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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 : 491 98166 56001-02
www.drreddys.com

CEPTUOUKAT AHAJIU3A

Page 1 of 5/ Crp.1u35

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yKkanH®, Tab1eTKH, IOKPLITHIE IIEHOYHOi 060.104K0M, 400 Mr + 325 mr

Batch No / Cepusa Ne : V2300262

Batch Qu

antity / Oobem maptuu : 727.5 KG

040001770193

Analytical Report No / Ananntudecknit oryer Ne :

Date of Analysis / /Iara ananuza: 22.02.2023

Date of Manufacture / /lata npousBoactea : Feb-2023

Date of E

xpiry / Cpok rogsoctw : Jan-2028

Analysis performed according ND / Ananu3s nposeaen mo HJI: [1N011252/01-300522

Ne Test / IlokazaTenn

Results/ PezyiibTaThl

Specification / Hopma

1 |Description/ OnucaHue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section - white core. /TadneTin
KancynoBUAHOH (opMbl, MOKPLITHIE
NJIEHOYHOI 000JIOUKOH OpaHKEBOTrO
11B€Ta, C PUCKONW HAa OZHOH CTOPOHE;
Ha TMOTMepevHoM paspese PO
Oenoro 1BeTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
Tabnetkn  KancyjnoBHAHON bopmbl,
NOKPBIThIE MJIEHOYHOH o0onoukoi
OpaHXEBOro LBETa, C PUCKOW Ha OAHOMH
CTOpOHE; Ha MONEPEUHOM pa3pese — s1apo
0enoro Wiy nouTu H6ej10ro UBeTa.

Remarks: The Product conforms to ND/
IIpumeyanne: [TpoaykT cooTBeTcTBYeT TpebosaHuaM HJI

Opinion: APPROVED
3akmwouenue: OJOBPEHO

Prepared by /
IMoarorosieHo: Shivani
Devi

M

Checked by /
[Tpoeepeno: Pardeep Kumar

Approved by: Manager/Executive
/Ono6peHo:Menemxep/PykoBoanuT
enb : Amit Kumar

Reprint Date: 22.02.2023
Jara:

Reprint Date: 22.02.2023
Jara:

Reprint Date: 22.02.2023
[ara:

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: L85195AP1984PLC004507
www.drreddys.com
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Page2 of 5/ Crp. 2 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykauu®, TabaeTKH, NOKPHIThIE JIeHOYHO# 060.1049K0#, 400 mr + 325 mr

Batch No / Cepust Ne : V2300262

Batch Quantity / O6bem napruu : 727.5 KG

040001770193

Analytical Report No / AHaauTH4yeckuii oTuet Ne :

Date of Analysis / /laTa anaansa: 22.02.2023

Date of Manufacture / /lata npoussoacrsa : Feb-2023

Date of Expiry / Cpok rogHocty : Jan-2028

Analysis performed according ND / Anasnu3 npoegen no HJI: ITN011252/01-300522

2 Identification /
ITognuHHOCTD

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:KUBaHHSI OCHOBHBIX [IHKOB
Ha XpomaTorpaMmme HUCTIBITYEMOTO
pacTBOpa  JOJKHBI ~ COOTBETCTBOBATH
BpeMeHaM  yIep)KUBaHHS NHKOB Ha
pOMarorpaMMe pacTecpa CTaHLAPTHBIX
oOpasios HOynpodeHa M MapaueTamosna

Cpennsist macca
TabJeToK

(pazmen «KonnyecTBeHHOE
oTnpenesIeHUE»)
3 |Average tablets weight 974.5 mg/974.5 mr 940.9 mg to 999.1 mg

(970.0 mg + 3%) /
Ot 940,9 Mr o
(970,0 Mr =+ 3 %)

999,1 Mr

Remarks: The Product conforms to ND/
Ipumeyanne: [Ipoaykt cooTBeTcTBYeT TpeboBanusam HJI

Opinion: APPROVED
3akwuenue: OJOBPEHO

Hara:

Prepared by / Checked by / Approved by: Manager/Executive
[Moarororneno: Shivani [TpoBepeHo: Pardeep Kumar /OnobpeHo:Menexep/Pykooaut
Devi — 5 ensb : Amit Kumar
/5 ‘ @L/ [&M‘.\, p
= /
Reprint Date: 22.02.2023 Reprint Date: 22.02.2023 Reprint Date: 22.02.2023

Hara:

Jara:
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Dr. Reddy's Laboratories Ltd,
Formulation Unit-6
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Page30f S/ Crp.3 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NoykanH®, TabaeTKH, NOKPBIThIE MJIEHOYHOIN 060104K0it, 400 mr + 325 Mr

Batch No / Cepus Ne : V2300262

Batch Quantity / O6bem naptuu : 727.5 KG

040001770193

Analytical Report No / Anasutuyeckuii oTyer No :

Date of Analysis / laTa ananuza: 22.02.2023

Date of Manufacture / lata npousBoacrea : Feb-2023

Date of Expiry / Cpok rognoctu : Jan-2028

Analysis performed according ND / Ananu3z nposegen no HJ: ITN011252/01-300522

4 IDisintegration /
Pacnamgaemocth

07 min /07 mn

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacteopeHnue

96 % to 104 %

95% to 101 %

Not less than 70% (Q) Ci3Hiz0;
(Ibuprofen) dissolved in 30 minutes /

He wmenee 70 % (Q) CisHi0s
(nbynpodgen) gepes 30 mun

Not less than 70% (Q) CsHoNO»

(Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) CsHoNO»
(napaueramon) yepes 30 MHH

6 |Related substances /
PoncTeenHslie npumecu
Method 1/ Metopn 1

Method 2 / MeTog 2

0.0002 %

0.03%

0.03%

4-aminophenol (paracetamol impurity) /
4-amuHodeHoN (nMpuMech napaleramona)
- not more than 0.005% /

He 6onee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jlrobags  enwHH4HAs
NPUMECH (udynpodena HUIH
napaueraMona) - not more than 0.3% /

He 6onee 0,3 %

Total impurities (Method 1+ Method 2) /
Cymma mpumeceii (Mertoa 1 + Meron 2) -
not more than 0.7% / ne 6onee 0,7 %

Remarks: The Product conforms to ND/
IIpumeyanne: Ilpoayxr cooTeeTcTByeT TpeOoBanusam HJI

Opinion: APPROVED
3akatouenne: OJIOGPEHO

Prepared by /
Iloarotrosneno: Shivani

Devi /{ T,.

Checked by /
IIpoBepeHo: Pardeep Kumar

Approved by: Manager/Executive
/Ono6peHo:MeHemxep/PykoBOAUT
ensb : Amit Kumar

R

Reprint Date: 22.02.2023
Hara:

Reprint Date: 22.02.2023
Jara:

Reprint Date: 22.02.2023
Hara:
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CEPTUDUKAT AHAJIM3A

Page 4 of 5/ Crp.4 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Moykaun®, TabjaeTKH, NOKPLITHIE MJ1eHo4YHOi 060104K0ii, 400 mr + 325 mr

Batch No / Cepus Ne : V2300262

Batch Quantity / Oobem nmaptuu : 727.5 KG

040001770193

Analytical Report No / AHaauTndeckuii oTuer Ne

Date of Analysis / [laTa anaan3a: 22.02.2023

Date of Manufacture / Jlata npouzBoactsa : Feb-2023

Date of Expiry / Cpok rognocts : Jan-2028

Analysis performed according ND / Ananu3 nposeaen no HJI: [T N011252/01-300522

| HapaleTamoil

7 |Water/ Bona 1.4 % Not more than 5.0% /
He 6onee 5,0 %
|8 |Uniformity of dosage Acceptance value (AV) should be not
units / 1.9 more than 15.0/
OJQHOPOJHOCTD [Toxa3zaTenb npuemyieMocTd (AV) nomkeH
Jl03MPOBaHH ObITh He Ooniee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
1.9 more than 15.0/
- Paracetamol/ [Mokasartens npuemsaeMocT! (AV) N0JKeH

[ N I T Y ~ 1& N
ObiTb HE 0O0JICC 15,U

9 |Microbial limits /
Mrukpobuonoruueckas
YUCTOTA

a) Total aerobic
microbial count /
OO11ee UnCIIO
a’pOOHBIX
MHKPOOPraHHU3MORB

b) Total combined
yeasts and mould count
/ Ob1iee 4YUCIo
JIPOMOKEBBIX K
MJIECHEBBIX IPHOOB

c) E. coli

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

Less than 5 CFU/g/
Menee 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 / OtcyTcTBHE B
Ir

Remarks: The Product conforms to ND/
ITpumeuanne: [Iponykr coorBeTcTBYET TpeboBaHMsaM HII

Opinion: APPROVED
3axmouenue: OJIOBPEHO

Prepared by /
[Monrotosneno: Shivani

Devi /5 ,1/-

Checked by /
ITpoBepeHo: Pardeep Kumar

o

Approved by: Manager/Executive
/O pobpeHo:Menemxep/PykoBoauT
enb : Amit Kumar

==

Reprint Date: 22.02.2023
JlaTa:

Reprint Date: 22.02.2023

JlaTa:

Reprint Date: 22.02.2023
Jara:
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CEPTUOHUKAT AHAJIM3A

Page 5 of 5/ Crp.5u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Moykann®, TabjJeTKH, NOKPBIThIE [LIEHOYHOH 06010uKoii, 400 mr + 325 mr
Batch No / Cepus Ne : V2300262 Batch Quantity / O6bem naptuu : 727.5 KG
Analytical Report No / AHanuTHyeckuii oTuer No : Date of Analysis / JaTa ananuza: 22.02.2023
040001770193
Date of Manufacture / lata nponssoacrsa : Feb-2023 |Date of Expiry / Cpok rognoctu : Jan-2028
Analysis performed according ND / Ananu3 nposegen no HJ[: IT N011252/01-300522
10 |Assay/ 360.0 to 440.0 mg of Cp;H30;
KonuuecTBeHHOE 401.8 mg/401.8 mMr (Ibuprofen) per tablet /
onpeJeseHne Or 360,0 mr no 440,0 mr C;3H ;30
[(ubynpoden) B TabneTke
292.5 to 3575 mg of CsHoNO,
326.00 mg / 326.00 mr (Paracetamol) per tablet /
Ot 292,5 mr po 357,5 mr CsHoNO,
- __|(napaueramon) B TabjieTKE
11 | Package / YnakoBka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/AI blister. 1, 2 or 20
blister and a patient information |blisters and a patient information leaflet
leaflet in a carton. / [lo 10 |in a carton. / {lo 10 Tabnerok B [IBX/Al
tabnetok B [IBX/Al 6nucrep. Ilo 1 |6nuctep. Ilo 1, 2 unu 20 6mvcrepoB B
O6nuctepy B MAuKy KapTOHHYIO |HaukKy KapTOHHYIO BMECTe c
BMECTE ¢ HHCTPYKIIHeH MHCTPYKLMEH 110 MPUMEHEHHUIO.
110 IPUMEHEHHIO. -
12 | Labeling / Mapxkuposka| According to ND. / B cootserctBuu ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue IIpu Temnepatype He Bbille 25 °C.
14 | Shelf life / Cpoxk 5 years/ 5 ner
rOIHOCTH

Remarks: The Product conforms to ND/
IIpumedanne: [IponykT cooTBeTcTBYET TpeboBanusm HJI

Opinion: APPROVED
3akawuenne: OJJOBPEHO

Prepared by /
IToarororneno: Shivani

Checked by /
ITporepeno: Pardeep Kumar

Approved by: Manager/Executive
/OnobpeHo:MeHemxep/PykoBoauT

Devi -]# enb : Amit Kumar
/ﬂ Qf.// /X\Jx\/
Reprint Date: 22.02.2023 Reprint Date: 22.02.2023 Repril'lt Date: 22.02.2023
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