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Page 1 of 5/CTp. 1135

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yxann I0unop®, TabaeTku nucneprupyemsie [nas aerei], 100 mr + 125 mr

Batch No / Cepust Ne : V2200341

Batch Quantity / O6bem naptun : 547.500kg

890001577478

Analytical Report No / AnanuTH4eckuit oTder N :

Date of Analysis / /lata anann3a: 04.03.2022

Date of Manufacture / lata npoussoactsa : Feb-2022

Date of Expiry / Cpox rogHocTH : Jan-2027

Analysis performed according ND / Anann3 nposeen mo HJL: T1 N011252/02-041021

Ne  [Test/ IokasaTens Results / Pe3XJIb_TaTI>l

1Specificati0n / Hopma

Description / Onucanune

lone side and characteristic odor. /

Kpyrasle  mnockoummuHapryeckneKpyrible  MIOCKOLHANHIPHYECKIE

TabAeTkH  PO30BOrO  LBETA

C XapakTepHbIM 3aTaxoMm.

[TopauHHOCTDH

2 Identification / Complies as prescribed/

CooTBeTcTBYeT

Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tablets
iW’i th impregnations and a score-line on‘with impregnations and a score-line on

BKpArIcHNsMI, ¢ Gackoil M pUCKOH HaBKpanieHusaMH, ¢ hackoil U pHckoil Ha
01HOIi CTOPOHE,OIHOI CTOPOHE,

one side and characteristic odor. /

crabneTku po30BOro IBCTa c

C XapaKkTEPHbIM 3al1axXoM.

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 (section Assay). / Bpemena
YACPKIBAHNS OCHOBHBIX TMHKOB HA
XpOMaTorpaMme HCMBITYEMOTO
PacTBOpa JAOMKHbI COOTBETCTBOBATH
BpeMeHaM YJepKHBaHHs [THKOB Ha

Xpomarorpamme pacTBopa
craunaprHeix 00pasuos ubynpodena
i napateramoJa (pasnen

«KoanuecTBeHHOE ONpeaeieHney).

Remarks : The Product conforms to ND/
Ipumeuanne: [IponyxT coorBeTcTBYeT Tpebopanuam HJI

Opinion : APPROVED
Zakmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IlogroroBneHo: [IpoBepeno: Onobpero: Menemxep /[ o
Ankit //,'3 Ankaj Verma - PykoBoauTeNb =

) e Pavan Kumar Sharm:
Reprint Date: Reprint Date: Reprint Date:
Hara: 04.03.2022 Hara: 04.03.2022 Iara: 04.03.2022

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: L85195AP1984PLC0O04507
www.drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Noyxnun IOunop®, TabeTku aucneprupyemsble [aas gerei], 100 mr + 125 mr

Batch No / Cepusi Ne : V2200341

Batch Quantity / O6bem nmaprnu : 547.500kg

890001577478

Analytical Report No / AHanuTu4yeckuii oryer No :

Date of Analysis / laTta anamza: 04.03.2022

Date of Manufacture / /lata nponssoacTsa : Feb-2022

Date of Expiry / Cpok ronqdocts : Jan-2027

Analysis performed according ND / Anaan3 nposegen mo HJI: ITT N011252/02-041021

3 .Average weight of tablets /

Cpeansisst macca TabaeTox

366.8mg/ 366.8Mr

Complies/cooTBETCTBYET

" B57.7 mg to 372.3 mg (365.0 mg +

2.0 %). / Ot 357,7 mr no 372,3 mr
(365,0 Mr £2,0 %)

4 Disintegration /
PacmagaemocTb

00 min:31 Seconds/00 mus 31Sec

Not more than 3 min /
IHe 6onee 3 MuH

Specification / Hopma

Ne Test / Iloka3aTensn Results / Pesynbrarh!
5 Dissolution / 98 1o 101
PacTBOpeHne
99 to 100

Not less than 70% (Q) of C;:H 1404
(ibuprofen) after 30 min /

He wmenee 70 % (Q) CpHis0s
(nbynpoden) yepes 30 muH

Not less than 70% (Q) of CsHsNO,
ltjparacetamol'} after 30 min /

He wmenee 70 % (Q) CsHoNO;
(mapaueramon) yepes 30 mitH

6 Dispersibility /
JTucnepcHOCTb

Complies / CooTBeTCTBYET

Uniform suspension passing through
the 710 pm sieve is formed
O0pazyercst 0JHOPOAHAA CYCNEH3H,
npoxosi@as qepes CHTO ¢ pasMepoM
oreepeTiii 710 MM

Remarks : The Product conforms to ND/
ITpumeuanue: I[IponykT cooTBeTcTBYeT TpeboBanusam HII

Opinion : APPROVED
3axmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarotoeineno: IIpoBepeHo: ﬂ OnobpeHo: Menen}xcp__!l".' pon—ww
Ankit A Ankaj Verma == PykoBomuTE b ol 2

L Pavan Kumar Sharma
Reprint Date: Reprint Date: Reprint Date:
Hata: 04.03.2022 Jara: 04.03.2022 Iata: 04.03.2022
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'Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykaun FOunop®, Ta6aeTKH gucneprupyemble [is aereii], 100 mr + 125 mr

Batch No / Cepus Nv : V2200341

Batch Quantity / O6nem naptun : 547.500kg

Analytical Report No / AnanuTudecknii oruer Ne :
890001577478

Date of Analysis / Jlata anammza: 04.03.2022

Date of Manufacture / /lara npon3Boactsa : Feb-2022

Date of Expiry / Cpok rogaoctu : Jan-2027

Analysis performed according ND / Auaau3 nposegen mo HJI: [T N011252/02-041021

7 Related substances /
PoapcreeHHBIE IPHMECH

Method 1/ Meton 1 —
Determination of 4-Amino
Phenol content / OnpexnencHue
Colep KaHusl CoOnepxaHus

I 4-amuHO(peHONA

Method 2 / Meton 2 —
[Determination of Ibuprofen
fand Paracetamol unidentified
impurities / OnpenenexHue
|Hen,ueHTH¢)HquOBaHHLIX
npuMecedt ubynpodena u
apaleTamMmorna

0.0002%

0.07%

0.1%

IF-aminoph‘enol (paracetamol impurity):
|

-aMHHOGEHO (npumech

ElapaueTaMona) - not more than

.005% / ue 6onee 0,005 %

Any individual unidentified impurity

of (ibuprofen or paracetamol) /

Envnuunas HeWAeHTHQULHUPOBaHHAS

NpUMeECh ubynpodena W

napaleramoJa -

not more than 0.2% / He 6onee 0,2%

[Total impurities (Method 1+Method 2)
/ Cymma npumeceit (Meton 1 + Merog
2) - not more than 0.7% / He Gonee 0.7
%o

Ne Test / IlokazaTean

Results / PesyanTaThbl

Spe_cifica_tion / Hopma

8 Microbial limits /
Mukpobuoornyeckas
qUCTOTA

Less than 100 CFU/g/
Menee 100 KOE/r

Less than 100 CFU/g/
Menee 100 KOE/r

Not more than 1000 CFU/g/
He Gonee 1000 KOE/r

Not more than 100 CFU/g/
[He 6onee 100 KOE/r

Remarks : The Product conforms to ND/

Ilpumeuanne: [IponykT coorBeTcTByeT TpeboBanusam HJT

Opinion : APPROVED
Zaxmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

TloarorosneHo: IIpoeepeHo: ﬁ Onobpero: Menemxep / /'

Ankit /’\ Ankaj Verma T PykoBonutens & ‘.*' b
2= Pavan Kumar Sharma _—

Reprint Date: Reprint Date: Reprint Date:

Hata: 04.03.2022 Hara: 04.03.2022 Jlata: 04.03.2022
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Page4 of 5/Ctp. 4 u3 5

'IProduct : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
‘M6yxaun I0unop®, TabaeTKu aucneprupyemeie [ns aereii], 100 mr + 125 mr

|Batch No / Cepus Ne : V2200341 Batch Quantity / O6bem naptuu : 547.500kg
Analytical Report No / AnanuTu4yeckunii oruer Ne : Date of Analysis / JlaTa anaau3za: 04.03.2022
890001577478

Date of Manufacture / Jlata mpon3soacTsa : Feb-2022 |Date of Expiry / Cpok roanocru : Jan-2027

Analysis performed according ND / Anau3 nposegen mo HJI: IT N011252/02-041021

a) Total aerobic microbial

count / O61uee 4ucio
a3p0OHBIX MUKPOOPIaHM3MOB Absent Shall be absent in 1g/ OtcyTcTBHE B 1
r
b) Total combined yeasts and
mould count / Ob11iee uncio
ITPOSMOKEBBIX ¥ MECHEBBIX
rpu6oB
c) E. coli - o
9 Uniformity of dosage units / | Acceptance value (AV) should be not
OIHOPOAHOCTHL A03HPOBAHHSA 2.6 more than 15.0 / llokazaTenn
rnpremaemoctii (AV) 10/KeH ObITh HeE,
‘ - Ibuprofen / ubynpoden oonee 15,0
Acceptance value (AV) should be not
more than 15.0 / [llokaszarens
2.6 impuemaemoctit (AV) noykeH ObITh HE
| ~ Paracetamol / mapaueTamoJ - Honee 15,0
Ne  [Test/Ilokasarenb [Results / Pe3yasTaTs! Specification / Hopma
10  |Assay / KonuuecTBennoe 90.0 mg to 110.0 mg of C13H1302
| onpesenenue | (ibuprofen) per tablet /
| (@5% 90,0 MTI 10 110,0 mr C13Hi50;
100.2mg /100.2 mr (ubynpoden) B Tabnerke
112.5 mg to 137.5 mg of CsHyNO>
' (paracetamol) per tablet /
' 125.5mg/ 125.5mMr 01 112,5 mr go 137,5 mr CgHoNO>
| - (napaueramosn) B Tabnerke
Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeuanue: [Tpoaykr coorBeTcTBYeT TpeboBannsm HJI 3akmouenune; OJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToAroTORNEHO: IIporepeHo: ﬂ OnobpeHo: Menemkep / [
Ankit Ankaj Verma Sl PykoBoauTensb = W
& Pavan Kumar Sharma—==—
Reprint Date: Reprint Date: Reprint Date:
HaTta: 04.03.2022 Hata: 04.03.2022 Jata: 04.03.2022
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Dr.Reddy’s “:‘

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
CEPTUOHUKAT AHAJIM3A

Page Sof 5/Ctp. 5u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Waykaun FOunop®, Ta6aeTku aucneprupyemble [ais gereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2200341

Batch Quantity / O6bem mapruu : 547.500kg

890001577478

Analytical Report No / AnannTH4yeckuii oryer Ne :

Date of Analysis / lara anannsa: 04.03.2022

Date of Manufacture / Jlara npon3Boacrsa : Feb-2022

Date of Expiry / Cpoxk rognocry : Jan-2027

Analysis performed according ND / Ananns nposenen no HJL: I1NO1 1252/02-041021

11 Package / YnaxkoBka

10 tablets in PVC/AI blister. 2 blisters10 tablets in PVC/Al blister. 1, 2 or 20
and patient information leaflet in ablisters and patient information leaflet
carton pack. / Ilo 10 rabnertok ﬂEn a carton pack. / [To 10 taGnerok B
onncrep n3 MBX/AL Tlo 2 GnucrepaﬁmICTep u3 MBX/AL TMo 1, 2 unu 20
BMecTe C HHCTpYKLUHEH NoOAHCTEPOB BMECTE ¢ HHCTPYKLIIEH 10
NPUMEHEHHIO B NAYKY KaPTOHHYIO.  [IPHMEHEHHIO B MAaYKy KAPTOHHYIO. |

12 .Labeling / MapkupoBKa

|According to ND. / B cootserctBin ¢ HJI.

13 Storage conditions /
Xpanenue

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

B opyrdHaIbHOM ymakoBke (6nycTep B ayke) Mpy TeMNEepaType HE BhILLIE
25 °C. |

14 Shelf life / Cpok roanocTd

i5 years / 5 net

Remarks : The Product conforms to ND/
IIpumeuanue: [TpoaykT cooteTcTByeT TpeboBatusam HJL

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[ToaroroBneHo: ITpoBepeHo: A OpnoGpeno: Menemxep / L

Ankit C:l - Ankaj Verma /' PykoBoauTeNb ."j‘%/——
— Pavan Kumar Sharma
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