Dr.Reddy’s €&

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykauH®, Tab1eTKU, NOKPLITHIE MIeH04YHOIi 060/104K0i, 400mr + 325mr

Batch No / Cepus Ne : V2201275

Batch Quantity / O6bem naprun : 776.0Kg

890001600735, 890001601634

Analytical Report No / AnaanTruueckuii oryer Ne :

Date of Analysis / JlaTa ananu3za: 08.07.2022

Date of Manufacture / Jlata npoussoactsa : Jun-2022

Date of Expiry / Cpok rogHocTh :May-2027

Analysis performed according ND / Anaans nposexen no 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, n3m. Ne 2 o1 23.09.2019)

S.|
No |

Test

Result

Specification

1 |Description / OnucaHue
|

Capsule-like orange-coloured

nonepe4yHom paspese — a4po
Oenoro useTa

film-coated one-side scored|coated one-side

Capsule-like orange-coloured film-

scored tablets;

tablets; on cross section- white to off-white
on cross section- white core /|{core /[ Tabnetkm KancynoBUAHON
TabneTku KancynoBuaHon|opmMbl,  MOKPbITbIE  MIEHOYHON
thopmbl, NoKpbIThle |060MOYKON  OpaHXeBoro LBeTa, C
NIeHOYHONM 060MOYKOW [PUCKO Ha OfHON CTOPOHE; Ha
OpaHXEeBOro LBETA, C PUCKOM |ONepeyHoM  paspese —  AApo
Ha OAOHOMN CTOpOHe, Ha|Benoro nnu noytn Genoro LBeTa

Remarks : The Product conforms (o ND/
I pumeuanue: [IponykT coorBeTcTBYET Tpebosanusm HJL

Opinion : ATTROVED
3akaiouenune: OJJOBPEHO

Prepared by /
[ToaroToBneHo:
Pardeep Kumar ¢

=l

Checked by /
[poeepeno: Himesh Kumar

—
< N e —————
—_—

Approved by: Manager/Executive /
Ono6peHo: Menemxep /
PykoBoautens :Amit Kumar

4

Print Date:
Jara: 08.07.2022

Print Date:
JaTta:08.07.2022

Print Date:
Hara: 08.07.2022
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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
www.drreddys.com

CEPTUO®UKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykaun®, Ta6ieTKH, NOKPBITHIE IUIEHO4HOT 060J104Koii, 400Mr + 325Mr

Batch No / Cepusi Ne : V2201275

Batch Quantity / O6bem naptuu : 776.0Kg

Analytical Report No / Ananurndecknii oTuer Ne :
890001600735, 890001601634

Date of Analysis / laTta ananu3za: 08.07.2022

Date of Manufacture / /lata npousBoacrsa : Jun-2022

Date of Expiry / Cpok rogaoctn :May-2027

Analysis performed according ND / Ananus nposexen mo HJ: T1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, usm. Ne 2 ot 23.09.2019)

2 Identification /
MoannHHOCTL

a) Complies as prescribed/
B cooTeeTCTBUN C
onncaHuem

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 ygepXvBaHUsi OCHOBHbIX
MUKOB Ha Xpomartorpamme
UCMbITYEMOro  pactsopa  LOSXKHbl
COOTBETCTBOBATL BpeEMeHaMm
yoepXnsaHns NMNKOB Ha
XpomaTorpamme pacTteopa
CcTaHAapTHbIX obpasuos
uwbynpocpeHra 1 napaudetamona
(paspen «KonnyecteeHHoe
onpeaeneHue»)

3 |Average weight and
mass uniformity /
CpepHsaa macca u
OJHOPOAHOCTb MO
macce

966.8 mg

Complies /cooTsBeTCcTBUM C

940,9 mg to
(970,0 mg £ 3,0 %)/
Or 9409 w™mr po
(970,0 mr + 3,0 %)

999,1 mg

9991 wr

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

Remarks : The Product conforms to ND/
IMpumeyanue: [Tpoaykr coorBeTcTBYET TpeboBanusaM HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarotornexo: IIposepeHo: Himesh Kumar | Ono6peno: Menemxep /
Pardeep Kumar PykoBoaurens :Amit Kumar
(:zJ_— < ____LJ_‘-—”’;‘_’
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Print Date: Print Date: Print Date:  *

Hara: 08.07.2022

Hata:08.07.2022

Hara: 08.07.2022

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

CIN: L85195AP1384PLCO04507

www.drreddys.com




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
Noykann®, Tab1eTKu, NOKPbIThIE MJeHoYHoi 060s104Koii, 400mr + 325mr

Batch No / Cepust Ne : V2201275

Batch Quantity / O6bem maptuu : 776.0Kg

890001600735, 890001601634

Analytical Report No / AnanuTndeckuii oTuer Ne : Date of Analysis / aTta ananu3za: 08.07.2022

Date of Manufacture / Jlata npoussojicTsa : Jun-2022  [Date of Expiry / Cpok rogsoctu :May-2027

Analysis performed according ND / Anaan3 nposeaen mo HJI: [1N011252/01-110717 (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 /
PacnapaemocTtb

09 minutes 39 seconds Not more than 30 minutes /
He 6onee 30 MmuH

9 |Dissolution /
PacTteopeHune

96% - 100% NLT 70% (Q) C13H1s0O2 (lbuprofen)
dissolved in 30 minutes /

He meHee 70 % (Q) CisHiO2
(nbynpodpeH) yepes 30 MUH

NLT 70% Q) CsHgNO2
97% - 100% (Paracetamol) dissolved in 30
minutes /

He meHee 70 % (Q) CgHoNO:
(napaueTtamon) yepes 30 MyH

6 |Related substances /
PopcTeeHHblE npumec

0.04% Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
nbynpodpeHa — He 6onee 1,0 %
0.0001 % 4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-ammuHodeHon {npumech
napauertamona) — He 6onee 0,005%

7 |Water/Bopa

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

Pardeep Kumar

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: IIpoaykt cootserctayer Tpebopanmsm H][ | 3axmouenue: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToByieHO: IIpoeepeno: Himesh Kumar | Ono6peno: Menemxep /

. —. | Pykoeoaurens :Amit Kumar
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CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUP®UKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoykaun®, TabaeTku, NOKPHITHIE MJIeHOYHOI 060104K0H, 400Mr + 325Mr

Batch N07Cepml Ne : V2201275 Batch Quantity / O6bem naptun : 776.0Kg

Analytical Report No / Anaantndecknii order Ne : Date of Analysis / JlaTa ananuza: 08.07.2022
890001600735, 890001601634

Date of Manufacture / laTa npousBoacTsa : Jun-2022 | Date of Expiry / Cpok roanocru :May-2027

Analysis performed according ND / Anann3 nposenes mo 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, u3m. Ne 2 ot 23.09.2019)

*8 |Microbial limits /
Mukpobnonorudeckas
yucTtoTa Less than 10 CFU/g /
a) Total aerobic MeHee 10 KOE/r Not more than 1000 CFU/g /
microbial count / He 6onee 1000 KOE/r
Ob6Lwee vncrnio
a3pobHbIX
MMWKPOOPraHM3moB
Less than 5 CFU/g /
b) Total combined Menee 5 KOE/r Not more than 100 CFU/g /
yeasts and mould He 6onee 100 KOE/r
count / ObLwee yncno
OPOMNOKEBBIX W

MnecHeBbIX rpnbos Absent / OtcyTtcTBYET
c) E. coli Shall be absent in 1g / OTcyTcTBUE B
1r
Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeuanne: [TpoaykT cooTetcTByeT Tpebosannam HJ| | 3akaouenue: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroBiyeHo: I[Iposepeno: Himesh Kumar | Ono6peno: Menemxkep /

| PyxoBoautens :Amit Kumar
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Print Date: Print Date: Print Date:
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulaticn 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
H6ykanH®, TabaeTKU, MOKPLIThIE MUIeH0YHOMH 060.104K0i, 400mr + 325mr

Batch No / Cepust Ne : V2201275

Batch Quantity / O6bem mapTuu : 776.0Kg

890001600735, 890001601634

Analytical Report No / AranuTnyeckuii oryer No :

Date of Analysis / JaTa ananusa: 08.07.2022

Date of Manufacture / /lata npoussoacrsa : Jun-2022

Date of Expiry / Cpok rognoct :May-2027

Analysis performed according ND / Ananu3 nposeaen o HJI: [T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 o1 06.09.2018, u3m. Ne 2 o1 23.09.2019)

9 | Uniformity of dosage

Acceptance value (AV) should be

units not more than 15.0 /
/ OgHopoOHoCTb 2.3 MokasaTenb npuemnemocTtn (AV)
0031MpoBaHus JomKeH bbITb He Bonee 15,0.
Ibuprofen /
nbynpocheH Acceptance value (AV) should be
1.5 not more than 15.0 /

Paracetamol / MokasaTenb npuemnemoctu (AV)
napaveTamon JomkeH bblTb He Bonee 15,0.

10 |Assay/ 390.7 mg 360 to 440 mg of CiHigO2
KonuuecTteeHHOe (Ibuprofen) per tablet /
onpenerneHve Ot 360,0 mr go 440,0 mr Ci3H40:>

(nbynpocbeH) B Tabnetke
319.99 mg

292.5 to 357.50 mg of CgHoNO:
(Paracetamol) per tablet /

Ot 292,5 mr go 357,5 mr CgHgNO,
(napaueTtamon) B TabneTke

Remarks : The Product conforms to ND/
Ipumeyanue: [Iponykr cootBercTByeT TpeboBanusam HJJ

Opinion : APPROVED
3axmouenune: OJIOBPEHO

Prepared by /
IToarorosneHo:
Pardeep Kumar ¢
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Checked by /
[TpoepeHo: Himesh Kumar

Approved by: Manager/Executive /
Omo6peHo: MeHemxep /
PykoBoaurens :Amit Kumar

Print Date:
Jara: 08.07.2022

Print Date:
HaTa:08.07.2022
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CERTIFICATE OF ANALYSIS

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

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

CEPTUDOHUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NU6yxkanH®, TabaeTKH, NOKPBITHIE NIeHOYHOT 060104K0H, 400Mr + 325Mr

Batch No / Cepus Ne : V2201275

Batch Quantity / O6bem naptun : 776.0Kg

890001600735, 890001601634

Analytical Report No / AnanuTn4yeckuii oTuer Ne :

Date of Analysis / JlaTa ananmn3za: 08.07.2022

Date of Manufacture / /laTta npoussoactsa : Jun-2022

Date of Expiry / Cpok rognoctu :May-2027

Analysis performed according ND / Ananus nposenen no HJI: 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, usm. Ne 2 ot 23.09.2019)

11 | Package / Ynakoska |10 tablets in PpVC/Al 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. / Mo 10 Tabnetok  |B MNBX/Al 6nucTep. Mo 1, 2 nnn 20
B NBX/Al 6nucTep. Mo 1 ONnCcTepoB B NadKy KApTOHHYIO
onncTepy B navky BMECTE C UHCTPYKLMER no
KapTOHHY BMecCTe C NPUMEHEHUIO.

WHCTPYKLMEN no
NPUMEHEHMNIO.

12 | Labeling / MapkupoBka | According to ND / B cooteeTcTBun ¢ HJ]
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHve Mpw TemnepaTtype He Bbilwe 25 °C.

14 | Shelf life / Cpok 5years / 5 neT

rogHoCTU

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [TpoaykT cooTseTcTByeT Tpebopanusam H] | 3akmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: ITposepeno: Himesh Kumar | Ono6peno: Menemxep /
Pardeep Kumar L | Pykosomutens :Amit Kumar
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