Df. Reddy’s Q:':‘

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, IND1 4
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIM3A

Page 1 0f6/C"]‘p. 1u36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykauu®, TabaeTKH, IOKPbIThIE MJIeHO9HOM 0601049K0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2300637

Batch Quantity / O6bem nmaptuu : 727.5 KG

040001811397

Analytical Report No / Anaaurndecknii oryer Ne :

Date of Analysis / laTa ananusa: 18.04.2023

Date of Manufacture / [lata npoussoiacrea : Apr-2023

Date of Expiry / Cpok roanocry : Mar-2028

Analysis performed according ND / Anasm3 npoezes no H/I: T1 N011252/01-300522

[N Test / ITlokazarennb

Results/ Pe3yabTaThl

Specification / Hopma

1 |Description/ Onycanne

Ha [OTEpPEeUHOM paspese —
fenoro nBeTa.

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section — white core. /Tabnetku
KancynoBUIHOW (POpPMBI, TOKPBITHIE
IJICHOYHOH 000JIOUKON OpaHkXeBOro
UBETa, C PUCKON Ha OJHOW CTOPOHE;

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
TabneTkn  KamncyJloBHIHOH hopMel,
MOKPBIThIE IJIEHOYHOH 000J104KO#
OpaHXXEeBOTO LBETAa, C PHCKON Ha ONHOH
CTOpOHE; Ha TONEPEYHOM paszpese — AApo
Gesioro WK nouTu Henoro nBera.

Remarks: The Product conforms to ND/
Ipumeuanue: IIpoayKT cooTBeTcTBYET TpebOoBanUsM HJI

Opinion: APPROVED
3aksouenne: OJJOBPEHO

JlaTa:

Prepared by Checked by / Approved by: Manager/Executive
[Togrorosnexo: y [Tpoepeno: Ramakant /Opo6peno:Menemxep/PykoBoaUT
Pravesh Rana 1 & .!.uf' enb : Amit Kumar A - \—

N W / J S
Reprint Date:18.04.2023 Reprint Date: 18.04.2023 Reprint Date: 18.04.2023

Jara:

JlaTa:

Registered Office: 8-2-337, Road No. 3, 8anjara Hills, Hyderabad - 500034, Tzlangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2899, Emeil: mai!@«rreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.corm




Dr.Reddy’s Q':‘

Dr. Reddy's Laboratories Ltg,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND1a,
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®HUEKAT AHAJIM3A

Page20f 6/ Crp. 2 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykaun®, Ta61eTKH, HOKPBIThIE IIIEHOYHOH 060104K0ii, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2300637

Batch Quantity / O6bem napruu : 727.5 KG

040001811397

Analytical Report No / AHanuTHYecKHii oT4eT Ne :

Date of Analysis / lata ananu3a: 18.04.2023

Date of Manufacture / /Iata npousBoacrsa : Apr-2023

Date of Expiry / Cpox rogHoctn : Mar-2028

Analysis performed according ND / Anann3 nposegen no HJ: T1 N011252/01-300522

2 Identification /
[TopIMHHOCTE

Complies as prescribed/
CoOoTBETCTBYET

The retention times 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 yaAepKUBaHHS OCHOBHBIX NHKOB
HA XpoMaTorpamme MCITBITYEMOro
pacTBopa  JOJDKHBI ~ COOTBETCTBOBATh
BpEMEHaM  YNEpXMBAHMSI TTHKOB  Ha
XpOMATOrpaMME PpaCTBOPa CTAHIAPTHbIX
o0pasuos ubynpodena u napaueramona
(pazpen «KonmuuecTBeHHOE
OTIpeNCNEHHEN) .

3 |Average tablets weight
CpenHsia Macca
TabneTok

970.6 mg/ 970.6 mr

940.9 mg to 999.1 mg
(970.0 mg = 3%) /
Or 9409 wMmr 1o

(970,0 Mr £ 3 %)

9991 MD

Remarks: The Product conforms to ND/
IIpumeuanue: [lpoaykr coorsercTByeT Tpeboanusam HJI

Opinion: APPROVED
3akmouenne: OZJOBPEHO

Prepared by
[ToxaroToByieHO:
Pravesh Rana

£

Checked by /
ITposepeno: Ramakant

Bulpt-

Approved by: Manager/Executive
/Ono6peno:Menemxep/PykoBOANT
enb : Amit Kumar I/'_& n,—

antd

—

Reprint Date: 18.04.2023
Iara:

Reprint Date: 18.04.2023
Jlata:

Reprint Date: 18.04.2023
Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2995, Email; mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




D , ‘..0 Dr. Reddy's Laboratories Ltg,
® . .
Formulation Unit-6
r. Reddy s '. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND1 A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHATHU3A

Page30f6/Crp.3u36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykauu®, Ta00eTKH, NOKPBITHIE IJIeHOYHOH 000104 KOi, 400 mr + 325 mr

Batch No / Cepua Ne : V2300637 Batch Quantity / O6bem maprun : 727.5 KG
Analytical Report No / AnajauTHyecknii oryer Ne : Date of Analysis / lata ananuza: 18.04.2023
040001811397

Date of Manufacture / [lata nponssojictsa : Apr-2023 |Date of Expiry / Cpox roanocTH : Mar-2028

Analysis performed according ND / Auann3 nposesen mo H/I: ITNOI 1252/01-300522

4 |Disintegration / 06 min /mMu / 13 sec/MHUH Not more than 30 minutes /
PacnapaemocTh He 6onee 30 mun
5 |Dissolution / Not less than 70% (Q) CisHisO:
PactBopenne 99% to 103% (Ibuprofen) dissolved in 30 minutes /
He wmenee 70 % (Q) CizHisO2
(ub6ynpoden) yepes 30 MuH
Not less than 70% (Q) CsHoNO;
99 % to 104% (Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) CsHoNO,
{mapaneramon) 4epes 30 MHH
6 |Related substances / 4-aminophenol (paracetamol impurity) /
PoacTeenHbie IpuMeECH 0.0002 % 4-amunodenon (MpUMech napalieraMmona)
Method 1 / Metopn 1 - not more than 0.005% /
He 6oiee 0,005 %
Method 2 / Meton 2 0.04% Any individual impurity (of ibuprofen or
paracetamol) / Jlobas  enuHuYHas
MPUMECH (ubynpodena 207t
napaueramona) - not more than 0.3% /
He 6onee 0,3 %
Total impurities (Method 1+ Method 2) /
0.04% Cymma npumeceii (Merton 1 + Merton 2) -
not more than 0.7% / se 6onee 0,7 %
Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanue: [poayxr coorBercTByet TpeboBanusam HIT 3akmouenne: OIOBPEHO
Prepared by Checked by / Approved by: Manager/Executive
[ToaroToBJieHO: ) [Tporepeno: Ramakant /Opo6peno:Menemxep/PykoBouT
Pravesh Rana / ;/f' enb : Amit Kumar &w N
Reprint Date: 18.04.2023 Reprint Date: 18.04.2023 Reprint Date: 18.04.2023
Hara: Hara: Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




. ‘.‘.l Dr. Reddy's Laboratories Lt
Formulation Unit-6

Dr. Reddy s ‘. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND1 A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®HKAT AHAJTH3A

Page 4 of6/CTp_4 Hu3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykaun®, Tab1eTKH, IOKPbIThIE ILIEHOYHOH 060:104KOi, 400 Mr + 325 mr

Batch No / Cepust Ne : V2300637 Batch Quantity / O6bem naptun : 727.5 KG
Analytical Report No / AHaIMTHY€CKHii OT4eT N : Date of Analysis / laTa anannsa: 18.04.2023
040001811397

Date of Manufacture / lata npoussocrsa : Apr-2023 [Date of Expiry / Cpox rogsocT : Mar-2028

Analysis performed according ND / Ananus nposeaeH no HII: TTN011252/01-300522

7 |Water/Bopa 1.4 % Not more than 5.0% /
He Gonee 5,0 %

8 |Uniformity of dosage Acceptance value (AV) should be not
units / 23 more than 15.0 / '
OZHOPOAHOCTD [Tokasarens npuemiaeMocTd (AV) nomxeH
JI0O3UpOBaHUsI 6bITh He 6onee 15,0
- Ibuprofen /ubynpoden

Acceptance value (AV) should be not
more than 15.0 /
- Paracetamol/ [TokazaTens npueMneMocTy (A'V) nomken
napaneTamon 1.3 ObiTh HE Boee 15,0
Remarks: The Product conforms to ND/ Opinion: APPROVED
pumeuanne: [Ipoaykt cootBerctByeT TpebosanmsaM HJ 3axmouenne: OJOSPEHO
Prepared by Checked by / Approved by: Manager/Executive
[ToarororneHo: s [TposepeHo: Ramakant /Ono6peno:Menemxkep/PykoBoaut
Pravesh Rana L &”W enk - Amit Kumar - '\/—: -
Reprint Date:18.04.2023 Reprint Date: 18.04.2023 Reprint Date: 18.04.2023
Hara: JHara: JaTa:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangaria, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s “:‘

Dr. Reddy's Laboratories Ltq,
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 AHAJTM3A

Page50f6/Crp.5u36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyxanu®, Tabaerkn, NOKPLIThIE f1eHoYHOM 06oa0uKoii, 400 mr + 325 Mr

Batch No / Cepust Ne : V2300637

Batch Quantity / O0bemM napTHH : 7275 KG

040001811397

Analytical Report No / AHaIMTHYeCKHH 0T1eT Ne :

Date of Analysis / JlaTa ananun3a: 18.04.2023

Date of Manufacture / JlaTa npoussogcrsa : Apr-2023

Date of Expiry / CPOK roOAHOCTH : Mar-2028

Analysis performed according ND / Ananu3s nposeies no HI: ITN011252/01-300522

9 |Microbial limits /
Miukpobuonoruyeciasi
YUCTOTA

a) Total aerobic
microbial count /
O611iee YUCIo
a’poOHbIX
MHKPOOPTaHH3MOB

b) Total combined
yeasts and mould count
/ Ob1ree YUCno
JAPOMOKEBBIX U
TIJIECHEBBIX TpubOB

¢) E. coli

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

Less than 5 CFU/g/
Memnee 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 / OrcyrcTBHE B
ir

Remarks: The Product conforms to ND/
Tpumeuanne: [IpoyKT COOTBETCTBYET TPEOOBAHMHAM HL

Opinion: APPROVED
3akmiouenne: OJOBPEHO

Prepared by
IToaroToriaeHo: -
Pravesh Rana (é

Checked by /
ITposepeno: Ramakant

Qusfet

Approved by: Manager/Executive
/Ono6peno:Menemxep/PyKoBOaUT
enb : Amit Kumar (‘5 N

Reprint Date:18.04.2023
Hara:

Reprint Date: 18.04.2023
Hara:

Reprint Date: 18.04.2023
Jlata:

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



Dr.Reddy’s ‘,‘:‘.

Dr. Reddy's Laboratories Ltq,
Formulation Unit-6

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddy(s.com

CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIH3A

Page 6 of 6/ Cp. 6 u3 6

HoyxauH®, TabJaeTKH,

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
IOKPHITHIE IIEHOYHOH 0007101KOH, 400 mr + 325 mr

Batch No / Cepust Ne : V2300637

Batch Quantity / O0bem napTui : 7275 KG

Analytical Report No / AHaanTHUeCKHH OTYET No :
040001811397

Date of Analysis / /laTa aHa1n3a: 18.04.2023

Date of Manufacture / JlaTa npousBojcTea : Apr-2023

Date of Expiry / CpoK roqHOCTH : Mar-2028

Analysis performed according ND / Ana/iu3 npoBejieH 10 H: T1N011252/01-300522

10

Assay /
KonuuecTBeHHOE
onpepaeneHme

391.0mg/391.0 Mmr

324.74 mg / 324.74 wr

360.0 to 440.0 mg of CiHirO:
(Ibuprofen) per tablet /

Or 360,0 mr mo 440,0 mMr Ci;3HisO:
(ubynpoden) B TabneTke

2925 to 357.5 mg of CsHoNO;
(Paracetamol) per tablet /

Or 2925 mr go 357,5 mr CgHoNO;

‘| (napaueramon) B TabiieTke

11 | Package / Ynakoeka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/Al blister. 1, 2 or 20
blister and a patient information |blisters and a patient information leaflet
leaflet in a carton. / Ilo 10 [in a carton. / [To 10 Tabyietok B [MBX/Al
ta6nerok B TIBX/Al 6nucrep. ITo 1 |6nuctep. [lo 1, 2 nnu 20 ©nucrtepoB B
Gnuctepy B TMayky KapTOHHYIO |Navky KapTOHHYIO BMECTE c
BMECTE C HHCTPYKLIHER WHCTPYKLMEH IO NPUMEHEHHIO.

110 MPHMEHEHHIO.
12 | Labeling / Mapxupoeka| According to ND. / B cooTBETCTBHH € H.
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHne Ilpu TeMIepaType He Bblue 25 RO
14 | Shelf life / Cpok 5 years / 5 net
rOHOCTH

Remarks: The Product conforms to ND/ Opinion: APPROVED
Tpumeuanme: [Ipogykr coorsercTByeT Tpedosanuam HJL 3axmouenne: OJTOBPEHO
Prepared by Checked by/ - Approved by: Manager/Executive
TToAroTOBJIEHO: 2 ITposepeno: Ramakant /Opo6peno:Menemkep/PykoBoauT
Pravesh Rana < & @w’& enb : Amit Kumar S =
Reprint Date:18.04.2023 Reprint Date: 18.04.2023 Reprint Date: 18.04.2023

Jara: Jlarta: Jara:

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




