Dr.Reddy’s ‘_‘:‘

CERTIFICATE OF ANALYSIS

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

CEPTHOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyxanu®, Tab1eTkH, NOKPLITHIE NIEHOYHOH 000104K0i, 400Mr + 325mr

—

Batch No / Cepust No : V2201757 Batch

Quantity / O6bem naptun : 776.0Kg

Analytical Report No / Anaantuyeckuii oruer No :
040001638473,890001613942

Date of Analysis / /lata ananusa: 12.09.2022

Date of Manufacture / /lata npoussoacrsa : Aug-2022

Date of Expiry / Cpok roauocrn :July-2027

Analysis performed according ND / Ananus nposenen mo HJI: [1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ n3m. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09,2019)

S. | Test
No

Result

Specification

1 |Description / Onucanue

Capsule-like orange-coloured
film-coated one-side scored

tablets;

on cross section- white core /
Tabnetku kancynosugHom
dopmbl, NoKpbITLIE
MeHoOYHON obornoukoi

OpPaH>XXeBoro LBeTa, C PUCKOM
Ha OAHOW CTOpPOHE;, Ha
ronepeyHomM paspese — 94po
Benoro LUBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTkm kancynoBugHow
opMbI,  MOKPbLITHIE  MFIEHOYHO
o6onoyko opaHXeBoro useTa, ¢
PUCKOM Ha OJHOW CTOPOHE; Ha
nonepeyHom paspese —  s4pO0
Benoro unu no4Ttn 6enoro LBeTa

Remarks : The Product conforms to ND/
Ipumeyanne: [Ipoaykt cootBeTcTBYET TpeboBanusm HJJ

Opinion : APPROVED
3axmovenne: OJJOGPEHO

Prepared by /
[logroroBneHo:

Ankit b
ok

Checked by /
IlposepeHo: Pardeep Kumar

-

Approved by: Manager/Executive /
Opnobpeno: Menemxep /
PykoBonutens : Amit Kumar

e

Print Date:
Mara: 12.09.2022

Print Date:
Hata:12.09.2022

Print Date:
Hata: 12.09.2022

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 Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS  Www.drreddys.com

CEPTUOUKAT AHAJIU3A

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

Noykaun®, TabiaeTku, NOKPLITHIE IEHOYHOI 000004 KoiH, 400Mr + 325Mr

Batch No / Cepusi Ne : V2201757 Batch Quantity / O0nbem naptun : 776.0Kg

040001638473,890001613942

Analytical Report No / Ananurudecknii oruer No : Date of Analysis / J/lata ananusa: 12.09.2022

Date of Manufacture / JlaTa nponsBoacrsa : Aug-2022 | Date of Expiry / Cpok roguocts :J uly-2027

Analysis performed according ND / Anaun3 nposeaen no HJI: T1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3zm. Ne 1 ot 06.09.2018, u3zm. Ne 2 ot 23.09.2019)

2 Identification / a) Complies as prescribed/
MoanuHHoCTh B cootBeTcTBUK C
onncaHnem

The retention time 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)/

BpemMeHna ygepxumBaHus OCHOBHBbIX
NUKoB Ha XpomaTtorpaMmme
UCNBITYEMOro  pacTsopa  AOJKHbI
COOTBETCTBOBATL BpemMeHam
yAaepKnBaHus NAKoB Ha
Xpomarorpamme pacTtsopa
CTaHAapTHLIX obpasuos
ubynpotpeHa u  napauetamona
(paspen «KonuuyecteeHHoe
onpegernexHner)

3 |Average weight and 970.7 mg
mass uniformity /
CpepnHsist macca u
OfHOPOAHOCTL MO
mMacce

Complies /cooTBeTCTBUN C

940,9 mg to 999,1 mg
(970,0mg + 3,0 %) /

Or 9409 wmr po 9991 wr
(970,0 mr £ 3,0 %)

18/20 tablets — NMT + 5% /
18/20 TabneTtok — He Gonee + 5 %
2/20 tablets — NMT + 10% /
2/20 TabneTok — He Bonee + 10 %

Remarks : The Product conforms to ND/
ITpumeuanue: [poaykr coorercTByet Tpebopanuam HJJ

Opinion : APPROVED
3akawuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: ITpoeepeno: Pardeep Kumar | Ono6peno: Menemxep /
Ankit E,l. Pykoroaurens : Amit Kumar
A :
(A £ N
Print Date: Print Date: Print Date:
Mara: 12.09.2022 Hata:12.09.2022 Hata: 12.09.2022
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CERTIFICATE OF ANALYSIS

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

CEPTHOHKAT AHAJIH3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NOykann®, Tabnerku, NOKpLITHIE IIEHOYHOIT 060104K0iH, 400Mr + 325Mr

Batch No / Cepus Ne : V2201757

Batch Quantity / O6bem naptun : 776.0Kg B

040001638473,890001613942

Analytical Report No / AHanmuTn4eckuit otyer Ne :

Date of Analysis / JlaTa ananau3za: 12.09.2022

Date of Manufacture / /lata npousBoactsa : Aug-2022

Date of Expiry / Cpok roadocru :July-2027

Analysis performed according ND / Anann3 nposeaen no HJI: I1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnagaemocTtb

08 minutes 53 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacTteopeHune

95% - 98%

96% - 98%

NLT 70% (Q) C13H1s02 (lbuprofen)
dissolved in 30 minutes /

He meHee 70 % (Q) Ci3Hg02
(nbynpodeH) yepes 30 MUH

NLT 70% (Q) CsHoNO>
(Paracetamol) dissolved in 30
minutes /

He meHee 70 % (Q) CgHgNO,
(napaueTtamon) yepes 30 MUH

6 |Related substances /
PopacTteeHHbIe npumecu

0.03%

0.0002%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecelit
nbynpoceHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuiHobeHon (Npumech
napaueTtamona) — He bonee 0,005%

7 |Water/Bopa

1.6%

Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
[Ipumeuanne: [Tponykr coorBeTcTBYeT TpeGoBanuam HJ[

Opinion : APPROVED
3akaouenue: OJOBPEHO

Prepared by /
IToarorosneHo:

Ankit /ﬂ

Checked by /
IIposepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menexep /
PykoBoaurens : Amit Kumar

Print Date:
Jarta: 12.09.2022

Print Date:

Hara:12.09.2022

A
S
Print Date:

Jara: 12.09.2022
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS  www.drreddys.com

CEPTUOHUKAT AHAJIU3A

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

NG6ykauH®, Tab1eTkn, NOKPbITHIE MIEHO4HOI 060J04K0il, 400Mr + 325Mr

Batch No / Cepus Ne : V2201757 Batch Quantity / O6bem naptun : 776.0Kg B

040001638473,890001613942

Analytical Report No / AHaanTH4eckuii otyer Ne : Date of Analysis / laTa ananu3za: 12.09.2022

Date of Manufacture / lata npoussosictsa : Aug-2022  [Date of Expiry / Cpok roguocty :July-2027

Analysis performed according ND / Ananus nposeaen no HJI: I1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018, usmM. Ne 2 o1 23.09.2019)

*8 |Microbial limits /
MukpoGuonorudeckas
yncToTa 10 CFU/g/ 10 KOE/r
a) Total aerobic
microbial count /
O6Lyee yucno
a3pobHbIX
MUKPOOPraHn3moB Less than 5 CFU/g /
MeHee 5 KOE/r

b) Total combined
yeasts and mould
count / Obuiee vncno
OPOMOKEBBIX W Absent / OTtcyrcTByeT
nnecHeBbIX rpubos

c) E. coli

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

Not more than 100 CFU/g /
He G6onee 100 KOE/r

Shall be absent in 1g / OTcyTcTBUE B
1r

Remarks : The Product conforms to ND/ Opinion : APPROVED
[Ipumeyanue: I1ponykT cooTBeTcTBYeT TpeGoBanuam HJ| | 3akmouenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[lonrorosneno: IIposepeno: Pardeep Kumar | OnoGpeno: Menenxep /
Ankit /7 = PykoBoaurens :Amit Kumar
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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 AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HOykauH®, TabiieTkH, mOKpbIThIC NIEHOYHOI 060J10uK0¥, 400mr + 325Mr

Batch No / Cepust Ne : V2201757

Batch Quantity / O6nem mapTuu : 776.0Kg

Analytical Report No / Anasmmruyecknii oruer Ne :
040001638473,890001613942

Date of Analysis / Jlata anannsa: 12.09.2022

Date of Manufacture / laTa npoussoacrsa : Aug-2022

Date of Expiry / Cpox roasocru :July-2027

Analysis performed according ND / Anasnus nposesen mo HI: [1 N0O11252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018. n3m. Ne 2 ot 23.09.2019)

units

[031poBaHus
Ibuprofen /
néynpodceH

9 |Uniformity of dosage

/ OaHopoaHOCTL 1.4

Acceptance value (AV) should be
not more than 15.0 /
lMNokasartens npuemnemoctu (AV)
AormxeH ObiTe He bonee 15,0.

Acceptance value (AV) should be

1.3 not more than 15.0 /
Paracetamol / Mokazartens npuemnemoctu (AV)
napauertamon AormxeH 6bITe He bonee 15,0.
10 |Assay/ 398.3 mg 360 to 440 mg of CiH0o
KonuuecteeHHoe (Ibuprofen) per tablet /
onpegeneHue Ot 360,0 mr oo 440,0 mr Cq3H450,
(nbynpodbeH) B Tabnetke
322.26 mg

2925 to 357.50 mg of CgHgNO,
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CgHgNO,
(napaueTtamon) B TabneTke

Remarks : The Product conforms to ND/
Ipumevanue: [poaykT cooteTcTByeT TpeboBanusam HJJ

Opinion : APPROVED
3akmouenue;: OJJOBPEHO

Prepared by /
IMoarororneHo:

Ankit @

Checked by /
ITpoeepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep /
Pykosoaurens :Amit Kumar

I -
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Print Date:
Hata: 12.09.2022

Print Date:
Hata:12.09.2022

Print Date:
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Badd;i,
Distt. Solan, H.P,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CEPTUDOHUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HOyk/mn®, TabaeTku, NOKPLITHIE NIeH0YHOoiT 060104K0#, 400Mr + 325Mr

Batch No / Cepus Ne : V2201757

Batch Quantity / O6bem napruu : 776.0Kg

040001638473,890001613942

Analytical Report No / Ananuruyeckuii otuer Ne :

Date of Analysis / Jlata ananusa: 12.09.2022

Date of Manufacture / /lata npousBoacrsa : Aug-2022

Date of Expiry / Cpok rogsocru :July-2027

Analysis performed according ND / Ananus nposenen mo HJI: [T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

11 | Package / YnakoBka

10 tablets in PpVC/AI
blister. 1 blister and a
patient information leaflet in
a carton. / o 10 TabneTok
B MBX/Al 6nuctep. Mo 1
Bnnctepy B nauky
KapTOHHYIO BMecTe ¢
VHCTPYKUMEN no
NPYMEHEHNIO.

10 tablets in PVC/Al blister. 1, 2 or
20 blisters and a patient information
leaflet in a carton. / Mo 10 TabrneTok
B MBX/Al 6nuctep. Mo 1, 2 unu 20
Bnuctepos B Nayuky KapTOHHYHO
BMECTE C UHCTPYKUMEN Nno
NPUMEHEHMIO.

12 | Labeling / MapkupoBka

According to ND / B cootBeTcTBMM ¢ HJ,

13 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHne Mpun TemnepaTtype He Bbiwe 25 °C.
14 | Shelf life / Cpok 5years /5 net
roAHOCTM

Remarks : The Product conforms to ND/
Hpumeuanune: [ponykr coorBercTByeT TpeboBanusm HJJ

Opinion : APPROVED
3aknwuenue: OJOBPEHO

Prepared by /
IloaroroBneno: _

Checked by /
IlpoeepeHo: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxep /
Pykoroauresns :Amit Kumar

Ankit / ﬂ
Print Date:

Hara: 12.09.2022

Print Date:
Hata:12.09.2022

Print Date:
Hara: 12.09.2022
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