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CERTIFICATE OF ANALYSI

Dr. Reddy's Laberatories Lid.
Formulaticn Unit-6
Vill. Khol, Nalagarh Road, Baddij,
Distt. Solan, H.P.,, 173 205, INDiA
Te!: 491 98166 56001-02
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CEPTUMHKAT AHAJIM3A

Page 1 0f 6/ Crp.1u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yxkans®, TabeTKH, IOKPBIThIE I1eHOYHOH 060/1049K0#, 400 Mr + 325 Mr

Batch No / Cepusi Ne : V2300583

Batch Qu

antity / O6bem maptuu : 776.0 KG

040001808852

Analytical Report No / Ananurnyeckuii oryer Ne :

Date of A

nalysis / laTta ananuza: 14.04.2023

Date of Manufacture / JlaTa npouspojactBa : Mar-2023

Date of Expiry / Cpok rogHoctH : Feb-2028

Analysis performed according ND / Auann3 nposened mo HJI: I1 N011252/01-300522

Ne  |Test / ITokazaTesn

Results/ PesyabTarhl

Specification / Hopma

1 |Description/ Onucanue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section — white core. /Tabnerku
KarncyJOBHIHON (OPMBI, TOKpPbITHIE
IUICHOYHOH 000JI0UKOH OpaHKEeBOro
1IBeTa, C PUCKOW Ha OQHOW CTOpOHE;
Ha TMOMNEepeYHOM paspese — sIpo
Oenoro 1BeTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
TabneTku  KancyJlOBHUAHOM hopmel,
NOKPBIThIE TUIEHOYHOH 00607104KOH
OpaHXkeBOrO 1IBETa, C PUCKOM Ha oJHOM
CTOpPOHE; Ha MONEPEUHOM pa3pese — SApo
6enoro Win nodTH 6enoro UBeTa.

Remarks: The Product conforms to ND/
Ilpumeuanue: [Ipoaykr coorBeTcTBYET TpeboBanusam HJI

Opinion: APPROVED
3akmouenue;: OJOBPEHO

Prepared

bylloarorosneHo: W
Ramakant

Checked by /
ITpoBepeHo: Pardeep Kum(a;‘t‘

Approved by: Manager/Executive

/Onodpeno:Menemxep/PykoBoauT
enb :Manoj Kumar @ﬁi

Reprint Date: 14.04.2023
Jlara:

Reprint Date: 14.04.2023
Jara:

Reprint Date: 14.04.2023
Jara:
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Dr.Reddy’s €

Dr. Reddy's Laboratories [td,
Formulation Unit-6

Vill, Khol, Nalagarh Road, Baddi,
Distt. Soian, H.F., 173 205, INDiA
Te! : 491 98166 56001-02

CERTIFICATE OF ANALYSIS Www.drreddys.com
CEPTUOUKAT AHAJIM3A

Page20f 6/ Crp.2 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyknnu®, TabieTkH, NOKPbIThIE NJ1€HO4YHOI 000/104K0#, 400 mr + 325 mr

Batch No / Cepusi Ne : V2300583

Batch Quantity / O6bem napruu : 776.0 KG

040001808852

Analytical Report No / AHanuTHueckuii oryer Ne :

Date of Analysis / /laTa apannsa: 14.04.2023

Date of Manufacture / JlaTa npousBoacTsa : Mar-2023

Date of Expiry / Cpok rognoctn : Feb-2028

Analysis performed according ND / Auann3 nposenen mo HJI: IT1 N011252/01-300522

2 Identification /
IMToanuHHOCTH

Complies as prescribed/
CooTBeTcTBYET

The retention times 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 yaep>uBaHHUs OCHOBHBIX MUKOB
Ha XpomarorpaMmme MCITBITYEMOTO
pacTBOopa  JOJDKHBI  COOTBETCTBOBATh
BpeMeHaM  YAEpXHBaHMS [HKOB  Ha
XpoMaTorpaMMe pacTBoOpa CTaHJapTHBIX
oOpasuoB ubynpodeHa u mnapaueramosa
(pa3nen «KonnuecTBeHHOE
onpeeNieHue»)

3 |Average tablets weight
Cpennsis Macca
TabIeToK

967.6 mg / 967.6 Mr

940.9 mg to 999.1
(970.0 mg = 3%) /
Or 940,9 wr

(970,0 mr % 3 %)

mg

bi (o) 999,1 Mr

Remarks: The Product conforms to ND/
IIpumeuanne: [Iponykr coorBercTByeT TpeboBaHusaM HJI

Opinion: APPROVED
3akawuenne: OJJOBPEHO

Prepared

byﬂo,uromaneﬂoﬂ\ @/
Ramakant W

Checked by /
[IpoBepeno: Pardeep Kuma&f_,_

Approved by: Manager/Executive

Reprint Date: 14.04.2023
Jara:

Reprint Date: 14.04.2023
Jlata:

/O no6peHo:Menemikep/PykoBoanT
enb :Manoj Kumar @éﬁ
Reprint Date: 14.04.2023 |
Hara:
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-G

Vill. Khol, Nalagarh Road, Badd;,
Distt. Soian, H.F., 173 205, INDiA
Tel: +91 981656 56C01 02

CERTIFICATE OF ANALYSIS Wwv.drreddys.com
CEPTUO®UKAT AHAJTA3A

Page3 of 6/ C1p.3 n3 6

[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yknua®, TabieTkn, NOKPbITHIE JIEHOYHOH 000J04K0i, 400 mr + 325 mr

Batch No / Cepus Ne : V2300583

Batch Quantity / O6bem naptuu : 776.0 KG

040001808852

Analytical Report No / Ananutuyeckuii oruer Ne :

Date of Analysis / Jlata ananu3za: 14.04.2023

Date of Manufacture / Jlata npousBoacrsa : Mar-2023

Date of Expiry / Cpok roaguocry : Feb-2028

Analysis performed according ND / Auanu3s npoeeged mo HJI: I1 N011252/01-300522

4 |Disintegration /
PacnagaeMocth

07 min /My / 01 sec/MHUH

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PactBopenue

97% to 103%

99 % to 103 %

Not less than 70% (Q) Ci3HisO;
(Ibuprofen) dissolved in 30 minutes /

He wmenee 70 % (Q) Ci3HiOq
(ubynpoden) uepes 30 muH

Not less than 70% (Q) CsHoNO;
(Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) CsHoNO;

(mapaueramoJi) yepes 30 MuH

6 |Related substances /
PoacteeHHble MpuMecH
Method 1/ Merton 1

Method 2 / Meton 2

0.0001 %

0.04%

0.04%

4-aminopheno] (paracetamol impurity) /
4-amrHOGeHOoN (pUMech MapaLeTamoa)
- not more than 0.005% /

He 6onee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jliobas  enuHU4Has
npuMech (ubynpodena WIH
naparneramora) - not more than 0.3% /

He 6onee 0,3 %

Total impurities (Method 1+ Method 2) /
Cymma npumeceit (Meton 1 + Mertog 2) -
not more than 0.7% / ne 6onee 0,7 %

Remarks: The Product conforms to ND/
IIpumeuanne: IIpogykr coorBeTcTByeT TpeboBanusm HJ{

Opinion: APPROVED
3akmwuenue: OJJOBPEHO

Prepared

byHOAFOTOBneHO:w
Ramakant

Checked by /
ITpoBepeno: Pardeep Kum$

-

Approved by: Manager/Executive
/Opobpeno:Menemxep/PyxosoanTt
enb :Manoj Kumar }{,jm,;

Reprint Date: 14.04.2023
Jara:

Reprint Date: 14.04.2023

Jara:

Reprint Date: 14.04.2023
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Dr.Reddy’s ‘;‘

Dr. Reddy's Laboratories [td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd;j,
Distt. Soian, H.F., 173 205, INDia
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS Www.drreddys.com
CEPTUD®UKAT AHAJIU3A

Page 4 of 6/ Ctp.4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykann®, Tab1eTKH, NOKPBITHIE JIeHOYHOH 000/104K0i, 400 mr + 325 mr

Batch No / Cepus Ne : V2300583

Batch Quantity / O6bem napruu : 776.0 KG

040001808852

Analytical Report No / AHauTHYecKHii oTdeT Ne :

Date of Analysis / Jlata ananunsa: 14.04.2023

Date of Manufacture / /laTta npoussoacrsa : Mar-2023

Date of Expiry / Cpok roguocts : Feb-2028

Analysis performed according ND / Ananus nposeen mo HJI: TT N011252/01-300522

7 |Water/Bona 1.3% Not more than 5.0% /
He 6onee 5,0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
units / 1.3 more than 15.0/
OnHOPOAHOCTh [Tokasartens npuemneMoctd (AV) fonxeH
JO3UPOBAHUSA 6bITh He 6onee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
more than 15.0/
- Paracetamol/ ITokasarens npremieMoctyt (AV) [oJkeH
napawneTaMmort 1.3 65ITH He H6onee 15,0

Remarks: The Product conforms to ND/
Ilpumeuanune: IlpoaykT coorBeTcTBYeT Tpebopanusam HJI

Opinion: APPROVED
3akmouenue: OJJOBPEHO

Prepared
bYHOHFOTOBHCHOIM
Ramakant :

Checked by /
[TpoBepeHo: Pardeep Kumarj

Approved by: Manager/Executive

Reprint Date: 14.04.2023
Jara:

Reprint Date: 14.04.2023
Hara:

/O nobpeHo:Menemixep/PykooanT
enb :Manoj Kumar @i
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‘. Dr. Reddy's Laboratories Lid.
’ o S
Formulation Unit-6
Dr. Reddy s '. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDi4
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CERTIFICATE OF ANALYSIS “WWw-drreddys.com
CEPTU®UKAT AHAJIM3A

Page Sof 6/ CTp. 5 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NOoykaun®, TabjeTKH, NOKPHIThIE MIeHOYHOiT 060,104K0#, 400 Mr + 325 mr

Batch No / Cepus Ne : V2300583 Batch Quantity / O6bem napruu : 776.0 KG
Analytical Report No / Anasurnyecknii oryer Ne : Date of Analysis / lata aganusa: 14.04.2023
040001808852

Date of Manufacture / Jlata npoussoacrsa : Mar-2023 [Date of Expiry / Cpok roguoctu : Feb-2028

Analysis performed according ND / Anann3 nposeaen no HJI: [1N011252/01-300522

9 |Microbial limits /
Mukpobuonornyeckas
YHCTOTA

a) Total aerobic Less than 10 CFU/g/ Not more than 1000 CFU/g /
microbial count / Menee 10 KOE/r He 6onee 1000 KOE/r
O6wee uucio
a’poOHBIX
MHKPOOPraH13MOB

b) Total combined Less than 5 CFU/g/ Not more than 100 CFU/g /
yeasts and mould count Metnee 5 KOE/r He 6onee 100 KOE/r

/ Obee uucno
JIPOMOKEBBIX U
nJIeCHEeBbIX rpUbOB

¢) E. coli Absent / OTCyTCTBYET Shall be absent in lg / OrcytcTBUE B
Ir

Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanue: [Tpoaykt coorsercTByeT TpeboBanusaM HJT 3akatouenne: OJJOBPEHO
Prepared Checked by / . . | Approved by: Manager/Executive
byHoanOBneHo:&w ITposepeno: Pardeep Kumar [ /Onobpeno:Menekep/PykoBoauT
Ramakant - | enb :Manoj Kumar @i
Reprint Date: 14.04.2023 Reprint Date: 14.04.2023 Reprint Date: 14.04.2023
Jara: Jara: Jlara:
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.F.,, 173 205, INDiA
Tel : +91 98166 56001 02
www.drreddys.com

CEPTUDPHUKAT AHAJIM3A
Page 6 of 6 / Crp. 6 M3 6
Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NG6ykaun®, TabiieTKH, NOKPbIThIE JIeHOYHOM 060/104K0it, 400 mr + 325 mr
Batch No / Cepus Ne : V2300583 Batch Quantity / O6bem napruu : 776.0 KG
Analytical Report No / AHanuTuueckuii otyer Ne : Date of Analysis / Jlata ananusa: 14.04.2023
040001808852
Date of Manufacture / Jlata nponssoacrsa : Mar-2023 [Date of Expiry / Cpok roagHoctn : Feb-2028
Analysis performed according ND / Ananu3 nposeaen no HJI: ITN011252/01-300522
10 |Assay/ [360.0 to 440.0 mg of Ci;3HisO»
KonuuecTBeHHOE 394.3 mg/394.3 mr (Ibuprofen) per tablet /
ornpeaeneHue Or 360,0 mr go 440,0 mr C;3Hiz0;
(ubynpodeH) B Tabnerke
292.5 to 3575 mg of CsHyNO2
325.43 mg/ 325.43 mr (Paracetamol) per tablet /
Or 292,5 mr go 357,5 mr CsHoNO;
| (napaueramon) B TabyeTke
11 | Package / YnakoBka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/Al blister. 1, 2 or 20
blister and a patient information |blisters and a patient information leaflet
leaflet in a carton. / Ilo 10 |in a carton. / TTo 10 Tabnerok B [IBX/Al
tabnerok B [IBX/Al 6iuctep. ITo 1 |Gmuctep. Tlo 1, 2 unu 20 6nucrepos B
OnmicTepy B MNayky KapTOHHYIO |Mauky KapTOHHYIO BMeECTe c
BMECTe C HHCTPYKLHEH HHCTPYKLMEHR 110 IPUMEHEHHUIO.
10 IPUMEHEHHIO.
12 | Labeling / MapxupoBka| According to ND. / B coorBerctuu ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue I1pu Temneparype He Bbiule 25 °C.
14 | Shelf life / Cpoxk 5 years / 5 net
rOAHOCTH |

Remarks: The Product conforms to ND/
Ipumeuyanne: IpoaykT cooTBeTcTBYET TpeboBanusm HJI

Opinion: APPROVED
3axmouenue: OJJOBPEHO

Prepared

bylloarotornexo W
Ramakant ol

Checked by /
ITposepeno: Pardeep Kum(ai‘

Approved by: Manager/Executive

/Ono6peno:Menemxep/Pykosoau
esib :Manoj Kumar @L_‘L

Reprint Date: 14.04.2023
Hara:
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