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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

CEPTUOUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyxknnu®, TablieTKH, NOKPHIThIE N1eHOYHOH 060/104K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2200476

Batch Quantity / O6bem naptuu : 776.00Kg

Analytical Report No / AHannTudeckuii oryer Ne :
040001543391, 890001580853

Date of Analysis / /lata anaan3a: 26.03.2022

Date of Manufacture / lata mpoussoacTsa : Mar-2022

Date of Expiry / Cpok ronHoctu :Feb-2027

Analysis performed according ND / Ananu3 nposegen mo H/I: 11 N011252/01-110717 (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)

S. Test
No

Result

Specification

1 |Description / OnucaHue

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

tablets;

on cross section- white core /
Tabnetku KancynosuaHoW
dhopmbl, NOKpLITbIE
nneHo4YHoun obonoukon

OpaHXeBOro LBETa, C PUCKOWRA
Ha OOHOW CTOpOHe; Ha
nonepevyHoM paspese — s4po
6enoro useta

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / Tabnetku KancynosmaHown
chbopmbl,  MOKPbITHIE  MNIIEHOYHOMN
000MnMoYKon opaHxeBoro useTa, C
pUCKOA Ha OfHOW CTOpOHE; Ha
ronepeyHoM paspese —  \4po
©enoro vnu noyTtn 6enoro UeeTa

Remarks : The Product conforms to ND/
IIpumeyanne: [Ipoaykt cooTBeTcTBYET TpeboBanusm HJI

Opinion : APPROVED
3akirouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loaroToeneHo: [Tposepeno:Pardeep Kumar OnobpeHo: Menemxep /
Ramakant /) \J&; PykoBomyTEND
A A ci;.. Kusum Lata
Print Date: Print Date: Print Date:
Hata: 26.03.2022 Hata:26.03.2022 Hara: 26.03.2022

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 Laboratories Ltd.

/ ® Formulation Unit-6

Dr‘ Reddy S -. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTU®UKAT AHAJIM3A

[Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoyxaun®, Tab1eTKH, IOKPHITHIE MIeHOYHOH 00010uKoH, 400Mr + 325Mmr
Batch No / Cepust Ne : V2200476 Batch Quantity / O6nem naptuu : 776.00Kg

Analytical Report No / AnanmuTu4gecknii oryer No : Date of Analysis / JaTa ananuza: 26.03.2022
040001543391, 890001580853

Date of Manufacture / lata mpoussoactea : Mar-2022 |Date of Expiry / Cpok rogaoctu :Feb-2027

Analysis performed according ND / Ananu3 npoeeaen o HJ[: [1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, u3zm. Ne 2 ot 23.09.2019)

2 Identification / a) Complies as prescribed/ |The retention time of the main peaks
MoanuHHocTb B cooTBeTCcTBUM C on the chromatogram of the test
onucaHuem solution should correspond to the

retention times of the peaks on the
chromatogram of ibuprofen and
paracetamol reference standards
solution (section Assay)/

BpemeHa yaepxuBaHWs OCHOBHbIX

nuKoB Ha XpomMaTorpaMme
NCMbITYEMOro  pacTeBopa  AOJIKHbI
COOTBETCTBOBATb BpeEMeHam
yAaepXXuBaHus nnkos Ha
XpomaTtorpamme pacteopa
CTan[apTHbIX obpasuos
ubynpocbeHa 1M napauetamona
(pazgen «KonuuecteeHHoe
ornpepeneHney)
3 |Average weight and 969.7 mg 940,9 mg to 999,1 mg
mass uniformity / (970,0 mg + 3,0 %) /
CpegHasa macca u Or 9409 wmr po 9991 wr
0HOPOAHOCTb MO (970,0 mr £ 3,0 %)
Macce
18/20 tablets — NMT + 5% /
18/20 Tabnetok — He Bonee + 5 %
2/20 tablets — NMT + 10% /
2/20 Tabnetok — He 6onee + 10 %
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanne: [ponykr cootBercTBYeET TpeboBanusm HJ[ | 3akmoyenne: ONIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[logrotosneno: [IpoepeHo:Pardeep Kumar Onobpeno: Menemxep /
Ramakant (7 \G_( . PykoBoaurenn
f\}}l“\ Q(_VA Kusum Lata W
Print Date: Print Date: Print Date:
Jara: 26.03.2022 Jata:26.03.2022 Jara: 26.03.2022
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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

CEPTHOUKAT AHAJIHU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HoyksmH®, Tab/1eTKH, OKPBITHIE IIEeHOYHOMH 060104K0ii, 400Mr + 325Mr

Batch No / Cepus Ne : V2200476

Batch Quantity / O6bem naptun : 776.00Kg

Analytical Report No /

040001543391, 890001580853

AHaluTHYecKHH oTYeT N :

Date of Analysis / JlaTa anamn3za: 26.03.2022

Date of Manufacture / JlaTa npousBoacTsa : Mar-2022

Date of Expiry / Cpok roanoctu :Feb-2027

Analysis performed according ND / Ananu3 nposeaen mo H/I: ITN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, uzm. Ne 2 o1 23.09.2019)

4 |Disintegration /

PacnagaemocTtb

09 minutes 15 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PactBopeHue

94% - 100%

99% - 105%

NLT 70% (Q) C13H1502 (Ibuprofen)
dissolved in 30 minutes /
He wmenee 70 % (Q)
(néynpodeH) yepes 30 MnH
NLT 70% (Q)
(Paracetamol) dissolved
minutes /

He wmenee 70 % (Q) CsHgNO:
(napaueTamon) 4Yepes 30 MNH

C13H102

CsHsNO:
in 30

6 |Related substan

PogctBeHHble npnmMmecu

ces / 0.03%

0.0003%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecei
nbynpoceHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-ammnHodeHon (NpUMech
napauetamona) — He 6onee 0,005%

7 |Water/Bopa

1.4 %

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

Remarks : The Product conforms to ND/
Ipumeuanue: [Iponykr coorseTcTByeT TpeboBaHusaM HJI

Opinion : APPROVED
3akaouenue: OJJOBPEHO

Prepared by /
ITonroroBneHo:

}

Ramakant | JW f
»%\L\A/ =

Checked by /
IMpoBepeno:Pardeep Kumar

~—

Approved by: Manager/Executive /
Ono6peno: Menemxep /

PyxoBroautens
: ;é g >~

Kusum Lata

Print Date:
Jata: 26.03.2022

Print Date:
Harta:26.03.2022

Print Date:
JHara: 26.03.2022

Registeced Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L851D5AM0841LCO04507
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxn1ua®, TabaeTKH, MOKPHIThIE IJIEHOYHOH 000/1049K0ii, 400Mr + 325Mr

Batch No / Cepua Ne : V2200476

Batch Quantity / O6beM napTuu : 776.00KE

040001543391, 890001580853

Analytical Report No / AHanuTH4ecknif oTyeT Ne :

Date of Analysis / laTa ananuza: 26.03.2022

Date of Manufacture / Jlata npousBoacrea : Mar-2022

Date of Expiry / Cpok rogaoctu :Feb-2027

Analysis performed according ND / Ananus npoeenen nmo 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)

*8 |Microbial limits /
Mwukpobuonornyeckas
yucroTa

a) Total aerobic
microbial count /
O6Lee yucno
a3pobHbIX
MUKPOOPraHU3MoB

b) Total combined
yeasts and mould
count / O6Lwee yucno
DPOX’OKEBBIX U
NnriecHeBLIX rpuboB

¢) E. coli

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

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

Absent / OTtcyTtcTBYeT

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 / OtcyTcTBME B
1r

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeyanue: [Tpoaykt cooTBeTCTBYET Tpebopanusam HJ | 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosnexo: )Y Ilpoeepeno:Pardeep Kumar Onobpeno: Menemxep /
Ramakant A) \W& PykoBomurens
|\ -

\;é‘\@&\*\/ Bf'j’ Kusum Lata k%ﬁ/
Print Date: Print Date: Print Date:
Hara: 26.03.2022 JHata:26.03.2022 Jata: 26.03.2022
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/ 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
CEPTUO®UKAT AHAJIN3A

@e Dr. Reddy's Laboratories Ltd.
&)
[

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6yk1uH®, TabjIeTKH, MOKPLITHIE IIJIeHO4YHOiT 060.1049K0#, 400Mr + 325Mr

Batch No / Cepus Ne : V2200476 Batch Quantity / O6bem naptun : 776.00Kg

Analytical Report No / Ananurnyecknii ordet No Date of Analysis / JaTa ananu3za: 26.03.2022
040001543391, 890001580853

Date of Manufacture / lata npou3BoacTea : Mar-2022 |Date of Expiry / Cpok roanocru :Feb-2027

Analysis performed according ND / Ananu3 nposeaes mo HJ/I: 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)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OpgHOpOAHOCTB 0.9 MokasaTtenb npuemnemocTty (AV)
4o3npoBaHng jJorkeH ObITb He Bonee 15,0.
Ibuprofen /
néynpoceH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 0.9 Mokasatenb npvemnemocTt (AV)
napaueTtamorn JormKkeH ObITk He Sonee 15,0.
10 |Assay/ 394.6 mg 360 to 440 mg of CizHis02
KonnuecteeHHoe (Ibuprofen) per tablet /
onpegeneHne Ot 360,0 mr go 440,0 mr CiaH1502
(nbynpodbeH) B TabneTke
325.39 mg 2925 to 357.50 mg of CgHoNO:
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CgHoNO:
(napaueTtamon) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanue: [TpoaykT cootBeTcTByeT TpeGosanuam HJI | 3akmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[Toarorosnexo: .k [TpoBepeHo:Pardeep Kumar Onobpeno: Menemxep /

Ramakant J/ ) PykoBoauTeNh A
W ¢;_.4_; Kusum Lata W

Print Date: Print Date: Print Date:

Hata: 26.03.2022 Hata:26.03.2022 Hara: 26.03.2022
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) Formulation Unit-6
Dr. Reddy S ‘ Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOUKAT AHAJIM3A

@ Dr. Reddy's Laboratories Ltd.
°
[

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyxaun®, TaGjieTKkH, MOKPbITHIE IUVIEHOYHOI 000/10uKo0ii, 400Mr + 325Mr
Batch No / Cepust Ne : V2200476 Batch Quantity / O0bem maptun : 776.00Kg

Analytical Report No / AHaanTHYecKHii oT4eT Nt : Date of Analysis / JlaTa ananu3za: 26.03.2022
040001543391, 890001580853
Date of Manufacture / JlaTa npoussoacrsa : Mar-2022 |Date of Expiry / Cpok rognocru :Feb-2027 |
Analysis performed according ND / Anann3 nposeger mo H: 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, uzm. Ne 2 ot 23.09.2019)

11 | Package / YnakoBka |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. / o 10 TabneTtok
acarton. /Mo 10 Tabnetok |B MBX/Al GniucTep. Mo 1, 2 unn 20

B MBX/Al 6nuctep. Mo 1 BnncTepoB B Nauky KapTOHHYIO
onucTepy B nauky BMECTEe C UHCTPYKLMEN no
KapTOHHYIO BMECTE C NMPUMEHEHUIO.

MHCTPYKUMER No

NPUMEHEHMIO.

12 | Labeling / MapkupoBska | According to ND / B cooTteetctaumn ¢ HJl
13 | Storage conditions / At temperature not more than 25 °C. /

XpaHeHue MNpv TemnepaType He Bbiwe 25 °C.
14 | Shelf life / Cpok 5years /5 net

rogHOCTM
Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanue: [ponykr coorsercTryeT Tpebopanuam HJI | 3axaoyenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[ToaroroBaeHo: \_ [Iposepeno:Pardeep Kumar Onobpeno: Menemxep /
\L

Ramakant () \ PykoBoauTes A
i Kusum Lata W

-

Print Date: Print Date: Print Date:
Hara: 26.03.2022 Harta:26.03.2022 Jara: 26.03.2022
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