Dr.Reddy’s Q3¢

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

Vill, Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS \yww.drreddys.com
CEPTUG®UKAT AHATN3A

Page 1 of 6/ Ctp. 1 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykanu®, Tab1eTKH, MTOKPbIThIE NJIEHOYHOH 060104K0i, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301251

Batch Quantity / O6bem napTuu : 766 97Kg

040001969401

Analytical Report No / Ananuruyeckuii otyer Ne :

Date of Analysis / [laTa ananmmsa: 22.07.2023

Date of Manufacture / lata npousBoacTsa : Jun.2023

Date of Expiry / Cpok rogaoctu : May.2028

Analysis performed according ND / Ananu3 nposeaen no H/I: ITN011252/01-160123

No  |Test / IlokazaTensb

Results/ PesynbTaTbl

Specification / Hopma

1 [Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnetku
KarncyJOBUAHOM (GOpMbl, MOKPHITHIE
IUICHOYHOH 000JI0UKOH OpaHXeBOro
UBETa, C PUCKOH Ha OJHOH CTOpOHE;
Ha TMONEpPEeYHOM paspese — SApPO
Oenoro 1BeTa.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / Tabnerku
KancCyJOBUOHOW  (GOPMBI,  TOKPBITIE
IUIEHOYHOM  00O0JIOUKOM  OpaHXeBOro
[[BeTa, C PUCKOW Ha OJHOM CTOpOHE; Ha
NomnepeyHoM paspese — sapo 6enoro unm
mouTy 6esoro ugeTa.

2 |Identification /
TMoanuHHOCTD

Complies as prescribed/
CoOTBETCTBYET

The retention times of the main peaks on
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>kKuBaHUsT OCHOBHBIX IHKOB

Ha XpomaTtorpamme MCIBITYEMOTI'O
pacTBOpa JOJDKHBI COOTBETCTBOBATH
BpEMEHaAM YACPKHUBaHUA IMHUKOB Ha

XpOMaTOrpaMMe pacTBOpa CTAaHNApTHBIX
obpasioB ubynpodeHa H mapaueramona

ITpumeuanue: IIpoaykT cooTBeTCTBYET TpeboBanusam HJI

(paznen «KonyecTBeHHOE
ONpeeIIEHUEY)
3 |Average tablets weight 971.8 mg/971.8 mr From 9409 mg to 9991 mg
Cpenusist Macca (970.0 mg+3.0 %)/
TabNeToK Or 9409 wmMr go 9991 MT
(970,0 mr + 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED

3akmoyenue: OJIOBPEHO

Approved by: Manager/Executive/

Hara: 22.07.2023

Hara: 22.07.2023

Prepared by / Checked by /

[ToaroToBneHo: * [IpoBepeno: Pardeep Kumar Ono6peno: Menemxep / PykoBogurens
Ankit / E Amit Kumar {L:\:\:/,

Reprint Date:. Reprint Date: Reprint Date: :

Jara: 22.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 191 40 4900 2900, Fax: 191 40 4900 2999, Email: mail@drreddys.com

CIN: L85135AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ‘g"

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. drreddvs com
CEPTH®HKAT AHAJIN3A B rllEL e

Page20f 6/ Crp. 2 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykanu®, Tabserxy, MOKPLIThIE NIEHOYHOI 000,1049K0#, 400 Mr + 325 mr

Batch No / Cepusa Ne : V2301251

Batch Quantity / O6bem naprtuu : 766.97 Kg

040001969401

Analytical Report No / Ananutnyeckuii ordyer Ne :

Date of Analysis / lata ananuza: 22.07.2023

Date of Manufacture / Jlata npousBoacrsa : Jun.2023

Date of Expiry / Cpok rogaocrn : May.2028

Analysis performed according ND / Ananu3 nposeaen mo HJI: I1 N011252/01-160123

4 |Disintegration /
Pacnapgaemoctb

07 min 32 sec/ 07 muH 32 cek

Not more than 30 min /
He 6oiiee 30 MuH

5 |Dissolution /
Pacteopenne

99 % To 100 %

95 % to 101 %

Not less than 70% (Q) of Ci3H;s0:
(Tbuprofen) after 30 min /

He wmenee 70 % (Q)
(ubynpocden) yepes 30 MUH

Not less than 70% (Q) of CsHoNO,
(Paracetamol) after 30 min /
He wmenee 70 % (Q)
(nmapaneramo) uepes 30 MuH

Ci3Hi30,

CsHyoNO;

Remarks : The Product conforms to ND/
IIpumedanne: IIpoaykT cooTBeTCTBYET TpeboBanusim HJI

Opinion : APPROVED
3akmouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[loarorosneno: ITposepeno: Pardeep Kumar | Ono6peno: Menemxep / Pykosoaurenb
Ankit c:f___ Amit Kumar S

- et
Reprint Date:. Reprint Date: Reprint Date:
Jata: 22.07.2023 JHara: 22.07.2023 Hara: 22.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com

CIM: L85135AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s “:'.

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddij,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOUKAT AHAJIU3A

Page3 of 6/ Crp.3 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykauu®, TabneTKH, NOKPHIThIE NIEHOYHOH 000104K0i1, 400 Mr + 325 mr

Batch No / Cepus Ne : V2301251

Batch Quantity / O6bem naptuu : 766.97 Kg

040001969401

Analytical Report No / AHanuTndeckuii otyer No : Date of Analysis / lata anaausa: 22.07.2023

Date of Manufacture / Jlara npoussoacrsa : Jun.2023 [Date of Expiry / Cpok rogsocru : May.2028

Analysis performed according ND / Ananu3 npoeeaen mo H/{: [1 N011252/01-160123

6 |Related substances /

PoncreeHHbie npuMecu
Method 1/ Meton 1

Method 2 / Metopn 2

: 4-aminophenol (paracetamol impurity)
0.0003% - not more than 0.005 % /

4-amubodeHon (MpUMeCh NapalueraMmona)
- He 6onee 0,005 %

0.03% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
JIrobas €IMHUYHAasI pUMECh
(ubynpodeHa UM mnapauneramosa) - He
6onee 0,3 %

Total impurities (Method 1+ Method 2)
0.03% - not more than 0.7 % /

Cymma nipumeceii (Mertox 1 + Meton 2)
- He 6onee 0,7 %

9 |Water/Bona 1.7% Not more than 5.0 % /
He 60nee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED
IMpumeuanue: [TpoaykT cooTseTcTByeT Tpebopanusm HJl | 3akmouenne: OJIOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
[Toarotosnexo: [Tposepeno: Pardeep Kumar Ono6peno: Menemxep / PykoBoaurens
Ankit Amit Kumar <
X

Reprint Date:. Reprint Date: Reprint Date:
Jara: 22.07.2023 Hata: 22.07.2023 Hara: 22.07.2023

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

CIM: L85135AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":'.

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDJA
Tel : +91 98166 55C01-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTH®HKAT AHAJIM3A LY

Page 4 of 6/ Ctp. 4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykauu®, TablETKH, MOKPbIThIE MJ1EHO4HOI 000104K0i, 400 Mr + 325 mr

Batch No / Cepus Ne : V2301251

Batch Quantity / O6bem mapTum : 766.97 Kg

040001969401

Analytical Report No / AHaJuTH4ecKuil 0TYET No :

Date of Analysis / [laTa ananmusa: 22.07.2023

Date of Manufacture / laTa npousBoactsa : Jun.2023

Date of Expiry / Cpok roguocrs : May.2028

Analysis performed according ND / Ananun3 nposeaen mo HJI: [1N011252/01-160123

10 |Uniformity of dosage
units /
OnHOPOIHOCTD Acceptance value (AV) should be not
JIO3UpPOBAHUS 1.9 more than 15.0 /
- Ibuprofen /ubynpoden IMokasaTens npuemaeMocTd (AV) 1omxeH
OBITE He Oonee 15,0
- Paracetamol/ 1.9 Acceptance value (AV) should be not
napaueTamMmost more than 15.0 /
[Toxasarens npreMiaeMoctd (AV) nosoxeH
OBITH He Oonee 15,0
11 |Microbiological purity /
Mukpobuonoruueckas
yuctoTa*
a) Total aerobic NA Not more than 1000 CFU/g/
microbial count / He 6onee 1000 KOE/r
O61ee yucno
a’pobHBIX
MHKPOOPTaHH3MOB
NA
b) Total combined Not more than 100 CFU/g /
yeasts and mould count He 6onee 100 KOE/r
/ Ob1wee yucno
JPOMOKEBBIX U
TUIECHEBBIX IPUOOB NA

‘Hpumeyanue: [Ipoaykt coorercTBYET TpeboBanusam HJI

c) E. coli Shall be absent in 1g / OrcyrcTBHE B
Ir
Remarks : The Product conforms to ND/ Opinion : APPROVED

3axiouenue: OJIOBPEHO

JHata: 22.07.2023

Jarta: 22.07.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroToByeHO: [Tposepeno: Pardeep Kumar Ono6peno: Menemxep / PykoBoaurens
Ankit Amit Kumar A

Reprint Date:. Reprint Date: Reprint Date:

Hata: 22.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":‘

Dr. Reddy's Labhoratories i td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 58166 26001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHDHUKAT AHAJIN3A

Page 5 of 6/ Crp.5u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
. |M6ykauH®, TabieTKH, HOKPbITHIE [IeHOYHOH 060109K0i, 400 Mr + 325 mr
Batch No / Cepust Ne : V2301251 Batch Quantity / O6nem naprTun : 766.97 Kg
Analytical Report No / AHanuTH4eckuii order Ne : Date of Analysis / JaTa ananu3sa: 22.07.2023
040001969401
Date of Manufacture / Jata nponssoacTsa : Jun.2023 |Date of Expiry / Cpok roanocru : May.2028
Analysis performed according ND / Ananu3 nposenes mo HJ/I: I N011252/01-160123
12 |Assay/ 403.4 mg/403.4 mr From 360.0 to 440.0 mg of Ci;3H;30,
KonuuecTBeHHOE (Tbuprofen) per tablet /
onpezesieHne Ot 360,0 mr no 440,0 mr Ci3HigOs
(ubynpoden) B Tabnerxe
329.54 mg/ 329.54 mr From 292.5 to 357.5 mg of CgHyNO,
(Paracetamol) per tablet /
Or 292,5 mr mo 357,5 mr CsHoNO;
(nmapaueTamon) B TabneTke
13 | Package / YnakoBka 10 tablets in PVC/Al blister. 1 [10 tablets in PVC/AI 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. / Ilo 10 tabnerox B IIBX/Al
tabnerok B [IBX/Al 6aucrep. ITo 1 |6nucrep. ITo 1, 2 umm 20 6nuctepoB B
6aucTepy B MauyKy KapTOHHYK |MAdKy KapTOHHYIO BMeECTe c
BMECTE C  HHCTPYKUMEW 1O |MHCTPYKLHEN IO NPUMEHEHHIO.
IPUMEHEHHUIO.
14 | Labeling / MapkupoBka| According to ND. / B cootsercTBuu ¢ HI.
15 | Storage conditions / At temperature not more than 25 °C./
XpaHeHue ITpu Temneparype He Bbile 25 °C.
16 | Shelflife / Cpox 5 years / 5 ner
COIHOCTH

* 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 NPOU3BOAUTENEM TIPH
BBINTYCKe TEPHONMYECKH: Ul Kaxaoit 20-0i cepuu uiu He MeHee 1 pasa B roa. IlokasaTenb MOXET OBbITh
He BKJIIOYEH B cepTU(UKAT aHaIu3a QUPMBL

Remarks : The Product conforms to ND/
Ipumeyanue: IIpoaykT cooTBeTCTBYET TpeboBanrsam HJI

Opinion : APPROVED
3akmouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarorosneHo: [TposepeHo: Pardeep Kumar Ono6peno: Meunemkep / PykoBoaures
Ankit Amit Kumar ' T

Reprint Date:. Reprint Date: Reprint Date:

Hara: 22.07.2023 Hara: 22.07.2023 Hara: 22.07.2023

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




Oy Reddy's Lahoratories §td,

Qe
/ o Formulaticn Unii-5
Dr. Reddy S ‘-‘ Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel 49183 %56001-02
CERTIFICATE OF ANALYSIS wvww.drreccy:.com
CEPTHOHKAT AHAJIH3A AT T

Page 6 of 6 / CTp. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
M6ykauu®, TaG1eTKH, NOKPBIThIE M1eHOYHOH 060/109K0H, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301251 Batch Quantity / O6bem naptin : 766.97 Kg
Analytical Report No / AnanuTudeckuii oruer Ne : Date of Analysis / JlaTa anaausa: 22.07.2023 ]
040001969401

Date of Manufacture / JlaTa npoussoacrsa : Jun.2023 |Date of Expiry / Cpok rognocru : May.2028

Analysis performed according ND / Auanus nposened mo HJI: [T N011252/01-160123

?11;114;:}1::;511}112) A{ ®C (MHH): Ibuprofen / U6ynpoden Paracetamol / [Tapaueramon
APT manufacturer batch number /
Homep cepun npou3BoaMTeIsA PIBM230149 5045/22-23
ADC:
FP Manufacturer API Batch
number /
Howep cepun cy6cTaniun FEQA00217 FEQAO00189
npoussogurens I'JID:
Solara Active Pharma Sciences Sri Krishna Pharmaceuticals Ltd.,
API Manufactured by & country/ | Limited, India / Conapa Oxtus India / LLpn Kpunina
ITpoussogurens» ADC, cTpana: ®apma Caitencus Jlumuren, ®apmacerotikaic JIta., Muaus
Nunus
Remarks : The Product conforms to ND/ : Opinion : APPROVED
Mpumeuanne: TIpoaykr covtserctsyer tpeGusanusm HI | 3awnorenner ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/

[JoprorosieHo: ITposepeno: Pardeep Kumar | Ono6peno: Menezkep / PykoBoaurens

Ankit // oL’ Amit Kumar (S(,::’\-:;,,

Reprint Date:. Reprint Date: Reprint Date;
Hata: 22.07.2023 Hara: 22.07.2023 Hara: 22.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangansa, (ndia
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85135AP1984PLC004507
www.drreddys.com



