloured|Capsule-like orange-coloured  film-

coated one-side scored tablets;
on cross section- white to off-white
core / Tabnetku KkancynoBUAHOWN
bopMbl,  MOKpbITblE  MNEHOYHON
06oNoYKo opaHxeBoro LBeTa, C
pUCKO Ha OAHOA CTOPOHE;, Ha
ronepeyHoM  paspese a0,p0
Genoro unu no4Ty Genoro LBeTa

Remarks : The Product conforms to ND/
IIpumeuanue: [TpoaykT cooTBeTcTBYET Tpebosanusm HJ

Opinion : APPROVED
3axawouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosieHo: IIposepeno: Pardeep Kumar | Ono6peHo: Menemxep /
Ramakant % 3 |> ,_\f_ PykoBoautens :Amit Kumar
T ‘\\/
Print Date: Print Date: Print Date:
Jara: 14.07.2022 Hara:14.07.2022 JHara: 14.07.2022

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
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
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CEPTUDUKAT AHAJIM3A
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Product : Ibuclin, film-coated tablets 400 mg + 325 mg

H6ykanH®, TabaeTKH, OKPLITHIE MIeHOYHOI 060104K0M, 400Mr + 325mr

Batch No / Cepus Ne : V2201297 Batch Quantity / O6bem maptun : 776.0Kg

040001600117, 890001601303

Analytical Report No / AnaanTu4eckuii oTyer Ne : Date of Analysis / [laTa ananu3za: 14.07.2022

Date of Manufacture / JlaTa npousBoscrsa : Jun-2022  |Date of Expiry / Cpok roanoctu :May-2027

Analysis performed according ND / Auanu3 nposese o HJ: T1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, u3m. Ne 2 o1 23.09.2019)

2 Identification / a) Complies as prescribed/
MoannHHOCTb B cooTBeTCcTBUM C
onncaHwem

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 yaepXvuBaHUsi OCHOBHbIX
MUKOB Ha Xpomarorpamme
UCMbITYEMOro  pactesopa  AOMKHbI
COOTBETCTBOBATH BpeMeHam
yaepXuMBaHns MVKOB Ha
XpomaTtorpamme pacTsopa
CTaHOapTHbIX obpasioB
nbynpoceHa u  napauetamona
(paspen «KonnyectseHHoE
onpeneneHne»)

3 |Average weight and 969.0 mg
mass uniformity /
CpegHss macca u
0OHOPOAHOCTL MO
mMacce

Complies /cooTBeTCTBUN C

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

Or 940,9 wmr po 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/
IMpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBanusam HJ

Opinion : APPROVED
3axmouenue: OOBPEHO

Prepared by / Checked by /
[ToaroToBneHo: ITposepeHo: Pardeep Kumar
Ramakant Al

£

e

Approved by: Manager/Executive /
Onobpeno: Menemxep /
PykosoauTens :Amit Kumar

=

—

Print Date: Print Date:
Hara: 14.07.2022 Jara:14.07.2022
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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

CEPTUDPHKAT AHAJIN3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoyxkanu®, TabaeTku, NOKpHIThIE MJIeHOYHOIT 060/1049K0i1, 400mMr + 325Mr

Batch No / Cepusa Ne : V2201297

Batch Quantity / Oobem nmaprun : 776.0Kg

040001600117, 890001601303

Analytical Report No / AHanuTH4YecKHii oT4yeT Ne :

Date of Analysis / [lara anamsa: 14.07.2022

Date of Manufacture / Jlata npou3zBoacTsa : Jun-2022

Date of Expiry / Cpok roguoctu :May-2027

Analysis performed according ND / Anasm3 nposeaes no H/: TIN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, usm. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnagaemocTsb

11 minutes 00 seconds

Not more than 30 minutes /
He 6onee 30 muH

S |Dissolution /
PacTBOpeHue

94% - 100%

NLT 70% (Q) C13H1802 (Ibuprofen)
dissolved in 30 minutes /

He wmeHee 70 % (Q) Ci3H102
(néynpodheH) Yepes 30 MuH
NLT 70% Q) CsHoNO>
93% - 99% (Paracetamol) dissolved in 30
minutes /
He wmenee 70 % (Q) CsHoNO:
(napauetamon) yepes 30 MUH
6 |Related substances / 0.04% Total impurities of Ibuprofen NMT
PopcteeHHble npumecu 1.0% / Cymma npumecei
néynpodeHa — He 6onee 1,0 %
0.0002% 4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHoceHon (npumech
napatetamona) — He 6onee 0,005%
7 |Water/Bopa 1.5% Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [TpoaykT cootseTcTByeT TpeGopanusam HJI | 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: [Mpoeepeto: Pardeep Kumar | OnobpeHo: Menemxep /
Ramakant @\,Lw PykoBoautens :Amit Kumar
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT 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
Hoykaun®, TabaeTku, NOKpbITHIE MJIEHOYHO# 060004K0i, 400Mr + 325mMr

Batch No / Cepus Ne : V2201297

Batch Quantity / O6bem napruu : 776.0K g

Analytical Report No / Ananutudecknii otuer No :
040001600117, 890001601303

Date of Analysis / /lara ananuza: 14.07.2022

Date of Manufacture / lata npoussoacTsa : Jun-2022

Date of Expiry / Cpok rognoctu :May-2027

Analysis performed according ND / Ananus nposeaen no H/: [1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. No 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

*8 |Microbial limits /
Mukpobuonoruyeckas
yncToTa

a) Total aerobic
microbial count /
OO0Luee yncno
a3pobHbIX
MUKPOOPraHM3MoB

b) Total combined
yeasts and mould
count / ObLee vnucno
OPONOKEBBIX U
nrecHesbIX rpubos

c) E. coli

10 CFU/g /
10 KOE/r

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

Absent / OTtcyTcTBYeT

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 / OTcyTcTBUE B

Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumeuanue: [Ipoaykr cooteercTBYyeT Tpebopanuam HJ | 3akmouenue: OJOBPEHO

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

[ToarorosiyeHo: [IpoBepeHo: Pardeep Kumar | Omo6peno: Menemxkep /

Ramakant - Pykosoaurens : Amit Kumar
i - i
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Dr.Reddy’s €5

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

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
HU6yxkanH®, TabjeTKH, MOKPBIThIE MJIEHO4YHOH 060104K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2201297

Batch Quantity / O6bem naptun : 776.0Kg

040001600117, 890001601303

Analytical Report No / AnamiTuuecknii order Ne :

Date of Analysis / JlaTa ananusza: 14.07.2022

Date of Manufacture / /lata npoussojactia : Jun-2022

Date of Expiry / Cpok rogaoctn :May-2027

Analysis performed according ND / Auann3 nposenen mo HI: IT N011252/01-110717 (amend Ne 1 from

06.09.2018, amend Ne 2 from 23.09.2019/ n3m. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

9 | Uniformity of dosage
units
[/ OpaHopoaHOCTb
(Ao3npoBaHmMA
Ibuprofen /
néynpodeH

Paracetamol /

Acceptance value (AV) should be
not more than 15.0 /

2.2 MokaszaTtenb npuemnemoctu (AV)
JoImKeH ObITb He 6onee 15,0.

Acceptance value (AV) should be
2.2 not more than 15.0 /
MokasaTtenb npuemnemoctu (AV)

napaueTamori DomkeH ObiTb He Oonee 15,0.

10 |Assay/ 395.1 mg 360 to 440 mg of Ci3H02
KonuyecteseHHoe (Ibuprofen) per tablet /
onpeaeneHve Ot 360,0 mr oo 440,0 mr Cq3H402

327.77 mg

(nbynpodbeH) B TabrneTke

2925 to 357.50 mg of CgHsNO:
(Paracetamol) per tablet /

Ot 292,5 mr go 357,5 mr CsHgNO:,
(napauetamon) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Ipoaykt cootpeTcTByeT Tpebosanusm HJI | 3axmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBiieHo: ITposepeno: Pardeep Kumar | Ono6peHo: Menemxep /
Ramakant Pykopogutens :Amit Kumar
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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

CEPTU®HUKAT AHAJIM3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoykauH®, TabneTku, NOKPbITHIE IIEHOYHOH 0007404K0i, 400Mr + 325Mmr

Batch No / Cepusi Ne : V2201297

Batch Quantity / O6bem napTun : 776.0Kg

040001600117, 890001601303

Analytical Report No / AnanuTnyeckuii oTueT Ne :

Date of Analysis / JlaTa ananusa: 14.07.2022

Date of Manufacture / JlaTa npouzBoacrtsa : Jun-2022

Date of Expiry / Cpok roanoctn :May-2027

Analysis performed according ND / Auanus nuposeaen no HJI: [T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018, uam. Ne 2 ot 23.09.2019)

11 | Package / YnakoBka

10 tablets in PpVC/AI
blister. 1 blister and a
patient information leaflet in
a carton. / Mo 10 TabneTok
B MBX/Al 6nvcTep. Mo 1
onncTtepy B nadky
KapTOHHYIO BMECTE ¢
WHCTPYKUMEN Mo

10 tablets in PVC/AI blister. 1, 2 or
20 blisters and a patient information
leaflet in a carton. / Mo 10 TabneTtok
B MBX/Al 6nuctep. Mo 1, 2 vnn 20
6rMCTEpPOB B Nayky KapTOHHYIO
BMECTE C UHCTPYKLMEN NO
NPUMEHEHUIO.

NPUMEHEHUI0.

12 | Labeling / MapkupoBka | According to ND / B cootBeTcTBuM ¢ HJ]

13 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHne Mpwn Temnepatype He Bbiwe 25 °C.
14 | Shelf life / Cpok 5 years / 5 net
rogHocTH

Remarks : The Product conforms to ND/ Opinion : APPROVED
TMpumeuanne: [Tponykt cootsercTByet Tpebosanusm HJ[ | 3akmouenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoBneHo: [Mposepeno: Pardeep Kumar | Opo6peHo: Menemxep /
Ramakant I{" PykoBogutens :Amit Kumar
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