Dr.Reddy’s €3¢

Dr. Reddy's Laboratories [td.
Formulation 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
CEPTUPHKAT AHAJIHU3A

Page10f6/Crp. 1 mu36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NOoykanH®, Tab/1eTKH, MOKPLITHIE IIEHOYHOI 060,104K0i1, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2300633

Batch Qu

antity / Odbem naprum : 727.5 KG

040001810552

Analytical Report No / Anajurnyeckuii oryer Ne :

Date of Analysis / laTa ananusa: 15.04.2023

Date of Manufacture / Jata nponssogcrsa : Mar-2023

Date of E

xpiry / Cpok rogaoctu : Feb-2028

Analysis performed according ND / Anann3s nposenen no HJI: 1 N011252/01-300522

Ne Test / [TokasaTein

Results/ Pe3ysbraThl

Specification / Hopma

1 |Description/ Onucanne

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section — white core. /TabyeTku
KancynoBUAHONH (GOpMbI, MOKPBIThIE
TIJIEHOYHOM 000JI04YKOM OpaHKeBOTo
L[BETA, C PUCKOH Ha OJHON CTOPOHE;
Ha TIONEPEYHOM pa3pese PO
6enoro nsera.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
TabneTkn  KancynoBHIHOM (hopmbl,
TIOKPBIThIE TJIEROYHOH 00607104 KO#
OpaHXXEBOro LBETa, C PUCKOH Ha OJHOI
CTOPOHE; Ha MONEPEYHOM paspese — sipo
6eJ10ro UK NoYTH BesIoro UBeTA.

Remarks: The Product conforms to ND/
Hpumeuanne: [poaykt cootBeTcTBYET TpeGoanuam HJT

Opinion: APPROVED
3akmouenue: OJOBPEHO

Prepared

bylloarorosneHo: V(/'
Ramakant —

Checked by /
ITpoBepeHo: Rajeev Gandhi

0l

Approved by: Manager/Executive
/Onobpeno:Menemkep/PykoBoaut /

ejb :Manoj Kumar .

Reprint Date: 15.04.2023
JHara:

Reprint Date: 15.04.2023
Jara:

Reprint Date: 15.04.2023
Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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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 : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Page2 of 6/ Ctp.2 u3z 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
No6ykn1uH®, TabieTKH, NOKPbITHIE MJIEHOYHOH 000J104K0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2300633

Batch Quantity / O6bem naptuu : 727.5 KG

040001810552

Analytical Report No / AHanuTH4ecknii oTyeT Ne :

Date of Analysis / Jlata ananuza: 15.04.2023

Date of Manufacture / laTa npousBoacrsa : Mar-2023

Date of Expiry / Cpok roanoctu : Feb-2028

Analysis performed according ND / Anann3s nposegen mo HJI: IT1 N011252/01-300522

2 Identification /
TToaNMHHOCTD

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 yaep>xuBaHusl OCHOBHBIX MHKOB
HAa  XpoMmarorpamme HCIIBITYEMOTO
pacTBopa  JOJDKHBI  COOTBETCTBOBAThH
BpeMeHaM  yJAep)KUBAHUS [HKOB  Ha
XpoMaTorpaMme pacTBOpa CTaHAAPTHBIX
obpasuoe ubynpodeHa u mnapaieramorna
(paznen «KonmuuectsenHoe
OTIPEJIETICHHEY)

3 |Average tablets weight
CpenHsis Macca
TabneTok

976.0 mg/ 976.0 mr

940.9 mg to 999.1
(970.0 mg £+ 3%) /
Ot 940,9 Mr

(970,0 Mr =3 %)

mg

o 999,1 MT

Remarks: The Product conforms to ND/
IIpumeuanue: [IpoaykTt cooTBeTcTBYeT TpeboBaHusAM HJI

Opinion: APPROVED
3akmwouenue: OJOBPEHO

Prepared
bylloarorosnexo:

Ramakant %L i o

Checked by /
[TpoBepeno: Rajeev Gandhi

iy

Approved by: Manager/Executive
/Onobpeno:Menemrep/PykooauT

Reprint Date: 15.04.2023
Hara:

Reprint Date: 15.04.2023

Hara:

enb :Manoj Kumar \"h,,_,&!!w_/

Reprint Date: 15.04.2023
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
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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
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A

Page3 of 6/ CTp.3 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Moyxanu®, TabjeTky, NOKPbIThIe NUIeHOYHOi 06010uK0i, 400 mr + 325 mr

Batch No / Cepusi Ne : V2300633

Batch Quantity / O6bem napruu : 727.5 KG

040001810552

Analytical Report No / AranuTnueckunii orger No :

Date of Analysis / JlaTa ananau3za: 15.04.2023

Date of Manufacture / /laTa npousBoacrsa : Mar-2023

Date of Expiry / Cpok rogHoctu : Feb-2028

Analysis performed according ND / Ananus nposeaen no HJ/I: TIN011252/01-300522

4 |Disintegration /
PacnagaemocTtb

06 min /mu / 06 sec/MUH

|N0t more than 30 minutes /
|He oonee 30 MUH

5 |Dissolution /
Pacteopenue

96% to 102%

101 % to 103 %

Not less than 70% (Q) Ci3His02
(Ibuprofen) dissolved in 30 minutes /

He wMenee 70 % (Q) CisHisO:
(ubynpoden) yepes 30 MUH

Not less than 70% (Q) CsHoNO;
(Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) CsHoNO»
(napaneramon) uepes 30 Mun

6 |Related substances /
PoncTBeHHbIE TPUMECH
Method 1 / Meton 1

Method 2 / Meton 2

0.0001 %

0.03%

0.03%

4-aminophenol (paracetamol impurity) /
4-amuHOGbeHON (pYMeCh MapaleraMmona)
- not more than 0.005% /

He 6onee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jlobas enuHU4HAs
NIPUMECH (ubynpodena Wnu
napatieTamona) - not more than 0.3% /

He 6onee 0,3 %

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

Remarks: The Product conforms to ND/
Ipumeuanue: [Ipoaykr cooTBeTcTBYeT TpeboBaHUsAM HJL

Opinion: APPROVED
3akmouenue: OJJOGPEHO

Prepared
bylloarorosiexo: W y
Ramakant -

Checked by /
[Tpoeepeno: Rajeev Gandhi

Approved by: Manager/Executive
/Oﬂ06peH0!MCHC,ZL)Kep/PYI{Q_I_S_OIIHT |

ens :Manoj Kumar LIAL
Reprint Date: 15.04.2023 Reprint Date: 15.04.2023 Reprint Date: 15.04.2023
Hara: Hara: Hara:
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‘.. Dr. Reddy's Laboratories Ltd.

Y °® Formulation Unit-6

Dr‘ Reddy s 0. Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

Page4 of 6/ Crp.4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykann®, TabaeTkH, NOKPHITHIE IJIEHOYHOH 0001049K0H, 400 Mr + 325 mr

Batch No / Cepus Ne : V2300633 Batch Quantity / O6bem napTum : 727.5 KG
Analytical Report No / AnanuTnyecknii otyer Ne : Date of Analysis / lata asanu3a: 15.04.2023
040001810552

Date of Manufacture / /lata npousBoacrea : Mar-2023 |Date of Expiry / Cpok roanocru : Feb-2028

Analysis performed according ND / Auasns nposesen no H/: T1N011252/01-300522

7 |Water / Boga 1.4 % ‘Not more than 5.0% /
He 6o1ee 5,0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
units / 1.6 more than 15.0/
OnHOPOZHOCTB Iokaszatens npuemaemoctu (AV) nosmken
JIO3UPOBAHUS ObITh He Honee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
more than 15.0 /
- Paracetamol/ [Tokasaress npuemneMoctu (AV) nosmxken
napateramo 1.7 6b1Th He 6onee 15,0
Remarks: The Product conforms to ND/ Opinion: APPROVED
IIpumevanne: [TpoayxT cooTBeTcTBYET TpebopanusM HJJ 3akmoyenne: OJOBPEHO
Prepared Checked by / Approved by: Manager/Executive
bylloarorosncHo: W [IpoBepeHo: Rajeev Gandhi @[/ /Ono6peno:Menexep/Pykosojur
Ramakant v  ens :Manoj Kumar u /
Reprint Date: 15.04.2023 Reprint Date: 15.04.2023 Reprint Date: 15.04.2023
Jlata: Jara: 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
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Q_‘.'-'

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

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

CERTIFICATE OF ANALYSIS
CEPTUOPHKAT AHAJIM3A

Page Sof 6/ Crp. 5 u3z 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
U6ykauH®, TabJ1eTKH, TOKPBITHIE NJIeH0YHOii 060104K0H, 400 Mr + 325 mr

Batch No / Cepus Ne : V2300633

Batch Quantity / O6bem maptuu : 727.5 KG

040001810552

Analytical Report No / AHaauTHYeckui oryer Ne :

Date of Analysis / [lata ananusa: 15.04.2023

Date of Manufacture / /lata npousBoacrsa : Mar-2023

Date of Expiry / Cpok roasocts : Feb-2028

Analysis performed according ND / Ananu3s nposeaen mo HJ: T1 N011252/01-300522

9 |Microbial limits /
Mukpobuonorundeckas
4CTOTA

a) Total aerobic
microbial count /
O61iee yncio
a’pOOHBIX
MHKPOOPraHH3MOB

b) Total combined
yeasts and mould count
/ Ob1iiee yucio
JIPOJOKEBBIX U
TUJIECHEBBIX FPUOOB

¢) E. coli

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

Less than 5 CFU/g/
Menee 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 / OTcyrcTBHE B
Ir

Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanne: [Ipoaykr coorercTByeT TpeGoBaHusM HJI 3axmoyenune: OJOBPEHO
Prepared Checked by / Approved by: Manager/Executive
bylloarotoBneHo: @»@ [TpoeepeHo: Rajeev Gandhi @/ /O noGpeno:Menemxep/PykoBoauTt
Ramakant | enb :Manoj Kumar M

Reprint Date: 15.04.2023 Reprint Date: 15.04.2023 Reprint Date: 15.04.2023

Hara: Hara: 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
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Dr.Reddy’s ":‘

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

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

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIN3A

Page 6 of 6 / Crp. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MNoykauH®, TabJ1eTKH, NOKPBITHIE IJIEHOYHOMH 060104K0ii, 400 mr + 325 mr

Batch No / Cepus Ne : V2300633

Batch Quantity / O6bem naprum : 727.5 KG

040001810552

Analytical Report No / Ananurnueckuii oTyer Ne :

Date of Analysis / laTa anaanza: 15.04.2023

Date of Manufacture / Jlata npon3BosacTsa : Mar-2023

Date of Expiry / Cpok rognoctu : Feb-2028

Analysis performed according ND / Anann3s nposegen mo H/I: IT N011252/01-300522

10 |Assay/

OornpeacjeHne

KonnyectBeHHOE

395.8 mg/395.8 mr

327.55mg/ 327.55 mr

360.0 to 4400 mg of CpiHiz0,
(Ibuprofen) per tablet /

Or 360,0 mr go 440,0 mr C;3HisO»
(ubymnpodeH) B Tabnerke
292.5 to 3575 mg
(Paracetamol) per tablet /
Or 292,5 mr go 357,5 mr CgHoNO;

(napaueramon) B TabneTke

of CngNOz

11 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabsetok B [IBX/Al 6nucrep. 1o 1
Onuctepy B TMayKy KapTOHHYIO
BMeCTe C MHCTPYKLUeH

10 IPUMEHEHHIO.

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 Tabnerok B I[IBX/Al
6mucrep. ITo 1, 2 unu 20 6nucTepoB B
navky KapTOHHYIO BMeECTe c
UHCTPYKLHEHN MO PUMEHEHHIO.

12 | Labeling / MapkupoBka

According to ND. / B cootBerctBuu ¢ HJI.

XpaHeHue

13 | Storage conditions /

ITpu Temneparype He Bbiwre 25 °C.

At temperature not more than 25 °C. /

rogHOCTH

14 | Shelf life / Cpok

5 years / 5 net

Remarks: The Product conforms to ND/
IIpumeyanue: IIpoaykr coorercTByeT TpeboBaHusM HJL

Opinion: APPROVED
3axarouenne: OJIOBPEHO

Prepared Checked by / Approved by: Manager/Executive
hylTaraTar nr-u:g)u\ad“ [IporepeHo: Rajeev Gandhi@/ /Qnobpeno:Menemxep/Pyroroaut
Ramakant il enb :Manoj Kumar i
Reprint Date: 15.04.2023 Reprint Date: 15.04.2023 Reprint Date: 15.04.2023

Jara: JlaTta: 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
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