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

CEPTUDPHUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykauu®, Tabaerkun, NOKPHITHIE IUIEHOYHOH 060104K0ii, 400Mr + 325Mr

Batch No / Cepus Ne : V2200674

Batch Quantity / O6bem mapTuu : 776.0 Kg

040001560282, 890001586857

Analytical Report No / Ananuruqeckuii oTuer No

Date of Analysis / /IaTa ananu3a: 25.04.2022

Date of Manufacture / Tata npoussoacrea : Mar-2022

Date of Expiry / Cpox rogHocTn :Feb-2027

Analysis performed according ND / Anann3 nposepen no HJI: 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, uzm. Ne 2 ot 23.09.201 9)

S.
No

Test

Result

Specification

1 |Description / Onucaxune

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

on cross section- white core /
Tabnetku KancynosuaHom
hopmb, NOKpbITble
fNEeHOYHOM obonouykoi
OpaHXeBoro LuBeTa, C PUCKON
Ha Of4HOW CTOPOHE;: Ha
nonepeyHom paspese — s4po
6enoro upeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTku KancynoBuaHON
bopmbl,  MOKPbITHIE  NNEHOYHOI
0boMnoYKkon opaHXeBOro LUBeTa, C
puckon Ha OfJHOW CTOpOHE; Ha
nornepevyHom paspese A0po
6enoro unu noyty 6enoro LBeTa

Remarks : The Product conforms to ND/
Ipumeuanne: [1poaykr coorseTcTByeT TpeGoBanusam HJT

Opinion : APPROVED
3axmouenne: OJIOBPEHO

Prepared by /
IToarorosneHo:

Ankit
(A

Checked by /
ITpoBepeno:Naresh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep /

PyxoBomurens Abhishek Chauhan
)

Print Date:
Hata: 25.04. 2022

>
Print Date:

Hara: 25.04. 2022

Print Date:
Harta: 25.04. 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

CEPTUDOUKAT AHAJIM3A

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

H6ykaun®, TabieTK, MOKPbIThIE MIeHOYHOH 060a04K0i, 400Mr + 325Mr

Batch No / Cepus Ne : V2200674 Batch Quantity / O6sem naptun : 776.0 Kg

040001560282, 890001586857

‘Analytical Report No / AHaquTH49ecknii oT4yer No : Date of Analysis / laTta ananu3za: 25.04.2022

Date of Manufacture / JJaTa npoussoacrsa : Mar-2022 | Date of Expiry / Cpox roasocru :Feb-2027

Analysis performed according ND / Ananu3 nposeaen no HI: T1 N011252/01-110717 (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)

2 Identification / a) Complies as prescribed/
MopnvHHOCTD B cooTBeTCTBUM C
onvMcaHnem

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 yOepXuBaHUSA OCHOBHbIX
NVKOB Ha XpomaTorpamme
UCMNbITYEMOro  pacTeopa  [OMKHbl
COOTBETCTBOBATh BpeMeHam
yaepXuBaHus N1KoB Ha
Xpomarorpamme pacteopa
CcTaHgapTHbIX obpasuos
ubynpocheHa wn  napauetamona
(paspen «KonuyecteseHHoe
onpepeneHne»)

3 |Average weight and 964.2 mg
mass uniformity /
CpegHas macca n
O4HOPOAHOCTL MO
mMacce

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

Or 9409 wmr po 9991 wr
(970,0 mr + 3,0 %)

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/
ITpumeuanmue: [TpoaykT coorBercTByeT Tpebosanusam HII

Opinion : APPROVED
3akmouenue: OJOBPEHO

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

[ToarorosneHo: [Mposepeno:Naresh Kumar | Opobpeno: Menemwkep /

Ankit ] PykoBoauTeib Abhishﬁ(‘hauhan
(B & L

Print Date: Print Date: Print Date:

Hata: 25.04. 2022 Hata: 25.04. 2022 Hara: 25.04. 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
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www.drreddys.com

CEPTUO®UKAT AHAJIM3A

Product : Ibuclin, film-coated

tablets 400 mg + 325 mg

U6ykaun®, TabaeTKH, NOKPbITLIE MIEHOYHOI 060m04Koi, 400Mr + 325mr

Batch No / Cepusa Ne : V2200674

Batch Quantity / O6bem naptun : 776.0 Kg

040001560282, 890001586857

Analytical Report No / AHanuTnyecknii order No :

Date of Analysis / Jlata ananu3za: 25.04.2022

Date of Manufacture / JlaTa npon3BoacTsa : Mar-2022

Date of Expiry / Cpok rogHoctn :Feb-2027

Analysis performed according ND / Anaan3 nposexen 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, uzm. Ne 2 ot 23.09.2019)

4 ;Disintegration /
PacnagaemocTb

09 minutes 40 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacTtesopeHue

96% - 102%

97% - 101%

NLT 70% (Q) CisH1sO2 (Ibuprofen)
dissolved in 30 minutes /
He wmeHee 70 % (Q)
(nbynpodpen) yepes 30 MUH
NLT 70% Q)
(Paracetamol) dissolved
minutes /

He meHee 70 % (Q) CsHoNO:2
(napaueTtamon) 4epes 30 MVH

C13H1502

CsHgNO2
in 30

6 |Related substances /
PopacTeeHHble npumecn

0.04 %

0.0003 %

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
néynpodeHa — He 6oniee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHodbeHon (Npumech
napaueTtamona) — He 6onee 0,005%

7 |Water/ Boaa

1.4 %

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

Remarks : The Product conforms to ND/
IIpumeuanue: [Iponykr cootBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3akmaouenune: OJJIOBPEHO

Prepared by /
IToarorosneno:

Checked by /
[TposepeHo:Naresh Kumar

&

2

Approved by: Manager/Executive /
Onob6peno: Menemxep /
PykoBoautens ,zbhish k Chauhan

e

Ankit _
(B
Print Date:

Hara: 25.04. 2022

Print Date:
JHara: 25.04. 2022

Print Date:
Jata: 25.04. 2022
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CEPTUOHKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
U6ykann®, TabieTkH, IOKPbITHIE MIeHOYHOI 060/1049K0#, 400Mr + 325mr

Batch No / Cepus Ne : V2200674

Batch Quantity / O6bem naprun : 776.0 Kg

Analytical Report No / AHaauTHYeckuii oTuer Ne :
040001560282, 890001586857

Date of Analysis / /laTa anammsa: 25.04.2022

Date of Manufacture / Jlata npoussogcrsa : Mar-2022

Date of Expiry / Cpok ropsoctu :Feb-2027

Analysis performed according ND / Anann3 nposeaen no 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, 13m. Ne 2 ot 23.09.2019)

*8 |Microbial limits /

yucrtoTa
a) Total aerobic
microbial count /
O06Lwee 4ncno
aspobHbIX
MUKPOOPraHu3mMoB

b) Total combined
|
yeasts and mould

OPONOKEBBIX 1
NnecHeBbIX rprnbos

c¢) E. coli

MwukpobBuonormyeckas

count / Obwee uncno

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

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

Absent / OTtcyTcTBYET

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
1r

Remarks : The Product conforms to ND/
Hpumeuanue: [TpoaykT coorBeTcTBYET TpeboBaHuaM HJ

Opinion : APPROVED
Zakmouenue: OJOBPEHO

Prepared by /
ITonrorosieHo:

Checked by /
[Tpoeepeno:Naresh Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemiep /
PyKOBO,ﬂI-ITC[B Abhighek Chauhan

e

e

Ankit :
Print Date:

Hara: 25.04. 2022

b
Print Date:

JHara: 25.04. 2022

Print Date:
Hara: 25.04.2022
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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
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CEPTUDPUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoykanu®, TabaeTkn, NoKpLITHIE NIEHOYHOH 060104K0i1, 400Mr + 325Mr

Batch No / Cepus Ne : V2200674

Batch Quantity / O6bem maptuu : 776.0 Kg

Analytical Report No / Ananuruyeckuii oraer Ne :
040001560282, 890001586857

Date of Analysis / laTa ananm3za: 25.04.2022

Date of Manufacture / Jlata npoussomerea : Mar-2022

Date of Expiry / Cpor roguocru :Feb-2027

Analysis performed according ND / Auanns nposenen mo HJI: I1 NO11252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018. u3m. Ne 2 oT 23.09.2019)

9 |Uniformity of dosage

Acceptance value (AV) should be

units not more than 15.0 /
/ OgHopoaHoCTL 1.9 Mokazatens npuemnemoctu (AV)
0031poBaHns AormkeH 6blTb He Gonee 15,0.
Ibuprofen /
néynpocheH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.8 MNokasaTenb npuemnemoctu (AV)
napaueramon AormKkeH ObITb He 6onee 15,0.
10 |Assay/ 391.0 mg 360 to 440 mg of Ci3Hs0-
KonnyecteBeHHoe (Ibuprofen) per tablet /
onpepeneHne Ot 360,0 mr oo 440,0 mr Ci3H10;
(nbynpodeH) B TabneTke
324.65 mg 2925 to 357.50 mg of CgHgNO,

(Paracetamol) per tablet /
Ot 292,5 mr no 357,5 mr CsHgNO,
(napauetamon) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeyaune: [Mpoaykr cooTBeTcTByeT TpeGoBanusam HJJ | 3akmouenue: OJJOBPEHO

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

IHoarorosieHo: Ilpoeepeno:Naresh Kumar | Omo6peno: Menemxkep /

Ankit PyxoBomnteny Abhishek Chauhan
> G "

Print Date: Print Date: Print Date:

Hata: 25.04. 2022 Jata: 25.04. 2022 Hata: 25.04. 2022
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CEPTUOUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
‘Iflﬁyknm{@, TabJIeTKH, OKPbIThIE NUIEHOYHOI 060104K0ii, 400Mr + 325Mr
Batch No / Cepus Ne : V2200674 Batch Quantity / O6bem naprun : 776.0 Kg

Analytical Report No / Anaantudecknii order Ne : Date of Analysis / laTa ananu3za: 25.04.2022
040001560282, 890001586857

Date of Manufacture / Jlata npoussogcTsa : Mar-2022  |Date of Expiry / Cpok rogsoctu :Feb-2027

Analysis performed according ND / Auann3 nposenen mo HJI: [T 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)

11 | Package / Ynakoeka (10 tablets in PpVC/AI 10 tablets in PVC/AI 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 TabneTok
a carton. /Mo 10 TaBnetok  |B MNBX/Al 6Grninctep. Mo 1, 2 nnn 20

B MBX/Al 6rnnctep. MNo 1 6IMCTEPOB B NayKy KapTOHHYIO
©nucTepy B navky BMECTE C UHCTPYyKUMen no
KapTOHHYIO BMecCTe C NPUMEHEHNIO.

WHCTPYKLMER Mo

NPUMEHEHMNIO.

12 | Labeling / Mapkuposka | According to ND / B cooTtBeTcTBUM C HI]

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

XpaHeHue MNpu Temnepatype He Bbiwe 25 °C.
14 | Shelf life / Cpoxk 5years /5 net

rogHOCTH
Remarks : The Product conforms to ND/ Opinion : APPROVED
TIpumeuanue: [TpoayKT cootseTcTBYET TpeGosannsiv HJI | 3akmouenne: ONIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTtoBneHo: I[TpoBepeno:Naresh Kumar | Ono6peno: Menemxep /
Ankit P ~ PykoBoauTens Abhishelk Chauhan

; -
(A 7.~ e

Print Date: Print Date: Print Date:
Hara: 25.04. 2022 Hara: 25.04. 2022 Jlata: 25.04. 2022
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