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Page 10f 6/ Crp. 1 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NGykauH®, TablieTKH, IOKPLITHIE IIEHOYHOI 060.104K0i, 400 mr + 325 mr

Batch No / Cepust Ne : V2301722

Batch Quantity / O6bem napTun : 765.6 Kg

Analytical Report No / AnanuTuueckuii oryer Ne :
040002107181

Date of Analysis / JlaTa ananu3za: 15.09.2023

Date of Manufacture / JlaTa npousBojacTsa : Aug.2023

Date of Expiry / Cpok rogaoctd : Jul.2028

Analysis performed according ND / Anann3 nposenen mo HJI: I N011252/01-160123

Ne  |Test / IlokasaTean Results/ Pe3ybTaThl 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
KAncyJoBHAHON (OPMLI, MOKPEHITEIC|KANCYIOBHAHOH  (GOpPMBI,  TOKPLITLIE
IIEHOYHOH 000JI0YKOH OpaHXKEBOro|NMJeHOUHOH  000MOYKOH  OpaHXEBOro
L[BETa, C PUCKOI Ha OINHOM CTOpOHE;|LBETa, C PUCKOW Ha OJHOH CTOpOHE; Ha
Ha [OMEepPeYHOM pa3pe3e — sIpO|NONEepeyHOM pas3pese — AIpo Oenoro uiu
6enoro 1BeTa. moytu 6eoro LBeTa.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
[TopnuHHOCTD CooTsercTBYET 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>XHBaHUS OCHOBHBIX NMUKOB
Ha XpoMarorpaMmme HCIIBITYEMOTO
pacTtBopa  NOJDKHBI  COOTBETCTBOBAThH
BpeMeHaM  yIep)XHBaHWs ITHKOB  Ha
XpoOMaTorpaMMe pacTBOpa CTaHAApTHBIX
obpasuoB ubynpodeHa U napaueramosna
(paznen «KonuuectseHHOE
OIIPENICIICHHUEN)
3 |Average tablets weight 967.0 mg/ 967.0 mr From 9409 mg to 999.1 mg
Cpennss macca (970.0 mg £ 3.0 %) /
TabJIETOK Or 940,99 wMr pmo 999,1 MI
(970,0 mr = 3,0 %)

Remarks : The Product conforms to ND/
IIpumeyanue: [Ipoaykt cooTBeTCTBYET TpeboBanusam HJL

Opinion : APPROVED
3aknarouenue: OJJOBPEHO

Jara: 15.09.2023

Prepared by / Checked by / Approved by: Manager/Executive/
TloororosneHo: [Tposepeno: Santosh Kumar OnobpeHo: MEHEH@}’KOBOZ{HTCHB
Ankaj Maurya Abhishek Chauha

Reprint Date:. Reprint Date: Reprint Date:

Hara: 15.09.2023

Hata: 15.09.2023

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
NoykanH®, TabJeTKH, HOKPbIThIE M1IeHOYHOI 00004Kk0H, 400 mr + 325 mr

Batch No / Cepust Ne : V2301722

Batch Quantity / O6bem napTuu : 765.6 Kg

040002107181

Analytical Report No / AHanutu4yeckuii oruer No :

Date of Analysis / lata ananu3za: 15.09.2023

Date of Manufacture / Jlata npousBoacTsa : Aug.2023

Date of Expiry / Cpok rognocts : Jul.2028

Analysis performed according ND / Anasau3 nposenen mo HJ/I: ITN011252/01-160123

4 |Disintegration /
PacnagaeMocTb

06 min 06 sec/ 06 mun 06 cex

Not more than 30 min /
He 6onee 30 mun

5 |Dissolution /
PactBopenue

98 % To 101 %

97 % to 101 %

Not less than 70% (Q) of Ci3H 30,
(Ibuprofen) after 30 min /

He wmemee 70 % (Q) CisHisO;
(ubympoden) yepes 30 MUH

Not less than 70% (Q) of CsHoNO,
(Paracetamol) after 30 min /

He w™enee 70 % (Q) GCsHyNO;
(nmapaneramon) yepes 30 MUH

Remarks : The Product conforms to ND/
Ipumeuanue: [TpoaykT cooTBeTcTBYET TpeboBaHusm HJI

Opinion : APPROVED
3akimouenune: OJJOBPEHO

Harta: 15.09.2023

Jara: 15.09.2023

Prepared by / Checked by / Approved by: Manager/Executive/
Ioarotosnexo: IIpoepeno: Santosh Kumar Onobpeno: Menemsep / PykoBoaurens
Ankaj ﬁ/ M Abhishek Chauhan |

aj aurya @ ishek Chauhan lrﬂ \
Keprint Date:. Reprint Date: Reprint Date:

Hara: 15.09.2023

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: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS .\ drreddys.com
CEPTU®UKAT AHAJIN3A

Page30f 6/ Crp.3 u36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNo6yxkaun®, TabaeTKkn, NOKPbIThIE IUIEHOYHOH 000/1049K0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2301722

Batch Quantity / O6nem nmaptuu : 765.6 Kg

040002107181

Analytical Report No / AHasmTHYecKHit oT4eT Ne :

Date of Analysis / /laTa ananusa: 15.09.2023

Date of Manufacture / lata npouszsoacrsa : Aug.2023

Date of Expiry / Cpok rogsocty : Jul.2028

Analysis performed according ND / Ananus nposeaen no HJI: TIN011252/01-160123

6 |Related substances /
PoacTBeHHbIE TpUMECH
Method 1/ Metopn 1

Method 2 / Meron 2

0.0001%

Below BDL (BDL= 6983) / Huxe

nopora perucTpaliu
(ITP =6983)

0.0001%

4-aminophenol (paracetamol
- not more than 0.005 % /
4-amuHOGeHOoN (IpUMECh NapalieTaMmoia)
- e 6oiee 0,005 %

impurity)

Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jlrobas eMHUYHAs NpHUMeCh
(ubynpodena wid mnapaleramMosia) - He
6onee 0,3 %

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

Cymma npumeceit (Meron 1 + Metog 2)
- e 6oinee 0,7 %

9 |Water/Bopga

1.7%

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

Remarks : The Product conforms to ND/
ITpumeuanue: IIponyKT cooTBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3axmwouenne: OJJOBPEHO

Hara: 15.09.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[TogrorosneHo: [Tposepeno: Santosh Kumar Ono6peno: Menemidp / Pykosozurens
Ankaj & Maurya Abhishek Chauhan

Reprint Date:. Reprint Date: - Reprint Date:

Jara: 15.09.2023

JlaTa: 15.09.2023

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




Dr.Reddy’s ‘;‘.

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS \,\ . dreddvs com
CEPTU®HUKAT AHAJIM3A

Page 4 0of 6/ Ctp.4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yxkaun®, Ta61eTKH, NOKPHITHIE NJIeHOYHOH 000104K0M, 400 mr + 325 mr

Batch No / Cepust Ne : V2301722

Batch Quantity / O6nem maptuu : 765.6 Kg

Analytical Report No / AHaauTHYecKHi oT4yeT Ne :
040002107181

Date of Analysis / lata ananusa: 15.09.2023

Date of Manufacture / JlaTa npouzBoactsa : Aug.2023

Date of Expiry / Cpok rogsocrts : Jul.2028

Analysis performed according ND / Ananu3 nposegen nmo HJI: TIN011252/01-160123

10 |Uniformity of dosage

units /

OnHopoaHOCTh Acceptance value (AV) should be not

JIO3UPOBaHHUS 1.9 more than 15.0 /

- Ibuprofen /u6ynpocpen ITokazatens npuemiieMocT (A'V) noikeH
OBITH He Oonee 15,0

- Paracetamol/ 1.7 Acceptance value (AV) should be not

napaneTamo more than 15.0 /
[TokasaTens npuemieMoctd (AV) nokeH
ObITh HE Oostee 15,0

11 |Microbiological purity /

Mukpobuosoruyeckas

yucrora*

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

microbial count / He 6onee 1000 KOE/r

Obwee yuciio

aspobHBIX

MHKpPOOPTaHH3MOB

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

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

/ Obmiee yucno

JPOXOKEBBIX U

TUIECHEBBIX IPUbOB

c) E. coli NA Shall be absent in 1g / OTcyTcTBHE B

1r

Remarks : The Product conforms to ND/
Ipumeuanne: [Ipoaykr coorBeTcTByeT Tpeboranusam HJI

Opinion : APPROVED
3axarouenue: OJIOBPEHO

Jata: 15.09.2023

Jara: 15.09.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[Toarorosnepo: [TpoBepeno: Santosh Kumar Ono6peno: Menemrep / Pykosoaureb
Ankaj ﬂ Maurya , Abhishek Chauhan

P B
Reprint Date:. Reprint Date: Reprint Date:

Hara: 15.09.2023

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
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www.drreddys.com




Dr.Reddy’s “:'.

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

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

CEPTHOUKAT AHAJIH3A

PageSof 6/ Crp.5u3z 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

N6ykauH®, Ta6JeTKH, IOKPbITHIE MJIeHO4HO 000/104K0ii, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2301722 Batch Quantity / O6bem napruu : 765.6 Kg

040002107181

Analytical Report No / AHanuTHYecKHi oTder Ne : Date of

Analysis / /lata ananusa: 15.09.2023

Date of Manufacture / lata npousBoactea : Aug.2023 |Date of

Expiry / Cpok rogsocts : Jul.2028

Analysis performed according ND / Ananus nposesen no H/{: [T N011252/01-160123

12 |Assay/
KonnyecTBeHHOE
olpeieNieHIe

393.1 mg/393.1 Mmr

323.95 mg/323.95 mMr

From 360.0 to 440.0 mg of Ci;3HisO-
(Ibuprofen) per tablet /

Ot 360,0 MI’ J0 440,0 Mr C13H1302
(ubynpocden) B Tabnerke

From 292.5 to 357.5 mg of CsHoNO,
(Paracetamol) per tablet /

Or 292,5 mr go 357,5 mr CsHoNO;
(mapatietamoJ1) 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. o 1
OnMcrepy B IIAa4Ky KapTOHHYIO
BMECTe C  HHCTpyKUMEH 1o
IIPUMEHEHHUIO.

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 Tabnetok B IIBX/Al
6nucrep. Ilo 1, 2 win 20 6aucTepoB B
nayky KapTOHHYIO BMECTE c
HHCTPYKLUEH 1O IIPUMEHEHHIO.

14 | Labeling / MapkupoBka

According to ND. / B coorBercteuu ¢ HJL.

15 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHre IMpu temneparype He Bbile 25 °C.
16 | Shelflife / Cpoxk 5 years / 5 ner
T'OJHOCTH

* 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. / [IpoBOAMTCS] TPOM3BOAUTENEM TIPH
BBINYCKE MEPUOAUYUECKH: i Kaxaoi 20-0i cepHH WM He MeHee 1 pasa B rOA. ITokazarens MOXET OBITh
He BKJIIOYEH B cepTU(UKAT aHann3a QUPMbI

Remarks : The Product conforms to ND/
IMpumeuanne: [Ipoaykr cooTBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
Zakmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroToBneHo: [IpoeepeHo: Santosh Kumar Ono6peno: Menemiep / Pykosoaurens
Ankaj & Maurya Abhishek Chauhan \

—"
Reprint Date:. Reprint Date: Reprint Date:
Jara: 15.09.2023 Hara: 15.09.2023 Hara: 15.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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CERTIFICATE OF ANALYSIS 1, drreddys.com

CEPTHOUKAT AHAJIM3A

Page 6 of 6/ Crp. 6 u3 6

[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOyxraun®, TabaeTkn, HOKPLITLIE IIEHOYHO 060J104Ko0ii, 400 mr + 325 mr

Batch No / Cepust Ne : V2301722 Batch Quantity / O6sem mapruu : 765.6 Kg
Analytical Report No / AnasuTnyeckuii oryer No : Date of Analysis / JlaTa ananusa: 15.09.2023
040002107181

Date of Manufacture / lata npomseoactsa : Aug.2023 [Date of Expiry / Cpox roarocTH : Jul.2028

Analysis performed according ND / Anasus npoenen no HJI: IT N011252/01-160123

ﬁgi;:::;gﬂl? 1( @C (MHH): Ibuprofen / U6ynpoden Paracetamol / [Tapaneramon
API manufacturer batch number /
Homep cepuun npoussogutens PIBM230171 4056/23-24
ADC:
FP Manufacturer API Batch
number /
Homep cepun cy6eranummn FEQA00295 FEQA00241
npoussoauTess I'JID:
Solara Active Pharma Sciences Sri Krishna Pharmaceuticals Ltd.,
API Manufactured by & country / | Limited, India / Conapa Dxrus India / Hlpu Kpuiuna
ITpouseoaurens A®C, crpana: ®apma Caitencus JlumuTten, Dapmackrotukanc JIta,, Uaaus
Wunus
Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeqanue: [TpoaykT coorBeTcTByeT Tpebosanusm HJ| | 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
[Toarororneno: ITpoBepeno: Santosh Kumar Onobpeno: Menexep / Pykosoautens
Ankai .
nkaj & Maurya Q@\/_ Abhishek Chauhafl)L_\
Reprint Date:. Reprint Date: Reprint Date:
Hata: 15.09.2023 Harta: 15.09.2023 Hara: 15.09.2023

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