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CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIN3A

Page 10of 6/ Ctp. 1 u36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykaun®, TabneTkH, NOKPhIThIE NJIEHOYHOH 000404K0i, 400 Mr + 325 mr

Batch No / Cepus Ne : V2300458 Batch Quantity / O6bem naptuu : 776.0 KG
Analytical Report No / AHannTHyeckuii oryer Ne : Date of Analysis / lata ananusa: 11.04.2023
040001807513

Date of Manufacture / Jlata npoussoacrpa : Mar-2023 |Date of Expiry / Cpok rognoctn : Feb-2028

Analysis performed according ND / Ananus nposeaen mo HJI: [1 N011252/01-300522

Ne | Test/ IlokazaTesn Results/ Pe3yabTaThl Specification / Hopma
1 [Description/ Onucanue |Capsule-like orange-coloured film-|Capsule-like orange-coloured film-coated
coated one-side scored tablets; on|one-side scored tablets;

cross section — white core. /TabneTku |on cross section- white or off-white core. /
KarncyfnoBuAHOH Gopmbl, nokpeiThie|TabneTkn  KancyJoBUAHOM dopml,
TUICHOYHOH 0007104YKO# OpaHKEeBOTO |IOKPBITHIE TUIEHOYHOH 0605104KOH
1IBETa, C PHCKOH Ha OJHON CTOPOHE;|OpaHXEBOrO LiBeTa, C PUCKOM Ha omHOM

Ha TIOMEPeYHOM paspe3e — SPO|CTOPOHE; Ha MOMEPEYHOM paspese — sapo
6enoro LgeTa. 6€J10ro UK OYTH GEJIoro LBETa.
Remarks: The Product conforms to ND/ Opinion: APPROVED
Ilpumeyanme: [TpoaykT cootsercTByeT TpeboBanusm HJL 3akaouenue: OJOBPEHO
Prepared Checked by / Approved by: Manager/Executive
bylloarotoneHo: Pravesh | [Ipoeepeno: Naresh Kumar @ /O nobpeno:Menemxep PyKkoBoauT
Rana 9 ~ | enn : Ajay Sharma &;/‘
Reprint Date: 11.04.2023 Reprint Date: 11.04.2023 Reprint Date: 11.04.2023
Jara: Jara: JlaTa:

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: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIM3A

Page 2 of 6/ Ctp.2 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNo6ykauH®, Tab1eTKH, NOKPbITHIE IJeH0YHOH 000/1049K0H, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2300458

Batch Quantity / O6pem naptuu : 776.0 KG

040001807513

Analytical Report No / AnanuTndeckuii oTuet Ne :

Date of Analysis / lata ananu3a: 11.04.2023

Date of Manufacture / lata npouszBojacTa : Mar-2023

Date of Expiry / Cpok roanocrn : Feb-2028

Analysis performed according ND / Ananu3s npoegen mo HJI: [T N011252/01-300522

2 Identification /
I[MognuHHOCTH

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) /
BpemeHa ynep>xuBaHUsl OCHOBHBIX MHKOB
Ha XpoMaTorpamme HCIIBITYEMOIO
pacTBOpa  JIOJDKHBl ~ COOTBETCTBOBATh
BpEMEHaM  YIep)XHBaHUS NHKOB Ha
XpoMaTorpaMMe pacTBOpa CTaHJApPTHBIX
obpasioB ubynpodeHa u Mapaleramosna
(pazzen «KonuuecrBeHHOE
onpeJeneHue)

3 |Average tablets weight
Cpennsist Macca
TabJeTok

967.3 mg/967.3 Mr

940.9 mg to 999.1
(970.0 mg +3%) /
Or 9409 wr

(970,0 Mr = 3 %)

mg

hile] 999,1 Mr

Remarks: The Product conforms to ND/
IIpumeuanne: IlpoaykT cooTBeTcTBYET TpeboBaHusm HJL

Opinion: APPROVED
3axmouenue: OJJOBPEHO

Prepared
byHO)lFOTOBHeH_?: Pravesh
Runa =

Checked by / .
[TpoBepeHo: Naresh Kumar é}

o

Approved by: Manager/Executive

/O nobpeno:Menemxep PykoBoUT
enb ¢ Ajay Sharma

Reprint Date: 11.04.2023
Jlara:

Reprint Date: 11.04.2023
Jara:

Reprint Date: 11.04.2023
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: 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
CEPTUOPUKAT AHAJIM3A

Page3 of 6/ Ctp.3 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykanH®, TabJeTKH, NOKPBITHIE IJ1EHOYHOH 000004K0i, 400 mr + 325 mMr

Batch No / Cepus Ne : V2300458

Batch Quantity / O6bem nmaptum : 776.0 KG

040001807513

Analytical Report No / Ananurudeckuii or4der No :

Date of Analysis / Jlata anaau3a: 11.04.2023

Date of Manufacture / /laTta nponsBoacrpa : Mar-2023

Date of Expiry / Cpok rognoctn : Feb-2028

Analysis performed according ND / Ananus nposeaen mo HJI: ITN011252/01-300522

4 |Disintegration /
Pacnanaemoctb

07 min /Mun / 04 sec/mMun

Not more than 30 minutes /
He 6onee 30 muu

5 |Dissolution /
PactBopenue

97% to 101%

100 % to 103 %

Not less than 70% (Q) CisHj50;
(Ibuprofen) dissolved in 30 minutes /

He wmenee 70 % (Q) Ci3Hjis0,
(ubynpoden) yepes 30 MuH
Not less than 70% (Q) CsHoNO,

(Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) CsHoNO,
(napaueramon) yepes 30 MHH

6 |Related substances /
PoncTeenHble npuMecu
Method 1/ Merog 1

Method 2 / Meton 2

0.0001 %

0.04%

0.04%

4-aminophenol (paracetamol impurity) /
4-amuHodeHon (mpuMech MapaueTamosia)
- not more than 0.005% /

He 6osee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jliobas  emuHHUHAs
MPUMECH (nbynpodena Uin
napaueramona) - not more than 0.3% /

ge 6osee 0,3 %

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

Remarks: The Product conforms to ND/ Opinion: APPROVED
ITpumeuanue: [Ipoaykr cootBeTcTBYeT TpeboBanusm HJI 3axmovenne: OJOBPEHO
Prepared Checked by / Approved by: Manager/Executive
bylloarorosnieHo:; E’iavesh [Tporepena: Naresh Kumar @ OnofipennMeuexpR/Pykorout
Rana /B — | enb : Ajay Sharma

Reprint Date: 11.04.2023 Reprint Date: 11.04.2023 Reprint Date: 11.04.2023

Jlara: Iara: 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: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTUOPHKAT AHAJIM3A

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

Page40f 6/ Crp.4 3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxaua®, TabaeTky, NOKPbITHIE INIEHOYHOH 000104K0i, 400 mr + 325 mr

Batch No / Cepusi Ne : V2300458

Batch Quantity / O6bem napruu : 776.0 KG

040001807513

Analytical Report No / AHajnTiHyeckui oTuer Ne :

Date of Analysis / JlaTa anaausa: 11.04.2023

Date of Manufacture / Jlata npoussoacrtsa : Mar-2023

Date of Expiry / Cpok roanoct : Feb-2028

Analysis performed according ND / Ananns nposeaen no HJI: [T N011252/01-300522

7 |Water / Bona 1.3% Not more than 5.0% /
He 6onee 5,0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
units / 1.8 more than 15.0/
OnHOPOIHOCTD [Tokazarens npuemneMocTy (AV) nomken
JIO3UPOBAHUS 6bITH He Hornee 15,0
- Ibuprofen /u6ynpoden
Acceptance value (AV) should be not
more than 15.0/
- Paracetamol/ [TokazaTens npuemnemoctd (AV) nomkeH
napaneTamol 1.0 ObITh HE OoJtee 15,0

Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanne: [Ipoayxr cootsercTByeT Tpebopanusam HJT 3akmouenne: OJOBPEHO
Prepared Checked by / Approved by: Manager/Executive
bylloarotoeneno; Pravesh | [1poBepeHo: Naresh Kumar @ /Onobpeno:Menemkep/PykoBoanT
Rana rﬁ- -~ | enn : Ajay Sharma @, -

Reprint Date: 11.04.2023 Reprint Date: 11.04.2023 Reprint Date: 11.04.2023

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: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy S '. Vill. Khol, Nalagarh Road, Baddi,
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Tel : +91 98166 56001-02
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A

Page S of 6 / Ctp. 5 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MNo6ykanu®, TadaeTku, NOKPHIThIE NUIEHOYHOI 000404K0ii, 400 Mr + 325 mr -
Batch No / Cepust Ne : V2300458 Batch Quantity / O6bem maprTuu : 776.0 KG

Analytical Report No / AnanuTnuyeckuii oryer No : Date of Analysis / Jlata ananuza: 11.04.2023
040001807513
Date of Manufacture / laTta npouzBoactsa : Mar-2023 |Date of Expiry / Cpok rogHoctn : Feb-2028

Analysis performed according ND / Ananu3 npoeaen mo HJI: ITN011252/01-300522

9 |Microbial limits /
Mukpoburonorudeckas
YUCTOTA

a) Total aerobic Less than 10 CFU/g/ Not more than 1000 CFU/g /
microbial count / Menee 10 KOE/r He 6onee 1000 KOE/r
O6uee uncio
aspobHbIX
MHKPOOPraHU3MOB

b) Total combined Not more than 100 CFU/g/
yeasts and mould count Less than 5 CFU/g/ He 6onee 100 KOE/r

/ Ob1uee uncio Menee 5 KOE/r
JIPOXOKEBBIX U
MJIECHEBBIX IPHOOB

¢) E. coli Shall be absent in 1g / OTCcyTCTBHe B
Absent / OTcyTcTBYET Ir
Remarks: The Product conforms to ND/ Opinion: APPROVED
IIpumeuanue: Ipoaykr coorBercTByeT TpeboBanuam HJI 3aknrouenue: OJJOBPEHO
Prepared Checked by / 1 Approved by: Manager/Executive
hylloarorornenn: Pravesh [ TTparepenn: Naresh Knmar(_ﬁ'. /Qpodpeno:Mene pxep(Pyropoqut
Rana . E, -~ | enp : Ajay Sharma @,f
Reprint Date: 11.04.2023 Reprint Date: 11.04.2023 Reprint Date: 11.04.2023
Hara: Hara: Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 4900 29G0, Fax: +91 40 4900 2999, Emai!: mail@drreddys.com
CIN: L85195AFP1584PLCO045C7
www.drreddys.ccm



Dr.Reddy’s ":'.

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, IND1A
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Page 6 of 6/ Cp. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykau®, TabneTrkn, NOKPbIThIE NJIeHOYHOH 000104K0i, 400 mr + 325 mr
Batch No / Cepus Ne : V2300458 Batch Quantity / O6bem naptus : 776.0 KG
Analytical Report No / AnajnuTH4ecknii oryer Ne : Date of Analysis / /lara ananusza: 11.04.2023
040001807513
Date of Manufacture / Jlata npousBoacrsa : Mar-2023 |Date of Expiry / Cpok roanoctu : Feb-2028
Analysis performed according ND / Anasus nposeaen no HJI: I1N011252/01-300522
10 |Assay/ 360.0 to 440.0 mg of Ci3sH;s02
KonuvecTBeHHOE 390.9 mg/ 390.9 Mr (Ibuprofen) per tablet /
onpeeneHne Or 360,0 mr gmo 440,0 mr C;3HisO»
(ubynpodeH) B Tabnetke
2925 to 3575 mg of CsHoNO»
32471 mg/324.71 mr (Paracetamol) per tablet /
Or 292,5 mr po 357,5 mr CsHoNO;
- (napaueramoi) B TabJeTKe
11 | Package / YnakoBka 10 tablets in PVC/AI blister. 1 |10 tablets in PVC/AI blister. 1, 2 or 20
blister and a patient information |blisters and a patient 1nformat10n leaflet
leaflet in a carton. / Tlo 10 |in a carton. / ITo 10 tabnetok B [IBX/Al
tabnerok B [IBX/Al 6nuctep. [To 1 |6muctep. Ilo 1, 2 unu 20 6aucrepor B
OnEcTepy B Madyky KapTOHHYIO |Navky KapTOHHYIO BMECTE c
BMECTE C HHCTPYKIIUEH HHCTPYKUHEH 110 MPUMEHEHHUIO.
10 TPUMEHEHHIO.
12 | Labeling / Mapkuposka| According to ND. / B coorerctauu ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /
Xpanenue IIpu Temneparype He Bbliue 25 °C.
14 | Shelf life / Cpox 5 years / 5 net
rOJIHOCTU

Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanne: [TpoaykT cooTBeTcTBYET TpeboBanusM HJI 3axmouenue: OOBPEHO
Prepared Checked by / Approved by: Manager/Executive
bylloaroroeneno: Pravesh | IIposepeno: Naresh Kumar @/ /OnobpeHo:MeHemk YKOBOJUT
Rana ,@. enb : Ajay Sharma E@/

Reprint Date: 11.04.2023 Reprint Date: 11.04.2023 Reprint Date: 11.04.2023

Hara: Hara: Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangara, India
Tei: +61 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1584PLCO045C7
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