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

CEPTUDPHUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noykianu®, TabeTkn, NoKpbITHIE ILIEH04HO# 06010uK0ii, 400Mmr + 325Mr

-

Batch No / Cepusi Ne : V2201286

Batch

Quantity / O6bem nmaprun : 776.0Kg

040001599589, 890001600754

Analytical Report No / Ananuruyeckuii oryer No :

Date of Analysis / [laTa anaansza: 11.07.2022

Date of Manufacture / lata npounssoacrsa : Jun-2022

Date of Expiry / Cpok roasocru :May-2027

Analysis performed according ND / Auanus nposenen mo HJI: 1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.20 18, n3m. Ne 2 ot 23.09.2019)

Test
No

Result

Specification

1 |Description / Onucanue

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

tablets;

on cross section- white core /
Tabnetku KancynoBugHom
dhopmbi, NOKpbITLIE
MAeHOYHOM obonoykoli
OpaHXeBoro LBeTa, ¢ pucKoi
Ha ofHOW CTOpoHe, Ha

nonepe4yHoM paspese — a4po
Senoro UBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTkn KancynoBugHOM
dopmMbl,  NOKPbITbIE  NNEHOYHOW
06ONOYKON OpaHXeBoOro UBeTa, ¢
PUCKOA Ha OOHOW CTOPOHE; Ha
norepevyHom paspese a4po
6enoro unu noytn Genoro UseTa

Remarks : The Product conforms to ND/
Ipumeyanue: ITponykT cootsercTByeT TpeboBanusim HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /
[ToaroTtosneHo:
Pardeep Kumar

Checked by /
[Tposepeno: Himesh Kumar

—
i - .

Approved by: Manager/Executive /
Ono6peno: Menemxep /
PyxoBoauTens :Amit Kumar

\\\"

—

Print Date:
Hara: 11.07.2022

Print Date:
Hara:11.07.2022

Print Date:
Hata: 11.07.2022

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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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 AHAJIN3A

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

NoyxkauH®, TabneTKkH, NOKPBIThIE MIeHOYHOH 000J10uKoit, 400mMr + 325Mr

Batch No / Cepust Ne : V2201286 Batch Quantity / O6bem napTum : 776.0Kg

040001599589, 890001600754

Analytical Report No / Ananuruydecknii oruer Ne : Date of Analysis / laTta ananusa: 11.07.2022

Date of Manufacture / Jlata nponssoacrsa : Jun-2022  |Date of Expiry / Cpok rogHocTu :May-2027

Analysis performed according ND / Anaau3s nposeged mo H: ITN011252/01-110717 (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)

2 Identification / a) Complies as prescribed/
MopnuHHoOCTL B cooTBeTCcTBMU C
onncaHnem

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 yZepXuBaHUS OCHOBHbIX
MUKOB Ha XpomaTorpamme
UCMbITYEMOro  pacteopa  [OSKHbI
COOTBETCTBOBATb BpEMEHaM
yOepKNBaHUA NNKOB Ha
XpomaTorpamme pacTsopa
CcTaHAapTHbIX obpasuoB
umbynpopeHa M napaueTamona
(pasgen «KonnyecTtseHHoe
onpefeneHne»)

3 |Average weight and 969.6 mg
mass uniformity /
CpepnHsa macca n
OLHOPOAHOCTb MO
Macce

Complies /cooTBeTcTBUM C

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

Ot 9409 w™r po 9991 wr
(970,0 mr £ 3,0 %)

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

Remarks : The Product conforms to ND/
Hpumeuanue: IIponykr coorBercTByeT TpeboBanusm HJL

Opinion : APPROVED
3akiaouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosieHo: [Tposepeno: Himesh Kumar | Ono6peHo: Menenxep /
Pardeep Kumar ef// ,_,—L/' ‘ PykxoBoautens : Amit Kumar
- < 5 : N
ff& T
Print Date: Print Date: Print Date:
Jara: 11.07.2022 Jata:11.07.2022 Jata: 11.07.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Dr.Reddy’s Q3¢

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

CEPTHOHUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykanu®, Tab1eTKH, NOKPLIThIE M1eHOYHOT o0on04Koii, 400Mr + 325mr

Batch No / Cepus Ne : V2201286

Batch Quantity / O6wem naprun : 776.0Kg

040001599589, 890001600754

Analytical Report No / Ananutuueckuii oruer No :

Date of Analysis / laTta ananusa: 11.07.2022

Date of Manufacture / Jlata npomsBoactsa : Jun-2022

Date of Expiry / Cpok roanocru :May-2027

Analysis performed according ND / Ananu3 nposeaen mo HJ: I1TN011252/01-110717 (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 /
PacnagaemocTb

10 minutes 21 seconds

Not more than 30 minutes /
He 6onee 30 mMuH

S5 |Dissolution /
PactBopeHue

96% - 101%

95% - 100%

NLT 70% (Q) C13H1s0: (Ibuprofen)
dissolved in 30 minutes /
He wmenee 70 % (Q)
(BynpocheH) yepes 30 MUH
NLT 70% Q)
(Paracetamol) dissolved in
minutes /

He wmenee 70 % (Q) CsHgNO,
(napaueTtamon) yepes 30 MUH

C13H1802

CsHgNO;
30

6 |Related substances /
PoacTteeHHble npumecu

0.04%

0.0001 %

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecei
nbynpodpeHa — He Gonee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHocbeHon (Npumeck
napauetamona) — He 6onee 0,005%

7 ‘Water / Bopa

1.5%

Not more than 5.0% /
He 6onee 5.0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeuanne: [IponykT coorsercrayer TpeGosanusm HII | 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: IIposepeno: Himesh Kumar | Ono6peno: Meunemxep /

Pardeep Kumar ﬁ ’:Jﬁ Pykosoaurens : Amit Kumar

Print Date: Print Date: Print Date:

Hata: 11.07.2022 Hata:11.07.2022 Hara: 11.07.2022
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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, IND|A
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHDHKAT AHAJIHM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoykiuu®, TadieTku, noKpeIThie MIEHOUHOI 060104K0ii, 400mr + 325mr

Batch No / Cepusa Ne : V2201286

Batch Quantity / O6bem naprumu : 776.0K g

040001599589, 890001600754

Analytical Report No / Ananutuueckuii oruer N :

Date of Analysis / lata ananamuza: 11.07.2022

Date of Manufacture / lata npoussoacrea : Jun-2022

Date of Expiry / Cpok rognoctn :May-2(027

Analysis performed according ND / Auanus n
06.09.2018, amend Ne 2 from 23.09.2019/ uzm, No 1 or 06.09.2018, n3m. Ne 2 ot 23.09.2019)

poseren mo HJI: [T N011252/01-110717 (amend Ne 1 from

[ *8 [Microbial limits /
Mukpobuonoruyeckas
YncToTa

a) Total aerobic
microbial count /
O6uwee yucno
a3poBHbIX
MUKPOOPraHn3aMoB

b) Total combined
yeasts and mould
count / O6ulee yucro
OPONOKEBBIX U
nnecHeBbIX rpnbos

c) E. coli

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

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

Absent / OtcyTtctByeT

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 / OTcyTcTBYE B
1r

Remarks : The Product conforms to ND/
IIpumeyanue: INpoaykr coorBeTcTBYET TpeboBanusam HJJ

Opinion : APPROVED
3akmouenue: OJIOFPEHO

Prepared by /

IlogroroBneno:

Pardeep Kumar (
g

Checked by /
IIposepeno: Himesh Kumar

e M

Approved by: Manager/Executive /
OmobpeHo: Menemxep /
PykoBomutens : Amit Kumar

[N N—

L -

Print Date:
Hara: 11.07.2022

Print Date:
Hara:11.07.2022

Print Date:
Hara: 11.07.2022
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Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

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

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

CEPTHOHKAT AHAJIH3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoykaun®, rabaerkn, MOKPEITBIC JICHOYHOH 000704K0i1, 400Mr + 325Mmr

Batch No / Cepus Ne : V2201286

Batch Quantity / O6bem maptum : 776.0Kg

Analytical Report No / AnanuTH4ecknii oryet No
040001599589, 890001600754

Date of Analysis / lata ananuza: 11.07.2022

Date of Manufacture / Jlata Npou3BoICTBA : Jun-2022

Date of Expiry / Cpok roguoern :May-2027

Analysis performed according ND / Ananus n
06.09.2018, amend Ne 2 from 23.09.2019/ nam. Ne 1 o1 06.09.2018, n3m. Ne 2 ot 23.09.2019)

posenen mo HJI: I1 NO11252/01-110717 (amend Ne 1 from

9  |Uniformity of dosage

Acceptance value (AV) should be |

units not more than 15.0 /
/ OpHopogHoCcTh 2.3 Mokasarens npuemnemoctu (AV)
[o3vuposaHng AomkeH ObiTh He bonee 15,0.
Ibuprofen /
néynpodceH Acceptance value (AV) should be
0.9 not more than 15.0 /

Paracetamol / Mokasatens npuemnemoctu (AV)
napaugeTtamon A0rmkeH 6bITe He Gonee 15,0.

10 [Assay/ 387.3 mg 360 to 440 mg of Ci3H40,
KonuyecTeenHoe (Ibuprofen) per tablet /
onpegeneHue Ot 360,0 mr go 440,0 mMr Ci3H:50,

(ubynpodbeH) B Tabnetke
323.99 mg

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

Ot 292,5 mr go 357,5 mr CsHoNO,
(napauetamon) B TabneTke

Remarks : The Product conforms to ND/
Hpumeyanwue: IpoaykT cootreTcTRyeT TpeboBanusm HJJ

Opinion : APPROVED
3akmouenune: OJOBPEHO

Prepared by /
[loarorosneHno:
Pardeep Kumar /

Checked by /
IIposepeno: Himesh Kumar

P
—— —
| S——

Approved by: Manager/Executive /
Onobpeno: Menemxkep /
PyxoBomutens : Amit Kumar

Print Date:
Hara: 11.07.2022

Print Date:
Hara:11.07.2022

.\\',
/
Print Date:

Hara: 11.07.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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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 AHAJTH3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HUOykann®, rabaerkwu, ITOKPBIThIE IIEHOYHOH 060.10uK0i1, 400Mr + 325Mr

Batch No / Cepus Ne : V2201286

Batch

Quantity / O6bem napruu : 776.0Kg

040001599589, 890001600754

Analytical Report No / Ananuruueckuii oruer No :

Date of Analysis / IaTa ananusza: 11.07.2022

Date of Manufacture / Jlata MpoM3BoACTBA : Jun-2022

Date of Expiry / Cpoxk rognocrn :May-2027

Analysis performed according ND / Ananus IIPOBEJAEH 110
06.09.2018, amend Ne 2 from 23.09,201 9/ u3m. Ne

HA: TTNO011252/01-110717 (amend Ne 1 from
1 01 06.09.2018,

u3M. Ne 2 o1 23,09.2019)

’711 | Package / Ynakoeka

10 tablets in PpVC/Al
blister. 1 blister and a
patient information leaflet in
a carton. /Mo 10 TabneTok
B MNBX/Al 6nuctep. Mo 1
GnucTepy B nauky
KapTOHHYIO BMecTe ¢
WHCTPpYyKUMENR no

10 tablets in PVC/Al blister. 1, 2 or
20 blisters and a patient information
leaflet in a carton. / Mo 10 TabneTok
B MNBX/Al 6nucrep. Mo 1, 2 nnn 20
Grnuctepos B nauky KapTOHHYHO
BMECTe C UHCTPYKLIMER no
NpUMEHeHuto.

NMPYMEHEHMNIO.
12 | Labeling / Mapkuposka According to ND / B cooTseTcTBMN ¢ HJ]
13 | Storage conditions / At temperature not more than 25 °C. /

XpaxeHue [Npu Temnepatype He Bbilwe 25 °C.
14 | Shelf life / Cpok Syears /5 ner
rogHocTH

Remarks : The Product conforms to ND/
Ipumeuanne: [Mponykr COOTBETCTBYET TpeboBanusm HJJ

Opinion : APPROVED
3axkmoyenue: OJOBPEHO

Prepared by /
IToprorosneno:
Pardeep Kumar £

p—

Checked by /
IIpoBepeno: Himesh Kumar

=N —
C ""-;.,_.\_,— —_—

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

"
—

Print Date;:
Jara: 11.07.2022

Print Date:
Hara:11.07.2022

Print Date:
JaTa: 11.07.2022
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