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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
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Eroduct: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykauu®, TabeTKH, IOKPBITHIE NJIEHOYHOi 060104K0H, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400125

Batch Quantity / O6bem naptun : 776.0 Kg

Analytical Report No / AHaaurndeckuii oTuer Ne :
040002421059

Date of Analysis / /IaTa ananmu3za: 21.02.2024

Date of Manufacture / laTta npoussoacrsa : 01/2024

Date of Expiry / Cpok rogHoct : 12/2028

Analysis performed according ND / Auasn3s nposegen mo HJI: JTIN011252/01-160123

Ne  |Test/ Ilokazartesib Results/ Pe3yJbTaThl 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. / Tabrerku
KancynoBUAHON (OpPMBbI, [MOKPHITHIE|KANCYNOBUAHOR  (OpMBI,  IOKPBITHIE
IUIEHOYHOH 060JIOUKON OpaHKEeBOro|MJIEHOUHOH ~ ODOJIOYKOH  OpaHKEBOro
[[BETa, C PUCKOM Ha ONHOI CTOPOHE;|LBETA, C PUCKOH Ha OJHOW CTOpOHE; Ha
Ha TMOINEpeYHOM paspe3e — sOPO|IONEpPedHOM paspese — AApo Oenoro uim
6enoro LBeTa. o4t 6eJIoro LBeTa.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
IToanuuHOCTE 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 ynepxuBaHus OCHOBHBIX IIHKOB
Ha XpoMarorpamme HCIIBITYEMOrO
pacTBopa  JOMKHBl  COOTBETCTBOBAaTb
BpeMeHaM  yJep)KMBaHHS THKOB  Ha
XpoMaTorpaMMe pacTBOpa CTaHAApTHBIX
obpaznor ubynpodeHa W mapaleramona
(paznen «KonuuecTBeHHOE
ONIpeJICICHHUEY)
3 |Average tablets weight 970.0 mg / 970.0 mMr From 9409 mg to 999.1 mg
Cpennsst Mmacca (970.0 mg + 3.0 %) /
TabJIeTOK Or 940,9 MI' 70 999,1 MT

(970,0 Mr + 3,0 %)

Remarks : The Product conforms to ND/
Ilpumeuanue: ITpoaykt coorpercTByeT TpeboBaHusmM HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Jara: 21.02.2024

Hara: 21.02.2024

Prepared by / Checked by / Approved by: Manager/Executive/
IToaroroBneHo: w [TposepeHo: Pardeep Kumar Onobpeno: Menemxkep / Pykopoguresb
Rama Kant - Manoj Kumar y - ,ﬁ
Reprint Date:. ' Reprint Date: Reprint Date: ;

Hata: 21.02.2024

Registered Office: 8-2-237, Road No, 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +01 40 1900 2200, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1884PLCO0A507
wyrw.drreddys.com
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[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Moyknun®, TabieTKkH, NOKPbIThIE IVIEHOYHOH 060104K0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2400125

Batch Quantity / O6bem naptuu : 776.0 Kg

040002421059

Analytical Report No / AHanuTu4YecKHuii oTyeT Ne :

Date of Analysis / JaTa ananuza: 21.02.2024

Date of Manufacture / Jlata npouszsojcrsa : 01/2024

Date of Expiry / Cpok rognoctn : 12/2028

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

4 |Disintegration /
PacnagaeMocTh

08 min 17 sec/ 08 muH 17 cex

Not more than 30 min /
He 6onee 30 Mun

5 |Dissolution /
Pacteopenue

98% To 100 %

97 % to 101 %

Not less than 70% (Q) of C;3Hjs0;
(Ibuprofen) after 30 min /

He wmenee 70 % (Q)
(ubynpoden) uepez 30 MUH
Not less than 70% (Q) of CsHoNO,
(Paracetamol) after 30 min /
He wmenmee 70 % (Q)
(nmaparneramonn) uepes 30 MUH

Ci3H 50,

C8H9N02

Remarks : The Product conforms to ND/
IIpumeuanue: IlpoaykTt coorBeTcTBYET TpeboBaHHAM HJI

Opinion : APPROVED
3axmouenue: OJOBPEHO

Hara: 21.02.2024

Hara: 21.02.2024

Prepared by / '\ Checked by / Approved by: Manager/Executive/
Iloarorobnero: w ITpopepeno: Pardeep Kumar | Omobpeno: Menemxep / Pyroroayresis
Rama Kant ‘ Manoj Kumar a\h &uig
Reprint Date:. Reprint Date: Reprint Date:

Jara: 21.02.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: #9140 4900 2900, Fax: <91 40 4900 2998, Email: mail@drreddys.com

CIN: L851954P 1924 PLCO0AS0T
www.drreddys,caim
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykann®, TabaeTkH, NOKPLITHIE MNIEHOYHOI 0060104K0MH, 400 mMr + 325 mr

Batch No / Cepust Ne : V2400125

Batch Quantity / O6bem naptun : 776.0 Kg

040002421059

Analytical Report No / AHajuTH4ecKuii oTyeT Ne :

Date of Analysis / JlaTa anamm3a: 21.02.2024

Date of Manufacture / JlaTa npon3Boactsa : 01/2024

Date of Expiry / Cpok roguocts : 12/2028

Analysis performed according ND / Anasin3 nposeaen mo HJ: TIN011252/01-160123

6 |Related substances / . 4-aminophenol (paracetamol impurity)
PoncTeeHHbIE IpUMECH 0.001% - not more than 0.005 % /
Method 1/ Meton 1 4-amuHoGeHoN (IpUMeCh apaleTaMmona)
- He 6onee 0,005 %
Method 2 / Meton 2 0.04% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jlobas eIMHNYHas MpUMECh
(ubympodena wiu mnapaleTamosna) - He
oonee 0,3 %
Total impurities (Method 1+ Method 2)
0.04% - not more than 0.7 % /
Cymma npumeceii (Meron 1 + Metof 2)
- He 6onee 0,7 %
9 |Water / Bona 1.5% Not more than 5.0 % /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
ITpumeuanue: [TpoayKT cooTBeTCTBYET TpebosanusaM HJL

Opinion : APPROVED
3akmouenne: OJOBPEHO

Jara: 21.02.2024

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarororneHo: W [Tposepeno: Pardeep Kumar | Ono6peno: Menemkep / Pykosogrens
Rama Kant ” Manoj Kumar mtuﬁ
Reprint Date:. ' Reprint Date: Reprint Date: I

Jata: 21.02.2024

Hara: 21.02.2024

Registered Office: 3-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 97 40 4900 22900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: LE5195AP1984PLCOVAS07
www.direddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Dr. Reddy's Laboratories ttd
Formulation Unit-6

Vill. ¥hol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel: +91 98166 56001-02
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykauu®, TabileTkH, HOKPHITHIE MIEHOUHO# 06010uKo, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400125

Batch Quantity / O6bem naptuu : 776.0 Kg

040002421059

Analytical Report No / AHanuTH4Yeckuii oTyer No :

Date of Analysis / Jlata ananusa: 21.02.2024

Date of Manufacture / JlaTa npouzsoacrsa : 01/2024

Date of Expiry / Cpok roanocru : 12/2028 _

Analysis performed according ND / Auanns nposejien mo HJ/I: [1 N011252/01-160123

10 |Uniformity of dosage

c¢) E. coli

units /

OnHOpPOAHOCTH Acceptance value (AV) should be not

IIO3UPOBAHUSI 1.1 more than 15.0 /

- Ibuprofen /ubynpoden IToxazarens npueMneMoctd (AV) nomkeH
ObITH He Oonee 15,0

- Paracetamol/ 1.2 Acceptance value (AV) should be not

napateTaMmoi more than 15.0 /
IMokazarens npreMieMoctd (AV) nomkeH
OBITEL He Oonee 15,0

11 |Microbiological purity /

Mukpobuonoruyeckas

yucrora* NA

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

microbial count / He 6onee 1000 KOE/r

O61ee yucno

aspobHBIX

MHKpPOOPraHH3MOB NA

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

yeasts and mould count He 6onee 100 KOE/r

/ Obi1iee uncio

JIPOXOKEBBIX U

TIJIECHEBBIX TPU6OB NA

Shall be absent in lg / OrcytctBue B
Ir -

Remarks : The Product conforms to ND/
ITpumeuanue: IIpoaykr coorBercTByeT Tpebosanusam HJT

Opinion : APPROVED
3akarogenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
IMoarotonnciio: W [Mponcpenio: Pardecp Kumar | Ono6petio: Menemicep / Pyionomigrent
Rama Kant v ob— Manoj Kumar %, Lg;j
Reprint Date:. Reprint Date: Reprint Date: T

Mara: 21.02.2024 Hara: 21.02.2024 Jara: 21.02.2024

Regisiered Office: 8-2-337, Roasd No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 299¢, Email: mait@drreddys.com

CIN: L851054P1984PLCO0AS07
www.drreddys.com
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Formulation Unit-6
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Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
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[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxkaua®, TabiaeTKkH, MOKPHITHIE IUIEHOYHOMH 060s104Ko0ii, 400 Mr + 325 mMr
Batch No / Cepust Ne : V2400125 Batch Quantity / O6bem napruu : 776.0 Kg
Analytical Report No / AHaanTHUecKHii oT4yeT No : Date of Analysis / lata ananusa: 21.02.2024
040002421059
Date of Manufacture / Jlata nponssojcrsa : 01/2024  [Date of Expiry / Cpok roanocts : 12/2028
| Analysis performed according ND / Ananus nposeaen no HJI: [1 N011252/01-160123
12 |Assay/ 395.7 mg/395.7 mr From 360.0 to 440.0 mg of C;3H30,
KonuuectBenHoe (Ibuprofen) per tablet /
onpeJecHHE Or 360,0 mr go 440,0 mr C;3H;50,
(ubymnpoden) B Tabnerke
327.24 mg/ 327.24 Mmr From 292.5 to 357.5 mg of CsHoNO;
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CsHoNO;
(napauertamodn) B TabeTKe
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. / Tlo 10 |in a carton. / ITo 10 tabnerox B IIBX/Al
tabnetok B IIBX/Al 6nucrep. [To 1 |6nuctep. Ilo 1, 2 unu 20 6aucrepos B
OnmicTepy B MAYKy KapTOHHYIO |MayKy KapTOHHYIO BMECTE c
BMeCTe C  HMHCTPYKIMEH 1O |MHCTpYKUHEH N0 NPUMEHEHHIO.
NpUMEHEHUIO.
14 | Labeling / MapxupoBka| According to ND. / B cooteTctBuu ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHnenue ITpu Temnepatype He Bbiie 25 °C.
16 | Shelf life / Cpok 5 years / 5 ner
TOJXHOCTH

* 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. / [IpoBoaHTCS IPOU3BONUTENEM IIPH
BBIMYCKE MEPUOIMYECKH: IS KaxIo# 20-0if cepuu win He MeHee 1 pa3a B rox. [lokasarens MOXeT ObITh
HE BKIIKOUEH B cepTH(UKAT aHaNn3a GUPMEL

Remarks : The Product conforms to ND/
Tlpumeuanne: Ilponykr coorBercTByeT TpeboBanusm HJL

Opinion : APPROVED
3axumouenue: OJJOBPEHO

Jara: 21.02.2024

Hata: 21.02.2024

Prepared by / Checked by / Approved by: Manager/Executive/
[MoarorosneHo:; MJ [Iposepeno: Pardeep Kumar | Ono6peHo: Meunemxep / Pykosouires
Rama Kant v Manoj Kumar oty 1ol
Reprint Date:. ‘ Reprint Date: Reprint Date: :

Harta: 21.02.2024

Registared Office: 8-2-337,

Read No. 3, Banjara Hills, Hyderabad -

500034, Telangana, India

Tel: +91 30 4800 2800, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: £85195AP1984PLCO0OA507
www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HGykaun®, TabieTKH, NOKPBITHIE IJIEHOYHOH 000.104K0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2400125

Batch Quantity / O6wem napruu : 776.0 Kg

040002421059

Analytical Report No / AnanuTnueckuii oryer No :

Date of Analysis / {aTa anaausza: 21.02.2024

Date of Manufacture / Jlata mpousBoacrsa : 01/2024

Date of Expiry / Cpok rognocry : 12/2028

Analysis performed according ND / Auann3 nposegen mo HA: 11 N011252/01-160123

API name (INN) /

Homep cepun cyGcTaHIuM
npousBoxuTesist I'JID:

Haumenosanne ADC (VIHH): Ibuprofen / U6ynpoden Paracetamol / [Tapaueramon
API manufacturer batch number /

Homep cepun npon3BoguTes PIBM230404 0883-23-24

ADC:

FP Manufacturer API Batch

number / FEQA00582 FEQA00650

API Manufactured by & country /
Mpousroaurtens APC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa DxTuB
®apma Caitencuz Jlumuren,
Huaus

Sri Krishna Pharmaceuticals Ltd.,
India / Hlpu Kpumna
®dapmacetotukanc JIta., Uunus

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanne: [Iponykt cootBercTByeT Tpebopanusm HJI | 3akmouenne: ONOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
IToaroroBnexo: W IIpoeepeHo: Pardeep Kumar Ono6peno: Menemxkep / Pykogoputens
Rama Kant // - - Manoj Kumar Aﬁ, U{jl
Reprint Date:. ) Reprint Date: Reprint Date: RS
Jara: 21.02.2024 Hara: 21.02.2024 Hata: 21.02.2024

Registered Office: 8-7-327, Road No. 3, Banjara Hills, Hydarabad - 506034, Telangana, India

Tel: #91 40 4900 2200, Fax: +31 40 4900 2999, Email: mail@drreddys.com
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www.drreddys.com




