Dr.Reddy’s ":’

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

CEPTUOHUKAT AHAJIN3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoyrnuH®, TabaeTKU, NOKPBIThIE IAeHOYHOI 000a04K0l, 400mr + 325mr i

Batch No / Cepus Ne : V2201638

Batch Quantity / Oobem maptun : 776.0Kg

040001622173, 890001608190

Analytical Report No / AHajiuTu4deckuii ordyer No ¢

Date of Analysis / laTa anaaunza: 16.08.2022

Date of Manufacture / laTa npoussoacrsa : Jul-2022

Date of Expiry / Cpok roguocrts :Jun-2027

Analysis performed according ND / Ananau3 nposenen no HJI: [1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend No 2 from 23.09.2019/ uzm. Ne 1 o1 06.09.2018, nzm. Ne 2 o1 23.09.2019)

S.
No _
1 |Description / Onucanue

Test

Result

Specification

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

tablets;

on cross section- white core /
TabneTtku KancynoBuaHom
thopmbl, NOKPbIThIE
MIEHOYHON obonoukon
OpPaHXEeBOro LBeTa, C PUCKON
Ha OOHOW CTOpoHE, Ha

rnonepeyYyHoOM paspese — s4po
Genoro uBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTku KancynoBUOHOW
chopmbl,  MOKPbITBIE  MNNEHOYHONR
00O0roYKO OpaHXeBoro LuBeTa, C
puUCKOW Ha OAHOW CTOPOHE; Ha
nonepevyHoMm  paspese A0po
Henoro unu noyTtr deroro LBeTa

Remarks : The Product conforms to ND/
IIpamevanne: [Ipoaykr cootsercTByeT TpeboBanusam HJI

Opinion : APPROVED
3akmouenne: OJOBPEHO

JHara: 16.08.2022

Prepared by / Checked by / Approved by: Manager/Executive /
ITonrorosneHo: [TpoBepeno: Ramakant Onobpeno: MeHemxkep /

Ankit /;& @3 ﬂ/ Pykosoautens :Kusum Lata

Print Date: Print Date: Print Date:

Jara:16.08.2022

Jata: 16.08.2022

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

CEPTUDPUKAT AHAJIM3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400_mg_+ 325 mg
Moy kanH®, TabjeTKii, MOKPLITHIE MJIEHO4HOIT 060n0uKol, 400Mr + 325mr

Batch No / Cepnsa Ne : V2201638

Batch Quantity / O6vem naptuu : 776.0Kg

040001622173, 890001608190

Analytical Report No / Anaaurnueckuii order Ne :

Date of Analysis / [IaTa ananusa: 16.08.2022

Date of Manufacture / /lata npousBoactsa : Jul-2022

Date of Expiry / Cpok rognocrn :Jun-2027

Analysis performed according ND / Auanu3 nposegen o HJI: 1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ n3m. Ne 1 ot 06.09.2018, n3m. No 2 or 23.09.2019)

2 Identification /
[NoanvHHOCTL

a) Complies as prescribed/
B cooTBeTCTBUM C
onucaHuem

The retention time of the main peaks

yOepXnBaHus:
XpomarorpaMmme

onpeaeneHne»)

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 ynepxuBaHUA OCHOBHbLIX
MUKOB Ha XpomarorpaMmme
UCMbITYEMOro  pacTsopa  AOSIXKHbI
COOTBETCTBOBATH BpemeHam
MUKoB Ha
pacTeopa
obpasuos
napaueTtamona
«KonuvectseHHoe

CTaHAapTHbIX
ubynpodeHa u
(pasgen

3 |Average weight and
mass uniformity /
CpenHasa macca u
OLHOPOAHOCTb MO
macce

971.4mg

Complies /cooTBeTCTBUM C

940,9

2/20 tablets — NMT = 10% /
2/20 TabneTok — He Bonee + 10 %

mg to 999,1
(970,0 mg = 3,0 %) /
Ot 9409 wmr poo

(970,0 mr + 3,0 %)

mg

9991 wmr

18/20 tablets — NMT £ 5% /
18/20 TabneTtok — He Bonee + 5 %

Remarks : The Product conforms to ND/
IIpumeuanne: IlponykT coorBeTcTBYeT TpeboBanusam HJJ

Opinion : APPROVED
3axuouenne: OJJIOBPEHO

Prepared by /
IToarorosneHo:
Ankit P

{ =

Checked by /
Ilposepeno: Ramakant

Approved by: Manager/Executive /
OnobpeHo: Menenxep /
PyxoBoautens :Kusum Lata

Print Date:
JHara: 16.08.2022

Print Date:
Jara:16.08.2022

SN
Print Date:

Harta: 16.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emaii: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
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Dr.Reddy’s ":'

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NOoykauH®, TabneTikH, NOKPBITHIE MJIEHOUYHOI 060/104Ko0ii, 400Mr + 325Mr

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

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

CERTIFICATE OF ANALYSIS Tel: +91 98166 56001-02
CEPTUDUKAT AHAJIM3A www.drreddys.com

Batch No / Cepust Ne : V2201638

Batch Quantity / Oobem naprun : 776.0Kg

040001622173, 890001608190

Analytical Report No / AHanuTudyeckuii oryer No : Date of Analysis / {aTa anaiuza: 16.08.2022

Date of Manufacture / laTa npousBoacrsa : Jul-2022 Date of Expiry / Cpok roanocty :Jun-2027

Analysis performed according ND / Ananu3 npoeenen mo HJ[: IT 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 /
Pacnapaemoctb

12 minutes 00 seconds Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacTteopeHune

100% - 102% NLT 70% (Q) Ci3H1s02 (Ibuprofen)
dissolved in 30 minutes /

He meHee 70 % (Q) Ci3H1502
(nbynpodpeH) uepes 30 MuH

NLT 70% Q) CsgHgNO>
99% - 104% (Paracetamol) dissolved in 30
minutes /

He meHee 70 % (Q) CsHgNO,
(napaueTtamon) yepes 30 MuH

6 |Related substances /
PoacTBeHHbIE NpuMec

0.03% Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
nbynpodeHna — He 6onee 1,0 %
0.0002% 4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amvHobeHon (NpUMecCh
napaueTtamona) — He 6onee 0,005%

7 |Water/Boga

1.4% Not more than 5.0% /
He 6onee 5,0 %

(2

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [Ipoaykr coorBercTByeT TpeGosanusam HJ[ | 3akmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[lonrorosneHo: [Ipoeepeno: Ramakant Opno6peHo: Menemxep /

Ankit

Pyxosoautens :Kusum Lata

Print Date: Print Date: Print Date:
Hara: 16.08.2022 Hata:16.08.2022 Hata: 16.08.2022

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
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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

CEPTUOPHKAT AHAJIN3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noykanu®, TabieTku, NOKPLITHIE JIeHOYHOH 06010uK0H, 400Mr + 325Mr

]

Batch No / Cepust Ne : V2201638

Batch Quantity / Oobem napruu : 776.0Kg

040001622173, 890001608190

Analytical Report No / AHanuTH4YecKnii oTueT No :

Date of Analysis / JlaTa ananmza: 16.08.2022

Date of Manufacture / JlaTa npouszsoactea : Jul-2022

Date of Expiry / Cpok roggocty :Jun-2027

Analysis performed according ND / Ananu3 nposegen no H/[: [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. No 2 ot 23.09.2019)

*8 |Microbial limits /
Mukpobuonoruyeckas
yucToTa

a) Total aerobic
microbial count /
Obuwlee yncno
a3pobHbIX
MUKPOOPraHn3MoB

b) Total combined
yeasts and mould
count / Obwee uncno
OPOMOKEBBLIX U
nnecHeBbIX rpuboe

c) E. coli

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

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

Absent / OtcytctBYEeT

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/
IIpumeuyanue: [Ipoaykr coorBercTBYeT TpeboBaHusm HJL

Opinion : APPROVED
3akmouenue: OJIOGPEHO

Prepared by /
IToarorosneHo:

Checked by /
[TpoBepeno: Ramakant

e

Approved by: Manager/Executive /
Onobpeno: Menemxep /

PykopoanTtens :I;gi,at/a

Ankit ,
(&
Print Date:

Hara: 16.08.2022

Print Date:
Jarta:16.08.2022

Print Date:
Hara: 16.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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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

CEPTUOPHUKAT AHAJIM3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxkauH®, TabneTkH, NOKPbIThIE MIeHOYHOI 000a04Koii, 400mr + 325Mr

Batch No / Cepust Ne : V2201638

Batch Quantity / O6bem naptun : 776.0Kg

Analytical Report No / Ananutnuyeckuii order Noe :
040001622173, 890001608190

Date of Analysis / JlaTta ananuza: 16.08.2022

Date of Manufacture / lata npousBoacrsa : Jul-2022

Date of Expiry / Cpok rogsoctn :Jun-2027

Analysis performed according ND / Ananus nposexen mo H/I: I1 N011252/01-110717 (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 not more than 15.0 /
‘/ OAHOPOAHOCTL 1.5 MokasaTtenb npuemnemoctu (AV)
[031MpoBaHNS JomkeH OblTb He Bonee 15,0.
Ibuprofen /
nbynpodeH Acceptance value (AV) should be
1.5 not more than 15.0 /

Paracetamol / [MokazaTenb npremnemocTty (AV)
napauetamon JomkeH ObITb He bonee 15,0.

10 |Assay / 401.5 mg 360 to 440 mg of Ci3HisO2
KonudecteeHHoe (Ibuprofen) per tablet /
onpeaeneHne OT1 360,0 mr go 440,0 mr C13H4g0-

(nbynpodheH) B Tabnetke
328.50 mg

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

OT1 292,5 mr go 357,5 mr CgHoNO-
(napauetamon) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [Tpoaykt cooTseTcTBYeT TpeOosanusm HJI | 3akaouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: [Tposepeno: Ramakant OnobpeHo: Menemxep /
Ankit 3 PykoBoautens :Kusum Lata

('_' ’-/é,/ LR \ /-'
Print Date: Print Date: Print Date:
Hara: 16.08.2022 Jata:16.08.2022 Hata: 16.08.2022
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

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

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
MNOoykInH®, TabneTKH, NOKPbIThHIE MJIEHOYHOI 000104KO0i1, 400mr + 325Mr

Batch No / Cepus Ne : V2201638

Batch Quantity / O0bem napTus : 776.6’(5

040001622173, 890001608190

Analytical Report No / Asasgurndeckuii oruer No :

Date of Analysis / JlaTa ananmnza: 16.08.2022

Date of Manufacture / Jlata npou3BoacTsa : Jul-2022

Date of Expiry / Cpok rognoctu :Jun-2027

Analysis performed according ND / Anann3s nposenen mo H/: 11 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, u3zm. Ne 2 ot 23.09.2019)

11 | Package / Ynakoeka |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  |B MBX/Al 6rnuctep. Mo 1, 2 nnm 20
B MBX/Al 6nucTep. Mo 1 BnncTepoB B Nadky KapTOHHYHO
OrncTepy B nauyky BMECTE C UHCTPYKLMER No
KapTOHHYO BMECTE C NPUMEHEHNIO.

UHCTPYKUMERN No
NPUMEHEHNIO.

12 | Labeling / MapkupoBka | According to ND / B cooteeTtcteum ¢ HJ]
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue Mpu TemnepaType He Bbilwe 25 °C.

14 | Shelf life / Cpok 5years /5 net

roaHoOCTU

Remarks : The Product conforms to ND/
Ipumeuanne: [Ipoaykr coorBercTByeT TpeboBaHusiM HJI

Opinion : APPROVED
3akmwoyenue: OJIOBPEHO

Prepared by /
IToarorosnieHo:
Ankit

Checked by /
[NposepeHo: Ramakant

Approved by: Manager/Executive /
Ono6peHo: Menemxep /
Pykooautens :Kusum Lata

® » y

Print Date:
Jata: 16.08.2022

Print Date:
Hata:16.08.2022

Print Date:
Hara: 16.08.2022
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CIN: L85195AP1984PLC004507

www.drreddys.com




