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Product: Ibuelin, film-coated tablets,}l{]{] mg + 325 mg
|AGy kiR, TabaeThin, HOKPHITHIC THIEH0YHOH ohoao4Koit, 400 mr + 325 Mr

atch No / Cepun Ne : V2300034

Batch Quantity / O6bem nap1 ni: 776.0kG

B
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Amnalytical Report No / / AnannTadeckuit oTuer N :

Date of Analysis / JaTa ananmza: 12.01.2023

'Date of Manufacture / /lata npomsojcrsa : Dec-2022

Date of Expiry / Cpok roisocts :_‘1}'_0%2027— )

Analysis performed 114;(‘_{_:_1':Eihg ND / Anamu3 nposenes mo HI: TT N011252/01-300522

[Ne  Test/ [loxaszaTens

| Results/ Pesysibrarsl ] S peclficanon / Hog ‘ |

1 Description/ Onucanne
I

|

{Capsule-like orange- —coloured film-|Capsule- -like orange-coloured film-coated
coated one-side scored tablets; on|one-side scored tablets;
cross section - white core. /TabneTkH |on cross section- white or off-white core. /
KancynosuaHoi Gopmel, MoxpeiThie TabneTku — KancynoBUAHOA  Qopwmbl,
nneHoyHol 0B0N0UKOH OpaHNEBOTO TIOKPBITHIC TIIEHOYHOH obonouykol
L[BETA, C pHCKOE HA OJNHON CTOPOHE; OpPAHWARNTN 1{RETA, C PUCKOHR Ha QNHOM
Ha [ONEpeyHOM paspese — SAPO CTOPOHE; Ha MOTIEPEYHOM paspese — ANpo.
fenoro LBeTa. fenoro uny noyTy Benoro uBeTa.
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Ilpameuanse: [IPOYKT cooipercTry et TpebOBaHKAM HIO

Opinion : APPROVED g
3axaouenne: OJOBPEHO

Prepared by /
[Moprotoeneso: Naresh

Kumar /’:
L

w

—

| Checked by /
 [Tposepero: Himesh Kumar

Approved by: Manager/Executive |
/Onobpeno:Meuemxep/Pykosoaur
enp Amit Kumar

s m—— 5 I
S e - p——
’ [ hd

Reprint Date: 12.01.2023
[Hara:

Reprint Date: 12.01.2023
Hara:

Reprint Date: 12.01.2023
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: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com



Do
Dr.Reddy’s Qf.

Product: lbuclin,_ film-coated tablets, 400 mg +-3§5_mg
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Batch No / Cepusi No : V2300034

Batch Quantity / O6vem nmaprau : 776.0 kG

040001730415
Date of Manufacture / Jlata

Analytical Report No / AHanuTH4deckuii oTyet No

Date of Analysis / {aTa ananusa: 12.01.2023

npoxtsBOﬂETBa : Dec-2022

Date of Expiry / Cpox1 OAROCTH : N{.]_V-ZEZT?—%

Analysis performed according ND / Ananns nposegen mo HJI: TTN011252/01-300522

2 Identification /
TloanuHEOCTh

3 'Average tablets weight
Cpennss macca
Tabnerox

;Complies as prescribed/
CooTBeTCIBYET

968.4 mg / 968.4 Mr

4 Disintegration /
Pacnagaemocts

O§ min /05 M

The retention times of the main peaks on
ithe chromatogram of the test solutioni
‘should correspond to the retention times,
of the peaks on the chromatogram of
ibuprofen and paracetamol reference
'standards solution (section Assay) /

Bpemena yaepKHBaHHA OCHOBHBIN 1IHKOB

I

Ha XpoMaTrorpamme HCNLITYEMOTO |
pacTsopa NOTKIBL COOTBETCTBOBATL
BpeMEHaM  YAEPKMBaHUA NHKOB Ha

xpoma'rorpar\mc pac’mopa C"l"'rlI-I,Elﬂ]:)'ﬂ'il:»lNE
obpazuos ubynpodena i napaueTamola,

(pasnen «KonuuecTaenHoe|
OMpeaeNeHHE)

9409 mg to 9991  mg
(970.0 mg +3%) /

Or  940,9 wMr  go 999,1  wMr

(970,0 mr £ 3 %) !

¢ I . e

Not.‘more than 30 minut:es /
‘He bonee 30 Mun

Remarks : The Product conforms to ND/
Ilpumeyanne: IIponyxT cooTBeTcTBYET Tpebosanuam HJ

Opinion : APPROVED g
3axmouenne: QJJOBPEHO

Prepared by /
IMoxrorosneno: Naresh
Kumar 7
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Dr. Reddy's Laboratories Ltd.
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Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA
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"Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

1’16)1 KAHH®, TabIeTKH, NOKPLIThIE IIEHO4HOI 06ogor ko, 400 mr -+ 325 mr
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|Batch No / Cepua Ne : V2300034 EBatech Quantity / O6beM 1 T tm nu : 776. 6.0 kG
Analytical Report No / AnanaTaueckuii oTaer Ne : [Date of Analysis / Jlata anannsa: 12.01,2023
l040001739415

|Date of Manufacture / Hara npousponcrea : Dec-2022 IDate of Expiry / Cpox rogsoctu : Nov-2027

Fé_alvsm performed according ND / Ananus nposejies mo HA: TINO11252/01-300522

lPaCTBOpeHHe 98% to 103 %

{ 5 Dissolu’ci‘c;l“ / |

? i 97% to 100 %
i

6 Related substances /
PoncTeeHHbIEe NPUMECH 0.000t%
Method 1/ Merog 1

" Not less than 70% (Q) CiH;0-

(Ibuprofen) dissolved in 30 minutes / |
He wmenee 70 % (Q) CuHiOs
{ubynpoden) uepes 30 MuH

Not less than 70% (Q) CsHoNO-
:(Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) C‘anNOzl
_ (napaneramon) yepe3 30 MuH
.4-aminophenol {paracctamoi 1mpu1‘1ty) A
4-amuuoderon (MpUMechk mapaueramona)
- not more than 0.005% / |

| He Bonee 0,005 % |
] } g !
, |
Method 2 / MeToz 2 0.04% | Any individual impurity (of ibuprofen or
lparacetamol) ! Jwobas CﬂHHHHHaH{
NpHMEChH (ubynpodena iy
inapaueramona) - not more than 0.3% / ,
ue bonee 0,3 % l
F
Total impurities (Method 1+ Method 2) /|
| 0.04% Cymma npumeceii (Meton 1 + Mertoz 2) - |
i not more than 0.7% / #e 6onee 0,7 % i
9 Water/ Boga I— 13% ‘Not more than 5.0% / - E
~ He Bonee 5,0 % N
Remarl‘c;s‘:—'l‘he Product conforms to ND/ - Opin:i;m : APPROVED "é
| Mpumeuaune: [IpoavkT cooTBeTcTBYET TpeboBanyaM HJJ 3aknouenue: OJJOBPEHO i
Prepared by / Checked by / Approved by: Manager/Executive H
[Toprorosneno: Naresh IMposepeno: Himesh Kumar /Opobpeno:MeHemxep/PykoBoguT
Kumar k \ e Amit Kumar
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[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
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H6oyxkauu®, TabaeTkH, NOKPLITHIE NJeHOYHOI 060J04K0i, 400 Mr + 325 Mro

jBateh No/ CEPHH Ne : V2300034

Batch Quantity / O6nhem napTHI m_lanﬂ 776.0 kG _

Analytical Report No / AganuTHyeckuii orTuer Ne :
040001730415

Date of Analysis / laTa ananuza: 12.01.2023

lDate of Manufacture / {ara npomno,nc*rsa l}ec-2022 Date of Expiry / Cpmc FOJIHOCTH ; NOV-Z{}Z’J’

IAna]vsxs performed according ND / AHAJIN3 nposepen mo HJI: TI N011252/01-300522

T 10 Uniformity of dosage T
units / 1.4

OnHOpOIHOCTE

| I03UPOBAHHUSI

- Ibuprofen /ubynpoden

| 1.4
|- Paracetamol/
|mapauyeramon |
11 Microbial limits / i
MukpoGronornueckas
'4YUCTOTA
| a) Total aerobic
! microbial count /
O6uiee yucno
a3po0HBIX
MHKPOOPraHH3MOB

Less than 10 CFU/g/
Menee 10 KOE/r

b) Total combined
yeasts and mould count |
/ OB1iee uHcIo !
IIPOMNCOKEBEIX H
TJIECHEBBIX IPHOOB

Less than 5 CFU/g /
Menee 5 KOE/r

Jc) E. coli | Absent in 1 g/ Orcyrersyer B 1r

L

bk -

:Acceptance valuc (AV) should benot
jmore than 15.0 /

Toxasaress npuemaeMocti (AV) nomken
,6biTh He Oonee 15,0 i

%Acceptance value {(AV) should be not
wote Qe 15.0 /7

{TTokazaresns npiemnemoctn (AV) gomkeH
|BBITE He Honee 15,0

|
Not more than 1000 CFU/g/
'Fe Bosee 1000 KOE/r

‘Not more than 100 CFU/g / |
He Gonee 100 KOE/r ,

Shall be absent in lg / OtcyrcTaie BI
ir

;; Remarks : The Product conforms to ND/

T Opinion : APPROVED |
| 3awmouenne: OJJOBPEHO

IIpumeuanue: [TpoayxT cooTrercTByeT Tpebosanuam HIT

Prepared by / Checked by / Approved by: Manager/Executive
[MoaroTtosaeno: Naresh ITposepeno: Himesh Kumar /Opobpero:Meneuxep/PykoBoauT
Kumar _ ens Amit Kumar
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg - |

Hoyrann®, Tabaerkn, HOKPLITLHIE NIeH0uHoH 06onoukoii, 400 mr + 325 mr

Batch No / Cepnint No : V2300034 Batch Quantity / OGbem nap‘rxm 776.0kG |
rEi:a{ytical Report No / ArannTHueckuid oTyeT No : Date of Analysis / JaTa anaanza: 12.01,2023 ]
040001730415 L ] ) o e
Date of Manufacture / IaTa nponssojicTea : Dee-2022 |Date of Expiry / Cpow roxnoctn : Nov-2027 ]

Analysis perfornted according ND / Ananns nposeaca mo HA: [TN011252/01-300522

12 Assay/ o bi - 360.0 to 4400 mg of CuHisOs
KonuuectrenHoe | 3940 mg/394.0 mr {{(Ibuprofen) per tablet /
onperneneRye ‘Ot 360,0 mr mo 440,0 mr CjHi0-

'(n6ynpoden) B Tabnerke

{292.5 to 3575 mg of CgHoNO-
326.65 mg / 326,65 mr (Paracetamol) per tablet /

Ot 2925 mr po 357,5 mr CsHoNO»
. o i 1 B . (_gwagaueramon} B TabaeTKe
13 | Package / YnakoBka 10 tablets in PVC/AL blister. 1 110 tablets in PVC/Al blister. 1, 2 or 20
' ‘blister and a patient information blisters and a patient mnformation leaflet
‘leaflet in a carton. / ITo 10 1in a carton. / ITo 10 Tabnerok B [IBX/Al

tabnerok B [IBX/Al 6muctep. [To 1 |Gnucrep. Ilo 1, 2 unu 20 Gmucrepos 8!

GnucTepy B TAMKY KapTOHHYIO — mauky KAPTOHHYHO BMeCTe ¢
iBMECTe €  MHCTpyKumeii 1o MHchy}cu:[ef‘i 10 NPHMEHERHIO,
| IDMMEHEHHIO.

| 14 | Labeling / Mapxuposka According to ND./B COOTBE:TCTBHH cH A
15 | Storage conditions/ | At temperature not more than 25 *C.1

XpaHeHue Hpn TeMIepaType He Boiie 25 °C. '
16 | Shelf life / Cpox _15 years / 5 net - . ' B
i TOOHOCTH B |
Remarks : The Product conforms to ND/ Opinion : APPROVED i
Ipameuanue: [IponyxT cooTBeTcTBYET TpeboBanusM HIJ 3axmovenne: OJOBPEHO ‘
Prepared by / Checked by / Approved by: Manager/Executive
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