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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A

Page 1 of 5/Crp.1 u35

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxiaun®, TabeTKH, NOKPBIThIE IIEHOYHOH 000/104K0i, 400 mr + 325 Mr

Batch No / Cepust Ne : V2400573

Batch Quantity / O0bem naptnu : 770.3 Kg

Analytical Report No / AnasuTuyeckuii ordyer Ne :
040002491054

Date of Analysis / laTa ananu3za: 24.04.2024

Date of Manufacture / Jlata npounssoacrsa : 03/2024

Date of Expiry / Cpok rognocts : 02/2029

Analysis performed according ND / Ananan3 nposegen mo H/: I N011252/01-160123

IMpumcyannc: [poayrTt cootseTeTByCT Tpebosanmam 11]1

3axaronenne: OJOBPEHQ

Ne  |Test / Iloka3zaTesb 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../  TaGnerku|core at the cross-section. / Tabnerku
KancyJoBUAHONH (OpPMBI, MOKPHITHIE | KANICYNOBUAHOH  GOpPMBI,  TOKPBITHIE
IJIEHOYHOM 060JIOUKOM OpaH)XXEBOTO|[UICHOYHOM  0DOJNIOYKOH  OpaHXeBOIro
IIBETa, C PUCKOW Ha OIHONH CTOPOHE;|IBETa, C PUCKOH Ha OJHOH CTOpOHE; Ha
Ha TIOTEPeYHOM paspe3e — SApo|IOoNepeyHoM paspese — AApo 6esoro uiu
Oenoro 1BeTA. noutu 6enoro uBeTa.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
IMoanuHHOCTH 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 ynep>kiBaHHs OCHOBHEIX MUKOB
Ha XpoMaTorpamMmme UCIIBITYEMOTO
pacTBopa  JOJDKHBI ~ COOTBETCTBOBATH
BpeMeHaM  yJIep)XHBaHWs THKOB Ha
XpOMAaTorpaMMe pPacTBOpa CTaHAAPTHBIX
obpasuop nbynpodena M maparneramona
(paznen «KonnuecTBeHHOE
OMPENETIEHHEN)
3 |Average tablets weight 968.2 mg /968.2 Mr From 9409 mg to 9991 mg
CpenHsist Macca (970.0 mg +3.0 %) /
TabJIeTOK Or 940,9 wMr Jo 999,1 MT
(970,0 Mr + 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED

Prepared by /
IToaroroBneHo: Santosh

Kumar Maurya @1

Checked by /
[TposepeHo: Pardeep Kumar

al 5

(&

Approved by: Manager/Executive
/Onobpeno: Mene
Pykosoautens Abhjshek Chauhan

ep/

Reprint Date:
JHara: 24.04.2024 _

_| Harta; 24.04.2024

Reprint Date:

Reprint Date:
Hata: 24. 04 2024
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Dr. Reddy's Laboratories 1td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
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www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Page2of 5/ Ctp.2 n3 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoyxkanH®, TabJieTKH, OKPbIThIE MVIEHOYHO#H 000/104K0H, 400 Mr + 325 mr

Batch No / Cepunst Ne : V2400573

Batch Quantity / O6bem naptuu : 770.3 Kg

Analytical Report No / AHanuTHYeckHii oTyeT Ne :
040002491054

Date of Analysis / laTa ananun3za: 24.04.2024

Date of Manufacture / /lata nponsBoacrsa : 03/2024

Date of Expiry / Cpok rogsocrs : 02/2029

Analysis performed according ND / Auanns nposeaen mo HJI: I1N011252/01-160123

Hpumeyanue: [Tpoyykr coorsercrsyer tpedosanusm HJT

4 |Disintegration / 08 min 02 sec/ 08 mun 02 cek  |Not more than 30 min /
Pacriagaemocthb He 605ee 30 MUH
5 |Dissolution / 98 % To 103 % Not less than 70% (Q) of CpiHisO:
PaCTBopeHHe (IbuprOfen) after 30 min /
He w™enee 70 % (Q) CiHisO;
(ubynpoden) uepes 30 MUH
98 % to 104 % Not less than 70% (Q) of CsHoNO;
(Paracetamol) after 30 min /
He wmenee 70 % (Q) CsHgNO;
(nmapaueramonn) yepe3 30 MUH
6 |Related substances / 4-aminophenol (paracetamol impurity)
PoncreeHHble npumecu 0.0003% - not more than 0.005 % /
Method 1 / Meton 1 4-amuHOGbeHON (IpUMECh NapaleTamMmorna)
- e 6onee 0,005 %
Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Method 2 / Metop 2 Below BDL/Huxe nopora |JIro6as eIUHUYHAas npUMech
perucTpaiu (ubynpodeHa WM mapaleramolia) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)
- not more than 0.7 % /
0.0003% Cymma npumeceii (Meron 1 + Meton 2)
- He boiee 0,7 %
9 |Water/Bona 1.3% Not more than 5.0 % /
He 6onee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED

Jakmwyenue. OJOLI'EIIO

Prepared by /
IToxrorosneno: Santosh

Kumar Maurya g&/

Checked by /

IposepeHo: Pardeep Kumar

-

—

Approved by: Manager/Executive
/OnobpeHo: Menemep /
PykoBoautens Abhighek C;:auhan

Hara: 24.04.2024

Reprint Date:

el MEELS

Ja1a:.24.04,2024

Tel. +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com
CIN: L85195AP1984PLC004507
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Reprint Date:
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CERTIFICATE OF ANALYSIS
CEPTUOPHKAT AHAJINU3A Page3 of S/ Ctp.3 u3 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykana®, Ta01eTKH, NOKPBITHIE IIEHOYHOI 060J104K0i#i, 400 mr + 325 Mr

Batch No / Cepust Ne : V2400573 Batch Quantity / O6wem naptuu : 770.3 Kg
Analytical Report No / AHanuTHYecKkuii oTyer Ne : Date of Analysis / laTta ananusa: 24.04.2024
040002491054

Date of Manufacture / Jlata nponsBoacrea : 03/2024 Date of Expiry / Cpok rognoctu : 02/2029

Analysis performed according ND / Anasus nposesen o HI: IT N011252/01-160123

10 |Uniformity of dosage
units /

OnHOPOIHOCTE
JO3UPOBAHHS

- Ibuprofen /ubynpoden

- Paracetamol/
rapareTamMmolt

Acceptance value (AV) should be not

1.3 more than 15.0 /

ITokazaresns npuemnemoctu (AV) nomkeH
ObITE He GoJtee 15,0

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

IToxazatens npuemnemoctd (AV) noimkeH
ObITE He HoJiee 15,0

11 |Microbiological purity /
Muxkpobuonorudeckas
yucrora¥

a) Total aerobic
microbial count /
Obwmee uucno

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

a3poOHBIX
MHKPOOpPraHu3MOB
NA

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

yeasts and mould count He 6onee 100 KOE/r

/ Obuiee uncno

IPONOKEBBIX U

IIJIECHEBBIX I'PUOOB

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

1r
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: | lpoaykr coorsercTByeT TpeboBanusam HJl | 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Toarorosneno: Santosh | Ilposepeno: Pardeep Kumar /Onobpeno: Meuegmxep /
Kumar Maurya Pykosoaurens Aphishek Chauhan
{ /

Reprint Date: Reprint Date: Reprint Date:
Hara: 24.042024 . | Ma1a;24.042024 | Jlarp; 24.04.2024
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Tel. +91 40 4900 2300, Fax: +91 4C 4900 2999, Email: maii@drreddys.co_m
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Dr.Reddy’s €3¢

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
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIU3A Page 4 of 5/ Ctp. 4 u3 5
Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
MNoykamH®, TabJ1eTKH, IOKPBITHIE MIEHOYHO# 000J104K0ii, 400 Mr + 325 mr
Batch No / Cepust Ne : V2400573 Batch Quantity / O6bem nmaptuu : 770.3 Kg
Analytical Report No / AnaauTu4yeckuii oryer Ne : Date of Analysis / [laTta anann3za: 24.04.2024
040002491054
Date of Manufacture / /lata npoussoacrsa : 03/2024 Date of Expiry / Cpok rogunocru : 02/2029
Analysis performed according ND / Anasu3 nposeaen mo HJI: [I N011252/01-160123
12 |Assay/ From 360.0 to 440.0 mg of C;3H;30,
KonnuectBeHHOE (Ibuprofen) per tablet /
ornpeneneHue 395.1 mg/ 395.1mr Or 360,0 mr go 440,0 mr C;3His0;
(ubynpoden) B Tabnerke
From 292.5 to 357.5 mg of CsHoNO,
(Paracetamol) per tablet /
324.30 mg /324.30 mr Or 292,5 mr go 357,5 mr CgHoNO;
(nmapaneramo) B TabyeTke
13 | Package / YnakoBka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/Al 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 Ttabnerok B IIBX/Al
tabnerox B [IBX/Al 6nucrep. [To 1 |6auctep. Mo 1, 2 unu 20 6nucrepoB B
6nucTepy B MAYKy KapTOHHYIO |Mayky KapTOHHYIO BMECTE c
BMECTE C  HHCTPYKIMEH 1O |MHCTPYKIIMEH 110 NpHUMEHEHHIO.
IPUMEHEHMUIO.
14 | Labeling / Mapkuposka| According to ND. / B coorserctuu ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHHe Ilpu Temneparype He Bble 25 °C.
16 | Shelf life / Cpok 5 years / 5 ner
TOJHOCTH

* 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. / [IpoBOANTCS MPOM3BOAKTENEM HpPH
BBIIIYCKE NMEPUOAMYECKU: Uil Kakaoh 20-oif cepuu unu He MeHee 1 paza B roi. [TokazaTens MOXeT OBITh
HE BKJIIOYEH B cePTUHKAT aHaH3a HHPMBI

Remarks : The Product

IIpumeuanue: [Ipoaykr coorBeTcTBYET TpeboBanusam HJL

conforms to ND/

Opinion : APPROVED
3axkmouyenune: OJJOBPEHO

Prepared by /

Kumar Maurya dﬁ(

IToarotoBneno: Santosh

Checked by /
INpoBepeno: Pardeep Kumar

Approved by: Manager/Executive
/Onobpeno: Menejxep /
Pykoroautens A

ishek Chauhan

Reprint Date:
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Reprint Date: Reprint Date:
Hara: 24.04.2024 | Mara: 24.04.2024
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Dr. Reddy's Laboratories Ltd.
‘..0 Formulation Unit-6
) @ Vili. Khol, Nalagarh Road, Baddi
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A Page 5 of 5/ Ctp.5 u3 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyxaun®, TabneTKH, MOKPBIThIE IIEHOYHOMH 000.104K0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2400573 Batch Quantity / O6bem naptun : 770.3 Kg
Analytical Report No / AHasuTH4YecKkHii oTyer Ne : Date of Analysis / laTa ananuza: 24.04.2024
040002491054

Date of Manufacture / Jlata npouszBoacrsa : 03/2024 Date of Expiry / Cpok rognocrs : 02/2029

Analysis performed according ND / Ananus nposeaen no HJI: [ N011252/01-160123

API name (INN)/
Haumerosanue ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / [Tapauetamon
API manufacturer batch number / A-4910 4594/23-24

Homep cepuu npouspoautens ADC:

FP Manufacturer API Batch number /
Homep cepuu cy6cTaHIMH FERA00014 FERA00003

npoussoauTesisi I'JID:

IOL Chemicals and Pharmaceuticals | Sri Krishna Pharmaceuticals Ltd.,
API Manufactured by & country / Limited, India / MOJI Kemukanc 3ua | India / lllpu Kpumna

IIpomssogutens ADC, crpana: ®dapmacerotukanc Jita., Unaus ®apmacerotukaic Jita., Uuaus
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [TpoaykT cootercTByeT Tpebosanmsam HJ | 3akmouenne: ONIOBPEHO
Prepared by / Checked by / Approved by: Mangger/Executive
[Moarororneno: Santosh | [IpoBepeno: Pardeep Kumar /Opobpeno: Mene
Kumar Maurya ﬁ PykoBonutens Abhi
Reprint Date: Reprint Date: Reprint Date:
Hata: 24.04.2024 _ | Hara: 24. 04 2024 — Hata: 24.04. 2024
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