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CEPTUOUKAT AHAJIM3A

Page 1ofS/Ctp. 1135

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yxann®, TaGieTKH, NOKPHITHIE NJIeH04YHOoH 060/104K0i, 400 Mr + 325 mr

Batch No / Cepusg Ne : V2300098

Batch Qu

antity / O6bem mapruu : 776.0 KG

040001771033

Analytical Report No / AnanutHueckuii order Ne :

Date of A

nalysis / {aTa ananmn3a: 23.02.2023

Date of Manufacture / Jlata npoussoacrtsa : Dec-2022

Date of Expiry / Cpok roanocts : Nov-2027

Analysis performed according ND / Anasu3 nposeaen no HJI: T1 N011252/01-300522

No Test / ITokazaTtenan

Results/ PesyabTaThl

Specification / Hopma |

1 |Description/ Onucanue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section - white core. /TabneTku
KamncynoBHIHOH (OpMBbI, MOKPHITHIE
IICHOYHOK 00070YKON O0PaHXKEBOIO
1[BETA, C PUCKOW HA OLHOH CTOPOHE;
Ha [OMEpPEeYHOM pasdpe3e — IApo
Oernoro uBeTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
TabneTkdn  KancyJlOBMHOH ¢ opmbl,
TIOKPBITHIE MIEHOUHOH 000I0uKOH
OpaHXEBOTO IL(BETAa, C PUCKOH Ha ONHOM
CTOpOHE; Ha MONEPEYHOM Paspese — sapo
GeJioro WM mo4utH 6eNoro UBETA.

Remarks: The Product conforms to ND/
Ipumeuanne: [Tponykr coorseTcTByeT Tpebosanmsam HJI

Opinion: APPROVED
Zaxsrouenne: OJJOBPEHO

Prepared by /
IToarotosieno: Shivani

Devi /5 1/

Checked by /
[Tpoeepeno: Pardeep Kumar

Approved by: Manager/Executive
/Opo6peHo:Menemxep/PykoBoauT
enb : Amit Kumar

P

Reprint Date: 23.02.2023
Hara:

Reprint Date: 23.02.2023
JHarta:

Reprint Date: 23.02.2023
JHara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AN1084MLCO04507
www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NoyranH®, TabJaeTKH, OKPhIThie nJieno4yHoi 060g0uKoii, 400 mr + 325 mr

Batch No / Cepus Ne : V2300098

Batch Quantity / O6bem naprun : 776.0 KG

040001771033

Analytical Report No / AnauTnyeckuii orger Ne :

Date of Analysis / [laTta ananusa: 23.02.2023

Date of Manufacture / lara nponssojacrsa : Dec-2022

Date of Expiry / Cpox roguocts : Nov-2027

Analysis performed according ND / Ananns nposenen no HJI: [T NO1 1252/01-300522

2 Identification /
TNopnuuHOCTD

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 ynepXnBaHUdsl OCHOBHBIX MUKOB
Ha XpOMaToTrpamMMe ACTIBITYEMOrO
pactBopa  HOJDKHBI ~ COOTBETCTBOBATH
BpEMEHaM  yIEp)KHBaHUSd IHKOB Ha
XpoMarorpaMMe pacTBopa CTaHZAPTHBIX
oOpasuoB ubynpodeHa W mnapaneramona
(paznen «KonM4ecTBEHHOE
onpeneNieHUE)

3 |Average tablets weight
Cpenusis Macca
TabIeToK

975.1 mg/975.1 mr

940.9 mg to 999.1 mg
(970.0 mg +3%) /

Or 940,9 wmr go 999,1 MT
(970,0 Mr £ 3 %)

Remarks: The Product conforms to ND/
Ipumeuanne: [IpoaykT cooTBeTcTBYeT TpeboBanusam HJT

Opinion: APPROVED
3axmouyenne: OJOBPEHO

Prepared by /
IToarorosneno: Shivani

Devi /5 1/ :

Checked by /
[posepeHo: Pardeep Kumar

Approved by: Manager/Executlve
/Ono6peno:Menexep/PykoBoaut
enb . Amit Kumar

Jara:

’ ‘ X \>”/
Reprint Date: 23.02.2023 Reprint Date: 23.02.2023 Reprint Date: 23.02.2023

Hara:

Hara:
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Dr. Reddy's Laboratories Ltd,
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJTM3A

Page3 of 5/Crp. 3u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
6ykann®, TabneTkn, NOKPhIThie NIeH04HOH 060/104K0i, 400 mr + 325 mr

Batch No / Cepusi Ne : V2300098

Batch Quantity / O6bem naptuu : 776.0 KG

040001771033

Analytical Report No / ARanuTHaeckuii or4er Ne :

Date of Analysis / laTa aganusa: 23.02.2023

Date of Manufacture / JlaTta nponsgoactia : Dec-2022

Date of Expiry / Cpox rogHoct# : Nov-2027

Analysis performed according ND / Ananu3s nposejien 1o H: [TN011252/01-300522

4 |Disintegration /
PacnagaeMocTh

08 min /08 mu

Not more than 30 minutes /
He 6onee 30 MuH

5 |Dissolution /
PactBopenue

97 % t0 99 %

98 % to 101 %

6 |Related substances /

PoncTBeHHbIE IPUMECH
Method 1/ Meron 1

Method 2 / MeTogn, 2

0.0002 %

0.04%

0.04%

Not less than 70% (Q) C13H 1O,
(Tbuprofen) dissolved in 30 minutes /

He MEHEES 70 % (Q) C13H1302
(ubynpoden) uepes 30 MUH

Not less than 70% (Q) CsHoNO;
(Paracetamol) dissolved in 30 minutes /
He w™enmee 70 % (Q) CsHoNO,
(mapaueramon) uepes 30 MUH

4-aminophenol (paracetamol impurity) /
4-amuHodeHon (IpUMECh NapaueTamona)
- not more than 0.005% /

He 6onee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jiobas enuHWYHAA
NpPUMECD (ubympodena nin
napaneTamosa) - not more than 0.3% /

e 6onee 0,3 %

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

Remarks: The Product conforms to ND/
Ipumedanue: [Tpoaykr coorBeTcTBYeT TpeboBanuam HJI

Opinion: APPROVED
3axmouenue: OJOBPEHO

Prepared by /
IToarorosneno: Shivani

Devi J 'r

/

Checked by /
[IpoBepeno: Pardeep Kumar

<

Approved by: Manager/Execulive
/Ono6peno:Menenxep/PyKkoBoaUT
enb : Amit Kumar

-~
\ .
~ o

Reprint Date: 23.02.2023
Hara:

Reprint Date: 23.02.2023
Jlara:

Reprint Date: 23.02.2023
Jlara:

Registered Office: 8-2-227, Road No. 3, Banjara Hills, Hyderahad - 500634, Telangana, india
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CEPTU®HUKAT AHAJIU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yk1uH®, Ta6JeTKH, TOKPLIThIE [L1eHOYHOH 060J10uKoit, 400 mr + 325 mr

Batchi No / Cepus Ne : V2300098

Batch Quantity / O6bem naprun : 776.0 KG

040001771033

Analytical Report No / AHannTayeckuii oTder No :

Date of Analysis / IaTa ananmuza: 23.02.2023

Date of Manufacture / {lara npon3soactsa : Dec-2022

Date of Expiry / Cpok rogsocts : Nov-2027

Analysis performed according ND / Ananus nposeaen no HJI: I1 N011252/01-300522

Obuiee yucno
aspoOHBIX

JPOAKCBEIX U

c) E. coli

a) Total aerobic
microbial count /

MMKPOOPTaHH3MOB
b) Total combined
yeasts and mould count

/ Ob1ee yucno

TIJIECHEBBIX FpI/IGOB

Less than 10 CFU/g/
Menee 10 KOE/r

Less than 5 CFU/g/
Menee 5 KOE/r

Absent / OTcyTCTBYET

7 |Water/ Bogna 1.4 % Not more than 5.0% /
He 6onee 5,0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
units / 0.9 more than 15.0 /
OnHOpOAHOCTB [TokazaTens npuemsieMocTd (AV) momkeH
JIO3UPOBAHHUS ObiTh He Oonee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
0.9 more than 15.0 /
- Paracetamol/ INoxasarens npreMieMocTd (AV) nomkeH
napaneTamol 6biTE He Bostee 15,0
9 |Microbial limits /
Muxpobuonornueckas
YHCTOTa

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

Not more than 100 CFU/g/
He 6omee 100 KOE/r

Shall be absent in lg / OTCcyTCTBHE B
Ir

Remarks: The Product conforms to ND/
IIpumeuanne: [Iponykt coorBercTBYET TpeboBanuam HJI

Opinion: APPROVED
3axarouenue: OJOBPEHO

Prepared by /

Devi

AT

IToaroroBneno: Shivani

Checked by /
[TpoeepeHo: Pardeep Kumar

-

Approved by: Manager/Executive
/Omo6peno:Menemxep/Pyxosoaut
enb : Amit Kumar

.-: \\ /,_, o
—

Jara:

Reprint Date: 23.02.2023

Reprint Date: 23.02.2023
Hara:

Reprint Date: 23.02.2023
Jara:
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Dr. Reddy's Laboratories Ltd.

Formuiation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel ; +91 98166 56001-02

CERTIFICATE OF ANALYSIS Www.drreddys.com

CEPTUDOUKAT AHAJIU3A
PageSof 5/Ctp. 5 135
Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykanH®, TablieTKH, NOKPBIThIE IJ1eHOYHOH 060109K0MH, 400 mMr + 325 mr
Batch No / Cepusa Ne : V2300098 Batch Quantity / O6bem maptun : 776.0 KG
Analytical Report No / AnannTn4eckuii oTuer No : Date of Analysis / [lata anasauza: 23.02.2023
040001771033
Date of Manufacture / Tara nponsBoactsa : Dec-2022 |Date of Expiry / Cpok roanoctu : Nov-2027
Analysis performed according ND / Auanu3 nposegen mo H/: 11 N011252/01-300522
10 |Assay/ 360.0 to 440.0 mg of Ci3HiO0,l
KonnvecTBeHHOE 403.2 mg/403.2 mr (Ibuprofen) per tablet /
onpejeneHune Or 360,0 mMr no 440,0 mr Ci3H;30,
(ubynpodeH) B TabneTke
2925 to 3575 mg of CgHoNO;
325.77 mg/ 325.77 mr (Paracetamol) per tablet /
Or 292,5 mr mo 357,5 mr CgHoNO,
(mapaueramon) B TabneTke
11 | Package / Ynakorka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/AI 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. / Ilo 10 Tabnerox B IIBX/Al
tabnerok B [IBX/Al 6nucrep. ITo 1 |6muctep. Ilo 1, 2 unu 20 Gmmcrepos B
Omictepy B Tadky KApTOHHYIO |Madky KapTOHHYIO BMECTE c
BMECTE ¢ HHCTPYKUUEH HHCTPYKIMEHR 110 IPAMEHEHHUIO.
10 TIPUMEHEHHIO.
12 | Labeling / Mapkupogka| According to ND. / B cootercrsuu ¢ HJI.
13 | Storage cenditions / At temperature not more than 25 °C. /
XpaHeHue IIpu Temnepatype He Bolle 25 °C.
14 | Shelflife / Cpox 5 years /5 ner
TOIHOCTH

RemarKks: The Product conforms to ND/
IIpumevanne: Ilponykt coorBeTcTBYeT TpeboBanusM HJL

Opinion: APPROVED
3axnouenne: OJIOBPEHO

Prepared by /
Ilogrorosneno: Shivani

Devi =
N

Checked by /
IIpoBepeno: Pardeep Kumar

s

-

Approved by: Manager/Executive
/O nobpeno:Menemxep/PykoBoaur
enb : Amit Kumar

A —

Reprint Date: 23.02.2023
Hara:

Reprint Date: 23.02.2023
Hara:

Reprint Date: 23.02.2023
Hara:
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