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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykann®, Tab1eTKH, IOKPBITHIE NIEHOYHOH 000,104K0if, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301740

Batch Quantity / O6bem naptun : 769.0 Kg

040002111180

Analytical Report No / Ananutnueckuii oryer Ne :

Date of Analysis / JlaTa anann3za: 18.09.2023

Date of Manufacture / Jlata npousBojcrea : 08/2023

Date of Expiry / Cpox rognocrs : 07/2028

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

Ne |Test/ Iloka3aTenb

Results/ Pe3yJibTaThl

Specification / Hopma

1 |Description/ OmucaHue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnerku
KarcyaoBuIHOH (opmbl, HMOKPBITHIE
TUTeHOYHOM 000JIOUKOl OpaHXeBOro
I[BETa, C PUCKOH Ha OIHOHN CTOPOHE;
Ha IIONEepPeYyHOM paspe3e — sApo
6enoro 1BeTa.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / TabneTku
KalCyNoBHAHOH  (GOPMBL,  MOKPBITHIE
[IEHOYHOH  O0OJNIOYKOH  OpaH)XKeBOro
LBETa, C PUCKOM Ha OAHON CTOpOHE; Ha
IonepeyHoM paspese — sAApo Oenoro wiu
o4TH OeNioro LBeETa.

2 |Identification /
IlopnuHHOCTH

Complies as prescribed/
CoOoTBETCTBYET

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 yaepKHUBaHUS OCHOBHBIX IMKOB
Ha XpOMaTorpaMme UCTIBITYEMOTO
pactBopa  JOJDKHBI ~ COOTBETCTBOBATh
BpeMEHaM  yINEpXKHBaHMsA IMKOB Ha
XpoMaTrorpaMMe pacTBOpa CTaHIAapTHBIX
obpazuoB uOynpodeHa M MapaleTamona
(pa3zen «KonuyecTBeHHOE
OIpPEJIENIEHHEN)

3 | Average tablets weight
CpenHssa mMacca
TabJIETOK

973.2mg/973.2 Mr

From 9409 mg to 999.1
(970.0 mg £3.0 %) /
Or 9409 MI

(970,0 mMr £ 3,0 %)

mg

999,1 MI

no

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr cooTBeTcTBYeT TpeboBaHusam HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by /
[TogroroBneHo:
Pravesh Rana  //

Checked by /
[TposepeHo: Santosh Kumar

Maurya Q@

—

Approved by: Manager/Executive/
Onobpeno: Menemkep / Pykosonurens
Manoj Kumar

Reprint Date:.
JHarta: 01.12.2023

Reprint Date:
Jata: 01.12.2023

Reprint Dafe:
Jata: 01.12.2023

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: L85195AP1984PLC0O04507
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

CERTIFICATE OF ANALYSIS ww.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NO6ykaun®, TabieTkd, NOKPbITHIE ILIEHOYHOH 060104K0i, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301740

Batch Quantity / O6bem napthu : 769.0 Kg

040002111180

Analytical Report No / AnaaurnyeckHii oryer Ne :

Date of Analysis / J[faTa ananusa: 18.09.2023

Date of Manufacture / Jlata mpoussoactea : 08/2023

Date of Expiry / Cpok rogaoctu : 07/2028

Analysis performed according ND / Ananus nposenen no HJ: [T N011252/01-160123

4 |Disintegration /
PacnanaeMocTs

06 min 39 sec/ 06 muH 39 cek

Not more than 30 min /
He 6ouiee 30 Mun

5 |Dissolution /
PactBopenne

97 % To 100 %

98 % to 101 %

Not less than 70% (Q) of Ci3sHisO;
(Tbuprofen) after 30 min /

He wenee 70 % (Q) CisHisO2
(ubympoden) uepes 30 MuH

Not less than 70% (Q) of CgHoNO,
(Paracetamol) after 30 min /

He wMmemee 70 % (Q) CgHoNO;
(maparietamon) yepes 30 MHH

Remarks : The Product conforms to ND/
ITpumeuanue: [TpoayKr cooTBeTCTBYET TpeboBanuam HJI

Opinion : APPROVED
Jaxmouenne: OJJOBPEHO

Hara: 01.12.2023

Jara: 01.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[loaroroBneno: // ITposepeHo: Santosh Kumar Omo6peHo: Menemxep / PykoBoaurens
Pravesh Rana Maurya A Manoj Kumar

wDNe

it =
Reprint Date:. Reprint Date: Reprint Date:

Jara: 01.12.2023

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: L85195AP1984PLC0O04507
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

CERTIFICATE OF ANALYSIS yyww drreddys.com
CEPTU®OUKAT AHAJIH3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykanu®, TabaeTKH, NOKPITHIE N1eHOYHO# 060.104K0ii, 400 mr + 325 mr

Batch No / Cepust Ne : V2301740

Batch Quantity / O6bem maptun : 769.0 Kg

040002111180

Analytical Report No / AnaquTnuecknii oryer Ne :

Date of Analysis / JaTa ananm3a: 18.09.2023

Date of Manufacture / Jlata npousBoacrsa : 08/2023

Date of Expiry / Cpok rogaoctu : 07/2028

Analysis performed according ND / Anaau3s nposeaen no HJI: TT NOI 1252/01-160123

6 |Related substances /
PoncTeeHHbBIE IPAMECH
Method 1/ Meton 1

0.0001%

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

- ge Goiee 0,005 %

Method 2 / Meton 2 Below BDL (BDL= 6883) / Hiuxe |Any individual impurity (ibuprofen or
nopora perucTpauuy paracetamol) - not more than 0.3 % //
(ITP =6883) JIobas eAMHNYHAS npUMech
(ubynpodeHa WM MapaleTamosia) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)
- not more than 0.7 % /
Cymma npumeceii (Merox 1 + Meron 2)
0.0001% - ge 6ornee 0,7 %
9 |Water/Bogaa 1.6% Not more than 5.0 % /

He 6oiee 5,0 %

Remarks : The Product conforms to ND/
IIpumeuanue: [Tponyxr cooTBercTBYET TpeboBanuam HJ

Opinion : APPROVED
3aximouenue: OJIOBPEHO

Prepared by /
[loarorosieHo:
Pravesh Rana

Checked by /
[Ipoeepeno: Santosh Kumar

Approved by: Manager/Executive/
Opo6peHo: Menemxep / PykoBoauTeJb
Manoj Kumar

Reprint Date:.
Hara: 01.12.2023

Maurya %
Reprint Date:

Hara: 01.12.2023

Reprint Date:
Hata: 01.12.2023

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: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s Q%.'.

Dr. Reddy's Laboratories Ltd.

Formuiation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

CEPTUOHUKAT AHAJIN3A

Page4 of 6/ CTp. 4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykanH®, Tab1eTKH, MOKPLITHIE IUICHOYHOH 000/1049K0i, 400 mr + 325 mr

Batch No / Cepus Ne : V2301740

Batch Quantity / O6nem naprun : 769.0 Kg

040002111180

Analytical Report No / AHanuTnueckuii oTyer Nt :

Date of Analysis / /laTa anann3za: 18.09.2023

Date of Manufacture / /lata npon3Bogcrsa : 08/2023

Date of Expiry / Cpok roguocta : 07/2028

Analysis performed according ND / Auaaus nposeaen mo HJ[: [1N011252/01-160123

10 |Uniformity of dosage

units /

OmHOPOIHOCTH Acceptance value (AV) should be not

JIO3APOBAHUS 1.1 more than 15.0 /

- Ibuprofen /ubynpoden IMokazarens npuemnemoctd (AV) nomker
ObITE He Gosee 15,0

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

napaneTaMmort more than 15.0 /
ITokaszatens npuemneMoctd (AV) nomkeH
ObITH He Gonee 15,0

11 |Microbiological purity /

Mruxkpobuonorudyeckas

yucToTa*

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

microbial count / He 6onee 1000 KOE/r

Obee yucno

a3poOHBIX

MHKpPOOPraHu3MOB

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

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

/ Ob1wee yucIo

JPOAOKEBBIX H

IJIECHEBBIX IPUOOB

c) E. coli NA Shall be absent in lg / OrcyTcTBHE B

1r

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoaykT coorBeTcTBYET TpeboBaHusam HJT

Opinion : APPROVED
3akmouenne: OJJOGPEHO

Tata: 01.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/
IloarorosneHo: [IpoBepeHo: Santosh Kumar Onobpeno: Menemxep / PykoBoaurens
Pravesh Rana Maurya J{ Manoj Kumar

—
Reprint Date:. Reprint Date: Reprint Date:

Hata: 01.12.2023

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




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

CERTIFICATE OF ANALYSIS yww drreddys.com
CEPTU®UKAT AHAJIU3A

Page 50f 6/ Ctp.5u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yKkaun®, Ta6eTKH, IOKPHIThIE NUIEHO4YHOH 060/104K0ii, 400 Mr + 325 mMr

Batch No / Cepus Ne : V2301740

Batch Quantity / O6nem maptin : 769.0 Kg

040002111180

Analytical Report No / AHanuruyeckuii otyer Ne :

Date of Analysis / JaTa anaam3a: 18.09.2023

Date of Manufacture / Jlata npoussojacTsa : 08/2023

Date of Expiry / Cpok rogsocrH : 07/2028

Analysis performed according ND / Anauu3 npoeger mo HJ: 1 N011252/01-160123

12 |Assay/

OIpeaCICHUE

KonnyecTBeHHOE

401.1 mg/401.1 mr

324.23 mg/ 324.23 mMr

From 360.0 to 440.0 mg of CisHi3s0:
(Ibuprofen) per tablet /

Ot 360,0 MIT OO0 440,0 Mr C13H1802
(ubymnpoden) B Tabnerke

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

Ot 2925 mr pmo 357,5 mr CgHoNO,
(mapauieramon) B TabeTke

13 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabnerok B [IBX/Al 6aucrep. Ilo 1
OmicTepy B TAYKy KapTOHHYIO
BMECTE C  HHCTPYKUHEH 1o

MPUMEHECHHUIO.

10 tablets in PVC/AI blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 tabnetox B TIBX/Al
onmucrep. ITo 1, 2 unu 20 61uctepoB B
navuky KapTOHHYIO BMECTE c
HHCTPYKI[HEH 110 TPUMEHEHHIO.

14 | Labeling / MapxupoBka| According to ND. / B cootetcTBru ¢ HJI

Xpanenue

15 | Storage conditions /

At temperature not more than 25 °C. /

ITpu Temneparype He sbiue 25 °C.

rOOHOCTH

16 | Shelflife / Cpox

5 years/ 5 mer

* 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. / [IpoBOAHTCS IPOH3BOAUTENEM NPH
BBIITyCKE TIEPHOIMUECKH: JUIsl Kaxaoi 20-oi cepuu niu He MeHee 1 pasa B rof. Ilokazatesnib MOXET ObITh
He BKJIFOUCH B cepTHOUKAT aHanu3a GUPMBI

Remarks : The Product conforms to ND/
ITpumeuanue: ITpoaykT cooTBeTcTBYeT TpeboBanuam H/L

Opinion : APPROVED
3akniouenue: OJJOBPEHO

Prepared by /
IToarorosneHo:
Pravesh Rana

]

Checked by /
[TposepeHo: Santosh Kumar
Maurya

—

Approved by: Manager/Executive/
Ono6peno: Menemxep / Pykopoaurens
Manoj Kumar

Reprint Date:.
Jata: 01.12.2023

Reprint Date:
Jara: 01.12.2023

Reprint Date:
Jata: 01.12.2023

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: L85195AP1984PLC0O04507
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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOUKAT AHAJIU3A

Page 6 of 6 / CTp. 6 13 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
U6ykauu®, TabaeTKH, NOKPBITHIE IIEHOYHOH 000/104K0i, 400 Mr + 325 mr

[Batch No / Cepust Ne : V2301740

Batch Quantity / O6sem naptnu : 769.0 Kg

040002111180

Analytical Report No / AHaanTHYecKkHii oTder Ne :

Date of Analysis / JlaTa anammza: 18.09.2023

Date of Manufacture / lata npousBoacrsa : 08/2023

Date of Expiry / Cpok rognocru : 07/2028

Analysis performed according ND / Ananu3 nposenen mo HJI: 1 N011252/01-160123

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

Ibuprofen / U6ynpoden

Paracetamol / [Tapaueramon

API manufacturer batch number /
HomMmep cepnH NPOU3BOIHTEJIS
ADC:

PIBM230173

4057/23-24

FP Manufacturer API Batch
number /

Homep cepun cy6cTaHIIuM
npoussoauteas I'JID:

FEQA00296

FEQA00242

API Manufactured by & country /
IIpouzBomurens APC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa OxTHB
®apma CaiteHcns JIumuresn,
WUnpus

Sri Krishna Pharmaceuticals Ltd.,
India / Illpu Kpumsa
®dapmacsrotukaic JIta., Manusa

Remarks : The Product conforms to ND/
IIpumeyanune: [Tpoaykt cooTBeTcTBYET TpeboBaHUAM HJI

Opinion : APPROVED
3akarouenue: OJJOBPEHO

Jara: 01.12.2023

Jara: 01.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarotoBineHo: [TpoeepeHo: Santosh Kumar Omo6peHo: Menexep / PykoBoautens
Pravesh Rana | Maurya @ Manoj Kumar

Reprint Date:. Reprint Date: Reprint Date:

Hata: 01.12.2023

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: L85195AP1984PLC0O04507
www.drreddys.com




