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

CEPTHOUKAT AHAJIH3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoykann®, tabnerku, IOKPBITHIE IICHOYHOH 060104K0i1, 400Mr + 325Mr

—

Batch No / Cepus Ne : V2200483

Batch Quantity / O6bem napTun : 776.0 Kg

040001552773, 890001583893

Analytical Report No / AnaauTuaeckuii orger No :

Date of Analysis / lata anamm3sa: 07.04.2022

Date of Manufacture / [laTa npon3soacrsa : Mar-2022

Date of Expiry / Cpok rognocru :Feb-2027

09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne

Analysis performed according ND / Ananns NMPOBeAeH No
\% 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

HJ: IINO011252/01-110717 (amend Ne 1 from

S

: Test
No

Result

Specification

1 |Description / Onucanue

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

tablets;

on cross section- white core /
KancynosuaHomn

Tabnetkn

dopmbl,
MreHoYvHoMn

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabrneTku KancyrnoswaHo
(POpMbI,  MOKPbITbIE  NAEHOYHO
0BOMoYKO OpaHXeBOro LBeTa, ¢
PUCKOW Ha OAHOW CTOpOHe, Ha

NOKpPbITblE
obonoykoi

OpaHXXeBOro LBeTa, C pUCKOii
Ha oAHOW cTopoHe, Ha
rnornepevyHom paspese — 84p0
Benoro useTa

nonepevyHom
6enoro unu noytu Benoro LuBeTa

paspese A4po

Remarks : The Product conforms to ND/
Ipumeyanue: [Tpoaykr cootsercryet TpedoBannsam HJT

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by /
IToarorosneno:

Checked by /
ITposepeno:Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep /
PykoBoaurenn

Pavan Kumar Sharma

il
(7 m
=

Ankit
(A
Print Date:

Hara; 07.04. 2022

Print Date:
Hara: 07.04. 2022

Print Date:
Hara: 07.04. 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



Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

CEPTUDHKAT AHAJII3A

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

Hoyrknuu®, Tal/IeTKH, IOKPbIThIE MIEHOYHOI] o6o104Koit, 400mr + 325mr

]

Batch No / Cepust Ne : V2200483

Batch Quantity / O6bem napruu : 776.0 Kg

Analytical Report No / AnanuTuveckuii oTyer Ne :
040001552773, 890001583893

Date of Analysis / JIata anau3a: 07.04.2022

Date of Manufacture / JaTa npomssoacrea : Mar-

2022 | Date of Expiry / Cpox rognoctn :Feb-2027

Analysis performed according ND / AHanu3 npoBesien mo HI: TINO011252/01-110717 (amend No | from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. No

1 oT 06.09.2018, u3M. Ne 2 o1 23.09.2019)

—_—

2 Identification /
MoanuHHocTb

a) Complies as prescribed/
B cooTBeTCTRBUM C
onucaHuem

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)/

Bpemena ypepxusaHus ocHOBHbIX
nnKoB Ha Xpomarorpamme
UCMIbITYEMOro  pactBopa  gOIKHbI
COOTBETCTBOBATL BpeMeHam
yAaepXxuBaHus NUKoB Ha
Xpomarorpamme pactesopa
CTaHOapTHbIX obpasuos
nbynpoceHa u  napaueramona
(pasgen «KonnyectseHHoe
onpeaenexHuey)

3 |Average weight and
mass uniformity /
CpegHss macca u
OAHOPOAHOCTL No

Macce

963.9 mg

940,9 mg to
(970,0 mg + 3,0 %) /
OTr 9409 wmr no
(970,0 mr + 3,0 %)

999,1 mg

999,11 wmr

18/20 tablets — NMT + 5% /
18/20 TabneTtok — He Gonee + 5 %
2/20 tablets — NMT + 10% /
2/20 TabneTok — He Gornee + 10 %

Remarks : The Product conforms to ND/
Ipumeuanne: Ilponyxr COOTBETCTBYeT Tpeboanusam HJJ

Opinion : APPROVED
3akmouenne: OJIOBPEHO

Hara: 07.04. 2022

Prepared by / Checked by / Approved by: Manager/Executive /
Iogarorosneno: IIpoBepero:Himesh Kumar Ono6peno: Menemxep /
Ankit | PykoBoaurens 4
@ CB_}/“.L Pavan Kumar Sharma /f’;_’ =
c’.'_/
Print Date: Print Date: Print Date:

Hara: 07.04. 2022

Hara: 07.04. 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: L85195AP1D8APLE004 50 /
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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 : +21 98166 56001-02
www.drreddys.com

CEPTUDOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoykiaun®, TabaeTku, NOKPLITHIC NVIEHOYHOMH 060104K0#, 400Mr + 325Mr

Batch No / Cepusi Ne : V2200483

Batch Quantity / O6bem naptum : 776.0 Kg

040001552773, 890001583893

Analytical Report No / AHanHTUYecKH i oTuyeT No :

Date of Analysis / laTa anann3za: 07.04.2022

Date of Manufacture / Jlata npousBoacTea : Mar-2022

Date of Expiry / Cpok roanoctn :Feb-2027

Analysis performed according ND / Auanu3s nposexen mo HJI: 11 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnapaemocTb

12 minutes 03 seconds

Not more than 30 minutes /
He 6onee 30 muH

S |Dissolution /
PacTtBopeHune

97% - 99%

98% - 102%

NLT 70% (Q) C43H1O2 (Ibuprofen)
dissolved in 30 minutes /
He wmenee 70 % (Q)
(nbynpodpeH) yepes 30 MuH

C13H1502

NLT 70% Q) CsHoNO-
(Paracetamol) dissolved in 30
minutes /

He wmenee 70 % (Q) CgHoNO:
(napaueTamon) yepes 30 MuH

6 |Related substances /
PogacTtBeHHbIE NprMec

0.03%

0.001 %

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
nbynpodeHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHoceHon (nprmech
napaueramona) — He 6onee 0,005%

7 |Water/Bopa

1.2 %

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

Remarks : The Product conforms to ND/
Ilpumeuanmne: ITponykT cooTBeTCTBYET TpeGoBanusam HJT

Opinion : APPROVED
3akmrouenue: OJIOBPEHO

Jara: 07.04. 2022

Hara: 07.04. 2022

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: IIposepeno:Himesh Kumar | Ono6peno: MeHemxkep / 3
Ankit - PykoBoautes /
[ A ‘1‘—“"‘“\.5,—— — .~ | Pavan Kumar Sharma “ r"7
- /
Print Date: Print Date: Print Date:

Hara: 07.04. 2022
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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, INDJA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTH®HKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoykanu®, TabieTkn, NOKPLITHIE MJ1€HOYHO o6oJ104Ko0ii, 400mr + 325mr

Batch No / Cepust Ne : V2200483

Batch Quantity / O6bem napruu : 776.0 Kg

Analytical Report No / Ananuruyecknii oTyer No :
040001552773, 890001583893

Date of Analysis / Hara ananu3za: 07.04.2022

Date of Manufacture / lata npouseogersa : Mar-2022 |Date of Expiry / Cpok roguocrtu :Feb-2027

Analysis performed according ND / Ananus nposeaen mo H/I: IIN011252/01-110717 (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)

=

a3pobHbIX

c) E. coli

a) Total aerobic
microbial count /
Obuee yncno

MWKpPOOpPraHn3moB

b) Total combined
yeasts and mould
count / ObLee uucno
APOXCKEBBLIX 1
nnecHesbIX rpnbos

[ *8 [Microbial limits /
Mwukpobuonoruyeckas
4YncTOoTAa Less than 10 CFU/g /

MeHee 10 KOE/r

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

Absent / OTcytcTayet

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/
Ipumeyanne: [Mpoaykr COOTBETCTBYET TpedoBaHmusaM HJJ

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Hara: 07.04. 2022

Hara: 07.04. 2022

Prepared by / Checked by / Approved by: Manager/Executive /
TMoaroronnerio: Hpusepeno: Himesh Kumar Unobpeno: Menemxep /
Ankit (—ll——\\ PykoBoaurens J-;;#"
—. | Pavan Kumar Sharma +———
[éf N /ﬂjl/fff""’j
Print Date: Print Date: Print Date:

Hara: 07.04. 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, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHUOHUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyknun®, TabieTKH, HOKPbIThIE MJIEHOYHOH 000J104K0i, 400Mr + 325mr

Batch No / Cepns Ne : V2200483

Batch Quantity / O6bem naptuu : 776.0 Kg

Analytical Report No / Ananurnyeckuii oruet Ne ;
040001552773, 890001583893

Date of Analysis / JaTta ananuza: 07.04.2022

Date of Manufacture / laTa nponssoacTsa : Mar-2022

Date of Expiry / Cpok rogaoctn :Feb-2027

Analysis performed according ND / Anann3 nposeged mo H/I: [1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018, u3sM. Ne 2 ot 23.09.2019)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OpHOpPOZHOCTE 1.3 MokazaTtens npuemnemocTth (AV)
0031poBaHus nomkeH ObiTh He 6Gonee 15,0.
Ibuprofen /
ubynpoceH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.3 MokasaTtenb npuemnemocty (AV)
napaueTamorn JorxkeH OblTb He 6onee 15,0.
10 |Assay/ 393.4 mg 360 to 440 mg of Ci3sH40:
KonuuyecTteeHHoe (Ibuprofen) per tablet /
onpegeneHue OT1 360,0 mr go 440,0 mr Ci3H150;
(nbynpodpbeH) B Tabnetke
325.97 mg 2925 to 357.50 mg of CgHgNO,
(Paracetamol) per tablet /
O1 292,5 mr po 357,5 mr CgHgNO,
(napauetamon) B TabneTke

Remarks : The Product conforms to ND/
IIpumeuanue: [Iponykr coorBercTBYeT Tpeboanusim HJI

Opinion : APPROVED
3axknouenune: OJJOBPEHO

Prepared by /
IToarorosaeHo:
Ankit

>

Checked by /
IIpoeepeno:Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep /
PyxoBoaurens / ) —

Pavan Kumar Sharma ([ —

Print Date:
Jlara: 07.04. 2022

Print Date:
Hata: 07.04. 2022

Print Date:
Hara: 07.04.2022
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‘..O Dr. Reddy's Laboratories Ltd.

! - Formulation Unit-6

Dr. Red dy s ‘. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS  www.drreddys.com
CEPTUOPUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyknnu®, TabJeTKi, NOKPbITHIE NIEHOYHOH 000104K0it, 400Mr + 325mr
Batch No / Cepus Ne : V2200483 Batch Quantity / O0bem naprun : 776.0 Kg

Analytical Report No / AHajuTudeckuii oryer No : Date of Analysis / JlaTta ananuza: 07.04.2022
040001552773, 890001583893
Date of Manufacture / Jlata npou3soacrsa : Mar-2022 |Date of Expiry / Cpok rognoctu :Feb-2027
Analysis performed according ND / Ananu3 nposeaen mo HJI: IT1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 o1 06.09.2018, usm. 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. / Mo 10 TabneTok
a carton. /o 10 Tabnetok  |B MNBX/Al 6nuctep. Mo 1, 2 unun 20

B MBX/Al 6rimcTep. Mo 1 BnucTepos B NaYKy KAPTOHHYHO
6nuctepy B nayky BMECTE C UHCTPYKLMER Mo
KapTOHHYIO BMeCTe C MPUMEHEHMUIO.

WHCTPYKUMER NO

MPUMEHEHNIO.

12 | Labeling / MapkupoBka | According to ND / B cootBeTcTBUM ¢ H/J
13 | Storage conditions / At temperature not more than 25 °C. /

XpaHeHue Mpu TemnepaTtype He Bbiwe 25 °C.
14 | Shelf life / Cpok 5years /5 net
roAHOCTU
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ilpumeuanne: [Tpoaykr cootBeTcTBYeT TpeboBanusam HJl | 3akmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
TMoaroTorneHn: [Tporepeno:Himesh Kumar | Qno6peHo: Menemkep / -

Ankit - /L_,/—— — PykoBoauTens A
@ _ _ . | Pavan Kumar Sharma L"JL S
et //

Print Date: Print Date: Print Date:
Hara: 07.04. 2022 Hata: 07.04. 2022 Hara: 07.04. 2022
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