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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
U6y kauH®), Tab1eTKH, IOKPHITHIE NIEHOYHOH 00010uK0ii, 400 Mr + 325 Mr

Batch No / Cepnsi Ne : V2300059

Batch Quantity / O6bem mapruin : 776.0 kG

040001736236

Analytical Report No / Anaantiadeckuii oryer No :

Date of Analysis / JlaTa ananuza: 21.01.2023

Date of Manufacture / Jlata nponsgojierea : Jan-2023

Date of Expiry / Cpok rogaoccrn : Dec-2027

Analysis performed according ND / Auanns nposesen no HJI: IT N011252/01-300522 _ ]

Ne Test / ITokazaTenn

Results/ PesyabTaTnl

Specification / Hopma

1 |Description/ Onucanue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section - white core. /Tabnetku
KarcyaoBHAHOH (GOPMBI, NOKPBITHIE
NJIEHOYHOH 060J10YKOH OpaHKEBOTo
LIBETa, C PHCKOM Ha OJHOW CTOpOHE;
Ha TIOIIEPEYHOM pa3pese — sApo
6ernoro 1BeTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
Tabnetkd  KancyJiOBUIHOM dopmsl,
HOKpBIThIE  IJIEHOYHOM obonoukoi
OpaHXXEBOTO LIBETa, C PUCKOM Ha ofHOMH
CTOpOHE; Ha NOTIEPEHHOM pa3pese — sapo
6enoro unu noyTH 6esoro LBeTa.

Remarks : The Product conforms to ND/
IIpumeuanue: ITpoaykr coorBercTByeT Tpeboranusam HIT

Opinion : APPROVED
3akmouenune: OJOBPEHO

Prepared by /
Ilogrorosneno: Ankit

Checked by /
ITporepenn : Naresh Knmar

Approved by: Manager/Executive
/Qnofpeno:MeHe pxep/PyKroBoanT
enb Manoj Kumar
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Dr. Reddy's Laboratories |td.
Formulation Unit-6 ]

Vill. Khol, Nalagarh Road, Bad dj,
Distt. Solan, H.P.,, 173 205, INDja
Te!l : 491 98166 55001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A
Page2 of 5/ Crtp.2u3 5
Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxkanu®, TabaeTkn, NOKPLITLIE MIeH0YHOH 060s104K0ii, 400 Mr + 325 mr
Batch No / Cepnust Ne : V2300059 Batch Quantity / O6pem naprun : 776.0 kG
Analytical Report No / AnanutHyeckuii otuer Ne : Date of Analysis / IaTta ananuza: 21.01.2023
040001736236
Date of Manufacture / Jlata npon3sogcrea : Jan-2023 | Date of Expiry / Cpok rogsocts : Dec-2027
Analysis performed according ND / Anasnus nposegen no HJ/I: I1 N011252/01-300522
2 Identification / Complies as prescribed/ The retention times of the main peaks on
INognunaoCTH CooTBeTCTBYET 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) /
Bpemena yaepxuBaHusi OCHOBHBIX MTHKOB
Ha XpoMmaTorpaMmme HCIIBITYEMOro
pacTBopa  JO/DKHBl  COOTBETCTBOBATH
BPEMEHAM  Y/AEPXKMBaHUS NUKOB Ha
XpOMaTorpaMMe PpacTBOpa CTAHAAPTHBIX
obpazuoB ubynpodeHa u napaueramona
(paznen «KonngecTBeHHoe
OINPEAEIIEHUE))
3 |Average tablets weight 973.3 mg/973.3 mr 940.9 mg to 999.1 mg
Cpenusst Macca (970.0 mg £+ 3%) /
Tabnetok Or 940,9 wMr gmo 999,1 Mr
(970,0 Mr = 3 %)

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumedanne: ITpoaykT cootseTcTByeT Tpebosanmsim HJ 3axmovenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
Ionrorornexo: Ankit Ilpoeepeno : Naresh Kumar /Onobpeno:Menemxep/PykoBoaut
r : ens Manoj Kumar
A @ T o {j
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P,, 173 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykauu®, TabaeTkn, 1OKpbIThIE UIEHOYHOH 000J104K0i, 400 Mr + 325 mr

Batch No / Cepus No :

V2300059

Batch Quantity / O6bem napthu : 776.0 kG

Analytical Report No
040001736236

/ AHATHTHYeCKHI1 oTyeT No ¢

Date of Analysis / Jara ananu3za: 21.01.2023

Date of Manufacture / /lara npou3BoacrTsa ;: Jan-2023

Date of Expiry / Cpokx rogsocty : Dec-2027

Analysis performed according ND / Ananu3 nposenen no HJ[: [1N011252/01-300522

4 |Disintegration /
PacnagaemocTs

06 min /06 Mu

Not more than 30 minutes /
He 6onee 30 MuH

5 |Dissolution /
PactBopenne

98% to 103 %

97% to 101 %

Not less than 70% (Q) C;H;0,
(Tbuprofen) dissolved in 30 minutes /

He wMemee 70 % (Q) Ci3HizsO»
(ubynpoden) uepes 30 MUH

Not less than 70% (Q) CgHoNO,
(Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) CsH¢NO,

(mapaueramon) yepe3 30 MuH

6 |Related substances /
Poncreennsie npumecu
Method 1/ Meton 1

Method 2 / MeTop 2

0.0003

0.04%

0.04%

4-aminophenol (paracetamol impurity) /
4-amnHOGbEHON (TIpMMECH IapaleTraMmona)
- not more than 0.005% /

He 6onee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jliobas eauHH4Has
IIpHMeECh (ubynpoena 1705051
napaneramoJa) - not more than 0.3% /

He 6onee 0,3 %

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

Remarks : The Product conforms to ND/
Ipumeuanne: [Ipoaykt coorseTcTByeT TpeboBanuam HJI

Opinion : APPROVED
3akmouenune: OJJOBPEHO

Prepared by /
[Toarotorneno: Ankit

Checked hy /
ITposepeHo : Naresh Kumar

&
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Approved hy: Manager/FExecutive
/Ono6peno:Menemxep/Pykosoaut
enp Manoj Kumar
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Dr. Reddy's Laboratories Ltg.
Formulation Unit-6

Vill. Knol, Malagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDiA
Tel : +91 38166 55001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Page4of S/ Crp.4u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MN6ykanH®, Tab1eTKH, NOKPbIThIE TLIEHOYHOH 06010uK0it, 400 mr + 325 Mr :

Batch No / Cepus Ne : V2300059

Batch Quantity / O6pem napruu : 776.0 kG

Analytical Report No / Ananurnyeckuii oTuer Ne :
040001736236

Date of Analysis / lata amajusa: 21.01.2023

Date of Manufacture / laTa npou3Boacrsa : Jan-2023

Date of Expiry / Cpok rogaoct : Dec-2027

Analysis performed according ND / Ananns nposenen o HJI: [T N011252/01-300522

a) Total aerobic
microbial count /
Ob1uee ynciio
a’pO6GHBIX
MHKPOOPTaHHU3MOB

b) Total combined
yeasts and mould count
/ Obiee uucio
JIPOMOKEBLIX H
IJIECHEBBIX TPUOOB

¢) E. coli

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

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

Absent in 1g/ OtcyrctByer B 1r

9 |Water/Boga 1.4 % Not more than 5.0% /
He 6osee 5,0 %
10 |Uniformity of dosage Acceptance value (AV) should be not
units / 1.1 more than 15.0 /
OnnHoponHOCT [Toka3zarens npuemineMocts (AV) nomken
JIO3UPOBaHHUS ObITH He Ooree 15,0
- Ibuprofen /ubynpocden
Acceptance value (AV) should be not
1.1 more than 15.0 /
- Paracetamol/ [Nokazatens npuemnemMoctd (AV) nowkex
napaLeTamMol 6b1Th He Honiee 15,0
11 [Microbial limits /
Muxkpobuonoruueckas
YUCTOTA

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

Not more than |00 CFU/g/
He 6onee 100 KOE/r

Shall be absent in lg / OtrcyrcTBHE B
ir

Remarks : The Product conforms to ND/
ITpumeyanue: Tlponyxr coorBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3aknwuenune: OJOBPEHO

Prepared by /
IToxroroBneHo: An_kit

Checked by /
IpoBepeno : Naresh Kumar

&

Approved by: Manager/Executive
/Ono6peno:Menemkep/PykoBoaut

enb Manoj Kumar w
.{’h L,
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Dr.Reddy’s €3¢

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

Vill. Khol, Nalagarh Road, Baddl;,
Distt. Sotan, H.P., 173 205, IND!A,
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CEPTUDPUKAT AHAJIM3A

Page5of S/ Crp.5u35

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
U6ykauH®, Ta61eTKH, IOKPBbITHIE INIEHOYHOH 0001049K0H, 400 Mr + 325 mr

Batch No / Cepus Ne : V2300059

Batch Quantity / O6bem naptuu : 776.0 kG

040001736236

Analytical Report No / ABanuTu4eckuii ordyer Ne : Date of Analysis / J/Iata ananmm3a: 21.01.2023

Date of Manufacture / Jlata npoussoacta : Jan-2023 [Date of Expiry / Cpok rognocts : Dec-2027

Analysis performed according ND / Anann3 nposegen mo HJI: [1N011252/01-300522

12 |Assay/
KonuuectBeHHOE
ofpeAeeHHE

360.0 to 440.0 mg of C;3sH 1802
397.5 mg/397.5 mr (Ibuprofen) per tablet /

Or 360,0 mr no 440,0 mMr C;3H;s0,
(ubynpoden) B TabneTke

292.5 to 357.5 mg of CsHoNO,
324.23 mg/324.23 mr (Paracetamol) per tablet /

Ot 292,5 mMr pmo 357,5 mr CgHoNO,
(napaueramon) B TabneTke

13 | Package / YnakoBska 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. / ITo 10 |in a carton. / Ilo 10 tabnerok B ITBX/Al
tabnerok B [IBX/Al 6aucrep. ITo 1 |6muctep. Mo 1, 2 unu 20 61ucTepoB B
Onuctepy B MadykKy KapTOHHYIO |Mauky KapTOHHYIO BMECTe c
BMECT€ C  MHCIPYKIMEH 10 |MHCTPYKLHMEH [0 NPMMEHEHHUIO.
TIPUMEHEHHIO.

14 | Labeling / Mapxuposka| According to ND. / B coorBerctsuu ¢ HJI.

15 | Storage conditions / At temperature not more than 25 °C. /

XpaHenue ITpu Temnepatype He Bpiie 25 °C.
16 | Shelf life / Cpok 5 years / 5 net

TONHOCTH
Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanue: [Tpoaykr cooTBeTcTBYET TpeboBanmsam HJT 3akmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Toarotosneno: Ankit [IpoepeHo : Naresh Kumar /Ono6peno:Menemkep/PykoBoaut

A C ens Manoj Kumar
o ke fodse]
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