Dr.Reddy’s ":'.

CERTIFICATE OF ANALY

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
SIS Tel : +91 98166 56001-02

CEPTHDHUKAT AHAJIM3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HUoyxaun®, TabieTkn, NOKPbITHIE MIeHOUHOiT 060104K0#, 400mMr + 325mr

Batch No / Cepus Ne : V2202039

Batch Quantity / O6bem naptum : 776.0Kg

040001656361,890001620550

Analytical Report No / Ananurndeckuii oTueT Ne :

Date of Analysis / [lata anannsa: 13.10.2022

Date of Manufacture / Jlata npou3BoacTpa : SEP-2022

Date of Expiry / Cpok roanoctn :AUG-2027

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

S. Test
No

Result

Specification

1 iDescription / Onncaxune

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

on cross section- white core /

Tabnetku KancynosuaHoun
dhopmbl, NOKPbIThIE
MIIeHOYHON obornouykoi

OpaHXeBoro UseTa, ¢ puckom
Ha OOHOW CTOpOHE, Ha
nonepeyYyHom paspese — s4po
Oenoro uBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTku KancynosugHown
dopmbl,  MOKPbITBIE  MNEHOYHOMN
obonoukoit OpaHXeBoro LuUBeTa, C
pUCKOW Ha OAHON CTOPOHE; Ha
nonepeyHom paspese —  SA4pO
6enoro nnu noyTn 6enoro UseTa

Remarks : The Product conforms to ND/
IMpumeuanue: I[Ipoaykt coorBeTcTByeT TpeGoBaHusiM HJI

Opinion : APPROVED
3akimouenue: OJOBPEHO

Prepared by /
[ToarorosneHo:

1
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Ramakant J h?
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Checked by /
[TposepeHo: Pardeep Kumar
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Approved by: Manager/Executive /
Onobpeno: Menemxep /
PykopojuTens :Amit Kumar

i
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Print Date:
Jara: 13.10.2022

Print Date;

Hara: 13.10.2022

Print Date:
Jara. 13.10.2022
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS  Tel: +91 98166 56001-02

CEPTUOHUKAT AHAJIM3A www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HOykauH®, TabaeTKH, MOKPbIThIE NIEHOUHOI 000104K0il, 400mMr + 325mr

Batch No / Cepust Ne : V2202039

I'Batch Quantity / Oobem naptum : 776.0Kg

Analytical Report No / Ananuruuecknii oryer Ne :
040001656361,890001620550

Date of Analysis / Jlata ananu3a: 13.10.2022

Date of Manufacture / laTa npon3soacTsa : SEP-2022

Date of Expiry / Cpok roanocru :AUG-2027

Analysis performed according ND / Anann3 npoeeaen mo HJI: TIN011252/01-110717 (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)

2 Identification /
[MoANWHHOCTL

a) Complies as prescribed/
B cooTtBeTCTBUM C

The retention time of the main peaks
on the chromatogram of the test

mass uniformity /
CpegHsasa macca v
OOHOPOAHOCTL MO
macce

Complies /cooTBETCTBUK C

onucaHuem solution should correspond to the
retention times of the peaks on the
chromatogram of ibuprofen and
paracetamol reference standards

solution (section Assay)/
BpemeHa ypepXvuBaHus OCHOBHBIX
NUKoOB Ha XpomMartorpamme
UCMbITYEMOro  pacTsopa  [OSKHbI
COOTBETCTBOBATL BpemeHam
yoepKnBaHng MKoB Ha
Xpomarorpamme pacTtsopa
CTaHA4ApPTHbIX o6pasuos
nbynpocheHa v napaueramona
(pasgen «KonnyecteeHHoE

L onpefeneHne»)

3 |Average weight and 968.7 mg 940,9 mg to 999,1 mg

(970,0 mg + 3,0 %)/
Or 9409 wMmr po 9991 wr
(970,0 mr + 3,0 %)

18/20 tablets — NMT + 5% /
18/20 TatneTok — He Gonee £ 5 %
2/20 tablets — NMT + 10% /
2/20 TabneTok — He 6onee = 10 %

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBaHusam HJL

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Hata: 13.10.2022

Hara: 13.10.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosineHo: [Tposepeno: Pardeep Kumar | Ogo6peno: Menemxep /
Ramakant () | ) ﬂ PyxoBoauresns :Amit Kumar
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Formulation Unit-6
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Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUOUKAT AHAJIU3A
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[Product : Ibuclin, film-coated tablets 400 mg + 325 mg
UOykJIUH®, TaG1eTKH, NOKPbITHIC ILIeHO4HOii 060104K0#, 400Mmr + 325mr

Batch No / Cepust Ne : V2202039

Batch Quantity / Oobem maptuu : 776.0Kg

040001656361,890001620550

Analytical Report No / Ananuruueckuii oT4yer Ne :

Date of Analysis / JlaTa ananusa: 13.10.2022

Date of Manufacture / lata npon3Boactsa : SEP-2022

Date of Expiry / Cpox roggoctu :AUG-2027

Analysis performed according ND / Auaan3 nposener 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, usm. Ne 2 o1 23.09.2019)

4 |Disintegration /
Pacnapaemoctb

09 minutes 16 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacTteBopeHue

98% - 101%

97% - 100%

NLT 70% (Q) Ci3H1502 (lbuprofen)
dissolved in 30 minutes /

He wmeHee 70 % (Q) Ci3H1802
(nbynpodeH) yepes 30 MyH

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

He meHee 70 % (Q) CsHsNO-

(napauetamon) yepes 30 MUH

6 |Related substances /
PoacTeeHHbIe Npumecu

0.03%

0.0003%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecei
nbynpogeHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHocpeHon (npumech
napatetamona) — He 6onee 0,005%

7 |Water / Boga

1.5%

Not more than 5.0% /

He 6onee 5,0 %

RemarKks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [IpomykT cooTseTcTBYeT Tpebobannsm HJI | 3akmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loaroroBneHo: IIpoeepeno: Pardeep Kumar | Onobpeno: Menemxep /
Ramakant , ﬁ‘ ‘ Pykosoaurens :Amit Kumar

| ¥ | - I.}-'L -

e - : S\

S = Do
Print Date: Print Date: Print Date:
Jara: 13.10.2022 Jata: 13.10.2022 Jara. 13.10.2022

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




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

CEPTUPUKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noykaue®, TabiaeTku, NOKPHIThIE MAeHOYHOI 060a04Koil, 400Mr + 325mr

Batch No / Cepus Ne : V2202039

Batch Quantity / O6bem naptun : 776.0Kg

040001656361,890001620550

Analytical Report No / AHaauTHYeckuiil oTyeT Ne :

Date of Analysis / JJlata ananu3a: 13.10.2022

Date of Manufacture / Jlata npoussoactsa : SEP-2022

Date of Expiry / Cpokx rogHoctu :AUG-2027

Analysis performed according ND / Auanu3 nposenen mo HJI[: [T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend No 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

*8 [Microbial limits /
Mukpobunonorudeckas
'yncroTa

a) Total aerobic

microbial count /

O6Lwee vncno

a3pobHbIX

MWUKPOOPTraHN3MoB

b} Total combined
yeasts and mould
count / O6Lee uncno
OPOXOKEBLIX U
nnecHesbIX rpnbos

c) E. coli

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

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

Absent / OTtcyTtcTByeT

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/ Opinion : APPROVED
Ipumeuanue: ITponykT cootsercTByeT Tpebopanuam HI[ | 3akawuenue: OJOSPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: [Mposepeno: Pardeep Kumar | Onobpeno: Menenxep /
Ramakant /) . 4 PykoBoautens : Amit Kumar

5y W
Print Date: Print Date: Print Date:
Hara: 13.10.2022 Hara; 13.10.2022 Hara. 13.10.2022

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: L85195AP1984PLCO0A4507
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

CEPTUPUKAT AHAJIU3A

www.drreddys.com

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

H6ykauH®, TabaeTKH, IOKPBITbIE N1eHOYHOI 060104K0i1, 400mr + 325Mr

Batch No / Cepusi Ne : V2202039 Batch Quantity / Oobem mapTuu : 776.0Kg

040001656361,890001620550

Analytical Report No / Anagurndecknii otyeT Ne : Date of Analysis / [laTa anann3za: 13.10.2022

Date of Manufacture / lata npoussoacrsa : SEP-2022 | Date of Expiry / Cpok roanoctu :AUG-2027

Analysis performed according ND / Auanu3s nposened mo HJ: 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 ot 23.09.2019)

| 9 [Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OgHopoaHOCTL 1.6 MokasaTenb npuemnemocTn (AV)
0031poBaHusA JomkeH ObITb He Bonee 15,0.
Ibuprofen /
nbynpodeH Acceptance value (AV) should be
1.6 not more than 15.0 /
Paracetamol / MokasaTenb npuemnemocTn (AV)
napaueTtamon JomkeH obITb He Bonee 15,0.
10 |Assay/ 394.6 mg 360 to 440 mg of Ci3H102
KonudecTteBeHHoe (Ibuprofen) per tablet /
onpeneneHne Ot 360,0 mr go 440,0 mr C3Hq502
(nbynpodreH) B Tabnetke
321.90 mg
292.5 to 357.50 mg of CgHsNO;
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CsHgNO:
(napauetamon) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [TpoaykT cooTBeTcTBYeT Tpebopanusm HJl | 3akmwouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: [Mposepeno: Pardeep Kumar | Ono6peno: Menemxep /
Ramakant 7y '\J e I ) Pykooautens :Amit Kumar
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

\Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykauH®, Tab1eTK, NIOKPBIThIE NIeHOYHOH 0060104K0ii, 400mr + 325mr
Batch No / Cepusa Ne : V2202039 Batch Quantity / O6bem mapTum : 776.0Kg

Analytical Report No / AHaauTHyecknii oT4yer Ne : Date of Analysis / /lara ananusza: 13.10.2022
040001656361,890001620550
Date of Manufacture / JlTata nponssoacrsa : SEP-2022  |Date of Expiry / Cpok roanoctu :AUG-2027
Analysis performed according ND / Ananu3 nposeaen mo HJI: [1 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/Al 10 tablets in PVC/Al 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. / Mo 10 Tabnetok  |B MNBX/Al 6nnctep. Mo 1, 2 nnn 20

B MBX/Al 6nuctep. Mo 1 ONNCTEpPOB B NaYKy KAPTOHHYO
onvcTepy B nadky BMECTe C UHCTPYKLMER no
KapTOHHYO BMecCTe C NPUMEHEHMWIO.

WHCTPYKUMER No

NPUMEHEHUIO.

12 | Labeling / MapkupoBka | According to ND / B cootBeTcTBUM ¢ H,
13 | Storage conditions / At temperature not more than 25 °C. /

XpaHeHue MNpw TemnepaTtype He Bbile 25 °C.
14 | Shelf life / Cpok 5years /5 net
rO4HOCTU
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [TpoaykT cooTBeTcTByeT Tpebopanusam HJI | 3axmouenne: ONIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoBneHo: [Mposepeno: Pardeep Kumar | Ono6peno: MeHemxep /
Ramakant 4 | U X PykoBoauTesns :Amit Kumar
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