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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HMoyxaun®, TabeTKd, NOKPLIThIE IIEHOYHOI 060104K0#, 400 mr + 325 mr
Batch No / Cepust Ne : V2302284 Batch Quantity / O6bem naptun : 752.68Kg
Analytical Report No / AHaanTHYecKHii oTyeT Ne : Date of Analysis / laTa ananu3sa: 21.12.2023
040002334979
Date of Manufacture / lata npou3Boacra : 11/2023  |Date of Expiry / Cpok roguocrs : 10/2028
Analysis performed according ND / Anann3z nposeges mo HJI: I1 N011252/01-160123
No  |Test/ IlokazaTenan Results/ Pe3yabTaTnl 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
KancyJoBHAHOH (OPMBI, MOKPBITHIC|KANCYIOBHAHOH  QOpMBI,  MOKPBITHIC
IUIEHOYHOH 000JIOYKOH OpaHXKEBOro [IJICHOYHOH  000NOYKOH  OpaHXeBOro
IBETa, C PUCKOH Ha OJHOM CTOpOHE;|UBETa, ¢ PUCKOH Ha OJHOH CTOpOHE; Ha
Ha TMOMNEepPeyHOM paspe3e — SpO|MONEepeyHOM paspese — sApo Oenoro wnu
6esoro 1BeTa. o4ty 6eoro IBeTa.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
TToanuBHOCTD 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 ynep>XMBaHHS OCHOBHBIX NMHKOB
Ha XpoMmarorpaMmme HCTIBITYEMOTO
pacTBopa  JO/DKHBI ~ COOTBETCTBOBATH
BpEMEHAM  YHACpKUBaHHS [HUKOB Ha
XpoMaTorpaMMe pacTBOpa CTaHAAPTHBIX
obpasoB ubynpodeHa u mnapaieramona
(paznen «KonuyecTBeHHOE
OnpeesIeHUe)
3 |Average tablets weight 971.4 mg/971.4 mMr From 9409 mg to 999.1 mg
Cpenusis Macca (970.0 mg + 3.0 %) /
TabneToK Or 9409 wMmr mo 9991 Mr
(970,0 Mr + 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED
[lpumeuanne: 11poayKT cooTBeTCTBYET Tpebosanusam H)| | 3akiawuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
Mogroroneno: ITpoBepeHo: Rama kant OnobpeHo: Mendyukep / PykoBoaurens
Ankit /\/« " | Abhishek ChauhM
- / '.‘
Reprint Date:. Reprint Date: N Reprint Date: \"'
Hara: 21.12.2023 Jarta: 21.12.2023 Jata: 21.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
fal: £91 40 4900 2600, Fax: +91 40 4900 2989, Email: mail@drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Moykaus®, TabNeTKH, NOKPbIThIE IUIEHOYHOH 060/104K0H, 400 Mr + 325 mr

Batch No / Cepus Ne : V2302284

Batch Quantity / O6bem maptun : 752.68Kg

040002334979

Analytical Report No / AnaauTHyecKHii oTyer Ne :

Date of Analysis / /lata ananusa: 21.12.2023

Date of Manufacture / /laTta npousBoacrsa : 11/2023

Date of Expiry / Cpox roanocrs : 10/2028

Analysis performed according ND / Anaan3 nposeaen mo HJI: [1N011252/01-160123

PactBopeHiie

98 % to 100 %

4 |Disintegration / 06 min 37 sec/ 06 muu 37 cek  |Not more than 30 min /
Pac'r[a,aaeMOCTL He 6omee 30 Mud
5 Dissolution / 98% To 103 % Not less than 70% (Q) of C|3H1802

(Ibuprofen) after 30 min /

He wmenee 70 % (Q)
(ubynpoden) uepes 30 MuH
Not less than 70% (Q) of CiHoNO:
(Paracetamol) after 30 min /
He wmenwee 70 % (Q)
(napaneramod) uepes 30 MUH

Ci3Hi30;

CsHoNO;

Remarks : The Product conforms to ND/
Mpumeaanue: TTpoayer contnarernyet Tpafinnaiaam HJT

Opinion : APPROVED
Rakmpuenue: OJIORPEFHO

Prepared by / Checked by / Approved by: Manager/Executive/
[loarotoBneHo: \ ITpoBepeHo: a kant Ono6peno: Menemkgp / Pyxosoaurens
Ankit [fﬂ \_~ @ Abhishek Chauhan Q

Reprint Date:. Reprint Date: o Reprint Date:

Hara: 21.12.2023 Hara: 21.12.2023 Jara: 21.12.2023

Qecistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tal: 491 30 4900 2900, Fex: <91 10 4800 2999, Email:

195AP1524PLCE04507
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoyxanu®, Tabj1eTKH, IOKPbIThIE IIeHOYHOH 000/104K0#H, 400 Mr + 325 mr

[ Batch No / Cepusi Ne : V2302284 Batch Quantity / O6bem mapThu : 752.68Kg
Analytical Report No / Asanutuyeckuii oruyer Ne : Date of Analysis / laTa ananu3a: 21.12.2023
040002334979

Date of Manufacture / Jlata npon3sogcrsa : 11/2023  |Date of Expiry / Cpox roanocru : 10/2028

Analysis performed according ND / Ananus nposenen no HJ/I: ITN011252/01-160123

6 |Related substances / 4-aminophenol (paracetamol impurity)

PoncteeHHbie MpuMecu 0.0001% - not more than 0.005 % /

Method 1 / Meton 1 4-amuHOdeHoN (MpUMeCh napaneTaMmoa)
- He 6onee 0,005 %

Method 2 / Meton 2 0.04% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
JIrobas eIMHUYHAS TIPUMECH

(ubynpodeHa uny mnapaneramosia) - He
oonee 0,3 %

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

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

9 |Water/Bona 1.4% Not more than 5.0 % /
He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [TpoaykT cooTBeTcTRYeT TpeGosanuam HJ| | 3akmouenue: OHJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroroBneHo: A [IpoBepeno: Rama kani( Ono6peno: Menemxgp / PyxoBogurens
Ankit /A A Abhishek Chauhan \
Reprint Date:. Reprint Date: B Reprint Date: %
Jata: 21.12.2023 Hata: 21.12.2023 Jlara: 21.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +51 40 4900 2999, Email: mail@drreddys.com
CIN: LES195AP1034MLCC01507
www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Moyknun®, TabieTKH, NOKPHIThHIE INIEHOYHOH 060104K0i, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2302284

Batch Quantity / O6bem maprun : 752.68Kg

Analytical Report No / AHammTryeckuii oTuer Ne :
040002334979

Date of Analysis / JlaTa ananusa: 21.12.2023

Date of Manufacture / lata npoussogcrsa : 11/2023

Date of Expiry / Cpok roanoctu : 10/2028

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

10 |Uniformity of dosage

units /

OnHOpoAHOCTE Acceptance value (AV) should be not

JO3UPOBAHUS 1.6 more than 15.0 /

- Ibuprofen /uGynpoden [Tokazarens npuemsaeMoctd (AV) fomkeH
ObITE He OoJee 15,0

- Paracetamol/ 1.5 Acceptance value (AV) should be not

napareTaMmolt more than 15.0 /
[Toka3zaTens npuemsieMocTd (AV) nomxex
65ITh He 6osee 15,0

11 |Microbiological purity /

Muxkpobuonoruyeckast

yucrora¥*

a) Total aerobic NA Not more than 1000 CFU/g/

microbial count / He 6onee 1000 KOE/r

O61iuee uucno

a’pOOHBIX

MHKPOOPraHH3MOB

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

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

/ Ob1wee yucno

JIPOOKEBBIX U

TIIECHEBBIX TPprbOB

c) E. coli NA Shall be absent in lg / OtcyrcTBHE B

1r

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT coorBeTcTBYeT TpeboBanuam HI

Opinion : APPROVED
3akiouenue: OJIOBPEHO

Hara: 21.12.2023

JaTta: 21.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarorosneHo: ) [TpoBepeno: Rama kant Onob6peno: Menemep / PykoBoaurens
Ankit //ﬁ/ M Abhishek Chauhanhk

Reprint Date:. Reprint Date: =t Reprint Date:

JlaTta: 21.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telanganz, India
Tel: +91 40 4900 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com

CIN. LBS195AF1984PLCO0S50T
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Formulation Unit-6
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[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Moykaun®, Tab/1eTKH, IOKPHIThHIE IVIEHOYHOH 000104K0i, 400 mr + 325 mr

Batch No / Cepust Ne : V2302284

Batch Quantity / O6nem naptuu : 752.68Kg

040002334979

Analytical Report No / AnanuTu4yeckuii oruer Ne : Date of

Analysis / laTa anaau3za: 21.12.2023

Date of Manufacture / Jlata npoussoacrsa : 11/2023  |Date of

Expiry / Cpok rognocry : 10/2028

Analysis performed according ND / Ananu3 nposegen nmo HJI: I1 N011252/01-160123

12 |Assay/
KonnyecteHHoe
onpezaeneHue

396.2 mg/ 396.2 Mmr

321.66 mg/ 321.66 mr

From 360.0 to 440.0 mg of C;3Hi30,
(Ibuprofen) per tablet /

Ot 360,0 mr mo 440,0 mr CisHisO»
(ubynpooden) B Tabnerke

From 292.5 (o 357.5 mg of CsHoNO;
(Paracetamol) per tablet /

Or 292,5 mr go 357,5 mr CsHoNO,
(mapaneramon) B TabneTke

13 | Package / YnakoBka 10 tablets in PVC/Al blister. 1

blister and a patient information
leaflet in a carton. / Ilo 10
tabnerok B [IBX/Al 6nuctep. ITo 1
OnucTepy B TMauky KapTOHHYIO
BMECTe C  MHCTpyKIMeHd IO
IPUMEHEHHIO.

10 tablets in PVC/AI blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 Tabnerok B [IBX/Al
6mucrep. [To 1, 2 wnmu 20 GnuctepoB B
navky KapTOHHYO BMECTE c
HHCTPYKLHMEH N0 NPUMEHEHUIO.

14 | Labeling / MapkupoBka

According to ND. / B coorBerctBuu ¢ HJI.

15 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHue I[Ipu Temnepatype He Bblle 25 °C.
16 | Shelf life / Cpok 5 years / 5 net
TOJTHOCTH

* 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. / [IpoBoguTcsi npou3BoauTENeM MpU
BBINYCKE MEPUOMYECKH: A1 Kaxaoi 20-0# cepuun uiu He MeHee 1 pasa B rof. Ilokazarens MoxeT ObITh
He BKJIIOUEH B cepTH(UKAT aHATH3a GUPMBI

Remarks : The Product conforms to ND/
Ipumeuanue: [Iponykr coorBercTByeT Tpebopanusm HJ

Opinion : APPROVED
3aknwouenne: OJJOGPEHO

Prepared by /

Ankit

[ToxroToBneHo: W [Mpoeepeno: Rama kant

Checked by /

o

Approved by: Manager/Executive/
Onobpeno: Menemxep / PykoBoaurens
Abhishek Chauh

Reprint Date:.
Harta: 21.12.2023

Reprint Date:
Jarta: 21.12.2023

Reprint Date: —
Jara: 21.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India

Tol: +¢1 40 4900 2900, Fax: +91 40 4900 2999, Email:
CIN: L85195AP1934PLC004507
www.aireddys.com

mail@drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HMOoykauH®, Tab/1eTKH, MTOKPbIThIE I1eHOYHOH 060104k0i, 400 Mr + 325 mr

Batch No / Cepus Ne : V2302284 Batch Quantity / O6bem maprun : 752.68Kg
Analytical Report No / AHaauTH4yeckmii oTyeT Ne : Date of Analysis / /laTa ananu3sa: 21.12.2023
040002334979

Date of Manufacture / JlaTa npousBoacrsa : 11/2023 | Date of Expiry / Cpok rogaocts : 10/2028

Analysis performed according ND / Anasms npoeeaen mo HJ[: [T N011252/01-160123

ﬁgi;:ﬁigg)‘? 1( &C (MHH): Ibuprofen / U6ynpoden Paracetamol / [Tapaueramon
API manufacturer batch number /
Homep cepnn npousBoguTeis PIBM230372, PIBM230372 0834/23-24
ADC:
FP Manufacturer API Batch
number /
Hofep Sepin SicTanima FEQA00479,FEQA00480 FEQAO00565
npounssoautes I'JID:
Solara Active Pharma Sciences Sri Krishna Pharmaceuticals Ltd.,
API Manufactured by & country/ | Limited, India / Conapa DxTuB India / IlIpu Kpumina
IIpouzsogurens ADC, cTpana: ®apma Caiiencus Jlumuren, ®apmacerotuxanc Jita., Uanus
Nunus
Remarks : The Product conforms to ND/ Opinion : APPROVED
Npumeuanue: [1poxykT cootBeTcTBYeT Tpebosanusam HJ| | 3axmouenne: OZIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
[loaroroBneHo: IIpoeepeno: Rama kant Onobpeno: Menemiep / PykoBoanrens
Ankit ﬁ ): Abhishek Chauhan '&V\\
Reprint Date:. Reprint Date: o Reprint Date:
Hara: 21.12.2023 Hara: 21.12.2023 Hara: 21.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +31 40 4900 2999, Email: mail@drreddys.com
CIM: L85 185APTISSAPLIN01507
www.drreddys.com




