Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 28166 56001-02

CEPTHO®UKAT AHAJIM3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoyriaua®, TabieTkU, NOKPLITHIE MJIEHOYHOH 060104K0ii, 400Mr + 325Mr

Batch No / Cepusa N :

V2202196

Batch Quantity / O6bem naptun : 776.0Kg

Analytical Report No

040001665249,890001623213

/ AHaJIuTH4YecKHi oTueT No ;

Date of Analysis / Jlata ananu3za: 27.10.2022

Date of Manufacture / Jlata npouseogcTra : OCT-2022

Date of Expiry / Cpok rognoctn :SEP-2027

Analysis performed according ND / Ananu3 nposeaen mo HJ/T: TIN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, uzm. Ne 2 o1 23.09.2019)

film-coated one-side scored

tablets;

on cross section- white core /
TabneTkn KancyrnosuaHON
chopmbt, MOKpPbITbIE
NNeHOYHOMN obonouxon
OpaHXeBOoro LBeTa, C PUCKOM
Ha OOHOM CTOPOHE; Ha

nonepeYHoM paspese — S4p0
6enoro UBeTa

S. Test Result Specification
No
1 |Description / Onucanue |Capsule-like orange-coloured|Capsule-like orange-coloured film-

coated one-side scored tablets;
on cross section- white to off-white
core / TabneTkn KancynoBWAHOW
hopMbl,  MOKPbITbIE  MNEHOYHOW
000NOYKON OpaHXEBOro LBeTa, C
pYCKO Ha OOHOW CTOpPOHE, Ha
NonepevyHoM  paspese A8po
Benoro nnu noytn 6enoro UBeTa

Remarks : The Product conforms to ND/
IIpumeyanue: [MpoaykT cooTBeTcTBYET TpeGoBanuaM HJ[

Opinion : APPROVED
3akmouenue: OJIOBPEHO

Prepared by /
IMoarotosneHo:

Checked by /
IIpoBepeHo: Naresh Kumar

3

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

]A(;\w
—

Pravesh Rana
Print Date:

Hara: 27.10.2022

Print Date:
Hara: 27.10.2022

Print Date:
Hata. 27.10.2022

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

vill. Khoi, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Te! : +91 28166 56001-02

CEPTHO®UKAT AHAJIN3A

www.drreddys.com

Noykanu®, TaGaeTKH,

[Product : Ibuclin, film-coated tablets 400 mg + 325 mg
MOKPbIThIE NJACHOIHOM o6osiouKoit, 400mr + 325mr

Batch No / Cepust Ne : V2202196

Batch Quantity / O6bem naprun : 776.0Kg

Analytical Report No/ AHanuTH4eckuii oTuer No :
040001665249,890001623213

Date of Analysis / lata apanusa: 27.10.2022

Date of Manufacture / Jlata npoussogctsa : OCT-2022

Date of Expiry / Cpok roasocts :SEP-2027

Analysis performed according ND / AmaJjiu3 NpoBeAeH 1o
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, u3M. Ne 2 ot 23.09.2019)

HJI: TIN011252/01-110717 (amend Ne 1 from

2 Identification /
MNoAanMHHOCTb

a) Complies as prescribed/
B cooTBeTCTBMM C
onucaHwem

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)/

BpemeHa yAepXWBaHUsA OCHOBHbIX
nnKkoBe Ha XpomaTorpamme
UCMbITYeMOro  pacteopa  AOMMKHbI
COOTBETCTBOBATH BpeEMeHam
yaepxupaHus NUKOB Ha
Xpomarorpamme pacteopa
cTaHpapTHbIX obpasuos
nbynpocheHa 1 napaueramona
(pasgen «Konu4yectseHHoe
onpepneneHver)

macce

3 |Average weight and
mass uniformity /
CpepaHsas macca n
|OQHOPOAHOCTb MO

966.7 mg

Complies /cooTBETCTBUX C

|

940,9 mg to
(970,0 mg £ 3,0 %) /
Ot 9409 wmr no
(970,0 mr + 3,0 %)

9991  mg

9991 wr

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

Remarks : The Product conforms to ND/
Mpumeuanne: [poayKT COOTBETCTBYET tpebosanuaM HJT

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by /
[ToArOTOBAEHO:
Pravesh Rana

/
/
Fi L

Checked by /
ITposepeno: Naresh Kumar

"

Approved by: Manager/Executive /
Ono6peHo: Menemxep /
Pykosoautens :Amit Kumar

/A»‘;,,\f;f

Print Date:
Jata: 27.10.2022

Print Date:
JHara: 27.10.2022

Print Date:

Iara. 27.10.2022

Registered Office: 8-2-3

37, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana. India

Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com




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 : +91 98166 56001-02

CEPTUOUKAT AHAJIN3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HG6ykaun®, TabaeTKH, NOKPHITHIE IIEHOYHOI 060104K0ii, 400Mr + 325Mr

Batch No / Cepus Ne : V2202196

Batch Quantity / O6bem naptuu : 776.0Kg

040001665249,890001623213

Analytical Report No / AHanuTndeckuii oTyer Ne :

Date of Analysis / lata anamau3a: 27.10.2022

Date of Manufacture / lata npoussogcrsa : OCT-2022

Date of Expiry / Cpox roamoctu :SEP-2027

Analysis performed according ND / Ananus nposeaen no HJ: ITN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, uam. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnapgaemocTtb

12 minutes 12 seconds

Not more than 30 minutes /
He 6onee 30 MuH

5 |Dissolution /
PacTteopeHne

96% - 102%

97% - 102%

NLT 70% (Q) Ci3H1s02 (Ibuprofen)
dissolved in 30 minutes /
He meHee 70 % (Q)
(nbynpodcbeH) yepes 30 muH

C13H1802

NLT 70% (Q) CsHeNO,
(Paracetamol) dissolved in 30
minutes /

He wmeHee 70 % (Q) CgHyNO:

(napauetamon) yepes 30 MUH

6 |Related substances /
PoacteeHHble npumecn

0.06%

0.0001%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecel
nbynpodeHa — He Gonee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amvHodeHon (NpumMech
napauetamona) — He 6onee 0,005%

7 |Water/Bopa

1.3%

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

Remarks : The Product conforms to ND/
Ipumeuanne: ITponykr coorBercTByeT TpeboBaHusam HJL

Opinion : APPROVED
3aknouenue: OJIOBPEHO

Prepared by /
IMoaroroenexo:
Pravesh Rana

Checked by /
ITposepeHo: Naresh Kumar

&

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

N\
-

Print Date:
Hara: 27.10.2022

Print Date:
Hata: 27.10.2022

Print Date:
Hara. 27.10.2022

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

CIN: L85195AP1984PLCO04507

www.drreddys.com




‘..o Dr. Reddy's Laboratories Ltd.

Y e Formulation Unit-6

DI". Reddy S $ Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS  Tel: +51 98166 56001-02
CEPTUDOUKAT AHAJIN3A www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoyxknanu®, TabiaeTkH, NOKPLITHIE MIIEHOYHOM 060/1049K0i, 400Mr + 325Mr
Batch No / Cepusa Ne : V2202196 Batch Quantity / O6bem naptun : 776.0K g

Analytical Report No / Ananutnueckuii oryer Ne : Date of Analysis / laTa ananm3za: 27.10.2022
040001665249,890001623213

Date of Manufacture / lata npoussoacTsa : OCT-2022 |Date of Expiry / Cpok roasocrn :SEP-2027

Analysis performed according ND / Anann3 nposenen mo H: T1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

*8 |Microbial limits /

MukpoBuonorudeckasn

yucToTa Less than 10 CFU/g /

a) Total aerobic Menee 10 KOE/r Not more than 1000 CFU/g /

microbial count / He 6onee 1000 KOE/r

| O6Llee yncno

aspobHpIX

MUWKPOOpPraHu3MoB

b) Total combined Less than 5 CFU/g / Not more than 100 CFU/g /

yeasts and mould MeHee 5 KOE/r He 6onee 100 KOE/r

count / O6Luee Yucno

OPONOKEBbBIX U

nnecHesbIX rpubos

Absent / OtcyTcTByeT
c) E. coli Shall be absent in 1g / OtcyTcTBUME B
ir

Remarks : The Product conforms to ND/ Opinion : APPROVED
1Ipumeuanue: TIpoaykt coorBerctByer Tpeboanusam H]J | 3axmouenue: OTIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: Iposepeno: Naresh Kumar | Ono6peno: Menemkep /
Pravesh Rana Pykosomutens :Amit Kumar
Print Date: Print Date: Print Date:
Hata: 27.10.2022 Hata: 27.10.2022 Hara. 27.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



q.o Dr. Reddy's Laboratories Ltd.

’ °@® Formuiation Unit-6

Dr. Reddy s '. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUDOUKAT AHAJIN3A www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykann®, TadaeTKH, NOKPHITHIE INIEHOYHOH 000J104K0if, 400Mr + 325mMr
Batch No / Cepus Ne : V2202196 Batch Quantity / O6nem napTuu : 776.0Kg

Analytical Report No / AHanuTu4ecknii oryer Ne : Date of Analysis / laTa ananu3a: 27.10.2022
040001665249,890001623213 '

Date of Manufacture / Jlata npoussoactsa : OCT-2022 |Date of Expiry / Cpok rogaoctn :SEP-2027

Analysis performed according ND / Ananus nposegen o H: ITN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, usm. Ne 2 ot 23.09.2019)

9 |Uniformity of dosage Acceptance value (AV) should be
units not ' more than 15.0 /
/ OgHopoAaHoOCTb 1.7 Mokasatens npnemnemocTn (AV)
0031poBaHns [osKeH ObITh He Bornee 15,0.
Ibuprofen /
néynpocheH Acceptance value (AV) should be
1.5 not more than 15.0 /
Paracetamol / MokasaTtens npuemnemocTtn (AV)
napaugtamon JormkeH obITb He Bonee 15,0.
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [Ipoaykt cooTBeTcTBYeT TpeGoBanusm H]I | 3akmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBneHo: ITposepeno: Naresh Kumar | Onobpeno: Menemkep /
Pravesh Rana y Q PyxoBomuTens : Amit Kumar
b ~ =
Print Date: Print Date: Print Date:
Hara: 27.10.2022 Hara: 27.10.2022 Hata. 27.10.2022

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
CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s ":'.

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02

CEPTHOHUKAT AHAJIU3A www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noykaun®, TabaeTkH, NOKPHITHIE ILIEHOYHO# 060109K0i, 400Mr + 325Mr

Batch No / Cepust Ne : V2202196

Batch Quantity / O6bem napruu : 776.0Kg

Analytical Report No / AHajnTudyeckuii oryer Ne ;
040001665249,890001623213

Date of Analysis / JlaTa ananuza: 27.10.2022

Date of Manufacture / Jlata npoussoacrsa : OCT-2022

Date of Expiry / Cpok rognoctn :SEP-2027

Analysis performed according ND / Ananun3 nposegen mo HJ[: [TN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

10 |Assay/ 390.9 mg
KonwnyecTeeHHoe
onpepeneHne
|
324.00 mg

360 to 440 mg of Cq3H1s0;
(Ibuprofen) per tablet /

OT 360,0 Mr go 440,0 Mr C13H1802
(nbynpodeH) B TabneTke

2925 to 357.50 mg of CgHsNO,
(Paracetamol) per tablet /

Ot 292,5 mr go 357,5 mr CgHgNO,
(napaueTamon) B TabneTke

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoaykT coorBercTByeT TpeboBanusam HJI

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by /
IloxarorosiieHo:
Pravesh Rana

A

/

Checked by /
IIposepeno: Naresh Kumar

a

g

Approved by: Manager/Executive /
Onobpeno: Menemxkep /
PyxoBoautens : Amit Kumar

)
- i

Print Date:
Hara: 27.10.2022

Print Date:

Hata: 27.10.2022

Print Date:
Jara. 27.10.2022

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

CIN: L85195AP1984PLC0O04507

www.drreddys.com
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Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

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

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

CEPTUDPUKAT AHAJIM3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyxanu®, TabieTKH, IOKPLITHIE IJIEHOYHOM 060/104K0i, 400Mr + 325Mr

Batch No / Cepus Ne : V2202196

Batch Quantity / O6bem naptun : 776.0K g

040001665249,890001623213

Analytical Report No / Ananuru4yeckmii oruyer Ne :

Date of Analysis / laTta anamam3a: 27.10.2022

Date of Manufacture / lata npousBogcrsa : OCT-2022

Date of Expiry / Cpok rogaoctn :SEP-2027

Analysis performed according ND / Ananu3s nposeaen no H: T1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

11 | Package / YnakoBka |10 tablets in PpVC/AI 10 tablets in PVC/AI blister. 1, 2 or
blister. 1 blister and a 20 blisters and a patient information
patient information leaflet in |leaflet in a carton. / Mo 10 TabneTok
a carton. / o 10 Tabnetok |8 MBX/Al 6nuctep. Mo 1, 2 vnu 20
B MBX/Al 6nucTep. Mo 1 BnMcTepoB B NayKy KApTOHHYIO
6rvcTepy B navky BMECTE C MHCTpyKUMel no
KapTOHHYI0 BMecTe C MPUMEHEHMIO.

WHCTPYKUMEN Mo
NPUMEHEHMIO.

12 | Labeling / Mapkuposka | According to ND / B cooteeTcTBUM ¢ HI
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue MNpv TemnepaTtype He Bbiwe 25 °C.

14 | Shelf life / Cpok 5years /5 net

rogHoCcTn

Remarks : The Product conforms to ND/
IIpumeyanue: [IpoaykT cooTBeTcTBYET TpeGoBaHuaM HJJ

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by /
IToarorosneHo:

Checked by /
IIposepeno: Naresh Kumar

«

——

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

——

Pravesh Rana _
f A
Print Date:

Hara: 27.10.2022

Print Date:
Hata: 27.10.2022

Print Date:
Hata. 27.10.2022

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507

www.drreddys.com




