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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
UGyana®, TabaeTk, HOKPHITHIE ILIeH04HO# 060/109KOi, 400 mr + 325 mr

Batch No / Cepusi Ne : V2202671

Batch Qu

antity / O6bem mapruu : 727.5kG

Analytical Report No / AnaauTndeckuii oTyer Ne :
040001724821,890001637222

Date of Analysis / Jlata anann3a: 04.01.2023

Date of Manufacture / Jlata nponzsozctsa : Dec-2022

Date of Expiry / Cpok rognocts : Nov-2027

Analysis performed according ND / Ananus nposesen no HJI: IT1NO1 1252/01-300522

Ne Test / Iloka3zaTenn

Results/ PesyabTaThl

Specification / Hopma

1 |Description/ OnucaHue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section - white core. /Tabnetxu
KancyJoBUAHOW (OPMBI, TMOKPBITHIC
mieHo4HoH 060104KON OpaHXeBOro
[BETA, C PHCKOIl Ha OJHOH CTOPOHE;
Ha TOIEpPeYHOM paspese PO
6eyoro LBETA.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
TabneTku  KancyJOBUAHOH dbopmel,
HOKPBITHIE IJIEHOYHOH 000m104KOH
OpaHKEBOro LBETa, C PUCKOH Ha OAHOM
CTOpOHE; Ha MONEPEHHOM paspese — sApo
6e10ro Wik MouTH 6€J10ro UBETA.

Remarks : The Product conforms to ND/
Ilpumeuanue: [IpoAyKT COOTBETCTBYET TPeDOBAHUAM HI

Opinion : APPROVED
3axmwuenue: OJIOBPEHO

Prepared by /
Tloarotosnedo: Naresh

Kumar @‘(

~

Checked by /
I[TpoeepeHno: Pardeep Kumar

—

Approved by: Manager/Executive
/O no6peno:Menemxep/PykoBoIuT

enb Manoj Kumar ,
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Jlarta:
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Dr. Reddy (S ‘... CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIN3A Tel : 491 98166 56001-02

www.drreddypﬁggﬁz of 5/Ctp.2 u35

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykana®, TabaeTKH, MOKPhIThIE IIEHOYHOH obosoukoii, 400 mr + 325 mr
Batch No / Cepusi Ne : V2202671 Batch Quantity / Oobem naptun : 727.5kG
Analytical Report No / AHaIuTH9eCKHi 0THeT Ne : Date of Analysis / Jlara ananu3a: 04.01.2023
040001724821,890001637222
Date of Manufacture / lata npon3spoacrsa : Dec-2022 |Date of Expiry / Cpoxk rogsoctu : Nov-2027
Analysis performed according ND / Anaiu3 npoBeieH Ho HJI: TIN011252/01-300522
2 Identification / Complies as prescribed/ ‘The retention times of the main peaks on
[ToannHHOCTE 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 y/iepHBaHUs OCHOBHBIX THKOB
Ha XpOMAaTOrpamme UCTIBITYEMOTO
pactBopa  JOMKHBl  COOTBETCTBOBATH
BpeMEHaM  yACPKMBaHWs ~ TMKOB  Ha
XpoMaTorpaMMe pacTBOpa CTaHApPTHBIX
obpasio ubynpodeHa W mnapaueTamosna
(paznen «KonuuectBeHHOE
onpeaeeHNe»)
3 |Average tablets weight 968.6 mg / 968.6 Mr 940.9 mg to 999.1 mg
CpenHsist Macca (970.0 mg £ 3%) /
TabJIETOK (Or 9409 wmr mo 9991 MTI
(970,0 mMr = 3 %)
4 |Disintegration / 07min /07 MHH Not more than 30 minutes /
PacnagaemocTh He 6onee 30 muH

Remarks ;: The Product conforms to ND/ Opinion : APPROVED
Tpumeuanue: [Tpoaykr cootBeTcTByeT Tpebosanusam HJT 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[MoaroTtosneHo: Naresh ITposepeno: Pardeep Kumar /On06peno:Menemxep/PykoBoauT
Kumar &{ enb Manoj Kumar - ({
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Formulation Unit-6
Vill. Khol, Naiagarh Road, Baddj,
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

HNoyxauH®, Ta61eTKH, IOKPBIThIE IIeHOYHOH 060104Kk0#, 400 Mr + 325 mr

Batch No / Cepust Ne : V2202671 Batch Quantity / O6bem naptuu : 727.5kG

040001724821,890001637222

Analytical Report No / Ananurudeckuii oryer Ne : Date of Analysis / [laTta ananusa: 04.01.2023

Date of Manufacture / lata npoussoacta : Dec-2022 [Date of Expiry / Cpok rogHoctu : Nov-2027

Analysis performed according ND / Anann3 npoBegen no H/I: TI N011252/01-300522

5 |Dissolution /
PactBopenue 94% to 102 %

97% to 103 %

Not less than 70% (Q) Ci;3His0,
(Ibuprofen) dissolved in 30 minutes /

He wmernee 70 % (Q) Ci3His0;
(ubynpoden) uepes 30 MuH

Not less than 70% (Q) CsHoNO,
(Paracetamol) dissolved in 30 minutes /
He wMenee 70 % (Q) GCsHoNO;
(napaueramout) yepes 30 MUH

6 |Related substances /
PoscTBEHHBIE NPUMECH 0.0001%
Method 1/ Meton 1

0.04%
Method 2 / Meton 2

0.04%

4-aminophenol (paracetamol impurity) /
4-amuHOdeHON (MpUMECH [1apaleTaMona)
- not more than 0.005% /

He 6onee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jliobas  enuHMYHag
NpHUMech (udynpodena 001
napaueramosa) - not more than 0.3% /

He 6onee 0,3 %

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

9 |Water/ Bona 1.3 %

Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanue: [IpoaykT coorBercTByeT TpeGoBanusam HJI 3axmoyenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[ToarotoBneno: Naresh IIpoeepeno: Pardeep Kumar /Ono6peHo:Menemxep/PykoBoaut
Kumar @ = enb Manoj Kumar /

= ‘_._\J = M;_ZULU:_)

— e —
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA
CEPTUOUKAT AHAJIU3A

Tef : +91 98166 56001-02
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NoykauH®, Tab1eTKH, MOKPBLIThIE NJIEHOYHOI 0001049K0MH, 400 Mr + 325 mr

Batch No / Cepust Ne : V2202671

Batch Quantity / O6sem nmaptun : 727.5kG

Analytical Report No / AHanuTH4Yecknii oTuet No ;
040001724821,890001637222

Date of Analysis / JlaTta ananuza: 04.01.2023

Date of Manufacture / Jata nponzBoactea : Dec-2022

Date of Expiry / Cpok rogHoctu : Nov-2027

Analysis performed according ND / Ananns npoeenen no H: IT N011252/01-300522

/ Obuiee yucno
JPOIKIKEBEIX U
TIJIECHEBBIX TpUbOB

c) E. coli

Absent in 1g/ OtcytcTByeT B Ir

10 |Uniformity of dosage Acceptance value (AV) should be not
units / 1.4 more than 15.0 /
OnHOpOoIHOCTD TTokasarens npuemnemoctu (AV) foixen
JIO3UPOBaHus 6bITh He Hoee 15,0
- Ibuprofen /udynpoden
1.4 Acceptance value (AV) should be not
more than 15.0 /
- Paracetamol/ ITokazatens npuemneMoctd (AV) noimkeH
napaueTamoli ObITh He 6oJiee 15,0
11 |Microbial limits /
Mukpobuonornueckas
YHUCTOTA
a) Total aerobic 10 CFU/g / Not more than 1000 CFU/g /
microbial count / 10 KOE/r He 6onee 1000 KOE/r
Obuiee uucno
a3pOOHBIX
MHKPOOpPraHH3MOB
b) Total combined Less than 5 CFU/g/ Not more than 100 CFU/g/
yeasts and mould count Menee 5 KOE/T He 6onee 100 KOE/r

Shall be absent in lg / OrcyrcTBue B
Ir

Remarks : The Product conforms to ND/
IIpumeyanne: IlpoaykT cooTBeTcTBYeT TpeboBanusm HJT

Opinion : APPROVED
3axkmouenne: OJJOBPEHO

Jara:

Prepared by / Checked by / Approved by: Manager/Executive
[loarotosneHo: Naresh IIposepeno: Pardeep Kumar /Onobpeno:Menemxep/PykoBouT
Kumar p enb Manoj Kumar "
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Dr. Reddy's Laboratories Ltd,
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P,, 173 205, INDIA
CEPTUDOUKAT AHAJIU3A Tel : +91 98166 56001-02

www.drreddypﬁg@s of 5/ CTp. Suzs

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Moyka1uH®, TabneTKH, NOKPbITHIE IIEHO4YHOii 0601049K0i, 400 Mr + 325 mr
Batch No / Cepusi Ne : V2202671 Batch Quantity / O6bem maptuu : 727.5kG
Analytical Report No / AnanuTHyeckuii oTder Ne : Date of Analysis / laTa anannza: 04.01.2023
040001724821,890001637222
Date of Manufacture / lata nponsBoactsa : Dec-2022 |Date of Expiry / Cpok roaunoctu : Nov-2027
Analysis performed according ND / Ananns nporegen mo HJI: TT N011252/01-300522
12 |Assay/ 360.0 to 440.0 mg of CpiH;30,
Konuyectennoe 397.7 mg/397.7 mr (Ibuprofen) per tablet /
onpe/iesieHHe Ot 360,0 mMr mo 440,0 mr C;3H;30;
(ubynpoden) B Tabnetke
292.5 to 3575 mg of CsHoNO;
326.61 mg/326.61 mr (Paracetamol) per tablet /
Or 292,5 mr mo 357,5 mr CsHoNO:
(mapaneramoJ) B TabJeTKe
13 | Package / YnakoBka 190 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. / Tlo 10 |in a carton. / ITo 10 Tabnerok B [IBX/Al
tabnetok B [IBX/Al 6ucrep. ITo 1 |6nuctep. Ilo 1, 2 unu 20 6nucrepoB B
OnmicTepy B TadKy KapTOHHYHO |Mayky KapTOHHYO BMeECTe c
BMECTE C  MHCTPYKUHEH 1O [MHCTPYKUHEH MO IIPUMEHEHHUIO.
NPUMEHEHHUIO.
14 | Labeling / Mapkuposka| According to ND. / B coorserctsuu ¢ H]I,
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue IIpu Temnepatype He Bbilie 25 °C.
16 | Shelf life / Cpox 5 years / 5 net
TOJHOCTH

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoaykT cooTBeTCTBYET TpeboBaHusaM HJI

Opinion : APPROVED
3axmouenne: OJOBPEHO

Prepared by /
IMToarorosieHo: Naresh

Kumar &

g

Checked by /
[Mposepeno: Pardeep Kumar

n
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Approved by: Manager/Executiv
/O nobpeHo:Meunemxep/PykoBoaut

enp Manoj Kumar
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