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

Vill. KKhol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel 1 +01 98166 56001-02

CERTIFICATE OF ANALYSIS ww.drrediys.com
CEPTHO®UKAT AHAJIA3A

Page10of 6/ Ctp.1u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
M6ykauH®, Ta01eTKH, NOKPAIThIE NIEHOYHOH 000104K0H, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301761

Batch Quantity / O6bem maptun : 718.5 Kg

040002118633

Analytical Report No / ArajuTu4Yeckuit oruer Ne :

Date of Analysis / JlaTa ananu3za: 23.09.2023

Date of Manufacture / Jata npou3soactsa : 08/2023

Date of Expiry / Cpok rogaoctu : 07/2028

Analysis performed according ND / Ananu3 nposegen no H/: IT1 N011252/01-160123

Ne Test / Iloka3aTeanb

Results/ PesyabTaThl

Specification / Hopma

1 [Description/ Onncanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnetku
KalCyJIOBUIHOM (HOPMEI, MOKPBITHIE
TJICHOYHOH 000JIOUKOH OpaH)KEeBOro
[[BEeTa, C PUCKOH Ha ONHOW CTOpOHE;
Ha TMOMEepeYyHoOM paspese — SApo
6eJioro 1geTa.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / TabneTku
KancyJnoBuAHON  QOpMEI,  TOKPHITHIE
TIEHOYHOH  00O0JIOUKOH  OpaHXXeBoro
HBETa, C PHUCKOM HAa ONHOH CTOpOHE; Ha
[OTIEPEYHOM paspese — sapo Genoro uiu
o4ty 6eioro nBeTa.

2 |Identification /
IMommuHHOCTD

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) /

BpemeHa ynepXUBaHHS OCHOBHBIX ITHKOB

Ha XpomaTtorpamMmme UCNBITYEMOI'O
pacTBopa JOJDKHBI COOTBCTCTBOBATH
Bp€MEHaAM YAEP>KUBaHUSA IMUKOB Ha

XpoMaTorpaMMe pacTBOpa CTaHAAPTHBIX
obpasioB nbynpogeHa M mapareramorna

(pazmen «KonuuecTBeHHOE
olpeneeHue»)
3 |Average tablets weight 969.3 mg/ 969.3 Mr From 9409 mg to 9991 mg
CpenHnss mMacca (970.0 mg = 3.0 %) /
TabneToK Or 940,9 wMr go 999,11 Mr

(970,0 mr % 3,0 %)

Remarks : The Product conforms to ND/
IIpumeuanne: IIpoaykT cooTBeTCTBYET TpeboBanusam HJI

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Prepared by /
IToarotoBneHo: —
Santosh Kumar Maurya

Checked by /
[Tposepeno: Pardeep Kumar

=

Approved by: Manager/Executive/
OnobpeHo: Menemxkep / PykoBoautens
Manoj Kumar

Reprint Date:.
Jlara: 11.12.2023

Reprint Date:
Hata: 11.12.2023

Reprint Date:
Hara: 11.12.2023

Resistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel

CIN: L85195AP1984PLCO04507
www.drreddys.com

L0140 4900 2900, Fax: <01 40 4900 2999, Email: mail@drreddys.com




Dr.Reddy’s ‘

Dr. Reddy's Laboratories Ltd

Formulation Unit-6

Yvill. Khol, Nalagarh Road, Baddi,
Distt. S0lan, H.F., 173 205, INDIA
Tel 1 +91 93166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUO®UKAT AHAJIU3IA

Page2 of 6/ Ctp. 2 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Ho6ykauH®, TabaeTKH, NOKPHIThIE NJIeHO4YHOH 060104K0i, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301761

Batch Quantity / O6nem naptum : 718.5 Kg

040002118633

Analytical Report No / AHanuTHYecKHii oTaeT Ne :

Date of Analysis / JlaTa anann3za: 23.09.2023

Date of Manufacture /

Jara mpoussoacraa : 08/2023

Date of Expiry / Cpok rognoctu : 07/2028

Analysis performed according ND / Ananu3 nposeaen no HJI: [T N011252/01-160123

PactBopenue

100 % to 104 %

4 |Disintegration / 05 min 33 sec/ 05 muu 33 cek  |Not more than 30 min /
Pacnapgaemocts He 6onee 30 mun
5 |Dissolution / 98 % To 106 % Not less than 70% (Q) of Ci3His0;

(Tbuprofen) after 30 min /

He wmenee 70 % (Q)
(ubynpoden) yepes 30 MuH
Not less than 70% (Q) of CsHyNO,
(Paracetamol) after 30 min /
He wMemee 70 % (Q)
(mapaueramon) gepe3 30 MUH

Ci3Hi30;

CsHoNO,

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr coorBeTcTBYET TpeboBanusm HJI

Opinion : APPROVED
3akaouenne; OJJIOGPEHO

Prepared by /

W

IMoarorosneno: —
Santosh Kumar Maurya

Checked by /
[Tposepeno: Pardeep Kumar

Approved by: Manager/Executive/
Onobpeno: Menemxep / PykoBogutens

Manoj Kumar T' i ’Uy;ﬂ‘

Reprint Date:.
Hara: 11.12.2023

Reprint Dale:

Harta: 11.12.2023

Reprinl Date:
Hara: 11.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email:

Clid: L85195AP1984PLCO0A507
www.drreddys.com

mail@drreddys.com
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Dr. Reddy's Laboratories Lid.
Formulation Jnit-b

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sotan, #.0, 173 205, INDIA
Tof 1 +91 93166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOUKAT AHAJIU3A

Page3of 6/ Ctp.3u36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoyxkauu®, TabaeTKH, NOKPLITHIE MJIEHOYHOH 060J104K0ii, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2301761

Batch Quantity / O6bem napTuu : 718.5 Kg

040002118633

Analytical Report No / Ananutu4iecknii oryer Ne :

Date of Analysis / laTa ananun3za: 23.09.2023

Date of Manufacture / Jlata nmpou3sonctea : 08/2023

Date of Expiry / Cpok rognoctn : 07/2028

Analysis performed according ND / Anaan3s nposened no HJI: [1 N011252/01-160123

6 |Related substances / ; 4-aminophenol (paracetamol impurity)
PoncTBeHHBIE TPUMECH 0.0004% - not more than 0.005 % /
Method 1/ Meton 1 4-amuHOGEHON (IpUMech NapareramMmoria)
- He 6onee 0,005 %
Method 2 / Metopn 2 0.02% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jrobas €AUHUYHAS TIPHMECH
(ubynpodena und mnapalneraMmosia) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)
0.02% - not more than 0.7 % /
Cymma npumeceit (Merton 1 + Meron 2)
- He bonee 0,7 %
9 |Water/Boza 1.6% Not more than 5.0 % /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
ITpumeuanue: [Iponykr coorBercTByeT TpeboBaHusam HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by /
[TonrorosneHo:

KA

Santosh Kumar Maurya

Checked by /
IIporepeno: Pardeep Kumar

4

Approved by: Manager/Executive/
Onobpeno: Menemkep / PykoBoauTens

Manoj Kumar {Q ﬂ’

Reprint Date:.
Jata: 11.12.2023

Reprint Date:

Hara; 11.12.2023

Reprint Date:
Hata: 11.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tol 91 40 4900 2500, Fax: +S1 40 4900 2999, Email: mail@drreddys.com

CIN: L65195AP198APLCOCAS0T
www.drreddys.com




Dr.Reddy’s Q,’-

Dr. Reddy's Laboratories Ltd

Formuiation Unit-6

Vill. Khol, Malagarh Road, Baddj,
Distt. Solan, H.P.,, 1732 205, INDIA
Tel 491 93166 56C01-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTH®HKAT AHAJTH3A

Page40f 6/ Crp. 4 n3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykanH®, Tab/ieTKH, IOKPbITHIE IJIEHOYHOH 000J1049K0i, 400 mr + 325 mr

Batch No / Cepus Ne : V2301761

Batch Quantity / O6nem naptun : 718.5 Kg

040002118633

Analytical Report No / AHanuTH4eckHii oTyer No :

Date of Analysis / TaTta ananun3za: 23.09.2023

Date of Manufacture / Jlata npoussoacrsa : 08/2023

Date of Expiry / Cpok rognocts : 07/2028

Analysis performed according ND / Anann3 nposegen no HJI: [T N011252/01-160123

10 |Uniformity of dosage

units /

OnHoponHOCTE Acceptance value (AV) should be not

JO3UPOBAHUS 0.9 more than 15.0 /

- Ibuprofen /ubynpoden [Nokazatens npuemsieMocTH (AV) nomxeH
ObITH He Hostee 15,0

- Paracetamol/ 0.9 Acceptance value (AV) should be not

napaleTamot more than 15.0 /
Ioxazarens npueMneMocTd (AV) gomkeH
ObITh He bouee 15,0

11 |Microbiological purity /

Muxkpobuonoruyeckas

gucrora*

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

microbial count / He 6onee 1000 KOE/r

O61ee yncio

a3pobHBIX

MHUKPOOPraHH3MOB

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

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

/ Obee yncno

JPOMOKEBBIX H

IJIECHEBEBIX TPUOOB

c) E. coli NA Shall be absent in 1g / OtcyrcTBHEe B

1r

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT coorBeTcTByeT TpeboBanusm HJJ

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by / (Vv
[TogroToeneHo: <

Santosh Kumar Maurya

Checked by /
[IpoBepeno: Pardeep Kumar

=E3

Approved by: Manager/Executive/
Opno6peno: Menemxkep / PykoBoaurens

Manoj Kumar i

Reprint Date:.
Jlata; 11.12.2023

Reprint Datc:
Jara: 11.12.2023

Reprint Date:
Harta: 11.12.2023

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills. Hyderabad - 500034, Telangana, India
Tel: +91 10 4900 2900, Fax +91 40 4900 2599, Email: mail@direddys.com

CIN: L35195AP1984PLCO04507
wwiv.drreddys.com




Dr.Reddy’s ‘;

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagsrh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tol 1 +91 93166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHO®UKAT AHAJIM3A

Page50of 6/ Crp.5u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MNoykauH®, TabaeTKH, NOKPBIThIE IUVIEHOYHOH 0060104K0ii, 400 Mr + 325 mr

Batch No / Cepua Ne : V2301761

Batch Quantity / O6bem maptum : 718.5 Kg

Analytical Report No /
040002118633

AxanuTHyecKnii oryet Ne : Date of

Analysis / [lata ananu3za: 23.09.2023

Date of Manufacture / lata mpousBogcTBa : 08/2023 Date of

Expiry / Cpox rogaoctH : 07/2028

Analysis performed according ND / Ananus nposeaed no HJI: I1N011252/01-160123

12 |Assay/
KonuyectBeHHOE
onpeaeneHue

396.5 mg/396.5 mMr

323.05 mg/323.05 mr

From 360.0 to 440.0 mg of Ci3sH;s0,
(Tbuprofen) per tablet /

Or 360,0 mr pmo 440,0 mr C;3His0;
(ubynpoden) B Tabnetke

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

Ot 2925 mr po 357,5 mr CgHyNO,
(mapatietTamo1) B TaONeTKe

13 | Package / YnakoBka 10 tablets in PVC/Al blister. 1

blister and a patient information
leaflet in a carton. / Tlo 10
tabnetok B [IBX/Al 6nuctep. [lo 1
6nucTepy B NauKy KapTOHHYIO
BMECTE C  HHCTPYKUHEH 10
NPUMEHEHUIO,

10 tablets in PVC/AI blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 Tabnerox B [IBX/Al
omucrep. Ilo 1, 2 unu 20 GmuctepoB B
nayky KapTOHHYIO BMECTE c
MHCTPYKLHEH 110 NPUMEHEHHIO.

14 | Labeling / MapkupoBka

According to ND. / B coorBerctauu ¢ H/I.

15 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHue IIpu Temnepatype He Bole 25 °C.
16 | Shelf life / Cpox 5 years /S net
TOQHOCTH

* 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. / [IpoBOAUTCS TPOU3BOJUTENEM NPH
BBIIIYyCKE NIEpHOAMYECKH: 1 Kaxaoh 20-of cepud unu He MeHee 1 pasza B rof. IlokasaTens MoxeT ObITh
HE BKJIIOYEH B cepTUGHKAT aHAJH3a GUPMBI

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

Opinion : APPROVED
3axmwouenue: OJOBPEHO

Prepared by/  (fi~— | Checked by/ Approved by: Manager/Executive/
IlonroroBneno: — IIpoBepeno: Pardeep Kumar Opnobpeno: Menemxkep / Pykosoaurens
Santosh Kumar Maurya - Manoj Kumar \

7 QL_ J
Reprint Date:, Reprint Date: R.eprint Date:
Jara: 11.12.2023 Hara: 11.12.2023 Hata: 11.12.2023

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

CIN: LE5195AP1S84PLCO0A507
www.drreddys.com




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIR3A

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

vill. Khol, Nalagarh Read, Baddi,
Distl. Solan, H.F, 173 205, INDIA
Tol +91 6216 55001-02
www.diraddys.com

Page 6 of 6/ CTp. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoyxkaun®, TabneTKH, NOKPHITHIE MJIEHOUYHOH 0001049K0i, 400 mr + 325 mr

Batch No / Cepust Ne : V2301761

Batch Quantity / O6bem mapruu : 718.5 Kg

040002118633

Analytical Report No / AHannTH4Yeckuii order Ne :

Date of Analysis / laTa ananuza: 23.09.2023

Date of Manufacture / [lata npousBoacrsa : 08/2023

Date of Expiry / Cpox rognoctn : 07/2028

Analysis performed according ND / Auanu3 nposexen mo HJI: [1 N011252/01-160123

API name (INN) /

Haumenoparue ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / ITapaueTtamon
API manufacturer batch number /

Homep cepun npousBoanTens PIBM230173 APAPE2023060681
ADC:

FP Manufacturer API Batch

sumiber FEQA00296 FEQA00328

Homep cepun cyOocTanmun
npouszpoautens I'JID:

API Manufactured by & country /
Ilpoussogurens ADC, cTpana:

Solara Active Pharma Sciences
Limited, India / Conapa DkTus
®apma Catiencus Jlumuren,
Hunus

Granules India Ltd., India /
I'panynec Uupus JIta., Uapus

Remarks : The Product conforms to ND/
IIpumeuanue: IIponykt coorBeTcTBYeT TpeboBanuam HJL

Opinion : APPROVED
3aknwuenne: OJJOBPEHO

Prepared by / Q% Checked by / Approved by: Manager/Executive/
ITogroroBneno: — ITpoBepeno: Pardeep Kumar Onobpeno: Menemxkep / PykoBoaurens
Santosh Kumar Maurya i’, Manoj Kumar

= ot
Reprint Date:. Reprint Date: Reprint Date:
Hara: 11.12.2023 Jara: 11.12.2023 Hata: 11.12.2023

Resistored Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telanganag, India
Tel +01 40 4900 2000, Fax: 01 40 4900 29%9, Email. rail@drreddys.com

CIN: LES195APTSE4PLL00AR0Y
wyw crreddys.com




