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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIN3A

Page 1 of 5/ Ctp. 1 u35

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N fykauH®, TabeTKH, NOKPHIThIE J1eHOUHOH 000104K0ii, 400 Mr + 325 mr

Batch No / Cepusa Ne : V2300183

Batch Quantity / O6bem maptuu : 776.0 KG

Amalytical Report No / AHaauTHYecKHii oT4eT Ne :
040001752745

Date of Analysis / JlaTa ananuza: 06.02.2023

D ate of Manufacture / JlaTa npon3poactsa : Jan-2023

Date of E

xpiry / Cpok rogHoctd : Dec-2027

Amalysis performed according ND / Anasnus nposeaen mo HJ: ITN011252/01-300522

Ne | Test/ Iloka3zatenn

Results/ PesyapraThl

Specification / Hopma

1 |Description/ Onucanue |Capsule-like orange-coloured film-

coated one-side scored tablets; on
cross section - white core. /Tabnerku
KancyjaoBUAHOU (OpMBbL, NOKPBITHIE
TUTCHOUHON 000J104KOI OpaHXeBOTO
1{BeTa, ¢ PUCKOIl Ha OJHOI CTOPOHE;
Ha TOMEpPeY4HOM pazpe3e — sIpo
Oenoro LBeTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
TabneTk  KancyjaOBUAHOM bopmbl,
MTOKPBITHIE MIJIEHOYHOH 0605104KOH
OpaHXEBOro lBeTa, C PUCKOH Ha OLHOH
CTOpOHE; Ha MONEPEHHOM pa3pese — sapo
Genoro uaM Mo4TH GeNoro 1BETA.

Remarks: The Product conforms to ND/
IIpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBaHusim HJL

Opinion: APPROVED
3akimouyenue: OJOBPEHO

Prepared by /

Kumar

[MToarotosneHo: ,I}Iaresh

Checked by /
ITposepeHo: Pardeep Kumar

=
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Approved by: Manager/Executiv
/Ono6peno:MeHekep/PykoBoauT
enb : Amit Kumar
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CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIU3A

Page 2 of 5/ Crp. 2 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MNOoyxknun®, Tab1eTKH, NOKPBITHIE ILIEHOYHOI 00004 K0ii, 400 Mr + 325 mr

Batch No / Cepust Ne : V2300183

Batch Quantity / O6bem naprum : 776.0 KG

040001752745

Analytical Report No / AHanmuTu4yecknii oryer No :

Date of Analysis / Jlata ananuza: 06.02.2023

Date of Manufacture / /lata npoussoacrsa : Jan-2023

Date of Expiry / Cpok roguocyi : Dec-2027

Analysis performed according ND / Anann3s nposesen no HJI: IT N011252/01-300522

2 Identification /
IlogaMHHOCTE

Complies as prescribed/
CootBercTByeT

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 ynepxuBaHusl OCHOBHBIX TTHKOB
Ha XpoMaTorpamme UCTIBITYEMOTO
pacTBopa  NOJDKHBI  COOTBETCTBOBATb
BPEMEHAM  YIEPXKUBAHUS [MKOB HAa
XpoMarorpaMme pacTBOpa CTaHJapTHBIX
obpasuoB ubynpodeHa W mapaneramona

CpenHsisa Macca
TabJeToK

(pazmen «KonnuecTeeHHoE
onpeneneHne)
3 |Average tablets weight 973.3 mg/973.3 Mr 940.9 mg to 999.1 mg

(970.0 mg + 3%) /
Ot 940,9 ML JI0
(970,0 Mr + 3 %)

999,1 MT

Remarks: The Product conforms to ND/
IIpumeuanne: [Ipoaykr coorsercTByeT TpeboBanuaM HJT

Opinion: APPROVED
3axmouenne: OJIOBPEHO

Prepared by /
IMoarotorneno: Naresh
Kumar )

—

Checked by /
IIpoBepeno: Pardeep Kumar

-

Approved by: Manager/Executive
/OpobpeHo:Menemxep/PyKkoBoauT
ellb : Amit Kumar
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND1A
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www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A

Page3 of 5/ Ctp.3u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyxkanu®, TadjeTkn, NOKpbITHIE ILTEHOMHOH 0601049K0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2300183

Batch Quantity / O6wpem maptuum : 776.0 KG

040001752745

Analytical Report No / AHanuTnyecknii oTyer Ne ;

Date of Analysis / JlaTta ananu3za: 06.02.2023

Date of Manufacture / Jlata npon3BoacTBa : Jan-2023

Date of Expiry / Cpok roguoctn : Dec-2027

Analysis performed according ND / Ananns nposened mo H/I: 11 N011252/01-300522

4 |Disintegration /
PacnagaemocTth

08 min /08 Mu

Not more than 30 minutes /
He 6onee 30 Mun

5 |Dissolution /
Pacreopenue

97 % to 102 %

100% to 102 %

Not less than 70% (Q) Ci;3His02
(Ibuprofen) dissolved in 30 minutes /

He wmenee 70 % (Q) Ci3HigOs
(ubynpoden) uepes 30 MuH

Not less than 70% (Q) CsHoNO»
(Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) CsHoNO;
(napaueramon) uepe3 30 MUH

6 |Related substances /
PoxacteenHble npuMecu
Method 1/ Meropn 1

Method 2 / Meton 2

0.0002 %

0.04%

0.04%

4-aminophenol (paracetamol impurity) /
4-amuHodeHoNn (MpUMech maparleTamona)
- not more than 0.005% /

He 6onee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jliobas emguHU4HAS
NpPUMECH (ubynpodena WId
napaueramosa) - not more than 0.3% /

He 6onee 0,3 %

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

Remarks: The Product conforms to ND/
IIpumeuanue: [Ipoaykr cooTBeTcTBYeT Tpeboranusm HJJ

Opinion: APPROVED
3axmouenue: OJOBPEHO

Prepared by /
Iloarorosiedo: Naresh
Kumar @

—

Checked by /
IIpoeepeHo: Pardeep Kumar

L

Approved by: Manager/Executive
/OnobpeHo:MeHemxep/PykoBoaut
enb : Amit Kumar
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A
Page 4 of 5/ Crtp. 4u3 5
Product: Ibuclin, film-coated tablets, 400 mg + 325 mg i
UO6yxauu®, TabJeTKH, NOKPbITHIE ILIEHOYHOH 0607104K0ii, 400 Mr + 325 mr
Batch No / Cepus Ne : V2300183 Batch Quantity / O6bem napruu : 776.0 KG
Analytical Report No / Ananurnuecknii oruer Ne : Date of Analysis / lata ananmza: 06.02.2023

040001752745
Date of Manufacture / Jlata npon3Boactsa : Jan-2023 |Date of Expiry / Cpok roasocts : Dec-2027
Analysis performed according ND / Ananus 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 / 2.1 more than 15.0/
OnHopoaHoCTh IToxazarens npuemnemoctu (AV) gomken
JO3UPOBaHUS 6bITh He bornee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
1.4 more than 15.0/
- Paracetamol/ ITokasarens npuemnemocts (AV) nomken
napaleTramon ObITEL He DoJiee 15,0
9 |Microbial limits /
Mukpobuonorudeckas
YUCTOTA
a) Total aerobic 10 CFU/g/ Not more than 1000 CFU/g/
microbial count / 10 KOE/r He 6onee 1000 KOE/r
Obuiee yucno
a’pOCHBIX
MHUKpPOOPTaHU3MOB
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
/ Obuiee umcio
JPOXOKEBBIX U
IJIECHEBHIX I'PHOOB
c) E. coli Absent in 1g/ OTcyTcTBYeT B 1T Shall be absent in 1g / OrcyrcTBHE B
Ir
Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanne: [IpoaykT cooTBeTCTBYET TpeOGoBauusam HJT 3axioyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[lonroroeneHo: Naresh [Ipoeepeno: Pardeep Kumar /Ono6peno:Menemxep/PykoBoaut
Kumar @ enb : Amit Kumar
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Vill. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS
CEPTUDPHKAT AHAJIU3A

Page Sof 5/ Ctp.Su3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoyknun®, Tab1eTKH, NOKPLIThIE NJIEHOYHOI 060104K0i1, 400 Mr + 325 mr
Batch No / Cepust Ne : V2300183 Batch Quantity / O6bem naptuu : 776.0 KG
Analytical Report No / AHanuTu4yecknii oryer Ne : Date of Analysis / laTa ananu3za: 06.02.2023
040001752745
Date of Manufacture / laTa npousBoacrsa : Jan-2023 [Date of Expiry / Cpok roanocty : Dec-2027
Analysis performed according ND / Ananu3 nposemen no H: I1 N011252/01-300522
10 |Assay/ 360.0 to 440.0 mg of C;3HiO,
Konnyecreennoe 392.1 mg/392.1 mMr (Ibuprofen) per tablet /
onpeneseHne Or 360,0 mr no 440,0 mr Ci;3H;sO»
(ubynpoden) B Tabnerke
2925 to 3575 mg of CsHoNO,
326.38 mg/ 326.38 mr (Paracetamol) per tablet /
Or 292,5 mr mo 357,5 mr CgHoNO,
(napaiieramos) B TabJieTKE
11 | Package / Ynaxoeka 10 tablets in PVC/AI 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 Tabnetok B [IBX/Al
Tabnerok B [IBX/Al 6aucrep. I[To 1 |6nucrep. Tlo 1, 2 unu 20 Gauctepos B
GiMcTepy B Madky KapTOHHYIO |HA4Ky KapTOHHYO BMeEcTe c
BMECTE ¢ MHCTpyKuuei HHCTPYKIHEH 110 TPHMEHEHUIO.
10 NPUMEHEHHUIO.
12 | Labeling / Mapkuposka| According to ND. / B cootBetcTBuu ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHne ITpu Temnepatype He Boiie 25 °C.
14 | Shelf life / Cpoxk 5 years/ 5 net
rOJTHOCTH

Remarks: The Product conforms to ND/
Ipumeuanue: [Iponykt coorBeTcTBYET TpeboBanuam HJL

Opinion: APPROVED
3akmoyenue: OJIOBPEHO

Prepared by /

Kumar
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