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Page 1 of 5/Crp. 1 u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxnun FOunop®, Tabaerku ancneprupyemsie [nas gereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2300077

Batch Quantity

/ O6bem napruu : 547.500kg

890001640159

Analytical Report No / AnanuTuuecknii oraer Ne :

Date of Analysi

s/ laTta anaau3sa: 19.01.2023

Date of Manufacture / Jata npon3gojacrsa : Dec-2022

Date of Expiry / Cpok roauocts : Nov-2027

Analysis performed according ND / Anaans nposenen mo H/: TTN011252/02-041021

Results / PesyanraTnr _|

—}

Specification / Hopma

B’g Test / Hoxkasarenn

Pink flat-faced beveled-edge tabletsPink flat-faced beveled-ezlge tablets

Mpumcuanne: TIpoiyKki COUTBEICTBYET TheBOBARIAM HH

1 Description / Onucanue
- with impregnations and a score-line onwith impregnations and a score-line on
one side and characteristic odor. / one side and characteristic odor. /
Kpyraiste  mnockoumnnimpuueckneKpyrisie MITOCKOLHINHA PHYECKHE
Tabnetkn  po3oBOro  mBera  cTaGNeTKH  pO30BOTO  LBETa ¢
BKPaIICHUSIMU, C acKOi K pUCKOH HEI!BKpaI'UTE:HHHMH, ¢ dackoii ¥ puckoit Ha
OJIHOH CTOPOHE,0/THOI cropoiie,
XdpaKTepHLIM 3aMaxoM. € XapaKTepHLIM 3a1aXOM.
2 [dentification / Complies as prescribed/ The retention times of the main peaﬁ‘
MoanHHHOCTH CooTBercTByer 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
YACPKUBAHUS OCHOBHBIX ITHUKOB HA
XpomMaTorpamme HCIBITYEMOIO)
PacTBoOpa JOJDKHBI COOTBETCTBOBATE
BpeMeHaM yIep)KHBAHHS [IMKOB Ha
NpomaTorpamme pacteopa
‘ ‘ CTaHAapTHLIX 00pa3uoB HOynpodena
i napaieramosa (pasnen
«Ko/n4yecTBEHHOE onpeaenecHIen).
Remarks : The Product conforms to ND/ Opinion : APPROVED

3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: o I[IpoBepeno: Ramakant Onobpeno: Menemiep /
Shivani Devi A / 'gjt M, Pykosoanrens .r?lh/ mﬂ

v Manoj Kumar =
Reprint Date: Reprint Date: Reprint Date:
Jara: 19.01.2023 Hara: 19.01.2023 Hara: 19.01.2023

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 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
Hoyknun FOunop®, Tadaerks gucueprupyemsie [1is aereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2300077

Batch Quantity / O6bem napruu : 547.500kg

890001640159

Analytical Report No / AnaauTu4eckuii oryer Ne :

Date of Analysis / laTa ananuza: 19.01.2023

Date of Manufacture / laTa npoussoactsa : Dec-2022

Date of Expiry / Cpok rognoctu : Nov-2027

Analysis performed according ND / Auanus nposegen no HJI: 11 N011252/02-041021

p‘@ Test / IloxazaTenn

Results / Pe3yibTaThl

Specification /_Hopma .

3 Average weight of tablets /
Cpeansisi Macca TabjieToK

367.5 mg/ 367.5 mr

Complies/cooTBeTcTBYET

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 Disintegration / 00 min:25 Seconds/00 muH 25 Sec Not more than 3 min /
Pacnagaemoctb He 6onee 3 Mun

5 Dissolution / 97% to 100 % Not less than 70% (Q) of C|3H18—02_
PacrBopeHne (ibuprofen) after 30 min /

95% t0 99%

He wMenee 70 % (Q) Ci3HizOs
(nbynpoden) uepes 30 MuH

Not less than 70% (Q) of C3HoNO:
(paracetamol) after 30 min /

He wmenee 70 % (Q) CsHoNO,
(Ltapaueramolt) yepes 30 MUH -

6 Dispersibility /
JucnepcHocTh

Complies / CooTBeTCTBYET

Uniform suspension passing through
irthe 710 pm  sieve is formed /
OOGpazyercsi OLHOpOAHAS CYCTIEH3MS,
MPOXOALLAsT Yepes CHTO ¢ pasMepom

oTBepeThii 710 Mkm

Remarks : The Product conforms to ND/
Hpumeuanne: IIpoaykt cootBeTcTBYeT TpeboBanuam HJJ

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Hara: 19.01.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: - IIpoBepero: Ramakant OnoOpeno: Menenxep / "
Shivani Devi b T/ M r Pyxosomirens fomditie L'
{1 i k :’f Lo
Manoj Kumar
Reprint Date: Reprint Date: ' Reprint Date:

Hara: 19.01.2023

Hara: 19.01.2023
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxanu FOunop®, Tabnerkn pucneprupyemsie [aas geveii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2300077

Batch Quantity / O6bem mapTun : 547.500kg

890001640159

‘Analytical Report No / AHaanTu4eckuii orger Ne :

Date of Analysis / laTa ananauza: 19.01.2023

Date of Manufacture / /lata nponsgogcrsa : Dec-2022

Date of Expiry / Cpox rogsocts : Nov-2027

Analysis performed according ND / Ananns nposegen no HJL: ITN011252/02-041021

Ne Test / Ilokazares | Results / PesyabTaThl Specification / Hopma
7 Related substances / 4-aminophenol (paracetamol impurity)|
PojicTBEHHbIE IPHMECH /
4-amuHODEHON (mpumecs
Method 1/ Meropn 1 — . mapaueramona) - not more than
Determination of 4-Amino 0.00002% 0.005% / ne 6onee 0,005 %
Phenol content / Onpenenenne
COJlepIKaHs COAepKaHHs Any individual unidentified impurity
4-amuHodenona of (ibuprofen or paracetamol) /
EnuHuuHas HemaeHTH( UM poBaHHas
Method 2 / Metop 2 — 0.07% [npumecs ubynpodena uin
Determination of Ibuprofen mapaueramosa -
and Paracetamol unidentified not more than 0.2% / ne 6onee 0,2%
impurities / Onpenenexue
HenaeHTHOUIHPOBAHHBIX 0.07% Total impurities (Method 1+Method 2)
npumecei u6ynpodena u Cymma npumeceit (Meton 1 + Meton
napaieramona 2) - not more than 0.7% / ue Gonee 0.7
%
8 Ticrobial limits /
HKpodHOTOrHYecKas Less than 100 CFU/g/ Not more than 1000 CFU/g/
HCTOTA Menee 100 KOE/r He 6onee 1000 KOE/r
Not more than 100 CFU/g/
: . He 6onee 100 KOE/r '
L
Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeuanue: [Mponykr coorpercroyet Tpebopanuam 11]] Jakawyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToxroroenexo: o [Tposepeno: Ramakant f Onobpeno: Menemxkep / .
Shivani Devi )S ( thkl(y PykoBonuTens '@Bﬂ u(/
Manoj Kumar -
Reprint Date: Reprint Date: Reprint Date:
Hara: 19.01.2023 Hara: 19.01.2023 Hara: 19.01.2023
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykann IOHHop®, TabsieTkn qucneprupyemsle [nis aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2300077

Batch Quantity / O6bem napruu : 547.500kg

890001640159

Analytical Report No / AHanmuTH4yecknii oTyer Ne :

Date of Analysis / Jlata ananu3za: 19.01.2023

Date of Manufacture / JlaTta npousBoactsa : Dec-2022

Date of Expiry / Cpok rogaoctu : Nov-2027

Analysis performed according ND / Ananu3 nposeaes mo HJI: [1N011252/02-041021

count / Ob1uee 4ucio
A3pOOHBIX MHKPOOPraHU3MOB

Ib) Total combined yeasts and

Ia) Total aerobic microbial _'i_

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

|Shall be absent in 1g/ OtcyTcTBUHE B 1

r
|

- Paracetamol / napaneramon |

mould count / Ob1uee wucio Absent
IPOXOKEBBIX U IIECHEBBIX
rpuboB
I
) E. coli
9 Uniformity of dosage units / Acceptance value (AV) should be not
OHOPOAHOCTD 103MPOBAHHUS 1.5 more than 15.0 / Iloka3sareny
npuemieMocti (AV) nomkeH ObITh HE
- Ibuprofen / ubynpogen bonee 15,0
Acceptance value (AV) should be not
more than 15.0 / Ilokasatens
1.5 npuemnemoctn (AV) nomkeH ObITh He

%ﬁonee 15,0

10 Assay / KoimuecTBeHHOE '
onpejesienne '

100.5 mg /100.5 mr

125.2 mg/ 125.2 Mr

90.0 mg to 110.0 mg of C13H 50
(ibuprofen) per tablet /

Ot 90,0 mr g0 110,0 mr C3H 50,
(nbynpodeH) B Tabnetke

112.5 mg to 137.5 mg of CsHyNO;
(paracetamol) per tablet /

Ot 112,5 mr g0 137,5 mr CsHoNO,

(mapaueramon) B TabJeTke

Remarks : The Product conforms to ND/
IIpumeuanne: [IponykT coorBeTcTBYeT TpeGopanusm HJI

Opinion : APPROVED
3axkmouenue: OJIOBPEHO

Prepared by /
IToaroTosneHo: i
Shivani Devi % \

Checked by /
IIpoeepeno: Ramakant f’

JL/

fuslt

Approved by: Manager/Executive /
Onobpeno: Menemxep /-

PyKoBOANTEND fw

Manoj Kumar

Reprint Date:
Hata: 19.01.2023

Reprint Date:
Jara: 19.01.2023

Reprint Date:

Jara: 19.01.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A
Page S of 5/CTp.5u3 5
Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Ho6ykann IOuHop®, TabneTkn qucneprupyemsle [1s aereii], 100 mr + 125 mr
Batch No / Cepus Ne : V2300077 Batch Quantity / O6bem naptiu : 547.500kg
Analytical Report No / Asanuruyeckuii oTuet Ne : Date of Analysis / JlaTa ananu3za: 19.01.2023

890001640159
Date of Manufacture / Jlara npoussoactsa : Dec-2022 |Date of Expiry / Cpok roanocts : Nov-2027

|Analysis performed according ND / Anann3 nposenen mo HJI: IT1N011252/02-041021

10 tablets in PVC/AI blister. 2 blisters10 tablets in PVC/Al blister. 1, 2 or 20
and patient information leaflet in ﬂ}bliS[eTS and patient information leaflet
carton pack. / Ilo 10 Tabnetok Bin a carton pack. / ITo 10 Tabnerok B
onucrep w3 TIBX/AL Tlo 2 GﬂﬂCTepﬂ:ﬁﬂllCTEp u3 [IBX/AL TIlo 1, 2 wnu 20
BMecTe ¢ MHCTpyKumMeii noBAHCTEPOB BMECTE C HHCTPYKLHEH 110
NPAMEHEHNIO B MMAYKY KapTOHHYIO. ‘I‘Ipl-lMCHel-]]-ll{) B N1a4YKy KapTOHHYIO. |

12 Labeling / MapkupoBka IAccording to ND. / B cootercteru ¢ H/I.

11 lPackage / YnakoBka

13 I'Storage conditions / In the original packaging (blister in carton pack) at temperature below 25°C.

XpaHeHHe
B opuruHanbHo# ynakoBke (6JMCTEp B ayKe) MPH TEMIEPAType HE BhIIIe

25 °C.
14 Shelf life / Cpok romsocTn |5 years /5 net

Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanne: [Iponykr cootBeTcTBYET TpeGoBanusm ]I 3akuwyenune: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IS'I}?nFOTOBneHo: }g,,/ [TpoBepeno: Rama,‘kan 'ﬁ‘ Opobpeno: Menemxep /

ivani Devi . Lt . LF Pykosonurens il

—il l\zganoj Kumar ‘@M
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