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

CEPTUPUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykauu®, TabieTkn, NOKPLITHIE MJIeHOUYHOMH 060104K0ii, 400mr + 325mr

Batch No / Cepust Ne : V2201645

Batch Quantity / O6bem maprun : 776.0Kg

Analytical Report No / Ananurudeckuii order Ne :
040001623758, 8950001609442

Date of Analysis / JlaTa ananu3za: 24.08.2022

Date of Manufacture / Jlata npou3Boacrsa : Jul-2022

Date of Expiry / Cpok rognocts :Jun-2027

Analysis performed according ND / Ananus npoeenen mo H/I: [1N011252/01-110717 (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)

Test
No \

Result

Specification

1 |Description / OnucaHune

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

tablets;

on cross section- white core /
TabneTtku KancynoBugHou
dhopmbl, NoKpbITHIE
MIEeHOYHOMN obonoukon

OPaH>XeBOoro LBeTa, C PUCKOW
Ha oOHOW CTOpoHe; Ha
nornepeyHoM paspese — A4po
Oenoro uUBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTtknm KancyrnoBUOHOWN
dopmbl,  MOKPbITBIE  MMNEHOYHON
00OomMoYKot OpaHXeBoro LseTa, ¢
PUCKON Ha OAHOW CTOpoHE; Ha
rnonepedyHom paspese —  S4po
Benoro unu no4tn Benoro LBeTa

Remarks : The Product conforms to ND/
ITpumeuanne: [IpoaykT coorBeTcTBYeT TpeboBanusam HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarororneHo: ITposepeHo: Pardeep Kumar | Ono6peno: Menemxep /
Ramakant CO/’d' Pykopogutens :Kusum Lata
v e E:)\é‘_‘; 5
Print Date: Print Date: Print Date:
Hara: 24.08.2022 JaTa:24.08.2022 Hara: 24.08.2022
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDJA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOPUKAT AHAJIU3A

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

NoyknnH®, TabneTKH, NOKPLITHIE INIEHOYHOI 060a049K0i, 400Mr + 325mr

Batch No / Cepus Ne : V2201645 Batch Quantity / O6bem maptun : 776.0Kg

040001623758, 890001609442

Analytical Report No / AHanuTuyecknii oTuer Ne : Date of Analysis / JlaTa ananmm3a: 24.08.2022

Date of Manufacture / /lata nponsBoacrsa : Jul-2022 Date of Expiry / Cpok rogaocru :Jun-2027

Analysis performed according ND / Ananus nposeaen no H/I: 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, n3m. Ne 2 ot 23.09.2019)

2 Identification / a) Complies as prescribed/
lNognuHHOCTL B cooTBEeTCTBUMK 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 ypepxuBaHus OCHOBHbIX
NNKOB Ha XpomaTtorpaMmme
MCMbITYEeMOro  pacTsopa  [OSDKHbI
COOTBETCTBOBATL BpeMeHam
yaepKnBaHus MUKOB Ha
XpomaTtorpamme pacTsopa
CTaHOapTHbIX obpasuoe
noynpocdeHa 1  napaudetamona
(paspen «KonuuecteeHHoe
onpeaeneHve»)

3 |Average weight and 973.7mg
mass uniformity /
CpegnHsasa macca #
O[HOPOZHOCTbL NO
Macce

Complies /cooTBeTCTBUN C

940,9 mg to 9991 mg
(970,0 mg = 3,0 %) /

Or 9409 wmr pgo 999,11 wmr
(970,0 mr + 3,0 %)

18/20 tablets — NMT + 5% /
18/20 Tabnetok — He Bonee + 5 %
2/20 tablets — NMT +10% /
2/20 TabneTok — He Gonee = 10 %

Remarks : The Product conforms to ND/
IIpumeuanne: IIponykr coorsercTByeT TpeboBaHusam HJL

Opinion : APPROVED
3akawuenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarortosneno: [TpoeepeHo: Pardeep Kumar | OnobpeHo: Menemxep /

Ramakant g‘; wj\ ) Pyxopoautens :Kusum Lata

Print Date: Print Date: Print Date:
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vill. Khol, Nalagarh Road, Badd;i,
Distt. Solan, H.P.,, 173 205, INDIA
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CEPTUDPHUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykauu®, TabieTiku, NOKPbIThIE MICHO4HOI 060/104K0ii, 400mr + 325mMr

Batch No / Cepus Ne : V2201645

Batch Quantity / O6bem nmapTun : 776.0Kg

040001623758, 890001609442

Analytical Report No / AHanuTu4eckuii oT4er Ne :

Date of Analysis / JIata anannsa: 24.08.2022

Date of Manufacture / Jlata npouszsogcrsa : Jul-2022

Date of Expiry / Cpok rognoctu :Jun-2027

Analysis performed according ND / Anaans nposeaen mo HJI: TI N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 o1 06.09.2018, n3m. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnapaemocTtb

10 minutes 47 seconds

Not more than 30 minutes /
He 6onee 30 MuH

S |Dissolution /
PacTtsopeHue

97% - 100%

98% - 101%

NLT 70% (Q) C13H1802 (Ibuprofen)
dissolved in 30 minutes /
He meHee 70 % (Q)
(nbynpodeH) yepes 30 MUH

C13H1502

NLT 70% Q) CgHgNO2
(Paracetamol) dissolved in 30
minutes /

He menee 70 % (Q) CsHgNO:

(napauetamon) yepes 30 MUH

6 |Related substances /
PoacteBeHHble npuMecu

0.03%

0.0001%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
ubynpoceHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHOGEeHON (NPUMECH
napauetamona) — He 6onee 0,005%

7 |Water / Boga

1.6%

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

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [TpoaykT cootseTcTByeT Tpeboanusm HJ | 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: ; ITposepeno: Pardeep Kumar | Ono6peHo: Menemxep /
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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

CEPTHOHUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoykanH®, TabaeTKku, HOKPBITbIE MJIEHOYHOI 000J104K0#, 400Mr + 325mr

Batch No / Cepus No : V2201645

Batch Quantity / O6wem mapruu : 776.0Kg

Analytical Report No / Anasurnyeckuii oruer Ne :
040001623758, 890001609442

Date of Analysis / laTta ananu3a: 24.08.2022

Date of Manufacture / JlaTa npoussojcrTsa : Jul-2022

Date of Expiry / Cpok roguoctn :Jun-2027

Analysis performed according ND / Anann3s nposenen mo HJI: TI 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)

*8

Microbial limits /
Mukpobuonoruyeckas
yucToTa

a) Total aerobic
microbial count /
O06Lwee vncro
a3poBHbIX
MUKPOOPraHU3MOoB

b) Total combined
yeasts and mould
count / Obwee uncno
OPOMNCKEBLIX M1
nnecHeBbIX rpuboB

c¢) E. coli

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

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

Absent / OTcytcTBYET

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
ir

Remarks : The Product conforms to ND/
Ilpumeuyanue: [Ipoaykr coorBercTByeT TpebGoBaHusam HJI

Opinion : APPROVED
3akawuenue: OJIOGPEHO

Prepared by /
[loarorosneno:

Ramakant &Lbkmg/

Checked by /
[IpoBepeno: Pardeep Kumar

P

-

Approved by: Manager/Executive /
Ono6peHo: Menemxep /
PykoBoautens :Kusum Lata

e

Print Date:
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Print Date:
JaTa:24.08.2022

Print Date:
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CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUDPUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyxka1uH®, TabaeTKU, HOKPBITbIE MJIEHOUHOMH 060104K0i, 400Mr + 325mr
Batch No / Cepusa Ne : V2201645 'Batch Quantity / O6bem naptuu : 776.0Kg

Analytical Report No / AHajiuTHYecKHit oTuer No : Date of Analysis / JlaTa anann3a: 24.08.2022
040001623758, 890001609442
Date of Manufacture / Jlata npoussoacrsa : Jul-2022 Date of Expiry / Cpok rogHoctn :Jun-2027
Analysis performed according ND / Ananus nposexer mo H: TTN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, n3m. No 2 ot 23.09.2019)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OpHopogHoCcTb 1.3 [TokasaTens npvemnemocTtu (AV)
0031pOBaHNS JomxeH ObITb He bonee 15,0.
Ibuprofen /
néynpodeH Acceptance value (AV) should be
1.4 not more than 15.0 /
Paracetamol / MokasaTens npuemnemocTty (AV)
napaueTtamon AomKeH bbITh He Bonee 15,0.
10 |Assay/ 395.3 mg 360 to 440 mg of Cq3Hs02
KonuyectBeHHoe (Ibuprofen) per tablet /
onpepeneHue OT1 360,0 mr go 440,0 mr Cq3H1302
(nbynpodbeH) B Tabnetke
324.76 mg
2925 to 357.50 mg of CgHgNO;
(Paracetamol) per tablet /
OT 292,5 mr go 357,5 mr CgHoNO»
(napaueTtamon) B TabneTke
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ilpumeuanne: [Ipoayxr coorsercTByeT Tpebosanuam HJ[ | 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarotoeneHo: ITposepeno: Pardeep Kumar | Oxo6peno: Meunemxep /
Ramakant 7 ) tl(r PykoBonutens :Kusum Lata
Print Date: Print Date: Print Date:
Jlara: 24.08.2022 Jlara:24.08.2022 Harta: 24.08.2022
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

www.drreddys.com

CEPTHOHKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HOyrknun®, Tab1eTKH, NOKPBIThIE MJ1EH0YHOIT 060104K0ii, 400Mr + 325mr

Batch No / Cepusi Ne : V2201645

|Batch Quantity / Odbem naprun : 776.0Kg |

040001623758, 890001609442

Analytical Report No / Anasurudeckuii oryer No :

Date of Analysis / laTta ananu3a: 24.08.2022

Date of Manufacture / laTta npoussogersa : Jul-2022

Date of Expiry / Cpok rognocru :Jun-2027

Analysis performed according ND / Ananus nposeaen mo HI[: [T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ 13M. Ne 1 ot 06.09.2018, n3m. 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. / o 10 TabneTok
B MBX/Al 6nuctep. Mo 1
GrvcTepy B nadky

l KapTOHHYIO BMECTE C
WHCTPYKUMER No

10 tablets in PVC/Al blister. 1, 2 or
20 blisters and a patient information
leaflet in a carton. / Mo 10 TabneTok
B MNMBX/Al 6nuctep. Mo 1, 2 nnn 20
BnucTepos B nadky KapTOHHYHO
BMECTE C UHCTPYKLMENA No
NPYMEHEH IO,

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

XpaHeHue Mpu TemnepaTtype He Bbiwwe 25 °C.
14 | Shelf life / Cpok S years /5 net
rogHocTH

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Ipoaykr cooTBercTBYeT TpeGosanusam HJ[ | 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBneHo: IIpoeepeno: Pardeep Kumar | OmoGpeHo: Menemxkep /
Ramakant I ' P Pyxoroaurens :Kusum Lata
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