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CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIN3A

Page1of 5/Ctp.1u35

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Moyxknuu®, Tab/ieTKH, NOKPLITHIE MJIEHOYHOI 06004K0i, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2400639

Batch Quantity / O6bem nmaptun : 765.3 Kg

_Analytical Report No / Ananmutudecknii oTuer Ne :
040002499434

Date of Analysis / laTa anaanza: 27.04.2024

Date of Manufacture / Jlata npousBoacrsa : 04/2024

Date of Expiry / Cpox rognocts : 03/2029

Analysis performed according ND / Anaans nposemen mo H/I: [1 N011252/01-160123

Ne  |Test/ Iloka3zaTesb Results/ Pe3yabTaThl Specification / Hopma
1 |Description/ Onucanne |[Orange film-coated, capsule-shaped,|Orange film-coated, capsule-shaped, one-
one-side scored tablets; white core at|side scored tablets; white or off-white
the cross-section. ./ Tabnerku|core at the cross-section. / Tabnetku
KancynoBUAHOW (OpPMBL, MOKPBITHIE KANCYNOBHAHOH  (OpPMBI,  IOKpBITHIE
IJIEHOYHOH 00O0NOUKOH OpaH)KEBOIo|MJieHOYHOH  0DOJIOUKOH  OpaHXeBOro
1IBETA, C PUCKOIf Ha OMHOM CTOPOHE;|LBETa, C PUCKOW Ha ONHOH CTOpOHe; Ha
Ha [MOMEepPEeYHOM paspese — AAPO|MONEpeyHOM paszpese — sapo Oenoro wiu
fenoro nBera. o4ty 6eJoro IBeTa.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
IToanuHHOCTE CooTBeTcTBYeET 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 ynepxuBaHHS OCHOBHBIX ITHKOB
Ha XpoMaTorpaMme UCTIBITYEMOT'O
pacTBopa  JIOJDKHBI ~ COOTBETCTBOBAThH
BpEMeHaM  YAEPXMBaHMA THKOB Ha
XpOMATOrpaMMe pPAacTBOpa CTaHJApPTHBIX
obpaziioB ubynpodeHa M mapaneramona
(paznen «KonnyectBeHHOE
OIpPENIETIEHUE))
3 | Average tablets weight 964.6 mg / 964.6 mr From 9409 mg to 9991 mg
Cpenusist Macca (970.0 mg £ 3.0 %) /
TabyeToK Or 9409 wmr go 999, MT

(970,0 Mmr + 3,0 %)

Remarks : The Product conforms to ND/
IIpnmeuanne: [Ipoaykr coorBeTcTByeT TpeboBanusm HJL

Opinion : APPROVED
3akmouenne: OJIOBPEHO

Prepared by /
[ToarotorneHo: Ranjeet

@i

Checked by /
[Ipoeepeno: Santosh Kumar

Maurya Q\—

Approved by: Manager/Executive
/Onobpeno: Menemixep /
Pykosoautens Abhighek Cfiauhan

Reprint Date:
Hara: 27.04.2024

Reprint Date:
Hara: 27.04.2024

Reprint Date:
MHara: 27.04.2024
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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 : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®HUKAT AHAJIU3A

Page2 of 5/Ctp.2 u3 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoyxkanH®, TabyieTKH, IOKPbIThIE MUIEHOYHO# 000/04K0ii, 400 Mr + 325 mr

'Batch No / Cepust Ne : V2400639

Batch Quantity / O6bem naprus : 765.3 Kg

040002499434

Analytical Report No / AnanuTHyeckuii otuet Ne :

Date of Analysis / [laTa ananu3sa: 27.04.2024

Date of Manufacture / Jlata npounsBoacrsa : 04/2024

Date of Expiry / Cpox rognoctu : 03/2029

Analysis performed according ND / Anaam3 npogeaen mo HJI: [T N0O11252/01-160123

4 |Disintegration /
PacnagaeMocThb

06 min 34 sec / 06 MmuH 34 cek

Not more than 30 min /
He 6onee 30 Mun

5 |Dissolution /
PacrBopenue

98 % To 104 %

99 % to 103 %

Not less than 70% (Q) of Ci;3His0,
(Ibuprofen) after 30 min /

He w™enee 70 % (Q)
(nbynpoden) uepes 30 MuH

Not less than 70% (Q) of CsHoNO,
(Paracetamol) after 30 min /

Ci3H 502

0.0004%

He wMenee 70 % (Q) CsHoNO,
(napaueramonn) yepe3 30 MUH
6 |Related substances / 4-aminophenol (paracetamol impurity)

PoncTeenHsle npumecu - not more than 0.005 % /
Method 1/ Meton 1 4-amuHOGEHON (MPUMEChH NapaleTamona)
- He 6onee 0,005 %
Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Method 2 / Meton 2 0.03 % Jlrob6as eIMHUYIHAS MIPUMECH
(ubynpodena umu mnapaneramona) - He
6onee 0,3 % -
Total impurities (Method 1+ Method 2)
0.03 % - not more than 0.7 % /
Cymma npumeceii (Merton 1 + Merop 2)
- He 6onee 0,7 %
9 |Water/ Bona 1.4% Not more than 5.0 % /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
IIpumeuanne: [lpoaykt cooTeeTcTBYeT TpeboBanusam HJ{

Opinion : APPROVED
3akmouenue: OJJOGPEHO

JlaTta: 27.04.2024

Prepared by / Checked by / Approved by: Manager/Executive
[oaroroneno: Ranjeet | [IpoeepeHo: Santosh Kumar /Opo6peHo: Menemjkep /
@ Maurya @/‘_ PykoBoautens Ab_}éek ?.‘hauhan
- ‘ = .-
Reprint Date: Reprint Date: Reprint Date: '

Hara: 27.04.2024

Hara: 27.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2998, Email: maii@drreddys.com

CIN: L85195AP1984PLC0O04507

www.drreddys.com
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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 : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIU3A Page3 of 5/Ctp.3 135

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoyxanu®, TabneTku, NOKPLITHIE MUIEHOYHOI 060/1049K0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2400639 Batch Quantity / O6bem maptuu : 765.3 Kg
Analytical Report No / AHamuTu4decknii oTueT No : Date of Analysis / JlaTa anannza: 27.04.2024
040002499434 -
Date of Manufacture / lata npouszBoacria : 04/2024 Date of Expiry / Cpox rognocts : 03/2029

Analysis performed according ND / Ananu3 nposenen mo HJI[: ITN011252/01-160123

10 [Uniformity of dosage
units /

OIHOPOAHOCTD
JIO3MPOBAHHSI

- Ibuprofen /ubymnpoden

- Paracetamol/
HaparneTamol

Acceptance value (AV) should be not

1.3 more than 15.0 /

INokasarens npuemieMocTd (AV) nomxen
ObITE He 6oiee 15,0

1.3 Acceptance value (AV) should be not
more than 15.0 /

Iokasarens npueMieMocTd (AV) nomkeH
ObiTh He OoJee 15,0

11 |Microbiological purity /
MiukpoGuonorunyeckas
yucroTa*

a) Total aerobic
microbial count /
Ob1ee yucio

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

ITogrorosneno: Ranjeet | IlpoBepeno: Santosh Kumar /Opo6peno: Menemiep /

6}. Maurya G’< PykoBoauTEND Ab}r’ Shil,{. Flfauhan

a3poOHBIX
MHKpPOOPTaHHU3MOB
NA

b) Total combined Not more than 100 CFU/g/

yeasts and mould count He 6onee 100 KOE/r

/ Ob1iee yucno

IPOMOKEBBIX U

IJIECHEBBIX rPHOOB

¢) E. coli NA Shall be absent in lg / OtcyTcTBHE B

Ir

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [poaykT coorsercTByeT Tpebopanuam HJl | 3akawodenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive

Reprint Date: Reprint Date: Reprint Date:
Hara: 27.04.2024 Jara: 27.04.2024 JlaTa: 27.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ‘,‘:‘

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIU3A Page 4 of 5/ Crp. 4 u3 5
Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoyxkmH®, TabaeTKH, NOKPBLITHIE IUIEHOYHOH 000/104K0ii, 400 Mr + 325 mr
Batch No / Cepust Ne : V2400639 Batch Quantity / O6bem naptuu : 765.3 Kg
Analytical Report No / Ananutuyeckuii oTyer Ne : Date of Analysis / JlaTa ananu3za: 27.04.2024
040002499434
Date of Manufacture / /lata npousBoacrsa : 04/2024 Date of Expiry / Cpok rognoctu : 03/2029
Analysis performed according ND / Ananns npoBegen mo H/I: [1 N011252/01-160123
12 |Assay/ From 360.0 to 440.0 mg of C;3H;30,
KonuuectBeHHOE (Ibuprofen) per tablet /
onpeJenesue 395.0 mg/395.0 Mmr Or 360,0 mMr go 440,0 mr Ci;3H;50;
(ubynpoden) B Tabnetke
From 292.5 to 357.5 mg of CgHoNO,
(Paracetamol) per tablet /
324.52 mg /324.52 Mr Ot 292,5 mr gmo 357,5 Mr CsHoNO,
(napaneTaMos) B TabeTKE
13 | 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. / [lo 10 |in a carton. / [To 10 Tabnerok B [IBX/Al
tabnerok B [IBX/Al 6nucrep. ITo 1 |6nuctep. [To 1, 2 unu 20 GnucrepoB B
OnmucTepy B TMadyky KapTOHHYIO |Mauky KapTOHHYIO BMECTE c
BMECTE C  HHCTPYKIHMeH 10 |MHCTPYKUHMEH M0 MIPUMEHEHHIO.
IPUMEHEHHIO.
14 | Labeling / MapkupoBka| According to ND. / B coorBerctsuu ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
Xpauenue IIpu Temnepatype He Bbile 25 °C.
16 | Shelf life / Cpoxk 5 years /5 net
T'OJIHOCTH

* Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The
parameter may be absent from the Company's certificate of analysis. / IIpoBoAKHTCS TPONU3BOJAUTENEM TPH
BBINYCKE NMEpHOJUYECKH: AN Kax ol 20-o0i1 cepuu unu He MeHee 1 pasza B rof. IlokxazaTens MOXeT ObITh
HE BKJIIOYEH B CEPTU(UKAT aHatn3a GUpMBI

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykt coorBeTcTBYeT TpeboBanusm H]J

Opinion : APPROVED
3akawyenune: OJJOGPEHO

Prepared by /
[ToaroTorneno: Ranjeet

@/ ,

Checked by /
[Tpoepeno: Santosh Kumar

Maurya m_

Approved by: Manager/Executive
/OnoGpeno: Menems
PykoBoautens Abk

Reprint Date:
Jata: 27.04.2024

Reprint Date:
Hara: 27.04.2024

Reprint Date:
Hara; 27.04.2024

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: maii@drraddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Qf

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

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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page5of 5/Ctp.5u3 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxkauu®, TabieTKH, NOKPLITHIE IUIEHOYHO# 060/104K0i, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2400639

Batch Quantity / O0bem naptud : 765.3 Kg

040002499434

Analytical Report No / AHanuTn4eckuii oruer Ne :

Date of Analysis / {aTa anajausa: 27.04.2024

Date of Manufacture / JlaTa npou3Boactsa : 04/2024

Date of Expiry / Cpok rognocru : 03/2029

Analysis performed according ND / Anaau3 nposepes mo HJI: TIN011252/01-160123

API name (INN) /

Hanvenosanue ADC (MEH): Ibuprofen / 6ynpoden Paracetamol / ITapaueramon
API manufacturer batch number / A-4934 1167/23-24

Howmep cepuu npouspoautesiss ADC:

FP Manufacturer API Batch number /

Homep cepun cybcTanuun FERA00017 FERAO00085

npousBoauTes I'JID:

API Manufactured by & country /
IIpouzsogurtens ADC, crpana:

IOL Chemicals and Pharmaceuticals
Limited, India / MOJI Kemukanc sua
®apmackrotukanc JIta., Moy

Sri Krishna Pharmaceuticals Ltd.,
India / IlIpu Kpuinna
dapmacwrotikanc Jita., Maaousa

Remarks : The Product conforms to ND/
Hpumeuanue: [Tpoaykt coorBeTcTByeT TpeboBaHuaM HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[MoarororneHo: Ranjeet | [IpoBepeno: Santosh Kumar /Ono6peno: Meunemigp /
@/ Maurya N Pykooautens Abhighek f’.hauhan
(\_
Reprint Date: Reprint Date: Reprint Date:
Hata: 27.04.2024 Hara: 27.04.2024 Jarta: 27.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indiz
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