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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

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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Pagelof 5/ Ctp. 1 u35

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykans HOunop®, TadiaeTkn aucneprupyemslie [aas gereit], 100 mr + 125 mr

Batch No / Cepust Ne : V2202022

Batch Quantity / O6bem maptTun : 547.500kg

890001618058

Analytical Report No / Anaanruyecknii orger Ne :

Date of Analysis / /laTa anaau3a: 30.09.2022

Date of Manufacture / Jlata npousBoacTpa : Sep-2022

Date of Expiry / Cpok rogsoctn : Aug-2027

Analysis performed according ND / Ananu3s nposegen no HJI: TT N011252/02-041021

\Ne
1

Test / IlokazaTeb
Description / Onucanue
|

Results / Pe3yabTaThbl

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. /
Kpyrnbie
TabJeTKH

PO30BOTO IBETa

BKparUIeHUsIMHU, ¢ Hackol ¥ PUCKOH HABKparIeHUsAMH, C Hackoh 1 PUCKOH Ha
CTOPOHE.01HOH

OnHOH
k XapaKTEPHbIM 3a0aXOM.

FaT

Identification /
[TognuHOCTH

N

l‘Complies as prescribed/
CooTBeTCTBYET
|

NIOCKOUUNHHApUYecKHeKpyribie

ISpecification / Hopma

one side and characteristic odor. /
MJIOCKOUMNUHAPHYECKHE

crabnerky pO30BOro uBera ¢

CTOpPOHE,
€ XapaKTEPHBIM 3aM1axoM. .
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
VAEp/KHBAHIA OCHOBHBIX IHKOB Hg
XpomaTorpamme HCIIBITYEMOTO
pACTBOPA NOJDKHBI COOTBETCTBOBATE
BpeMeHaM  YZAepXKUBaHUsS MHKOB Ha

Xpomatorpamme pacTeopa
cTaH apTHBIX 00pa3uoB nbynpodena
H napaueramona (paznen

«Koni4uecTBeHHOE oNpeaesieHHe»).

Remarks : The Product conforms to ND/
Ilpumeuanue: ITpoaykt coorBeTCTBYET TpeboBanuam HJI

Opinion : APPROVED
Zakmoyenne: OJOBPEHO

Prepared by / Cliecked by / Approved by: Manager/Executive /

[ToaroroBneHo: IIpoeepeno: f Onobpeno: Menemikp /

Ankit @ Pardeep Kumar QL;“ PykoBonuTens ’\
Abhishek Chauhan

Reprint Date: Reprint Date: Reprint Date:

Hara: 30.09.2022 Hara: 30.09.2022 Hara:30.09.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 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 FOunop®, TabJjeTku aucneprupyemsle [aas aerefi], 100 mr + 125 mr

Batch No / Cepus Ne : V2202022

Batch Quantity / O6bem naptuu : 547.500kg

890001618058

Analytical Report No / Ananurinyecknii oruer Ne :

Date of Analysis / /lata ananu3a: 30.09.2022

Date of Manufacture / lata npousBojcTsa : Sep-2022

Date of Expiry / Cpox roasocty : Aug-2027

Analysis performed according ND / Ananus nposeges no HJ[: 1T N011252/02-041021

Ne Test / MokaszaTen

Results / PesyabTaThl

3 Average weight of tablets /
Cpenunsisi Macca TadJ1eToK

l 364.1 mg/ 364.1 Mr

Complies/cOOTBETCTBYET

‘Specification / Hopma
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 %)

4 bisintegration/ 00 min:23 Seconds/00 muH 23 Sec

| PacnajaemMocThb

15 Dissolution / 94% to 101%
PacrBopenne

93% to 100%

{Not more than 3 min / i
He 6onee 3 mun .
Not less than 70% (Q) of CisH30-
(ibuprofen) after 30 min /

He wMexee 70 % (Q) CisHisOs
(1ndynpoden) vepes 30 Mnu

Not less than 70% (Q) of CiHoNO;
(paracetamol) after 30 min /

He wmenee 70 % (Q) CgHoNOs
[{nap_aue‘ramon) yepes 30 MITH

6 Dispersibility /
' JucnepcHocTh

Complies / CooTBETCTBYET

Uniform suspension passing through
the 710 um sieve is formed

O0pasyeTcst OJHOPOJIHAS CYCTIEH3Ms,
MPOXOASILAS YePe3s CHTO ¢ PazMEpOM
orBeperiti 710 MkM

Remarks : The Product conforms to ND/
IIpumeuanne: lIponykr cootBercTByeT TpeboanusaM HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

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

ITonroTosnexo: IlpoBepeno: / OnobpeHo: Meneazkep /

Ankit Pardeep Kumar c;\i___ PykoBoautens I'| \
Abhishek Chauhan '~

Reprint Date: Reprint Date: Reprint Date:

Jlara: 30.09.2022 Jara: 30.09.2022 Jata:30.09.2022
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iProduct : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
|U6ykaun FOuuop®, Tabnerku aucneprupyemoie [aas aereiif, 100 mr + 125 mr

|{Batch No / Cepusi Ne : V2202022

Batch Quantity / O6bem naprum : 547.500kg

Analytical Report No / AHasuTndecknii oruer Ne :
[890001618058

Date of Analysis / lata ananuza: 30.09.2022

[Date of Manufacture / lata npousBoacTBa : Sep-2022

Date of Expiry / Cpok roggocry : Aug-2027

' Analysis performed according ND / Auasu3 nposenen mo HJ/I: T1 N011252/02-041021

Ne Test / TTokazatenn

7 Related substances /
PoncreeHHble MpUMeCH

Method 1/ Meton 1 —
Determination of 4-Amino
IPhenol content / Onpeaenenue
cozepxanus conepxanns
4-amuHodeHoNa

Method 2 / Meton 2 —
Determination of Ibuprofen
and Paracetamol unidentified
impurities / Onpenenenve
HeuIeH TU(PH LU POBAHHBIX
npuMeceil néynpodeHa u
napayeTaMmona

Results / PesynpTaThl

0.0002%

BDL (Disregard Limit 0.05%)

0.0002%

'Specification / Hopma |

~ 4-aminophenol (szracetamol impurity)

/
4-amMmuHOpEHON (npumech
mapaneramona) - not more than

0.005% / ne 6onee 0,005 %

Any individual unidentified impurity
of (ibuprofen or paracetamol) /
‘EJII/IHW-IHaH HeuaeHTUGULUKUPOBAHHAS
NpUMECH ubynpodena unu
napaueTraMorna -

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

Total impurities (Method 1+Method 2)

Cymma npumeceti (Meton 1 + Metog
2) - not more than 0.7% / ne 6onee 0.7
%o

8 Microbial limits / "
[Mukpobuonoruueckas
[4HCTOTA

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 6onee 1000 KOE/r

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

Remarks : The Product conforms to ND/

Ipumeuanne: IIpoaykT cooTBeTcTBYET TpeboBanusm HJI

Opinion : APPROVED
3axaouenue: OJIOBPEHO

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

[loaroroBnexo: [IpoBepeno: / OnobpeHo: Menemxdp /

Ankit Pardeep Kumar — -'"E'—-—'_' : PykoBoautens K/\
Abhishek Chauhan

Reprint Date: Reprint Date: Reprint Date:

JHata: 30.09.2022 Jlata: 30.09.2022 Jlata:30.09.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Noykun FOHnop®, TabeTKH aucneprupyemble [aia aereii], 100 mr + 125 mr

]

Batch No / Cepus Ne : V2202022

890001618058

Analytical Report No / AHanuTHYecKni oT4eT Ne :

Batch Quantity / Oobem naptun : 547.500kg

Date of Analysis / JlaTa ananusa: 30.09.2022

Date of Manufacture / lara npoussoacrsa : Sep-2022

Date of Expiry / Cpok roagnoctn : Aug-2027

Analysis performed according ND / Ananns nposeaen no HJI: [1N011252/02-041021

[ 1 ) Total aerobic microbial
count / Ob11ee yucno

a3pO0HBIX MUKPOOPraHM3MOB

mould count / O61iee yucno

APOXOKEBBIX 1 ITJICCHEBBIX

|
|
b) Total combined yeasts and
| rpubos

|

c) E. coli

Absent

9 Uniformity of dosage units / |
OaHOPOAHOCTH A03MPOBAHHUS

- Ibuprofen / ubynpoden
|

| - Paracetamol / mapauetamon

1.7

1.4

| - ]

|
Shall be absent in 1g / OtcyTcTBue B 1
r

|
Acceptance value (AV) should be not

more than 15.0 / Tlokazatent
ipuemaemocTh (AV) gomiaen OblTh HE
Ll;’)uﬂee 15,0

Acceptance value (AV) should be not
more than 150 / l'[alcazaTenbl
npuemaemocti (AV) fomkeH ObITh HE
oonee 15.0 ‘

10 Assay / KonnuecrBeHnoe
onpeneJieHHe

101.3 mg /101.3 mr

124.9 mg/ 124.9 mr

90.0 mg to 110.0 mg of C;sH 0> |

(ibuprofen) per tablet /

O1 90,0 Mr 20 110,0 Mr CisHig02 |
(nynpoden) B TabneTke |
112.5 mg to 137.5 mg of CiHyNO>
(paracetamol) per tablet / |
Ot 112,5 Mr 10 137.5 mr CsHoNO»
(napaueramon) B Tabnerke

Remarks : The Product conforms to ND/
IIpumeuanmne: [Iponyxr cooTBeTcTBYET Tpeboranusm HJI

Opinion : APPROVED
Saxmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
)
TToarurosiieHy: - ITposepeno: - Ouubpenu: Menewkep /
Ankit [ ’ﬂ/ Pardeep Kumar « zL—/— Pykosoautesb /\
) Abhishek Chauhan
Reprint Date: Reprint Date: Reprint Date:
Hara: 30.09.2022 Jlata: 30.09.2022 Jara:30.09.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Uoyxsun I0anop®, TabsieTkH Aucneprupyemsle [aasa gereii], 100 mr + 125 mr-

Batch No / Cepust Ne : V2202022

Batch Quantity / Oobem maptum : 547.500kg

890001618058

Analytical Report No / AHaauTHYeckHnii oTyeT Nt :

Date of Analysis / [lara anammsa: 30.09.2022

Date of Manufacture / Jlata npou3BoacTna : Sep-2022

Date of Expiry / Cpok rognoctu : Aug-2027

Analysis performed according ND / Anasus nposenen no HJI: [1N011252/02-041021

10 tablets in PVC/Al 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 Tabnetok Bin a carton pack. / Tlo 10 tabnetok B
onmmctep u3 [IBX/AlL Tlo 2 Gnucrepadmuctep w3z [BX/AL [lo 1. 2 wan 20

MHCTpYKLUEN
NPUMEHEHHIO B NaYKY KAPTOHHYIO.

NOONHCTEPOR BMECTE ¢ HHCTPYKLNEil no
MPHMEHEHNIO B MAYKY KAPTOHHYH.

IAccording to ND. / B coorerctanu ¢ HJI.

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

B opuruHaisHO# ynakoske (OJMCTep B AUKE) IPU TEMIEPATYPE HE BbILLE

11 Pa_ck_age / YnakoBka
BMECTe c
‘12 Labeling / Mapkupobska
‘13 éto_rage conditions /
XpaHeHnne
L - 25 °C.
14 Shelf life / Cpok roanocTu |5 years /5 net

Remarks : The Product conforms to ND/
IIpumeuanne: Ilpoayxr coorBercTBYeT TpeboBanusM HJI

Opinion : APPROVED
3akmouenne: OJOBPEHO

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

[ToaroToBneHo: ) IIpoBepeHo: 2 Opobpeno: Menemgp /

Anlait @: Pardeep Kumar Ci/—ﬂ PyxoBogutens x._/\
Abhishek Chauhan -
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