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CERTIFICATE OF ANALYSIS
CEPTHDIEAT AHATHIA

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

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
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Hoywmn FOHuop . TabneTku AHEniep npyevbie [iag 1eicif, 100 mr+ 125 mr

‘Batch No/ 1v2301472 Batch Quantity / 541.50kg
Cepa Ne: ) Passiep cophin

Analy’uca] Report No/ 890001679371 | Date of Analysis / 11.08.2023

AHanuTrdeckii oryeT No ¢ | Jlara ananmsa: o

!-ﬁate of Manufacture / Jun-2023 Date of Expiry / May-2028

Jlata mpon3BofCcTBA |Fogex v : i _

Analysis pe rfnmu.ci according ND / Ananus nposenen no HJL: IT NOL 1252/02—150323 ) ]
- Test/ Iiorcazerrens | Results / PesynsTaThl ! Speciﬁcation / Hopma o

Ne

"1 Description/ Onucanue

Pink round flat-faced beveled-edge

Pink round flat-faced beveled-edge

tablets with impregnations and a tablets with impregnations and a score-

5 score-line on one side and
' characteristic odor. /
Kpyrame
TabneTky  pO30BOTO
BKpanieHnamMy, ¢ Gackolt 1 puckoH
Ha OJHOW CTOPOHE, C XapaKTepHbIM
3aMaxoM.

" Complies as prescribed/ 4
CooTBeTCTBYET

2 Identification /
TloxmuHHOCTS

MIOCKOLMNIHHIPHUECKHE |
nsera C!
OJIHOMH

line on one side and characteristic odor. /i
Kpyrnsie ﬂnocxouﬂmmpmecxne
TabneTkH pO30BOT0 uBeTa ¢
BKparyieH1smMHy, ¢ gackoi ¥ puckod Ha,
CTOpOHE, C  XApaKTepHLIM
3AMAXOM.

| 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 (Assay section). /
| Bpemera

YIEPXKUBAHUS  OCHOBHBIX

Ha XpPOMaTOrpamMe |
HCIOBITYEMOrO  PACTBOpAa  JIOJKHBI |
COOTBETCTBOBATH BpeMeHaM I
YAEDPKHBAHUS TIHKOB Ha
XPOMATOrpaMMe pacTBOPa CTaHAAPTHBIX
ofpasuoe ubynpodena u napaueramona
(pazpen «KonuuecTBeHHOE
Ol'lpe,[[e.TIB‘HHB)))

MHKOB

1 Remarks Thc Product conforms to ND/
I pumeyanne: [lponykr cootserctByeT Tpebopanuam HIL

Opmmn APPROVED
Sarmogenue: OJJOGPEHO

Prepared by / m Checked by / Approved by: Manager/Executive /
TToproToBEHO: /A TIposepero: Santosh Kumar Maurya | Ono6pero: MCHGIDKC{D/P\ILUB! UUATEN
Ankit L *fﬁf}: Manoj Kumar o
Reprint Date: Reprint Date: Reprint Date:

Hara: 11.08.2023 JaTa: 11.08.20_23 | Hara: 11.08.2023 w

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4800 2998, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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"Product: Ibuclin Jun?or dispersible tablets (for children) 100 ﬂ'ig4- 125 mg‘ )
WbyranH }OHuop TabnicTky aucneprupyembie [ana aetei], 100 mr+ 125 mr

Batch No/ 19301472 Batch Quantity / 541.50k E
Cepus No: - L Pasmep cepui oURE ]
\Analytical Report No / 890001679371 ,Date of Analysis v l11.08.2023
' AnanuTr4ecknit oT4er Ne: JlaTa ananusa: L .
{Date of Manufacture / } Tun-2023 Date of Expiry / May-2028
JlaTa npoK3BoACTEa [I'omeH fio Y
fAnaIysm g_)erformed accordlng ND ) / Ananus HpOBB,IJ,EH no HI: 1 NO11252/02- 150323 B
Ne Test f Hoxasa"re.rm - Results / PeaynbTaThl Speciﬁcanon / Hopma

365.7 mg/ 365.7 Mr

Complies/CooTBeTCTBYET

3 =Average welght of tablets /
 Cpenuss macca Tabierox

4 Disintegration / " 00 min 22 sec/ 00 muH 22 cex

PacmagaeMocTh

5 Dissolution / Pacreopenne T8 %0 100%

96 % to 99 %

6 Dispersibility / Complies / COOTBETCTBYET

JucoepcHOCTE

Reiated substances / PopcTBeHHBIS npmv:ecﬂ

Lo

70 %

1357.7 mg to 372.3 mg
(365.0 mg = 2.0 %). /
Ot 357,77 Mr o 372,3 mr

(365,0 Mr + 2,0 %)

‘Not more than 3 min/ E
,He Bonee 3 MUH

|Not less than 70 % (Q) of CiHisOs;
 (ibuprofen) after 30 min / He wmenee’
'70 %
(ubynpoden) uepes 30 MuH

Not less than 70 % (Q) of CgHgNOzi

Q CisHizO2

(paracetamol) after 30 min / He menee
Q) CsHoNO,
(napaueTamon} 4epez 30 Mu#

. Uniform suspension passing through the'

710 um sieve is formed / Obpazyercs
OJIHOPOIHAS CYCIEH3MA, NPOXOIAIAs
yepes CHTO C pa3sMEpPOM OTBEPCTHH

710 Mxm

Remarks : The Product conforms to ND/*
Ipumeuanne: [TpogykT cooTBeTcTBYET Tpebopanuam HJI

Opinion : APPROVED
Zaxmoyenne: OJOBPEHO

Prepared by / ~ Checked by / Approved by: Manager/Executive /
[Toprorosnexo: A IlposepeHo: §_a‘1§1%03h Kumar Maurya | Quobpeno: Menemxep / Pykosogiieas
Ankit LY. Manoj Kumar '
— ¥
ﬁmeprint Date: Reprint Date: Reprint Date: )
| Hara: 11.08.2023 Hara: 11.08.2023 | Hara: 11.08.2023 B

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +81 40 4900 2900, Fax: +81 40 490NN 7999, Fmail: maill@drreddys.com

CIN: L85195AP1884PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOHEKAT AHAJTH3A
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Product: Ibuclin Jumor dispersible tablemmren) 100 mg*+ 125 mg i o
U6yksnn FOumop”, rabnetikn auciicpripycmbie [uns getei], 100 mr+ 125 Mr e
‘Batch No / 2301472 [Batch Quantity / 541.50kg
Cepns Ne : o  Pasmep cepun : n

3 i { .
| Analytical Reptzrt No/ 890001679371 Date ofAnaiy‘sm/ £11.08.2023
|AnanuTHueckui oTuer No : i L [Jlara ananusa: - S
Date of Manufacture / Jun-2023 Date of Expiry / May-2028
JlaTa IpOK3BOACTBA : Topen no : =

ulyszs performed according ND / Ananus nposesien o HJI: [TN011252/ 1252/02 §50323

Results / PES}UH:TaTbl
0.0001%

Ne Test/ HomasaTenb

" Method 1 / Meron 1
‘4-Aminophenol content /
Onpenenenute cogepianys
| 4-amuHodenona

‘Method 2/ Metog 2
Ibuprofen and Paracetamol
unidentified impurities /

' Onpenenenue
HEHIEHTUQULHPOBAHHBIX
npumecei nOynpodena x
napaieramona

0.0001%
Total impurities (Method I

| 1+Method 2) / Cymma
‘mpumecedt (Meton 1 +
Metop 2)

' Microbial hmlts* ! Mm{poﬁﬂonumqecxaﬂ lmc'rm“a*
a) Total aerobic microbial f
count / Obinee yucmo

23pOBHBIX i
MHKPOOPraHH3MOB I

Memnee 100 KOE/r

]

B,

[Remarks : The Product conforms to ND/
| Hpumeyanne: TIpoyKT COOTBETCTBYET TpeboBannsam HJ

BDL (disregard Limit 0.05%)%

“Less than 100 CFU/g/

Spec;ficatlon / HopMa

* 4-aminophenol (p (paracetamol Impunty) -§
not more than 0,005 %
 4-amuHODEHON (npuM&cs
napaueTamona) - He Bonee 0,005 %

| Any individual unidentified impurity of |
ibuprofen or paracetamol - not more than

02%
EnuHu4nas HeerHTn¢Hquosaﬂnaa
| TIpUMeECh 1bynpodeHa HITH |

iTlapaueTamona - He Honee 0,2 %

Not more than 0.7 % / He Gonee 0,7 %

* Not more than 10° CFU/g/
!He 6onee 10° KOE/r

- 6[)1_;11011 : APPROVED
3axmogenne: ONOEPEHO

| Prepared by / - Checked by / Approved by: Manager/Executive /
il [TogroTosexo: /ﬁ Ilposepeno: Sanigsh Kumar Maurya | Opofpeno: Menepkep / l VKOBOAITEN b
Ankit T ¥< Manoj Kumar Yl
Reprint Date: Reprint Date: Reprint Date:
| ata: 11.08.2023 | Hara: 11.08.2023 Hara: 11.08.2023

Registered Office: 8 2 337, Road No. 3, Banjara liills, | lyderabad - 500034, Telangana, India
Tel: +591 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com
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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
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTH®HRAT AHAMAIIBA

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg +125 mg
Mbyxnun FOHN op", TaBneTkn AUCIeprupyemsle [aas perei], 100 mr + 125 mr

Paged of 6/ Crp. 4m3 6

|

Batch No/ V7301472 Batch Quantity / 1541.50kg
CepuaaNe: L _ |Pasmep cepuu B o
Analytical Rep(irt No/ 890001679371 Date ofAnaly‘ms / 11.08.2023
AHaNUTH4ECKHH orueT Ne: | - JaTa anamisa: ) -
Date of Manufacture_/ Tun-2023 |Date of E:fplry/ May-2028
JaTa npoy3B80/CTRA | i I"ojieH o ¢ 7 o
; Analysis performed according ND / Ananns nposejed 1o HJL: I N011252/02-150323 B
Na ,‘ Test / TlokaszaTensb * Results / Pe3yasTaTe! Specification / Hopma R
" b) Total combined yeasts " Loss than 100 CFU/g/ | Not more than 10* CFulg/
and mould count / Obwee i Menee 100 KOE/r -He Gonee 10> KOE/r 1[
HHCJIO APONOKEBBIX 1 ! i
[ﬂneGHeBmx rpubos i E
{c) E. coli Absentin 1 g/ Shall be absentin 1 g/ )
_ OtcyrcTByeT B 1 T OrcyrcTBue 8 1T
| — N S e o it
9  Uniformity of dosage units / OpHOPOAHOCTH NO3HPOBAHNKA
l Tbuprofen / H6ynpoden -1 5° e acceptance value (AV) should be not
| Imore than 15.0 / [IlokasaTens
- mpuemneMoctd (AV) gomkeH OBITH HE
E Bonee 15,0
o 2.2 h " | The acceptance value (AV) should be not |

lPar&céféfﬁEﬁﬁapiueTamon ;

i

E e e o A5 A

10  Assay/ KoauyecTBenHoe "
' onpegesenne
|

" 995 mg/99.5 mr

|
| 122.3 mg/ 122.3 Mr
|
|

more than 150 / Tloxasarens,
npuememoctd (AV) Jomker Gbith He |
Gonee 15,0 '

(ibuprofen) per tablet / Ot 90,0 Mr jio
110,0 Mr CpHisO2 (ubynpoder) B
Tabnerxe

112.5mg to 137.5mg of CgHNO:
| (paracetamol) per tablet/ Ot 112,5 Mr o
137,5 Mr CsHoNO; (napalie“raMPn) B

Remarks : The Product conforms t0 ND/
[Ipumeyanne: [IpOAYyKT COOTBETCTBYET tpebopanuam HJ

'Opinion : APPROVED
Jaxmrogenue: OJJOBPEHO

Prepared by / - Checked by / Approved by: Manager/Executi\_fE:—/
[loaroToBNEHO: 4 posepeHo: Santosh Kumar Maurya Onobpero: Merewxep / Pyxosoiitens
Anlkit : ( { - Manoj Kumat .

! oW b,
‘Reprint Date: o Reprint Date: T Reprint Date:
Jlara; 11.08.2023 Hara: 11.08.2023 Jara: 11.08.2023 |

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2993, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

Dr. Reddy's Laboratories Ltd.,
Farmulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIU3A

PageS50f6/Crp.5m3 6

U6yknun FOunop”, Tabnertkn nncnepmpvemme [ans meteii], 100 mr+ 125 mr

‘Batch No / V2301472 Batch Quantity / 541.50ke

Cepus Ne : Pasmepcepuu: .

Analytical Report No/ 890001679371 Date of Analysis / 11.08.2023

AHanuTuuecKknit oTdeT Ne o _ Hara ananusa: B

Date of Manufacture / Jun 2023 Date of Expiry / ;May—2028

JlaTa npoM3BOACTRA : Tomen 2o : o

Analysis performed accordmg ND / Ananus nposejen no HIL: T1 N011252/02-150323 o
Test/ Hﬂl{ai}aTEJlb Results / PesyabsTaThl Specxf ication / Hopma

11 Package / Ynaxoska

12 ‘Labe{ing / Mapkuposka

.10 tablets in PVC/AI blister. 2 blisters 10 tablets in PVC/AI blister. 1, 2 or 20

TabneTke

and patient information leaflet in a blisters and patient information leaflet in
carton. / ITo 10 Tabnerok B &ymcrep a carton. / [To 10 Tabnerok B 6nucTep U3
us [TBX/AL [Mo 2 6nuctepa Bmecte ¢ [IBX/AL Ilo 1, 2 unu 20 Giucrepos
HHCTPYKLUHEH [0 [PHMEHEHMIO B BMECTE C HHCTDYKUMEH 110 IPHMEHEHHIO
navky KapTOHHY!O. B TayKy KapTOHHYIO.

i According to ND. /B cootBeTcTBIH ¢ HJ,

| 13 |Storage conditions /
| Xpanenue

\ 14 !Shelf life / Cpox ronsocTa

B opurnnansHO# ynakoske (6aucTep B auke) Npy TEMOEPATYPE HE BBILIE

In the original packaging (blister in carton) at temperature below 25 °C./ |

i

25°C.

'5 years / 5 niet

* The test is performed for each 20th batch, or for one batch in a year whichever is earlier. The test can be absent
in the certificate of analysis. / Henbrranue HpoBOJHTCH TOJBKO IS KAMKA0A 20-H cepuu uiM ANs OfHOH cepuu B
rofl, B 3aBHCHMOCTH 0T TOr0, 4T0 HacTynuT panee. IlokazaTenn MOXKET OTCYTCTBOBATL B CePTHRUKATE AHAIN3A, -

Rémarks : The Product conforms to ND/
Ipumeuanue: IlpogyxT coorBeTcTBYeT Tpebopanuam HJ

Oplmon APPROVED - '
3axmwuenune: OJOBPEHO

Prepared by / "
TloaroroBneHo: ' a
Ankit -

Reprint Date:
Hara: 11.08.2023

Checked by /
[Tposepeno: Santosh Heumar Maurya
YA
— - »ﬂ__. -
Reprint Date;

Tlata: 11.08.2023

Approved by: Manager/Executive /
Opnobpeno: Menemxep / PyvkopouTens
Manoj Kumar

i

S

Reprint Date:

| Hara: 11.08.2023

—

Registered Dffice: 8-2-337, Road Nn, 3, Ranjara Hills, Hyderahad - 500034, Telangana, india
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCOD4507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd,

Formul

ation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
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CERTIFICATE OF ANALYSIS

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

CEPTUDHKAT AHAJTHN3A

Hovyinuu K)Huopi’, TabneTkn aucneprapyemsie [ans erei], 100 mr+ 125 mr

Page 60of 6/CTp. 6u3 6

Batch No/ V2301472 Batch Quantity / I 541.50kg
Cepmst Ne : Pazmep cepiu :

' . i : y - _
Analytical Repourt No/ 290001679371 Date of Analy.sm / 11.08.2023
AnanuTryeckuit OTUET Ne . ~ _ Jara ananuza: _

.Date of Manufacture / Tun-2023 Date of E}fpny/ May-2028 f
JlaTa npOM3BOACTBA : TomeH 0o : _

'Analysis performed accofding ND / Anajins nposefied rio HJI: TT NO11252/02-150323

I

[TAPT name Y T

g’:i;:i‘;g‘it) }( ®C (MHH): Tbuprofen / Mbynpoden - Paracetamol / TTapaueramon
|

API manufacturer batch number / PIBM230101 1307/22-23

| Homep cepunu npousogutenss AQC:

e i i - i i B
FP Manufacturer API Batch number /
Homep cepun cybeTanuuu FEQAO00185 FEQA00188
npoussoguTean LJID: . ) o

Solara Active Pharma Sciences Sri Krishna Pharmaceuticals Ltd.,

API Manufactured by & country/ F Limited, India / Conapa Dxtus India / ILipu Kpuiua
Ipouseopurent ADC, crpana: [ dapma Caitencus Jumuren, Uuaus | ®apmacstotnxans Jita., Munus

| Remarks : The Product conforms to ND/ 'Opinion : APPROVED |
| Ilpumeuanue: TTpoayxT cooTBeTcTRYET Tpebopanusam HIT | 3axknouenue: ONIOBPEHO
Prepared by / - Checked by / Approved by: Manager/Executive /
[TonroTosneno: /A Tpoeepeno: Santosh kumar Maurya | Onobpeno: Menemxep / Pykosonntens
Anldt ,%}‘, Manoj Kumar ¥} o
& [§720s 1A
Reprint Date: Reprint Date: Reprint Date:
Nlata: 11.08.2023 Jlata: 11.08.2023 Jara: 11.08.2023
Ruristerced 2ilice: 5.0 327, Rond No. 3, Bany~ = silts, Ryder d - 50002, Telanga: -

+1 1 40 4900 2500, Fax:

01 405U 2999, Email. mail F arr sddys.com
CIN: LE5195AP1984PLCD0O4507
www.drreddys.com



