Dr.Reddy’s Q:'f‘

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

CEPTUOUKAT AHAJIM3A

Page 1 of 5/ Ctp. 1 m35

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HN6oyknun®, Tab1eTKH, MOKPHITHIE TJIeHOYHOI 000a04K0i, 400 Mr + 325 mr

Batch No / Cepus Ne : V2400629

Batch Quantity / O6nem napruu : 720.95 Kg

Analytical Report No / Ananntuueckuii oTder Ne :
040002498401

Date of Manufacture / laTa n&mmoacnaa : 04/2024

Date of Analysis / JlaTa anasauza: 26.04.2024

Date of Expiry / Cpok rogunoctu : 03/2029

Analysis performed according ND / Ananu3 nposenen mo H/I: I1N011252/01-160123

Ne |Test/ Iloka3aTtesin 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. / Tabnerku
KarcyloBHAHOH (GOPMBI, MOKpPHITHIE KAaNCyNOBUAHOH  QOpMBI,  MOKpPBITIE
IJIEHOYHOM 060JIOUKOM OpaHXKeBOro|NJIEHOYHOH  0DOJIOUKOH — OpaHkKeBOro
1{BeTa, C PHUCKO} Ha ONHON CTOpOHE;|LBETA, C PUCKOH HAa OJHO} CTOpPOHE; Ha
Ha [ONEpPEeYHOM paspe3e — SOPO|NONEPEeuHOM paspese — sApo Oeoro WiM
Henoro 1BeTa. noyTH GeJoro LBeTa.
2 |(Identification / Complies as prescribed/ The retention times of the main peaks on
INoauHHOCTE 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 ynepKuBaHUs OCHOBHBIX IHKOB
Ha XpoMaTorpaMme HCTIEITYEMOT0
pacTBopa  JIO/DKHEI  COOTBETCTBOBATH
BpeMeHaM  YJAEpXHBaHHWsS IHKOB Ha
XpoMmarorpaMMe pacTBOpa CTaHIAPTHBIX
obpasiior ubynpodena U mapaleramosna
(pasmen «KonuuectBeHHOE
OTIPEAETIEHHEN)
3 |Average tablets weight 970.2 mg /970.2 mr From 9409 mg to 999.1 mg
Cpennsis Macca (970.0 mg £+ 3.0 %) /
TabJieTok Or 940,9 wMmMr go 9991 MT
(970,0 Mr = 3,0 %)

Remarks : The Product conforms to ND/ i
IIpumeuanne: [IpoaykT cooTBeTcTBYET TpeOoBanuaM HJI

Opinion : APPROVED
3akmoyenune: OJOBPEHO

Prepared by /
[ToaroroeneHo: Ranjeet

s

~

Checked by /
ITporepeno: Santosh Kumar

Approved by: Manager/Executive
/OnobpeHo: Mengnkep /
PykoBoauTens %}hishef Chauhan

Reprint Date:
Hata: 26.04.2024

Maurya G\
Reprint Date:

Jara: 26.04.2024

Reprint Date:
Jara: 26.04.2024

4L /

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: L85195AP1984PLCDO4507
www.drreddys.com




Dr.Reddy’s Q

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDIA

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

CERTIFICATE OF ANALYSIS

CEPTU®HUKAT AHAJIN3A

Page 2 of 5/ Ctp.2 n3 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HoyxanH®, Tab/IeTKH, NOKPLITHIE N1eHOYHOH 000104K0ii, 400 mr + 325 mMr

Batch No / Cepns Ne : V2400629

Batch Quantity / O6nem naptuu : 720.95 Kg

040002498401

Analytical Report No / Ananutu4ecknii order Ne :

Date of Analysis / JlaTa ananu3a: 26.04.2024

Date of Manufacture / /lata npousBoacrsa : 04/2024

Date of Expiry / Cpok rognoctu : 03/2029

Analysis performed according ND / Ananu3 nposeaen mo HJI: IT N011252/01-160123

4 |Disintegration /
PacnajgaeMocTb

05 min 59 sec / 05 MmuH 59 cex

Not more than 30 min /
He 6omnee 30 MuH

5 |Dissolution /
PactBopenue

99 % To 104 %

102 % to 103 %

Not less than 70% (Q) of Ci;3sHi50;
(Tbuprofen) after 30 min /

He wMmenee 70 % (Q)
(ubynpoden) yepes 30 MuH
Not less than 70% (Q) of CsHoNO,
(Paracetamol) after 30 min /

Ci3H130,2

0.0001%

He wmenee 70 % (Q) CsHoNO;
(mapaueramon) yepes 30 MHH
6 |Related substances / 4-aminophenol (paracetamol impurity)

PoncTeeHHbIEe TpUMecH - not more than 0.005 % /

Method 1 / Metop 1 4-amuHodeHoN (TIpUMech NapareTaMmona)
- He 6onee 0,005 %
Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //

Method 2 / Meton 2 0.05% JIrobas eIMHUYHAs npUMech
(ubynpodena unu napaneramosna) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)

0.05% - not more than 0.7 % /
CymmMa npumeceit (Meron 1 + Meton 2)
- He 6onee 0,7 %
9 |Water/Bona 1.3% Not more than 5.0 % /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
Ilpumeuanne: [Ipoaykr coorBeTcTBYeT TpeboBaHusam HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Hara: 26.04.2024

Prepared by / Checked by / Approved by: Manager/Executive
[Toarotosneno: Ranjeet | Ilposepeno: Santosh Kumar /Onobpeno: Menemxkep /

Maurya QA PykoBoautens Akﬁfk f hauhan
Reprint Date: Reprint Date: Reprint Date: i

Jara: 26.04.2024

Jara: 26.04.2024

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

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s “:

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
CEPTHOHUKAT AHAJIM3A Page3 of 5/ Ctp.3 m3 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yxknuu®, Ta6aeTKH, HOKPBIThIE IVIEHOYHOH 060/1049K0#, 400 Mr + 325 mr

Batch No / Cepns Ne : V2400629 Batch Quantity / O6beM naptuu : 720.95 Kg
Analytical Report No / AHanuTH4Yeckuif oTyer Ne : Date of Analysis / lata ananusa: 26.04.2024
040002498401

Date of Manufacture / Jlata mpousBogctsa : (04/2024 Date of Expiry / Cpox rogaocts : 03/2029

Analysis performed according ND / Ananu3 nposesen no H/I: 1 N011252/01-160123

10 |Uniformity of dosage
units /

OaHOPOAHOCTD
JIO3MPOBAHMS

- Ibuprofen /ubynpoden

- Paracetamol/
napaneramon

Acceptance value (AV) should be not

1.8 more than 15.0 /

ITokazartens npremieMoctd (AV) fomxeH
OBITbH He boee 15,0

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

IMokazarens npueMyeMoctd (AV) nofmxeH
6niTh He 6onee 15,0

11 |Microbiological purity /
Mrukpobronoruyeckas
grcToTa*

a) Total aerobic
microbial count /
O61uee uucio

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

a’pOOHBIX
MHKpPOOpPTraHH3MOB
NA

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

yeasts and mould count He 6onee 100 KOE/r

/ Ob1ee yucno

JPONOKEBBIX U

IJIECHEBBIX IPHOOB

¢) E. coli NA Shall be absent in 1g / OTcyrcTBHE B

Ir
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [IpoaykT cooreTcTByeT TpebGosanusm HJ[ | 3akmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IToarororneHo: Ranjeet | [IpoBepeno: Santgsh Kumar /Ono6peno: Menegkep /
@/ Maurya d\ PyKOBO}lI/ITeJ'IB Abhishek /Chauhan
>

Reprint Date: Reprint Date: Reprint Date:
Jata: 26.04.2024 Jlata: 26.04.2024 Jara: 26.04.2024

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

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr.Reddy’s ‘

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
CEPTUDOUKAT AHAJINU3A Page4 of 5/Ctp.4 u3 5
Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yxaun®, TabeTKH, MOKPLITHIE ILIEHOYHOI 06004Ko0i, 400 Mr + 325 mr
Batch No / Cepus Ne : V2400629 Batch Quantity / O6bem naptun : 720.95 Kg
Analytical Report No / Ananurudecknii ordger Ne : Date of Analysis / lata ananmsa: 26.04.2024
040002498401
Date of Manufacture / Jlata nponssoacTsa : 04/2024 Date of Expiry / Cpok roguoctu : 03/2029
Analysis performed according ND / Auanu3 nposeger no HJE: TTN011252/01-160123
12 |Assay/ From 360.0 to 440.0 mg of Ci;3Hi30;
KonnuectBeHHOE (Ibuprofen) per tablet /
ornpeaeneHne 399.8 mg/399.8 Mr Ot 360,0 mr go 440,0 mr Ci;3HizOr
(ubynpoden) B Tabnetke
From 292.5 to 357.5 mg of CsHyNO;
(Paracetamol) per tablet /
327.85 mg /327.85 mr Or 292,5 mr po 357,5 mr CsHoNO,
(mapanieramot) B TabneTke
13 | 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. / Ilo 10 |in a carton. / ITo 10 Tabnerox B IIBX/Al
tabnerok B IIBX/Al 6aucrep. [To 1 |6auctep. Ilo 1, 2 mwnn 20 GnucteposB B
OnicTepy B MAYKy KapTOHHYIO |Madky KapTOHHYIO BMECTe c
BMECTe C  HHCTPyKIMell 1O |MHCTPYKUHEH MO IPHMEHEHHUIO.
NPUMEHEHHIO.
14 | Labeling / MapkupoBska| According to ND. / B coorserctBuu ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C./
XpaneHue I1pu Temneparype He Boliue 25 °C.
16 | Shelf life / Cpoxk 5 years / 5 net
COJHOCTH

* 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. / [IpoBoauTCst IPOU3BOAUTENEM NPU
BBITIyCKe TIEPUOAWYECKH: JUIs Kakaoi 20-0¥ cepur wiu He MeHee 1 pasa B roj. IlokasaTeins MoxeT ObITh
HE BKJIFOYEH B cepTH(UKAT aHanu3a GUpMBI

IIpumeuanne: [Ipon

Remarks : The Product conforms to ND/

YKT COOTBETCTBYET TpeboBanusam HJI

Opinion : APPROVED
3axnuenune; OJJOBPEHO

Prepared by /

IMToarorosneno: Ranjeet

Checked by /
[Tpoeepeno: Santosh Kumar
Maurya C P

e

Approved by: Manager/Executive
/Onobpero: Menemkep /
PykosoauTens %E;hishek Chauhan

Reprint Date:
Hara: 26.04.2024

Reprint Date:
Hata: 26.04.2024

Reprint Date: “——
Hata: 26.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, (ndia
Tel: +91 40 1900 2900, Fax: +91 40 1900 2999, Email: maii@drraddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q::‘

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIA3A

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

Page 50f 5/ Ctp.5u35

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
U6ykaun®, Tab/ieTKH, NOKPLITHIE IIEeHOYHOI 060104K0H, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400629

Batch Quantity / O6sem naptuu : 720.95 Kg

040002498401

Analytical Report No / AHaauTHYecKHii oTder Ne :

Date of Analysis / lata anaan3a: 26.04.2024

Date of Manufacture / /laTa npousBoacrsa : 04/2024

Date of Expiry / Cpox roanocrs : 03/2029

Analysis performed according ND / Anann3 npoeegen mo HJI: TI N011252/01-160123

API name (INN)/

Haumenosanue ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / Ilapaneramon
API manufacturer batch number / PIBM230460 1167/23-24

Howmep cepuun npoussoauteiist ADC:

FP Manufacturer API Batch number /

Howmep cepuu cyGcTaHIHM FERA00049 FERA00085

npousBoauTes I'JID:

API Manufactured by & country/
poussoaurtens ADPC, crpana:

Solara Active Pharma Sciences

Caiiencus Jiumuren, Muaus

Limited, India / Conapa 3xtus ®apma

Sri Krishna Pharmaceuticals Ltd.,
India / lpu Kpuina
®apmacerotukanc Jita., Maaus

Remarks : The Product conforms to ND/
Ipumeuanue: [Tponykt coorBeTcTByeT TpeboBanuaM HJL

Opinion : APPROVED
3akmoyenue; OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[Toaroror . Ranjeet | [IpoeepeHo: Santosh Kumar /OpobpeHo: Meyemxep /
WV Maurya @;// PykoBoautens Abhishek;Chauhan
G & Aty
Reprint Date: Reprint Date: Reprint Date: d
JHata: 26.04.2024 Iara: 26.04.2024 Hara: 26.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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CIN: L85195AP1984PLC0O04507
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