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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTH3A Pagelof 5/ Crp. 1435

Product Ibuclm, film-coated tablets, 400 mg + 325 fng
II/onhmm@) Ta0JIeTKH, NOKPbIThIE M1eH04HOl 060oa04Koi, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400754 Batch Quantlty / O6bem napTuu : 71‘-'» 2Kg |
I!malj,rm:al Report No / AnaJuTHIecKHH oTueT Ne © Date of Analysis / Jlarta anamnza: 27.05.2024 |
1040002534223 ) |
Dale of Manufacture/ /laTa npoummcma 05/2024 Date of Expirv /Cpox ro;mocm 04/2029

Analyﬂs performed according ND / Anamus nposeaen no HII; TINO11252/01-160123

| .Nn ‘Test/ IloxazaTens Results/ P83VJIbTaTbl - Speclﬁcatwn / HopM:;
‘ Descnptlon, Onucanne Orange film-coated, capsule- shaped Orange film-coated, capsule- shaped one-
i

cne-side scored tablets; white core atiside scored tablets; white or off—wh1te
.the cross-section. ./ Tabnetkujcore at the cross-section. / Tafierwu
Kallcy.10BHAHOM (opMbl, MOKpbIThIE|KancynoBHaHOMN opMBlL,  TIOKPBITBIE
[1eHOUHOH 060Ji04KOR OpamKeBoro|nueHouHol  0f0g04ko  OpaHkeBoro
uBeTa, C PHCKOH Ha 0JHOH CTOpOHE; LBETE, ¢ PUCKOH Ha OFHON cTopoHe; Ha!l

| Ha TMOTepedHOM paspe3e — AAPO NONePEeYHOM paspese — 5apo Oenoro Hiw
Besioro usera. noyTH Besoro usera.

2 ldentification / Complies as prescribed/ The retention times of the main peaks on'

[ToanuaHOCTE CootseTcTBYET ithe chromatogram of the test solution

!should correspond to the retention times;
| of the peaks on the chromatogram of'
| libuprofen and paracctamol reference
I _ 'standards solution (section Assay) /

BpemeHa yepXMBaHHA OCHOBHBIX MTHKORB|
Ha  XpoMaTorpamme HCTIBITYEMOTO
.pacTBOpa  HOJOKHBL  COOTBEICTBOBATEH
_ |BpEMEHAM  YAEPXMBAHHA [HKOB  Ha
| 'XPOMarorpaMMe PacTBOPA CTAHAAPTHEIX
F (06pasuos HOynpodena H napaueTamosa

| r {(pasnen «Konuuectpentoe

| . S lonpenenenue») i .

‘ 3 Average tablets weight 869.2 mg./ 969.2 mr From 9409 mg to 9991 mg
Cpenisg macca (970.0 mg=3.0%)/

E jTabnerox Or 9409 wmr gm0 9991 wr

(970,0 mr + 3,0 %)

Remarks : The Product c:mfof‘:ﬂ—s ltOM:\IDf Opinion : APPROVED

| Hpumeuanue: [Iponykr cooTsercTryer TpeGosanusm HJI \ 3axsiouenne: OIOBPEHO

Prepared by / ‘ Checked by / Approved by: Manager/Executive i
| [Toarorosaeno Santosh [lposepeno: Pardeep Kumar | /Ogobpeno: Menemiep /
| Kumar Maurya | . PykoBoautens Pavan Kumar Sharma

I B ]

?cp:int Date: | Reprint Date: { Reprint Date; ':

Hata: 27.05.2024 Hava: 27.05.2024 ! Hara:27.052024
Registered Gifice: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiang ana, India

Tel: +91 40 4900 2900, Fax: +51 40 4900 299¢, Email: maii@drreddys.com
CIN: LE51905AP15E4FLC004507
woswdrreddys.com
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Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Naiagarh Road, Baddi,
Distt. Salan, H.P, 173 205, INDIA
Tel: +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIU3A

‘Anah tical Report No / AnaauTHyeckuii oryer No :

1040002534223

'Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hﬁyhﬂﬂﬂ@ Ta0.IeTKH, NOKPBITHIE nﬂeﬂoquon obonoukoii, 400 mr + 325 mr

Batch No / Cepust Ne : V2400754 \Batch Quantity / O6bem napTHH : 715 1Kg

Page2 of 5/Crp, 2435

Date of ‘\/Lmufactun / lIaTa npom.Bo:(CTBa 05/2024

4 Disintegratian /
PacnanaemocTs

2 Dissolution /
‘Pacteopenue

|
|

¢

Date of E\plry / Cpmc ro:mocrﬁ

'Date of Analysis f,T_IaTa anammaa: 27.05.2024

04/2029

08 min 50 5eC / 08 MHH 50 cex

Not more than 30 min /
He Gonee 30 mMuH

97 % To 103 %

97 % to 102 %

6 Related substances /

!
|
i
i

Not less than 70% (Q) of CizH 130,
{Ibuprofen) after 30 min /

He menee 70 % (Q) CiHiO:
(ubynpoden) yepes 30 MHH

Not less than 70% (Q) of CgHyNO,
{(Paracetamol) after 30 min / ‘
He wmenee 70 % (Q) CsHoNOa
{mapaueTamon) Yepes 30 MHH
‘4-aminophenol  (paracetamol 1mpurity)

I- not more than 0.005 % /

i4—aMHHO¢CHGﬂ (npuMech napaleTamMona)
;- e Gonee 0,005 %%

Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
| JTro6as eMHHYHASR npHMech
(ubynpodeHa unu Inapaueramona) - He
bo.tee 0,3 %

Total impurities (Mcthod 1
- not more than 0.7 % /
Cymma upuneceit (Merogn 1 + Meton 2)
- ne Bonee 0,7 %

Method 2)

PoacreenHble npuMecH 0.0003%

Method 1 / Meton 1

iMethod 2 / Meton 2 0.03%
0.03%
1.3%

9 Water / Boaa

'Remarks : The Product conforms to ND;’
Ipumeyanne: I[TpoaykT cooTBeTCTBYET TpeboBanuam HJI

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

—_—

Opinion : APPR(_TVIL_D
Zakmwuenue: OJOBPEHO

Prepared by /
[oaroroeneHo Santosh
Kumar Maurya.

R_eprim Diate:

| Jlara: 27.05.2024

Registered Cifice:

|
i e

Mara: 27.05.2024

B-2-337, Road Mo. 3, Banjara Hil
Tel: +91 40 4900 280

Checked by /
IMposepeno: Pardeep Kumar

Approved by: Manager/Executive -
/Opnobpeno: Meneaxep /
Pykosonutens Pavan Kumar Sharma

Reprint Diate:

Reprint Nate:
ﬂa';'::_%7.05.292_4

3, Fax:

CIN: L

-91 40 4800 2983, £

wwsvedrredays com

<, Hyderabad - 50
rma
ID195AP1984FLC004507

0034, jele
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Dr. Reddy’s Laboratories Ltd
Formulation Unit-6

1. Khol, Nalagarh Road, Bacigj.
Distt. Solan, H.P., 173 205, INDIA
Tzl ; +91 98166 56001-02
wweedrraddys.com

CERTIFICATE OF ANALYSIS

CEPTHDHKAT AHAJIM3A

Page3of 5/Crp.3 m3 5

Produect : Iblmlin film-coated tablets, 400 mg + 325 mg
I'IG} kAUH®, TabIeTRH, MOKPBITHIE NN THOH 000J104KOR, 400 mr + 325 mr

Batch \10 / Cepusi No : V2400754

Batch Quantity / O6beM DapTHH ; 715 2 Kg

Anahtual Report No / AnaanTHaeckiif oTaer Ne : ‘Date of Analysis / Jara ananusa: 7.05.2024 !
040002534223 i
Date of Manufacture / JlaTa nponssonc:"ma 05/2024 Date of Expiry / Cpok rogsocrs : ()4/2029
Analysis performed according ND / Auasnus npoBejieH 1o L!,l TTN011252/01-160123 J
710 Uniformity of dosage | |
! units / '
OnHOPOJHOCTD 5 Acceptance value (AV) should be not
1O3HPOBAHHA 5 0.9 more than 15.0 /
|- Tbuprofen /ubynpoden Moxasarens npuemneMocty (AV) pomxen
3 ; BbiTE He Bostee 15,0
| | 0.9
| |- Paracetamol/ Acceptance value (AV) should be not
: napaueTamon more than 15.0 /
! [loxazaTens pueMaeMoCTH (AV) A0IKeEH |
! | _ iGuiTh HeGonee 150
11 \I:croblologica] purity / }
iMukpobHonoruyeckas
‘yHcTOTA*
‘a) Total aerobic NA Not more than 1000 CFU/g /
micrabial count / He Gosiee 1000 KOE/r
Oo6iee 4uc:1o
a9poBHEIX
MHKPOOPranuiMos
NA
b) Total combined Not more than 100 CFU/g /
yeasts and mould count ‘|He 6onee 100 KOE/r
/ Obuiee yucno
L APOXKIKEBBIX H
| I7ICCHEBBIX rPHEOB
¢) E. coli NA Shall be abscnt in 1g / Otcyrcrsue B
P Ir
Remarks - The Product conforms to NI/ Opinion : APPROVED §

' ! Ipumeyanne: [Tpo VKT COOTBETCTBYET TPEGOBANHAM "l,[[

Prepared by /
[ToaroTosneno Santosh
Kumar Maurya

3axarouenne: OJOBPEHO

Checked by’
I[Iposcpeno: Pardeep Kumar

Approved by: Manager/Bxécutivc
/Onobpeno: Menenxep /
PykosomuTens Pavan Kumar Sharma

Reprint Date:
] ,TEET;: 27.05.2@24

Repri Date.
Hara: 27.05.2024

Reprind Dule.
[Hara: 27.05.2024

anioary Hils,
Q500 2800, Fax 61
Ol T80 PILBARLEY

wyswdnsdoyscom

Hyderabad - 508
14800 2909, r 3iliD




Dr. Reddy's Laboratories (td
@ ¢ Formulation Unit-6
<odcdve @5 Viil. Khol, Nalagarh Road, Badgi,
) . Distt. Solan, H.P, 173 265, IND'A
Tel: +51 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A Page 4 of 5/ Crp. 4 u3 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyxauu®, rabnerku, MOKPLITLIE IUIEHOHOR 000104 KO, 400 mr + 325 mr

Batch No / Cepus N : \’2400754 ‘Batch Quantity / O6bem nap"nm . 715.2 Kg y

‘An al&txcal Report No / AHATHTEYeCKkuil oTser No - ‘Date of Analysis / laTa anaansa: 27.05. 2024 |
040002534223 o . :
Date of Manufactureljls'ra npmmnn,ucnaa ()'512024 Date of Expiry T CpﬂKMHDCTH : 04/2029
' Analysis performed according ND / Ananus nposegen no HJL: [T N011252/01-160123 '
12 Assay/ Tgii o |From 360.0 to 440.0 mg_of "CysH,50,)
KonuyecteenHoe {Tbuprofen) per tablet /
onpezeneHne E 399.6 mg/ 399.6 MT Ot 360,0 mr mo 440,0 Mr C;3Hi30;

{(u0ynpoden) B Tabnetke
From 292.5 to 357.5 mg ol CiHoNO;
{Paracetamo]) per tablet /
325.22 mg / 325.22 mr Ot 2925 mr go 357,5 mr CiHoNO;,
! B —— o ~ |(mapaueramon) B Ta0JleTKe
13 ¢ Package /'Y nakoeka 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 1nformat10n leaflet
leaflet in a caron. / Tlo 10 lm a carton. / [To 10 TaGnetok B TIBX/Al
} {Tabnetok B [IBX/Al 6muctep. ITo 1 |6anerep. Tlo 1, 2 unu 20 6nmcrepos B

GuncTepy B MAYKY KapTOHHYK |T1ayKy KapTOHHYIO BMecTe €
BMECTE € MHCTPYkUHeH  no éidHCprKHHGﬁ N0 NPHMEHEHUIO. -
g | IPAMEHEHHIO - i ) L ]
| 14 | Labeling/ Mapxuposka! According to ND. / B cootserctanu ¢ HJI.
i 15 i Storage conditions / | At temperature not more than 25 °C./
- !Xpanenue [Tpu TemrnepaType He Bbiue 25 °C. :
| 16 | Shelflife / Cpok 5 years / 5 et '
FOOHOCTH. L e o B

* Performed by the manufacturer at rclease periodically: every 20-th batch or at least once a year. The
parameter may be absent from the Company's certificate of analysis. / ITpoBoaHTCS NpoH3BOAHTENREM NPH
BBIMYCKE [TePHOJUUECKH: AN kaxoif 20-0i cepuy uaW He meHee 1 pa3za s roa. Ilokazatens MoKeT ObITh
He BKJIKOUEH B CEPTHOHKAT aHANH3a (hHPMEI

Re-marks The Product conforms to NDf ; N 'Opinion : APPROVED
_ Mpumeuanue: [MposykT cooTseTcTBYeT Tpebosanuam HI | 3arawdenne: OTOEPEHO ]
, Prepared by / ' Checked by / Approved by: Manager/Executive
i [ToaroroeneHo Santosh Ilporepeno: Pardeep Kumar | /Ono6peno: Menemxep /
' Kumar Maurya . Pvkosoaurens Pavan Kumar Sharma
s : * ——
b Reprint Dale: Reprint Date. Reprini Dale.
| Mare: 27.05.2024 | Mara: 27.05.2024 | Dera:27.05204

R-picta Bamara Hille, Hyderabad - 500034, Telangans, India

32992, Emdil: ¢ el raddys.com
A



 Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HMOyxanH®, TabacTRI, NOKPLITHIE IICHOYHOI 0060404K0, 400 Mr + 325 Mr
Batch Quantity / O6bem maptuu : 715.2 Kg”

Bﬁh No/ Cepus Ne: V2400754

Dr. Reddy's Laboratorias Ltd
Formulation Unit-6

Yiil. Khol, Nalagarh Road, Bady,
Distt. Solan, H.P, 173 205, INDJA
Tzl +91 98166 56001-02

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

www.diteddys.com

Page50f5/Cyp.5u35

‘Analytical Report No / Anaauteyueckuii oryer No ;

040002534223

Date of ‘\/Ianufacture/ﬂara nponsﬁo;(c-raa 05/2024
Analvsu performed accordmg ND / Auann3s nposejiex no H}I IIN011252/01-160123

| API name (INN)/

Haumenosanue AQC (MHH):

i API manufacturer batch number /
| Homep cepuu npoussoauTens A®C:

FP Manufacturer API Batch number /

‘ : Homep cepun cyfcranuun
;_n_poyx.'monu'rgnu [JIP:

API Manufactured by & country/
| IipomsBoauTens ADC, crpana:

Ibuprofen / HBynpoden

PIBM230465

| FERA00051

|

'Solara Active Pharma Sciences
‘Limited, India / Conapa DxTie
iapma Caliencus Jiumuren, Muaus

Date of Analysis / TaTa anaamnza: 27.05.2024

~ Date of f Expiry / CEOK TOAHOCTH : 04/2029

Paracetamol / Ilapauetamon

1215/23-24

FERA00160

! Sri Krishna Pharmaceuticals
- Ltd., India / 11Ipu Kpuina

. Papmackiotuxanc Jita, Huana
| i

i

Remﬁn ks : The Product conf01ms to ND/

Npumeuanne: IMponykr coorsercrryer tpeGosannam HI

Opinion : APPROVED
3akaouenne: OJOBPEHO

. Prepared by / Checked by /
Toarorosieno Santosh
| Kumar Maurya

[Tposepeno: Pardeep Kumar

Applowed by: Manager/Executive
/Onobpeno: Menemxep /
PyxoBoaurens Payan Kumar Sharma

Reprint Date: Reprint Date:

| Hara: 27.05.2024
res Difices 3:2-337, Ro

Teod 10 4500 2500, Fax:

| dlata: 27.05.2024

i i
Reprint Dalte: ”
Harta: 27.05.2024 |

lerabad - 5C00349, Ti
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