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 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 1 0of 8 /Crp.1 u3 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoyknuH®, TabieTKH, NOKPLIThIE ILIEHOYHOI 060104K0MH, 400 Mr + 325 Mr

I_Batch No / Cepust Ne : V2400619

Batch Quantity / O6bsem naptun : 756.2Kg

040002494949

Analytical Report No / AHasuTn4yeckuii oryer Ne :

Date of Analysis / /laTa ananu3za: 23.04.2024

Date of Manufacture / lata nponzsoacrsa : 03/2024

Date of Expiry / Cpok rogHoctu : 02/2029

Analysis performed according ND / Ananu3s npoeeaen no HJ/[: I1 N011252/01-160123

No

Test / Iloka3zaTenanb

Results/ Pe3yabTaThl

Specification / Hopma

1 [Description/ Onucanue

Orange film-coated, capsule-shaped,
onc-side scored tablets; white core at
the cross-section. ./ Tabnerku
KanCyJOBUAHOM (GOPMBI, MOKPBITHIE
TUIEHOYHOH 000JI0YKOH OpaH>KeBOro
IIBETa, C PUCKOH Ha OJHOH CTOpOHE;
Ha TIONEpPEeYHOM paspese — SApO
OeJsoro LBeTA.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / TabneTku
KATCYJOBUAHOW  (OpPMBI,  TIOKPBITHIE
IUIEHOYHOH ~ 00O0NIOYKOH  OpaHXeBOro
[[BETAa, C PUCKOH Ha OAHOH CTOpPOHE; Ha
TMIONEPEYHOM paspese — sApo Gesoro uiau
IOYTH 6€JIoro UBeTA.

Remarks : The Product conforms to ND/

IIpumeuanne: [IponykT cooTBeTcTBYeT TpeboBanusaM HJI

Opinion : APPROVED
3akiaouenue: OJJOBPEHO

Prepared by / Checked by /

[Toaroroneno: Ranjeet

o

Maurya

ITposepeno: Santosh Kumar

—-—

Approved by: Manager/Executive
/OnobpeHo: Menefixxep /
Pykosonutens: Aphishek |

Chauhan
Reprint Date: 23.04.2024 Reprint Date: 23.04.2024 Reprint Date: 23.04.2024
Hara: Hara: Hara:

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

CIN: L85195AP1984PLC004507

www.drreddys.com



Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltd,
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
CEPTUOUKAT AHAJIU3A

Page2 of 8/ Crp.2 u3 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoyxkauu®, TabieTKH, NOKPLITHIE ILIEHOYHOH 060104K0H, 400 mr + 325 Mr

Batch No / Cepus Ne : V2400619

Batch Quantity / O6bem maptun : 756.2Kg

040002494949

Analytical Report No / AHanuTHYecKHi oTyeT N2 :

Date of Analysis / laTa anaiusa: 23.04.2024

Date of Manufacture / Jlata npoussoacrsa : 03/2024

Date of Expiry / Cpok rogsoctu : 02/2029

Analysis performed according ND / Ananu3 nposenen nmo HJI: [IN011252/01-160123

2 |Identification /
IMoanuHHOCTE

Complies as prescribed/
CoorBercTBYET

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 yaep>KUBaHUSI OCHOBHBIX MTHUKOB

Ha XpoMaTtorpamme UCIIBITYEMOI'O
pacTBOpa JIOJIKHBI COOTBECTCTBOBATH
BpEMCHAM  YAEPXHBAHHUA  TIMKOB Ha

XpoMmarorpaMMe pacTBOpa CTaHAAPTHBIX
obpasiioB ubynpodeHa u mnapareramona
(paznen «KonuuecTBeHHOE
onpeaeneHne»)

Remarks : The Product conforms to ND/
Ipumeuanue: IIpoaykr coorBercTByeT TpedoBanmuam HJJ

Prepared by /

[ToaroroeneHo: Ranjeet
- Maurya

Checked by /
[IposepeHo: éi_::giosh Kumar

—

Opinion : APPROVED
3aknouenune: OJJOBPEHO

Approved by: Manager/Executive
/Onobpeno: Mengmxep /
PykoBoanTens: Abhishek

Chauhan

Hara:

Reprint Date: 23.04.2024

Reprint Date: 23.04.2024
JaTta:

Reprint Date: 23.04.2024
Jara:

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: maii@drreddys.com

CIN: L85195AP1984PLC004507

www.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 : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page30of 8/ Crp.3 u3 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykaun®, TabeTKH, NOKPLITHIE IEHOYHOI 0601049K0H, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400619

Batch Quantity / O6bem napTuu : 756.2Kg

040002494949

Analytical Report No / AHaauTH4YecKHii oT4er No :

Date of Analysis / JlaTa anaqau3za: 23.04.2024

Date of Manufacture / JlaTta npou3soactsa : 03/2024

Date of Expiry / Cpox rogaocts : 02/2029

Analysis performed according ND / Anann3 nposegen nmo HJI: I1 N011252/01-160123

3 | Average tablets weight 973.5mg /973.5 Mr From 9409 mg to 9991 mg
CpenHsist Macca (970.0 mg + 3.0 %) /
TabJIeTOK Or 940,9 wMr jo 9991 mr
(970,0 mr + 3,0 %)

4 |Disintegration /
PacnamaemocTs

05 min 43 sec/ 05 muH 43 cek

Not more than 30 min /
He 6omnee 30 MuH

5 |Dissolution /
PactBopenue

98 % To 101 %

99 % to 103 %

Not less than 70% (Q) of CisHis0:
(Ibuprofen) after 30 min /

He w™enmee 70 % (Q)
(ubynpoden) uepe3 30 MuH
Not less than 70% (Q) of CsHyNO;
(Paracetamol) after 30 min /
He w™enee 70 % (Q)
(napaueramod) yepe3 30 MHH

C13Hl802

CsHoNO;

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykr cooTBeTcTBYeT TpeboBanusam HJL

Prepared by /

2

IToarororneHo: Ranjeet

Checked by /
[Tposepeno: Santosh Kumar

Maurya @:\_

Opinion : APPROVED
3akmoyenne: OJJOBPEHO

Approved by: Mana er!E_,xecutivc

Jlara:

Reprint Date: 23.04.2024

Reprint Date: 23.04.2024
Hara:

/Opobpeno: Menemgicep /
PykoBoautens: Abhi (
Chauhan

Reprint Date: 23.04.2024
JlaTa:

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: maii@drraddys.com

CIN: L85195AP1984PLCO04507
www.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 : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

Page 4 of 8 /C1p. 4 u3 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykanu®, TabieTKH, NOKPbITHIE MIEHOYHOMH 000104K0MH, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400619

Batch Quantity / O6bem maptuu : 756.2Kg

040002494949

Analytical Report No / Ananutuyeckuii ordyer Ne :

Date of Analysis / JlaTa ananu3a: 23.04.2024

Date of Manufacture / lata npousBogcrsa : 03/2024

Date of Expiry / Cpok rogsocrtn : 02/2029

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

6 |Related substances /

6.0002%

4-aminophenol (paracetamol impurity)

PojcTBeHHBIE TPUMECH - not more than 0.005 % /

Method 1/ Mcton 1 4-amuHoderon (MpumMech napareramosa)
- He Goutee 0,005 %

Method 2 / Meton 2 0.04% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
JTrobast eUHUYHAs NIPUMECH
(ubynpodeHa unM napaueTamosia) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)
- not more than 0.7 % /

0.04% Cymma npumeceit (Meron 1 + Meron 2)
- He 6onee 0,7 %
9 |Water/Bogna 1.3% Not more than 5.0 % /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
Ilpumeuanne: IIponykt cooTBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3aknwuenne: OJOBPEHO

Prepared by /
[ToaroroeneHo: Ranjeet

(&

Checked by /
I[Tposepeno: Santpsh Kumar
Maurya

————

Approved by: Manager/Executive
/Ono6peno: Menenxgp /
Pyxosoutens: Abhighek
Chauhan /

Reprint Date: 23.04.2024
Jara:

Reprint Date: 23.04.2024
Jara:

r

Reprint Date: 23.04.2024
Hara:

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: maii@drraddys.com

CIN: L85155AP1984PLC004507
www.drreddys.com




Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Badd}j,
Distt. Solan, H.P.,, 173 205, INDIA

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

PageSof 8/ Crp. 5 u3 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoyxkanH®, TabeTKH, NOKPLITHIE IUIEHOYHOH 000/104K0H, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2400619

Batch Quantity / O6bem naptuu : 756.2Kg

040002494949

Analytical Report No / AnajuTu4yeckuii oTyer Ne :

Date of Analysis / [laTa apaauza: 23.04.2024

Date of Manufacture / [lata npouszBoacrsa : 03/2024

Date of Expiry / Cpok roanocts : 02/2029

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

10 |Uniformity of dosage
units /

Onuopoanoctr
JIO3UPOBAHHUS

- Ibuprofen /ubynpoden

- Paracetamol/
napareTamoJt

Acceptance value (AV) should be not

1.1 more than 15.0 /

IMokaszatens npuemiieMocTd (AV) 1oMkeH
ObITh HE Oonee 15,0

1.0 Acceptance value (AV) should be not

more than 15.0 /
[TokazaTens npuemieMoctd (AV) 1oJDKeH
ObITH He 6onee 15,0

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr cootBercTBYeT TpeboBanusaM HJJ

Opinion : APPROVED
3akawouenue: OJIOBPEHO

Prepared by /
[Tonrotosnexo: Ranjeet

Checked by /
[Tposepeno: Santosh Kumar

Maurya 4

Approved by: Manager/Executive
/Onobpeno: Menemykep /
Pykosoautens: AbHishek

- Chauhan
Reprint Date: 23.04.2024 Reprint Date: 23.04.2024 Reprint Date: 23.04.2024 [
Hara: Hata: Hara:

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

CIN: L85195AP1984PLCO04507
www.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 : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIU3A

Page 6 of 8 /Crp. 6 3 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykauu®, TabeTKH, NOKPHITHIE IIeHOYHOH 060a04Koit, 400 mr + 325 mr

Batch No / Cepusi Ne : V2400619

Batch Quantity / O6bem maptuu : 756.2Kg

040002494949

Analytical Report No / AHannTu4yeckuii oryer Ne :

Date of Analysis / lata ananmu3a: 23.04.2024

Date of Manufacture / lata npoussoacrsa : 03/2024

Date of Expiry / Cpok rogsocts : 02/2029

Analysis performed according ND / Anann3 nposegen mo HJI: IT N011252/01-160123

11 |[Microbiological purity /
Miukpobuonoruyeckas
qucrorta*

324.37 mg /324.37 mr

a) Total aerobic NA Not more than 1000 CFU/g/
microbial count / He 6onee 1000 KOE/r
O0uiee uucno
aspOOHBIX
MHKpPOOPraHH3MOB
NA
b) Total combined Not more than 100 CFU/g /
yeasts and mould count He 6oitee 100 KOE/r
/ O0111ee YnciIo
JPOXOKEBBIX U
IIECHEBBIX rpUbOB
NA
c) E. coli Shall be absent in 1g / OtcyrcTBHE B
Ir
12 |Assay/ From 360.0 to 440.0 mg of C;3HisO2
KonnuecTBeHHOE (Tbuprofen) per tablet /
omnpeaeieHue 393.7 mg/393.7mr Or 360,0 mr mo 440,0 mr CisHisOq

(ubynpoden) B Tabnerke

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

Or 292,5 mr go 357,5 mr CsHoNO»
(mapatieTamon) B TabJIETKE

Remarks : The Product conforms to ND/
IIpumeuanue: [Tpoaykt coorBercTByeT TpeboBanusaM HJI

Opinion : APPROVED
3axkmouenune: OJOBPEHO

(>

Prepared by / Checked by /
[ToaroroBneHo: Ranjeet | [Ipoepeno: Santosh Kumar
Maurya &

Approved by: Manager/Executive

/Onobpero: Menemxgp /
PykoBoauTes: Abt%@ek/
Chauhan /

Reprint Date: 23.04.2024
Jlara:

Reprint Date: 23.04.2024
JlaTa:

Reprint Date: 23.04.2024 |
Hara:

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: maii@drraddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




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

5
Dr. Reddy’s q;.. Vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 7 of 8/ Crp. 7 m3 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HoykauH®, Tab1eTKH, MOKPbITHIE IIEHOYHOH 000104K0i, 400 Mr + 325 mr

Batch No / Cepus Ne : V2400619 Batch Quantity / O6bem naptum : 756.2Kg
Analytical Report No / AHanuTuuecknii oryer Ne : Date of Analysis / /laTa ananusa: 23.04.2024
040002494949

Date of Manufacture / JlaTta npoussoactsa : 03/2024 Date of Expiry / Cpok roguoctu : 02/2029

Analysis performed according ND / Anaau3s nposegen no HJI: [IN011252/01-160123

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 I[IBX/Al
tabnetok B [IBX/Al 6nuctep. [To 1 |6nucrep. o 1, 2 unu 20 6amcrepos B

Omycrepy B TMayky KapTOHHYIO |MayKy KapTOHHYIO BMECTe c
BMECTE C  UHCTPYKUMEH 1O |MHCTPYKLHMEH MO MPUMEHEHHIO.
PUMEHEHHUIO.

14 | Labeling / MapkupoBxka| According to ND. / B coorserctBuu ¢ HJI.

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

XpaHeHHe I[Tpu temneparype se Bbilue 25 °C.
16 | Shelf life / Cpoxk 5 years / 5 net
rOJHOCTH

* 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 TPOM3BOAKTENEM TNPU
BBIMYCKE MEePHOJHUECKH: s Kaxaoi 20-oit cepun unu He MeHee 1 paza B rof. Ilokasarens MOXET OBITH
He BKJIIOYEH B cepTHUQUKAT aHaNnn3a GUPMBI

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [IpoaykT cootBetcTyeT TpeGopanusam HJl | 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Toaroroeneno: Ranjeet | IIposepeno: Santosh Kumar /Onobpeno: Meune
Maurya PykoBoauTtens: s
P .
Chauhan /
Reprint Date: 23.04.2024 Reprint Date: 23.04.2024 Reprint Date: 23.04.2024 '
Hara: Hara: Hara:

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: maii@drreddys.com
CIN: L85195AP1984PLC004507
www.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 : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 8 of 8 /C1p.8 u3 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Moykiuu®, TabneTKn, NOKPbITHIE IVIEHOYHOH 000/104K0M, 400 Mr + 325 Mr

Batch No / Cepusi Ne : V2400619

Batch Quantity / O0bem nmaptuu : 756.2Kg

040002494949

Analytical Report No / Ananutu4yecknii oryer Ne :

Date of Analysis / JlaTa ananu3za: 23.04.2024

Date of Manufacture / lata npoussoactsa : 03/2024

Date of Expiry / Cpok rogaoctu : 02/2029

| Analysis performed according ND / Anayus nposesen mo HJI: IINO1 1252/01-160123

API name (INN) /
IlanmenoBanne A®C (MHH):

Ibuprofen / U6ynpoden

Paracetamol / [Tapanetamon

API manufacturer batch number /
Howmep cepun npoussogurtenss ADC:

PIBM230458

4596/23-24

Howmep cepun cyGcTaHnuu
npoussoauTens IJID:

FP Manufacturer API Batch number /

FEQA00658

FERA00005

IIpousBoaurens ADC, ctpana:

API Manufactured by & country /

Solara Active Pharma Sciences
Limited, India / Conapa DxtuB ®apma
Caitencus Jlnmuren, Uuaus

Sri Krishna Pharmaceuticals Ltd.,
India / [lIpu Kpniuna
®apmacsrotukanic JIta., Muaus

Remarks : The Product conforms to ND/
ITpumeuanue: Ipoaykt cooTBeTCTBYET TpeboBanusm HJI

Opinion : APPROVED
3akiawuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[TonroroBneno: Ranjeet [ [Iposepeno: Santosh Kumar /OnobpeHo: Menemgep /
o Maurya { >\;_ Pykooautens: Abllishek
Chauhan >
Reprint Date: 23.04.2024 Reprint Date: 23.04.2024 Reprint Date: 23.04.2024 |
Hara: Jara: Jlata:

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

CIN: L85195AP1984PLC0O04507

www.drreddys.com



