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D I. Red d Y S ‘,’ Vilt, Khol, Nalagarh Road, Badd,
CERTIFICATE OF ANALYSIS Distt. Solan, H.P,, 173 205, INDIA

CEPTHOUKAT AHAJIA3A  Tel: +91 98166 56001-02
www.drreddpngn of 5 / Crp.1us5s

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yxae®, TabneTKH, TOKPLITHIE NIeHoYHOoit 060104KOi, 400 Mr + 325 Mr

Batch No / Cepusa Ne : V2300029 [Batch Quantity / O6bem naprud : 776. 0 kG

Analytical Report No / ApanaTiuecknii oryer No : Date of Analysis / ata ananusa: 11.01. 2023

040001730107

Date of Manufacture / I[aTa NPOH3BOACTEA ! Dec-2022 Date of Expiry / Cpox rommc‘m Nov-2027

Analysis performed according ND / Ananu3 nposejies no HI: TINO11252/01-300522

No  [Test/ I’Iorcaaa’re b Results/ PESVJIhTaTbl ISpemﬁcatmn / Hopma |
1 Description/ Onucanne Capsule-like orange-coloured film-|Capsule-like orange- ~coloured film-coated,

coated one-side scored tablets; on|one-side scored tablets;

jcross section - white core. /Tabnerkujon cross section- white or off-white core. /
xancynosunHoil Gopmsl, mokpsiTeie Tabnetxku  kancynoBuaHoH  dopmbl,
MIeHo4Hoi 000a0uUKOi OpAHKEeBOrO MOKPBITEIE  IJIEHOUHOH  080A04KOi,

‘HBE€TY, C pHCKOH Ha OJIHOPE CTOPOHE, OPaHXEBOre LBETE, C pHCKOI’i Ha OLIHOH
‘HA [IOIEPEYHOM paspese — ANPO CTOPOHE; Ha NOMEpPEeYHOM paspese — sApo
fenoro useTa. fenoro wiy nouTy Henoro usera.
{ |
; |
E
Remarks : The Product conforms to ND/ [ Oplnmn APPROVED
Ilpameuanne: [Ipoaykr coorsercTByeT Tpebosanuam HJI 3agnoyenne: ONOBPEHO
| Prepared by / | Checked by / Approved by: Manager/Executive
[Moarotoeneno: Naresh [Nposepeno: Himesh Kumar /0Onobpeno:MeHenxep/Pykosoaut
Kumar , enb Amit Kumar
- : — /’
Reprint Date: 11.01.2023 Reprint Date: 11.01.2023 | Reprint Date: 11.01.2023
Hara: ] Hara: Hara: —
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CEPTHO®HUKAT AHAJTU3A Tel:+91 98166 56001-02
www.drreddy®ape 2 of 5/ Crp. 2 u3 5

Product: Ibuclin, film-coated tablets, 400 }ng_vi» 325 mg ' i
(HOoykaun®, Tabierky, NORPLITHIE I NJIeHOYHOH 060301{!\01!‘ 400 mr + 325 mr

Batch No/ Cg_)un No : V2300029 Batch Quantity / O0bemM mapTuu : : 776. 0 kG
Analytical Report No / Aranw THHeCKuil oT49eT No ! Date of Analysis / ,I[a"ra ananmsa: 11,01.2023
040001730107 |

‘Date of Manufacture / laTa ngmu rRotciia : Dec-2022 Date of Expiry / Cpor romsocrn : Nov-2027
Analysis performed according ND / Auanns npoeenen mo /L ITNO11252/01-300522

[ 2 Identification / Complies as prescribed/ - 'The retention times of the main peaks on
[ToanHHHOCTE |CooTBETCTBYET ithe 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) /

Bpemena ynepKuBatis OCHOBHBIX M5IKOE.
lua  xpomaTorpamme HCTIBITYEM oroi

pactBopa JAOJIAKHEI COOTBETCTBOBATH|
t

!BpEMEHAM YACP¥KHBaHWA MHKOB Ha
XpoMaTtorpaMme pacTeBopa CTaHOAPTHBIX,

o6pasuos ubynpodeHa W napaueramona;
(pasnen «KonuuecTBeHHOE !
oIpEneneHHe)
f i
i
t {
3 Average tablets weight 9715 mg/971.5mMr  [940.9 mg to 9991  mg
: Cpepuss macca {970.0 mg £ 3%) /
i TAbNETOK Or 9409 wmr  gmo 9991  wmr
(970,0 mr £ 3 %)
4 |Disintegration / o 08 min /08 Mt |Not more than 30 minutes / -
PacnanaemocTs He Gonee 30 Mun !
Remarks : The Product conforms to ND/ Opiﬁion : APPROVED T
 Hpuveuanne: [Ipogykr cootpercTyeT Tpebosarkam HI axmouense: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Togrorosnexo: Naresh [Tpoeepeno: Himesh Kumar /O po6peno:Merekep/PyKoBoauT
Kumar / _ enb Amit Kumar
i . —.-A—-r\'”""' —— ‘
W e § o}
| Reprint Date: 11.01.2023 Reprint Date: 11.01.2023 Reprint Date: 11.01.2023 [
| Hara: Hara: i L[:E__a: |
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS pistt, Solan, H.P, 173 205, INDIA

CEPTHOHNAT AHAJI3A

Tel : +91 98166 56001-02

www.drreddPaged of 5/ Crp. 3 u3 5§

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyxaun®, TablerTki, NoKpeIThIe niienounoii 060a0uKkoi, 400 mr + 325 mr

Batch No / Cepus No : V2300029

040001730107

Analytical Report No / Ananurageckuii orger Ne :

Batch Quantity / O6nem naptun : 776. 0 kG

Date of Analys:s/ Jara aganuia: 11.01. 2023

' 5 |Dissolution /

PactBopenne

6 |Related substances /
PojcTeeHHbiE IPHMECH
Method 1 / Meron 1

Method 2/ MeTon 2

|

Date of Manufacture / IaTa nponmoncrs.: Dec-2022 Date of Fxpiry / Cpuk TOHOCTH : Nov—2027
Analysis performed according ND / Ananns nposegen mo HJI: [1 N011252/01-300522

BDL (Below disregard area 7125)

95% to 100 %

98% to 103 %

0.0001%

Not

"|4-aminophenol (paracetamol impurity) /

less than 70% (Qrblﬁilﬁ
(Ibuprofen) dissolved in 30 minutes /

He wmemee 70 % (Q) Cr}Hlst!
(ubynpoden) Hepes 30 MuH

Not less than 70% (Q) CyHsNOa
.(Paracetamol) dissolved in 30 minutes /
]He mMeree 70 % (Q)  CsHeNO»
(apaugramMuy depey 30 mud

d-amunoderon (NpuMech napaieramona)
- not more than 0.005% /
He bonee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jhobas  eaunuunas
IIpUMECh ‘(ubynpodeHa unn
napaueramora) - not more than 0.3% /

ue Gonee 0,3 %

Total impurities (Method 1+ Method 2) /

"9 7:Water / Bona

0.0001% CymmMa npumeceit (Metog 1 + Meton 2) -
not more than 0.7% / ne 6onee 0,7 %
1.3 % ‘Not more than 5.0% / ‘ |

He6onee 5.0% |

Remarks

: The Produﬁdnforms to ND/ N

TIpumeuanmue: [TponykT cooTBeTcTBYET Tpebosanuam HJ

Opinion : APPROVED

3axsrovenne: OJJOBPEHO g

Prepared by /
MonrotosieHo: Naresh
Kumar f iz

—

Checked by /
[posepeHo: Himesh Kumar

LS

| — .

Approved by: Manager/Executi:fiT.
/O pobpeno:Menemxep/Pykosonur
enb Amit Kumar

‘._

Reprint Date: 11.01.2023
Hata:

Reprint Date: 11.01.2023

Hara:

Reprint Date: 11.01.2023
Jara:
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Dr. Reddy's Laboratories Ltd.

Qo
t/ 8y Formulation Unit-6
Dr‘ Reddy S ‘.. Vill, Khol, Nalagarh Road, Badc!i,
CERTIFICATE OF ANALYSIS Distt. Solan, H.P,, 173 205, INDIA

CEPTHOHKAT AHAJIA3ZA Tel : +91 98166 56001-02 g
Www.drreddpsdg@m of 5/ Crp.4uz 5

I—PT'o&uct Ibuclin, film-coated tz;blets, m n:ig : E
HoyxanH®, TabiieTKH, NOKPBIThIE IeH04HoH 060104K0i#, 400 mr + 325 mr i

Acceptance value (AV) should be not
| L6 nmore than 15.0 f

‘Batch No / Cepua Ne : V2300029 iBatch Quantity / O0bem mapTum : 776.( 0 kG
Analytical Report No / Anamurugeckuii oruer No : Date of Analysis / j_{am apanmsa; 11.01.2023 —-1(
(040001730107 |
|Date of Manufacture / lata nponssoacrea : Dec-2022 }Date of Expiry / Cpok rognocTH : Nov—2027 ]
Analy51s performed according ND / Ananus nposenen no HA: T1 N011252/01-300522 1|
10 |Uniformity of dosage T ~ TAcceptance value (AV) should be not |
lunits / 1.7 more than 15.0 /
OnHOpOAHOCTS i[Toxaszatesns npuemnemMocTt (AV) nomkex
| IO3HPOBAKHS (ObITh He Donee 15,0 i
- Ibuprofen /ubynpoden E
1

. Paracetamol/ Toxkasate:s npuemnemoct (AV) nomiken

napateraMmon . J o BhITh HE ggnee 15,0
i 11 [Microbial limits / J )
i Muxpobuonoruieckas '

YHCTOTa i

a) Total aerobic Less than 10 CFU/g/ .Not more than 1000 CFU/g /

'microbial count / Meuee 10 KOE/r He 6onee 1000 KOE/r !

QObiee yucno :

a3pobHBIX ]
' MHKPOOPraHU3MOB

H

b) Total combined Less than 5 CFU/g/ ‘Not more than 100 CFU/g/ I

 yeasts and mould count Menee 5 KOE/r iHe 6onee 100 KOE/r

/ O611ee YUCHo ‘

! APOMOKEBBIX H |

liuieUHEBbLs | puGus |
f

c) E. coli Absent in 1g / OTtcyTeTsyeT B Ir Shall be absent in lg / Otcyrctrie B
Ir
| | sy oo
{ Remarks : The Product conforms tdﬂNﬁi T o Opinion : APPROVED .
| Ipameganne: [Ipoaykr cootserctayet TpeGosanmusm HIT 3axmioyenue: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[ToarotoBneno: Naresh INpoeepeno: Himesh Kumar /Onotpeno:Menemxep/PyKoBOAUT
Kumar F g B ‘x eib Amli Kumar
: e -\ )
Reprint Date: 11.01.2023 Reprint Date: 11.01.2023 Reprint Dae 11012053 |
Jata: _!,ME_@T@: ) Jara: -
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badclj,
Distt. Solan, H.P,, 173 203, IMDIA

CEPTHOUWKAT AHAJIH3A  Tel:+21 98166 56001-02
www.drreddpag@s of 5/ Crp. Sus 5
|Product: Ibuclin, film-coated tablets, ts, 400 mg + 325 mg ?
'HoyrnuH®, Ta0NeTKH, NOKPLITHIE IJIeHOYHOMH oﬁoﬂoqkoﬁ, 400 mr + 325 mr ]
Batch No / Cepns Ne : V2300029 [Batch Quantity / O6bem naprun : 776.0 kG |
Analytical Report No / Ananuruveckuit oruer Ne : ‘Date of Analysis / lara anaanza: 11.01.2023 |
040001730107 |
Date of Manufacture / lata IIpDHBBO‘ICTBd Dec-2022 lDate of of Expiry / Cpox rognocru : Noy-2027
‘Analvms performed accordmg ND / Auanus nposenen no H,Ii 1 N011252/01-300522
12 [Assay/ 360.0 to 4400 mg of C;HuO
KonuuecTBeHHOE 399.8 mg /399.8 Mr (Ibuprofen) per tablet /
olipejelexue Ot 360,0 mr mo 440,0 mr C;3HigOs
{(nOynpoten) B TabneTke
2925 to 357.5 mg of CiHeNO»
325.89mg/ 325.89 mr (Paracetamol) per tablet /
Or 292 S oMt Lo 3_}7 Mt CsHolNO»
| (napaue"rawan) B Tabnerke
13 | Package / Ynakoeka 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 mformation leaflet
leaflet in a carton. / Ilo 10 |in a carton. / [To 10 Tabnetox 8 [IBX/Al
rabnerok 8 [TBX/Al 6aucrep. [To 1 |6nucrep, TTo 1, 2 win 20 Gnucrepos By
onucTepy B DauKy KapTOHHYH)  [1a4Ky KapTOHHYIO BMECTE 't
/BMeCTe €  UHCTpyKUHell 10  MHCTPYKUMEH 10 MPHMEHEHHIO.
{1 | npuMeReHHIC. X
14 | Labelng/ Mapmpomca[ According to ND. / B cooTBeTCTBHH C H}l{
{ 15 | Storage conditions/  |At tempcrature'not more than 25 °C. / R
~_(Xpauenune _ ITpu Temneparype He oluie 25 °C. _
r 16 | Sheif life / Cpok 5 years / 5 ner )
| FOOHOCTH |

Remarks

The Product conforms to ND/
| IIpumeyanue: ITpogyxT coorsercTByeT TpebosaHuam HII

Opinion : APPROVED
Jakmwuenne: OJJOBPEHO

Prepared by /
IMoarorosneno: Naresh
Kumar >

_ ! N
2

Checked by /
g IIpoepeno: Himesh Kumar

i Approved by: Manager/Executive

/OnobpeHo:MeHemkep/PykoBoauT

ens Amit Kumar
N A

[V

L4
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