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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOykana®, TabaeTKH, NOKPLITHIE IUIEHOYHOH 0601049K0H, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2302079

Batch Quantity / Oobem naptum : 765.4 Kg

040002282221

Analytical Report No / Ananutnyeckuii oryer Ne :

Date of Analysis / JlaTta ananansa: 22.11.2023

Date of Manufacture / lata npoussoacrea : 10/2023

Date of Expiry / Cpok rogaoctu : 09/2028

Analysis performed according ND / Ananus nposegen no H/I: I1 N011252/01-160123

Ne | Test / ITokazarenan

Results/ PesyabTaThl

Specification / Hopma

1 |Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnetku
KarncynoBUAHOK (OPMBbI, MOKPBITHIE
IUJIEHOYHOH 060JI04KOH OpaHKeBOro
LBETA, C PUCKONM Ha OIHOW CTOpOHE;
Ha TIIONMEpPeYyHOM paspese — SApo
6eJoro 1BeTA.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white

core at the cross-section. / Tabnerku
KancyloBUAHO®  (OpMBbl,  TOKPBITHIE
IUIEHOYHOH  000JIOUKOH  OpaHXeBOoro

LBETa, C PUCKOM Ha ONHOH CTOpOHE; Ha
IIOTIEPEYHOM paspese — aapo Oenoro uiau
MOYTH OeJloro LBeTa.

2 |Identification /
ITopnuuHOCTE

Complies as prescribed/
CooTtBeTcTByeT

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>xuBaHHS OCHOBHBIX MHKOB
Ha XpoMaTrorpaMmme HCIBITYEMOTO
pacTBOpa  JOJDKHBI  COOTBETCTBOBATh
BpEMEHaM  YJIEpXKMBaHHUS [HKOB Ha
XpoMaTorpaMMe pacTBoOpa CTaHJApPTHBIX
obpasioB ubynpodeHna u mnapaieramosa

Cpenusist Macca

(paznmen «KonuuecTBeHHOE
onpeJieeHUE»)
3 |Average tablets weight 973.6 mg/ 973.6 mr From 9409 mg to 999.1 mg

(970.0 mg £+ 3.0 %) /

Ipumeuanue: [IpoaykT cooTBeTCcTBYET TpeboBanusaM HJJ

TabJeTOK Or 940,9 wMr go 9991 MT
(970,0 Mr + 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED

3akmouenune: OJJOBPEHO

Hara: 22.11.2023

Hara: 22.11.2023

Prepared by / Checked by / Approved by: Manager/Executive/
IToarororneHo: IIpoBepeno: Santosh Kumar OpnobpeHo: Menemxdp / Pyxopoaurens
Parvesh Rana ﬁ Maurya Cﬁ Abhishek Chauhan

Reprint Date:. Reprint Date: Reprint Date:

Jara: 22.11.2023

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: L85195AP1984PLC0O04507
www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykanH®, TabjJeTKH, IOKPbITHIE JIeHOYHO# 000/109K0ii, 400 Mr + 325 mr

Batch No / Cepus Ne

: V2302079

Batch Quantity / O6bem napruu : 765.4 Kg

040002282221

Analytical Report No / AnanuTudeckuii oryer No :

Date of Analysis / laTta anaau3a: 22.11.2023

Date of Manufacture / Jlata npoussoacrsa : 10/2023

Date of Expiry / Cpok rogsoctu : 09/2028

Analysis performed according ND / Auann3 nposexen no HJI: TT N011252/01-160123

4 |Disintegration /
Pacnamaemocts

08 min 53 sec/ 08 muH 53 cek

Not more than 30 min /
He 6onee 30 mun

5 |Dissolution /
PactBopenue

98 % To 101 %

94 % to 103 %

Not less than 70% (Q) of Ci;3H0;
(Ibuprofen) after 30 min /

He wMenee 70 % (Q)
(ubynpoden) uepes 30 MuH
Not less than 70% (Q) of CsHoNO,
(Paracetamol) after 30 min /
He w™menee 70 % (Q)
(napaneramon) yepes 30 MHH

Ci3H130;

CsHoNO,

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoaykT cooTBeTcTBYeT TpeboBauusm HJ|

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /
IMoxnrotosneHo:
Parvesh Rana

1

Checked by /
IIpoBepeno: Santosh Kumar

Maurya o

R

Approved by: Manager/Executive/

Onobpeno: Menewxep / Pykosoautens
Abhishek Chauhaixkd &

Reprint Date:.
Hara: 22.11.2023

Reprint Date:
Hara: 22.11.2023

Reprint Date:
JlaTa: 22.11.2023

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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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOoykauH®, Tab1eTKH, OKPbIThHIE IJIeHOYHOi 000.104K0i, 400 Mr + 325 mr

Batch No / Cepus Ne : V2302079 Batch Quantity / O6bem mapTuu : 765.4 Kg
Analytical Report No / AHanuTH4YecKkHii oTyeT Ne : Date of Analysis / /laTa anaauza: 22.11.2023
040002282221

Date of Manufacture / Jlata npousBoacta : 10/2023  |Date of Expiry / Cpok roanoctn : 09/2028

Analysis performed according ND / Anasu3 nposenen mo H/I: [T N011252/01-160123

6 |Related substances / - 4-aminophenol (paracetamol impurity)
PoncTBeHHbIE TPUMECH 0.0001% - not more than 0.005 % /

Method 1/ Meton 1 4-amuHOGbeHON (IpUMECh NapaleTaMona)
- He 6ousiee 0,005 %

Method 2 / Meron 2 0.03% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
JIrobas eAMHUYHAS NpUMech
(ubynpodeHa wiM napaneramolia) - He
6onee 0,3 %

Total impurities (Method 1+ Method 2)
0.06% - not more than 0.7 % /

Cymma npumeceit (Merton 1 + Meron 2)
- He 6onee 0,7 %

9 |Water/Boga 1.6% Not more than 5.0 % /
He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [TpoaykT cooTBeTcTBYET Tpebosanuam HJl | 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
[TopgroroBneno: [TpoeepeHo: Santosh Kumar Ono6peno: Menemxepy Pykosoaureins
Parvesh Rana f/ Maurya gL Abhishek Chauhan | \
Reprint Date:. Reprint Date: Reprint Date: )
JaTa: 22.11.2023 Jara: 22.11.2023 Jara: 22.11.2023

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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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HN6ykanH®, TabJ1eTKH, MOKPHIThIE IIEHOYHOIi 060;1049K0#, 400 Mr + 325 mr

Batch No / Cepus Ne : V2302079 Batch Quantity / O6bem naptum : 765.4 Kg
Analytical Report No / AHasuTHYecKkHii oTder Ne : Date of Analysis / laTa apanusa: 22.11.2023
040002282221

Date of Manufacture / lata npoussoacrra : 10/2023  |Date of Expiry / Cpox rognocty : 09/2028

Analysis performed according ND / Ananus nposesed no HJ/I: 1N011252/01-160123

10 |Uniformity of dosage

units /
OJIHOPOAHOCTD
JLO3UPOBAHHUS

- Paracetamol/
napaueTamo

- Ibuprofen /ubynpocden

Acceptance value (AV) should be not

1.6 more than 15.0 /

[Mokazarens npuemiieMocTd (AV) JOJDKeH
OBITH He Ooniee 15,0

1.6 Acceptance value (AV) should be not
more than 15.0 /

IMokazarens npueMiaeMoct (AV) noykeH
ObITH He Ooee 15,0

11 |Microbiological purity /
Miukpobuonoruyeckas

yycroTa*

a) Total aerobic
microbial count /
Ob1mee yucso

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

a’3poOHBIX

MHKPOOPTraHU3MOB

b) Total combined Not more than 100 CFU/g/

yeasts and mould count NA He 6onee 100 KOE/r

/ OO111ee uncno

JPOXOKEBBIX U

TIJIECHEBBIX IPpHOOB

¢) E. coli NA Shall be absent in lg / OrcyrcTBUHE B

Ir
Remarks : The Product conforms to ND/ Opinion : APPROVED
Tpumeuanue: [Tpoaykr cootserctByet TpebGoanusam HJI | 3akmouenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
IloarorosneHo: [Tposepeno: Santosh Kumar Onobpeno: Menenykep / Pykosoaurens
Parvesh Rana { Maurya R Abhishek Chauhan \
-

Reprint Date:. Reprint Date: Reprint Date:
JHata: 22.11.2023 JlaTa: 22.11.2023 Jara: 22.11.2023

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

CIN: L85135AP1984PLC0O04507
www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykanu®, Ta61eTKH, MOKPLIThIE IIEHOYHOH 000/104K0H, 400 Mr + 325 mr

Batch No / Cepus Ne : V2302079

Batch Quantity / O0bem naptuu : 765.4 Kg

Analytical Report No / AHanuTHYecKHiH oT4yer No : Date of
040002282221

Analysis / [laTa ananamsa: 22.11.2023

Date of Manufacture / lata npoussoactsa : 10/2023 | Date of

Expiry / Cpok rogunoctu : 09/2028

Analysis performed according ND / Anaau3s nposeaen mo HJI: 1 N011252/01-160123

blister and a patient information
leaflet in a carton. / Ilo 10
Tabnerok B [IBX/Al 6nuctep. ITo 1
onducrepy B TAYKy KapTOHHYIO
BMECTe C  MHCTpPyKLHMEH 10
NPUMEHEHUIO.

12 |Assay/ 401.1 mg/401.1 mMr From 360.0 to 440.0 mg of C;3His0,
KonnuecTBeHHOE (Tbuprofen) per tablet /
onpenencHue Or 360,0 mr go 440,0 mr C;3HisO;
(ubynpoden) B Tabnerke
329.39 mg/ 329.39 Mr From 292.5 to 357.5 mg of CsHyNO,
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CsHoNO;
(mapaueramol) B TabneTke
13 | Package / YnakoBka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/Al blister. 1, 2 or 20

blisters and a patient information leaflet
in a carton. / ITo 10 tabnerox B [IBX/Al
omucrep. [To 1, 2 unu 20 6auCTEpOB B
navky KapTOHHYFO BMECTE c
HUHCTPYKIHeEH N0 NPUMEHEHHIO.

14 | Labeling / MapkupoBka| According to ND. / B coorBercTBuu ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue ITpu Temnepatype He Bbie 25 °C.
16 | Shelf life / Cpox 5 years /5 ner
rOIHOCTH

* Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The
parameter may be absent from the Company's certificate of analysis. / IIpoBoguTCS IPOM3BOAUTEEM IIPU
BBINTYCKE TepUOJMYECcKH: Ul Kakaok 20-0i cepur uiu He MeHee 1 pasa B rofi. Ilokasarenb MOXET OBITh
He BKJIIOYEH B cepTHUKAT aHanu3a QupMsl

Remarks : The Product conforms to ND/
Npumeuanue: [IpoaykT coorBeTcTBYeT TpeboBaHusam HJI

Opinion : APPROVED
3axmouenne: OJOBPEHO

Prepared by /
[ToarorosneHo:
Parvesh Rana ﬁ

Checked by /
[Tpoeepeno: Santosh Kumar

Maurya Ch

Approved by: Manager/Executive/

Ono6peno: Menemxep A Pykooaurenb
Abhishek Chauhan

Reprint Date:.
Hara: 22.11.2023

Reprint Date:
Jata: 22.11.2023

Reprint Date:
Jata: 22.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykann®, Ta61eTKH, IOKPHITHIE MJIEHOYHOH 000,104K0MH, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2302079

Batch Quantity / O6bem naptuu : 765.4 Kg

040002282221

Analytical Report No / AnanmTuueckuii oryer Ne :

Date of Analysis / JlaTa anaau3sa: 22.11.2023

Date of Manufacture / lara npoussoacersa : 10/2023

Date of Expiry / Cpok rogunoctu : 09/2028

Analysis performed according ND / Anain3 nposenen no HJI: [1N011252/01-160123

API name (INN) /
HanmenoBanue A®C (MHH):

Ibuprofen / U6ynpoden

Paracetamol / [Japauetamon

API manufacturer batch number /
Homep cepun npou3BoauTe s
ADC:

PIBM230355

0419/23-24

FP Manufacturer API Batch
number /

Homep cepun cy0cTaHIHHA
npoussoautens I'J1P:

FEQA00449

FEQA00406

API Manufactured by & country /
Ipouseoaurtenr APC, cTpana:

Solara Active Pharma Sciences
Limited, India / Conapa DkTuB
dapma Caiiencus Jlumuren,
Unpus

Sri Krishna Pharmaceuticals Ltd.,
India / Ipu Kpunina
®apmacpiotrkanc JIta., Meaus

Remarks : The Product conforms to ND/
Ipumeuanue: [TpoaykT cooTBeTcTBYeT TpeboBaHusAM HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
IToarorosneHo: [TpoeepeHo: Santosh Kumar OnobpeHo: Menemiep / Pykosoaureb
Parvesh Rana Maurya - Abhishek Chauhai)k\
Reprint Date:. Reprint Date: Reprint Date: \

Hara: 22.11.2023 Jlata; 22.11.2023 Jlara: 22.11.2023

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: L85195AP1984PLC0O04507
www.drreddys.com




