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Viil. Khol, Natagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS
CEPTHDHKAT AHAJIM3A

Page1of S/ Crp. 1135

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
U6y kaun®, TabaeTKH, MOKPBITHIE ILIeHOY Ol 060104 K0ii, 400 mMr + 325 mr

Batch No / Cepusi Ne : V2300168

Batch Qu

antity / O6bem naptuu : 776.0 KG

040001745036

Analytical Report No / Anaanrudeckuii oryer No ;

Date of Analysis / JlaTta ananau3za: 31.01.2023

Date of Manufacture / lata nponssojcraa : Jan-2023

Date of Expiry / Cpox rogaocts : Dec-2027

Analysis performed according ND / Ananu3 nposegen no HJ: IT N011252/01-300522

No Test / IlokazaTenn

Results/ PesviastaTel

Specification / Hopma

1 |Description/ Onucanue

Capsule-like orange-coloured film-
coated one-side scored tablets: on
Cross section - white core. /Tabnerku
KalcyJOBUAHOH (QOPMBbI, MOKPHITHIE
IJICHOYHOH ODOJOUKOH OpaHKeBOro
LBETAa, C PHCKOH Ha OJHOU CTOPOHE;
Ha TIIONEPEHHOM pa3pese A7Ipo
6enoro ngera.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
TabreTkn  KancyloBUAHOM dbopmsi,
HOKPBITEIE MIEHOYHOM obonoukoit
OpaHXEBOro 1[BET4, C PUCKOH Ha OmHO
CTOPOHE; Ha TOMEPEYHOM Pa3pese — Anpo
6enoro wix noutH 6eyoro HBeTa.

Remarks: The Product conforms to ND/
Ipumedanue: [Ipoaykr coorsercrayer Tpebosanmam HJI

Opinion: APPROVED
3axmouenune: OJJOBPEHO

Prepared by /
IloxrorosneHo: Pardeep

Kumar A
i

o

Checked by /
ITIposepeno: Himesh Kumar
B —

(¢}

Approved by: Manager/Executiv
/Ono6peHo:Mene mxep/PyKoBoAUT

enb : Manoj Kumar UJ

Reprint Date: 31.01.2023
Jara:

Reprint Date: 31.01.2023
Hara:

Reprint Date: 31.01.2023
Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tefangana, india
lel: +91 40 4800 2900, Fax: +91 40 4200 2993, Email: mail@drreddys.com
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Dr. Reddy’s !":'.

Dr. Reddy's Laboratories itg.
Formuilation Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTHDUKAT AHAJIU3A

Page20fS/Crp. 23 5

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

HOoykamH®, Ta6ieTKH, NOKPLITHIE MIeHOYHO o

BoJ10uK0ii, 400 mr + 325 mr

Batch No / Cepns Ne : V2300168

Batch Quantity / O6sem naprun : 776.0 KG

040001745036

Analytical Report No / Ananuruaecknii oraer Ne ;

Date of Analysis / JaTa ananuza: 31.01.2023

Date of Manufacture / Jlata poH3BOJACTRA : Jan-2023

Date of Expiry / Cpok roarocru : Dec-2027

Analysis performed according ND / Ananns HPOBeJIeH II

o HJI: TINO11252/01-300522

2 Identification /
IMognuusOCTD

Complies as prescribed/
Coorsercrryer

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) /

Bpemena ynepxuBanvs 0CHOBHBIX MHKOR
Ha XpoMaTorpaMme: ACTTNITYEMOTD
pacTeopa  MODKHBL  COOTBETCTBORATH
BPEMEHAM  yNEPKUBAHUS IUKOB Ha
XpoMarorpaMme PacTBOpa CTaHAAPTHBIX
obpasior ubynpodena u mapauetamona

(pazmen «Konuyecrrennoe
OnpeneneHne»)
3 |Average tablets weight 976.0 mg / 976.0 mr 940.9 mg to 999.1 mg
Cpennsst macca (970.0 mg + 3%) /
TabeToK Or 9409 wMr o 999,1 Mr

(970,0 Mr + 3 %)

Remarks: The Product conforms to ND/

Ipumesanue: [pogykr COOTBETCTBYeT Tpebosanusm HJI

Opinion: APPROVED
3akmodenune: OJOBPEHO

IIposepeno: Himesh Kumar

———

=

Prepared by / Checked by /
Hoxarorosnero: Pardeep
Kumar \
L
J/‘/ N

Approved by: Manager/Executive

/Ono6peno:Menenxep/Pykosoaut

enb : Manoj Kumar -
lorbssel’s

Reprint Date: 31.01.2023

Hara: Jarta:

Reprint Date: 31.01.2023

Reprint Date: 31.01.2023
Jara:

Registered Officz: 8-2-337, Road No. 3, Barijara 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 ‘I‘:‘.

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, INDIA
Tei: +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIM3A

Page3 of 5/Crp.3u3 5

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

NoyximH®, Tabaerkn,

NIOKPBIThIE MJIeHOYHOH 060a04K0ii, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2300168

Batch Quantity / O6xem naprun : 776.0 KG

040001745036

Analytical Report No / AnafinTuuecknii oraer Ne -

Date of Analysis / laTa anaausa: 31.01.2023

Date of Manufacture / {lata NpouseoAcTBa : Jan-2023

Date of Expiry / Cpok rogrocts : Dec-2027

Analysis performed according ND / Ananus IPOEEACH I

o HJI: TINO011252/01-300522

= __ S

r“ Disintegration /
PacnagaemocTs

07 min /07 mu

Not more than 30 minutes / ﬁ

He 6onee 30 mun

5 |Dissolution /
Pacteopenne

99 % to 104 %

98% to 103 %

Not less than 70% (Q) Ci3H;50,
(Ibuprofen) dissolved in 30 minutes /

He McHee 70 % (Q) C]3H|302
(n6ynpoden) uepes 30 Mun

Not less than 70% (Q) CsHyNO,
(Paracetamol) dissolved in 30 minutes /
He wMemee 70 % (Q) CsHyNO,
(napaueramon) yepes 30 Mun

L

6 |Related substances /
Poncteennsie npumecu
Method 1 / Meropn 1

Method 2 / Meton 2

0.0004 %

0.04%

0.04%

4-aminophenol (paracetamol impurity) /
4-amunO(eHON (IpUMech napaneramora)
- not more than 0.005% /

He 6onee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jlo6as enuuuunag
NIPUMECH (mOynmpodena WU
napaueTramMora) - not more than 0.3% /

He 6oiee 0,3 %

Total impurities (Method 1+ Method 2)/
Cymma npumeceit (Meroz 1 + Metox 2) -
not more than 0.7% / ne 6onee 0,7 %

Remarks: The Product conforms to ND/
Hpumeuanne: [Mpogyxr COOTBETCTBYET Tpeboranusm HJT

Opinion: APPROVED
3akmovenune: OJJOBPEHO

Prepared by /
Iloarotornero: Pardeep

Kumar Qr%

Checked by /
IMposepeno: Himesh Kumar

Cl%——/f,ﬁ’

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

ek : Manoj Kumar i/z ?

Reprint Date: 31.01.2023
Hara:

Reprint Date: 31.01.2023
Jlara:

Reprint Date: 31.01.2023
Jara:

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

Dr. Reddy’s Laboratories Ltqg_
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND|A
Tel : +51 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHDHKAT AHAJIU3A

Page 4 of 5/ Crp.4m35

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HoyRaun®, Ta0JeTKH, MOKPLITHIE NUICHOYHOMH obosiovkoii, 400 mr + 325 mr

i

Batch No / Cepust Ne : V2300168

Batch Quantity / O6bem naptuu : 776.0 KG

040001745036

Analytical Report No / AHaHTHYecKkuii oTaeT No :

Date of Analysis / lara ananuza: 31.01.2023

Date of Manufacture / lata nponisojactea : Jan-2023

Date of Expiry / Cpok rogsocrs : Dec-2027

Analysis performed according ND / Ananuz NpoBefeH n

o HJI: TIN011252/01-300522 |

O6111ee yucio
a3pobHBIX
MHKDOOPIaHH3MOB

b) Total combined
/ Ob1iee uucio
JPOXOKEBBIX U

IJIECHEBBIX I'PUGOB

c) E. coli

yeasts and mould count

7 |Water / Bona 1.2% Not more than 5.0% /
He 6oree 5,0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
units / 1.4 more than 15.0 /
OnHopomHOCTh [Noxasarens npuemiemoctu (AV) nomxen
JO3KUPOBAHHS ObITE He Gonee 15,0
- Ibuprofen /n6ynpoden
Acceptance value (AV) should be not
1.4 more than 15.0 /
- Paracetamol/ Hokazarens npuemnemocty (AV) nomxen
napaneramon OBITH He 6onee 15,0
9 |Microbial limits /
Muxpobuonoruueckas
YHCTOTA
a) Total aerobic 10 CFU/g/ Not more than 1000 CFU/g /
microbial count / 10 KOE/r He 6onee 1000 KOE/r

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

Absent in 1g/ OtcyTctByer B 1r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Shall be absent in lg / OrcyrcrBue B
Ir

Remarks: The Product conforms to ND/
Ipumeyanue: [poaykr COOTBETCTBYET Tpebopanmsm HJJ

Opinion: APPROVED
3akmouenue: OJJOGPEHO

Prepared by /
Honrotoeneo: Pardeep

Kumar Qﬁ_-

-

Checked by /
ITpoBepeno: Himesh Kumar

Cl%-———ié‘

Approved by: Manager/Executive
/Opo6peHo:Menemxep/Pykosoqut

enpb : Manoj Kumar y
& L=

Reprint Date: 31.01.2023
Hara:

Reprint Date: 31.01.2023
Hara:

Reprint Date: 31.01.2023
Hara:
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Dr.Reddy’s Q¢

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

Vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDiA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

PageSofS/Crp.5m 5

[Product: Ibuclin, film-coated tablets,

400 mg + 325 mg
U6ykaun®, tabaerkn, NMOKPLITEIE MIIEHOYHOH 060104K0ii, 400 Mr + 325 mr
Batch No / Cepust Ne : V2300168 Batch Quantity / O6bem naptiu : 776.0 KG
Analytical Report No / Ananmnrayeckuii oTyer No : Date of Analysis / lata ananuza: 31.01.2023
040001745036
Date of Manufacture / Jlara Hpou3BoacTBa : Jan-2023 |Date of Expiry / Cpox roguocrs : Dec-2027
Analysis performed according ND / Ananns nposesen no HJL: T1N011252/01-300522 |
10 [Assay/ 360.0 to 440.0 mg of C,;ngoﬂ
Komnuecteennoe 397.7mg/397.7 mr (Ibuprofen) per tablet /
onpeaeyieHue Ot 360,0 Mr no 440,0 mr Ci3Hi30,
(nbynpoden) B Tabnerke
2925 to 357.5 mg of CgH«)NOz
323.42 mg/323.42 mr (Paracetamol) per tablet /
Or 2925 mr go 357,5 wmr CsHoNO,
(napaueramon) B TabneTke
11 | Package / Ynaxoska 10 tablets in PVC/Al blister, 1 10 tablets in PVC/AI blister. 1, 2 or 20
blister and a patient information |blisters and a patient information leaflet
leaflet in a carton. / Tlo 10 |ina carton. / ITo 10 Tabnetox B [IBX/Al
Tabnetok B [IBX/Al 6mcrep. ITo 1 |6nucrep. Tlo 1, 2 wmm 20 Gmucrepos B
banctepy B nmauky KapTOHHYIO |mauky KapTOHHYIO BMeCTe c
BMECTE C HHCTPYKLHEH MHCTPYKIWEHR 10 NPUMEHEHHIO.
10 [IPHMEHEHHNIO.
12 | Labeling / Mapknporka According to ND, / B cooTseTcTBHE © HII
13 | Storage conditions / At temperature not more than 25 °C. /
Xpanenie [pu Temnepatype ne Boiue 25 °C.
14 | Shelf life / Cpok 5 years/ 5 ner
FOHOCTH o

Remarks: The Product conforms to ND/
Ilpumeuanne: INponykr COOTBETCTBYET TpedoBanusm HJI

Opinion: APPROVED
3akarouenue: OJOBPEHO

Prepared by /
HoarotosneHo: Pardeep

Checked by /
ITpoBepeno: Himesh Kumar

Approved by: Manager/Executive
/Ono6peno:Mene mxep/PykoBoaut

Kumar enb : Manoj Kumar J
J | = — e
- Y
Reprint Date: 31.01.2023 Reprint Date: 31.01.2023 Reprint Date: 31.01.2023
|| Mara: Jara: Hara:

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