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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
Te!l: 491 98166 56001-02

CEPTUDUKAT AHAJIM3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NOykauu®, TabaeTKH, NOKPHIThIE IIEHOYHOI obonoukoi, 400mr + 325mr

Batch No / Cepusi Ne : V2200152

Batch

727.50 Kg

Quantity / O6nem napTum :

Analytical Report No / AHanuTHYecknii oTyer Ne :
040001522275, 890001573688

Date of Analysis / lTata ananu3za: 16.02.2022

Date of Manufacture / /lata nponussoacrsa : Jan-2022

Date of Expiry / Cpok roaunoctu : Dec-2026

Analysis performed according ND / Anaaus nposenen mo HJI: TT N0O11252/01-110717 (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) ]

S. Test
No

Result

Specification

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

film-coated one-side scored

tablets;

on cross section- white core /
TabneTku KancynosuaHom
dopmbi, NoKpbITbIE
NNeHoYHOoMN obonouykoli

OopaHXeBoro LUBeTa, ¢ pUcKom
Ha OJHOW CTOpOHE, Ha
nonepeyHoMm paspese — s4po
©enoro LBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTtkn KancynoBuaHoM
dopmbl,  NOKPbITLIE  MAEHOYHOWM
060MoYKoA OpaHXeBOro UBeTa, C
pUCKON Ha OJHOW CTOPOHE; Ha
nonepeYyHom paspese —  S4po
Benoro unu noyTtn Genoro LUBeTa

Remarks : The Product conforms to ND/
IIpuameuanne: [Tpoaykt coorBeTcTBYeET TpeGoBanuam HJI

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by /
IToarorosneHo:
Pravesh Rana

Cliecked by /
IIpoeepeno:
Naresh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep /

PykoBoautens 2 9

Manoj Kumar

Print Date:
Hata: 16.02.2022

Print Date:
Hata: 16.02.2022

Print Date:
Hara: 16.02.2022

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: L85195AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddji,
Distt. Solan, H.P,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel:+91 98166 56001-02

CEPTUDPUKAT AHAJIM3A www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykanH®, TabaeTKH, MOKPHIThHIE 1eHOYHOi 060104Koi, 400Mr + 325mMr

Batch No / Cepus Ne : V2200152

Batch Quantity / O6bem napruu :
727.50 Kg

Analytical Report No / Anaautuyecknii oryer No :
040001522275, 890001573688

Date of Analysis / Jlata anaau3za: 16.02.2022

Date of Manufacture / Jlara mpousBoacTsa : Jan-2022

Date of Expiry / Cpok rongsocts : Dec-2026

Analysis performed according ND / Ananus nposezaen no HJI: [TN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ n3m. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

2 Identification /
INognnHHOCTE

a) Complies as prescribed/
B cooTBeTCTBUN C

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

mass uniformity /
CpenHaa macca n
04HOPOAHOCTL MO
macce

onncaHuem solution should correspond to the
retention times of the peaks on the
chromatogram of ibuprofen and
paracetamol reference standards
solution (section Assay)/
BpemeHa ypepXvBaHWs OCHOBHbLIX
NUKoB Ha XpomaTtorpamme
UCNbITYEMOro  pacTeopa  [OSTKHbI
COOTBETCTBOBATL BpEMEHaM
yAEPXKNBaHNA MNKoB Ha
XpomaTorpamme pacTtBopa
cTaH4apTHBIX obpasuos
nbynpocheHa n  napaueTamona
(paspen «KonnuyectseHHoe
onpegerneHue»)
3 |Average weight and 966.6 mg 940,9 mg to 9991 mg

(970,0 mg + 3,0 %)/
Or 9409 wmr pgo 999,11 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 6ornee £ 10 %

Remarks : The Product conforms to ND/
IMpumeuanue: [IponyxT coorseTcTBYeT TpeboBanusam HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Jata: 16.02.2022

Jara: 16.02.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToByeHo: IIpoBepeHo: Onmo6peHo: Menexkep /
Pravesh Rana /ﬁ Naresh Kumar @) PykoBoaurens _
2 Manoj Kumar (Y}, gl -
Print Date: Print Date: Print Date:

Jara: 16.02.2022

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: L85195AP1984PLC0O04507
www.drreddys.com




‘..o Dr. Reddy's Laboratories Ltd,
/ @ . i
Formulation Unit-6
Dr' Reddy s '. Vill. Khol, Nalagarh Road, Badd;i,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02
CEPTUD®UKAT AHAJIU3A www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6yxauu®, TabieTku, NOKpbITHIE MJIeHO4HOH 060.104K0i, 400Mr + 325Mr

Batch No / Cepusi Ne : V2200152 Batch Quantity / O6nem napTum :
727.50 Kg
Analytical Report No / AnanuTnyeckuii oruer No : Date of Analysis / JaTa anauauza: 16.02.2022

040001522275, 890001573688

Date of Manufacture / /lata npon3BoacTea : Jan-2022 | Date of Expiry / Cpoxk roanoctu : Dec-2026

Analysis performed according ND / Anasus nposegen mo HJT: T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. No 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

4 Disintegration / 13 minutes 08 seconds Not more than 30 minutes /
PacnagaemocTb He Gonee 30 mMuH

o |Dissolution / 97% - 100% NLT 70% (Q) CisH1sO2 (Ibuprofen)
PacteopeHue dissolved in 30 minutes /

He wmeHee 70 % (Q) C13H1502
(BynpodheH) yepes 30 MuH

NLT 70% Q) CeHgNO,
96% - 101% (Paracetamol) dissolved in 30
minutes /

He meHee 70 % (Q) CgHoNO:
(napaueTtamon) yepes 30 MuH

6 |Related substances / 0.03% Total impurities of Ibuprofen NMT
PoacTtBeHHble npumecy 1.0% / Cymma npumeceit
nbynpoceHa — He Gonee 1,0 %
0.0001% 4-aminophenol (Paracetamol

impurity) NMT 0.005% /
4-amnHocpeHon (npumech
napauetamorna) — He 6onee 0,005%
7 |Water/Bopa 1.3% Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [Tpoayxr coorsercryer Tpebopanusm HJl | 3akmouenne: OJJOEPEHO
Prepared by / Cliecked by / Approved by: Manager/Executive /
[ToarotoBneHo: IIpoBepeHo: OnobpeHo: Menexep /
Pravesh Rana /@/ Naresh Kumar @9 PyxoBonurens )

2 Manoj Kumar Mu AP
Print Date: Print Date: Print Date:
Harta: 16.02.2022 Hara: 16.02.2022 Hara: 16.02.2022

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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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

CEPTHOUKAT AHAJIM3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoykanH®, TabneTkH, NOKPBITHIE IIEHOYHOI 06010uK0ii, 400Mr + 325Mr

Batch No / Cepusa Ne : V2200152

Batch Quantity / O6bem naptuu :
727.50 Kg

Analytical Report No / Ananuruueckuii oruer No :
040001522275, 890001573688

Date of Analysis / laTa ananusa: 16.02.2022

Date of Manufacture / lata npounssoxersa : Jan-2022

Date of Expiry / Cpok roguocern : Dec-2026

Analysis performed according ND / Ananus nposeaen mo HJI: [1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

8

Microbial limits /
Mukpobuonoruyeckas
yncToTa

a) Total aerobic
microbial count /
O6Lwee yncno
a’3pobHbIX
MUKPOOPraHu3mMoB

b) Total combined
yeasts and mould
count / ObLee Yucro
OPOMOKEBBIX U
nrecHesbIX rpubos

c) E. coli

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

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

Absent / OtcyTtcTByeT

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/
Ipumeyanne: [Tponykr coorercTayeT TpeGosauusm HJT

Opinion : APPROVED
3axmouenne: OJJOGPEHO

Prepared by /
ITogrorosneHo:
Pravesh Rana

Checked by /
IIposepeHo:
Naresh Kumar

&

e

Approved by: Manager/Executive /
Ouno6peno: Menemxep /

PykoBoautens 3
bnesed .

Manoj Kumar

Print Date:

Hara: 16.02.2022

Print Date:
Hara: 16.02.2022

Print Date:
Hara: 16.02.2022

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: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s Q,‘:‘

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel: +91 98166 56001-02

CEPTUPUKAT AHAJIU3A www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6y kann®, TabiaeTKH, IOKPLITHIE IEHOYHOI obosoukoii, 400mr + 325mr

Batch No / Cepust Ne : V2200152

Batch Quantity / O6bem napTuu :
727.50 Kg

040001522275, 890001573688

Analytical Report No / Anaaurnyeckuii oTyer Ne

Date of Analysis / lata ananu3za: 16.02.2022

Date of Manufacture / lata npoussogcrea : Jan-2022

Date of Expiry / Cpok roanocrn : Dec-2026

Analysis performed according ND / Ananus nposexen mo HJI: TI N011252/01-110717 (amend No 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 /
{ OpHopoaHoCcTb 1.6 MokasaTtens npuemnemocTy (AV)
J031poBaHus [0IKeH ObiTb He Bonee 15,0.
Ibuprofen /
néynpocheH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.6 lMNokasaTens npvemnemoctu (AV)
napauertamon AorkeH BbiTb He Bonee 15,0.
10 |Assay/ 393.4 mg 360 to 440 mg of Ci3H0:
KonnyectBeHHoe (Ibuprofen) per tablet /
ornpegeneHne Ot 360,0 mr go 440,0 mMr Cq3H150,
(vBynpodbeH) B Tabrnietke
32414 mg 29025 to 357.50 mg of CgHoNO-
(Paracetamol) per tablet /
OT 292,5 mr go 357,5 mr CgHgNO,
(napauetamon) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeqanue: [Tpoaykr cootBercTByeT Tpe6Gopanuam HI[ | 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorornexo: IIpoBepeno: Opobpeno: Menemxkep /
Pravesh Rana | Naresh Kumar & PyxoBoaurens _

& Lﬁ, s Manoj Kumar l&;uu.é 5
Print Date: Print Date: Print Date:
Hata: 16.02.2022 Hara: 16.02.2022 Hara: 16.02.2022

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: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
rormulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

CEPTHOHKAT AHAJM3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6yKkAuH®), TabNeTKH, NOKPLITHIE MLIEHOYHOH 060104K0ii, 400Mr + 325Mr

Batch No / Cepusg Ne : V2200152

Batch Quantity / O6bem maptuu :
727.50 Kg

040001522275, 890001573688

Analytical Report No / AnanuTuyecknii oruer Ne :

Date of Analysis / JaTa anamau3za: 16.02.2022

Date of Manufacture / lata nponssoacrsa : Jan-2022

Date of Expiry / Cpok roanoctu : Dec-2026

Analysis performed according ND / Ananns 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, u3m. Ne 2 ot 23.09.2019)

Package / YnakoBka

ﬁ1

10 tablets in PpVC/AI
blister. 1 blister and a
patient information leaflet in
a carton. / Mo 10 TabneTok
8 MBX/Al 6nuctep. Mo 1
6nmcTepy B nayky
KapTOHHYIO BMecTe ¢
VMHCTpyKUMEn no
NPUMEHEHWIO.

10 tablets in PVC/Al blister. 1, 2 or
20 blisters and a patient information
leaflet in a carton. / Mo 10 TabneTok
B [BX/Al 6nucTep. Mo 1, 2 unn 20
BrncTepos B Nauky KAPTOHHYO
BMeECTe C UHCTPYKLUMEN Mo
NPUMEHEHUIO.

12 | Labeling / MapkupoBka | According to ND / B cooTBeTCTBUMN C HA
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHve Npwv Temnepatype He Boiwe 25 °C.

14 | Shelf life / Cpok 5years /5 ner
rogHocTu

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumevanue: [IpoaykT cootercTyer Tpebosanusam HII | 3axmodenne: OJOBPEHO
Prepared by / Checked by / Approved by, Manager/Executive /
IToaroroeneHo: IpoBepeHo: Onobpeno: Menemxep /
Pravesh Rana Naresh Kumar PykoBonuTens

/& @, Manoj Kumar cleit
Print Date: Print Date: Print Date:
Hata: 16.02.2022 Hara: 16.02.2022 Hara: 16.02.2022

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: L85195AP1384PLC004507
www.drreddys.com




