Dr.Reddy’s Q':.

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

CEPTUOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HU6yxaun®, Tab1eTKH, NOKPbIThIE IIIEHOYHOH 060104K0ii, 400Mr + 325Mr

Batch No / Cepusi Ne : V2200878

Batch Quantity / O6nem nmaptuu : 776.0 Kg

040001571614, 890001591153

Analytical Report No / Avanurndeckuii orger Ne :

Date of Analysis / JlaTa ananan3za: 19.05.2022

Date of Manufacture / /laTa nponzsoacrsa : Apr-2022

Date of Expiry / Cpok rognoctn :Mar-2027

Analysis performed according ND / Anaau3 nposenen mo HJI: ITTN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

S.
No

Test

Result

Specification

1 |Description / Onucanve

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

on cross section- off white

core / Tabnetku
kancynosuaHom dhopmbl,
NOKpbIThIE NNEeHOYHON
oBonouykoi OpaHXeBoro
LuBeTa, C PUCKOW Ha OAHOM
CTOpOHE; Ha MornepeyHom
paspese — 4agpo 6Henoro

LuBeTa

Capsule-like orange-coloured film-
coated one-side scored {tablets;
on cross section- white to off-white
core / Tabnetkn KancynoBuaHon
dopmMbl,  NOKPbLITblE  MIEHOYHON
o0onoYko opaHXeBoro LseTa, C
PUCKOW Ha OfHON CTOpPOHe; Ha
ronepeyHoM  paspese a4po
Benoro nnu no4yTtn Genoro UBeTa

Remarks : The Product conforms to ND/
IIpumeuanne: [Tpoaykr coorBercTByeT Tpebopanusam HJL

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Hara: 19.05.2022

Hata: 19.05.2022 |

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: ITposepeno:Pravesh Rana Ono6peHo: Menemxep /
Ankit E PykoBoautens : Amit Kumar
O : - o=
[\_-e\ = Y f&'“ b=y
Print Date: Print Date: Print Date:

Jata: 19.05.2022

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




Qe
Dr.Reddy’s Q;.'

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

CEPTUDPHUKAT AHAJIU3A

www.drreddys.com

Product :—Euclin, film-coated tablets 400 mg +325 mg
HNoykaun®, TabseTkn, NOKPHITHIE MIEHOYHOM 000J04K0il, 400mr + 325MmMr

Batch No / Cepus Ne : V2200878

Batch Quantity / O6bem naprum : 776.0 Kg

Analytical Report No / AHanutudeckuii otuet Ne :
040001571614, 890001591153

Date of Analysis / JlaTta anann3za: 19.05.2022

Date of Manufacture / Jlata npou3BojacTBa : Apr-2022

Date of Expiry / Cpok rognoctu :Mar-2027

Analysis performed according ND / Ananu3s nposenen mo HJI: [T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 o1 06.09.2018, nzm. Ne 2 ot 23.09.2019)

2 Identification /
MNoonvHHOCTb

a) Complies as prescribed/
B cooTBeTCTBUNM C

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

mass uniformity /

macce

CpenHsaa macca n
O0OHOPOAHOCTL MO

OMUCaHneM solution should correspond to the
retention times of the peaks on the
chromatogram of ibuprofen and
paracetamol reference standards
solution (section Assay)/

BpemeHa yaepxXuBaHUA OCHOBHbIX
NuKoB Ha Xpomartorpamme
WCMbITYEMOrO  pacTBopa  OOSTKHbI
COOTBETCTBOBATL BpEMEHaM
YOEPKUBAHNS NUKoB Ha
Xpomarorpamme pacTtBopa
CTaHZapTHbIX obpasuos
ubynpoceHa M napauetamona
(pasgen «KonnyecteeHrHoe
onpeneneHne»)

3 |Average weight and 968.6 mg 940,9 mg to 999,1 mg

(970,0 mg £ 3,0 %) /
Or 9409 wmr po
(970,0 mr £ 3,0 %)

999,11 wr

18/20 tablets — NMT + 5% /
18/20 TabneTtok — He Oonee + 5 %
2/20 tablets — NMT + 10% /
2/20 Tabnetok — He 6onee £ 10 %

Remarks : The Product conforms to ND/
IIpumeuanue: [Tpoaykt coorBeTcTBYET TpebopanusiM HJL

Opinion : APPROVED
3akmwoyenue: OJOBPEHO

Hata: 19.05.2022

Hara: 19.05.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[loaroroBneHo: IIposepeno:Pravesh Rana Onobpeno: Menemxep /
Ankit -4— {/ Pykoroauntens :Amit Kumar
e Aa _ \\}'_Z.
L p L !L. e
Print Date: Print Date: Print Date:

Jara: 19.05.2022

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: L85195AP1984PLCC04507

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

CEPTUOPUKAT AHAJIN3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoyxaun®, TabaeTKH, NOKPHITHIE MNIEHOYHOH 000/104K0H, 400mr + 325Mr

Batch No / Cepust Ne : V2200878

Batch Quantity / O6bem naptun : 776.0 Kg

040001571614, 890001591153

Analytical Report No / AnanuTnyecknii oTueT Ne :

Date of Analysis / JlaTa ananmza: 19.05.2022

Date of Manufacture / /lata npousBoacrsa : Apr-2022

Date of Expiry / Cpok rognoctH :Mar-2027

Analysis performed according ND / Ananu3s nposenen mo HJI: TI N011252/01-110717 (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)

4 |Disintegration /
hPacna,cl,aeMOCTb

07 minutes 25 seconds

Not more than 30 minutes /
He 6onee 30 muH

9 |Dissolution /
PacTtBopeHue

98% - 100%

98% - 102%

NLT 70% (Q) C13H1s02 (Ibuprofen)
dissolved in 30 minutes /
He wmeHee 70 % (Q)
(néynpodeH) yepes 30 MuH
NLT 70% Q)
(Paracetamol) dissolved in
minutes /

He meHee 70 % (Q) CeHoNO:
(napauetamon) yepes 30 MUH

C13H1502

CsHoNO2
30

6 |Related substances /
PoactBeHHble NpuMecH

0.04 %

0.0002 %

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
nbynpodeHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amnHodbeHon (npumeck
napaueTamona) — He 6onee 0,005%

7 |Water/Bopga

1.5 %

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

Remarks : The Product conforms to ND/
ITpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusm HJI

Opinion : APPROVED
3akiaouenue: OJOBPEHO

Prepared by /
[ToarorosneHo:
Ankit =

Checked by /
IIposepeno:Pravesh Rana

s / .

Approved by: Manager/Executive /
Ono6peHo: Menemxkep /
Pyxosoaurens :Amit Kumar
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[ adetem N —

1
]

(A
Print Date:

JHara: 19.05.2022

Print Date:
Jarta: 19.05.2022

Print Date:
Jara: 19.05.2022

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
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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

CEPTUD®UKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HUOoyknun®, TabneTKu, NOKPbIThIE IIJIeHOYHOH 000104K0MH, 400Mr + 325Mr

Batch No / Cepusi Ne : V2200878

Batch Quantity / O6bem maprun : 776.0 Kg

Analytical Report No / Amannriudecknii oryer Ne :
040001571614, 890001591153

Date of Analysis / lara ananu3a: 19.05.2022

Date of Manufacture / [laTa npoussoacTsa : Apr-2022

Date of Expiry / Cpok rogaocrtu :Mar-2027

Analysis performed according ND / Auanu3s nposegen no HJ: I1N011252/01-110717 (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 /
Mukpoburonoruyeckas
ynucroTa

a) Total aerobic
microbial count /
O06ulee yncno
a3pobHbIX
MUWKPOOPraHM3moB

b) Total combined
yeasts and mould
count / Obuee yncno
OPONOKEBbLIX U
nnecHesbIX rpubos

¢) E. coli

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

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

Absent / OtcyTcTByeT

Not more than 1000 CFU/g /
He Gonee 1000 KOE/r

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

Shall be absent in 1g / OTtcyTcTBUE B

1r

Remarks : The Product conforms to ND/

IIpumeuanne: [Ipoxykr cooteercTByeT Tpebosanusam HJI

Opinion : APPROVED
3akmouenne: OAOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[ToarorosieHo: ITposepeno:Prayesh Rana Ono6peno: Menemxep /

Ankit 2 / Pykosoautens :Amit Kumar
(8- [NiSa

Print Date: Print Date: Print Date:

Jara: 19.05.2022

Jara: 19.05.2022

Hara: 19.05.2022

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
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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

CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02

CEPTUDOHUKAT AHAJIN3A www.drreddys.com

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

Hoyxkaun®, TabneTKH, NOKPHITHIE MJIEHOYHOI 0000uKoi, 400mr + 325mMr

Batch No / Cepus Ne : V2200878 Batch Quantity / O6bem mapTuu : 776.0 Kg

040001571614, 890001591153

Analytical Report No / AHanuTH4eckuii or4yer Ne : Date of Analysis / JlaTa ananm3za: 19.05.2022

Date of Manufacture / JlaTta npousBoacrsa : Apr-2022  |Date of Expiry / Cpok rogHocTu :Mar-2027

Analysis performed according ND / Ananu3 nposexen mo H/I: [T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, nam. Ne 2 ot 23.09.2019)

9 | Uniformity of dosage

units 3.1
/ OgHOpOAHOCTL

4031poBaHus

Ibuprofen /

nbynpodpeH 1.6

Paracetamol /

Acceptance value (AV) should be
not more than 15.0 /
MokazaTtenb npnemnemocTtu (AV)
[omxeH bbITb He 6onee 15,0.

Acceptance value (AV) should be
not more than 15.0 /
[Mokasatenb npuemnemocTty (AV)

319.94 mg

napaueTamon JormkeH bbITb He bonee 15,0.

10 |Assay/ 386.8 mg 360 to 440 mg of Ci3H402
KonuyecTteeHHoe (Ibuprofen) per tablet /
onpegeneHue Ot 360,0 mr go 440,0 mr Cq3H4s02

(nbynpodheH) B TabneTke

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

Ot 292,5 mr po 357,5 mr CgHgNO:
(napauetamon) B TabneTtke

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Tpoaykt cooTBeTcTBYeT Tpeboanusim HJ[ | 3axmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: IIposepeno:Pravesh Rana Onob6peno: Menenxep /
Ankit e PykoBoautens : Amit Kumar
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Print Date: Print Date: Print Date:
Hata: 19.05.2022 Hata: 19.05.2022 Hara: 19.05.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tet: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s Q‘:‘

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

CEPTHOUKAT AHAJIM3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg +_32§mg
UO6ykauH®, TabeTKH, NOKPbITHIE MJeHOUYHOoH 000104K0M, 400mr + 325Mr

Batch No / Cepust Ne : V2200878

Batch Quantity / O6bem napruu : 776.0 Kg :

040001571614, 890001591153

Analytical Report No / AHaauTH4Yeckuii oT4eT No :

Date of Analysis / Ilata ananu3za: 19.05.2022

Date of Manufacture / lata npousBoacTsa : Apr-2022

Date of Expiry / Cpok rognoctu :Mar-2027

Analysis performed according ND / Ananus nposeaex no HJI: IT1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, nam. Ne 2 ot 23.09.2019)

11 | Package / YnakoBka |10 tablets in PpVC/AI 10 tablets in PVC/Al blister. 1, 2 or
blister. 1 blister and a 20 blisters and a patient information
patient information leafletin |leaflet in a carton. / Mo 10 TabneTok
a carton. / Mo 10 Tabnetok  |B MBX/Al 6rvctep. Mo 1, 2 nnnu 20
B MBX/Al 6auctep. Mo 1 BrncTepoB B NayKy KapTOHHYHO
6nucTtepy B nauky BMECTE C UHCTPYKLMEN No
KapTOHHYIO BMeCTe C NPUMEHEHNIO.

WHCTPYKUMEN No
NPUMEHEHNIO.

12 | Labeling / MapkupoBka | According to ND / B cootBeTcTBUM ¢ HJ
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue MNpy Temnepatype He Bbie 25 °C.

14 | Shelf life / Cpok 5years /5 ner

rogHocTu

Remarks : The Product conforms to ND/ Opinion : APPROVED
Tpumeuanue: [IpoaykT cooTBeTcTRyeT Tpebopanuam HJ| | 3akmodenne: ONIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroyeHo: HpOBepeHo:Pra\jesh Rana Ono6peno: Menemxep /
Ankit f\ 7 PyxoBoaurens :Amit Kumar
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Print Date: Print Date: Print Date:
Hara: 19.05.2022 Hara: 19.05.2022 Hara: 19.05.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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