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
www.drreddys.com

CEPTUDUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoykanH®, TabaeTKN, NOKPBITHIC 1eHo4Hoit 06oa0uKoit, 400mr + 325mr

]

Batch No / Cepust Ne : V2202214

Batch Quantity / O6bem naprnu : 776.0Kg

040001666250,890001623595

Analytical Report No / ABanuTn4yecKii oT4eT Ne :

Date of Analysis / [laTa ananusa: 28.10.2022

Date of Manufacture / Jlata npomssoacrsa : OCT-2022

Date of Expiry / Cpok roanoctu :SEP-2027

Analysis performed according ND / Anasiu3 ipoBeJeH 1o HJ: IINO1L
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 or 06.09.2018, uam. Ne 2 o1 23.09.2019)

1252/01-110717 (amend Ne 1 from

S. |
No

Test

Result

Specification

1 |Description / Onucaxne

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

tablets;

on cross section- white core /
TabneTkn KancynosuaHon
hopmbl, MoKpbITble
NseHoMHON obonoykon
OpaH>XeBOoro LBETa, C pUckon
Ha OOHOW CTOpPOHEe; Ha

nomnepeyHom paspese — sapo
Benoro uBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core /| TabneTku KancynoBUOHOM
hopmbl,  MOKpbITEIE NSEHOYHON
000OMnoYKko opaHxesoro LupeTa, C
puUCKO Ha OAHOW cTopoHe; Ha
nonepevHom  paspese a4po
Benoro unu noyTty 6enoro UeeTa

Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanue: Ipoaykr coorserctByet TpeGosanmam HIT 3akmoyenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotosieHo: [IposepeHo: Pardeep Kumar | OnoGpeHo: Meneikep /
Ankaj Verma PykoBoautens :Amit Kumar

~ \Q—"’_
Print Date: Print Date: Print Date:
Harta: 28.10.2022 Jata: 28.10.2022 Jara. 28.10.2022

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.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHO®UKAT AHAJIH3A

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

Noykaun®, TabaeTku, NOKPbIThie MJ1eHOYHOI o6on04koii, 400mr + 325mr

Batch No / Cepusi Ne : V2202214 iBatch Quantity / O0bemM mapTuH : 776.0IZg

040001666250,890001623595

Analytical Report No / Ananutuyeckuii oruer Ne : Date of Analysis / lata ananu3a: 28.10.2022

Date of Manufacture / lata npou3soacrsa : OCT-2022 |Date of Expiry / Cpox roasocrn :SEP-2027

Analysis performed according ND / Ananus nposenen mo HJL: I1 NO011252/01-110717 (amend Ne 1 from

_06.09.20]_8, amend Ne 2 from 23.09.2019/ n3m. Ne 1 o1 06.09.2018, n3m. Ne 2 oT 23.09.2019)

2 \ Identification / a) Complies as prescribed/
' MoAnWMHHOCTL B cooTBeTCcTBUMK C
OMUCaHUEM

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 yAepXuBaHWA OCHOBHbIX
nUKoB Ha XpomarorpaMmme
nenbiTyemoro  pacTsopa  AOSTKHb!
COOTBETCTBOBATH BpEMEHaM
yaepxvsaHns MUKOB Ha
XpomaTorpamme pacTeopa
CTaHOapTHBLIX obpasuos
nbynpocdeHa 1  napauetramona
(pasgen «KonuuecteeHHoe
onpeaeneHve»)

3 |Average weight and 969.5 mg
mass uniformity /

CpeaHsasa macca n
0HOPOAOHOCTb MO
macce

Complies /cooTBETCTBUM C

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

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

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

Remarks : The Product conforms to ND/
IIpumeyanue: IIpoayKT COOTBETCTBYET tpebopaHuam HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by /
[Toarorosnieno: [TpoeepeHo: Pardeep Kumar
Ankaj Verma v

Approved by: Manager/Executive /
Ono6peno: Menemxkep /
PykoBoautens :Amit Kumar

Print Date: Print Date:
JaTa: 28.10.2022 Iara: 28.10.2022

K\\,_/ =
(X/‘/
Print Date:

JaTa. 28.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +97 40 4900 25900, Fax: +91 40 4900 2939, 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

www.drreddys.com

CEPTUOGHKAT AHAJIH3A
Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoykanu®, TabieTkH, MOKPbITHIE N1EHOYHOH 060/104KoOfd, 400mr + 325mr
Batch No / Cepusi Ne : V2202214 Batch Quantity / O6bem napTun : 776.0Kg
Analytical Report No / AnanuTuyecknii oT4er Ne : Date of Analysis / JlaTa anaauza: 28.10.2022
040001666250,890001623595
Date of Manufacture / lata npoussoactsa : OCT-2022 |Date of Expiry / Cpok rogaoctu :SEP-2027
Analysis performed according ND / Ananu3 nposenen no HJI: [IN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)
4 |Disintegration / 10 minutes 06 seconds Not more than 30 minutes /
PacnapgaemocTtb He 6onee 30 MyH
5 |Dissolution / 99% - 101% NLT 70% (Q) CisH1s02 (Ibuprofen)
!PaCTBopeHme dissolved in 30 minutes /
He meHee 70 % (Q) CisH10:2
(nbynpodpen) yepes 30 MUH
NLT 70% Q) CsHgNO-
97% - 102% (Paracetamol) dissolved in 30
minutes /
He meHee 70 % (Q) CsHsNO:
(napaueTtamon) 4epes 30 MUH
6 |Related substances / 0.06% Total impurities of Ibuprofen NMT
PoncreeHHbIE npumecH 1.0% / Cymma npumecen
uéynpodeHra — He 6onee 1,0 %
0.0001% 4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHodeHon (NpUMech
napaueTtamorna) — He bonee 0,005%
7 |Water/Boaa 1.3% Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanue: [IpoaykT cootsercTByeT TpeGosannsm HI[ | 3axmouenne: OIOBPEHO

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

[ToaroToBneHo: TposepeHo: Pardeep Kumar | Ono6peno: Menenep /

Ankaj Verma o ) Pykosoautens :Amit Kumar
/o S P

Print Date: Print Date: Print Date:

Hata: 28.10.2022 Hara: 28.10.2022 Jata. 28.10.2022

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 ‘;‘

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

CEPTUPUKAT AHAJIIM3A

Product : Ibuclin, film-coated

tablets 400 n_ng + 325 mg

Hoykaun®, TabaeTKH, NOKPbIThIe NJIeHOYHOH o6oJ104K0i, 400mr + 325mMr

Batch No / Cepust Ne : V2202214

Batch Quantity / O6bem naptun : 776.0Kg

040001666250,890001623595

Analytical Report No / AHanuTu4eckuii oTuer N :

Date of Analysis / [laTta anannsa: 28.10.2022

Date of Manufacture / Jlata npoussoacrsa : OCT-2022

Date of Expiry / Cpox roanocru :SEP-2027

Analysis performed according ND / Ananns nposeaen no HJI: IINO1 1252/01-110717 (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)

*8 |Micrcbial limits /
Mwukpobuonornyeckas
yucroTta

a) Total aerobic
microbial count /
O6ulee 4ncno
a3pobHbIX

MUKPOOPraHN3MoB

b) Total combined
yeasts and mould
count / OOLee uncno
OpOXoKeBbIX U
NnecHeBbIX rpnboB

c) E. coli

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

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

Absent / OTtcyTcTByeT

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

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

Shall be absent in 1g / OTcyTCTBUE B
1r

Remarks : The Product conforms to ND/
Tpumeuanue: [Ipoaykr coorsercreyeT Tpebosannam HII

Opinion : APPROVED
3Zaxmoyenue: OJJOBPEHO

Prepared by /
IToaroroBneHo:
Ankaj Verma

Checked by /
ITpoBepeHo: Pardeep Kumar

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

pe

Print Date:
JHara: 28.10.2022

Print Date:

JaTa: 28.10.2022

Print Date;

Jlara. 28.10.2022

Registered Office: 82-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2599, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHOHNKAT AHAJTM3A

N6ykanH®, Tabnerkn,

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NOKPBITHIE NIEHOYHOH o6oa0uKoii, 400mr + 325mr

Batch No / Cepust Ne : V2202214

Batch Quantity / O0bem napTuu : 776.0Kg

Analytical Report No / AHaiIuTH
040001666250,890001623595

yeckuii oTyeT Ne :

Date of Analysis / /IaTa ananu3a: 28.10.2022

Date of Manufacture / Jlata npoussojcrsa : OCT-2022

[Date of Expiry / Cpox roanocrn :SEP-2027

Analysis performed according N

06.09.2018, amend Ne 2 from 23.09.2019/ u3m. No 1 ot 06.09.20

D / Anaju3 npoBeaeH 1o

H: [1NO011252/01-110717 (amend Ne 1 from
18, u3m. Ne 2 ot 23.09.2019)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OoHOpOAHOCTL 1.7 MNokasaTenb npuemnemocti (AV)
L03UpOBaHUA pormkeH bbiTb He BGonee 15,0.
Ibuprofen /
nbynpodeH Acceptance value (AV) should be
1.8 not more than 15.0 /
Paracetamol / MokasaTenb npuemnemoctit (AV)
napaveramon pormkeH BbiTb He Bonee 15,0.
10 |Assay/ 394.4 mg 360 to 440 mg of CisHisO2
KonuuecTteeHHoE (Ibuprofen) per tablet /
onpegenexne Ot 360,0 mr go 440,0 mr C13H1502
(vBynpodeH) B TabneTke
324.06 mg
2925 to 357.50 mg of CgHsNO2
(Paracetamol) per tablet /
Ot 2925 mr go 357,5 mr CsHoNO:
(napaueTamorn) B TabneTtke

Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanue: [[po/lyKT COOTBETCTBYET TPEOOBAHMAM HJT | 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarotoeneHo: [TpoBepeHno: Pardeep Kumar OnobpeHo: Menexep /

Ankaj Verma PykoBoaunTelb :Amit Kumar

Print Date: Print Date: Print Date:

Jlara: 28.10.2022 Jlara: 28.10.2022 Hara. 28.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2995, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com




Dr. Reddy's Laboratories Ltd.
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t/ ‘.. Formulation Unit-6
Dr’ Reddy S e Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS  \ww.drreddys.com

CEPTUP®PUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NO6yknuH®, TabaeTku, NOKPbIThIE MJIeHOUHOH 060104K0i, 400mr + 325Mr

Batch No / Cepus Ne : V2202214 Batch Quantity / O6bem maprTuu : 776.0Kg

Analytical Report No / AnanuTndecknii order Ne : Date of Analysis / [laTa anann3za: 28.10.2022
040001666250,890001623595

Date of Manufacture / JaTa npouspogctsa : OCT-2022 |Date of Expiry / Cpok roanocrn :SEP-2027

Analysis performed according ND / Ananu3s nposexer no HJI: ITN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 or 06.09.2018, usm. 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 leaflet in |leaflet in a carton. / [o 10 TabneTtok
a carton. / Mo 10 Tabnetok |8 MBX/Al 6nnctep. Mo 1, 2 unn 20

B MBX/Al 6nuctep. Mo 1 fnncTepos B Nauky KapTOHHYLO
BnucTepy B Nayky BMECTE € UHCTPYKLMEN MO
KapTOHHY BMeCTe C NPUMEHEHWIO.

WHCTpYKUKMENn no

NMPUMEHEHWIO.

12 | Labeling / MapkupoBka | According to ND / B cootBeTcTBUM ¢ H[]

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

XpaHeHune Mpw Temnepatype He Bbiwe 25 °C.
14 | Shelf life / Cpok 5years /5 net

ro4HOCTM
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [TpoaykT cooTBeTcTByeT Tpebopanusm HJI | 3akmouenne: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: ITpoeepeno: Pardeep Kumar | Ono6pero: Menemxep /
Ankaj Verma PykosoauTens :Amit Kumar

- <> =

Print Date: Print Date: Print Date:
Hara: 28.10.2022 Hara: 28.10.2022 Hata. 28.10.2022

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: L85195AP1984PLC004507
www.drreddys.com




