Dr.Reddy’s Qf':".

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

CEPTUOPUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HOykauu®, TabeTKH, TOKPLIThIE MJ1EHOYHOH 060104 K0it, 400mr + 325Mmr

Batch No / Cepus Ne : V2201117

Batch Quantity / O0bem maptum : 776.0Kg

Analytical Report No / AHanutuyecknii oraer Ne :
040001593624, 890001598669

Date of Analysis / laTa anaymza: 29.06.2022

Date of Manufacture / JlaTta npousBojcrea : Apr-2022

Date of Expiry / Cpok roanoctu :Mar-2027

Analysis performed according ND / Ananu3 nposenen mo HJ: [1 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)

S. Test
No

Result

Specification

1 'Description / Onucanue

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

tablets;

on cross section- white core /
TabneTkn KancynoBuaHoM
dopmbl, NOKpbITbIE
NAEHOYHON obonoukoi

OpaHXeBOro UBeTa, C pPUCKOMN
Ha OOHOM CTOpPOHE; Ha
nonepeyHom paspese — s4po
Genoro uUBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / Tabnetknm kancynosugHomn
OpMbI,  MOKPLITEIE  NIIEHOYHOM
0bONOYKON OpaHXeBOro LUBeTa, C
pyuckoid Ha OJHOW CTOpOHEe; Ha
rmornepevyHoM paspese —  §4po
©enoro nnu no4Ttu Genoro useTa

Remarks : The Product conforms to ND/
IIpumedanne: [Ipoaykr cootBeTcTBYET TpeboBanusm HJI

Opinion : APPROVED
3akarouenue: OJOBPEHO

Prepared by /
IloarorosneHo:
Naresh Kumar -

—

Checked by /
ITpoBepeno: Himesh Kumar

e A

Approved by: Manager/Executive /
Ono6peno: Menexep /
PyxoBoutens :Amit Kumar

Print Date:
JHara: 29.06.2022

Print Date:
Hara: 29.06.2022

Print Date:
Hata: 29.06.2022

Registered Office: 8-2-337, Road No. 3, Banijara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
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

CEPTUOUKAT AHAJIM3A

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

Noykaun®, TabneTk, HOKPbITHIE N1€HOYHOI 000/104K0i1, 400mMr + 325Mr

Batch No / Cepus Ne : V2201117 Batch Quantity / O6nem napruu : 776.0Kg

Analytical Report No / AHanuTu4deckuii oryer Ne : Date
040001593624, 890001598669

of Analysis / laTta ananuza: 29.06.2022

Date of Manufacture / lata nponsBoacrtia : Apr-2022  |Date

of Expiry / Cpok rogHocts :Mar-2027

Analysis performed according ND / Ananus nposenen mo H/:

[1NO011252/01-110717 (amend Ne 1 from

06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, u3zm. Ne 2 ot 23.09.2019)

2 Identification / a) Complies as prescribed/
MoanuHHOCTb B cooTtBeTCTBUM 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 yaepxuBaHMs OCHOBHBIX
fNKOB Ha XpomaTtorpavMme
UCNBITYEMOro  pacTeopa  AOJKHbI
COOTBETCTBORATL BpEMEHAM
yaepxKusaHug N1KoB Ha
xpomarorpamme pacteopa
CTaHpapTHbIX obpasuos
ubynpoceHa 1  napauyetamona
(paspen «KonnyecteeHHoe
onpeaeneHver)

3 |Average weight and 963.7 mg
mass uniformity /
CpegnHsis macca u
O4HOPOOHOCTL MO
Macce

Complies /cooTBeTcTBUM C

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

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

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

Remarks : The Product conforms to ND/
IIpumeuanne: [Ipoaykr cooTBeTcTBYET Tpeboranmsm HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

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

[ToaroroBneHo: IMposepeno: Himesh Kumar | Ono6peno: Menemkep /

Naresh Kumar(/;. c:-;X—/_Q’ PykoBoautens : Amit Kumar
A=

Print Date: Print Date: Print Date:

JHarta: 29.06.2022 Jara: 29.06.2022 Hara: 29.06.2022

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:
CIM: L85195AP1981PLCO01507
www.drreddys.com
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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

CEPTUDPHKAT AHAJIM3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoykaHH®, Tab1eTKH, NOKPBITHIE NIEHOYHOH 060104K0ii, 400Mr + 325Mr

Batch No / Cepus Ne : V2201117

Batch Quantity / O0bem naptum : 776.0Kg

040001593624, 890001598669

Analytical Report No / AranuTyyeckunii oruer No :

Date of Analysis / laTa ananusa: 29.06.2022

Date of Manufacture / lata npousBoactsa : Apr-2022

Date of Expiry / Cpok roanoctn :Mar-2027

Analysis performed according ND / Ananu3 nposexen mo H/: T1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. No 1 ot 06.09.2018, nuzm. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnapaemocTb

10 minutes 32 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacTteopeHune

97% - 101%

98% - 102%

NLT 70% (Q) C13H1502 (Ibuprofen)
dissolved in 30 minutes /
He meHee 70 % (Q)
(nbynpodheH) yepes 30 MuH

C13H1502

NLT 70% Q) CsHyNO;
(Paracetamol} dissolved in 30
minutes /

He meHee 70 % (Q) CsHoNO2

(napauetamon) yepes 30 MUH

6 |Related substances /
PoacteeHHbIe npumMecn

0.07%

0.001 %

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecei
nbynpodeHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHodbeHon (Npumech
napaueTamona) — He 6onee 0,005%

7 |Water/ Bopa

1.4%

INot more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanne: [poaykr coorsercTByeT TpeGopanuam HJ[ | 3akmovenue: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarororneHo: Ipoeepeno: Himesh Kumar | OnobpeHo: Menemxkep /
Naresh Kumar @ ! | PykoBoaurens :Amit Kumar

= D Nt
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Print Date: Print Date: Print Date:
Hara: 29.06.2022 Hata: 29.06.2022 Hata: 29.06.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2300, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: 1857195AP19R4PI CON4507
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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

CEPTUDOHUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoyxknuH®, TabeTKH, NOKPBITHIE NJIEHOYHOH 060n04Koii, 400mr + 325Mr

Batch No / Cepust Ne : V2201117

Batch Quantity / O0bem nmaptum : 776.0Kg

Analytical Report No / Anajutu4yeckuii oTdyer No :
040001593624, 890001598669

Date of Analysis / [laTa ananusa: 29.06,2022

Date of Manufacture / laTa npousBoacrea : Apr-2022

Date of Expiry / Cpok rognocru :Mar-2027

Analysis performed according ND / Auann3 nposegen no H/I: [1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, 113m. Ne 2 o1 23.09.2019)

*8 |Microbial limits /

yucroTa
a) Total aerobic
microbial count /
ObLee vncro
a3pobHbIX
MWKPOOPraHU3MOB

b) Total combined
yeasts and mould

APOXHOKEBbIX N

c) E. coli

Mwukpo6uronorndeckas

count / Obwee yncno

nnecHesblx rpnbos

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

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

Absent / OtcytcTByeT

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 / OTcyTCcTBME B
1r

Remarks : The Product conforms to ND/ Opinion : APPROVED
I pumeuanue: [poaykT coorserctByet TpeGosanusm HJI | 3akmovenue: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Tonrorosineno: ITpoBepeno: Himesh Kumar | Ono6peHo: Menemxep /
Naresh Kumar @ QJ——”—Q PykoBoautens :Amit Kumar

5~ » h\w\" _

Y

Print Date: Print Date: Print Date:
Hara: 29.06.2022 Hara: 29.06.2022 Hata: 29.06.2022

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
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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

CEPTHDUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
MNoykaus®, TabaeTKH, NOKPHLIThIE NJIEHOYHOIl 060n04Kkoit, 400mr + 325mr

Batch No / Cepust Ne : V2201117

Batch Quantity / O6bem naptun : 776.0Kg

040001593624, 890001598669

Analytical Report No / AHanuTu4eckuii oTyer Ne :

Date of Analysis / /laTa ananuza: 29.06.2022

Date of Manufacture / laTa npousBoacrsa : Apr-2022

Date of Expiry / Cpox rognoctu :Mar-2027

Analysis performed according ND / Ananuz nposenen nmo HJI: ITN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 oT 06.09.2018, usm. Ne 2 o1 23.09.2019)

9 [Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OgHopoAHOCTb 1.6 MokazaTernbs npuemnemocTu (AV)
[031poBaHNg OormkeH ObiTb He Bonee 15,0.
Ibuprofen /
nbynpocheH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.6 lMokasaTtenb npuemnemocTu (AV)
napaueTtamori JomkeH ObITk He Bonee 15,0.
10 |Assay/ 393.0 mg 360 to 440 mg of Ci3H102
KonuvuecTtseHHoe (lbuprofen) per tablet /
onpegeneHve OT 360,0 mr go 440,0 mr C13H+4502
(nbynpodpeH) B Tabnetke
318.31 mg 2925 to 357.50 mg of CgHsNO,
(Paracetamol) per tablet /
OT1 292,5 mr po 357,5 mr CgHsNO:
(napaueTamon) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [poaykr cooreTcTByeT TpeGosanuam HJ | 3akmouenue: OHOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosieHo: IIpoBepeno: Himesh Kumar | Ono6peno: Menemxep /
Naresh Kumar @ ) | PykoBomutens :Amit Kumar
- . f&:\\\,\
gt
Print Date: Print Date: Print Date:
Hata: 29.06.2022 Hata: 29.06.2022 Hata: 29.06.2022

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
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q..! Dr. Reddy's Laboratories Ltd.
y ® ; .
Formulation Unit-6
Dr. Reddy S N Vill. Khol, Nalagarh Road, Badidi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS i eormaser . e

CEPTUDOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NOykanH®, TabaeTk, NOKPLITHLIC TJICHOYHOI oboJsioukoii, 400mr + 325mr

Batch No / Cepust Ne : V2201117 Batch Quantity / O0bem naptun : 776.0Kg

Analytical Report No / Ananurudecknii oruer Ne : Date of Analysis / JlaTa ananu3za: 29.06.2022
040001593624, 890001598669
Date of Manufacture / Jlata nponsBosctsa : Apr-2022 | Date of Expiry / Cpox roanocts :Mar-2027
Analysis performed according ND / Ananus nposeaen mo HJI: [1N011252/01-110717 (amend Ne 1 from
26._9_9.2018_,’amend Ne 2 from 23.09.2019/ i3m. Ne 1 ot 06.09.2018, u3m. 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 leafletin |leaflet in a carton. / Mo 10 TabneTok
a carton. / Mo 10 Tabnetok  |B MBX/AIl 6nucTtep. Mo 1, 2 unn 20

B [BX/AIl 6nuctep. Mo 1 BnucTepos B Nayky KapTOHHYHO
6nucTepy B nayky BMeCTe C UHCTpyKUWeEl no
KapTOHHYIO BMecTe ¢ NpYMEHEHUIo.

NHCTPYKUMER No

NPUMEHEHUIO.

12 | Labeling / MapkupoBka | According to ND / B cootseTcTeumm ¢ HJ
13 | Storage conditions / At temperature not more than 25 °C. /

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

rogHOCTK
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumevanue: [ponykr cootBercTByeT Tpebosanusm HJI | 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loaroroBneHo: [Tposepeno: Himesh Kumar | Ono6peno: Menemkep /
Naresh Kumar @( ‘:—A/Q PykoBoaurens : Amit Kumar
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Print Date: Print Date: Print Date:
Hata: 29.06.2022 Hata: 29.06.2022 Hara: 29.06.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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