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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
CEPTUOUKAT AHAJIU3A

Page 1 of 5/ Crp. 1u35

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

NOykanH®, TabJeTKH, HOKPHIThIE MIeHOYHOI oboaoukoii, 400 mr + 325 mr

Batch No / Cepusi Ne : V2300196 Batch Quantity / O6bem maprun : 727.5 KG
Analytical Report No / Ananutudeckuii otuer Ne : Date of Analysis / lata ananusa: 06.02.2023
040001755387

Date of Manufacture / lata npoussoncrsa : Jan-2023 |Date of Expiry / Cpok rogaoctu ; Dec-2027

Analysis performed according ND / Ananns nposenen mo HJL: [1 NO11252/01-300522

Ne | Test / [ToxazaTesn Results/ PesynbTaThr

Specification / Hopma

Besoro 1BeTa.

1 |Description/ Onucanne |Capsule-like orange-coloured film-
coated one-side scored tablets; on|one-side scored tablets;
cross section - white core. /TabneTku
KancynoBuHONH GOPMBI, MOKPLIThIE
MJICHOYHOH 000N0YKO#i OpaHXeBOoro
LBETa, C PUCKOI Ha OHOI CTOpOHE;
Ha TIOMEpeYHOM paspe3e — sAApo

Capsule-like orange-coloured film-coated

on cross section- white or off-white core. /
Tabnerkn  KancynoBUAHOM dbopmMel,
TTOKPBITHIE TUTEHO4HOM o6ooukoii
OpaHXEBOIO LBETA, C PUCKOU Ha OnHOI
CTOPOHE; Ha MONEPEYHOM paspese — AApo
Oenoro i noutyu Gejoro UseTa.

Remarks: The Product conforms to ND/ Opinion: APPROVED
Hpumeqanue: [poaykr coorercTByeT TpeGorarusm HJ| 3akmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IHoaroroeneno: Naresh ITposepeno: Pardeep Kumar /Ono6peHo:Meunemxep/PykoBoguT
Kumar @l enb : Amit Kumar

— Ci‘f A‘w\?
Reprint Date: 06.02.2023 Reprint Date: : 06.02.2023 Reprint Date: : 06.02.2023Jara:
JHara: Hata:

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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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
CEPTHDPHKAT AHAJIN3A

Page 2 of 5/ Ctp. 2 uz 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykianu®, TabneTkn, NOKPbITHIE NJIEHOYHOI 060a04Kk0ii, 400 Mr + 325 mr

Batch No / Cepua Ne : V2300196

Batch Quantity / O6bem naprumn : 727.5 KG

040001755387

Analytical Report No / AnajauTrnyeckuii oTuer No :

Date of Analysis / laTa ananuza: 06.02.2023

Date of Manufacture / lata nponssoacrea : Jan-2023

Date of Expiry / Cpok rojguocrn : Dec-2027

Analysis performed according ND / Anaaus nposelen no HI: TINO011252/01-300522

2 Identification /
IMopnunHOCTH

Complies as prescribed/
CootsercTByeT

The retention times of the main peaks (E'
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 ynepxiBaHHs OCHOBHBIX MHKOB

Ha XpoMarorpamme UCIBITYEMOTI O
pacTBopa JNOJIKHBI COOTBETCTBOBATH
BpEMEHAM YAEPXKUBAHNA IMMUKOB Ha

XpoMaTorpaMme pacTBOpa CTaHIApPTHBIX
obpasuoB ubynpodeHa u napaueramona

Cpennsist Macca
Tabnerok

(pazzen «Konuyectsennoe
onpeneneHue)
3 |Average tablets weight 968.5 mg/ 968.5 Mr 940.9 mg to 999.1 mg

(970.0 mg £ 3%) /
Or 940,9 wMmMr 1o
(970,0 Mmr £ 3 %)

999,1 Mr

Remarks: The Product conforms to ND/
Hpumeyuanue: [poaykr cootsercryer Tpebopanusm HJI

Opinion: APPROVED
3akmoyenne: OJJOGPEHO

Prepared by /
IMoarorosneno: Naresh

Kumar @

Checked by /
ITpoepeno: Pardeep Kumar

=l

Approved by: Manager/Executive
/Ono6peno:Mene mxep/PykoBoauT
enb . Amit Kumar

A=

Reprint Date: 06.02.2023
Hara:

Reprint Date: : 06.02.2023
Jara:

Reprint Date: : 06.02.2023]ata:

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



®e
Dr.Reddy’s Qr

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

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

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page3 of 5/ Crp. 3 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

HOykrmmu®, TabjeTku, NOKPLITHIE MIEHOYHOH 06010uK0il, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2300196 Batch Quantity / O6bem naprum : 727.5 KG
Analytical Report No / AHasmmTH4eckuii oTyer Ne : Date of Analysis / lata ananusa: 06.02.2023
040001755387

Date of Manufacture / lata npoussoacrsa : Jan-2023 |Date of Expiry / Cpox roasocry : Dec-2027

Analysis performed according ND / Anasins nposeien o HJI: [1 N011252/01-300522

4 |Disintegration / 05 min /05 mu
Pacnagaemocts

Not more than 30 minutes /
He 605ee 30 mun

5 |Dissolution /
PacrBopenune 99 % to 102 %

99 % to 103 %

Not less than 70% (Q) Ci3Hs0,
(Ibuprofen) dissolved in 30 minutes /

He wmenee 70 % (Q) C;3His0,
(ubynpoden) uepes 30 MmuH

Not less than 70% (Q) CgHsNO,
(Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) CsHoNO»
(mapaueramon) yepes 30 MuH

6 |Related substances /
PoncteenHsle npuMecu 0.0002 %
Method 1/ Metopg 1

Method 2 / Meton 2 0.04%

0.04%

4-aminopheno] (paracetamol impurity) /
4-amuHodenon (npuMech Hapaneramona)
- not more than 0.005% /

He 6onee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jlwobast enuHHMYHas
IPUMECH (ubynpodena UJH
napaneramorna) - not more than 0.3% /

He bonee 0,3 %

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

Remarks: The Product conforms to ND/ Opinion: APPROVED
Hpumesanne: [poaykT cooTBeTcTBYET TpeGoBaHusam HJT 3akmoyenne: O/IOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IloarororneHo: Naresh IIpoepeno: Pardeep Kumar /Onobpeno:Menemxep/PykoBoaur
Kumar C/U enb : Amit Kumar

- = ca—
Reprint Date: 06.02.2023 Reprint Date: : 06.02.2023 Reprint Date: : 06.02.2023 Tata:
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: mail@drreddys.com
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Y ® Formulation Unit-6
Dr’ Reddy s ‘.. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com
CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIM3A

Page 4 of S/ Ctp.4u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykaun®, TabeTKH, MOKPBITHIE MJEHOYHOMH 060/104K0i, 400 mr + 325 mr

Batch No / Cepus Ne : V2300196 - Batch Quantity / O6sem naprtuu : 727.5 KG
Analytical Report No / AHaanTH4yecknii oTuer Ne : Date of Analysis / JlaTta ananu3za: 06.02.2023
040001755387

Date of Manufacture / Jlata npoussoactia : Jan-2023 |Date of Expiry / Cpok rognoctn : Dec-2027

Analysis performed according ND / Anann3 nposenen mo HJI: [T N011252/01-300522

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 / 1.2 more than 15.0/
OnHOpOAHOCTD [NokazaTtens npuemieMocTi (AV) nomxen
JIO3UPOBAHHUS 6bITh HE Oonee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
1.2 more than 15.0/
- Paracetamol/ IToxazatens npuemieMoctd (AV) noikeH
napaLeTamMoJ OBITh He 6oJiee 15,0
9 |Microbial limits /
Mukpobuonoruueckast
4YHUCTOTA
a) Total aerobic 10 CFU/g/ Not more than 1000 CFU/g/
microbial count / 10 KOE/r He 6onee 1000 KOE/r
Obuzee uncno
a3pOoOHbBIX
MHKPOOPTaHU3MOB E
b) Total combined Less than 5 CFU/g/ Not more than 100 CFU/g/
yeasts and mould count Menee 5 KOE/r He 6onee 100 KOE/r
/ Obee uucno {
NPOACKEBBIX U !
TJECHEBBIX IPHOOB ‘l'__
c¢) E. coli Absent in 1g/ OtcyrctByet B 1T Shall be absent in lg / OTcyrcTBHE B
1r
Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanue: IIpoaykr cootsercTByeT TpeGoBanusm HJI 3akmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[TonrotosneHo: Naresh [IpoBepeHo: Pardeep Kumar /Onobpeno:Menenxep/PykoBoaur
Kumar C{ C;(_( enb : Amit Kumar
Reprint Date: 06.02.2023 Reprint Date: : 06.02.2023 Reprint Date: : 06.02.2023 1ara:
Hara: Jara:
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Dr. Reddy's Laboratories Ltd.
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
CEPTHOUKAT AHAJIM3A

Page Sof 5/ Crp. 5u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykann®, TabieTkn, NOKPLITHIE NJIEHOYHOM 000a0uKoii, 400 mr + 325 mr

Batch No / Cepus Ne : V2300196

Batch Quantity / O6bem nmaprun : 727.5 KG

040001755387

Analytical Report No / AnajiuTH4eckuii otuer Ne ;

Date of Analysis / lata anananza: 06.02.2023

Date of Manufacture / lata npoussoacrea : Jan-2023

Date of Expiry / Cpok roanocru : Dec-2027

Analysis performed according ND / Ananus nposesen no HJ: [T N011252/01-300522

321.17mg/321.17 mr

[ 10 [Assay/ 360.0 to 440.0 mg of Ci3H;0,
KonuuecTtsennoe 394.3 mg/394.3 mr (Ibuprofen) per tablet /
onpenenexue Ot 360,0 mr mo 440,0 mr Cj;3Hi50,

(uoynpoden) B TabeTke
2925 to 3575 mg
(Paracetamol) per tablet /
Or 292,5 mr no 357,5 mr CsHoNO,
(nmapaneramon) B TabneTke

of CsHoNO,

11 | Package / YnakoBka

leaflet in a carton.

BMECTE C HHCTPYKLHEH
110 NPUMEHEHHIO.

10 tablets in PVC/AI blister.
blister and a patient information
/ Tlo 10
Tabnerox B [IBX/Al Gnucrep. ITo 1
Onuctepy B madyky KapTOHHYHO

1

10 tablets in PVC/AI blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / Ilo 10 Tabnerox B IIBX/Al
Gnucrep. Ilo 1, 2 unu 20 Gnucrepos B
hERINY KapTOHHYIO BMeECTE c
MHCTPYKLHMEH MO MPUMEHEHHIO.

12 | Labeling / Mapkuposka| According to ND. / B cooTBETCTBHN C HJI.
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHHe Ilpu Temneparype He Bbiule 25 °C.
14 | Shelf life / Cpox 5 years /5 ner
FOJHOCTH

Remarks: The Product conforms to ND/
IIpumevanue: [TpoaykT cooTBercTBYeT Tpebopanuam HJJ

Opinion: APPROVED
3axawuenne: OJJOBPEHO

Prepared by /
INMoarorosneno: Naresh

Kumar @

—

Checked by /
Ilposepeno: Pardeep Kumar

=

Approved by: Manager/Executive
/O no6peHo:Menemxep/PykoBoaut
enb : Amit Kumar

-

Reprint Date: 06.02.2023
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Reprint Date: : 06.02.2023
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