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CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIN3A

Page1of5/Ctp. 1u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Uo6yxann FOunop®, Tabdaerku aucneprupyemble [nas aereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2300446 Batch Quantity / O6bem naptum : 547.500kg
Analytical Report No / AvannTH4ecknii otyer Ne : Date of Analysis / /lata ananausa: 24.03.2023
890001651548

Date of Manufacture / Jlata npousBoactsa : Mar-2023 |Date of Expiry / Cpok rogaocTs : Feb-2028

Analysis performed according ND / Anaqn3 nposeaen no H/: [1N011252/02-041021

INe  [Test / loxasaTenn [Results / Pe3yabTaThl |Spec1ﬁcatlon / Hopma
|1 Description / Onucanue Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tablets
| [ with impregnations and a score-line onwith impregnations and a score-line on
one side and characteristic odor. / lone side and characteristic odor. /
Kpyrnsie nJ]OCKOL[HJ’II-iI-iﬂpII‘LIGCKni:i](pyrﬂble TUIOCKOUMJIMHAPHYECKHE
TabneTkd  poO30BOrO  LBeTa  Cradnerky  po30BOro  LUBeTa ¢
BKpArIeHUsIMH, ¢ Hackoil 1 puckol HaBKpanieHusaMH, ¢ Packoil ¥ PUCKOH Ha
OJHON CTOPOHE,OJIHOH CTOpOHE,
I € XapaKTepHBLIM 3aI1aXoM. € XapaKTEepHbIM 3anaxoMm.
2 Identification / Complies as prescribed/ [The retention times of the main peaks
[MopTHHHOCTH COOTBETCTBYET lon the chromatogram of the test
solution should correspond to the
etention times of the peaks on the
ichromatogram of ibuprofen and
jparacetamol  reference  standards
solution (section Assay). / Bpemena
lylep>KMBaHUS OCHOBHBIX INHWKOB Ha
XpoMartorpamme HUCIIBITYEMOTO
pacTBOpa IOJKHBI COOTBETCTBOBATH
BpeMEeHaM YACp)KHBaHHS MHKOB Ha
XpoMarorpamme pactBopa
CTaHAapTHBIX 00pa3uoB ubympodeHa
i napateramoa (pasnen
- «KoniuecTBEHHOE OTPENENEHHEY).
Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanue: Ilponykt coorsercTyeT TpeboBanusm HJL 3axmoyenne: OJJOGPEHO
Prepared by / = Checked by / Approved by: Manager/Executive /
IToaroToBneHo: / A [Tposepeno: Ramakan Onobpeno: Menemxep/ |
Ankit L o, @(&L\:O”d PyxoBogurens Kusum Lata \Az\\?/
Reprint Date: Reprint Date: Reprint Date:
Hara: 24.03.2023 JIara: 24.03.2023 Hara: 24.03.2023

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
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Ho6ykann IOunop®, TabJeTkn aucneprupyemsle [aas gereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2300446

Batch Quantity / O6bem naptum : 547.500kg

890001651548

Analytical Report No / Anaautuyeckuii oruer No :

Date of Analysis / laTa anaqausa: 24.03.2023

Date of Manufacture / /lata npouszBoacTsa : Mar-2023

Date of Expiry / Cpox rognocru : Feb-2028

Analysis performed according ND / Ananu3s nposeaen mo HJ[: [T N011252/02-041021

Ne  Test/ Iokazatenn

Results / PesyapTaThl

ﬁpeciﬁcation / Hopma

3 Average weight of tablets /
Cpenuss macca TabJ1eTOK

364.7 mg/ 364.7 mr

357.7 mg to 372.3 mg (365.0 mg +
2.0 %)./ Ot 357,7 mr no 372,3 mr
(365,0 Mr 2,0 %)

Not more than 3 min /
He 6onee 3 muH

Not less than 70% (Q) of C;3Hi30;
(ibuprofen) after 30 min /
He wmenee 70 % (Q) Ci3HisOs
j(u6ynp0¢)eﬂ) yepe3 30 muH
Not less than 70% (Q) of CsHoNO»
{(paracetamol) after 30 min /
He wmenee 70 % (Q) CsHoNO,
(napareramon) yepes 30 MuH

' Complies/cooTBeTCTBYET

4 Disintegration / | 00 min:26 Seconds/00 MuH 26 Sec
PacnasaemocTn

D Dissolution / 100% to 102 %
PacTBOpeHune

99% to 101%

6 iDispersibility/ Complies / CooTBeTcTBYET
|TucniepcHocTh the
;TTest / Hoka3zaTenn Results / PesynbTaTshl

%N‘e

Uniform suspension passing through
710 um  sieve 15 formed
O0pasyercsi OJHOPOAHAs CYCTIEH3H,
MPOXOAALLAs Yepe3 CHTO C Pa3mMepoM
oreepeTHii 710 MKM

Fpeciﬁcation / Hopma ‘

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoaykT cooTBeTcTBYET TpeboBaHuam HJL

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by / ~
[ToarorosneHo: /

st //

—

L~

-

Checked by /
IipoBepeno: Ramakant

G

Approved by: Manager/Executive /
Opnobpeno: Menemxep / O
PyxoBogutens Kusum Lata l‘q‘\»g

Reprint Date:
Hara: 24.03.2023

Reprint Date:
Jlara: 24.03.2023

Reprint Date:
Hata: 24.03.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykann JOHHop®, TabJeTKku qucneprupyemale [11s gereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2300446

Batch Quantity / O6bem napruu : 547.500kg

890001651548

Analytical Report No / AHanuTH4ecKHii oTder Ne :

Date of Analysis / lata ananuza: 24.03.2023

Date of Manufacture / lata nponsBoacrea : Mar-2023

Date of Expiry / Cpok roanoctu : Feb-2028

Analysis performed according ND / Ananns nposejed no H/I: 11 N011252/02-041021

7 Related substances /
[ PoacreBenHble IpuMecH

Method 1/ Meton 1 —
Determination of 4-Amino
Phenol content / OnpexeneHue
ConepKaHusl CoAepIKaHus
“-amuHoGeHONa

!Method 2/ Metopn 2 —
Determination of Ibuprofen
and Paracetamol unidentified
impurities / Onpenenenue
HeuAeHTUHHUUMPOBAHHBIX
mpumMeceil néynpodena u
mapaleTramosna

0.00002%

0.00002%

4-aminophenol (paracetamol impurity) / |
4-aMHuHOMbEHON (NpuMech NapalueTamMmona)
- not more than 0.005% / ne conee 0,005
ik |

|
Any individual unidentified impurity of]
(ibuprofen or paracetamol) / EaunnuHas
HeuAeHTH(NIMpPOBaHHAS TIpHMeck
nbynpodeHa unu napaleramona - ‘
not more than 0.2% / ue 6onee 0,2%

|
Total impurities (Method 1+Method 2) /%

not more than 0.7% / e 6onee 0.7 %

Cymma npumeceit (Meron 1 +Metop 2) ]

Remarks : The Product conforms to ND/
Ipumeuanue: [IponykT coorBercTByeT TpeboBanuam HJ|

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by / 2
IToaroToBneHo: A
Ankit b

Checked by /
ITpoBepeno: Ramakant

Bl

Approved by: Manager/Executive /
OpnoGpeno: Menemxep/
PykoBoautens Kusum Lata _\'.:_\;Q« =

Reprint Date:
Hara: 24.03.2023

Reprint Date:
Hara: 24.03.2023

Reprint Date:
Jlata: 24.03.2023
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNoykaud IOauop®, TabsaeTku aucneprupyemele [ans gereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2300446 Batch Quantity / O6bem maptuu : 547.500kg
Analytical Report No / AnanuTudeckuii otyet Ne : Date of Analysis / lata ananusa: 24.03.2023
890001651548

Date of Manufacture / lara npou3Boacrsa : Mar-2023 |Date of Expiry / Cpok rognoctu : Feb-2028

Analysis performed according ND / Ananus nposenen mo HJ/I: [1N011252/02-041021

8 Microbial limits /

Mukpobuosornyeckas

YHCTOTA |

a) Total aerobic microbial Less than 100 CFU/g/ Not more than 1000 CFU/g/
count / Ob1iee urcio Menee 100 KOE/r [He 6onee 1000 KOE/r

a’pOOHBIX MUKPOOPraHU3MOB |
' Less than 100 CFU/g/  [Not more than 100 CFU/g/

b) Total combined yeasts and Menee 100 KOE/r He 6onee 100 KOE/r

mould count / O611ee uncno

IMDOXOKERBIX U THIECHERBIX

rpuboB Shall be absent in 1g/ OtcyrcTBHE B 1 T

Absent

ic) E. coli ' f
9 Uniformity of dosage units / Acceptance value (AV) should be not

OAHOPOXHOCTD N03HPOBAHUS 1.1 more than 15.0 / I'Ior<a3aTem:JI

npuemiemoctd (AV) nojokeH ObITh He
- Ibuprofen / nbynpoden bonee 15,0

IAcceptance value (AV) should be no
more  than 15.0 / Tlokazaren

1.1 npuemsiemocty (AV) momkeH ObiTh H
|f- Paracetamol / naparueramorn o ~ pomnee 15,0

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: I[Ipoayxr coorsercTyeT TpeboBanusaM HJI 3axmouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[NoarotoBneHo: j\ [posepeno: Ramakan Ja. Opnobpeno: Menemxep / 5};? o
Ankit [ & - PykoBoautens Kusum Lata '-\‘\
Reprint Date: Reprint Date: Reprint Date:
Jara: 24.03.2023 Hara: 24.03.2023 Hara: 24.03.2023

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
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

PageSof S/Crp. 5u3 5

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

Hoyxann IOuuop®, TabaeTkn aucneprupyemvble [nis aeteii], 100 mr + 125 mr

Batch No / Cepus Ne : V2300446 Batch Quantity / O6bem naptuu : 547.500kg
Analytical Report No / AHaauTndeckunii order Ne : Date of Analysis / Jlata anammsa: 24.03.2023
890001651548
Date of Manufacture / Jlara nponsBoactba : Mar-2023 |Date of Expiry / Cpok roguocru : Feb-2028
Analysis performed according ND / Auanu3 nposegend no HJ/I: ITN011252/02-041021

10 Assay / KonnyecTBenHoe 90.0 mg to 110.0 mg of C13H30,
onpejaejenue (ibuprofen) per tablet /
99.8 mg /99.8 mr O1 90,0 mr 10 110,0 mr Ci3H 30,
(nbynpodeH) B TabneTke
112.5 mg to 137.5 mg of CsHoNO>
124.2 mg/ 124.2 mr (paracetamol) per tablet /

l Ot 112,5 mr no 137,5 mr CsHoNO»

' . o (rapaieramon) B TabyieTke

11 Package / YnaxoBka 10 tablets in PVC/Al blister. 210 tablets in PVC/AI blister. 1, 2 or 20
blisters and patient informationblisters and patient information leaflet in a
leaflet in a carton pack. / ITo 10carton pack. / ITo 10 Tabnerok B 6aucrep
rabnerox B Onucrep u3 MBX/ALus IIBX/AL Ilo 1, 2 unu 20 6nucrepos
Mo 2 OGiucrepa BMECTE  CBMECTE C MHCTPYKUMEN 110 NPUMEHEHUIO B
MHCTpYKLHEH N0 NPUMEHEHHIO BIa4Ky KapTOHHYHO,

- ~ mayKy KapTOHHYIO.
12 Labeling / MapkupoBka \According to ND. / B cootserctaiu ¢ HJI.
13 Storage conditions / In the original packaging (blister in carton pack) at temperature below 25°C.
X paneHnue

B opurnHansHON ynakoBke (6ycTep B ayke) Npy TEMIIEPATYPE HE BhILIE
25 °C.

14 Shelf life / Cpok rogHoctn |5 years / 5 et

-

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykr coorBeTcTBYeT TpedboBaHusm HJL

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / " Checked by / Approved by: Manager/Executive /
IToarorosneHo: A [TpoBepeno: Ramakant 5 Onobpeno; Menemxep / _ -_\\(‘,

Ankit L %g Pykosogurens Kusum Lata —5 % 7

Reprint Date: Reprint Date: Reprint Date: "
Hara: 24.03.2023 Hara: 24.03.2023 Hara: 24.03.2023

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




