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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MNOoykaMH®, TabJeTKH, IOKPLITHIE NIEHOYHOH 000/104Kk0H, 400 Mrr + 325 mr

Batch No / Cepusi Ne : V2400057

Batch Quantity / O6nem napruu : 764.05 Kg

Analytical Report No / Ananutuyeckuii oryer Ne :
040002419565

Date of Analysis / /laTa ananu3za: 15.02.2024

Date of Manufacture / laTta npousBoactsa : 01/2024

Date of Expiry / Cpok rognoctu : 12/2028

Analysis performed according ND / Ananu3 npoeeaen mo HJ[: I N011252/01-160123

Ne  |Test/ IlokaszaTenn Results/ Pe3yabTaThl Specification / Hopma
1 |Description/ Onucanue |Orange film-coated, capsule-shaped,|Orange film-coated, capsule-shaped, one-
one-side scored tablets; white core at|side scored tablets; white or off-white
the  cross-section../  Tabnerku|core at the cross-section. / Tabnerku
KancyJOBUIHONH (GOpPMBI, TOKPHITIE|KATNCYIOBUIHOH  GOPMBI,  IIOKPBITHIE
TJIEHOYHOM 060JIOUKOM OpamKeBOro|NnNeHOYHo!  0DOJIOUKOH  OpaHKeBOro
1IBETa, C pUCKOI Ha ONHOW CTOpOHE;|lBETa, C PUCKOH HAa ONHON CTOpPOHE; Ha
Ha TIONMEpEeYHOM paspe3e — sApO|NONepedyHOM paspese — sapo 6eoro uiu
6enoro uBeTa. noyrty 6enoro LBeTa.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
IMoanuHHOCTD 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) /
BpeMena ynepxxuBaHHs OCHOBHBIX ITHKOB
Ha Xpomarorpamme HUCIIBITYEMOTO
pacTtBOopa  JODKHBI ~ COOTBETCTBOBATH
BpeMeHaM  yAEpXKHBaHHsS IHKOB Ha
XpOMaTorpaMMe pacTBOpPa CTaHAAPTHBIX
obpasioB ubynpodeHa u napaleraMmona
(pa3men «KonuuecTeeHHOE
olnpeieNIeHHE»)
3 |Average tablets weight 972.8 mg/ 972.8 Mr From 9409 mg to 9991 mg
CpenHss Macca (970.0 mg =+ 3.0 %) /
TabJeToOK Or 9409 wmMr gmo 9991 MT

(970,0 Mr + 3,0 %)

Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumeuanue: [Ipoaykr cootsercTByeT Tpebopanusam HJ | 3axmouenue: OZJOBPEHO

Prepared by / ﬁk Checked by / Approved by: Manager/Executive/
IToarorosneno: [TpoBepeHo: Pardeep Eumar Onobpeno: Menemxép / Pykosoaures
Santosh Kumar Maurya — Abhishek Chauhan

Reprint Date:. Reprint Date: Reprint Date: |

Hara: 15.02.2024 Jara: 15.02.2024 Jata: 15.02.2024

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 506034, Telangana, India
Tel: +91 40 49C0 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
MoyxkanH®, TabaeTKH, NOKPbIThIE MIEHOYHOH 0060J1049K0i#, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400057

Batch Quantity / O6bem napruu : 764.05 Kg

040002419565

Analytical Report No / Anajgutuyecknii ordyer Ne :

Date of Analysis / Jlata ananmn3za: 15.02.2024

Date of Manufacture / lata npousBoacrsa : 01/2024

Date of Expiry / Cpok rogsocru : 12/2028

Analysis performed according ND / Ananu3 npoBegen mo HJI: II N011252/01-160123

4 |Disintegration /
Pacnapaemocts

07 min 53 sec/ 07 muH 53 cex

Not more than 30 min /
He 6onee 30 muH

5 |Dissolution /
PactBopcHuC

96% To 99 %

99 % to 101 %

Not less than 70% (Q) of Ci3Hjs0;
(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™enee 70 % (Q)
(nmapaueramon) yepes 30 MUH

Ci3H 50,

CsHoNO,

Remarks : The Product conforms to ND/
IIpumeyanue: [IpoayxT coorBeTcTBYET TpeboBaHusiM HJI

Opinion : APPROVED
3axkmouenue: OJJOBPEHO

Hara: 15.02.2024

Hara: 15.02.2024

Prepared by / C& Checked by / Approved by: Manager/Executive/
[ToarorosneHo: ITposepeno: Pardeep Kumar | Omo6peno: Menemxep / PykoBoauTens
Santosh Kumar Maurya . Abhishek Chauhafl)lt_,_/\

Reprint Date:. Reprint Date: Reprint Date: -

JHata: 15.02.2024

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: 1L.85195AP1984PLC004507
www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykanu®, TabneTKH, NOKPhITHIE ILIEHOYHO# 060104K0i#, 400 mr + 325 mr

Batch No / Cepust Ne : V2400057 Batch Quantity / O6bem naptuu : 764.05 Kg
Analytical Report No / AHaauTH4ecknii oTuet Ne : Date of Analysis / [laTta anann3a: 15.02.2024
040002419565

Date of Manufacture / Jlata npousBoacta : 01/2024  |Date of Expiry / Cpox rogsoctu : 12/2028

Analysis performed according ND / Auasiuz nposeaen mo HJI: 11 N011252/01-160123

6 |Related substances /

PopcteeHHble npuMecu
Method 1 / Meron 1

Method 2 / Metopn 2

; 4-aminophenol (paracetamol impurity)
0.001% - not more than 0.005 % /

4-amuHodeHoN (MpUMech NapalieTaMoa)
- He 6onee 0,005 %

0.04% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jobas €AMHUYHAS NPUMECH
(ubynpodeHa wid mnapaneramosia) - He
6onee 0,3 %

Total impurities (Method 1+ Method 2)
0.04% - not more than 0.7 % /

Cymma npumeceit (Meton 1 + Meton 2)
- »e 6onee 0,7 %

Ipumeuanue: I[Ipoaykr cootBeTcTBYeT TpeboBanuam HJ| | 3axmodenue: OJIOBPEHO

9 |Water/Bona 1.4% Not more than 5.0 % /
He 6oiee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED

Prepared by / ,,éﬂ-

Checked by / Approved by: Manager/Executive/
[loarorosneHno: IIposepeHo: Pardeep Kumar OnobpeHo: Menen%ep / PyKoBOIUTEb
Santosh Kumar Maurya — Abhishek Chauhan
Reprint Date:. Reprint Date: Reprint Date: )
Jara: 15.02.2024 Hara: 15.02.2024 Hara: 15.02.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Emai!: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykana®, TabaeTKu, NOKPHIThIE MJIEHOYHOH 00004KO0#, 400 mr + 325 mr

Batch No / Cepust Ne : V2400057 Batch Quantity / O6bem napruu : 764.05 Kg
Analytical Report No / AHanutu4yeckuii oTyer Ne : Date of Analysis / laTta ananmu3za: 15.02.2024
040002419565

Date of Manufacture / lata npousBoactsa : 01/2024 | Date of Expiry / Cpok rogaocTu : 12/2028

Analysis performed according ND / Anann3 nposeaen no HJ/I: 1 N011252/01-160123

10 |Uniformity of dosage
units /

OOHOPORHOCTD
JO3UPOBAHUS

- Ibuprofen /ubynpoden

- Paracetamol/
mapaneTamos

Acceptance value (AV) should be not

1.5 more than 15.0 /

IToka3zarens npueMneMocTd (AV) 1oJkeH
OpITE HE Oonee 15,0

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

ITokasarens npuemiaeMocTd (AV) HomKeH
OBITH He Ooee 15,0

11 |Microbiological purity /
Muxpobuonorudeckas
yuctora*

a) Total aerobic
microbial count /
Obuiee yncno
a3pOOHBIX
MHKPOOPTaHU3MOB

b) Total combined
yeasts and mould count
/ Obuiee uucio
JIPOKKEBBIX U
IUIECHEBBIX TPUOOB

Less than 10CFU/g / Not more than 1000 CFU/g /
Menee 10KOE/r He 6onee 1000 KOE/r

Less than 5 CFU/g/ Not more than 100 CFU/g/
Menee 5 KOE/r He 6onee 100 KOE/r

c) E. coli Absent in 1g/ OtcyrctByer B Ir  [Shall be absent in 1g / OtcyrcTBHE B
1r :
Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumeuanue: I[IpoaykT coorBercTByeT Tpebopanusm HJ| | 3akmodenne: OJJTOBPEHO

Prepared by / W-}

Checked by / Approved by: Manager/Executive/

IMogrotoBneno: ~— ITposepeHo: Pardeep Kumar OnobpeHo: Menemxep / Pykopoaureis
Santosh Kumar Maurya ; Abhishek Chauhan

Reprint Date:. Reprint Date: Reprint Date: o '

Hara: 15.02.2024 Hata: 15.02.2024 Hara: 15.02.2024

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.ccm
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOoykana®, TabaeTKH, NOKPLIThIE IUVIEHOYHOH 0001049K0#, 400 mr + 325 mMr
Batch No / Cepus Ne : V2400057 Batch Quantity / O6bem mapruu : 764.05 Kg
Analytical Report No / AnanuTH4Yeckni oTyer Ne : Date of Analysis / laTta anannsa: 15.02.2024
040002419565
Date of Manufacture / lata mpoussoacrsa : 01/2024  |Date of Expiry / Cpok rognoctn : 12/2028
Analysis performed according ND / Anasm3 npoeenen mo HJI: ITN011252/01-160123
12 |Assay/ 396.5 mg/396.5 mr From 360.0 to 440.0 mg of C;3His0;
KonnuectBenHoe (Tbuprofen) per tablet /
onpezeaeHue Or 360,0 mr go 440,0 mr Ci;3His0;
(n6bynipoden) B TabneTke
326.15 mg/326.15 mr From 292.5 to 357.5 mg of CgHyoNO,
(Paracetamol) per tablet /
Or 292,5 mr mo 357,5 mr CgHoNO;
(mapaueTramo) B Tabjerke
13 | Package / YnakoBka 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. / Ilo 10 |in a carton. / ITo 10 Tabnerok B IIBX/Al
tabnerok B [IBX/Al 6nucrep. ITo 1 [6nuctep. Ilo 1, 2 wiu 20 6aucTepoB B
bicTepy B Mauky KapTOHHYIO |Madky KapTOHHYIO BMECTE c
BMECTE C  HHCTPYKLMEH 1O |MHCTPYKLHUEH MO NPUMEHEHHUIO.
IPUMEHEHHIO.
14 | Labeling / MapkupoBka| According to ND. / B cootBercTBuu ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHune ITpu Temneparype He Bbie 25 °C.
16 | Shelflife / Cpoxk 5 years / 5 net
TOAHOCTH

* 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. / [IpoBOAUTCS IIPOU3BOAUTENEM INIPH
BBIITYCKE MEPHOAMYECKH: I Kaxaoh 20-0if cepum unu He MeHee 1 pasa B roa. [lokazaTesb MOXET OBITH
He BKJIIOYEH B cepTUGHKAT aHaM3a GUPMBI

Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumeuanne: [Ipoaykrt coorseTcTBYeT TpeGoBanuam HJ[ | 3axmouenne: OLOBPEHO

Prepared by / M Checked by / Approved by: Manager/Executive/
Honrorosneno: "= | [posepeno: Pardeep Kumar Onobpeno: Menemxgp / PykoBoaurens
Santosh Kumar Maurya - Abhishek Chauhan b

Reprint Date:. Reprint Date: Reprint Date: '

Jarta: 15.02.2024 Hara: 15.02.2024 Jlata: 15.02.2024

Registared 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: L85195AP1984PLCO04507
www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MNoykauH®, TabJeTKH, IOKPBIThIE IVIEHOYHOH 000/104K0#, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400057 Batch Quantity / O6bem naprun : 764.05 Kg
Analytical Report No / Ananutudecknii or4der Ne : Date of Analysis / /laTa ananu3za: 15.02.2024
040002419565

Date of Manufacture / Jlata npoussoacrsa : 01/2024  |Date of Expiry / Cpok rogsocts : 12/2028

Analysis performed according ND / Ananu3 nposened mo HJI: 11 N011252/01-160123

11?11;114::::)1:1111:41:) Ai OC (MHH): Ibuprofen / U6ynpoden Paracetamol / [Tapauetamon
API manufacturer batch number /
Homep cepun npousBoauTes PIBM230404 0883-23-24
ADC:
FP Manufacturer API Batch
number /
Homep cepn cyGeranmum FEQAO00582 FEQAO00650
npoussoautesis I'JID:
Solara Active Pharma Sciences Sri Krishna Pharmaceuticals Ltd.,
API Manufactured by & country/ | Limited, India / Conapa OxtuB India / IlIpu Kpuuina
IIpouspogurens A®C, cTpana: ®apma Caitencus Jlumuren, ®apmackrotukanc Jita., Uunus
03010784
Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanue: [Ipoaykr cooTBeTcTBYET TpeboBanusm HJI | 3axnouenne: ONOBPEHO

Prepared by / @[ Checked by / Approved by: Manager/Executive/
IoarotoBneno: = | [Iposepeno: Pardeep Kumar | Ono6peno: MCHCI{}K% / PykoBoourelib

Santosh Kumar Maurya 2 Abhishek Chauhan K
Reprint Date:. Reprint Date: Reprint Date: A
JaTa: 15.02.2024 JlaTa: 15.02.2024 Jata: 15.02.2024

Registered Office: &-2-337, Read No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 29939, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



