Dr.Reddy’s ":‘

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

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 556001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIMU3A

Page 1 of 7/Crp.1 u3 7

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
NO6ykaun®, Ta6JIeTKH, MOKPLITHIE MNIEHOYHOI 000/104K0#H, 400 Mr +.325 Mr

Batch No / Cepusi Ne : V2400618

Batch Quantity / O6bem napTuu : 713.70Kg

Analytical Report No / AHaqaTHYecKHii oTueT Ne :
040002494210

Date of Analysis / laTa anaansa: 22.04.2024

Date of Manufacture / lata npoussoacrsa : 04/2024

Date of Expiry / Cpok rogsocts : 03/2029

Analysis performed according ND / Auaun3 nposegen mo HJ: I1 N011252/01-160123

Ne

Test / Iloxka3zaTennb

Results/ Pe3yabTaTbl

Specification / Hopma

1

Description/ Oniucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnetku
KancyJOBUAHON (OPMBI, MOKPHITHIE
IIEHOYHOM 000JIOYKOH OpaHKEBOTO
1IBETa, C PUCKOH Ha OJJHOH CTOpOHE;
Ha TONEpPEeYHOM paspese — SO
6es10ro UBETA.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white

core at the cross-section. / Tabnetkn
KaTCyJOBUAHOH  (QOpPMBI,  IOKPBITHIE
TUIEHOYHOH  00O0JIOUKOH  OpaHXeBOoro

[[BETA, C PUCKON HA OJHOH CTOpOHE; Ha
MOMEepPeYHOM paspese — sApo Oenoro uiu
noutu 6eyoro IBeTa.

Identification /
TTopnuHHOCTB

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 yaepxuBaHus OCHOBHBIX IHKOB

Ha XpoMmarorpamme HCIIBITYEMOIO
pacTBOpa JOJIKHBI COOTBETCTBOBATH
BpE€MEHaM YACPXKUBaAHUA ITUKOB Ha

XpoMaTorpaMMe pacTBOpa CTaHAApTHBIX
obpasiioB ubynpodeHa W mapareramosa

(pazmen «KonuuecTBeHHOE
OIPENIENIEHUEN)

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanue: [TpoaykT cootBercTByeT Tpebopanuam HJ| | 3akmodenne: OJJOBPEHO

Prepared by /
[ToarororneHo: Ranjeet

@,

Checked by /
ITpoepeno:Santosh Kumar

Maurya ( & ‘

Approved by: Manager/Executive
/Onobpenol\ Menewiep /
PykoBopaur

Abhishek Chauhan

Reprint Date:
Hara: 22.04.2024

Reprint Date:
Hata: 22.04.2024

Reprint Date: \
Jlarta: 22.04.2024

Registered Office:

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

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":.

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

Vill. Khol, Natagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Page2 of 7/ Ctp.2 u3 7

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxauu®, TabaeTku, IOKPBITHIE NIEHOYHOH 0060104Koii, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2400618

Batch Quantity / O6bem naprou : 713.70Kg

040002494210

Analytical Report No / AHaanTH4YecKHil oT4eT Ne :

Date of Analysis / laTa ananu3a: 22.04.2024

Date of Manufacture / lata npoussoacrsa : 04/2024

Date of Expiry / Cpok rogsocts : 03/2029

Analysis performed according ND / Ananu3s nposeaen mo HJI: [1N011252/01-160123

3 |Average tablets weight 970.0 mg /970.0 Mr From 9409 mg to 9991 mg
CpenHsisi Macca (970.0 mg £ 3.0 %) /
TabaeTok Or 9409 wmr jgo 999, MT
(970,0 Mr £ 3,0 %)

4 |Disintegration /
PacnagaeMocTh

04 min 44 sec/ 04 MuH 44 cex

Not more than 30 min /
He 6onee 30 MmuH

5 |Dissolution /
PactBopeHue

100 % To 105 %

98 % to 102 %

Not less than 70% (Q) of CisHisO:
(Ibuprofen) after 30 min /

He wmemee 70 % (Q)
(ubynpoden) uepes 30 MUH
Not less than 70% (Q) of CsHoNO;
(Paracetamol) after 30 min /
He wmenmee 70 % (Q)
(napaueramon) yepes 30 MUH

Ci3H 1302

CsHoNO;

Remarks : The Product conforms to ND/
IIpumeuanue: [poaykr coorBeTcTByeT TpeboBanusam HJL

Opinion : APPROVED
3aximogenue: OJIOBPEHO

Prepared by /
[MoarororneHo: Ranjeet

3

Checked by /
[TpoBepeno:Santosh Kumar
Maurya

Approved by: Manager/Executive

/Ono6peHo: Meunemkep /
Pykoeoauten \,‘:Abhishek Chauhan

Reprint Date:
Jlata: 22.04.2024

Reprint Date:
Hata: 22.04.2024

Reprint Date:
Jara: 22.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel- +97 40 4900 2900, Fax: +41 40 4900 2998, Email- maii@drraddys com

CIN: L85195AP1984PLC0O04597
www.drreddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories [td,
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page3 of 7/Crp.3 n37

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyknnu®, Tab1eTKH, NOKPHITHIE INIEHOYHOI 000/104K0H, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2400618

Batch Quantity / O6bem naptuu : 713.70Kg

040002494210

Analytical Report No / AnasuTHuecknii oryer Ne :

Date of Analysis / JlaTa ananu3za: 22.04.2024

Date of Manufacture / laTta npoussoacrsa : 04/2024

Date of Expiry / Cpok roasoctu : 03/2029

Analysis performed according ND / Ananun3s nposeaex no HJ/I: 1 N011252/01-160123

6 |Related substances /

0.0003%

4-aminophenol (paracetamol impurity)

Ilpumeuanue: [Ipogykr coorBeTcTBYET TpeboBaHusm HJL

PoncTBeHHbBIE IPUMECH - not more than 0.005 % /

Method 1/ Merox 1 4-amuHOo(eHoN (NpUMeCh NapaneTaMmoria)
- He 6onee 0,005 %

Method 2 / Mertop 2 0.05% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jrobas eUHUYHAS NpHMech
(ubynpodena win mnapaneramona) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)
- not more than 0.7 % /

0.05% Cymma npumeceit (Meton 1 + Metoz 2)
- e 6onee 0,7 %
9 |Water/Boga 1.4% Not more than 5.0 % /
He 6onee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED

3axmaouenne: OJJOBPEHO

Prepared by /
[Tonroroeneno: Ranjeet

Checked by /

[IpoBepeno:Santosh Kumar

Approved by: Manager/Executive

Hara: 22.04.2024

/Onobpeno: Menemxep /
Maurya ( PykoBoaureny Abhishek Chauhan
(0 PR |
Reprint Date: Reprint Date: Reprint Date: - \

Jata: 22.04.2024

Hara: 22.04.2024

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

CIN: L85195AP1984PLC004507

www.drreddys.com




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

@
’ " Vill. Khol, Nalagarh Road, Baddi
Dr’ Reddy S ° Distt. Solan, H.P,, 173 205, INDJA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

Page4 of 7/ Ctp.4 m3 7

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykauH®, Ta61eTKH, MOKPLITHIE MJIEHOYHOH 000/109K0#, 400 mr + 325 mMr

Batch No / Cepust Ne : V2400618 Batch Quantity / O6bem napruu : 713.70Kg
Analytical Report No / AHanuTH4YecKHi# oTder Ne : Date of Analysis / lata anannsa: 22.04.2024
040002494210

Date of Manufacture / /lata npoussojcTsa : 04/2024 Date of Expiry / Cpox rognocth : 03/2029

Analysis performed according ND / Ananu3 nposegen no HJI: IT N011252/01-160123

10 |Uniformity of dosage
units /
OnHOpOAHOCT Acceptance value (AV) should be not
JIO3MpPOBAHUS 1.3 more than 15.0 /
- Ibuprofen /ubynpocden IMokazatens npuemneMocTu (AV) 10/KeH
ObITH He 6ontee 15,0
- Paracetamol/ 1.3 Acceptance value (AV) should be not
napaneTamos more than 15.0 /
[Tokazarens npuemiaeMoctd (AV) foJkeH
OBITH He Hoee 15,0
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [IpoayKT cooTBeTcTByeT TpebosanusaM HJ | 3akmouenue: ONOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[ToaroTosneno: Ranjeet [Tposepeno:Santosh Kumar /Opobpeno: Menemuxep /
@/. Maurya & Pyrcoso,mrre%bhjshek Chauhan
Reprint Date: Reprint Date: Reprint Date: !
Hata: 22.04.2024 Hata: 22.04.2024 Jara: 22.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telanganag, indiz
Tei: +91 40 4900 2900, Fax: +91 40 4300 2998, Email: maii@drraddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":'.

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

Vill. Khol, Nalagarh Road, Badd;,
Distt. Sofan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

PageSof 7/Ctp.5u3 7

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
NOyxauH®, Tab/IeTKH, NOKPbIThIE IIeHOYHOH 060/104K0i, 400 Mr + 325 mr

Batch No / Cepus Ne : V2400618

Batch Quantity / O6bem naptuu : 713.70Kg

040002494210

Analytical Report No / AHaanTH4YecKHif oTdeT Ne :

Date of Analysis / lata ananu3a: 22.04.2024

Date of Manufacture / Jlara npousBoactsa : 04/2024

Date of Expiry / Cpok rogsoctu : 03/2029

Analysis performed according ND / Anaan3 nposegen nmo HJI: TI N011252/01-160123

11 |Microbiological purity /

Muxkpobuosnoruieckas
yucrora*
a) Total aerobic NA Not more than 1000 CFU/g /
microbial count / He 6onee 1000 KOE/r
Ob1uee yucio
a3poOHBIX
MHKPOOPTaHU3MOB
NA
b) Total combined Not more than 100 CFU/g /
yeasts and mould count He 6onee 100 KOE/r
/ Ob1ee yucio
JPOAOKEBBIX U
TIJIECHEBBIX TPUOOB
NA
¢) E. coli Shall be absent in 1g / OrcyTcTBHE B
Ir
12 |Assay/ From 360.0 to 440.0 mg of Ci;3His02
KonuvectBeHHOE (Ibuprofen) per tablet /
onpeneneHue 397.6 mg/ 397.6Mr Ot 360,0 mr mo 440,0 mr Cp;sHizO:
(ubynpoden) B TabneTke
From 292.5 to 357.5 mg of CsHoNO;
(Paracetamol) per tablet /
322.40 mg /322.40 mr Or 292,5 mr mo 357,5 mr CsHoNO»

(napanieramon) B TabneTKe

Remarks : The Product conforms to ND/
Ipumeuanue: [Iponykt cooTBeTcTBYeT TpeboBanusaM HJ|

Opinion : APPROVED
3aximouenue: OJOBPEHO

Prepared by /
[Toarorosnexo: Ranjeet

@,

L

Checked by /
[Tposepeno:Santosh Kumar
Maurya (7

=

Approved by Manager/Executive

hauhan

Reprint Date:
Hara: 22.04.2024

Reprint Date:
Hara: 22.04.2024

Reprint Date: \
Jara: 22.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drraddys.com

CIN: LB5195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s “:'.

Dr. Reddy's Laboratories [td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 556001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Page 6 of 7/ Ctp. 6 u3 7

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykauu®, TabieTKH, NOKPBITHIE INIEHOYHOI 060104K0#, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2400618 Batch Quantity / O6bem naptuu : 713.70Kg
Analytical Report No / AnanuTH4ueckuii oryer Ne : Date of Analysis / J/laTa ananu3za: 22.04.2024
040002494210

Date of Manufacture / lata nponssoacrsa : 04/2024 Date of Expiry / Cpox rognocts : 03/2029

Analysis performed according ND / Ananu3 nposenes no HJ: TIN011252/01-160123

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. / Ilo 10 |in a carton. / ITo 10 Tabnerox B IIBX/Al
tabnerok B [IBX/Al 6nucrep. [To 1 |6aucrep. ITo 1, 2 unm 20 6amcrepos B
onuctepy B mayky KapTOHHYIO |Mauky KapTOHHYIO BMECTe c
BMECTE C  MHCTPYKUMEH 1O [MHCTpyKLHEH MO IPUMEHEHHIO.
TIPUMEHEHHIO.

14 | Labeling / MapkupoBka| According to ND. / B cootBetrctBuu ¢ HJI.

15 | Storage conditions / At temperature not more than 25 °C. /

XpaHeHue Ipu Temneparype He Bbiwe 25 °C.

16 | Shelf life / Cpox 5 years / 5 net

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. / [IpoBoauTcs MPOU3BOAUTENEM MPU
BBINYCKE TIEPUOANYECKH: JUIS Kax1oi 20-0i cepun umu He MeHee 1 pasa B roa. [TokasaTens MOXeT ObITh
He BKJIIOYEH B CepTHhHKAT aHan3a GUPMBL

Remarks : The Product conforms to ND/ Opinion : APPROVED

Mpumeuanne: [TpoaykT cootsercTyeT Tpebopanusam HJl | 3akmouenne: OIOBPEHO

Prepared by / Checked by / Approved hy: Manager/Executive

[Togroros :Ranjeet | [Iporepeno:Santosh Kumar /Ono6peno\Menemxep /
@ Maurya @C PykoBozuteys Abhishek Chauhan

Reprint Date: Reprint Date: Reprint Date: '

Hata: 22.04.2024 Hara: 22.04.2024 Jata: 22.04.2024

Registered Office:

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

Tei: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: maii@drraddys.com

CIN: L85195AP1984PLC004597
www.drreddys.com




Dr.Reddy’s ‘g‘

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

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

CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJHW3A

Page 7of 7/ Crp. 7 u3 7

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
No6ykaun®, TabaeTKH, NOKPHITHIE IIEHOYHOH 000104K0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2400618

Batch Quantity / O6bem napTu : 713.70Kg

040002494210

Analytical Report No / Ananuruyeckuii oryer Ne :

Date of Analysis / /lara ananu3za: 22.04.2024

Date of Manufacture / Jlata npoussoactsa : 04/2024

Date of Expiry / Cpok rogsnoctH : 03/2029

Analysis performed according ND / Anasnu3 nposeaen mo HJI: TIN011252/01-160123

API name (INN) /

Haumenosamme ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / [lapauneramon
API manufacturer batch number / PIBM230459 1163/23-24

Homep cepuu npoussoantess ADC:

FP Manufacturer API Batch number /

Homep cepun cyGcTaHINT FEQA00659 FERA00084

npoussoautens I'JID:

API Manufactured by & country /
IIpouspogurens ADC, cTpana:

Solara Active Pharma Sciences
Limited, India / Conapa DxtuB ®apma
Catiencus Jlumuren, Mugus

Sri Krishna Pharmaceuticals Ltd.,
India / Illpu Kpuiuna
dapmackrotukanc JIta., Unaus

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanne: [IponykT cooTBeTcTByeT Tpebopanusm HJI | 3akmouenne: OTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[ToarorosneHo: Ranjeet [IpoBepeno:Santosh Kumar /Onobpeno: Menexep /

@ > Maurya Pykoroauteny Abhishek Chauhan

5 L I

Reprint Date: Reprint Date: Reprint Date: \
Jata: 22.04.2024 Jara: 22.04.2024 Jara: 22.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +93 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drraddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




