Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTHDOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6yknua®, TabiaeTKkH, OKPLITHIE MIEHOYHOH 060104K0ii, 400Mr + 325mr

Batch No / Cepust Ne : V2200480

Batch Quantity / O6bem maprun : 776.00Kg

Analytical Report No / AnanuTH4Yeckuii oTder Ne :
040001544925, 890001581211

Date of Analysis / [laTa ananuza: 28.03.2022

Date of Manufacture / Jlata npou3sBoacrsa : Mar-2022

Date of Expiry / Cpok rogsoctu :Feb-2027

Analysis performed according ND / Anasu3s nposegen no HJI: [T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

S. Test
No

Result

Specification

1 |Description / Onucanue |Capsule-like orange-coloured

film-coated one-side scored

tablets;

on cross section- white core /
TabneTtku KarcynosugHou
thopmbil, NOKpbITbIE
nneHo4YHoNn o0ono4komn

OpaHXeBOro LBeTa, C PUcKou
Ha OOHOW CTOpOHe; Ha
nonepevHom paspese — aapo
Oenoro ugeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / Tabnetkn KancynosnaHOW
bopMbl,  MOKPbITbIE  MNIEHOYHON
000NIO4YKON OpaHXeBoro useTa, C
PUCKOW Ha OAHOW CTOPOHE; Ha
nonepedyHom paspese —  SApO
6enoro unu novtn Genoro UseTa

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr cooTBeTcTBYET TpeboBanusam HJT

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Hara: 28.03.2022

Jlata: 28.03.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToByeHO: [Mposepeno:Himesh Kumar Ono6peHo: Menemkep /
Ankit A PykoBoauTens
M_’ Q&r———fﬂ“ Pawan Kumar A
Print Date: Print Date: Print Date:

Hara: 28.03.2022
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Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
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www.drreddys.com

CEPTHOUKAT AHAJTH3A

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

U6ykn1ua®, Ta61eTKH, IOKPHIThIE IIEHOYHOH 000104K0i, 400mr + 325mr

Batch No / Cepusi Ne : V2200480 Batch Quantity / O6nem napTuu : 776.00Kg

040001544925, 890001581211

Analytical Report No / AnajquTHYecKHii oT4eT Ne : Date of Analysis / laTa ananusa: 28.03.2022

Date of Manufacture / Jlata npousBoacTsa : Mar-2022 | Date of Expiry / Cpok rofHocTH :Feb-2027

Analysis performed according ND / Ananus nposeaen no HJI: [I'NO1 1252/01-110717 (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)

2 Identification / a) Complies as prescribed/
MognnHHOCTL B cooTtBeTcTBUM C
onvcaHnem

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 yaepXvuBaHna OCHOBHbIX
N1KOB Ha Xpomarorpamme
UCNbLITYEMOrO  pacTBopa  AOTXKHbI
COOTBETCTBOBATL BpemMeHam
yaepXuBaHua NUKoB Ha
XpomaTtorpamme pacTsopa
CTaHAapTHbIX oBpasuos
néynpocdeHa 1  napauetamona
(paspen «KonuuyecteeHHoe
onpeaeneHue)

3 |Average weight and 972.8 mg
mass uniformity /
CpepHasa macca u
0OHOPOAHOCTb MO
Macce

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

Ot 9409 wmr po 9991 wr
(970,0 mr + 3,0 %)

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

Remarks : The Product conforms to ND/
IIpumeuanue: [Iponykr coorercTByeT TpeOboBanusaM HJI

Opinion : APPROVED
Zaxmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBieHO: I[Tposepeno:Himesh Kumar OpnobpeHo: Menemxkep /
Ankit PyxoBoautens
ﬂ i d—-———; Pawan Kumar zf\ >
= |
Print Date: Print Date: Print Date:
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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 : 491 98166 56001-02

CERTIFICATE OF ANALYSIS \WWw.drreddys.com

CEPTUOHUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNOoykIuH®, TabNeTKH, NOKPHITHIE IJIEHOYHOH 000104K0H, 400Mr + 325Mr

Batch No / Cepus Ne : V2200480 Batch Quantity / O6bem maptuu : 776.00Kg

Analytical Report No / ArannTuyecknii oryer Ne : Date of Analysis / JlaTa ananmsa: 28.03.2022
040001544925, 890001581211

Date of Manufacture / Jlata npousBoactsa : Mar-2022 |Date of Expiry / Cpox rognocrn :Feb-2027

Analysis performed according ND / Auann3s nposexen no H/I: TT 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 o1 23.09.2019)

4 |Disintegration /
PacnapgaemocTtb

09 minutes 26 seconds Not more than 30 minutes /
He 6onee 30 MmuH

5 |Dissolution /
PacTtBopeHue

97% - 101% NLT 70% (Q) CisH1sO2 (Ibuprofen)
dissolved in 30 minutes /

He meHee 70 % (Q) CizHs0:
(nBynpodreH) yepes 30 MUH

NLT 70% Q) CsHsNO;
96% - 100% (Paracetamol) dissolved in 30
minutes /

He meHee 70 % (Q) CsHgNO:
(napauetamon) Yepes 30 MuH

6 |Related substances/

0.04% Total impurities of Ibuprofen NMT

PopcTteeHHble npumeci 1.0% / Cymma npumecen

nbynpodgeHa — He 6onee 1,0 %
0.0001 % 4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHodpeHon (npumecs
napauertamona) — He 6onee 0,005%

7 |Water/Boga

1.2 % Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanue: [poaykr coorBerctByeT Tpebopanusam HJI | 3axmoyenne: OMJOBPEHO

Prepared by /
IloarorosneHo:

Ankit =
s

Checked by / Approved by: Manager/Executive /
[IpoeepeHo:Himesh Kumar Onobpeno: Menemxep /

PykoBoauTtens
C ““__:l - Pawan Kumar _\——
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Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6yKkaua®, TabaeTKH, IOKPHITHIE ILIeHOYHO# 060/109K0#, 400mr + 325mr

Batch No / Cepus Ne : V2200480 Batch Quantity / O6bem napTuu : 776.00Kg

Analytical Report No / AHanmuTH4YecKuif oTdyer Ne : Date of Analysis / Jlata anann3za: 28.03.2022

040001544925, 890001581211

Date of Manufacture / Jlata npouzBoacTsa : Mar-2022 |Date of Expiry / Cpok roanoctn :Feb-2027

Analysis performed according ND / Ananu3 nposegen no HJ: [1 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 /
Mukpobuonoruyeckas

yucToTa
a) Total aerobic
microbial count /

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

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

O6Lyee uncno
a3pobHbIX
MUKPOOPraHM3moB
Less than 5 CFU/g /
MeHee 5 KOE/r Not more than 100 CFU/g /

He 6onee 100 KOE/r

b) Total combined
yeasts and mould
count / Obuwee uncno
OPOXOKEBBIX U
nrecHeBbIX rpnbos Absent / OtcyTcTByeT
Shall be absent in 1g / OTcyTcTBUE B
1r

¢) E. coli

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [IpoaykT cootsercTByeT TpeGosakusam HJI | 3akmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: [TpoeepeHo:Himesh Kumar Ono6peno: Menemxep /
Ankit PykoBoauTens 0

/2' Cj‘_\h — Pawan Kumar e

P
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Qe Dr. Reddy’s Laboratories Ltd.
Dr. Reddy’s ... Formulation Unit-6
s Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTHO®UKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoyxanu®, TadaeTKu, NOKPHITHIE MJIeHO4HOit 000104K0H, 400Mr + 325Mr

Batch No / Cepust Ne : V2200480 Batch Quantity / O6bem maptuu : 776.00Kg

Analytical Report No / Anasutu4eckuii oruer Ne : Date of Analysis / Jlata ananu3a: 28.03.2022
040001544925, 890001581211
Date of Manufacture / Jlata npousBoacTsa : Mar-2022 |Date of Expiry / Cpok rognoctu :Feb-2027

Analysis performed according ND / Ananu3s nposeges no H/I: TIN011252/01-110717 (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)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OQHOPOOHOCTL 15 MokasaTens npuemnemocTtn (AV)
003UpoBaHus AorKeH ObiTb He Bonee 15,0.
Ibuprofen /
néynpocpeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.6 MokasaTene npuemnemocTtyn (AV)
napaueTamon JonkeH BbITh He Gonee 15,0.
10 |Assay/ 400.6 mg 360 to 440 mg of Ci3H1s0:
KonuyecteeHHoe (Ibuprofen) per tablet /
onpegeneHve OT 360,0 mr go 440,0 mr Cq3H1s02
(nbynpodceH) B TabrneTke
329.07 mg 2925 to 357.50 mg of CgHsNO:
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CsHgNO>
(napaueTtamon) B Tabnetke

Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeuanne: [TpoaykT cooTBeTcTBYeT TpeGopanuam HJI | 3axmouenne: OOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotosneHo: [Tpoepeno:Himesh Kumar Omo6peHo: Menemxep /
Ankit X . PykoBomurens
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, @o Dr. Reddy's Laboratories Ltd.
Dr. Red dy s .. Formulation Unit-6
¢ Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND{A
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSI§ “WW-drreddys.com

CEPTUOUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6y kauH®, Tab1eTKH, IOKPHITHIE IIEHO4HOli 060104K0MH, 400Mr + 325mr

Batch No / Cepusi Ne : V2200480 Batch Quantity / O6bem nmaptuu : 776.00Kg

Analytical Report No / AHatuTHYeCKHH oT4YeT No : Date of Analysis / [laTta ananusa: 28.03.2022
040001544925, 890001581211
Date of Manufacture / Jlata npoussocTsa : Mar-2022 | Date of Expiry / Cpok roaunocru :Feb-2027
Analysis performed according ND / AHayu3 npoeeaen no HJI: IIN011252/01-110717 (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)

11 | Package / Ynakoska |10 tablets in PpVC/Al 10 tablets in PVC/Al blister. 1, 2 or
blister. 1 blister and a 20 blisters and a patient information
patient information leafletin |leaflet in a carton. / Mo 10 Tabnetok
a carton. / Mo 10 Tabnetok  |B MBX/Al 6Gnuctep. Mo 1, 2 unn 20

B MBX/AIl 6nuctep. Mo 1 BrnMCTepoB B NadKy KapTOHHYHO
6nucTepy B navky BMeCTe C MHCTPYKLUEN o
KapTOHHYH BMecCTe C NPUMEHEHMIO.

WHCTpYKUKEn no

NPUMEHEHMIO.

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

XpaHeHue Mpu Temnepatype He Bblle 25 °C.
14 | Shelf life / Cpok 5 years /5 net
rofHOCTM
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: IIpoaykr cootsercTByeT TpeGosanusam HJI | 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotosneHo: [Tpoeepeno:Himesh Kumar OpobpeHo: Menemxep /

Ankit /, C;\l_/ PykoBoaurens .
£ /—"'\-‘, !
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