Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddij,
Disit. Solan, H.P., 173 205, INDiA
Tel: +91 98166 56001-02

wawvw. drreddys.com

CEPTUOUKAT AHAJIM3A

Pagelof 6/ Crp.1u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykanu®, TabaeTKH, NOKPHIThIE NJIeHOYHOH 000104K0#, 400 mr + 325 mr

—

Batch No / Cepust Ne : V2302634

Batch Quantity / O6bem naptuu : 765.0 Kg

040002381816

Analytical Report No / Anasutnyeckuii oTder Ne :

Date of Analysis / /lara ananu3a: 15.01.2024

Date of Manufacture / /lata nponssoncrpa : 12/2023

Date of Expiry / Cpok rogsocr : 11/2028

Analysis performed according ND / Ananu3 nposegen mo HJI: T N011252/01-160123

Ipameuanue: [IpoayKT COOTBETCTBYET Tpe6013q£mﬂM HJI

Ne  |Test/IlokazaTean Results/ PesyabTaThl " Specification / Hopma
1 |Description/ Onucanne |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
KancyJOBHAHOM (OPMBbI, MOKPBITHIC|KANCYIOBHAHOH  GOPMBI,  TTOKPBITHIC
TJIEHOYHOM OGONIOYKON OpaH)KEBOTO|MJIEHOYHOH  0DOJNIOYKOH  OpaHKEeBOro
1IBETa, C PUCKO Ha OJHOW CTOPOHE;|lBETA, C PHCKOH HAa OJHOHW CTOpOHE; Ha
Ha TMONEPEeYHOM paspe3e — sAPO|NONEPEUHOM paspese — sSApo Oenoro uiu
6enoro npera. noytu Oenoro nsera.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
IMopnuHHOCTD 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)>XuBaHUSI OCHOBHBIX NUKOB
Ha Xpomarorpamme HCTIBITYEMOTO
pacTBOpa  JOJDKHBI ~ COOTBETCTBOBATh
BpeMeHaM  YJICp)XHBaHUS [HUKOB  Ha
XpomarorpaMme pacTBOpa CTaHAAPTHBIX
obpa3ioB ubynpodeHa u mnapareramosia
(paznen «KonnvyecTBeHHOE
Onpe/IENeHHE)
3 |Average tablets weight 969.2 mg / 969.2 mr From 9409 mg to 9991 mg
CpenHss macca (970.0 mg = 3.0 %) /
TabJeToK Or 940,99 wMr gmo 999,1 MT
(970,0 Mr = 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED

3axarouenue; OJOBPEHO

Hata: 15.01.2024

Prepared by / /A')" Checked by / {}/ Approved by: Manager/Executive/
[ToaroTorneHo: [TpoBepeHo: Pravesh Rana Onobpeno: Menemxep / PykoBogmTenb
Shivani Manoj Kumar K )
Reprint Date:. Reprint Date: Reprint Date: =

Jara: 15.01.2024

Jlata: 15.01.2024

Registered Office: 8-2-327, Road No, 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tol: +81 40 4900 29000, Fax: +51 20 4500 2999, Email: mail@drreddys.com

CIiM: 1L.85195AP1084PLCCNS07
waww.drreddys com
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Page 2 of 6/ Cp.2 n3 6

Product: Ibuclin, film-coated tablets, 400

mg + 325 mg

HNOoykauH®, TaGIeTKH, IOKPBIThIE IJIEHOYHOH 000104K0i, 400 Mr + 325 Mr

Batch No / Cepusa Ne : V2302634

Batch Quantity / O6bem mapruu : 765.0 Kg

040002381816

Analytical Report No / AHanuTH4eckuii oryer Ne :

Date of Analysis / laTa ananu3za: 15.01.2024

Date of Manufacture / lata npousBogctsa : 12/2023 | Date of Expiry / Cpok roanocts : 11/2028

Analysis performed according ND / Ananus

nposeaen mo HJI: [T N011252/01-160123

100 % to 104 %

(ubynpoden) yepes

He wMenee 70

4 |Disintegration / 07 min 51 sec/ 07 muu 51 cek  |Not more than 30 min /
PaCHalIaeMOCTB He 6osnee 30 mus
5 |Dissolution / 99% To 104 % Not less than 70% (Q) of Ci3HisO;
PacTBopeHHe (Tbuprofen) after 30 min /
He wMenee 70 % (Q) CisHis02

30 MuH

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

% (Q) CsHoNO,

(nmapayeramod) uepes 30 MUH

Remarks : The Product conforms to ND/ Opinion : APPROVED

Hpumeuanue: [poayet cootrerctryeT Tpehopfinusy HI| | 3akmodenne; ONOBPEHO

Prepared by / A)/ Checkedby/ 7 L Approved by: Manager/Executive/
[ToarorosneHo: ITpoBepeHo: Pravesh Rana Ono6peno: Menemxep / PykoBoayreb
Shivani Manoj Kumar },ﬁ,u_ﬁ
Reprint Date:. Reprint Date: Reprint Date: .

Hara: 15.01.2024 Hara: 15.01.2024 - Hara: 15.01.2024

Ragisterad Oifics
Tel 9140

209, Fax
P

Road fe

2, Bonjara Hills, Hederabad - 500024, Telengana, india
A0 4900 2899, Email: mzil@direddys.com
Ri85AP1984PLCCOAR0T

wew 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 : +61 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOHUKAT AHAJIU3A

Page3 of 6/ Ctp.3 m3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOoykauH®, Tab/IeTKH, MOKPbIThHIE NUIEHOYHO# 000104K0i, 400 Mr + 325 mMr

Batch No / Cepust Ne : V2302634 Batch Quantity / O6bem mapruu : 765.0 Kg

040002381816

Analytical Report No / AHaanTHYecKknii oTder Ne : Date of Analysis / [laTa ananu3za: 15.01.2024

Date of Manufacture / Jlata npousBojcrsa : 12/2023 | Date of Expiry / Cpok rogsocrs : 11/2028

Analysis performed according ND / Ananus nposegen mo HJ/I: I N011252/01-160123

6 |Related substances /
Poncreennsie npumecu
Method 1/ Merton, 1

Method 2 / Meron 2

- 4-aminophenol (paracetamol impurity)
0.0004% - not more than 0.005 % /

4-amuHodeHoN (MpHMech NapalieTaMmona)
- He 6onee 0,005 %

0.04% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jrobas eIMHIYHAS NpUMech
(ubynpodeHa uny mMmapauneramona) - He
6onee 0,3 %

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

Cymma npumeceit (Merog 1 + Metoz 2)
- He 6onee 0,7 %

9 |Water/Bona 1.3% Not more than 5.0 % /
He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [poaykr coorBercTByeT TpeGoBagrmsam HJ[ | 3axmodenue: ONOBPEHO
Prepared by / '&j/ Checked by / /]:/ Approved by: Manager/Executive/
IToaroroBieHo: [Mpoeepeno: Pravesh Rana Ono6peno: Menemxep / PykoBognteb
Shivani Manoj Kumar ﬂib;ggsé
Reprint Date:. Reprint Date: Reprint Date: e
Jata: 15.01.2024 Jarta: 15.01.2024 Jlara: 15.01.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 500034, Telangana, India
Tal: +971 40 4900 2900, Fax: 261 40 4900 2999, Email: mail@direddys.com

CIN: LS5195AP1584PLCONA507
www. drreddys.coim
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CERTIFICATE OF ANALYSIS
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Formulation Jnit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt, Solan, H.P.,, 173 205, INDIA
Tel 1 +91 98166 56001-02
www.drreddys.com

CEPTUDPUKAT AHAJIM3A

Page40f 6/ Crp. 4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoyxanu®, TabeTKH, NOKPHIThIE JIeHOYHOH 000104K0i, 400 Mr + 325 mr

Batch No / Cepust Ne : V2302634

Batch Quantity / O6bem napthu : 765.0 Kg

Analytical Report No / AHannTnyecknii oTyer Ne :
040002381816

Date of Analysis / JlaTa ananauza: 15.01.2024

Date of Manufacture / Jlata npousBoacTsa : 12/2023

Date of Expiry / Cpok rognocts : 11/2028

Analysis performed according ND / Ananns nposenen no H/I: 1 N011252/01-160123

10 |Uniformity of dosage

units /

OnHOPOIHOCTD Acceptance value (AV) should be not

JIO3UPOBaHHUS 1.2 more than 15.0 /

- Ibuprofen /ubynpoden [Toxasatcip npucMiIcMocTd (AV) 1omKcH
OBITE He HoJee 15,0

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

riapaleTamot more than 15.0 /
Iokazarens mpuemiaeMocTd (AV) nomkeH
OBITH He Gonee 15,0

11 [Microbiological purity /

Mukpoburonoriyeckas

qucToTa*

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

microbial count / He 6onee 1000 KOE/r

O61uee yucio

a3poOHBIX

MHKPOOPraHU3MOB

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

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

/ Obiee uucno

JPOAOKEBBIX U

IUIECHEBBIX IPUOOB

c) E. coli NA Shall be absent in l1g / OtcyrcTBue B

1r

Remarks : The Product conforms to ND/
IIpumeuanne: IIpoayKT COOTBETCTBYET Tpe6OBgnyﬂM HJ

Opinion : APPROVED

3axmoyenue: OJJOBPEHO

Prepared by / A')/ Checked by / g Approved by: Manager/Executive/
[ToaroToBieHo: [IpoBepeHo: Pravesh Rana Onobpeno: Menemxep / PykQBoayTenb
Shivani Manoj Kumar @u :
Reprint Date:. Reprint Date: Reprint Date:

JlaTta: 15.01.2024

Jara: 15.01.2024

JlaTa: 15.01.2024

Rogistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 500034, Telangana, india
Tol: +97 40 4900 2400, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L851954P1984PLECOA507

wenwdinaddys.com
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CERTIFICATE OF ANALYSIS

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
wwwy.drreddys.com

CEPTUDOUKAT AHAJIM3A

PageSof 6/ Crp.5u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MNoyxaun®, TabJeTKH, IOKPHIThHIE IIJ1eHOYHOH 000104K0M, 400 Mr + 325 mr

Batch No / Cepust Ne : V2302634

Batch Quantity / O6bem naprun : 765.0 Kg

040002381816

Analytical Report No / AnanmuTHyeckuii oryer Ne :

Date of Analysis / laTa anaan3za: 15.01.2024

Date of Manufacture / lata npousBoactsa : 12/2023

Date of Expiry / Cpok roanocts : 11/2028

Analysis performed according ND / Ananu3s nposeaes nmo HJI: [T N011252/01-160123

12 |Assay/

ONpE€ACIICHHE

KonuyectBeHHOE

403.1 mg/ 403.1Mr

328.29 mg/328.29 mr

From 360.0 to 440.0 mg of C;3sHis0;
(Ibuprofen) per tablet /

Or 360,0 MI' 10 440,0 MI' C13H1302
(ubynpoden) B Tabnerke

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

Ot 292,5 mr mo 357,5 mr CgHoNO;
(mapaneramon) B TabneTke

13 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabnetok B [IBX/Al 6nuctep. Ilo 1
bnictepy B Nayky KapTOHHYIO
BMEeCTe C  HMHCTPyKLMe#  To

TIPUMEHEHHIO.

10 tablets in PVC/AI blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / I[To 10 tabnerok B I[1BX/Al
6muctep. Ilo 1, 2 unu 20 6aucTepoB B
nauKy KapTOHHYIO BMECTE c
HHCTPYKIHEH M0 MPUMEHEHHIO.

14 | Labeling / MapkupoBka

According to ND. / B cootBetctBuu ¢ HJI.

15 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHHE ITpu temneparype He Bbile 25 °C.
16 | Shelf life / Cpox 5 years / 5 net
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. / [IpoBoguTCsi IPOU3BOJUTENEM NPU
BBIITYCKE ITIEPUOAHYECKH: Ui Kaxkaoi 20-0if cepuu win He MeHee 1 pasa B rof. [lokaszaTens MOXET OBITh
HE BKJIIOYEH B cepTUHKAT aHanu3a GHpMbI

Remarks : The Product conforms to ND/
IIpumeyanue: IIpoAYKT COOTBETCTBYET Tpe6OBaﬁHﬂM HIO

Opinion : APPROVED
3axkmouenue: OJIOBPEHO

Jarta: 15.01.2024

Prepared by / A 7 Checked by / i Approved by: Manager/Executive/
[loarororneHo: [IpoBepeHo: Pravesh Rana Ono6peno: Menemxep / PykoBoanTeNs
Shivani Manoj Kumar A ;“_Ué
Reprint Date:. Reprint Date: Reprint Date:

Hara: 15.01.2024

Hata: 15.01.2024

Registered Office: 3-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 401 40 4900 2900, Fax: 91 40 4500 2999, Email: mail@drreddys.com

CIN: L85155AP1884PLCO04507
www.arreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

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

Vill. Khot, Nalagarh Road, Badcd!j,
Distt. Solan, H.P., 173 205, INDZ A
Tol +91 98166 56001-02

www. direddys.com

Page 6 of 6/ C1p. 6 3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykauu®, Ta61eTKH, NOKPBIThIE IIEHOYHOi 000104K0ii, 400 Mr + 325 mMr

Batch No / Cepust Ne : V2302634

Batch Quantity / O6bem naptuu : 765.0 Kg

040002381816

Analytical Report No / AHanuTH4uecKkHii oTyeT Ne :

Date of Analysis / [laTta ananusa: 15.01.2024

Date of Manufacture / /lara npousBoacTsa : 12/2023

Date of Expiry / Cpok roanocts : 11/2028

Analysis performed according ND / Asanun3s nposegen mo HJI: IT N011252/01-160123

API name (INN) /

Hanvenosanue AOC (MHH): Ibuprofen / U6ynpodex Paracetamol / [Tapaneramon
API manufacturer batch number /

Homep cepuu npou3sBoauTEIs PIBM230386 0925/23-24

ADC:

FP Manufacturer API Batch

number / FEQA00538 FEQA00600

Homep cepus cyGcTaHIHH
npouspoanTesisi I'JIMD:

API Manufactured by & country /
IIpoussogurens ADC, cTpana:

Solara Active Pharma Sciences
Limited, India / Conapa DxTHB
®apma Cailencus Jlumuren,
Uupus

Sri Krishna Pharmaceuticals Ltd.,
India / [lIpu Kpumina
®dapmacerotukainc JIta., Uaaus

Remarks : The Product conforms to ND/
IMpumeuanue: [IpoaykT cootBeTcTBYeT TpebGorghuam HJT

Opinion : APPROVED
3axkmouenue: OJJOBPEHO

Prepared by / }’)/ Checked by / 2 Approved by: Manager/Executive/
[Toarorosnexo: [Mposepeno: Pravesh Rana Ono6peno: Menemkep / Pykosogurenb
Shivani Manoj Kumar \f\mlbuf
Reprint Date:. Reprint Date: Reprint Date: e

Hata: 15.01.2024 Hara: 15.01.2024 Hara: 15.01.2024

Registerad Office: {

Wl 1
el +51 4

v irgddes cain




