Dr.Reddy’s ":‘.

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
CEPTHO®HKAT AHAJIM3A

Page 1 of 5/ Ctp. 1 u35

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yknun®; TabaeTkH, NOKPHITbLIE MJeHOYHOH 060104K0ii, 400 Mr +:325 mr

Batch No / Cepusi Ne : V2300384

Batch Quantity / O6bem naprun : 756.6 KG

040001787736

Analytical Report No /-"AHanuTudeckuii oT4yer Ne :

Date of Analysis / AaTa anaausa: 16.03.2023

Date of Manufacture / Jlata npoussoacrsa : Feb-2023

Date of E

xpiry / Cpok roanocrn : Jan-2028

Analysis performed according ND / Anaan3 nposenen no HJI: [1N011252/01-300522

Ne Test / IlokazaTenn

Results/ Pe3yibTaThl

Specification / Hopma

1 |Description/ Onncanue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section - white core. /Tabnetku
KarcynoBUIHOW (OPMBI, IMOKPBIThIE
IUIEHOYHOH 0000YKOH OpaHXEBOrO
I[BETA, C PUCKOH Ha OJHOM CTOpPOHE,
Ha TIOMepeYHOM paspe3e — SAApo
Oenoro 1BeTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
TabneTkn  KarncylOBHUAHOM ¢dhopmbl,
MOKpPBIThIE  [JIEHOYHOK  060NOUKOH
OpaHXXeBOro 1L(BETa, C PUCKOW Ha OIHOM
CTOpOHE; Ha TONEPEYHOM paspese — AApo
6eJ10ro Uay MoYTH OENoro LBETA.

Remarks: The Product conforms to ND/
Ipumeuanue: [Tpoaykt cooTBeTcTBYeT Tpedoanuam HJI

Opinion: APPROVED
3akmouenue: OJOBPEHO

Prepared
bylloarotoBnexo: Ankaj

verma (X‘/

Checked by /
[TpoeepeHo: Ramakant

i

Approved by: Manager/Executive
/Onobpeno:Menemxep/PyKoBoauT
enb : Ajay Sharma

Reprint Date: 16.03.2023
Jara:

Reprint Date: 16.03.2023
JHara:

Reprint Date: 16.03.2023
Hara:

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 Q':‘

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
CEPTHO®HKAT AHAJIM3A

Page2 of 5/ Crp. 2 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykanu®, TabaeTkn, NOKPLIThIE IIEHOTHOH o6o0s104Koii, 400 mr + 325 mMr

Batch No / Cepusi Ne : V2300384

Batch Quantity / O6bem naptas : 756.6 KG

040001787736

Analytical Report No / AnaauTHyeckuii oryer Ne :

Date of Analysis /-/laTa ananusa: 16.03.2023

Date of Manufacture / JIata mpoussojicraa : Feb-2023

Date of Expiry / Cpoxk roanocts : Jan-2028

Analysis performed according ND / Anajus nposejex no H: 11 N011252/01-300522

2 Identification /
IopmuHHOCTH

Complies as prescribed/
CooTBeTCTBYET

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 ynepKHBaHUsS OCHOBHBIX THKOB
Ha XpoMaTorpamme HCTIBITYEMOTO
pacTBopa  JODKHBI ~ COOTBETCTBOBATH
BpEMEHaM  yAepXKHBaHWA TIMKOB  Ha
XpOMaTOrpaMMe PacTBOpa CTaHAapTHBIX
obpasio ubynpodeHa u mnaparneramona
(paznen «KonuuecTBeHHOE
OTpe/ieIeHUE)

3 |Average tablets weight
Cpennsist Macca
TabneTok

973.5mg/973.5 mr

940.9 mg to
(970.0 mg + 3%) /

Or 940,9 wmr 1o
(970,0 Mr+ 3 %)

999.1 mg

999,1 MT

Remarks: The Product conforms to ND/
Hpumeuanue: [TpoayKT cooTBeTCTBYET TpedoBanuam HJL

Opinion: APPROVED
3akmouenue: OJJOBPEHO

Prepared
bylloarotoeneHo: Ankaj

verma éQ//

Checked by /
[TpoBepeHo: Ramakant

Bket!

Approved by: Manager/Executive
/O no6peno:Menenep/PykoBoauT
enb : Ajay Sharma

Reprint Date: 16.03.2023
Jara:

Reprint Date: 16.03.2023
JlaTa:

Reprint Date: 16.03.2023
Jlara:

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':'.

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
CEPTUO®UKAT AHAJIU3A

Page3 of 5/Crp.3 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykaua®, TabjeTKH, NOKPbITHIE TNIEHOYHOH 000104K0H, 400 mMr + 325 mMr

Batch No / Cepusi Ne : V2300384

Batch Quantity / O6bem naprtud : 756.6 KG

Analytical Report No / AHanuTHYeckHii oTyeT Ne o
040001787736

Date of Analysis / JaTa ananu3a: 16.03.2023

Date of Manufacture / Jlata npousBoacrtna : Feb-2023

Date of Expiry / Cpok rogaoctH : Jan-2028

Analysis performed according ND / Ananns nposesed nmo HJI: ITN011252/01-300522

4

Disintegration /
PacnagaemocTh

07 min /09 mMu

Not more than 30 minutes /
He 6onee 30 MuH

Dissolution /
PactBopenue

100 % to 103 %

98 % to 102 %

Not less than 70% (Q) C13H150,
(Tbuprofen) dissolved in 30 minutes /

He wmenee 70 % (Q) CuiHis0;
(ubynpoden) yepes 30 MuH

Not less than 70% (Q) CsHoNO;
(Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) GCsHoNO;
(napaueramou) 4epe3 30 MHH

Related substances /
PoncreenHble npuMecu
Method 1/ MeTon 1

Method 2 / Metoxn 2

0.0003 %

0.03%

0.03%

4-aminophenol (paracetamol impurity) /
4-amuHOGeHON (MPUMECH Mapaleramora)
- not more than 0.005% /

He 6osiee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jliobas  eAuHWUYHas
IpUMeECh (ubynpodena 200
napaueramoda) - not more than 0.3% /

He 6onee 0,3 %

Total impurities (Method 1+ Method 2) /
Cymma npumeceit (Metoa 1 + Meron 2) -
not more than 0.7% / "He 6onee 0,7 %

Remarks: The Product conforms to ND/
IIpumeyanne: [Ipoaykr coorBercTByeT Tpebopanusam HJL

Opinion: APPROVED
3akmawuenne: OJIOBPEHO

Prepared
bylloarorosneno: Ankaj
verma

b

Checked by /
[Tpoeepeno: Ramakant

fobo?

Approved by: Manager/Executive
/Onobpeno:Menemxep/PykoBoaur

ens : Ajay Sharma @

Reprint Date: 16.03.2023
Hara:

Reprint Date: 16.03.2023
Jlata:

Reprint Date: 16.03.2023
Jlara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Dr.Reddy’s Q::‘

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
CEPTHOUKAT AHAJIM3A

Page4 of S/ Crp.4 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykaua®, TabieTKH, NOKPbIThIe IIeHOYHOIi 000104 K0ii, 400 mr + 325 mr

Batch No / Cepusi Ne : V2300384

Batch Quantity / O6bem naprau : 756.6 KG

040001787736

Amalytical Report No / AHaiuTH4yecknit oryer Ne

Date of Analysis / laTa anaim3a: 16.03.2023

Date of Manufacture / lata npou3ssoacrsa : Feb-2023

Date of Expiry / Cpok roanocTH : Jan-2028

Analysis performed according ND / Auanu3 nposeen no HJI: [T N011252/01-300522

a) Total aerobic
microbial count /
Obiiee YuCiIo
a3p0oOHBIX
MHKpPOOPraHu3MOB

b) Total combined
yeasts and mould count
/ Obluee yncio
JPOMOKEBBIX U
IJIECHEBBIX IPUOOB

¢) E. coli

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

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

Absent / OTcyTCTBYET

7 [Water/Bona 1.3% Not more than 5.0% /
He 6onee 5,0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
units / 2.1 more than 15.0/
OXHOpPOAHOCTB [Tokasaresb npuemneMoctu (AV) 1oKeH
J03MPOBaHHUs OBITH HE Oonee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
1.2 more than 15.0/
- Paracetamol/ [TokazaTens npueMieMocTd (AV) 10JDKEH
napaneramos 6r1TE He Honee 15,0
9 |Microbial limits /
Mukpobuonoruieckas
YHUCTOTA

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
1r

Remarks: The Product conforms to ND/
Ilpumevanue: [TpoaykT cootBercTByeT Tpebopanuam HJT

Opinion: APPROVED
3axkmouenue: OJOBPEHO

Prepared
bylToaroroeneHo: Ankaj
verma

Checked by /
[MpoeepeHo: Ramakant

bt

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

enb : Ajay Sharma @

Reprint Date: 16.03.2023
Hara:

Reprint Date: 16.03.2023
Jara:

Reprint Date: 16.03.2023
Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Dr.Reddy’s ":‘

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 ANALYSISwww.drreddys.com
CEPTHOHKAT AHAJIHM3A

Page 5of 5/Ctp. 5135

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyxinu®, TabieTK, NOKPLIThIE IJIeHOYHOH o6os10ukoii, 400 mr + 325 mr

Batch No / Cepua Ne : V2300384 Batch Quantity / O6bem naprun : 756.6 KG
Analytical Report No / AHanuTHYecKa# oTuer Ne = Date of Analysis //laTa ananu3a: 16.03.2023
040001787736

Date of Manufacture / Jlara nponssoaersa : Feb-2023 |Date of Expiry / Cpok rogHocTH : Jan-2028

Analysis performed according ND / Ananns nposesen mo HJI: IT NO1 1252/01-300522

10 |Assay/
KonuuecTBeHHOE
omnpeseneHue

360.0 to 440.0 mg of CiHisO;
390.1 mg/390.1 mr (Tbuprofen) per tablet /

Ot 360,0 mMr mo 440,0 mr C;3HizO
(ubynpoden) B TabneTke

2925 to 357.5 mg of CsHoNO;
322.33 mg/ 322.33 Mr (Paracetamol) per tablet /

Ot 2925 mr mo 357,5 mr CsHoNO;
(mapaueramor) B TabneTke

11 | Package / YnakoBka

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. / ITo 10 Tabnerok B IIBX/Al
tabnerok B [IBX/Al 6nuctep. ITo 1 |6nucrep. ITo 1, 2 uan 20 6amcrepos B
fiaucrepy B Tauky KapTOHHYH |Madky KapTOHHYIO BMECTE c
BMECTE C HHCTPYKLIUEH HHCTPYKLHMEH 110 NPUMEHEHHUIO.

10 MPUMEHEHHIO.

12 | Labeling / MapkupoBka

According to ND. / B cootBetrcTBuu ¢ HIL

13 | Storage conditions /

At temperature not more than 25 °C./

XpaHeHue ITpu Temneparype He Boie 25 °C.
14 | Shelf life / Cpok 5 years /5 net

TOJHOCTH
Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanue: [Ipoaykr cootsercrayer Tpebosanusm HIL 3akmouenne: OJIOBPEHO
Prepared Checked by / Approved by: Manager/Executive
bylloaroroeneno: Ankaj [Tposepeno: Ramakant /Ono6peHo:Menemxep/PykoBoauT
verma A _ ‘ U.U\ enb : Ajay Sharma

& %&L&/
=

Reprint Date: 16.03.2023 Reprint Date: 16.03.2023 Reprint Date: 16.03.2023
Hara: Jlara: Harta:
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