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

CEPTH®UKAT AHAJIA3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6yxaun®, TabjaeTkd, NOKPHIThIE M1eHOYHOI 060104K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2200477

Batch Quantity / O6bem maptun : 776.00Kg

Analytical Report No / AnanuTH4ecknii oTueT Ne :
040001544334, 890001580865

Date of Analysis / lata anaan3za: 28.03.2022

Date of Manufacture / Jlata npon3BoacTaa : Mar-2022

Date of Expiry / Cpok rognoctu :Feb-2027

Analysis performed according ND / Anasnu3s nposeged no HJI: I1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, usm. Ne 2 o1 23.09.2019)

S. Test
No

Result

Specification

1 |Description / Onucanve

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

tablets;

on cross section- white core /
Tabnetku KancynosuaHowm
dopmbl, NOKpbITbIE
NNeHO4YHONM obonoukoi

OpaHXeBOro LIBETa, C pUCKOW
Ha OOHOM CTOPOHe;, Ha
nonepevyHom paspese — a94po
6enoro uyseTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTkn KancynosuaHON
dopmbl,  NOKPbLITEIE  MNEHOYHOW
060SIOYKON OpaHXeBoro LUBeTa, C
pUCKOA Ha OfHOW CTOpPOHe; Ha
nonepeyHom paspese — s4po
6enoro nnun nouTtn Genoro useTa

Remarks : The Product conforms to ND/
Ipumeuanue: [TpoaykT coorBercTByeT TpebosanuaM HJI

Opinion : APPROVED
3akiaouenne: OJOBPEHO

Jlarta: 28.03.2022

JHata: 28.03.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: [Tposepeno:Himesh Kumar Onobpeno: Menemxep /
Ankit " = PykoBoutens 0
@ Pawan Kumar /_4—7,
Print Date: Print Date: Print Date:

Jara: 28.03.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, 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 Lid.
Formulation Unit-6

Viil. 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

N6yknun®, TabaeTku, NOKPLIThHIE IIeHOYHOH 060104K0#, 400Mr + 325mr

Batch No / Cepusi Ne : V2200477 Batch Quantity / O6bem maptun : 776.00Kg

040001544334, 890001580865

Analytical Report No / AHasnTHYecKHii oTyer Ne Date of Analysis / lata anaym3za: 28.03.2022

Date of Manufacture / Jlata nponsBojcTea : Mar-2022 [Date of Expiry / Cpok roguocty :Feb-2027

Analysis performed according ND / Anann3 nposezaes mo HJI: I N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, u3m. Ne 2 o1 23.09.2019)

2 Identification / a) Complies as prescribed/
MoanuHHOCTL B cooTBeTCTBUM C
onvcaHnem

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 yaepMBaHUS OCHOBHbIX
MUKoB Ha XpomarorpaMmme
NCMBITYEMOro  pacTeopa  OOSDKHbI
COOTBETCTBOBATb BpemMeHam
yaepXuBaHNa NUKoB Ha
XpomaTorpamme pacTeopa
cTaHAapTHBIX obpasuos
ubynpocpeHa ¥ napaueTramona
(pasgen «KonuuectBeHHoe
onpeaeneHne»)

3 |Average weight and 965.3 mg
mass uniformity /
CpepnHsas macca u
OLHOPOAHOCTL Mo
mMacce

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

OT 9409 w™mr pgo 9991 wr
(970,0 mr £ 3,0 %)

18/20 tablets — NMT + 5% /
18/20 Tabretok — He Bonee + 5 %
2/20 tablets — NMT £ 10% /
2/20 TabneTok ~ He 6onee £ 10 %

Remarks : The Product conforms to ND/
ITpumeuanne: [Ipoaykt cooTBeTcTBYeT TpebopanuaM HJL

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by / Checked by /
[loaroroBneHo: [Tpoeepeno:Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep /
PyxoBonutens

Ani A ’_Lk )
C/' —— == Pawan Kumar ”i—"'—_

Print Date: Print Date: Print Date:

Hara: 28.03.2022 Hara: 28.03.2022 Hata: 28.03.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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, ..o Dr. Reddy's Laboratories Ltd.
Dr. Red dy S ® Formulation Unit-6
L Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
CERTIFICATE OF AN.ALYSIS Www‘drreddYS_com

CEPTH®HUKAT AHAJIH3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6yknua®, Ta0aeTKH, TOKPBITHIE M1eH0YHoi 060104K0i, 400Mmr + 325mr
Batch No / Cepnsi Ne : V2200477 Batch Quantity / O0bem naptun : 776.00Kg

Analytical Report No / Ananutndeckuii oryer Ne : Date of Analysis / laTa ananu3a: 28.03.2022
040001544334, 890001580865
Date of Manufacture / Jlata npoussojcTsa : Mar-2022 |Date of Expiry / Cpok roanoctu :Feb-2027
Analysis performed according ND / Ananus nposegen no HJI: TTNO1 1252/01-110717 (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)

4 |Disintegration / 09 minutes 09 seconds  [Not more than 30 minutes /
PacnaaaemocTb He 6onee 30 MuH

5 |Dissolution / 95% - 100% NLT 70% (Q) C13H1sO2 (Ibuprofen)
PactsopeHue dissolved in 30 minutes /

He meHee 70 % (Q) Ci3HO2
(voynpodpeH) yepes 30 MUH

NLT 70% (Q) CsHgNO2
98% - 100% (Paracetamol) dissolved in 30
minutes /

He menee 70 % (Q) CeHoNO2
(napauetamon) Yyepes 30 MyH

6 |Related substances / 0.03% Total impurities of Ibuprofen NMT
PogctBeHHbIE MpUMecH 1.0% / Cymma npumecen
néynpodeHa — He 6onee 1,0 %
0.0003% 4-aminophenol (Paracetamol

impurity) NMT 0.005% /
4-amuHocbeHon (npumech
napauetamorna) — He 6onee 0,005%
7 |Water/ Bopa 1.3% Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanne: [TpoaykT cootsercTayer Tpebosanuam HJI | 3axmouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loaroroeneHo: IMposepeno:Himesh Kumar Ono6peno: Menemxep /
Ankit \ m—— Pyxosoguren 0
el —— Pawan Kumar

@ . /)ﬁ—w,J'-
Print Date: Print Date: Print Date: |
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Dr.Reddy’s ":'.

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

CERTIFICATE OF ANALYSIS  Www.drreddys.com

CEPTUOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HN6ykaun®, TabieTKd, NOKPHIThIE MIEHOYHOH 060104K0i, 400Mr + 325mr

Batch No / Cepust Ne : V2200477

Batch Quantity / O6bem napruu : 776.00Kg

Analytical Report No / AHajanTu4eckuii oTyer Ne :
040001544334, 890001580865

Date of Analysis / JlaTa ananu3za: 28.03.2022

Date of Manufacture / [lata npoussoacrsa : Mar-2022

Date of Expiry / Cpox rogaoctu :Feb-2027

Analysis performed according ND / Ananu3s nposenen mo HJ{: ITN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

*8 [Microbial limits /
Mukpobuonoruyeckas
yucToTa

a) Total aerobic
microbial count /
O6Lwwee uncno
a3pobHbIX
MUWKPOOPraHM3MoB

b) Total combined
yeasts and mould
count / Obuiee uncno
OPONOKEBbBIX U
nnecHesbIX rpnboB

c) E. coli

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

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

Absent / OtcyrcTByeT

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/
ITpumeuanne: [TpoayKT cooTBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3axmoueaue: OJJOBPEHO

Prepared by /
IToxaroroBieHoO:

Checked by /
[Tposepeno:Himesh Kumar

Approved by: Manager/Executive /
Ono6peHo: Menemxep /
PyxoBogurens 0

Pawan Kumar A

Ankit /@
[ —
Print Date:

Jara: 28.03.2022

Print Date:
JHara: 28.03.2022

Print Date:
Jara: 28.03.2022
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Dr.Reddy’s ":‘

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

CERTIFICATE OF ANALYSIS  Www.drreddys.com

CEPTUDUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6yxanu®, TabaeTkH, NOKPHITHIE INIEHOYHOH 060J104K0ii, 400Mr + 325Mr

Batch No / Cepus Ne : V2200477

Batch Quantity / O6nbem naptuu : 776.00Kg

040001544334, 890001580865

Analytical Report No / AHanuTH4yecknii oryer Ne :

Date of Analysis / JlaTta ananu3za: 28.03.2022

Date of Manufacture / /lata npoussoactsa : Mar-2022

Date of Expiry / Cpok rognoctu :Feb-2027

Analysis performed according ND / Auanu3 nposenex mo HJI: ITN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, n3mM. Ne 2 ot 23.09.2019)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OgHopoaHoCTb 1.0 MokasaTtenb npuemnemocTn (AV)
[,031MpoBaHNs JormkeH bbiTb He Gonee 15,0.
Ibuprofen /
nbynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.0 Mokazatenks npyemnemMmoctu (AV)
napaueTtamorn JoImKkeH ObiTb He Bonee 15,0.
10 |Assay/ 397.4 mg 360 to 440 mg of Ci3Hi0:
KonnyecTtBeHHoe (Ibuprofen) per tablet /
onpegeneHve Ot 360,0 mr go 440,0 mr Cq3H+0:2
(néynpodeH) B TabneTke
323.18 mg 292.5 to 357.50 mg of CgHgNO-
(Paracetamol) per tablet /
OT 292,5 mr go 357,5 mr CgHgNO:2
(napauetamon) B TabneTke

Remarks : The Product conforms to ND/

Mpumeuanne: [TponykT coorBeTcTByeT TpeboBanusam HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by / Checked by /

[loaroToBieHO: [Iposepeno:Himesh Kumar

Ankit @* Ql/__,,_

Approved by: Manager/Executive /
Onobpeno: Menemxep /
PykoBogutenr ()

Pawan Kumar Aﬁ

Print Date: Print Date:

Jarta: 28.03.2022 Hara: 28.03.2022

Print Date:
Jara: 28.03.2022
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

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

CEPTHOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6yknuu®, TabaeTkun, NOKPHITHIE IIEHOUHOMH 060.,104Ko0ii, 400mMr + 325Mr

Batch No / Cepus Ne : V2200477

Batch Quantity / O6bem naptun : 776.00Kg

040001544334, 890001580865

Analytical Report No / AHamnTHYecKkuii oTyer Nt :

Date of Analysis / laTa ana;iu3a: 28.03.2022

Date of Manufacture / Jlata npon3BojacTsa : Mar-2022

Date of Expiry / Cpok rogsoctn :Feb-2027

Analysis performed according ND / Anann3 nposeaen mo HJI: ITN011252/01-110717 (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)

11 | Package / YnakoBka

10 tablets in PpVC/Al
blister. 1 blister and a
patient information leaflet in
a carton. / Mo 10 TabneTok
B MBX/Al 6rnnctep. Mo 1
B6nucTepy B nauky
KapTOHHYIO BMECTE C
WHCTpYKUMen no
NPUMEHEHMUIO.

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 6nuctep. Mo 1, 2 nnn 20
6rMcTepOoB B Mayvky KapTOHHYO
BMECTE C VUHCTPYKUMEn Mo
NMPUMEHEHUIO.

12 | Labeling / Mapkupoeka

According to ND / B cootseTcTBun ¢ HJ]

13 | Storage conditions /

At temperature not more than 25 °C./

XpaHeHve Mpu Temnepatype He Bbllwe 25 °C.
14 | Shelf life / Cpok 5years/5net
rogHocTH

Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanue: [Ipoaykt coorsercTByeT Tpeboanusam HJI | 3axmouenne: OJTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHO: [MposepeHo:Himesh Kumar Ono6peno: Menemxep /
Ankit } Pykosogurens -

ﬁ C_’::L’/——: Pawan Kumar :AT

S A —

Print Date: Print Date: Print Date:
Hata: 28.03.2022 Jara: 28.03.2022 Jara: 28.03.2022
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