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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Page10of7/Ctp.1m37

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykauu®, TabeTKH, NOKPBITHIE INIEHO4YHOH 060104K0H, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2400574

Batch Quantity / O6bem naptuu : 767.0Kg

040002491868

Analytical Report No / AHanuTH4eckuii oTuer No ¢

Date of Analysis / lata anaymsa: 20.04.2024

Date of Manufacture / JJlata npon3soacrsa : 03/2024

Date of Expiry / Cpok rogaocrs : 02/2029

Analysis performed according ND / Auasm3 nposegen mo HJI: I1 N011252/01-160123

Ne | Test/ ITokasarean

Results/ Pe3yJibTaThl

Specification / Hopma

1 |Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnetku
KarCyJOBHIHOH (OpMBI, MOKPHITHIE
TUIEHOYHOU 060JI0UKOH OpaHKEBOIO
IIBETA, C PUCKOH Ha OJHOM CTOpOHE;
Ha TIIOIIEPEYHOM pazpese SAPO
6eoro 1BETA.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white

core at the cross-section. / Tabnerku
KanCyJOBUIHOK  (GOPMBI,  IOKpBITHIE
[UICHOUHOM  000NOYKOdl  OpaHxeBOoro

L[BETa, C PUCKOH Ha OJHOM CTOpOHE; Ha
[OMEepPeyHOM paspese — sApo Oenoro uiu
noyty 6€J0ro LBETa.

2 |Identification /
TTopnuHHOCTH

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) /

BpeMena yaepxuBaHHs OCHOBHBIX ITHKOB

Ha XpoMarorpamme HCIIBITYEMOI'O
pacTBOpa JOJDKHBL COOTBETCTBOBATH
BpEMEHaAM YACPXKUBaHUS IMUKOB Ha

XpoMarorpaMMe pacTBOpa CTaHAAPTHBIX
obpasios ubynpodena u Mapaneramona

(pasmen «Konm4yecTBeHHOE
OHpeI[CJICHHe»)
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: IponykT cootseTcTBYeT Tpebopanusm HJ | 3axmodenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[ToarorosneHo: Ankit A [IpoBepeHo:Rama Kant /Onobpeno: Menenxep /
PyxoBoautens Manoj Kum.
{ / i y ] E g
Reprint Date: 20.04.2024 Reprint Date: 20.04.2024 Reprint Date: 20.04.2024
Hara: Jara: Jara:

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@drraddys.com

CIN: L85135AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIU3A

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

Page2 of 7/ Cxp.2 u3 7

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yknun®, Ta6aeTKH, NOKPHITHIE NIEHOYHOH 060104K0i, 400 Mr + 325 mr

Batch No / Cepus Ne : V2400574

Batch Quantity / O6vem napruu : 767.0Kg

040002491868

Analytical Report No / AnanuTudeckuii oTder Ne :

Date of Analysis / lata anaimmsa: 20.04.2024

Date of Manufacture / Jlata npon3Bogcrsa : 03/2024

Date of Expiry / Cpox rognocts : 02/2029

Analysis performed according ND / Anann3 npoesen mo HJI: I1N011252/01-160123

3 | Average tablets weight 970.1mg /970.1 mr From 9409 mg to 999.1
Cpennsis mMacca (970.0 mg £ 3.0 %) /
TabJeTOK Or 940,9 wmMr jmo 999,11
(970,0 mr = 3,0 %)

4 |Disintegration /
PacniagaeMocTb

06 min 28 sec/ 06 MuH 28 cek

Not more than 30 min /
He 6onee 30 Muu

5 |Dissolution /
PacrBopenue

99 % To 101 %

100 % to 105 %

(Ibuprofen) after 30 min /
He w™menee 70 % (Q)
(ubynpoden) uepes 30 MUH

(Paracetamol) after 30 min /
He wmenee 70 % (Q)
(napaneramon) uepe3 30 MuH

Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpnmeuanne: [Tpoaykt cooTBeTcTByeT TpeboBanusam HJ | 3akmoyenue: ONIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Toaroroeneno: Ankit [)\ [TpoBepeHo:Rama K /OnobpeHo: Menemxep /
PykoBoautens Manoj Kumar

Reprint Date: 20.04.2024
Hara:

Reprint Date: 20.04.2024
Jara:

Reprint Date: 20.04.2024
Jlara:

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@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com

Not less than 70% (Q) of Ci;3sHis0;
CisHi302
Not less than 70% (Q) of CgHoNO:

CsHoNO;
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTHM3A

Page3 of 7/ Ctp.3 m3 7

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxaun®, Ta6aeTKH, NOKPBITHIE IeHOYHOH 060104K0i, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2400574

Batch Quantity / O6bem napTuu : 767.0Kg

040002491868

Analytical Report No / Ananurnyeckuit oryer Ne :

Date of Analysis / laTa anaanza: 20.04.2024

Date of Manufacture / Jlata npou3Boacrsa : 03/2024

Date of Expiry / Cpok rognoctu : 02/2029

Analysis performed according ND / Ananu3 nposegen mo HJI: TIN011252/01-160123

6 |Related substances /

4-aminophenol (paracetamol impurity)

Tpumeuanne: [Tponykr cooteTcTByeT TpeGosanusm HJ | 3akmouenne: ONOBPEHO

PoxncTBeHHbIE NPUMECH 0.0003% - not more than 0.005 % /

Method 1 / Meron 1 4-amuno¢eHon (MpuMech napalneTaMmona)
- He 6onee 0,005 %

Method 2 / Meton 2 0.04% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jlobas eAMHUYHAS PAMECH
(ubynpodeHa unM mnapaueraMmona) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)
- not more than 0.7 % /

0.04% Cymma npumeceit (Meron 1 + Meton 2)
- He 6onee 0,7 %
9 |Water/Bona 1.5% Not more than 5.0 % /
He 6onee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED

Prepared by /

IMoarorosneno: Ankit [A/

-

Checked by /
[IpoBepeno:Rama Kant

o

Approved by: Manager/Executive
/Ono6peHo: Menemxep /

PykoBoautens Manoj Kum
(M

Reprint Date: 20.04.2024
Jlara:

Reprint Date: 20.04.2024
Jara:

Reprint Date: 20.04.2024
Jara:

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@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
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Page4 of 7/ Ctp. 4 u3 7

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykauH®, TabieTKH, IOKPBITHIE MJIEHOYHOI 060104K0H, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2400574

Batch Quantity / O6bem napruu : 767.0Kg

040002491868

Analytical Report No / AHannTHueckui oTueT No

Date of Analysis / JlaTa anaau3za: 20.04.2024

Date of Manufacture / [lata npousBogcrsa : 03/2024

Date of Expiry / Cpok roasoctu : 02/2029

Analysis performed according ND / Ananu3 nposenen mo HJI: T1N011252/01-160123

10 |Uniformity of dosage
units /
OnHOPOJHOCTD
JI03MPOBaHUs!

- Ibuprofen /ubynpoden

- Paracetamol/
rapaneTamMmo

1.5

1.1

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

ObITh He Oonee 15,0

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

ObITEH He Ooee 15,0

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [TpoykT cootsetcTByeT TpeboBanuam HJ[ | 3axmouenue: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Toarorosneno: Ankit [IpoBepeno:Rama Kant /Ono6peno: Menemxep /
A Pyxosoautens Manoj Kumar

B e i o W)
Reprint Date: 20.04.2024 Reprint Date: 20.04.2024 Reprint Date: 20.04.2024
Jara: Hara: JHara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indiza
Tel: +91 40 4900 2800, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85155AP1984PLCO04507

www.drreddys.com

ITokazaTens npuemyeMocTd (AV) f1omkeH

[Tokasarens npuemiieMocTd (AV) 10/DKeH




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
CEPTHUOHUKAT AHAJIU3A
PageS5of 7/ Crp.5u3 7

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxkaun®, TabreTku, NOKPLITHIE MJIEHOYHOI 0601049K0H, 400 Mr + 325 Mr
Batch No / Cepusa Ne : V2400574 Batch Quantity / O6bem napnu : 767.0Kg
Analytical Report No / AnanuTu4yeckuid oruer No ¢ Date of Analysis / [laTa ananu3sa: 20.04.2024
040002491868
Date of Manufacture / lata npousBojactsa : 03/2024 Date of Expiry / Cpok roanocts : 02/2029
Analysis performed according ND / Anajn3 nposenen mo HJI: I1 N011252/01-160123
11 |Microbiological purity /
Mukpobuonornyeckas
yucToTa*
a) Total aerobic NA Not more than 1000 CFU/g/
microbial count / He 6onee 1000 KOE/r
Ob6uiee yucio
adpOBHBIX
MHKpPOOPraHU3MOB
NA
b) Total combined Not more than 100 CFU/g/
yeasts and mould count He 6onee 100 KOE/r
/ Ob1ee uucio
JIPOXKEBBIX U
TUIECHEBBIX TPHOOB
NA
¢) E. coli Shall be absent in lg / OrcyrcTBUHE B
ir
12 |Assay/ From 360.0 to 440.0 mg of Ci3HisO2
KonuuecTBeHHOE (Tbuprofen) per tablet /
onpefeneHue 393.8 mg/393.8mr Ot 360,0 mr mo 440,0 mr CiHigO:
(ubynpoden) B TabneTke
From 292.5 to 357.5 mg of CsHyoNO;
(Paracetamol) per tablet /
326.89 mg /326.89 mr Or 292,5 mr go 357,5 mr CsHoNO:
(napanetaMmoJ1) B TaOIETKE
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [IpoaykT cooTBeTcTByeT Tpebopanusam HJ[ | 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IMoarorosneno: Ankit m' [TpoBepeno:Rama Kant /Onobpeno: Menemxep /
= Pykosoautens Manoj Kumar
Js L~ ‘L} y ] . p
Reprint Date: 20.04.2024 Reprint Date: 20.04.2024 Reprint Date: 20.04.2024
Jara: Hara: Hara:

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 ".'..'

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

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

Vill. Khol, Nalagarh Road, Badd;i,
Distt. Solan, H.P,, 173 205, IND|A
Tel : +91 98166 55001-02
www.drreddys.com

Page 6 of 7/ Ctp. 6 m3 7

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yxkanu®, TabaeTkH, MOKPHITHIE IIEHOYHOH 0605104K0#, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2400574

Batch Quantity / O6bem napruu : 767.0Kg

040002491868

Analytical Report No / AnanuTuueckuii oryer Ne :

Date of Analysis / laTa anaauza: 20.04.2024

Date of Manufacture / Jlata npoussoacrsa : 03/2024

Date of Expiry / Cpox rognocts : 02/2029

Enalysis performed according ND / Ananu3s nposened nmo HJI: IIN011252/01-160123

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 [IBX/Al 6aucrep. [To 1 |Gnuctep. o 1, 2 umu 20 6auctepos B
fauctepy B TNAuKy KAapTOHHYIO |Mauky KapTOHHYIO BMECTe c
BMECTE C  MHCTPYKIME#t 10 |MHCTpYKLHEH MO0 MPUMEHEHHIO.
TIPUMEHEHHIO.

14 | Labeling / MapkupoBka

According to ND. / B cootBerctBun ¢ HJI.

15 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHue ITpu Temneparype He Bbiie 25 °C.
16 | Shelflife / Cpoxk 5 years /5 net
TOJJHOCTU

* 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. / IIpoBoARTCS NPOU3BOAUTENIEM TIPU
BBINTYCKE TIEPUOJMYECKH: JUIs Kaxoi 20-0i cepur uinn He MeHee | pasa B rof. [loka3sarens MOXET ObITh
He BKJIKOYEH B CepTH(MKAT aHaIN3a GUPMBI

Remarks : The Product conforms to ND/
IIpumeuanne: [Tpoaykt cooTBercTByeT TpeboBanusm HJL

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /
HoL(FOTOBneHo:Ankit/"J

A

L

Checked by /
ITpoeepeno:Rama Kant

Approved by: Manager/Executive
/OnobpeHo: Menemxkep /

j(“ Pyxosoautens Manoj Kum:

Reprint Date: 20.04.2024
Hata:

Reprint Date: 20.04.2024
Jara:

Reprint Date: 20.04.2024
Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 4900 2500, Fax: +91 40 4900 2999, Email: maii@drraddys.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: +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page 7 of 7/ Crp. 7 u3 7

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyxknun®, TabneTku, nOKpbIThIE IIeHOYHOH 000.1049K0H, 400 Mr + 325 mMr

Batch No / Cepusi Ne : V2400574 Batch Quantity / O6bem maprum : 767.0Kg
Analytical Report No / AnanuTru4deckuii oTuet Noe ; Date of Analysis / lata anammsa: 20.04.2024
040002491868

Date of Manufacture / /lata npousBoacrsa : 03/2024 Date of Expiry / Cpok rogaoctu : 02/2029

Analysis performed according ND / Anann3 nposenen mo H/I: I1 N011252/01-160123

API name (INN) /
Haumenosanne AOC (MHH): Ibuprofen / M6ynpoden Paracetamol / ITapaueramon
API manufacturer batch number / A-4910, A-4912 4594/23-24, 4595/23-24

Howmep cepum npoussoautesnst ADC:

FP Manufacturer API Batch number /
Homep cepun cyGcranuuu FERA00014, FERA00015 FERA00003, FERA00004

npoussoanTens I'JID:

IOL Chemicals and Pharmaceuticals | Sri Krishna Pharmaceuticals Ltd.,
API Manufactured by & country / Limited, India / MOJI Kemukanc sug | India / lllpu Kpuina

Ipouspogurens ADC, crpana: ®apmacerotukainc Jita., Uuaus ®apmacetotuxanic Jita., Uaaus
Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanne: Ipoaykt cootBeTcTByeT TpeboBanusm HJ[ | 3akmoyenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IToarorosneHo: Ankit 1 IIpoBepeno:Rama Kant /Onobpeno: Menemxep /
n 4+ PykoBoauTtens Manoj Kumar
. (o]
Reprint Date: 20.04.2024 Reprint Date: 20.04.2024 Reprint Date: 20.04.2024
Harta: Hara: Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indiz
Tei: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507
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