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CERTIFICATE OF ANALYSIS

[r, Reddy's Laberatories Lid
Formulation Unit-o

Yill. Khol, Nalagarh Road, Bad«li,

Sistt. Solan, H.E, 172 205, INDiA
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CEPTHOHUKAT AHAJIU3A

Page1of6/Ctp. 1136

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
M6ykauu®, Ta6JeTKM, IOKPHITHIE IUIEHOYHOH 00010uK0#, 400 Mr + 325 mr

Batch No / Cepns Ne : V2302291

Batch Quantity / O6bem napruu : 766.2 Kg

Analytical Report No / AHanuTH4eckuii oTyer No :
040002324189

Date of Analysis / JlaTta anannsa: 11.12.2023

Date of Manufacture / lata npousBoacrsa : 11/2023

Date of Expiry / Cpok roguoctu : 10/2028

Analysis performed according ND / Anann3 nposeaen nmo HJI: [1N011252/01-160123

Ipumeuanue: [Ipoaykr coorBercTByeT TpeboBaHusaM HJJ

N |Test/ Iloka3zaTensp Results/ Pe3yabTaThl Specification / Hopma
1 |Description/ Onuicanne |Orange film-coated, capsule-shaped,|Orange film-coated, capsule-shaped, one-
one-side scored tablets; white core at|side scored tablets; white or off-white
the  cross-section../  Tabnerku|core at the cross-section. / Tabnerku
KancynoBuAHON (OPMBI, MOKPBITHIE|KANCYJOBUAHONH  GOPMBI,  ITOKPBHITBIE
MIEHOYHOM 0OO0NOUKOH OpaH)XEBOTO |MIEHOUHOH  000NOYKOH  OpaHXeBOro
LBETa, C PUCKOI Ha OJHOH CTOpPOHE;|NBETa, C PUCKOH Ha OJHOH CTOpOHE; Ha
Ha TIOMEPEeYHOM paspe3e — SAPO|IIONEpeyHoM paspese — aapo Oenoro uim
Genoro nBeTa. noytu 6enoro nBera.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
IToaMHHOCTD CoO0TBeTCTBYET 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 ynep>XuBaHUSI OCHOBHBIX ITHKOB
Ha XpoMmarorpamme HCIIBITYEMOT0
pacTBopa  HO/DKHBI  COOTBETCTBOBATH
BpeMEHAM YACP)KWUBaHUS IHKOB  HA
XpoMarorpaMMe pacTBOpa CTaHOAPTHBIX
obpasuoB udbynpodeHa u napauneramosna
(paznen «KonuuecTBeHHOE
OTIpeNIeIEHUEY)
3 |Average tablets weight 968.4 mg/ 968.4 mr From 9409 mg to 999.1 mg
Cpenusist Macca (970.0 mg£3.0 %)/
TabJIeTOK Or 9409 wmMr Jo 999,1 MT
(970,0 mr + 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED

3akaouenne: OJOBPEHO

ITara: 11.12.2023

Jara: 11.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarotosieHo: — [IpoBepeno: Santosh Kumar Ono6peno: Menemxep / PykoBoaurens
Shivani )gl Maurya o Manoj Kumar

e
Reprint Date:. Reprint Date: Reprint Date:

Jlara: 11.12.2023




Dr.Reddy’s Qf‘

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Page2 of 6/ CTp.2 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Moykanu®, TabaeTkH, NOKPbITHIE MIeH04YHO# 000104Koii, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2302291

Batch Quantity / O6bem naprTan : 766.2 Kg

040002324189

Analytical Report No / AnanuTndeckuii oruer Ne :

Date of Analysis / /lata ananunsa: 11.12.2023

Date of Manufacture / Jlata npon3Boacrsa : 11/2023

Date of Expiry / Cpok rogsoctu : 10/2028

Analysis performed according ND / Auann3s npoeeged no H/I: TIN011252/01-160123

4 |Disintegration /

PacnagaemMocTh

09 min 09 sec/ 09 mun 09 cek

Not more than 30 min /
He 6onee 30 MuH

5 |Dissolution /
PactBopenue

98 % To 101 %

98 % to 101 %

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 CsHoNO,
(Paracetamol) after 30 min /
He w™enmee 70 % (Q)
(napaueramon) yepes 30 MUH

Ci3H 30

CsHoNO;

Remarks : The Product conforms to ND/
Ipumeuanue: [Iponykr coorBercTByeT Tpebosanuam HJT

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[Moarorosneno: & ITpoeepeno: Santosh Kumar Ono6peHo: Menemkep / PyKoBQIHTENb
Shivani A ] Maurya I’ﬁ\J Manoj Kumar j g ij

— e
Reprint Date:. Reprint Date: Reprint Date:
Jata: 11.12.2023 Hara: 11.12.2023 Hara: 11.12.2023




Dr.Reddy’s ‘g‘

Or. Reddty's Laberateries Lid
Formulation Unit-5

Vill. Khel, Malagarh Road, Bacdidj,

Distt. Solan, H.P,, 173 205, INDA

fel 091 28166 56001-02

CERTIFICATE OF ANALYSIS /v drrecdyscom
CEPTHO®UKAT AHAJIN3A

Page30of6/Crtp.3 u36

E’;oduct: Ibuclin, film-coated tablets, 400 mg + 325 mg
Moykann®, Tab1eTKH, NOKPBITHIE IEHOYH O 060.J104Koii, 400 mr + 325 mr

Batch No / Cepusi Ne : V2302291

Batch Quantity / O6bem napTum : 766.2 Kg

040002324189

Analytical Report No / AuaauTHyeckuii oTuyer N :

Date of Analysis / laTa ananuza: 11.12.2023

Date of Manufacture / [lata npon3sogcrea : 11/2023

Date of Expiry / Cpok roanocru : 10/2028

Analysis performed according ND / Ananns nposesen no HJI: TI N011252/01-160123

6 |Related substances /
Poxcreenusle npumecu
Method 1/ Meton 1

Method 2 / Mertop 2

0.0003%

0.04%

0.04%

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

4-amuHodeHon (mpUMech napalieTamona)
- He 6onee 0,005 %

Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jrobas eAMHUYHAS NpUMECh
(ubynpodena unu napaueramosna) - He
6onee 0,3 %

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

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

9 |Water/Boga

1.4%

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

Remarks : The Product conforms to ND/
IIpumeyanue: IIpoaykT cooTBeTCTBYET Tpebopanusam HJJ

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Jara: 11.12.2023

Harta: 11.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarorosneHo: - [IpoeepeHno: Santosh Kumar Ono6peno: Menemxep / Pykopoautens
Shivani /% ’ Maurya Manoj Kumar @I

Reprint Date:. Reprint Date: Reprint Date:

Hara: 11.12.2023

[
R

waww, drreddys.com

iderahad - 500034, Teiangana, inrdio

nai mal@dirreddycom
Clid: IRE1 05 AP L GRAPLCO0ASUT




Dr.Reddy’s Q':'

Di. 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 /" drreddye.con
CEPTHOHKAT AHAJIN3A

Page4 of 6/ CTp. 4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykann®, TabeTKH, NIOKPLITHIE I1eHOYHOH 060.104K0ii, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2302291

Batch Quantity / O6bem naptuu : 766.2 Kg

Analytical Report No / AHanuTHYecKkuii oryer Ne :
040002324189

Date of Analysis / {aTa ananu3za: 11.12.2023

Date of Manufacture / JlaTta npousBoacrsa : 11/2023

Date of Expiry / Cpok rognocts : 10/2028

Analysis performed according ND / Ananus nposeaen no H/L: IT NO1 1252/01-160123

s

10 |Uniformity of dosage

units /

OnHOPOJHOCTD Acceptance value (AV) should be not

JIO3UPOBAHUS 1.3 more than 15.0 /

- Ibuprofen /ubynpoden ITokazaTens nmpuemaemocti (AV) noinkeH
OBITE He Oonee 15,0

- Paracetamol/ 1.2 Acceptance value (AV) should be not

napaneTaMmon more than 15.0 /
[Tokazarens npuemiieMocTd (AV) nomkeH
ObITH He Ooee 15,0

11 |Microbiological purity /

Mukpobuonorayeckast

quctoTa*

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

microbial count / He 6onee 1000 KOE/r

Obuiee yucio

a’poOHBIX

MHKPOOpPraHH3MOB

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

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

/ Obuee yucno

JIPOAOKEBBIX U

IJIECHEBBIX TpHOOB

¢) E. coli NA Shall be absent in lg / OtcyTcTBUE B

ir

Remarks : The Product conforms to ND/
Ipumeuanue: [Tpoaykt cooTBeTcTBYET Tpebosanusam HII

Opinion : APPROVED
3akmouenne: OJIOBPEHO

Clid: L85195AP1884PLCODAS07

Prepared by / Checked by / Approved by: Manager/Executive/
IloarotosneHo: ( _— ITpoeepeno: Santogh Kumar OnobpeHo: Menemkep / PykosoauTensb
Shivani | Maurya - Manoj Kumar 0
Reprint Date:. Reprint Date: Reprint Date:
Hara: 11.12.2023 Jara: 11.12.2023 Jara: 11.12.2023
Roaistered Offica: 3-2-237, Poad Ne. 2, Baniara Hills, Hyderabad - 500034, Telangana, india
Tols #9140 4800 20900, Fav: +91 40 4800 2499, Email: mail@drreddys.com




Dr.Reddy’s Q':’

CERTIFICATE OF ANALYSIS

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

vill. Khol, Nalagarh Road, Baddi,
Distt. Sotan, H.P., 173 205, IND{A
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUOHUKAT AHAJIM3A

Page50of 6/ Ctp.5u36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
M6ykaun®, TabneTky, NOKPhIThHIE IIeHOYHO# 060104K0#, 400 Mr + 325 mr

Batch No / Cepust Ne : V2302291

Batch Quantity / O6bem maptun : 766.2 Kg

040002324189

Analytical Report No / AHasuTndyecknii oTuer Ne :

Date of Analysis / /laTa ananun3za: 11.12.2023

Date of Manufacture / [laTta npoussoacrsa : 11/2023

Date of Expiry / Cpok rogsoctu : 10/2028

Analysis performed according ND / Ananus nposeaen no H/[: TIN011252/01-160123

12 |Assay/

KonnuectBeHHOE
OINpeACICHUE

405.1 mg/405.1 mr

325.18 mg/325.18 mr

From 360.0 to 440.0 mg of Ci3Hi30,
(Tbuprofen) per tablet /

Ot 360,0 Mr o0 440,0 Mr C13H1802
(ubynpoden) B TabneTke

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

Or 292,5 mr go 357,5 mr CsHoNO;
(napaneramon) B TabneTke

13 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabnetok B [IBX/Al 6nuctep. Ilo 1
Oiucrepy B MauKy KapTOHHYIO
BMECTE C  HHCTPYKIUEH 1o

IIPUMEHEHUIO.

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 Tabnerox B [IBX/Al
onuctep. Ilo 1, 2 win 20 6nucTepoB B
auKy KapTOHHYIO BMECTe c
HHCTPYKIHEH MO0 NPUMEHEHHUIO.

14 | Labeling / MapkupoBka

According to ND. / B cootBercteuu ¢ H]I.

Xpanenue

15 | Storage conditions /

At temperature not more than 25 °C. /
Ipu Temnepatype He Bbliie 25 °C.

rOJHOCTH

16 | Shelflife / Cpox

S years / 5 net

* 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. / [IpoBoRUTCS NPOU3BOAUTENEM TIPH
BBINYCKE TEPHOANYESCKH: Ui ka0 20-oif cepun Wi He MeHee 1 pa3za B rog. [lokasarens MOXeT OBITh
HE BKJIIOYEH B cepTU(HUKAT aHaIu3a QUPMBI

Remarks : The Product conforms to ND/
Ilpumeuyanue: [Ipoaykrt cooTBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3akmouenue: OJIOBPEHO

Mara: 11.12.2023

Jara: 11.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/
ITogroroBneHo: , [TpoBepeno: Santosh Kumar Opobpeno: Menemxep / PykoBoaurens
Shivani %’ Maurya (S Manoj Kumar w

Reprint Date:. Reprint Date: Reprint Date:

Jara: 11.12.2023

Resisierad Office: 8-2-337, Road No, 3, Banjara Hillz, Hyderabad - 500034, Telangana, India

foh +01 9041900 2900, Fax: +51 40 4500 2999, Email

CIN: L35 195AP1989PLCO0A507
www.drreddys,com

s mail@direddys.com




Dr.Reddy’s Q':’.

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.F., 173 205, INDIA
Tel: +91 98166 56001-02

CERTIFICATE OF ANALYSIS /v v.drreddys.com

CEPTHOHUKAT AHAJIM3A

Page 6 of 6/ CTp. 6 13 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykaun®, TabaeTku, HOKPbIThIE NIEHOYHOH 000.109K0ii, 400 Mr + 325 mMr

Batch No / Cepust Ne : V2302291

Batch Quantity / O6bem naprun : 766.2 Kg

040002324189

Analytical Report No / AHamuTHYeCKHH oT4yeT Ne :

Date of Analysis / lata ananu3a: 11.12.2023

Date of Manufacture / Jlata npousBojacrsa : 11/2023

Date of Expiry / Cpok rogsoctu : 10/2028

Analysis performed according ND / Anaau3 nposeaen no HJI: IT NO1 1252/01-160123

API name (INN) /
HaunmenoBanne AOC (MHH):

Ibuprofen / U6ynpoden

Paracetamol / [Tapaueramon

API manufacturer batch number /
Homep cepun NpoU3BOAMTEIS
ADC:

PIBM230358

0419/23-24

FP Manufacturer API Batch
number /

Homep cepuu cy6ecTaHIHA
npouspoautens I'JID:

FEQA00452

FEQA00406

API Manufactured by & country /
HpousBoautenb ADC, crpana:

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

Sri Krishna Pharmaceuticals Ltd.,
India / I1Ipu Kpuiuna
®dapmacetotikanc JIta., Manus

Remarks :

The Product conforms to ND/
Ipumeyanue: [TpoaykT cooTBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3akiouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
IToarotoBneHo: / I[TposepeHo: Santosh Kumar Onobpeno: Menemkep / PykoBoauTeib
Shivani /B ) Maurya & Manoj Kumar @gﬁg
Reprint Date:. Reprint Date: ' Reprint Date:

Hara: 11.12.2023 Hara: 11.12.2023 Jara: 11.12.2023

Registerad Office:

To| +91 80 4900 2900, Fax:

©-2-237, Road No, 3,

ClIN: LES195AP1984PLCH04507
vy drreddys.com

Banjara Hills, Hyderabhad - 500034, Telangana, india
26120 4900 299¢, Email: mait@drraddys,com




