Dr.Reddy’s Q':°

CERTIFICATE OF ANALYSIS

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

CEPTUOUKAT AHAJIU3A

Page1of 6/Ctp. 1136

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykanH®, Tab1eTKH, NOKPbIThIE MJIeHOYHOi 060104K0#, 400 mr + 325 Mr

Batch No / Cepus Ne : V2400058

Batch Quantity / O6bem mapThu : 752.5 Kg

040002420203

Analytical Report No / AHanuTu4yeckui oTyer No :

Date of Analysis / JlaTa ananuza: 15.02.2024

Date of Manufacture / /lata npoussoacrsa : 01/2024

Date of Expiry / Cpok roguoctn : 12/2028

Analysis performed according ND / Ananus npoeeaen mo HJI: [T N011252/01-160123

Ne Test / IToxa3zaTesnb

Results/ PesyabTaThl

Specification / Hopma

1 |Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the  cross-section../  Tabnetku
KancyjaoBUAHOU (OpPMBI, MOKPHIThIE
TUIEHOYHOH 060JI0YKOH OpaHkKeBOro
1BeTa, C PUCKOH Ha OIHOU CTOpPOHE;
Ha [OINEPEeYHOM pa3zpese — SApo
6enoro 1BeTa.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / Tabnerku
KancyJoBUAHOM  QOPMBI,  IIOKPBITHIE
NIIEHOYHOM  060JIOYKOM  OpaHkKeBOro
1IBETa, C PUCKOW Ha OIHOM CTOpOHE; Ha
TIOMEPEYHOM paspese — sapo Genoro win
nouTy 6ejI0ro LBeTA.

2 |Identification /
ITopnuHHOCTD

Complies as prescribed/
CoOoTBEeTCTBYET

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 ynepxuBaHHs OCHOBHBIX TMKOB

Ha XpoMaTorpamme HCTIBITYEMOTO
pacTBOpa  JO/KHBI  COOTBETCTBOBATH
BpEMEHaM  YAEPXKHBaHHS IHKOB  Ha

XpoOMaTorpaMMe pPacTBOpa CTaHAAPTHBIX
obpaznoB ubynpodena KW mapaleramona

Ilpumeuanue: IIponykr coorBeTcTBYET TpeboBanusim HJ{

(paznen «KonnyecTeeHHOE
OINpefiETIEHHEN)
3 |Average tablets weight 967.1 mg/967.1 mr From 9409 mg to 999.1 mg
Cpenusis Macca (970.0 mg+ 3.0 %) /
TabJIeTOK Or 9409 wMr 1o 9991 MI
(970,0 Mr + 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED

3akmouenne: OJOBPEHO

Jara: 15.02.2024

Hara: 15.02.2024

Prepared by / Checked by / Approved by: Manageg/Executive/
IloaroroseHo: ITpoBepeno: Pardeep Kumar | Ono6peHo: MeHeglmeMo,umenb
Santosh Kumar Maurya =f — Abhishek Chauhan

Reprint Date:. Reprint Date: Reprint Date: \

Jara: 15.02.2024

Registerea Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 25900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.cem
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CERTIFICATE OF ANALYSIS

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

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

CEPTUOHKAT AHAJIN3A

Page2 of 6/ Ctp.2 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NoyxkanHa®, TabJ1eTKH, IOKPLITHIE IIeHOYHOH 000104K0#, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400058

Batch Quantity / O6bem naprum : 752.5 K¢

040002420203

Analytical Report No / AnannTudecknii oryer Ne :

Date of Analysis / [laTa ananu3za: 15.02.2024

Date of Manufacture / /lata npoussoacrsa : 01/2024

Date of Expiry / Cpok roagunoctu : 12/2028

Analysis performed according ND / Anaym3 npopeaen no HJI: [T N011252/01-160123

4 |Disintegration /
Pacmamgaemoctb

07 min 23 sec/ 07 mMuH 23 cek

Not more than 30 min /
He 6onee 30 MuH

5 |Dissolution /
PactBopenue

95% To 99 %

98 % to 101 %

Not less than 70% (Q) of Ci;3His0;
(Tbuprofen) after 30 min /

He w™menee 70 % (Q)
(ubynpoden) yepes 30 MUH

Not less than 70% (Q) of CzHoNO,
(Paracetamol) after 30 min /
He wMenee 70 % (Q)
(nmapaueramon) yepes 30 MUH

Ci3H 130

CsHoNO;,

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanne: Ipogykr cooterctyeT Tpebopanusim HJI | 3akmodenne: OJJOBPEHO
Prepared by / @/ Checked by / Approved by: Manager/Executive/
. / . a .
IloarorosneHo: IIposepeno: Pardeep Kumar | Ono6peno: Menemxdp / PykoBoautens
Santosh Kumar Maurya - Abhishek Chauhan \
Reprint Date:. Reprint Date: Reprint Date: '
Hara: 15.02.2024 Hara: 15.02.2024 Hara: 15.02.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1384PLC0O04507
www.drreddys.com




Dr.Reddy’s ":'

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

Viil. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS Www.drreddys.com
CEPTUO®UKAT AHAJIN3A

Page3 of 6/ C1p.3 n36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNOoykauH®, TabJaeTKH, NOKPBLIThIE MJIEeHOYHOH 000J104K0MH, 400 mr + 325 mr

Batch No / Cepust Ne : V2400058

Batch Quantity / O6bem napruu : 752.5 Kg

040002420203

Analytical Report No / AnanuTn4yeckuii order Ne :

Date of Analysis / /laTa apanusa: 15.02.2024

Date of Manufacture / Jlata npousBoacrsa : 01/2024

Date of Expiry / Cpok rogsoctH : 12/2028

Analysis performed according ND / Anann3 nposeaen no HJI: ITN011252/01-160123

6 [Related substances /
PonctBenHble puMecH
Method 1 / MeTton 1

Method 2 / Metopn 2

0.001%

0.04%

0.04%

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

4-amuHOGbEHOI (MpUMech NapaleraMmosia)
- He 6onee 0,005 %

Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
JIro6as eqUHUYHAs TIPUMECH
(ubynpodeHa unu mnapaineramona) - He
6onee 0,3 %

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

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

9 |[Water/Bona

1.5%

Not more than 5.0 % /
He 6oinee 5,0 %

Remarks : The Product conforms to ND/
Ilpumeuanue: [Ipoaykr coorBercTBYeT Tpebopanusam HJI

Opinion : APPROVED
3akmouenue; OJJOGPEHO

Prepared by / {
=

Checked by /

Approved by: Manager/Executive/

Jara: 15.02.2024

Hara: 15.02.2024

[loarorosneHo: [MpoeepeHo: Pardeep Kumarp | Ono6peno: Menemxep / PykoBoautens
Santosh Kumar Maurya C’l:’ | Abhishek Chauhan
Reprint Date:. Reprint Date: Reprint Date: |

Jara: 15.02.2024

Registerea 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: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Sotan, H.P., 173 205, INDJA

Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS  www.drreddys.com
CEPTH®HUKAT AHAJIN3A

Page4 of 6/ Ctp. 4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MNoykanH®, TabJaeTKH, IOKPbIThIE IIeHOYHOH 0001049K0i, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400058

Batch Quantity / O6bem naptuu : 752.5 Kg

040002420203

Analytical Report No / AnannTu4yeckuii oryer Ne :

Date of Analysis / /laTa ananuza: 15.02.2024

Date of Manufacture / lata npoussoacrsa : 01/2024

Date of Expiry / Cpox rogaoctn : 12/2028

Analysis performed according ND / Ananus nposened mo HJI: TI N011252/01-160123

10 |Uniformity of dosage

units /

OnHOPOIHOCTH Acceptance value (AV) should be not

JIO3UPOBaHUSA 2.1 more than 15.0 /

- Ibuprofen /u6ynpoden [Noxa3arens npuemneMocTd (AV) 1oyKeH
OBITE He Ooee 15,0

- Paracetamol/ 1.1 Acceptance value (AV) should be not

napareTamon more than 15.0 /
IMokazatens npuemneMocTd (AV) fomkeH
OBITEH He Oosee 15,0

11 [Microbiological purity /

MukpobHoIorHuecKas

yuctora* NA

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

microbial count / He 6onee 1000 KOE/r

Ofwee yucno

a3pOoOHBIX

MHKPOOPTaHU3MOB NA

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

yeasts and mould count He 6onee 100 KOE/r

/ Obiee uucno

JPOXOKEBBIX U

ILIECHEBBIX IPH6OB NA

c) E. coli Shall be absent in 1lg / OtcyrctBHE B
ir '
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: Ipoaykt cootsercTRyeT TpeboBanuam HJI | 3axmoyenne: OJOBPEHO

Prepared by / &

Checked by /

Jara: 15.02.2024

Hara: 15.02.2024

JaTa: 15.02.2024

Approved by: Managear/Executive/
IToarorosneno: [Iposepeno: Pardeep Kumart Onobpeno: Me'HemKeM OJHUTEID
Santosh Kumar Maurya — | Abhishek Chauhan 1
Reprint Date:. Reprint Date: Reprint Date: '

Registered Office: 8-2-337, Rocad No 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCC0O4507

www.drrecdys.com




Dr.Reddy’s Qf‘

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
www.drreddys.com

CEPTUOHUKAT AHAJIM3A

Page 5 of 6/ Crp.5u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MNoykanu®, Tab1eTKH, NOKPHITHIE NVICHOYHOH 060104K0MH, 400 mr + 325 mr
Batch No / Cepust Ne : V2400058 Batch Quantity / O6bem napthu : 752.5 Kg
Analytical Report No / AHajiuTu4ecknii oTuer Ne : Date of Analysis / laTta anannsa: 15.02.2024
040002420203
Date of Manufacture / Jlata npoussogctsa : 01/2024  [Date of Expiry / Cpok rogsoctu : 12/2028
Analysis performed according ND / Anasn3 nposeaen no HJ/I: TIN011252/01-160123
12 |Assay/ 389.4 mg/389.4 Mmr From 360.0 to 440.0 mg of C;3Hi30,
KonnuectBenHOE (Ibuprofen) per tablet /
OIpeIeNICHUE Or 360,0 mr mo 440,0 mr Ci3H;30;
(ubymnpodeH) B Tabnerke
325.79 mg/ 325.79 mr From 292.5 to 357.5 mg of CsHoNO;
(Paracetamol) per tablet /
Or 292,5 mr mo 357,5 mr CsHyNO,
(mapaueramol) 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. / ITo 10 tabnerox B [IBX/Al
tabnerok B [IBX/Al 6uctep. [To 1 |6nuctep. Ilo 1, 2 unu 20 6mucrepoB B
OnucTepy B TMadyKy KapTOHHYK |madky KapTOHHYIO BMeECTE ¢
BMeCTEe C  MHCTPYKUHEH MO |UHCTPYKLHEH [10 IPUMEHEHHIO.
TIPUMEHEHHIO.
14 | Labeling / Mapxuposka| According to ND. / B coorserctBun ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHenue Ipu Temnepatype He Boiie 25 °C.
16 | Shelf life / Cpok 5 years / 5 ner
TOJIHOCTH

* 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. / IIpoBoguTcst NpOU3BOOUTENEM MIPU
BBITYCKE MEPHOJHYECCKHA: s Kaxnoi 20-oif cepuu unu He MeHee 1 pasa B rof. [lokaszatens MOXET OBITH
HC BKJIFOUCH B CCPTHOUKAT aHANN3a GUpMBI

Remarks :

The Product conforms to ND/

Opinion : APPROVED

IIpumeuanue: IIponykrt coorBeTcTByeT TpeboBaHUsIM HJL

3akmouenue: OJIOBPEHO

/

Prepared by / Checked by / Approved by: Managey/Executive/
[ToarorosneHo: [TpoBepeHo: Pardeep Eumar Onobpeno: Meunemxep / Pyxosonmenb
Santosh Kumar Maurya N— Abhishek Chauhan

Reprint Date:. Reprint Date: Reprint Date: '

Hata: 15.02.2024 Hara: 15.02.2024 Hata: 15.02.2024

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ‘%.'

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIH3A

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

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

Page 6 of 6/ Cp. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yxnuua®, TabneTkH, NOKPHITHIE ILIEHOYHOH 0601049K0i#, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400058

Batch Quantity / O6wem naprum : 752.5 Kg

040002420203

Analytical Report No / AHannTHYecKHii oTyer No :

Date of Analysis / laTa ananm3a: 15.02.2024

Date of Manufacture / laTa npon3ssoacrsa : 01/2024

Date of Expiry / Cpok rognocru : 12/2028

Analysis performed according ND / Ananu3 nposeaen mo HJ: ITN011252/01-160123

API name (INN) /
Haumenopanne A®@C (MHH):

Ibuprofen / U6ynpoden

Paracetamol / [Tapanieramon

API manufacturer batch number /
Homep cepun npoussoguTens
ADC:

PIBM230404

0883-23-24, 0927/23-24

FP Manufacturer API Batch
number /

Homep cepun cy6eranuun
npoussoautesis I'JID:

FEQAO00582

FEQA00650, FEQA00601

API Manufactured by & country /
IIpoussopurtens ADC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa DxTuB
®apma Caitencus Jlumuren,
Wnaus

Sri Krishna Pharmaceuticals Ltd.,
India / IlIpu Kpuuina
®apmacsrotukanc JIta., Uunus

Remarks : The Product conforms to ND/
IIpumeyanne: Ilpoaykr coorBeTcTBYeT TpeGoBanHmuaM HJI

Opinion : APPROVED
3axmouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Mandger/Executive/
Hogroroeneno: — | IpoBepeno: Pardeep Kumar | Ono6peno: Menemsgep / PygoBomutens
Santosh Kumar Maurya = Abhishek Chauhan j

Reprint Date:. Reprint Date: Reprint Date: \

Hata: 15.02.2024 Hata: 15.02.2024 Hara: 15.02.2024

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




