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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykaua®, Tab/ieTKH, IOKPLITHIE NJIeHOYHOH 060/104K0ii, 400 mr + 325 mr

Batch No / Cepusi Ne : V2301824

Batch Quantity / O6sem mapruu : 765.75Kg

Analytical Report No / AHaauTHYecKHii oTdeT Ne :
040002137288

Date of Analysis / [laTa anaansa: 30.09.2023

Date of Manufacture / lata npou3Boactsa : 08/2023

Date of Expiry / Cpok rogaocts : 07/2028

Analysis performed according ND / Ananus nposegen mo HJL: [T NO1 1252/01-160123

Ne  |[Test/ IloxasaTesb Results/ Pe3ynbTaThl 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
KanCyJOBHAHONH (DOPMBI, MOKPHITHIE|KATICYIOBUAHOH  QOpMBI,  MOKPBIThIE
[UICHOYHOH 06O0JI0UKON OpaH)XEBOro|IJICHOUHOM  06O0JNOYKOH  OpaHXeBOro
1IBETa, C PUCKOM HA OJHOM CTOpOHE;|LBeTa, C PUCKOH HA OLHOH CTOpOHE; Ha
Ha IIONEPEYHOM paspese — sApO|MONEpPeuHOM paspese — SApo Genoro uim
6enoro LBeTA. nmouTH 6eJ0ro LBeTa.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
[ogiuHHOCTE 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) /
BpemeHa ynepxHBaHHsS OCHOBHBIX NMKOB
Ha XpoOMaTorpamMmme HCIIBITYEMOTO
pacTBopa  JOJKHBl ~ COOTBETCTBOBAaTh
BpEMEHaM  YAep)KHBaHHi NHKOB Ha
XpOMAaTOrpaMMe pacTBOpa CTaHAAPTHBIX
obpasuoB ubynpodeHa M napaueramona
(pasnmen «KonuiecTBeHHOE
ompeeieHHe»)
3 |Average tablets weight 966.8 mg / 966.8 mr From 9409 mg to 999.1 mg
CpenHss macca (970.0 mg = 3.0 %) /
TabJIeTOK Or 9409 wMr g0 999, MT
(970,0 mr + 3,0 %)

Remarks : The Product conforms to ND/
ITpumeuanue: IIpoaykr coorBeTcTBYET TpeboBanusm HJT

Opinion : APPROVED
3akmouenne: OOBPEHO

Jara: 30.12.2023

Jata: 30.12.2023

Prepared by / (f\. Checked by / Approved by: Manager/Executive/
[Mogrotosneno: _—— | Ilposepeno: Pardeep Kumar | Opo6peHo: MeHe,Jl}lcl / PykoBoauTesb
Santosh Kumar Maurya Abhishek Chauhan |

Reprint Date:. Reprint Date: Reprint Date: - '

Hara: 30.12.2023
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOykann®, Tabi1eTKH, IOKPLITHIE INIEHOYHOH 060104K0#, 400 Mr + 325 mr

Batch No / Cepnst No : V2301824

Batch Quantity / O6bem nmaptuu : 765.75Kg

Analytical Report No / AHanuTHYecKkHii oTueT No :
040002137288

Date of Analysis / laTa ananu3a: 30.09.2023

Date of Manufacture / Jlata npoussoacrea : 08/2023

Date of Expiry / Cpox roguoctu : 07/2028

Analysis performed according ND / Anasu3 nposeaen mo HJI: TT N011252/01-160123

4

Disintegration /
PacnamaeMocTb

07 min 28 sec/ 07 muH 28 cek

Not more than 30 min /
He 601ee 30 Mun

Dissolution /
PactBopenue

101 % To 105 %

96 % to 99 %

Not less than 70% (Q) of Ci;3Hi30;
(Ibuprofen) after 30 min /

He wMemee 70 % (Q)
(ubynpoden) yepes 30 MuH

Not less than 70% (Q) of CsHgNO;
(Paracetamol) after 30 min /
He wMenmee 70 % (Q)
(mapatieramon) yepe3 30 MUH

C13H 1302

C8H9N02

Remarks : The Product conforms to ND/
Ipumeuanue: [Mpoaykr cootseTcTBYET TpeGopanusm HJI

Opinion : APPROVED
3akniouenue: OJOBPEHO

Prepared by /
IToaroroBneHo:
Santosh Kumar Maurya

/

Checked by /
ITporepeHo: Pardeep Kumar

Approved by: Manager/Executive/

Ono6peno: Menemkep / Pykosonurens
Abhishek Chauhan K \

Reprint Date:.
Jara: 30.12.2023

Reprint Date:
Jata: 30.12.2023

Reprint Date:
Jata: 30.12.2023

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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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykaun®, TaGiaeTKH, TOKPBIThIE IIEHOYHOH 060104K0i, 400 Mr + 325 mMr

Batch No / Cepust Ne : V2301824 Batch Quantity / O6bem napTuu : 765.75Kg
Analytical Report No / AHanuTH4Yecknii oT4yer Ne : Date of Analysis / lara anaansa: 30.09.2023
040002137288

Date of Manufacture / J/laTa npon3zsoacrea : 08/2023 | Date of Expiry / Cpok roanocry : 07/20238

Analysis performed according ND / Anasin3 npoeeaen no HJ/I: TTN011252/01-160123

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

PoncTBeHHBIE IPUMECH 0.0001% - not more than 0.005 % /

Method 1/ Meton 1 4-amMuHO(EHO (IPUMECE NIapaleTaMoria)
- He 6onee 0,005 %

Method 2 / Meron 2 BDL (Disregard Area 6894) Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jlrobas eJMHUYHAs npuMech

(ubynpodena WM Hapaueramosna) - He
6oiee 0,3 %

Total impurities (Method 1+ Method 2)
0.0001% - not more than 0.7 % /

Cymma mpumeceit (Meron 1 + Meton 2)
- ge 6onee 0,7 %

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

Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanne: [IpogykT cooTreTcTBYeT Tpetosanuam HJl | 3akmouenne: ONIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
Iloaroroneno: — I[Ipoeepeno: Pardeep Kumar | Opo6peHo: Menemx@ym OANTEND
Santosh Kumar Maurya c:j_/’ Abhishek Chauhan O — \
Reprint Date:. Reprint Date: Reprint Date:
Jata: 30.12.2023 Jarta: 30.12.2023 Jara: 30.12.2023

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




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 www.drreddys.com
CEPTU®UKAT AHAJIN3A

Page4 of 6/ Ctp. 413 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOyxaua®, Tab1eTKH, IOKPBIThIE IEHOYHOH 000/104K0H, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2301824

Batch Quantity / O6bem mapTud : 765.75Kg

040002137288

Analytical Report No / AHanuTHYecKHii oTyeT Ne :

Date of Analysis / lata ananansa: 30.09.2023

Date of Manufacture / Jlata mpoussonacrsa : 08/2023

Date of Expiry / Cpok rogaocru : 07/2028

Analysis performed according ND / Anauu3 npoeegen mo HJI: ITN011252/01-160123

10 |Uniformity of dosage

units /

OOHOPOAHOCTD Acceptance value (AV) should be not

JIO3UPOBAHUS 1.0 more than 15.0 /

- Tbuprofen /ubynpoden Iokazarenb npueMieMocTd (AV) nomkeH
OBITE He Goutee 15,0

- Paracetamol/ 1.0 Acceptance value (AV) should be not

napareramos more than 15.0 /
ITokasatens npuemiemMocty (AV) omKeH
65ITH He Houtee 15,0

11 |Microbiological purity /

Mukpobuonorudyeckas

gucToTa*

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

microbial count / He 6onee 1000 KOE/r

Ob6utee uucno

a3poOHBIX

MHUKpPOOPTraHU3MOB

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

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

/ Ob1wee aucio

JPOMOKEBBIX H

TUTECHEBBIX TPHOOB

¢) E. coli NA Shall be absent in 1g / OtcyrcTBHE B

1r

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipoaykt coorBeTCTBYET TpeGoBanuam HJT

Opinion : APPROVED
3akmouenue;: OJOBPEHO

Prepared by / B\
[ToaroroBneHo: —

Santosh Kumar Maurya

Checked by /
[TporepeHo: Pardeep Kumar

<L

P3

Approved by: Manager/Executive/
Onobpeno: Menemxep / Pykosoaurens

Reprint Date:.

Jara: 30.12.2023

Reprint Date:
Hara: 30.12.2023

Abhishek Chauhan \ \
\

Reprint Date:
Iara: 30.12.2023
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HoyxauH®, TabaeTkH, HOKPHITHIE IIeHOHOi 060104K0i, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2301824

Batch Quantity / O6bem maptus : 765.75Kg

040002137288

Analytical Report No / AHaniHTHYeCKHH oT4eT No :

Date of Analysis / lata anammza: 30.09.2023

Date of Manufacture / lata npousBoacTsa : 08/2023

Date of Expiry / Cpok rogsoctu : 07/2028

Analysis performed according ND / Anann3 nposenen mo HJI: I1N011252/01-160123

12 |Assay/
KomnuecTBeHHOE
onpejaencHue

405.6 mg / 405.6 mr

322.73 mg/ 322.73 Mr

From 360.0 to 440.0 mg of CisHiz0;

(Tbuprofen) per tablet /

Or 360,0 MIT 100 440,0 mMr C;3H;s0;

(ubynpocden) B TabneTke

From 292.5 to 357.5 mg of CsHyNO;

(Paracetamol) per tablet /

Or 292,5 mr no 357,5 mr CsHoNO»

(mapaneraMon) B TabJIeTKe

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 6auctep. Ilo 1

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 tabnerok B IIBX/Al
6mucrep. Ilo 1, 2 unn 20 GuuctepoB B

OaucTepy B TauyKy KapTOHHYKO |HauKy KApTOHHYIO BMECTE c
BMECTE C  MHCTPYKUMEH 1O |HHCTPYKLHEH I10 IPUMEHEHHIO.
IPUMEHEHHIO.

14 | Labeling / Mapkuposka

According to ND. / B cooretctuu ¢ HJI.

15 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHHe IMpu Temneparype He Belie 25 °C.
16 | Shelf life / Cpok 5 years /5 net
TOIHOCTH

* 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 NPOU3BOAUTEIEM ITPH
BBITyCKe TEpPHOANYECKH: s Kaxok 20-0¥ cepun win He MeHee 1 pasa B roa. Ilokasarenb MOXeET OBITH

He BKJIIOYEH B cepTHHKAT aHaIN3a (UPMBI

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykt coorBeTcTBYET TpeboBanusam HJT

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Prepared by /
[loarorornexo:
Santosh Kumar Maurya

&

-

Checked by /
[Tposepeno: Pardeep Kumar

=t

Approved by: Manager/Executive/
Opno6peno: MeHe

Abhishek Chauhank j\

1ogep / PykoBoautens

Reprint Date:.
Hata: 30.12.2023

Reprint Date:
JHata: 30.12.2023

Reprint Date:
Jara: 30.12.2023
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykauH®, TaG/IeTKH, IOKPBITHIE IIEHOYHO#H 000104K0H, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2301824

Batch Quantity / O6bem naprTuu : 765.75Kg

040002137288

Analytical Report No / Anajarndeckuii oTuer No :

Date of Analysis / laTa ananau3a: 30.09.2023

Date of Manufacture / Jlata mpou3Boacrsa : 08/2023

Date of Expiry / Cpok rognocth : 07/2028

Analysis performed according ND / Anasu3 nposegen mo HJI: TTN011252/01-160123

API name (INN) /
HaumenoBanue AO®C (MHH):

Ibuprofen / U6ynpoden

Paracetamol / [1apaueramon

API manufacturer batch number /
Homep cepuu npoun3BoaHTeIs
ADC:

PIBM230173

4057/23-24

FP Manufacturer API Batch
number /

Homep cepun cybcTaHIHI
npoussogures I'JID:

FEQA00296

FEQA00242

API Manufactured by & country /
IMpousBoaurtens A®C, cTpana:

Solara Active Pharma Sciences
Limited, India / Conapa OxTHB
®apma CatieHcns JIumMuTen,
Hnpus

Sri Krishna Pharmaceuticals Ltd.,
India / lllpu Kpumina
®dapmacetotukaic Jita., Maaus

Remarks : The Product conforms to ND/
Ipumevanue: [IpoaykT coorBeTcTBYET TpeboBanusam HII

Opinion : APPROVED
3akmouenune: OJOBPEHO

Prepared by / o~
[logrotroBsieHo: —

Santosh Kumar Maurya

Checked by /
[TposepeHo: Pardeep Kumar

—

Approved by: Manager/Executive/

Omobpeno: Menemiep, / Pykosoaurens
Abhishek Chavhan

Reprint Date:.
Hara: 30.12.2023

Reprint Date:
Hara: 30.12.2023

Reprint Date:
Hata: 30.12.2023
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