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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®UKAT AHAJIM3A

Page S of 5/ Ctp. 53 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykanH®, TabaeTKH, NOKPbIThIE NIEHOYHOH 000/104KOii, 400 mr + 325 mr
Batch No / Cepus Ne : V2300055 Batch Quantity / O6bem naprau : 727.5.0 kG
Analytical Report No / AHanuTH4ecKnii oTyeT No : Date of Analysis / lata ananu3a: 14.01.2023
040001731190
Date of Manufacture / Jlata npoussoacrsa : Dec-2022 |Date of Expiry / Cpox roasoctu : Nov-2027
Analysis performed according ND / Anasnn3 nposenen no HJI: IT N011252/01-300522
12 |Assay/ 3600 to 440.0 mg of CiHisOr
KonnuecTBeHHOE 392.1 mg/392.1 mr (Ibuprofen) per tablet /
onpeneeHne Ot 360,0 mr go 440,0 mr Ci3HisOs
(u6ynpodeH) B Tabnerke
2925 to 357.5 mg of CsHoNO,
318.97 mg/318.97 mr (Paracetamol) per tablet /
Or 292,5 mr pmo 357,5 mr CgHoNO;
(napauetamoln) B TableTKe
13 | Package / YnaxoBka 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. / Ilo 10 [in a carton. / ITo 10 Tabnerox r TIRX/AI
tabnerok B [IBX/Al 6ancrep. [lo | |Ouncrep. [To 1, 2 unu 20 Oamcrepos B
OnucTepy B Ma4YkKy KapTOHHYHIO |Hauky KapTOHHYIO BMECTE c
BMECTE C  HMHCTPYKLMEH MO |WHCTpYKLHWEH N0 MPUMEHEHHU!IO.
TIPHMEHEHMUIO.
14 | Labeling / Mapkuposka| According to ND. / B coorserctBuu ¢ H/I.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue [1pu Temneparype He Bbile 25 °C.
16 | Shelf life / Cpox S years/ 5 ner
rOIHOCTH

Remarks : The Product conforms to ND/
Ipumeuanne: [TpoaykT cooTBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3akmovyenue: OJJOBPEHO

Prepared by /

Kumar

&

—

IMoarotroeneno: Naresh

Checked by /
[Tpoeepeno :Pardeep Kumar

Approved by: Manager/Executive
/Ono6peHo:Menemkep/PykoBoaur
ens Amit Kumar

N

Reprint Date: 14.01.2023

Reprint Date: 14.01.2023

Reprint Date: 14.01.2023

Hara: Hara: Hara:
Registered Office: 3-2-337, Road No, 2, Banjara Hills, Hyderahad - 500035, Tclangana, india
Tel: +91 40 4500 2900, Fax: +61 40 3800 2999, Ermnail: mail@drreddys.com

CIN: £35195AP19E4PLCO04507
wyv.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
CEPTH®HKAT AHAJTH3A

Page1of S/ Ctp. 1 u35

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykaun®, TabieTKi, NOKPHLIThIE NJIEHOTHOH o6og0uKoii, 400 mr + 325 mr

Batch No / Cepus Ne : V2300035

Batch Qu

antity / O6bem mapruu : 727.5.0 kG

040001730812

Analytical Report No / Ananuruueckuii order Ne :

Date of Analysis / lata ananusa: 14.01.2023

Date of Manufacture / Jlata nponsBoactna : Dec-2022

Date of E

xpiry / Cpok roanocty : Nov-2027

Analysis performed according ND / Anaans nposenen no HJE: TT NOI 1252/01-300522

Ne Test / IlokazaTeynb

Results/ Pe3yibTaThl

Specification / Hopma

1 |Description/ Onucanue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section - white core. /Tabnetku
KancyJoBUAHON (OPMBI, MOKpPBIThIE
IJIEHOYHOM 060JI04YKOH OpaHXeBOro
11BETa, C PUCKOH Ha ONHOW CTOPOHE;
Ha TIOMEpPeYHOM paspese — SApO
Georo IBeTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
Tabnetku  KancyJloBUAHOW  (OpMBl,
TIOKPBITHIE TUIEHOYHOM obonoukoit
OpaHX€EBOro 1(BETa, C PUCKOW Ha OJHOM
CTOpOHE; Ha IONEPEUHOM paszpese — sIAPO
6eJ10ro Wiy 1ouTy 6en1oro UBeTa.

Remarks : The Product conforms to ND/
ITpumeuanue: [Iponykr coorsercrayet Tpebosanusam HJT

Opinion : APPROVED
3akawuenne: OJJOBPEHO

Prepared by /
Iloarotosnedo: Naresh

Kumar @
A

Checked by /
ITposepeHo : Pardeep Kumar

Approved by: Manager/Executive
/O no6peno:Menemxep/PykoBoaut
enb Amit Kumar

\I\-‘ﬂ-‘_'_
[&’/—"""f

Reprint Date: 14.01.2023
JlaTa:

Reprint Date: 14.01.2023
Hara:

Reprint Date: 14.01.2023
JlaTa:

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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‘... Dr. Reddy's Laboratories Ltd.
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Formulation Unit-6
Dr. Reddy S '. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDJA

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

CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIH3A

Page2 of 5/ Crp.2 m3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykaunn®, TaGieTki, NOKPLIThIE [IeH0UHOH 000104K0i, 400 mr + 325 Mr

Batch No / Cepus Ne : V2300035 Batch Quantity / O6sem maprnu : 727.5.0 kG
Analytical Report No / AnaauTuueckuii oTuer No : Date of Analysis / laTa ananusa: 14.01.2023
040001730812

Date of Manufacture / lata npoussoacrsa : Dec-2022 |Date of Expiry / Cpox roauoctd : Nov-2027

Analysis performed according ND / Ananu3 nposeaen no HJ/I: [TNO} 1252/01-300522

2 Identification / Complies as prescribed/ The retention times of the main peaks on
IToanMHHOCTD 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) /

BpemeHa ynepXHBaHHA OCHOBHBIX MHKOB
Ha Xpomarorpamme HCIIBITYEMOrO
pacTBOopa  JOJDKHBl ~ COOTBETCTBOBATH
BpeMeHaM  yACePXKUBAHMSI  1IMKOB  H4
XpoMmarorpaMme pacTBOpa CTaHAApPTHBIX
o0pasuoB ubynpodena M mapaieramona

(pasnen «KonnuecTBeHHOE
onpejeneHe»)
3 |Average tablets weight 975.0 mg/ 975.0 mr 940.9 mg to 999.1 mg
Cpennsis mMacca (970.0 mg = 3%) /
TabNETOK Or 9409 wmr go 999,1 MI
(970,0 mr £ 3 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanue: [Ipoaykr cooTBeTcTBYET TpeboBanusm HJI 3axmoyenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[ToarotoBneHo: Naresh ITposepeHo : Pardeep Kumar /Opo6pero:Menenxep/PykoBoaut
Kumar enb Amit Kumar
(e o
— - g \\/
-
Reprint Date: 14.01.2023 Reprint Date: 14.01.2023 Reprint Date: 14.01.2023
Hara: Hara: Jlarta:

Registerad Office: 8-2-337, Rozd Mo. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 4900 2900, Fax: +91 40 4900 2999, Erail: mail@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
CEPTH®UKAT AHAJIM3A

Page 3 of 5/ Crp.3 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykann®, Tabaerky, NOKPLIThIE NJIeH0YHOH 000104K0i, 400 Mr + 325 mr

Batch No / Cepusg Ne : V2300035

Batch Quantity / O6bem maptun : 727.5.0 kG

040001730812

Analytical Report No / AHannTH4ecKkuii oTyeT Ne :

Date of Analysis / [laTa ananu3a: 14.01.2023

Date of Manufacture / Jlata npousBoacrsa : Dec-2022

Date of Expiry / Cpok rognoctn : Nov-2027

Analysis performed according ND / Ananu3 nposeaen no HJI: ITN011252/01-300522

4 |Disintegration /
PacnanaemocThb

05 min /05 mu

Not more than 30 minutes /
He 6onee 30 MuH

5 |Dissolution /
PactBopenue

100% to 104 %

98% to 101 %

Not less than 70% (Q) CisHisO2
(Ibuprofen) dissolved in 30 minutes /

He wmenee 70 % (Q) Ci3HisOa
(n6ynpoden) uepe3 30 MuH

Not less than 70% (Q) CsHoNO;
(Paracetamol) dissolved in 30 minutes /
He wmcuee 70 % (Q) CsHoNO,
(napaueTamost) yepes 30 MuH

6 |Related substances /

Method 1/ MeTton 1

Method 2 / Meropn 2

PoacreeHHbIE TPUMECH

0.00002%

0.03%

0.03%

4-aminophenol (paracetamol impurity) /
4-amuHOeHON (IpUMech MapaleTamona)
- not more than 0.005% /

He 6onee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jliobas  equHUYHAs
npUMech (ubynpodeHa WU
mapatietamosa) - not more than 0.3% /

ne 6onee 0,3 %

Total impurities (Method 1+ Method 2) /
Cymma npumeceii (Metoa 1 + Metoxn 2) -
not more than 0.7% / ue 6onee 0,7 %

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykr coorsercTByeT Tpebosanusam HJT

Opinion : APPROVED
3Zaxaouenue: OJIOBPEHO

Prepared by /
IMToarorosieno: Naresh

Kumar @(

-—

Checked by /
[TposepeHo : Pardeep Kumar

I

Approved by: Manager/Executive
/Ono6peno:Menemxep/PykoBoauT
enb Amit Kumar

Reprint Date: 14.01.2023
Jara:

Reprint Date: 14.01.2023
Jara:

Reprint Date: 14.01.2023
JlaTa:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hycerabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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D ‘..o Dr. Reddy's Laboratories Ltd.
7 @ . .
Formulation Unit-6
K. 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

Page4 of 5/Crtp.4 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Moykaun®, Tab1eTKil, NOKPhLIThIE IJIEHOYHOH o6os104Koii, 400 mr + 325 mr

Batch No / Cepust Ne : V2300035 Batch Quantity / O6bem naprau : 727.5.0 kG
Analytical Report No / AnanuTuuecknii order Ne : Date of Analysis / {aTa ananusa: 14.01.2023
040001730812

Date of Manufacture / Jlata npoussojictsa : Dec-2022 |Date of Expiry / Cpok roanocTy : Nov-2027

Analysis performed according ND / Ananus nposeaes no HJL: [1N011252/01-300522

9 |Water/Bona 1.5% Not more than 5.0% /
He 6onee 5,0 %
10 |Uniformity of dosage Acceptance value (AV) should be not
units / 0.9 more than 15.0 /
OnHOPOAHOCTH [Tokazatesb npreMaeMocTd (AV) N0JDKeH
JO3UpOBaHMUs ObITh He Boiee 15,0
- Ibuprofen /uGynpoden
Acceptance value (AV) should be not
1..0 more than 15.0 /
- Paracetamol/ | lokazarens IpUeMiIeMocTH (AV) J10JDKeH
napaneTamoll 6bITH He Oonee 15,0
11 |Microbial limits /
Mukpoburonoruyeckas
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
O611iee YUCIo
a’pOOHBIX
MUKPOOPTaHHW3MOB
b) Total combined Less than 5 CFU/g/ Not more than 100 CFU/g /
yeasts and mould count Menee 5 KOE/r He 60nee 100 KOE/T
/ ObLee 4HCIO
JPOMOKEBBIX U
IIECHEBEIX TPUOOB
c) E. coli Absent in 1g/ OtcyTcTBYET B 1T Shall be absent in lg / OtcyTcTBHE B
Ir
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [Tpoaykr cooTBeTcTBYeT Tpebosanusam HJL 3akmouenne: O/TOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[ToarotosneHo: Naresh [Tposepeno : Pardeep Kumar /O no6peno:MeHexep/PykoBoauT
Kumar enb Amit Kumar
& S A
Reprint Date: 14.01.2023 Reprint Date: 14.01.2023 Reprint Date: 14.01.2023
Hara: Jara: Jara:

Registered Office: 8-2-327, 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



@0 Dr. Reddy's Laboratories Ltd.
Dr. Reddy’s ‘... Formulation Unit-6
. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Page 5of 5/ Crp.5n35

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyikaun®, Tabaerk, NOKPbIThIe NJIeH0YHOii 060.104KOii, 400 mr + 325 mr

Batch No / Cepust Ne : V2300035 Batch Quantity / O6bem maptuu : 727.5.0 kG
Analytical Report No / Ananuruueckuii oruer Ne : Date of Analysis / laTa anainsa: 14.01.2023
040001730812

Date of Manufacture / Jlata npoussoacrsa : Dec-2022 |Date of Expiry / Cpok roauoctx : Nov-2027

Analysis performed according ND / Ananus nposesen no HJ: [1N011252/01-300522

12 |Assay/ 360.0 to 440.0 mg of CpiHiO;
Konnuecteennoe 395.6 mg/395.6 mr (Tbuprofen) per tablet /
OTIpeJieIEHne Or 360,0 mr po 440,0 mr Ci;3HisO2

(ubynpoden) B Tabnerke

2925 to 357.5 mg of CsHoNO;
320.06 mg / 320.06 Mr (Paracetamol) per tablet /

Or 2925 mr go 357,5 mr CsHoNO»
(napaueramon) B TabneTke

13 | Package / Ynaxoska 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. / Ilo 10 |in a carton. / ITo 10 tabnerox B [IBX/Al
Tabnetok B [IBX/Al 6iucrep. ITo 1 |6nucrep. To 1, 2 nan 20 Gnuctepo B

GmicTepy B NayKy KapTOHHYIO |Mauky KapTOHHYIO BMECTE c
BMeCTe C  MHCTpYKUHeWM 1[0 |MHCTPYKUMEH MO NPUMEHEHHIO.
TIPMEHEHHIO.
14 | Labeling / Mapxuposka| According to ND. / B cooterctBuu ¢ HJL
15 | Storage conditions / At temperature not more than 25 °C./
XpaHnenue [Ipu Temrepatype He Boie 25 °C.
16 | Shelf life / Cpoxk 5 years /5 net
TOJHOCTH
Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanue: [IpoxykT cootBeTcTBYeT Tpebosanusm HJL 3axsouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[MoaroroeneHo: Naresh I[MposepeHo : Pardeep Kumar /O no6peno:MeHemxep/PykoBouT

enb Amit Kumar

Kumar @ Ci/ [&”)‘\;_/

-

Reprint Date: 14.01.2023 Reprint Date: 14.01.2023 Reprint Date: 14.01.2023
Hata: Hara: Hara:

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