Dr.Reddy’s €3¢

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

CEPTHOPUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HUOoyknuu®, TabjeTKH, MOKPbITHIE IIEHOYHOH 00004K0i, 400Mr + 325Mmr

Batch No / Cepusi No : V2200879

Batch Quantity / O0bem maprun : 776.0 Kg

040001572147, 890001591286

Analytical Report No / AnannTnyeckuii oruer Ne :

Date of Analysis / laTa anasmsa: 20.05.2022

Date of Manufacture / JlaTa npouzsoacrsa ;: Apr-2022

Date of Expiry / Cpok roanocru :Mar-2027

Analysis performed according ND / Ananu3 nposegen mo HJI: ITN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 o1 06.09.2018, uzm. Ne 2 ot 23.09.2019)

S.
No

Test

Result

Specification

1 |Description / OnuncaHue

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

on cross section- off white

core / Tabnetku
KancynoBuaHom dopmb,
NOKPbITLIE NreHOYHON
obosoukomn opaHXeBoro
uBeTa, C PMWUCKOW Ha oaHown
CTOPOHE; Ha nonepedYHoM
paspese — 4qgpo Gernoro
uBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core [ Tabnetkn KancyrnoBUOHON
hopMbl,  MOKPbLITbIE  MIIEHOYHON
000ro4YKoN oOpaHXeBoro LuBeTa, C
puckoA Ha OOHOW CTOpPOHe; Ha
nonepevyHoM  paspese A0po
Oenoro unw noyTn 6enoro LBeTa

Remarks : The Product conforms to ND/
IIpumeyanne: IIpoaykt coorBeTcTBYeT TpeboBaHusm HJJ

Opinion : APPROVED
3akmouenune: OJOBPEHO

Prepared by /
IloarorosneHo:

Chookod by /
IIposepeno:Pravesh Rana

Approved by: Manager/Exccutive /
Onobpeno: Menemxep /
PyxoBoautens : Amit Kumar

Ankit -
(A
Print Date:

JHata: 20.05.2022

]
E
Print Date:
Hara: 20.05.2022

Print Date:
JHara: 20.05.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500038} T81aY\dart=tridia
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: riail @« 3
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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

CEPTU®UKAT AHAJIN3A

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

HOoykanH®, Tab/1eTKH, MOKPLITHIE IIEHOYHOH 0001049K0#H, 400Mr + 325Mr

Batch No / Cepus Ne : V2200879 Batch Quantity / O6bem maprun : 776.0 Kg

040001572147, 890001591286

Analytical Report No / Ananurudeckuii oryer No : Date of Analysis / lata ananu3za: 20.05.2022

Date of Manufacture / Jlata npoussoacrea : Apr-2022 | Date of Expiry / Cpok roguocru :Mar-2027

Analysis performed according ND / Anamu3 nposeaen no HI: I1N011252/01-110717 (amend Ne 1 from
06.09.2018. amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, usm. Ne 2 ot 23.09.2019)

2 | Identification / a) Complies as prescribed/
[loanuHHOCTb B cootBeTCTBUM C
onuncaHmem

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 yaepxvBaHMS OCHOBHbIX
nMKos Ha XpomaTtorpamme
UCNbITYEMOro  pacTBopa  [OMXKHbI
COOTBETCTBOBATb BpemMeHam
yaepKuBaHus NUKoB Ha
Xpomarorpamvie pacTteopa
CTaHA4apTHbIX obpasuoBs
nbynpodpeHa n  napaueTtamona
(pasgen «KonnyecTteeHHoe
onpegeneHe»)

3 |Average weight and 972.3 mg
mass uniformity /
CpegaHsisa macca u
0AHOPOJHOCTDL MO
macce

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

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

18/20 tablets — NMT + 5% /
18/20 TabneTtok — He bonee + 5 %
2/20 tablets — NMT + 10% /
2/20 Tabnetok — He Gonee + 10 %

Remarks : The Product conforms to ND/
ITpumeganue: IIpoaykT cootBeTcTBYeT TpeboBanmsam HJI

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarororneno: IIpoBepeso:Pravesh Rana Onobpeno: Menemxep /
Ankit ’ ;‘\ [ / PykoBoaurens : Amit Kumar
{_ /t___, e P _,/‘); [\_, \\},
Print Date: Print Date: Print Date:
Hara: 20.05.2022 Hara: 20.05.2022 Hara: 20.05.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
lel: 491 40 4900 2900, Fax: +91 40 4900 2999, Emall: maill@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIU3A

Eroduct : Ibuclin, film-coated tablets 400 mg + 325 mg
HOoyknuH®, TabJeTKH, NOKPHIThIE IVIEHOYHOH 060104K0MH, 400Mr + 325Mr

Batch No / Cepus Ne : V2200879

Batch Quantity / O6bem naptum : 776.0 Kg

040001572147, 890001591286

Analytical Report No / AHanuTudeckmii oryer No :

Date of Analysis / laTa anamm3za: 20.05.2022

Date of Manufacture / lata npou3soacrea : Apr-2022

Date of Expiry / Cpok rogaoctu :Mar-2027

Analysis performed according ND / Anaau3s nposegen mo H/: I1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnagaemocTtb

08 minutes 18 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacTtBopeHue

98% - 102%

98% - 102%

NLT 70% (Q) CisH10O2 (lbuprofen)
dissolved in 30 minutes /

He meHee 70 % (Q) Ci3H102
(nbynpodpeH) yepes 30 MuH

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

He wmernee 70 % (Q) CsHgNO;
(napauetamon) Yyepes 30 MuH

6 |Related substances /
PoacTteeHHble nprumec

0.04 %

0.0002 %

Total impurities of Ibuprofen NMT
1.0% / Cymma npumeceit
nbynpodeHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHodeHon (Npymech
napauetamosia) — He 6onee 0,005%

7 |Water/Boga

1.3%

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

Remarks : The Product conforms to ND/
Ipumeyanue: [lpoaykt cooTeercTByeT Tpebosanusam HJI

Opinion : APPROVED
3akmaouenue: OJJOBPEHO

JTlata: 20.05.2022

Hara: 20.05.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarororneHo: [IpoBepeno:Pravesh Rana Onobpeno: Menemxep /

Ankit @ ﬂ Pykosoautens :Amit Kumar

Print Date: Print Date: Print Date:

Hara: 20.05.2022

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

CIN: L85195AP1984PLCO04507
www.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 : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTHOHUKAT AHAJIU3A

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

HOyxnuu®, Tab1eTKH, NOKPBITHIE MJIEHOYHO# 060,104K0i1, 400mr + 325Mr

Batch No / Cepusn Ne : V2200879 Batch Quantity / O6bem maptuu : 776.0 Kg

040001572147, 8950001591286

Analytical Report No / AHaauTnyeckuii oTgeT Ne : Date of Analysis / laTta ananuza: 20.05.2022

Date of Manufacture / laTa npousBoactsa : Apr-2022 | Date of Expiry / Cpok roguoctn :Mar-2027

Analysis performed according ND / Anann3 nposexen no HJI: 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, u3m. Ne 2 ot 23.09.2019)

*8 |Microbial limits /

Mukpobuonoruyeckas
4YmncToTa Less than 10 CFU/g /
a) Total aerobic Meree 10 KOE/r

microbial count /
O6Lwee yncno
aspobHbIX
MUKPOOPraHM3moB
Less than 5 CFU/g /
b) Total combined MeHee 5 KOE/r
yeasts and mould
count / O6Luee Yucno
OPOXCKEBbIX U
nrecHesbIX rpubos Absent / OtcytctByeT

¢) E. coli

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 / OtcyTcTBNE B
1r

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [IponykT coorercTByeT TpeboBanusaM HJ[ | 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroBneHo: IIpoBepeHno:Pravesh Rana Ono6peHo: Menemxep /
Ankit ‘ PykooauTtens :Amit Kumar
@. /xyv—

S
Print Date: Print Date: Print Date:
Hara: 20.05.2022 Hara: 20.05.2022 Hara: 20.05.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500634, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emall: mall@drreddys.com
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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 : 491 98166 56001-02
www.drreddys.com

CEPTHDHKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HOykaun®, Tab1eTkH, NOKPLITHIE MIEHOUHOMH 0060,104K0ii, 400MT + 325Mr

Batch No / Cepusa Ne : V2200879

Batch Quantity / O6bem naptuu : 776.0 Kg

Analytical Report No / Ananutnyeckuii otyer No :
040001572147, 890001591286

Date of Analysis / JIlata ananu3a: 20.05.2022

Date of Manufacture / lata npoussoactsa : Apr-2022

Date of Expiry / Cpox rognoctu :Mar-2027

Analysis performed according ND / Anasn3 nposeaen mo HI: ITIN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

9 |Uniformity of dosage

Acceptance value (AV) should be

units 25 not more than 15.0 /
/ OgHopoAHOCTL MokasaTtens npuemnemoctn (AV)
0031poBaHus AormkeH 6biTe He Gonee 15,0.
Ibuprofen /
nbynpocheH 2.6 Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / MokasaTensb npuemnemoctu (AV)
napauetamon JormkeH 6bITb He Bonee 15,0.
10 |Assay/ 391.6 mg 360 to 440 mg of Ci3H150;
KonnyectBeHHoe (Ibuprofen) per tablet /
onpegeneHne Ot 360,0 mr go 440,0 mr CsH4z02
(nBynpocheH) B TabneTke
317.72mg 292.5 to 357.50 mg of CgHgNO,

(Paracetamol) per tablet /
OT1 292,5 mr po 357,5 mr CsHgNO,
(napauetamon) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanne: INponykt cootBercTByeT TpeGoBanusam HJI | 3axmouenue: OHJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorornexo: ITpoBepeHo:Pravesh Rana Onobpeno: Menenxep /
Ankit i /1 PykoBoautens :Amit Kumar

@ ”' rlll&“"}k/

Pl {

Print Date: Print Date: Print Date:
Hara: 20.05.2022 Hara: 20.05.2022 Jata: 20.05.2022
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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

CEPTUOPHKAT AHAJIU3A

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

HOykaun®, TabaeTKH, NOKPBLITHIE MIEHOYHOI 060104K0i1, 400Mr + 325Mr

Batch No / Cepus Ne : V2200879 Batch Quantity / O6bem napTun : 776.0 Kg

040001572147, 890001591286

Analytical Report No / AHaanTH4eckuii oTdyer Ne : Date of Analysis / laTta anannza: 20.05.2022

Date of Manufacture / Jlara npousBoactea : Apr-2022  |Date of Expiry / Cpok rogaocru :Mar-2027

Analysis performed according ND / Anaau3s nposegen no HI: 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 / Ynakoska |10 tablets in PpVC/AI
blister. 1 blister and a
patient information leaflet in
a carton. /Mo 10 TabneTtok
B MNBX/Al 6nncTep. Mo 1
Bnnctepy B nadky
KapTOHHYO BMecTe ¢
WMHCTpYKUWENR no
NPUMEHEHMWIO.

10 tablets in PVC/Al blister. 1, 2 or
20 blisters and a patient information
leaflet in a carton. / Mo 10 TabneTok
B MBX/Al 6nucTtep. Mo 1, 2 unu 20
BrMCTEpOB B Nayky KAPTOHHYLO
BMeCTe C UHCTPYKUMEN Mo
NMPUMEHEHMIO.

12 | Labeling / MapknpoBka | According to ND / B cootseTcTeum ¢ HJ

13 | Storage conditions / At temperature not more than 25 °C. /

XpaHeHue [Mpu TemnepaType He Bblwe 25 °C.
14 | Shelf life / Cpok 5vyears /5 net
rogHocTu

Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeuanue: [poaykT cootsercrryer TpeboBanusm HII | 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTtopneHo: IIposepeno:Pravesh Rana Onobpeno: Menemxkep /

Ankit i 4 PykoBoaurens :Amit Kumar

Print Date: Print Date: Print Date:

Jara: 20.05.2022 Hara: 20.05.2022 Jara: 20.05.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: 191 40 4900 2900, Max: 91 40 4900 2999, Cmail: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




