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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

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

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

www.drredagedef 5/ Crp. 1 m3 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
U6ykauu®, TabaeTKH, IOKPLITHie JIeH04HOii 060/104KOii, 400 mr + 325 mr

Batch No / Cepust Ne : V2202620

Batch Quantity / O6bem naptuu : 776.0kG

Analytical Report No / AnanmuTHuecKuii oryer No :
040001717446,890001635454

27.12.202

Date of Analysis / laTa aHanu3a:

2

Date of Manufacture / Jlata npousBoactea : Oct-2022

Date of Expiry / Cpok rognoctu : Sep-2027

Analysis performed according ND / Ananus nposejes no HJI: [1N011252/01-300522

Ne Test / [Toka3zaTena

b Results/ Pe3yabTaThl

Specification / Hopma

1 |Description/ Omuc

anue |Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section - white core./TabneTku
KanCynoBHIHOH (OpPMBI, TOKPHITbIE
MJIEHOYHOU 000JI0YKOH OpaHKEeBOro
LBET4, C PUCKOIl HAa ONHOH CTOpOHE,
Ha [OMEpeYyHOM pazpe3e — SAAPO
Oenoro 1BeTA.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
Tabnetku  KarncyJOBUIHOM tbopmMBl,
[OKPBITHIE TUIEHOYHOMN 06on0uKoi
Opam)KeBOrO L(BETA, C PHCKOH Ha OIHOU
CTOpOHE; Ha MONEpPEYHOM paspese — siipo
6€e0ro 1K MouTH 6€JI0ro LBeTa.

Remarks : The Product conforms to ND/
Ipumeuanue: [JpoRyKT cOOTBETCTBYET TpeboBanusim HJL

Opinion : APPROVED
3akmoyenue: OJJOBPEHO

Prepared by /
IMoarotosieHo:
Rana

4

Pravesh

Checked by /
ITposepeno:Ramakant

S

Reprint Date: 27.12.2022
Jara:

Reprint Date: 27.12.2022
Hara:

Approved by: Manager/Executive
/Onobpeno:Menemxep/PykoBouT
enp Amit Kumar

P
Reprint Date: 27.12.2022
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
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT 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.drred@ggedof S/ Ctp. 2 u3 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykimn®, TabaeTki, NOKPLIThHIC NJIeHO4YHOo# 000

Jo4Koii, 400 mr + 325 mr

Batch No / Cepusi Ne : V2202620

Batch Quantity / O6bem naptu : 776.0kG

Analytical Report No / ABannTHYeCKHH 0T4eT Ne :
040001717446,890001635454

Date of Analysis / laTa aHaau3a:
27.12.2022

Date of Manufacture / Jlata nponssoactsa : Oct-2022

Date of Expiry / Cpok roguocti : Sep-2027

|Analysis performed according ND / Ananu3s nposegen no HJL: T1 N011252/01-300522

2 Identification /
TTogMMHHOCTh

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 yIepXuBaHHs OCHOBHBIX MHKOB
Ha XpoMaTorpamMmme UCTIBITYEMOTO
pacTBopa  JOWKHBI ~ COOTBETCTBOBATH
BpEMeHaM  YIEPKWBaHWs TIHKOB  Ha
XpOMaTOrpaMMe pacTBopa CTaHJAapTHBIX
o6pasuos ubynpodeHa M napaieramona
(pazmen «Konu4yecTBEHHOE
OTpEAEIEHHE)

3 |Average tablets weight
Cpenusis Macca
TabneTok

969.3 mg / 969.3mr

940.9 mg to 999.1
(970.0 mg +3%) /
Ot 940,9 M o

(970,0 mMr £ 3 %)

mg

999,1 wmr

4 |Disintegration /
PacnajaeMocCThb

08min / 08 MHH

Not more than 30 minutes /
He 6onee 30 MuH

Remarks : The Product conforms to ND/
Ipumeuanue: [1poyKT COOTBETCTBYET tpeGopauuam HJI

Opinion : APPROVED
Bakmouenne: OJOBPEHO

Prepared by /
IHoaroToBnieHo:
Rana

Pravesh

/7
;[f_

Checked by /
[Tposepeno:Ramakant

(ol

Reprint Date: 27.12.2022
Hara:

Reprint Date: 27.12.2022
Jara:

Approved by: Manager/Executive
/Ono6peno:MeHexep/PyKoBOAUT
enb Amit Kumar
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddj,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA

CEPTUD®UKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drredBagechof 5/ Crp.3 u3 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yxnun®, Tab/IeTKH, NOKPLIThIE NJIeHOYHOH o0o0ukoii, 400 mr + 325 mr

Batch No / Cepus Ne : V2202620

Batch Quantity / O6bem naptuu : 776.0kG

040001717446,890001635454

Analytical Report No / AHanuTHyY€ecKHii oTyer Ne :

Date of Analysis / laTta ananu3za:
27.12.2022

Date of Manufacture / Jlata npouseogcrsa : Oct-2022

Date of Expiry / Cpox roanoctn : Sep-2027

Analysis performed according ND / Auanus nposenen mo HJI: [ NO1 1252/01-300522

5 |Dissolution /
PactBopenue

99% To 101 %

97% To 100 %

Not less than 70% (Q) CisHisO;
(Ibuprofen) dissolved in 30 minutes /

He wmenee 70 % (Q) CiHisO:
(ubynpoden) uepes 30 MUH
Not less than 70% (Q) CsHoNO,

(Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) GCsHoNO;
(mapaueramonn) yepes 30 MuH

6 |Related substances /
PopcTeeHHbIE TPIMECH
Method 1/ Metog 1

Method 2 / MeTopg 2

0.0001%

0.03%

0.03%

4-aminophenol (paracetamol impurity) /
4-amuHodeHon (mpUMech napaueramona)
- not more than 0.005% /

He 6osee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jliobas  epvHH4HAs
TIpPUMeECh (ubynpodeHa WM
napaueramona) - not more than 0.3% /

ne 6oiee 0,3 %

Total impurities (Method 1+ Method 2) /
Cymma npumeceii (Meron 1 + Meron 2) -
not more than 0.7% / ue 6onee 0,7 %

9 |Water/Boga

1.3%

Not more than 5.0% /
He Luiee 5.0 %

Remarks : The Product conforms to ND/
Mpumeuanue: [Tpoaykt coorercTByeT Tpedboanuam HJI

Opinion : APPROVED
3axkmouenue: OJOBPEHO

Hara: Jara:

Prepared by / Checked by / Approved by: Manager/Executive
[MoxroropneHo: Pravesh | ITposepeno:Ramakant /Ono6peno:Menemxep/PykoBoant
Rana z W enb Amit Kumar
A N
= / I.\ o e
|
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDJA
Tel : +91 98166 56001-02
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Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
U6ykana®, TabaeTku, NOKPbIThIE IIEHOYHO#H 0605104 K01, 400 Mr + 325 mr

Batch No / Cepust Ne : V2202620

Batch Quantity / O6bem napTiu : 776.0kG

Analytical Report No / AHamuTayeckuii oTyer Ne :
040001717446,890001635454

Date of Analysis / JaTa aHaju3a:
27.12.2022

Date of Manufacture / lata npousBoactsa : Oct-2022

Date of Expiry / Cpok rognocts : Sep-2027

Analysis performed according ND / Anamms nposenen no HJI: TTNO1 1252/01-300522

a) Total aerobic
microbial count /
O61ee uUCHo
a3poOHBIX
MHKPOOPraHHu3MOB

b) Total combined
yeasts and mould count
/ Ob1ee yucIiIo
JPOXOKEBBIX U
IJIECHEBBIX TpHOOB

¢) E. coli

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

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

Absent in 1g / OrcytcTByeT B Ir

10 |Uniformity of dosage Acceptance value (AV) should be not
units / 1.7 more than 15.0 /
OnHOPOAHOCTD [Mokazatens npuemyieMoctd (AV) nomken
JO3UPOBAHUA OriTh He 6onee 15,0
- Ibuprofen /u6ynpoden
1.2 Acceptance value (AV) should be not
more than 15.0 /
- Paracetamol/ [Mokasatens npruemieMocTy (AV) gomxen
napaueTamo 65ITh He boJee 15,0
11 |Microbial limits /
Miukpobronoruieckas
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 / OtcyTcTBUE B
Ir

Remarks : The Product conforms to ND/
ITpumeuanue: [IpoayKT COOTBETCTBYET TpeOOBAHUAM HJI

Opinion : APPROVED
Zakmouenue: OJJOBPEHO

Hara:

Prepared by / Checked by / Approved by: Manager/Executive
[ToaroToBneno: Pravesh | Ilpoepeno:Ramakant /O po6peno:Menemxep/PykoBoauT
Rana / W{' e Amit Kumar

1 v At
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CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIM3A

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

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

www.drredfageonof 5/ Ctp. 5 u3 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yRIMH®), Ta6JeTKH, HOKPLITHIE IJIEHOYHOH obonoukoii, 400 mr + 325 mr

Batch No / Cepus No : V2202620

Batch Quantity / O6bem naptun : 776.0kG

Analytical Report No / AHanuTHYecKui oT4eT Nt :
1040001717446,890001635454

Date of Analysis / laTa anannsa:
27.12.2022

Date of Manufacture / Jlata nponsgoacTsa : Oct-2022

Date of Expiry / Cpok roguocrs : Sep-2027

Analysis performed according ND / Anann3 nposeaen no H/I: ITNO1 1252/01-300522

12 |Assay/
KonuuyectBeHsoe
onpenerneHue

392.3 mg/392.3 Mmr

325.39 mg /32539 mr

360.0 to 440.0 mg
(Ibuprofen) per tablet /
Or 360,0 MI' 40 440,0 MI’ C13H1802
(ubynpodeH) B TabNeTKE
292.5 to 3575 mg
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CgHoNO»
(mapaneTamod) B TabJeTKe

of CisHis0,

Of CngNOz

13 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a' carton. / [Ilo 10
tabnerok B [IBX/Al 6muctep. Io 1
faucrepy B TMadKy KapTOHHYHO
BMECTE C  MHCTpYKUMEH M0
IPUMEHEHHIO.

10 tablets in PVC/ALI blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 tabnerok B IBX/Al
6nucrep. ITo 1, 2 wim 20 GaucTepoB B
auky KapTOHHYIO BMECTE c
WUHCTPYKLKEH MO PUMEHEHHTO.

14 | Labeling / MapkupoBka

According to ND. / B cooterctsuu ¢ H/I,

15 | Storage conditions /

At temperature not more than 25 °C. /

Xpanenue IIpu Temmeparype He Bbile 25 °C.
16 | Shelflife / Cpox 5 years/ 5 net
COJTHOCTH

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykr coorsercryeT TpeboBaHuam HJL

Opinion : APPROVED
3akarouenue: OJJOBPEHO

JHara:

Prepared by / Checked by / Approved by: Manager/Executive
[Moprotosneno: Pravesh | ITpoeepeno:Ramakant /Ono6peno:Menenxep/PykoBoaut
Rana ? d- enb Amit Kumar
g/ %}M N,
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